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MHCTPYKUWMA 1O NMPUMEHEHWNIO
«KOMIMOHEHTbI HABOPpB MHCTPYMEHTOB AOJ14
YCTAHOBKW CNCTEMbI VLP MINI-MOD AOJ/1A ®UNKCALUNN
MAJIbIX ®PATMEHTOB KOCTEN>»
INSTRUCTION FOR USE
«VLP MINI-MOD FIXATION SYSTEM FOR SMALL
FRAGMENTS INSTRUMENTS COMPONENTS>»

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Pycckuin/ Russian
HacTosuwaa MHCTPYKUUSA MO MPUMEHEHUID sIBMsieTcsa obuwei
ONA cucTeM (hukcaumm manbix gparmMeHToB KoMnaHum Smith
& Nephew, BKNto4asn KOMMOHEHTHLI HabopoB
MHCTPYMEHTOB ANA ycTaHOBKU cuctembl VLP MINI-
MOD gna dukcaymm wMasnblixX parMeHTOB KOCTel.
Moapo6HLIA NepevyeHb paccMmaTpuBaeMblX U3AeNuii ykasaH
B NYHKTe [punoxeHua K WHCTPYKUMUU MNO MNPUMEHEHMUIO

"OMMNCAHWE OCHOBHbBIX OYHKUWMOHAJTbHbIX
3/IEMEHTOB, COCTABHbIX UACTEN MWU".

Bce paccmaTpmBaemble B LaHHOW UHCTPYKLU NN
KoMNoHeHTbl HABbOpPOB NHCTPYMEHTOB /1 YCTaHOBKMU
cuctembl VLP MINI-MOD pgna dukcaymm masnbix
hparmeHTOB KocTel MOryT ucnosb3oBaTbCcs
MHOrokKpaTHO.

Bce paccmatpuBaemble B LAaHHOW MHCTPYKLUN

KOMMOHEHTbI HABOPOB MHCTPYMEHTOB A1 YCTAHOBKMU
cuctembl VLP MINI-MOD pana dwukcaumm Masbix
(bparMeHTOB KOCTEWN SABNSATCA HECTEPU/bHBIMU.

Cnegywuime HauMeHOBaHUA, WUCMO/b30BaHHbIE MO TEKCTY
LaHHOro LOKYMeHTa, ABMAKOTCA TOXAECTBEHHbLIMU
HaMMeHOBaHUIO MeAUUUHCKOro wunsgenns <«<KOMMOHEHTbI
HabopoB UHCTPYMEHTOB /19 YCTaHOBKU cuctemMmbl VLP
MINI-MOD gna dukcaumm masibiX dparMmeHToB
KOCTel »:

- KOMMOHEHTHI;

- KOMNOHEHTbI MHCTPYMEHTOB;

- NHCTPpYMEHTHbI;

- N3penna;

CokpauieHns:

MW - mMeguumHckoe msgenuve
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AHrnunckuin/ English
Current Instruction for Use is common to
small fragments plating systems of Smith
& Nephew including VLP MINI-MOD
fixation system for small fragments
instruments components. The detailed
list of subject products is indicated in
Addition to Instruction for Use
"DESCRIPTION OF MAIN FUNCTIONAL

ELEMENTS, PARTS AND ACCESSORIES
OF MD".

Subject VLP MINI-MOD fixation
system for small fragments
instruments components are
reusable.

Subject VLP MINI-MOD fixation
system for small fragments
instruments components indicated in
current Instruction for Use are non-
stehle.

The following names used throughout
this document refer to the name of the
medical device "VLP MINI-MOD
fixation system for small fragments
instrument components™:

- Components;

- Instruments components;

- Instruments;

- Devices;

Abbreviations:

MD - medical device



Pycckuii/ Russian

MHCcTpyKuma no
Pycckuia

NPpUMEeHeHno

Cuctema omkcaumm manbix parMeHToB KocTeli

¢ Cuctema VLP MINI-MOD pgna dwukcauymm manbix parMeHToB
KocTei

e TapaHHble nnacTuHbl VLP MINI-MOD

¢ Cuctema EVOS Mini gnsa dukcaumm manbix hparMeHToB KocTel

® LTEAM1 R
IMOW-STEMLE
* [Ans onpefeneHns CTepUNbHOCTU U3AeNnus CM. ero aTUKeTKy
Ba>kHasi uHpopmauns
KOMMOHEHTHI cucTeMmsl ans hrkcauum nepesomMoB

npeaHasHayeHbl Ana  UCNONb30BaHMA TOJIBKO B KayecTBe
BCnomMoratesnibHOro cpeacrtea AnA cpaweHuna un He ABNAKTCA

3aMeHoi HOpMa}'IbHOVI Henospem,u,eHHoﬁ TKaHW Wnnm  KOCTU.
AHaTOMNS KOCTeli 4denoBeka HakKknajblBaeT OrpaHn4yeHuna Ha
pasmMmepbl U TONWWHY WUCNONIb3YyEeMbIX KOCTHbIX BWHTOB WU
nnacTuH,

M NOTOMY MPOYHOCTb MMMIAHTATOB oOrpaHmyeHa. [o
NOJIHOTO CpalleHMa KOCTW NosHas Harpyska npoTMBONOKasaHa.
Mpy NOBTOPSAKLWMXCA Harpy3kax y nauuMeHTOB C 3amMen/IeHHbIM
cpalleHMeM UM HecpalieHWeM, YCTPONCTBO COrHeTcsl, ciomaeTcst
unu 6yaeT BbipBaHO M3 KOCTWU. Matepuan KOMMOHEHTa yKa3aH Ha
9TUKETKE  HapyXHOl  KapTOHHOW  KOpPOGKW. Vicnonb3ayiite
COBMECTHO TOJIbKO T€ KOMMOHEHTbI, KOTOpble W3roTOB/EHbl U3
O[lHOTO M TOTO Xe mMartepuana. Hu npu Kakmx o6CTOsiITENbCTBAX He
cMmellMBaliTe pasHopodHble MeTannbl. He cnegyeT COBMECTHO
MCNonb30BaTb KOMMOHEHTbl OT pas3/iMyHbIX Mpou3BoauTenel, 3a

UCK/loUeHem COOTBETCTBYIOLLEN pekoMeHaauum
npoussoguTens. Bce UMNaHTUpyeMmble KOMMOHEHTBI
npeAHasHa4yeHbl TONMbKO A1 OAHOKPATHOTO  NPUMEHEeHWs.

HeKoTopble WHCTPYMEHTbl TaKXe npeaHasHayeHbl TONbKO AN
0[HOKPATHOIO MPUMEHEHMS, YTO YKA3aHO Ha 3TUKETKE YMNaKOBKMU.
MpumeyaHue. YCTPOICTBO OQHOKPATHOrO NPWMEHEHUsi, KoTopoe
KOHTAKTMPOBANO C KPOBbIO WM TKAHAMU 4YerloBeKa, 3anpeuieHo
MCMonb3oBaTb MNOBTOPHO. OHO [O/MKHO 6biTb  BO3BpALLEHO
NPOuU3BOAUTENI0 WU YTUIM3MPOBAHO Hag/exalum o6pasom.

MokasaHusA

KomnoHeHTbl cuctembl VLP MINI-MOD mMoOryT 6biTb MCNO/Ib30BaHbI
y naymeHToB nogpocTtkoBoro (12-18 neT) u oHoweckoro (18-21
rof) Bo3pacTta, a TakXe y B3POC/bIX NauneHTOB M NauneHToB C
ocTeoneHuein. KOMMNOHEHTbl CUCTEMbl MpeAHasHayeHbl AN
dmkcaunn nepenomMos, ukcauum apTtpopesa, PEeKOHCTPYKUMW,
pennaHTauum uAM  penosnuuM  ManblXx KocTel U Hebonblunx
KOCTHbIX  (hparMeHTOB. Cnctema  Takxke  nokasaHa  Aans
ctabunusaunm 6e3 Harpysky v penosunumnm KOCTHbIX (dparMeHTOB
OJINHHBIX KOCTEW.

|_|pOTI/IBOI'IOKa3aHI/Iﬂ

e ®dusnyeckne COCTOSAHUS,  UCKKYAWOLWME  HaANeXallyl
hukcaumio MMNAaHTaTtoM WAM 3aMefnsiolive cpalieHue, Takue
KaK HapylleHue KpoBOCHabXeHus, HeJOCTaTOYHOe KayecTBO Wu
KONMYeCTBO KOCTHOU TKaHMW, npeablayuias UHMeKUUs, oxmpeHue,
KpahHe BbIpaXeHHbIN n3rMb wunn 3HaunTenbHas pedopmayms
Ny4yeBOi KOCTW.

e [lcuxmyeckne  COCTOSIHWUSI,  UCK/O4awLime
nauveHToM MporpaMmbl peadbunutTaunu.

cobnoaeHne
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AHrnuiicknii/ English
Instruction for Use
English
Mini-Fragment Plating System
¢ VLP MINI-MOD Small Fragments System
¢ VLP Mini-Mod Talus Plates
¢« EVOS Mini Plating System

® |8TER>JE| R
INOW-STERILE

* Refer to the product labeling to determine if
the product is sterile or non-sterile.

Important Information

Fracture fixation devices are only used to aid in
healing; they are not a substitute for normal
intact tissue or bone. The anatomy of human
bones presents limitations with respect to the
size or thickness of bone screws or plates, thus
the strength of implants is limited. Full load
bearing prior to complete bone healing is
contraindicated. With repeated stress in
patients with delayed healing or nonunion, the
appliance will bend, break or pull out of bone.
The component material is provided on the
outside carton label. Use only components
made from the same material together. Do not
mix dissimilar metals at any time. Components
from different manufacturers should not be
mixed, except when advised by the
manufacturer. All implantable components are
designed for single use only. Some of the
instruments are also designed for single use
only as noted on the package label.

Note: A single use device (SUD) which comes
into contact with human blood or tissue should
not be reused, but should be returned to the
manufacturer or disposed of properly.

Indications

The Smith & Nephew VLP MINI-MOD System is
indicated for adolescent (12-18 years) and
transitional adolescent (18-21 years)
subpopulations and adults, as well as patients
with osteopenic bone. It is indicated for fracture
fixation, arthrodesis, reconstruction,
replantation or reduction of small bones and
small bone fragments. This system is also
indicated for non-load bearing stabiiization and
reduction of bone fragments in long bones.

Contraindications

¢ Physical conditions that would preclude
adequate implant support or retard healing,
such as, blood supply impairment, insufficient
bone quality or quantity, previous infection,
obesity, severe bow or gross distortion of the
radius.

¢ Mental conditions that preclude cooperation
with the rehabilitation regimen.



N MpeaynpexxgeHus

3anpelwaetca MCNoNb30BaTb, €CAM  YyMNakoBKa MOBpexjeHa.
3anpelaeTcsa MCNOMb30BaTb, €CAN CTEPUNbHLIA Gapbep usgenus
WN €ero ynakoBKa HapylleHbl.

« CoepXumoe CTepPUNbLHO, TOMIbKO €CN ynakoBKa He BCKpbITa U
He nospexpaeHa. MOBTOPHAA CTEPUIN3AUNA 3AMNPELLEHA.
ToNbKO ANA OAHOKPATHOTO NMPUMEHEHUS.

3anpellaeTcsa MCMNOAb30BaTb MO UCTEYEHUN CPOKa TFOLHOCTMU.

¢ OTBETCTBEHHOCTb 3a O3HaKOMJIEHWEe C COOTBETCTBYHOLWMUMU
XUPYpPruyeckumm meTtogukamu nepej MNpUMEHEHWEM [aHHOro
yCTpOWCTBa NEeXMUT Ha Xupypre.

e MNepes NpMMEHEHVEM NpoYUTanTe MHCTPYKLUU MOMHOCTbLIO.

e [laHHOEe YCTPOMNCTBO He YTBEPXAEHO ANA KPenseHus BUHTamMu

wnn  hukcaumm K 3agHUM  3nemeHTam  (HOXKam) LeliHoro,
rPpyAHOTO UM MOSICHUYHOTO OTAE/I0B MNO3BOHOYHMKA.
e KpaiiHe BaXHO Bbl6paTb KOMMOHEHTbl COOTBETCTBYIOLLETO

pasmepa v Tuna. icnonb3oBaHWe KOMMOHEHTOB He MakKCUMasibHO
BO3MOXHOr0 pasmepa WM HenpaBuIbHOE WX PacnofioXeHne
MOTyT npuMBectM K ocnabneHumtwo  dukcayum, crubaHuio,
pacTpecknuBaHuio UAn pasnamblBaHUIO YCTPONCTBA U/MNK KOCTWU.
e C ycTtpoictBamu u3 Ti-6Al-4V AOMKHbI MCNOMb30BaTbCA TOMbKO
BUHTbI 13 Ti-6A1-4V. Wcnonb3yiitTe Cc ycTpoicTBamu U3
Hep)XaBelLWen cTanm BUHTblI TO/IbKO M3 HepXXaBewlLen cTanu.

e YcTpoWcTBa W AONOMHUTE/NbHbIe  KOMMOHEHTbl  CUCTEMbI
dmkcaumy nnactuHamu Mmanblx parmMeHToB C BapuabenbHbIM
yroM BBEAEHMA BUHTOB OT KomnaHum Smith & Nephew He
cnegyet pasMmelatb y 30H pocTa MpuM JleYeHun nauveHToB
AeTcKoro Bo3pacTa.

Mepbl MPeaoCTOPO>KHOCTU

depepanbHoe 3akoHogaTenbcteo CLIA 3anpeuwjaet npogaxy
3TOro yCTpOiicTBa BPAYoOM WM MO €ro yKasaHuio.

« CnesyeT cobntoaath KpaiiHiol OCTOPOXHOCTb NpU o6palleHnm
C KOMMOHEHTaMU MMMNAAHTATOB U WX XpaHeHuu. Pe3ka, crubaHue,
HaHeceHMe  UapanuH Ha  MOBEPXHOCTb  MeTanyecKmx
KOMMOHEHTOB MOTYT 6biTb MPUYMHON BHYTPEHHUX HANPSKEHWUA,
KOTOpble MOTyT 3HAUYUTE/IbHO CHM3UTb MPOYHOCTL U YCTANOCTHOE
conpoTuB/ieHNe.

* Bo Bpemsa onepauyun MOXeT I'IpOI/I3OI7ITI/I YyacThyHaa uvnu nosiHas
nosioMKa

MHCTPYMEHTOB. NHCTPYMEHTbI, KoTopble
CUCTEMATNYECKN npuMeHsoTCcA nnm “cnonb3yTes c
NPUMEHEHUEM UYpPe3MepHOro YCUAWs, TMoABepPXKeHbl MO/IOMKE.

Mepen BbIMOMHEHWEM XMPYPIMYECcKoi npoueaypbl UHCTPYMEHTHI
cnefyet NpoBepuTb Ha NpeAMeT U3HOCa WM NOBPEXAeHus.
MoBTopHOE “cnonb3oBaHue yCTpoiicTB 0HOKPAaTHOro
NPUMEHEHUs 3anpelieHo Bo M3bexaHue pucka MosioMKM, oTKasa
YyCTPOWCTBA WM 3aHECEHUSI UHEKLUN NaLUeHTy.

« [na npefoTBpalleHUs  CAy4yaiiHOro  MPOABWXKEHUS  Wu
NPOHUKHOBEHWSA HanpassoWen Cnulbl B OKpyXallinue TKaHu
peKkoMeHAyeTCs MPUMEHATb KaH/MpOoBaHHbIe HanpasuTenu wu
HenpepbiBHbIA  BU3yallbHbIA  KOHTPO/Ab C  WUCMOMb30BAHMEM
3/1eKTPOHHO-0NTUYECKOTo npeo6bpasoBaTens (PeHTreHocKonus)
npy NpPoBEAEeHUN ChuLlbl.

* Bo u3bexaHue HaKOMMEHWS KOCTHOrO AeTpuTa B KaHife
MHCTPYMEHTa peKoMeHAyeTCcss ero MHTpaonepaluoHHas ouYncTka
*  UYrto6bl o6ecneunTb  Hagnexaiiee  (YHKLMOHMpPOBaHWeE
o60opyaoBaHnsa B c/iydae WUCMNO/Ib30BaHUSI KOMMbIOTEPU30BaHHOI
XWPYPrnyeckoih  cucTembl, O03HAKOMbTECH CO CMPaBOYHbIMU
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Warnings
Do not use if package is damaged. Do not use
if the product sterilization barrier or its
packaging is compromised.

Contents are sterile unless package is opened
or damaged. DO NOT RESTERILIZE. For single
use only. Do not use after the expiration date.

It is the surgeon's responsibility to be familiar
with the appropriate surgical techniques prior to
use of this device.

Read these instructions completely prior to
use.

This device is not approved for screw
attachment or fixation to the posterior elements
(pedicles) of the cervical, thoracic, or lumbar
spine.

It is extremely important to select the
appropriate size and type components. Failure
to use the largest possible components or
improper positioning may result in loosening,
bending, cracking, or fracture of the device or
bone or both.
¢ Use only Ti-6Al-4V screws with Ti-6A1-4V
devices. Use only stainless steel screws with
stainless steel devices.
¢« Smith & Nephew Variable-Angle Locking Mini-
Fragment Plating System devices and accessory
components should not be placed across growth
plates in pediatric patients.

Precautions
ID U.S. Federal law restricts this device to

sale by or on the order of a physician.
¢ Use extreme care handling and storing

implant components. Cutting, bending or
scratching the surface of metal components
may cause internal stresses which may

significantly reduce the strength and fatigue
resistance.

¢ Intraoperative fracture or breaking of
instruments can occur. Instruments which have
experienced extensive use or excessive force
are susceptible to fracture. Instruments should
be examined for wear and damage prior to
surgery. Single use devices should not be
reused due to risks of breakage, failure or
patient infection.

e« Continuous screening with an image
intensifier (fluoroscopy) during guide wire
insertion and whenever cannulated instruments
are advanced over a guide wire is
recommended to prevent unintended guide

wire advancement and penetration into the
surrounding tissues.

¢ Intraoperative cleaning of cannulated
instruments is recommended to prevent

accumulation of bone debris in the cannulation
¢ If a computer assisted surgery system is used,
consult the applicable software and hardware
reference manuals provided by the
manufacturer to ensure proper operation of this
equipment.




¢
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MimnnaHtatbl MOryT coO3[aBaTb WCKaeHus I/I306pa)|(eHVIF| npu
npoeegeHnn MarHMTHO-pe€30HaAHCHOIo CKaHnpoBaHUA.

YnakoBKa U MapKupoBKa

KOMMOHEeHTbI cfieayeT NpUHUMATh TOMIbKO B TOM C/lyyae, eCnv OHU
6blN MOMyYeHbl MEAULMHCKUM YUpexAeHWem WM XMpyprom B
HemnoBpeX/eHHo 3aBO/ACKOW ynakoBKe U C HeHapyLleHHOo
MapK1MpoBKoii. Ecn cTepunbHHAsA ynakoBKa 6bla HapylleHa uam
MCTEK CPOK ero rofiHocTv, BO3BPATUTE KOMMOHEHT B KOMMAHUIO
Smith & Nephew, Inc. Vcnonb3oBaHne n3genvsi ¢ NoBpeXaeHnem
UM UCTEKLLUMM CPOKOM FOAHOCTW MOBbILIAET PUCK BO3HWKHOBEHUS
MHMEKLMM, YTO MOXET NPUBECTU K PEBU3NOHHOI onepauum.

Ctepunmnsauns

[Ana  KOMMNOHEHTOB, MOCTaBASEMbIX CTEpPUIbHbIMW,  METOf,
cTepunu3aunn ykasaH Ha 3TukeTke. CTepusibHble KOMMOHEHThI
MMMNAAHTATOB MOCTABAATCA CTEPWUIbHLIMWU A0 YPOBHA rapaHTuu
ctepunbHocTh (SAL) KO'®. CTepunbHO ynakoBaHHbIE KOMMOHEHThI
NoCTaBNATCA B yNakKoBKe C 3alWUTHbIM CTEPU/IbHbIM 6apbepoM.
Mepen xupypruyeckoi onepaunein ocMOTpUTE YNakOBKM Ha
npegMeT NPOKOJIOB W APYrUX NOBpexXAeHwuin. Ecnu cTepunbHbIii
6apbep NoBpexAeH, BO3BpaTUTE KOMMOHEHT B KOMMaHui Smith
& Nephew, Inc. B cnyyae OTCYTCTBMA Ha 3TUKETKE yKas3aHuUsa O
CTEPUNBHOCTU KOMMOHEHTblI MOCTaBAAKTCA HECTEePWUbHbIMU U
OO/DKHbI  MPOWTW OYUCTKY W CTepuan3auuio [0 BbINOJIHEHUSA
Xupyprnyeckon npouenypbl. 0N HeCTEPUbHbIX WUMMNIAHTATOB
AN ocTeocuHTesa (T. €. nNAacTMH W BWHTOB): yjanute Bce
OpuUrUHanbHble YNaKoBOYHbIE W MapKUPOBOYHbIE BKAAAbIWNU
nepej BbINOSIHEHMEM cTepunusauuun. llepen ocyleCTBAEHNEM
cTepunmsaynmm  BaXHO BbIMOMHUTbL  HaAfexallyld  O4YUCTKY.
JononHutencHble cBefeHUs 06 O04YUCTKE U YTBEPXAEHHbIX
npouepypax cTepuamusaymm cm. B «Recommendations for
decontamination and steriiization of Smith & Nephew orthopaedic
devices» («PekomeHpaLmsax no obe33apaxunBaHuio "
cTepunu3aunn opTtonegmyeckmx YCTPOWCTB KoMnaHuum Smith &
Nephew»), noctaBnsembix C HabopaMy WHCTPyYMeHTOB Smith &
Nephew.

3AIMNPELWAETCA MOBTOPHOE WNCIMOJ/Ib3BOBAHNE KOMMOHEHTOB
MMnaaHTaTta uam ogHoOpPa3oBbIX UHCTPYMEHTOB.

PEKOMeH,quMbIe

ctepunmnsaumnmn
Linkn napoBoli cTepunmMsauunm € AUHAMUYECKUM YypaneHnem

Bo3ayxa (C npeBakyymupoBaHuem): 132 °C B TeueHue 4 MUHYT

nnn 135 °C B TeyeHue 3 MUHYT. MMHMManbHOe BpeMsi BaKyyMHOIA

CYLLKK:

— o06epHyTble ycTpoincTBa — 15 MUHYT;

— TMOMelWeHHble B KOHTeHepbl ycTpoiicTBa — 30 MUHYT

. Unkn napoBoii cTepunmsaymn rpaBuTauMoOHHbIM MeTogom: 132

°C. Bpemsa BO3aencTeus:

15 MWHYT [ANA  WUHCTPYMEHTOB, He

cTepuIn3aunoHHble eMKOCTH;

__ 30 MUHYT* gn1a yCTPOWCTB, NMOMELLEHHbIX B CTEPUIN3ALNOHHbIE

eMKOCTU. MnHMManbHoe Bpemsi BaKyyMHOWM cylwKkn — 30 MUHYT.

e [lapoBas cTepunusauma ANA HeMeO/IeHHOro MNpUMeEHEeHUs

(IUSS): 132 °C.

Bpemsi Bo3aeiicTBus:

— [AuHamu4yeckoe ypaneHue Bo3gyxa (C npeBaKyyMuUpoBaHMEM)

— 4 MUHYTbI.

Ana knneHToB 3a npegenamun CLUA.

¢ LUukn napoBoit cTepunmszauunm ansa BenukobputaHum: uukn

npeABapuTensHOro BakyymumposaHus, 134 °C B TeyeHne 3 MUHYT.

MuWHUManbHoe BpemMsi BaKyyMHON CywKn — 30 MUHYT.

napamMmeTpsbl uukna naposoii

NnoOMeLWEeHHbIX B
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Packaging and Labeling

Components should oniy be accepted if received
by the hospital or surgeon with the factory
packaging and labeling intact. If the sterile
barrier has been broken or is past the expiration
date, return the componentto Smith & Nephew,
Inc. Use of damaged or expired product
increases the risk of infection, which may lead
to revision surgery.

Sterilization

For components provided sterile, the
sterilization method is noted on the label.
Sterile implant components are supplied sterile
to a Sterility Assurance Level (SAL) of 10®.
Sterile packaged components are supplied in
protective sterile barrier packaging. Inspect
packages for punctures or other damage prior
to surgery. If the sterile barrier has been
broken, return the component to Smith &
Nephew, Inc. If not specifically labeled sterile,
components are supplied non-sterile and must
be cleaned and sterilized prior to surgery. For
non-sterile trauma implants (i.e. plates and
screws), remove all original packaging and
labeling inserts prior to sterilization. It is
important that adequate cleaning be carried out
prior to sterilization. Please see the document,
"Recommendations for decontamination and
sterilization of Smith & Nephew orthopaedic
devices," which is provided with Smith &
Nephew instrument sets, for further information
on cleaning instructions and validated
sterilization procedures.

DO NOT REUSE implant components or single
use disposable instruments.

Recommended Steam Sterilization

Cycle Parameters

¢« Dynamic Air Removal (Prevacuum) Steam
Cycle: 132° C (270° F) for 4 minutes or 135° C
(275° F) for 3 minutes. Minimum vacuum
drying time:

— Worapped devices - 15 minutes

— Containerized devices - 30 minutes
¢ Gravity Displacement Steam Cycle:
(270° F). Exposure time:

— 15 minutes for instruments not in a
containment device

— 30 minutes* for devices in a containment
device

Minimum vacuum drying time of 30 minutes

. Immediate Use Steam Sterilization (IUSS)
132° C (270° F). Exposure time:

— dynamic air removal (prevacuum)

— 4 minutes.

For Non-U.S. Customers:

¢« United Kingdom Steam Cycle: Prevacuum
cycle. 134° C (273° F) for 3 minutes. Minimum
vacuum drying time of 30 minutes.

(Note: Sterilization evacuation and pulsing
should be carried out in accordance with HTM
2010.

132° C




(Mpumevanve; OTkayka BO3gyxa M nogava napa npu
cTepunmsauynmm  OO/DKHbI  NPOBOAMTLCA B COOTBETCTBUM  C
NoNoXeHNAMMN gokymeHta HTM 2010.)

e Unkn napoBoi cTepunusauuu, pekoOMeHA0BaHHbI BcemupHoii

opraHmsaumen 3gpaBooxpaHeHuss (BO3): 134 °C. Bpewms
Bo3AeincTBna — 18 MUHYT M BaKyymHas cylwka He MeHee 30
MUHYT.

Ana cTepunusauuun cTepun3auuoHHble eMKOCTU A0/KHbl 6biTh
06epHyTbl B cTepunmsaunoHHyto ob6eptky (CSR) nnm nomeuleHsbl
B )XECTKMIA KOHTEeWHEep MHOroKpaTHOro NpUMEHEHWUS.

MpumevaHne pgna knuentoB B CLWA. Crepunusatopbl Wu
cTepunn3aunoHHble  06epTKW, WUCnonb3yemble B npouecce
cTepunmsaynmn, L[OSKHbl ObiTb  AONYLWEHbI K MCNONb30BaHUIO

YnpaBneHnem CLUA no KOHTPO/O 3a NpoAyKTaMu W1 fekapctsamu
(FDA). *3TO0T UMK cTepuan3aymm He sBASETCA CTaHAAPTHbIM MO
Knaccumkaummn Ynpasnenms CLA no KOHTPOAO 3a npoaykramu
n nekapcteamu (US FDA). Wcnonb3yemble cTepuansatopbl U
LONONHUTENbHbIE NpUHaANeXHOCTU (cTepunnsaynoHHas
ynakoBka, cTepuIn3aumnoHHble nakeThl, XUMuyeckune
MHANKATOPbI, BUONOrNYEecKne UHAUKaATOPbl U CTepUan3aLnuoHHbIe
KOHTEMHepbl) [O0/MKHbI  6biTb  paspeleHbl K MNPUMEHEHUIO
YnpasneHvem CLUA no KOHTpPONO 3a NpoAykTamu v siekapcTBamMmu
(FDA) onsi KOHKPEeTHOro BblGpaHHOro uukna crepunusayun (T. e.
BPEMEHUN U TeMMepaTtypbl).

YpaneHnne n aHanns ygasneHHbIX MMnaaHTaTtos

Han6onee BaXHON 4YacTbld  XMPYPIMUYECKOTOo  M3B/EYEHUS
uMnnaHTata — sABnsieTcs npeaoTepalleHne noBpexaeHui,
NUWaKlWmMXx  CMbicNa  NPOBEAEeHWe  HayuyHoW  3KCMepTU3bl.

Heob6xoanmo cobnogate 0cobble NPefoCTOPOXHOCTY A5 3aluThl
uMnaaHTaTa OT MOBPEeXAEHWA npu obpalleHnn C HUM U €ero
TpaHCcnopTUpPOBKeE. Cnegpyiite BHYTPEHHUM npoueaypam
MeULMHCKOTO YUYPEXAEHUS OTHOCUTE/IbHO  U3B/IEYEHUA U
nocnegywouiero adanusa wumnnaHtaros. [pu o6paweHun c
yaaneHHbIMu uMnaaHTatamu cobnwpaiite Mepbl
NpefoCcTOPOXHOCTU BO nsbexaHve pacnpocTpaHeHus
nepefawlinxcsa € KPOBbK MATOrEHHbIX MUKpPOOPraHnamoB. Ecmu
ONA aHanuM3a umnnadTaT 6yaeT Bo3Bpauatbca B Smith & Nephew,
Inc., cBSHKUTECH CO CNY>X60I paboTbl C KNAMEHTAMWU NO TenedgoHam,
NpYBEAEHHBIM HUXE.
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¢ World Flealth Orgnization (WFIO) Steam
Cycle: 134° C (273° F). Exposure time 18
minutes and a minimum vacuum drying time of
30 minutes.

Containment devices should be wrapped with a
central supply wrap (CSR) or placed in a
reusable rigid container for sterilization.

Note to U.S. Customers: Sterilizers and wraps
used in the sterilization process must be FDA-
cleared.

*This sterilization cycle is not considered by the
United States Food and Drug Administration
(US FDA) to be a standard sterilization cycle.
Only use sterilizers and accessories (such as
sterilization  wraps  sterilization pouches,
chemical indicators, biological indicators, and
sterilization containers) that have been FDA-

cleared for the selected sterilization cycle
specifications (time and temperature).
Retrieval and Analysis of Removed
Implants

The most important part of surgical implant
retrieval is preventing damage that would
render scientific examination useless. Special
care should be given to protect the implant from
damage during handling and shipment. Follow
internal hospital procedures for the retrieval
and analysis of implants removed during
surgery. When handling removed implants, use
precautions to prevent spread of bloodborne
pathogens. If the implant will be returned to
Smith & Nephew, Inc. for analysis, contact
Customer Service using the phone numbers
outlined below.



Pycckuin/ Russian

Llenb

[laHHbIl [OKYMEeHT Obll MOAroTOBAEH ANA npefocTaBneHus
WHCTPYKUUIA MO yxoAdy, PEMOHTY, OYMCTKEe W cTepunusauuu
MeAULMNHCKUX W3AeNnin, NpouM3BOAMMbLIX KoMnaHueih Smith &
Nephew.

[aHHble MeToAbl 6bliM  pa3paboTaHbl C
cTaHfgapTHoro o6opyaoBaHua U
XapakTepHbiX Ans
Banugauunm,
OCHOBaHbl

MCno/fib30BaHMeM
NpakTUYecknx Moaxo/ios,
MEANLMHCKUX yupexaeHunit. WcnbiTanus

noAaTeepXjawline faHHble WHCTPYKUWUW, 6blan
Ha o6l enpu3HaHHbIX HOpMax W cTaHgapTax Aans
n3fenuit MHOropas3oBOro WCMO/Mb30BaHUA U WU3aenuit-emkKocTei
13 Cnepyoumnx opraHusaunii

-AMEpUKAHCKNUI  HaUWOHaNbHbLI  WHCTUTYTCTaHAApTU3aLMN
(ANSI)
-Accoumaumst  coAencTBua  pasBUTUMI0O  MeaULUHCKONTEXHUKM
(AAMI)

-Accoumnaumna onepaumnoHHbix cectep (AORN)

-Hemeukass pabouass rpynna no npubopam (AKI)Arbeitskreis
Instrumenten-Aufbereitung

-MuHucTepcTBO 3apaBooxpaHeHns KaHvagbl

-MexayHapogHas opraHusauuns no ctaHgapTtusauum (ISO)
-MexpgyHapogHas  accoumauma  maTepuasnibHOroynpasfieHus
LeHTpanbHoOM cnyx6bl 3gpaBooxpaHeHns (IAHCSMM)
-BcemunpHan opraHusauua 3gpasooxpaHeHuns (BO3)
-flenapTaMeHT 3apaBooxpaHeHns BenukobputaHum

-CtaHgapT ABcTpanun/HoBoi 3enaHgumn

-LleHTp no koHTponto 3abonesaemoctn (CDC)

YnpaBneHve No KOHTPO/I 3a npofykTamu mnekapctsamu CLUA
(FDA)

O6nacTtb NpUMeHeHns

[aHHble WHCTPYKUMU MPUMEHSAIOTCS KO BCEM MeAULMHCKAM
opToneAuyeckum U3LenusiM  MHOropas3oBOro  MCMNOJ/Ib30BaHus,
npogaBaemMbiM  KomnaHueli  Smith &

Nephew, KkoTopble
M3Ha4yaslbHO MOCTaBASATCA HECTEPU/IbHBIMU WU CTEPUSIBHBIMU,
M HyXpawTca B 006paboTke nocne  nepBoHavasnbHoro/
nocsefywuwero UCNONb30BaHWA. 3ITW  MHCTPYKLUM  Takxe
NPUMEHSIIOTCA K  OAHOPa30BbIM  MEAULMHCKUM  U3LENUSM,

KOTOpble MNOCTaBMATCA CTEPUIbHBIMA U HECTEPWIbHBIMU U
HyxxgatloTcss B o6bpaboTke. Kak cTepu/ibHble, TakK MU
HecTepunbHble OHOPAa30Bble MeAULMUHCKWE u3fenus, To ecTb
NNacTUHbl, CTEPXHW, BUHTbI, MWHbI W CNULbI, O0BbIYHO
nomewjalTca B 3allUTHble YycTpoicTBa (KOHTeWHepbl) Ans
MCNoNbL30BaHWSA U, cnefoBaTesibHO, HyXAaawTcs B o6paboTke
nepes Mcnosb30BaHUEM.

[JaHHble  VMHCTPYKUMU  NPUMEHSIIOTCA K OpTONeAuYecKuMm
n3genuam Smith & Nephew, koTopble nognagalT Mog
KnaccuukaunoHHy cxemy CronguHra pans MeguuuHCKUX
n3penuii  Kak «KpUTUYHble U3Jenus» U  «HEeKPUTUYHble
napenua». «KputuuHole nagennsi» BBOAATCS HENOCPEACTBEHHO
B OpraHW3m 4esioBeka M60 B KPOBOTOK, IM60 KOHTAKTUPYHOT C
HUM, nM6o B Apyrve O06bIYHO CTepwuSibHble y4vacTku Tena.
«KpuUTUYHbIe n3denna» NpeacTaBAsioT BbICOKYH CTeNeHb pucka
nepefayun MHGEKLMU B Clyyae 3apaxKeHus u, crnefoBaTesibHO,
[OMKHblI  6bITb  CTEPWIbHBIMW  BO BpPEMSI  UCNO/Ib30BaHUs
«HlekpuTnyHble  yCTpOMCTBa»  KOHTAKTUPYT  TOMbKO C
HEMOBPEXAEHHON KOXeW nauymeHTa.
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AHrnuicknin/ English

Purpose
This document was prepared to provide
instructions for the care, maintenance, cleaning,
and sterilization of the medical devices produced
by the Orthopaedics Business of
Smith & Nephew.
These methods were developed using standard
equipment and practices common to health care
facilities. Validation testing to support these
instructions was based on recognized guidelines
and standards for reusable devices and
containment devices from the following
organizations:
- American National Standards Institute (ANSI)
- Association for the Advancement of Medical
Instrumentation
(AAMI)
- Association of Operating Room Nurses (AORN)
- German Instrument Working Group (AKI)
Arbeitskreis
Instrumenten-Aufbereitung
- Health Canada
- International Standards Organization (ISO)
- International Association of Healthcare Central
Service
Material Management (IAHCSMM)

World Health Organization (WHO)
- UK Department of Health
- Australian/New Zealand Standard

Centers for Disease Control (CDC)
- U.S. Food and Drug Administration (FDA)

Scope

These instructions apply to all reusable medical
devices that are sold by Smith & Nephew
Orthopaedics that are initially supplied nonsterile
or sterile and require the user to process them
after initial/subsequent use. These instructions
also apply to single use medical devices that are
supplied sterile and nonsterile and require
processing. Both sterile and nonsterile single use
medical devices i.e. plates, nails, screws, pins
and wires are commonly placed in containment
devices for use and therefore require processing
prior to use.

These instructions apply to Smith & Nephew
Orthopaedic devices that fall under Spaulding's
classification scheme for medical devices as
"Critical Devices" and "Noncritical Devices".
"Critical Devices" are introduced directly into the
human body either into or in contact with the
bloodstream or into other normally sterile areas
of the body. "Critical Devices" present a high
degree of risk of transmission of infection if
contaminated and therefore must be sterile at the
time of use. "Noncritical Devices" contact only the
intact skin of the patient.



OnpepeneHus

Bunonornuecknii nuankatop (bW): McnelTatenbHasa cuctema,
cojepxawan XU3HecnocobHble MUKPOOPraHW3Mbl, KOTOpble
MMeKT onpefefieHHYyl YyCTOMYMBOCTb K yKa3aHHOMY npoLeccy

cTepuansaunu.
KoHTeliHep: ManeHbKnin AWWMK C OTKUAHON  TOpUEBOWA
KPbILWKON, B KOTOPOM XpaHATCA pas/iMyHble MaseHbkue

nMmnaaHTatbl (Hanpumep, 60MTbl, NAACTUHLI U T.4.).

XuMmunueckuii mHaukatop (XWM): WcnbiTatesibHas CUCTEMA,
KoTOopass BbIABNASET WU3MEHEeHWe OfHOW WAM  HEeCKOSbKUX
npeABapuTenbHO ONpefeneHHbIX MNepeMeHHbIX fpouecca Ha
OCHOBE XMMMWYECKUX UAn PU3NYECKUX U3MEHEHWUN, BbI3BAHHbIX

BO3feicTBMEM npouecca. XMW nomoraloT B 06HApyXeHuu
noTeHumanbHelXx  c60EeB  cTepunusauuuM, KoTopble  MOryT
BO3HUKHYTb B  pesynbTate  HenpaBW/bHOW  yNaKoBKM,

HenpaBW/bHOWM 3arpysky uUaM HeumcnpasHOCTel cTepunusartopa.
OTBeT «npowen» X/ He noaTBepXAaeT CTEPUNLHOCTb U3aenus,
KOHTPONIMPYEMOr0 UHAUKATOPOM.

OuwncTtka: YpaneHue 3arpa3HeHnin B o6beme, Heob6xo4numom ans
JanbHeliweli  06paboTkm wAM  ANS UCMNOAb30BaHUA  NO
Ha3Ha4YeHUIo.

N3pennsa-emkocTu: XXeCTKNA CTepPUNIN3aunoHHbIA KOHTENRHep
MHOropa3oBoro MCNonb30BaHus, Kopnyc ans
MHCTpYMeHTOB/KacceTa, KOXYX-KOHTeliHep, nogHoc  Ans
NOATOTOBKM WMHCTPYMEHTOB, a Takxe /06ble NPUHAANEXHOCTU
ans MHOropa3soBoro MCNonb30BaHuUs B yupexAeHusx
34paBoOXpaHEHUs C Lie/ibio pa3MeLLeHnss MeguLMHCKUX n3aenunii
MHOropa3oBOro MCMo/ib30BaHua A5 cTepunnsayuu.
KputuuHas Bopa: Boga, koTtopasi 6bl1a TwiaTeNbHO OuuMlieHa
(06bIY4HO MHOroCTyneH4yaTbiM MNPOLECCOM OYUCTKU, KOTOPbIi
MOXeT BK/I4YaTb B cebs YrnepofaHblii Cnoil, cMmaryexue,
pevoHnsaumto  (OAN)  wn obpaTtHbii  ocmoc  (00) nnm
ANCTUNNALUI), ans ypaneHus MWKPOOPraHM3MoB,
HEeOpraHM4yecknx W OpraHUYecknx maTepuasoB U3 BOAbI.
OKoHuaTenbHas cybMuUKpoHHaa uabTpaumnsa Takxxe MoXeT ObiTb
yacTbld mpouecca o06paboTku. 3DTa Boja B OCHOBHOM
ncnonb3yeTcsa ANs (PUHANbHOTO ONOMaCcKUBaHUA WU reHepaunu
napa.

Oe3vHdpekuyunn: Mpouecc CHUXEeHUs KonuyecTea
XM3HECNOCOOHbIX MWKPOOPraHM3MOB [0 YPOBHS, KOTOPbIiA
paHee 6bln1 onpefeneH Kak COOTBETCTBYHWILLUIA onpeneneHHoi
uenu.

HemepnneHHoe ucnosibdosaHue: MUHMMaNbHOE BO3MOXHOE
BpeEMS MexXAy YyAasleHMeMm CcTepuinlyemMoro npegmera  u3
cTepunusaTopa M ero acenTUYecKUM MepeHoCcoM B CTepusibHOe
none. CTepunu3oBaHHbIA NpeamMeT, npeAHa3Ha4YeHHbIh Ans
HEMEe[/IEHHOr0 WCMNONb30BaHUSA, He XpaHUTCs ANs 6Gyayliero
MCNONb30BaHNA UM XPaHUTCS OT OAHOIO c/yvas K Apyromy.
PyuHass ouncTka: YpaneHue 3arpa3HeHunidi ¢ npegmera B
obbeme, HeobxoAMMOM ANa AanbHenwen obpaboTkM wuan Ans
McnonbL30BaHuA No  HasHauyeHuto 6e3  Mcnonb3oBaHus
aBTOMAaTU3MPOBAHHOIO Mpouecca. YNbTpa3ByKoBas 04YMUCTKA
cuMTaeTcsi 3TanoM pPyYHOW OYMCTKM [AnA ueneid Hactosiwero
[OKYMEHTA.
MpoussoaunTtens: ®uanmyeckoe UMM KOPUAMYECKOE ULO,
Hecyllee OTBETCTBEHHOCTb 3a pa3paboTKy U/MAu U3roTOB/EHME
MeULUHCKOro n3nenus c uenbto npepocTaBneHus
MeANUMHCKOTO U13aenuss Ansi  UCMNofb30BaHUs Nof  CBOMM
MMEHeM; He3aBWCMMO OT TOro, 6blI0 M paspaboTaHo u/Mnu
M3roTOB/IEHO TakKoe MeAULMHCKOoe U3fenne caMum 3TUM fIMLOM

UM OT ero UMEHU APYrMM NULOM (nuamu).
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Definitions

Biological Indicator (Bl): Test system that
contains viable microorganisms that provide a
defined resistance to a specified sterilization
process.

Caddy: A small flip top containment device that
contains multiple small implants (i.e. screws,
plates, etc.).

Chemical Indicator (Cl): Test system that
reveals change In one or more pre-defined
process variables based on a chemical or physical
change resulting from exposure to a process. Cls
assist in the detection of potential sterilization
failures that could result from incorrect
packaging, incorrect loading of the sterilizer, or
sterilizer malfunctions. The "pass" response of a
Cl does not prove that the item monitored by the
indicator is sterile.

Cleaning: The removal of contaminants to the
extent necessary for further processing or for
intended use.

Containment Device: A reusable rigid
sterilization container, instrument case/cassette,
caddy, or organizing tray and any reusable
accessories for use in healthcare facilities for the
purpose of containing reusable medical devices
for sterilization.

Critical Water: Water that has been extensively
treated (usually by a multi-step treatment
process that could include a carbon bed,
softening. Deionized (DI), and Reverse Osmosis
(RO) or distillation) to ensure that the
microorganisms and the inorganic and organic
materials are removed from the water. A final
submicron filtration could also be part of the
treatment process. This water is mainly used for
the final rinse or steam generation.
Disinfection: A process to reduce the number of
viable microorganisms to a level previously
specified as being appropriate for a defined
purpose.

Immediate Use: The shortest possible time
between a sterilized item's removal from the
sterilizer and its aseptic transfer to the sterile
field. A sterilized item intended for immediate use
is not stored for future use or held from one case
to another.

Manual Cleaning: The removal of contaminants
from an item to the extent necessary for further
processing or for intended use without the use of
an automated process. Ultrasonic cleaning is
considered a manual cleaning step for the
purposes of this document.

Manufacturer: The natural or legal person with
responsibility

for design and/or manufacture of a medical
device with the intention of making the medical
device available for wuse, under his name;
whether or not such a medical device is designed
and/or manufactured by that person himself or
on his behalf of another person(s).



¢

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



PekomeHayemMble MHCTPYKLUUN MO OYUNCTKE

Ounctka sIBNSIeTCS eAUHCTBEHHbIM Haubosiee BaXKHbIM 3Tanom
npu MNOArOTOBKE W34eNMs K MNOBTOPHOMY UCMNOMb30BaHUI0.
AdhekTMBHAA 0uMCTKa AO/HKHA MPOBOAUTLCA ANA obecneyveHus
Hagnexauen Ae3nHdekunn/ctepunmsaumnm. Ounctka
HauMHaeTcsi B MecTe WCMOo/b30BaHWs, 4YTO6Gbl MpeAoTBPaTUTbL
BblCbIXaHue N06bIX 3arpsi3HEHUN Ha MeAULMHCKUX YCTpoicTBax
nocne ucnonb3oBaHWs. TuiaTeNnbHasi o4yMCTKa M MNoJiocKaHue
MMEKT KU3HEHHO BaXHOe 3HauyeHMe Ana  06paboTku
MeAULUHCKUX u3genunii MHOropasoBOro MCMosib3oBaHus. Kpome
TOro, TWATeNbHOE MOJIOCKAHUE BaXHO [ANA yaaneHus nobbYx

OCTaTOYHbIX 4YUCTAWMX CPEeACcTB C MEeAUUMHCKUX U3aenuid.
Lenbio 4uctku u

NPOMbIBKMN  ABNAeTcA yaaneHune  BCeX
npunannunx snNaANMbIX 3arpﬂ3HeHl/IVI N yMeHbLUEHNE KOMYyecTBa
MakpoyacTumu, MWKpPOOpPraHn3mos n NMPOreHos.

PekoMeHAOBaHHble WHCTPYKUMU N0 OYUCTKE B HaCTOALEM
OOKYMEHTe BK/lOYalT npouefypbl PyYHOW M aBTOMaTMyecKoWn
Molikun/ge3nHgekynn. B TO Bpems KakK pyyHas o4yucTka
ABNseTcA Haumbonee yHUBepcasbHbIM  METOAOM  OYUCTKM,
aBTOMartuyeckas YMcTka ABNSAETCA npeanovTutTenbHee.
Mpoueccbl O4YNCTKKM, NpeacTaBfieHHble B HacToswel 6polwtope,
npownu Banupauuto. Apyrme MeToAbl OYUCTKM MOFYT O6bITb
noAXo4AWNMN, HO AO/KHbI 6biTb YTBEPXAEHbI NONb30BaTenem
Ba>kHas nHpopmayna/PekomeHgaumm no
ncnosib3oBaHMKO

ABTOMaTMHeckasa MoliKa-Ae3nHpPeKTop:

MOWiKM-AEe3VH(EKTOPbI UCMNOMb3YIOTCS He TONbKO AN OUYMCTKM

U3fenunii, HO Takke ANa NPOBeAEHMsI  MPOMEXYTOUHON
Ae3nHeKuUn U Oe3UH(EeKUMM BbICOKOTO  YPOBHA  C
npombiBaHMeM  ropsiyeid  Bogoi.  OumcTka  3aBUCUT ~ OT

TwartenbHOCTU 06paboTkM nnowanu NOBEPXHOCTU W3Lenuid, a
Takxe cuibl CTpyu BoAbl. CneposartesibHO, BCe CeKUUU n3genus
OO/MKHbI 6bITb AOCTYMNHbI A1 NE€TKON 0YUCTKN U NPOHUKHOBEHUSA
YNCTALLUX CpeacTs. okcnnyarauns obopypoBaHus
aBTOMaTUYeckoli Moiku/ge3nHgeKkTopa A0/HKHA NPOBOAUTHCSA B
COOTBETCTBUWN C UHCTPYKLMUAMUN NPOU3BOAUTENS.

Mowuwune cpeacrtea

PekoMeHA0OBaHbI MotoLmne cpeacTea c HU3KMUM
neHoobpasoBaHmem ¢ aguanasoHom pH 6,0-8,0. Mowouwue
cpeactea ¢ pH 6onblwe WM MeHblle faHHOro AuanasoHa MoryT

oKasblBaTb HebnaronpuATHbIA  adhhekT wamM  noBpexaaTb
HEKOTOPblE WHCTPYMEHTbl U W34ENUA-eMKOCTU. DepMeHTHble
MowlMe cpeacTBa MOMOralT B yAalleHUM OpraHuyeckux

3arps3HeHuii, Hanpumep,KpoBU.
Motowme cpefctsa criefyeT UCMNONb30BaTb B KOHLUEHTpauum u
npy Temnepatype, KOTOpble PEeKoMeHAyeT UX Mpon3BOAUTENb.

CylLecTBYIOT HEKOTOpble  LesloYHble  MoloUiMe  CpeacTsa,
KoTopble  Oblnn paspaboTaHbl Kak  6e3onacHble  Ans
MeAULUHCKUX WU3[enunii, npefgHasHauyeHHbIX AN BTOPUYHOW
nepepaboTKu. Cwm. orpaHnyeHus " npeaynpexaeHuns
NponM3BOAMTENSA  OTHOCUTENBHO 0COOGbLIX MaTepuanoB, Ha
KOTOpble MOMLNEe CpeAcTBa OKa3biBaT Heb6GriaronpusaTHoe
BO3AeNcTBuMe.

Habop MHCTPYMEHTOB, B3ATblIX Hanpokart

OTBETCTBEHHOCTb 3@ UUCTKY, Ae3WH(EeKUNo, YynakoBKYy W
cTepunmsaumio BCex usgenuii, B3ATbIX HaNpoOKaT, JIeXUT Ha
KNMHUKe npu nonyvyeHuu. Kpome TOro, KJuHUKa Takxke HeceT
OTBETCTBEHHOCTb 3a OYUCTKY, Ae3WH(EKUUO, YMNakoBKYy W
cTepunusaumio HabopoB MHCTPYMEHTOB A0 WX BO3BpaLLeHUs B
Smith & Nephew.

NHCTPYMEHTbl ANA PYYHOW OYNCTKU

BONbHUYHbIE MHCTPYMEHTbI, HE06X0AUMbIE AN PYYHO OYMCTKM,
BK/1OHAKT B Ce65: XUPYPruyeckme XecTkne LWeTKU, CUHEeNbHbIe
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Recommended Cleaning Instructions
Cleaning is the single most important step in
preparing a device for reuse. Effective cleaning
must be carried out to achieve proper
disinfection/sterilization. Cleaning begins at the
point of use to prevent soil and contaminants
from drying on the medical devices after use.
Thorough cleaning and rinsing are vital to
processing reusable medical devices. Also,
thorough rinsing is important

for the removal of any residual cleaning agents
from the medical devices. The purpose of
cleaning and rinsing is to remove all adherent
visible debris and to reduce the number of
particulates, microorganisms, and pyrogens. The
recommended cleaning instructions in this
document include both manual and automatic
washing/disinfection procedures. While manual
cleaning is the most universal method of
cleaning, automatic washing is preferred. The
cleaning processes presented in this brochure
have been validated. Other methods of cleaning
may be suitable but must be validated by the user
of the device.
Important
for Use
Automatic washer/disinfector
Washer-disinfectors are not only used to clean
devices, but also to provide intermediate to high
level disinfection with a hot water rinse. Cieaning
is dependent upon thorough coverage of the
devices and the force of the water spray.
Therefore, all sections of the device must be
accessible for ease of cleaning and penetration of
cleaning agents. The automatic
washer/disinfector equipment should be operated
following the manufacturer's instructions for use.
Detergents

Low foaming detergents with a pH range between
6.0 and 8.0 are recommended. Detergents with a
pH outside this range can have an adverse effect
or be damaging to some medical devices and
containment devices. Enzymatic detergents aid in
the removal of organic soil such as blood
Detergents should be used at the concentration
and temperature recommended by the detergent
manufacturer.

Some alkaline detergents have been formulated
to be safe for processing medical devices. Refer
to the manufacturer's limitations and warnings
for information concerning specific materials that
are adversely affected by the detergents.
Loaner Instrument Set

It is the hospital's responsibility to
disinfect, package

and sterilize ali loaner devices upon receipt. In
addition, it

is also the responsibility of the hospitai to clean,
disinfect, package and sterilize the instrument
sets prior to their return to Smith & Nephew.
Manual cleaning tools
Hospital tools necessary for
inciude: surgical
cleaners, soft

Information/Recommendations

clean,

manual
scrub brushes,
low linting

cleaning
chenille pipe
cloths, cotton tip

n



eplwukn, MSArkne HeckaTbiBawlimecss TPSINOYKMW,  BaTHble
nasaoyku, a Takke WeTKU pasHbiX pa3MepoB U PasHO ANUHBI.
Henb3s nMcnonb3oBaTb WHCTPYMEHTbl abpa3vBHOW 04MCTKU (TO
eCcTb MeTasiimyeckue ry6kum unm mMetansimyeckme LeTKu).

Mocne KaXAoro WCNOMb30BaHWS  YUCTAWME  UHCTPYMEHTHI
HEO6X0AMMO ouunlath M NPoBepsATb. TPSAMNOYKU AO/MKHbI 6bITb
YACTBIMU M HE MMEeTb BOpca; WUX HEOo6XOAMMO 4YacCTO MEeHATb.
leTkn [OMKHbI  OblTb  UMCTBIMW.  BbiTepTble  WeTKM U
0[lHOPa30Bble YUCTSLME CPeACcTBa HYXHO BblKAAbIBATH.

Mepbl NpegocTOpPO>XKHOCTU

CpeactBa wuHamBuayanbHoh  3awmtel (CU3) Heobxoammo
HaneBaTb MNpu paboTe € 3arpsi3HEHHbIMW WM MOTEHUUanbHO
3arpsisHeHHbIMK  u3genusmu. CU3 BkIwvalT B cebsa: xanart,
MackKy, 3aliUTHbIe OYKU WU LUTOK AN Nunua, a Takke 6axusbl.
YHuBepcasnbHble Mepbl NPefoCTOPOXHOCTM — 3TO CcTaHAapThl
NpPakTUKN KOHTPONS WHQEKLMUN, NpPU3BaHHble CHU3UTb PUCK
nepefayn uHdekuuii, nepegaBaeMblix Yepe3 KpoBb. Bce
60/bHUYHbIEe pPaboTHMKKU, paboTawlme C 3arpsi3HEHHbIMU WU
noTeHUManbHO  3arpsi3HEHHbIMW  YCTPOWCTBAMU,  [OJXKHbI
cobnfaTb yHMBepcasbHble Mepbl NpPefoCTOPOXHOCTU. Takxe
cnegyeT cobnofaTb OCTOPOXHOCTbL Npu paboTe ¢ M3genusmu c
OCTPbIMU Yramun UanM PexywmMu Kpasmu.

Boaa

HeO6XO,CI,VIMO BHMMAaTE/IbHO U3Yy4YUTb KayeCcTBO BOAbl ANA
Mncnonb3oBaHUA B O4YunCTKe I/I3,Cl,e}'ll/ll7l MHOropasoBoro
ncnonb3oBaHMsA. Ha >XecTKocTb BOAbl cnegyeT ob6pawartb

BHMMaHWe, TaK KakK HaneTt, ocTaBNseMblii Ha MeaANLUNHCKUX
n3pgennax, MoXXet npueBoaAnTb K Hea(p(peKTl/lBHOVl O4YNUCTKE MW"
crepununsaunn. OKoHuYaTtesibHoe npomMmbiBaHne cnenyet
npoBoanTb C UCnoab3oBaHNEM ,quMHepanmosaHHon BOAbI.

Mpepgynpe>xaeHus

<[lonb3oBaTesnb HeceT OTBETCTBEHHOCTb 3a
npoBegeHuenpoLecca OYUCTKMU B COOTBETCTBUMU c
LaHHbIMUMNpoOLeaypammn c uenbto LOCTUXKEeHUs
>XefaemoropesynbTaTta.

ansa Yy/1bTPa3BYKOBOW OUYUNCTKN cnepyet
3aMeHUTbepMeHTHOE 4YucTsillee cpencTBO A0 TOro, Kak
OHOCTaHeT yepecuyp 3arpsA3HEeHHbIM, 4yTOo6bI He
MewaTbahPEKTUBHOCTU OUUCTKN.

*50/IbLWNHCTBO 3/1eKTPOHHbIX nspenni Henb3s

norpy>katb BCpefCTBO BO BpeMs 4YUCTKU, TakK KakK B
pe3ynbTaTefaHHOro MNOorpy>XeHusa OHW MOryT MNoNAy4YuTb
cusibHoenoBpe>kaeHue. Cwm. «NHCTpYyKLUNN no
NMPUMEHEHUNI0>» OTHOCUTE/IBHO MOTPy>XeHUs 31eKTPOHHbIX
napennin.
eHenb3a ob6pabaTbiBaTb
cnnTaHmem OT ceTu.

=Bcto OUUCTKY criegyeT NpPoBOAUTL TAKUM 06pasom, YTOObI
cBecTu K  MUHUMYMY BO34€eliCTBMEreMOKOHTaKTHbIX
natoreHos. Py4YHYIlO 4UCTKY c/ieayeTnpoBoauTb MNpwu
NOrpy>XeHUm MHCTPYMEHTOB B XXUAKOCTb.

OrpaHnyeHna npm obpaboTke

OrpaHuMyeHUsa MHCT PYKLUUWA NO OYUCTKe

[aHHble pekoMeHOOBaHHble npoueaypbl  MNPUMEHATCA B
KayecTtBe 06LLI,er0 pykoBoagCcTBa MO O4YUCTKE MeaANLNHCKUX
n3genvi. HekoTopble  n3gennss  UMeT  CBOM  0OCOOble
MHCTPYKUMKN. CM. VIHCTPYKUMW MO NPUMEHEHWIO AN AaHHOro
n3gennsa.

OrpaHunyeHns npu obpaboTke

MoBTopHasa o6paboTka MeAUUUMHCKMX WU3A4EeNnii MHOropas3oBoro
MCMO/Ib30BaHNSA OKa3bliBaeT MUHUMASbHbI Scb(*)eKT Ha usaenuvsa.
CpOK none3HOoro wucnoJsib3oBaHMA 3TUX |/|3,qer||/|17| 3aBUCUT OT
MHOIMX (*)aKTOpOB, BK/O4Yaa MeToa W nNpoao/IKUTENbHOCTb
Ka)XJOoro WCMNonb30BaHUs, a Takke 06paboTky mexay

YNbTpa3ByKOM napennsa
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applicators, and several various sizes and lengths
of brushes.

Do not use abrasive cleaning tools (i.e. scouring
pads or metal brushes).

Cleaning tools must be cleaned and inspected
after use. Cloths should be clean and lint free and
changed frequently. Brushes should be clean.
Discard worn brushes and disposable cleaning
tools.

Safety precautions
Personal Protective Equipment (PPE) should be
worn  when handling or working with
contaminated or potentially contaminated
devices. PPE includes: gown, mask, goggles or
face shield, and shoe covers.

Universal precautions are standards of infection
control practices designed to reduce the risk of
transmission of bloodborne infections. Universal
precautions should be observed by all hospital
personnel that work with contaminated or
potentially contaminated devices. Exercise
caution when handling devices with sharp points
or cutting edges.

Water
The quality of water should be carefully
considered for use in cleaning reusable devices.
The water quality can affect the life of the device.
Water hardness is a concern because deposits left
on medical devices may result in ineffective
cleaning and sterilization. Final rinsing should be
carried out using critical water.

Warnings
It is the responsibility of the user to ensure
that the cleaning process is performed
following these procedures to achieve the
desired result.
eFor ultrasonic cleaning, the enzymatic
detergent solution should be changed before
it becomes heavily soiled so that effective
cleaning is not inhibited.

Most electronic devices cannot be
submerged during cleaning and could
sustain permanent damage as a result of
submersion. Check the "Instructions for
Use"™ for information on submersion of
electronics.
<Do not sonicate powered devices.

All cleaning should be performed in a
manner designed to minimize exposure to
bloodborne pathogens. Manual
should be done while the
immersed.

Limitations on Processing
Limitations of cleaning instructions
These recommended procedures are intended as
a general guide for cleaning of medical devices.
Some devices are labeled with more specific
instructions. Refer to the Instruction for Use for
that device.

Limitations of processing
Repeated processing of reusable medical devices
has minimal effect on the devices.

The useful life of these devices depends on many
factors including the method and duration of each
use, and the handling between uses. Careful

n2

cleaning
instrument is




ucnonb3oBaHuaAMU.  TuwaTenbHblli  OCMOTP UM MpoBepka
pa6oTocnoco6HOCTM U34enust nepes UCNoNb30BaHUEM - NyYLlnii
MeToA onpefenieHnst cpoka CnyXo6bl MeguLMHCKOro nagenus. He
MCNoNb3yiTe MU3[enus C NpuMsHakamMu MOBpeXAeHUs U M3Hoca.
[lokasatenbcTBa MOBPEXAEHUS U M3HOCA M34eNuss MoryT
BK/l0YaTb, HO He oOrpaHuyMBaloTCsl, Koppo3uw (TO ecTb
p>XXaBuunHY, TOYEUHYH Koppo3uio), ob6ecLBeynBaHue,
ype3MepHble LapanuHbl, OTC/MaMBaHWe, W3HOC U TPEeLUHBI.
HenpaBunbHo pa6oTawuine u3genvs, U3genns c HeuyuTaemoi
MapKUpOBKOWA, oTCyTCTBYHOLME nm yaaneHHble
(oTwnudoBaHHbIE) HOMepa JeTanei, nNOBpeXAeHHble U
Ype3MepHO U3HOLUEHHbIE U3[eNUsi He AO0/IKHbI UCMOb30BaThCS.

Fpynna nsgennn Ansa YNCTKU

0 630p rpynn napenni ansa
MHOropasoBoro mcnonb3oBaHNsa
Unctka MHOropasoBbiX W34ennii 3aBUCUT OT KOHCTPYKTUBHbIX
ocobeHHocTel npoaykta. MeTodbl OUYMCTKU A1 MHOropasoBbIX
nsgenuii Orthopaedics Business of Smith & Nephew ocHoBaHbI
Ha rpynnax NpPoAYyKTOB, nMeLwmx KOHCTPYKTUBHbIE
0CO6EHHOCTWN, KOTOpble npeacTaBnAlT co60l aHanornyHyto
npo6aemMy AN OUYNCTKM.

Fpynna mnagenunii gna YNCTKU:

YNCT KM n3penunn

-N3penus BE3 3aTPYAHNTENbHbIX ans OUMNCTKMU
AeTaneikKoHCTPYKUUn

-N3penus C 3aTpyAHUTENbHLIMU ans OUYMCTKU
AeTansiMUKOHCTPYKL MK

-f'nékne pacwmputenu

-N3penna ¢ NCTOYHUKOM NUTaHusA

-N3penna-emkocTn

-HekpuTuuHblie usgenus

OnpepeneHne rpynn nagenuni

N3penna 6e3 3aTpyaAHUTENbHbIX ASI9 OYUCTKWU p[eTtanei
KOHCTpyKuuu; Bknwuyaer B ceba Bce u3genns 6es
3aTPyAHUTENbHbIX A8  OYUCTKU faeTaneli  KOHCTpyKuuMuM C
nomMoulblo pekomeHgoBaHHol Smith & Nephew Orthopedics
npoueaypbl OUUCTKU. T U3LENUST HE UMEKT TPYAHOAOCTYMHbIX
MEeCT AN 4YUCTKKW, TaKUX KakK MNpocCBeTbl, MeCTa CTbIKOBKM,
lWapHUpHble/conpsiraemMmble  MOBEPXHOCTU, LWEeNn, OTBepCTus,
3y6ubl U T.4. 3TN U3[ENUs He UMEKT BbIABUTAOWUXCS UK
OBVDKYLLMXCS YacTell.

WHCTPYKLMM NO yXoAy, TEXHUYECKOMY O6BCNY>XMBaHUIO, YUCTKE
N cTepuansauum oprtonegnyeckux yctpoiicte Smith & Nephew 7
Mpumepbl: KOCTHbIE WWNbl, OCTEOTOMbI, MOJIOTKM.

I/I3,u,er||/|;| C 3aTpygHUTEe/IbHbIMW ON1A OYUNCTKN AeTtanamMu
KOHCTpYKUuun: BknwyaeT Bce U3aenua ¢ 3aTpyAHUTEsIbHbIMU
ans 0UUCTKNU Aetansamu KOHCTPYKLUN C  nomoLbto
pekoMmeHgoBaHHOW KomnaHueir Smith & Nephew Orthopedics

npoueaypbl OYMCTKU, TakMe Kak MPOCBEeTbl, MecTa CTbIKOBKW,
WapHUpHble/conpsiraemMble  MOBEPXHOCTU, LienuW, OTBEpCTuS,
3ybubl 1 T.4.

3TN M3aenns MoryT UMeTb BbIABMKHbIE U MOABUXKHbLIE 3/IEMEHTHI.
Mpumepsbl: Pacwmputenu, T-o6pasHble pyKOSATKM, KabefbHble
NPOBOAHMKMN, pexyline 610KA U LWaPHUPHbIE 3aXUMbI.
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inspection and functional test of the device before
use is the best method of determining the end of
serviceable life for the medical device. Do not use
devices that show evidence of damage and wear.
Evidence of damage and wear on a device may
include but is not limited to corrosion (i.e. 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.

Cleaning Product Groups

Overview of product groups for reusable
device cleaning

Cleaning of reusable devices is dependent upon
product design features. The cleaning methods
for Smith & Nephew Orthopaedics reusable
devices are based on product groups that have
design features that present a similar challenge
to cleaning.

Cleaning Product Groups:

- Devices without challenging design features
- Devices with challenging design features

- Flexible reamers

- Powered devices

- Containment devices

- Noncritical devices

Definition of product groups

Devices without challenging design
features: Includes all devices that do not have
design features that present a challenge to
cleaning by the Smith & Nephew Orthopaedics
recommended cleaning procedure. These devices
do not have difficult to access locations for

cleaning such as lumens, interfaces,
hinged/mating surfaces, crevices, holes,
serrations, etc. These devices do not have

retractable or moving parts.
Examples: Bone spikes, osteotomes, mallets.

Devices with challenging design features:
Includes all devices that have design features
that present a challenge to cleaning by Smith &
Nephew Orthopaedics recommended cleaning

procedure such as lumens, interfaces,
hinged/mating surfaces, crevices, holes, and
serrations etc. These devices may have

retractable and moving features.
Examples: Reamers, T-handles, cable passers,
cutting blocks, and hinged clamps.



rmékue pacwuputenu: BknwuyawT B cebsl BCe UHCTPYMEHTLIN
KOTOpble MMEKT KOHCTPYKLMIO TMOKUX APUIbGOPOB C Na3epHoi
06paboTKOIA.

Mounmeosbl: TM6KNE cBepna u rmbkne Basbl.

N3penns c nctouHukom nutaHua: 3genunsa, ncnonb3ywuwmne
NHEBMAaTNYeCKyto JHEepruno nnu nMerowme LWHYPbI
aneKkTponuTaHus, KOTOpbIM  AnS paboTbl Heo6xo04MMOo
MCNoNb30BaHMe  afieKTpuyectBa. lpumepbl: HaAKOHEYHUK
ACCURIS © uMnNynbCHbIA HAKOHEYHWUK AN MPOMbIBaHUSA

N3penna-emkKocTu:
KOHTeliHepbl U KPbIWKK
HekpuTuuHble nsgenusn: N3gennsa, KOTopble He KOHTaKTUpyT
HenocpeacTBEHHO C NauMeHTOM WAM MOFYyT KOHTakTMpoBaTb C
HEMOBPEXAEHHOWN KOXEN.

Mpumepbl: KOpo6kn 6/10KOB NUTAHUS M NMOBEPXHOCTM Kabenei

QyTASpbl AN WHCTPYMEHTOB, JIOTKMU,

I'IepBOHaqaanaﬂ o6pa60TKa Ha mMmecTe ncnosibdoBaHmMsA
OuncTka HauyMHaeTcsa B MeCTe WCNO/Mb30BaHWsA,  4TOGbI
npeaoTBpaTUTbL BbiCbIXaHWe M0GbIX 3arpA3HeHnin Ha n3genusx.
N3pgenna nocne MCNonb30BaHUSA U Nepep YUCTKOW He AOSKHbI
neoecobixatb.

TpaHcnopTupoBKa

Mcnonb3yemble yCTpPONCTBA [OJ/DKHbl TpPaHCMOPTMPOBATHLCS K
MecTy 06paboTKu (TO eCTb CTepU/IbHOI 06paboTKe) B 3aKPbIThIX
UM HaKpbITbIX KOHTeHepax, 4Tobbl nNpefoTBPaTUTb PUCK
3arosi3HeHus.

MoagrotoBka K O4UMUCTKeE

PasbepnTe Kkaxzoe u3genne Ha COCTaBHble 4acTW. 3alyUTHble
ycTpoiicTBa cnefyeT 4YUCTUTb OTAENbHO OT MeAULMHCKMX
yCTpoiicTB. Ecnu y Bac ecTb BOMPOCHI, Kacawlinecss pasbopku
nw6oro yctpoiictea Smith & Nephew Orthopaedics, o6patutech
K TOproBomy npepactasutento Smith & Nephew.

KauyecTBO BOAbl ANA YUNCTKU

Mcnonb3yiiTe 4ucTyio BoAy AN  NPOMbIBKM, MOUKM U
NosIoCKaHUsA BO BpPeMs YUCTKU, 3a WUCKIKYEHMEM (DUHANbHOW
npomMbIBKW.  [OnA nHanbHol NPOMbIBKM ncnonbayiite

KOUTUYHYIO BOAY.

Yuncrtka: PyyHasn

N3penna BE3 3aTpPyAHUT eNbHbIX N8 OUYNCT KW feTanei
KOHCT pyKuun

1.MpombiBaloT B XxonogHo Boge <45° C (113° F) gnaypganenus

OCHOBHbIX OCTaTKoB M npepaoTBpaleHnakoarynaunm Kposu.

2. MorpyxalT ¥ BbiIMaunuBalwT MUHUMYM B TeueHuWe OfHO

MWUHYTbl B (DePMEHTHOM MOIOLEM CPeAacTBe.

-—N ..-Z s T

Flexible reamers: Includes ali devices that nave
a laser cut flexible reamer design.

Examples: Flexible screw drills and flexible
s h a fts ~ 2

Powered devices: Those that use pneumatic
power or have power cords and require the use
of electricity to operate.

Examples: ACCURIS handpiece and pulse lavage
handpiece.

Containment devices: Instrument cases, trays,
caddies and lids

Non-critical devices: Those that do not contact
the patient or may contact intact skin.
Examples: Power supply boxes and power cable
surfaces.

Initial Treatment at the Point of Use
Cleaning begins at the point of use to prevent soil
and contaminants from drying on the devices.
Keep the devices moistened after use and before
cleaning.
Transportation

Used devices must be
processing location (i.e.
closed or covered
contamination risks.
Preparation Before Cleaning

Disassemble each device into its component
parts. Containment devices must be cleaned
separately from the medical devices. If you have
questions concerning the disassembly of any
Smith & Nephew Orthopaedics device, contact
vour Smith & Nephew sales representative.
Water Quality for Cleaning

Use utility water for flushing, washing and rinsing
during cleaning except for the final rinse. For the
cleaning final rinse use critical water.

transported to the
Sterile Processing) in
containers to prevent

Cleaning: Manual

Devices Without challenging design
features

1. Rinse in cold water <45° C (113° F) to remove
visible debris and

tz(al revent coagulation of blood.

mmerse and soak for a minimum of one (1)

3. MpW MOMHOM MOTPYXEHUW U3fgenus B uucTswuit pacTéBflute in enzymatic

MCMONb3YIOT XUPYPrUYECKYI0 YUCTALLYIO LWEeTKY ANsynaneHus
BUAMMbBIX 3arpsi3HeHUii ¢ NoBepxHoCTellycTpoiicTBa.

detergent.
3. With the device completely immersed in the

4. MpOMbIBAIOT He MeHee OAHON MUHYTHI, Mconb3ysgocTaToufil§@Ning solution, use a surgical scrub brush to

KONn4yecTtBo KpI/ITI/ILIHOVI BOAbI, 4YTOOLINOMHOCTbLIO norpy3nTb

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

14



ycTpoiicTBo. Bogy cnepyeT MeHsiTbkak MUHMMYM [ABa pasa, Ans
TUWlaTEebHOrOOMNONACKUBAHNS.

5.MpoBepsldT Ha HanuuMe OCTATKOB BUAUMbIX 3arpsi3HEHUN.
MoBTOpHO npoBoasT OYUCTKY npu coxpaHeHuun
BUANMbBIX3Arpsi3HEHUNA.

N3penuna C 3aTPYAHUT ENbHBIMU 4189 OYNCT KU feTansamu
KOHCT pyKuumn

1. MpomsbiBalT B X0NnoAHol Boge <45° C (113° F) gnaypaneHus
OCHOBHbIX OCTATKOB M NpefoTBpalleHUusKkoarynsyum KpoBsu.

2. lorpyxawT U BbiIMauuBakwT MUHMMYM B TeuyeHue natn (5)
MUWHYT B (DEPMEHTHOM MOIOLLEM CPefCTBeE.

3.YpansioT [ONONHUTE NbHbIE 3arpsisHeHus n3
feTaneikoHCTPYKUMM, MpeAcTaBAslWNX 3aTpyAHeHue Ans
0UNCTKU (TO €ecCTb, 0TBEPCTUIA, NnpoCBEeTOB,

LWapHUPHbIX/COMNPSHKEHHbIX MOBEPXHOCTEN, CTbIKOB, 6OPO3A0K,
3a3ybpeHHOCTen), C MCNOMb30BAHNEMOObLIYHbIX OOMbHUYHbIX
MHCTPYMEHTOB OYUCTKMU.

a. MepegBurawT wW/unu BbIABUTAOT BCE MOABUXHbIEAETaNN W
YAAnsoT 3arpA3HeHns ¢ UCNo/b30BaHNEMLLEeTKM.

UncTAT NpoOCBETbl WAM OTBEPCTUS LLETKONWCOOTBETCTBYHOLLErNO
pasmepa no Bceil [AO/IMHE WLMPUHE OTBepcTuit. Ons 3Toro
Heob6xoAuMOcCOBepLIAaTb BpaliaTesibHble ABWKEHUS  LLEeTKOA.
MpocBeTbl Masnoro AvamMeTpa MOXHO MNPOMbIBATbOUNLL AWM
pacTBOPOM C MOMOLLbIO LWNpuLa.

c. OTKpbiBaOT LW apHUpHbIe n3nenus n yncTaT
NOBEPXHOCTbLUAPHUPOB LLETKOWA.

d. YuncTaTt weTtkoin 6opo3aku.

e. poTupaloT NOBEPXHOCTU YCTPONCTBA TOHKON LLETKOWA.
4.06pab6aTbiBalOT WMHCTPYMEHT Y/NbTpa3ByKOM B(EPMEHTHOM

uncTauweM cpeacTee (M3fenne MONMHOCTbIOOTKPLITO) MUHUMYM B
TeyeHne 15 MUHYT B  y/NbTpa3ByKOBOMOUWCTUTENE  C
MCNOMb30BaHNEM Temnoro PepMeHTHOroUMCTALLEero CpeacTsa.

5.MpoMbIBAIOT HE MEHee OfHOM MUHYTbI, UCNO/b3YsA0CTAaTOUHOE
KO/IMYECTBO KPUTUUYHON BOAbI, UTOGLINOMHOCTLIO MOrPY3nUTh
ycTpoiicTBo. Bofy crneayeT MeHsTbKak MUHUMYM ABa pasa, Ans

TWATENbHOrOOMNOMACKNBAHMUS. Ecnv petanu  ycTpoiicTea
ABNATCANOABMKHBIMKU MW  BbIABUIAOTCA, WX HEO6X0ANMO
[BUraTbBO Bpems npouecca NoNOCKaHUS.
TulaTeNlbHONPOMbIBAKOT ~ MPOCBETbI  KPUTUYHOI  BOAOW  C
MoMOLLbIOLLNPULA.

6. MpoBepsAT MHCTPYMEHTbI Ha NpeAMeT COXPaHeHUABUANMbIX
3arpasHeHunii (cMm. «lMpoBepka 04YMCTKM»). MOBTOPHO NpPOBOAAT

OUYMCTKY MPU COXPAHEHUWN BUANMbIX3ArPA3HEHWUIA.

[M6kne pacwupnurTenu

1. Pacwmputenb akkypaTHO crubatoT go [1-o6pasHoiidpopmbl 1
npombiBalOT B Xo0noAHo Boae <45° C (113° F) gna yganeHus

OCHOBHbIX OCTATKOB U NpefoTBpalleHnsaKoarynaymm Kposu.

2. MorpyXalwT 1 BbIMA4YMBaKT MUHUMYM B TedyeHue gecatu (10)
MWHYT B ()€PMEHTHOM MOIOLLEM CPeACTBE.

3.4ucTat npocBeTbl MM OTBEPCTUS LLETKONWCOOTBETCTBYHOLWErO

pa3Mepa Mo BCei [ANMHE W WUPWMHEOTBepcTUin. [na 3Toro

Heo6xo4MMO coBepliaTbBpallaTesibHble ABMXEHUA  LLEeTKOW.

(WeTUHKN AO0MKHBIOLITb 4OCTATOYHO XECTKUMMU, YTObbl yaansaTb

KOCTM  uTKaHu). [pocBeTbl  Manoro AvameTpa  MOXHO

NpPOMbIBATLOUNLLAIOLWMM PACTBOPOM C MOMOLLbBIO LWNpULA.

4. Mpn NOAHOM NOTPYXEHUW Wu3[enusa B YUCTAWMIA pacTsop,
NOBEPXHOCTb OUMLLAT XMPYPIrMYECKON LEeTKOW, YTo6blyaannTb

BECb BUAMMbIA MycOp C NOBEPXHOCTU U Lieneil.

5. Mpun NONHOM NOrpyXeHWn u3genns B UUCTAWMIA pacTeop,
pacwupuTenbs akkKypaTHO crm6awT pgo [1-obpasHoidopmbl 1

ouMLalT NOBEPXHOCTb C NOMOLLbIO LUETKM.

MpumeyaHue: N3nenve akKKypaTHO crméaiT B
HeckofibkuxmecTax Mo AnnHe, 4To6bl MNOAyuuTb AOCTYM KO
BCEMLLENAM.
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remove visible debris from the surfaces of the
device.

4. Rinse for a minimum of one minute using a
sufficient volume of critical water that will
completely immerse the device. Water should be
changed a minimum of two times to ensure
thorough rinsing.

5. Check for visible debris.
debris is visible.

Devices With challenging design features

1. Rinse in cold water <45 C (113° F) to remove
visible debris and

to prevent coagulation of blood.

2. Immerse and soak for a minimum of five (5)
minutes in

enzymatic detergent.

3. With the device completely immersed in the
cleaning solution, remove additional soil from the
surfaces and from the challenging design features
(i.e. holes, Ilumens, hinged/mating surfaces,
interfaces, crevices, serrations) using common
hospital cleaning tools.

a. Move and/or retract all moveable parts and
remove visible debris using a brush.

b. Scrub lumens or holes with a brush of an
appropriate size

to ensure that the full width and depth is
accessed. Use a twisting action with the brush.
Thoroughly  flush  lumens with enzymatic
detergent using a syringe.

c. Open hinged devices and scrub hinged area
with a brush, d. Scrub crevices with a brush.

e. Scrub the surfaces of the device with a
toothbrush styled brush.

4. Sonicate the device in enzymatic detergent in
its fully opened position for a minimum of
15 minutes in an ultrasonic cleaner.

5. Rinse for a minimum of one minute using a
sufficient volume of critical water that will
completely immerse the device. Water should be
changed a minimum of two times to ensure
thorough rinsing. If the components of the device
are movable or can be retracted, it is necessary
to do so during the rinsing process. Thoroughly
flush lumens with critical water using a syringe.
6. Check devices for visible debris (see
"Verifying Cleaning").

Repeat cleaning if debris is visible.

Flexible reamer devices

1. Gently bend the flexible reamer in a U-
shape and rinse in cold

water <45° C (113° F) to remove visible debris
and to prevent

coagulation of blood.

Repeat cleaning if

2. Immerse and soak for a minimum of ten
(10) minutes in enzymatic detergent.
3. With the device completely immersed in

the cleaning solution, scrub lumen with a brush of
an appropriate size to ensure that

the full width and depth is accessed. Use a
twisting action with the brush. (The bristles
should be stiff enough to remove bone

and tissue.) Thoroughly flush Ilumens with
enzymatic detergent using a syringe.
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6.Pacwmnpnutenb akkypaTtHo crubatwT o [1-o6pasHolidhopmbl ©
TWwaTeNbHO MpoOMbIBAlOT B Tenjoli Boje, AOASAHALEXHOCTM
npombiBalOT MnpocBeT UM 6opo3gku. [pocBeTbITWATENbHO

NPOMbIBAKT NPU MOMOLLM LINpULA.

MpumeuaHne: UCMNOMb3YT YUCTYD LWETKy BO  BpeMms
LuMKnanosockaHus, ABuras ee Hasag W Bhnepes yepes
NPOCBETHECKO/IbKO pa3 BO BPEMS MOJIOCKaHWUS.
7.06pabaTbiBalOT yNbTPa3ByKOM B hepMeHTHOM
MotoLemcpeacTee MUHUMYM B  TeuyeHue 15 MUHYT

BY/IbTPA3BYKOBOM OQUUCTUTENlE C COAEepXaHWeMpepMEeHTHOro

UNCTSALLEro CpeacTBa.

8. MpombliBalOT HE MeHee OAHOI MUHYTbI, UCMOMb3YAA0CTATOUYHOE
KO/IMYECTBO KPUTUYHOW BOAbI, YTOGBLIMOMHOCTLIO MNOTPY3UThL

ycTpoiicTBo. Bogy cneayeT MeHATbKaK MUHUMYM fABa pasa, Ans

TWaTeIbHOroonoNackuBaHus. MpoceeTsl TwarenbHo

NPOMbIBAIOT NPUNOMOLLM LLNPULA.

9. MpoBepsiloT MHCTPYMEHTbI Ha NpeAMEeT COXpPaHeHUSBUANMbIX

3arpsA3HeHnin (cm. «lpoBepka O04YMCTKM»). EcnusarpsasHeHus
ocTalTcs, NOBTOPSIOT 3Tanbl OYNCTKN 2-8.

|/|3,CI|EI'IVIF| C ACTOYHUMKOM NNT aHnA

Bo BpemMsi OYMCTKM  OCTaBASIOT  WHCTPYMEHT,  KOTOPbIA

HenocpeacTBEHHO MNOACOEAMHEH K U3AENUI0 C MeXaHW4eckum
npuBoAoOM (TO eCTb LWaHr, KOTOPbIA COefMHEH C MeXaHUYeCKUm
HaKOHEYHWKOM), Ha MecTe C LUenbld NpefoTBpaleHuns
nonagaHWs B MOTOP Ype3MepHOro KosmMyecTBa BOAbI.

Henb3a o6bpabaTtbiBaTb YNbTPa3ByKOM W34eNUA C NUTaHuWem OT
ceTu.

HpOBO,ﬂ,HT UNCTKY MeXaHMn4deckoro unsgenuna crnegyrounmm
o6pasom:

1. MpomsbiBalT B xonogHoi Boge <45° C (113° F) gnaypaneHus
OCHOBHbIX OCTATKOB U NpeaoTBpaleHnsKoarynaymm Kposu.

2. MorpyxalT mexaHuyeckoe usgenue B hepmeHTHoeuncTALee
CpeAcTBO, NPU 3TOM BCE COEAUHEHUANHCTPYMEHTA COXpaHAlTCA
Ha CBOMX MecTax, MBbIMAauynBaloT B TEYEHNE TPEX MUHYT.

3. Mpyv NOAHOM nNOrpy>XeHun wusgenus B YUCTALWLMIA pacTsop,
MUCNONb3YIT XUPYPrnUYECKy UUCTALWYI LWeTKy AnsyganeHus
BUAUMBIX 3arpA3HEHUA C NOBEPXHOCTENYyCTPOMCTBA.

4. TpoMblBalOT HE MeHee O4HON MWHYTbI, UCMOAb3YyAA0CTaTOUYHOE
KONMYeCTBO KPUTUYHON BOAbl, YTOOGBLINOMHOCTBIO MNOrPy3nUTb
ycTpoiicTBo. Bogy cnepyeT MeHATbKaK MUHMMYM ABa pasa, AN
TWwartenbHOroononackmBaHus.

5. BblHMMaKT MexaHu4yeckoe nsgenve U3 Bofbl nepegpasbopkoit
npUCcoeaVHEHHOT0 UHCTPYMEHTA.
CoepgunHuTenbHoe YCTPOMNCTBO
CNefgysavHCTPYKUMSAM N0 O4YUCTKe
rpynnblYUCTALLUX CPEACTB.
N3pgenuna-emkocT U

1. MeguuuHckne wusgenue [ocTawT U3 uU3genusa-emkoctunepes
yncTkoli. OcMmaTpmBaloT M34eNna-eMKOCTU HaHannune BUAUMbIX

ounwatoT
ans

oTAenbHoN
cooTBeTCTBYlOLW el

3arpsA3HeHui.
2.Ecnm nmetoTcs BblCOXLUNE 3arpsisHeHus,
CNefyTUHCTPYKUUSAM  py4YHOl ouumcTku pans  «W3genuin  C

[eTansAMUKOHCTPYKLMKN, 3aTPYAHUTENBHBIMU ANS1 OUUCTKU».
3.Ecnm BbICOXLLNX 3arpsisHeHui HerT, cnenyT
WHCTPYKUMAMPYYHON oumncTkn pna «M3genuin BE3  peTanei
KOHCTPYKLUWUKN, 3aTPYAHUTENbHbIX AN OUNCTKU».

HeKkpuT UUYHble napgenuns

CTepunbHble 60/IbHUYHbIE Ka4eCTBEHHble MOKPbITUSA cnepyeT
MCNonb30BaTh, rAe 3To TO/IbKO BO3MOXHO, A/1s1 NpeAoTBpaLleHus
3arpsi3HEHNs HEKPUTUYHbIX wu3genuii. MopucTble npegmeTsl,
Takne Kak MeHa, KOTopble 3arps3HeHbl, Heob6xoAuMo
yTuUnm3nposaTb. MOBEPXHOCTU OYMLLAIOT, NPOTEPEB UX TKAHbIO U
MCNnonb3ys MoKLlee CPefcTBO U BOAY.

MpoBepka O4YUCTKHU
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4, With the device compieteiy immersed in
the cleaning solution,
scrub the surface with a surgical scrub brush to

remove all visible debris from the surface and
crevices.
5. With the device completely immersed in

the cleaning solution, gently bend the reamer in
a U-shape and scrub the surface with a scrub
brush.

Note: Gently bend at several locations along the
length to access all crevices.

6. Gently bend the reamer in a U-shape and
rinse thoroughly with warm water making sure to
irrigate the lumens and crevices. Thoroughly flush
lumens with water using a syringe.

Note: Use a clean brush during the rinse cycle
and move it back and forth through the lumen
several times during rinsing.

7 Sonicate in enzymatic detergent for a
minimum of 15 minutes in an ultrasonic cleaner.
8. Rinse for a minimum of one minute using
a sufficient volume of critical water to completely
immerse the instrument. Water should be
changed a minimum of two times to ensure
thorough rinsing. Thoroughly flush lumens with
critical water using a syringe.

9. Check the devices for visible debris (see
"Verifying Cleaning"). If debris is visible, repeat
cleaning steps 2-8.

Powered Devices

Leave the device that directly connects to the
motorized device (i.e. the hose that connects to a
powered handpiece) in place during cleaning to
prevent an excessive amount of water from
entering the motor.

Do not sonicate powered devices.

Clean the Motorized Device as Follows:

1. Rinse in cold water <45° C (113° F) to
remove visible debris and to prevent coagulation
of blood.
2 With the connecting device still in place,
immerse the motorized device, with the
connecting instrument still in place, in enzymatic
detergent and soak for three minutes.

With the device completely immersed in
the cleaning solution, scrub the surfaces of the
device in the enzymatic detergent using cleaning
brushes.

Rinse for a minimum of one minute using
a sufficient volume of critical water to completely
immerse the instrument. Water should be
changed a minimum of two times to ensure
thorough rinsing.

5. Remove the motorized device from the
water before disassembly of the connecting
device. Clean the connecting device separately
following the cleaning instructions for the correct
Cleaning Product Group.

ContainmentDevices

1. Remove medical devices from the
containment device prior to cleaning. Inspect the
containment device for visible debris.

If dried visible debris is observed, follow
the manual instructions for "Devices with
challenging design features."
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1.Mocne 04UCTKU BU3yasibHO npoBepsoT n3aenus
noAHOPMasbHbIM ocBeLleHeM Ha Hannume
BUAUMbBIX3arpsi3HEHUIA.

2-Onsa 06paboTKM netanem KOHCTPYKLUK, KOoTOopble
TpyAHOpas3rnageTb, wucnonb3lywT 3% nepekucb BoAopoa.

OGpa3OBaHME ny3blpbKOB CBUAETE/IbCTBYET O Ha/IMYNUKPOBU
TmaTeano NpoMbIBalOT UHCTPYMEHTLI TeﬂﬂOﬁBOAOﬁ nocne
NPoOBEPKN NepeKncbio BoAopoaa.

3.Ecnun Bu3yasibHaa npoBepKa nokKa3biBaeT, YTO UHCTPYMEHTHE
Oo4yunulieH, YNCTKY NpPoBOAAT NOBTOPHO U nocne 3TOFOMHCTPYMEHT
CHOBa npoBepAroT.

CyuwKa . . .

MCHOﬂb3ymT YUNCTbIN OT@MﬂprOBaHHHM CcXXaTblh BO3AYX WU
yucrtoe 6e330pcosoe nonoTeHue AOna ypaneHua Bnarn uU3s
YCTPOICTB.

YucTtka: ABToMaTtunydeckas

M3penna BE3 3aTpPYyAHUTENbHbIX ANSA OUNCT KU aeTanei
KOHCT pyKummn

1. PyyHasa npepgBapuTesibHas o4yuCTKa:

HE TPEBYETCHA, ecnu Ha nsagenumn HeT 3acoxwunx
yyacTKoB3arps3HeHuii. V3genve nomewaroT HEMnocpeacTBEHHO

BaBTOMATMYECKY MOIiKY AN OUNUCTKM.

TPEBYETCH, ecnm Ha nsgenuu ecTb 3acoxuwue
yyacTKm3arpsasHeHuiti. BbINOMHAT BCE  HUXENpuBeeHHble
aTanbIpyyHOl  OuYMCTKM  nepes  MNOMELLEHMEM  U3aenus

BaBTOMAaTMUYECKY MOWKY A1 OUYNCTKMK.

a. MNMpombiBatloT B X0/104HOM Boge <45° C (113° F) gnaypganeHus
OCHOBHbIX OCTATKOB U NpeaoTBpalleHns Koarynsaunm Kposu.

b. MorpyxawT ¥ BbiIMauyMBalwT MUHMMYM B TeuyeHue oAHOW (1)
MWUHYTbl B (DEPMEHTHOM MOIOLLEM CPeACTBE.

c. Mpu nonHom norpyXeHunm wu3genua B YUCTAWMIA pacTeop,
MCMNONb3YIOT XMPYPTMYECKYI0 YUCTALLYIO LWeTKYy AN yganeHus
BUANMbIX 3arpsA3HEHNA.

d. lMpombiBalOT He MeHee O4HOW MWUHYTbI, UCNOJb3YAA0CTATOYHOE
KONMY4eCTBO BOAbl, 4YTO6bl MOMHOCTHLIONOrPY3UTh YCTPOKCTBO.
Bogy cnegyeT MeHATb  KakKMUHMMYM  ABa  pasa, [Ang
TWaTenbHOroononackmBaHus.

2. MNomelawT n3genme B aBTOMATUYECKYID MOWKY WBbINOMHAKT
pekoMeHAyeMble LWwarn aBToMaTuyeckonmoirknm (cm. Pasgen
«Warn uymkna n napameTpblaBTOMaTUY4ECKON MOWNKKN").

M3penus C 3aTPYAHUT ENbHBIMU ANA OYUCT KU feTanamu
KOHCT pyKuumn

1.PyyHaa npepBaputenbHas
BCEXM3AEeNuin B  AaHHOM
BCEHWMXENPUBEEHHbIE
nepegnomeLieHnem
ONAOUNCTKM.

a. MpomebiBaloT B XonoaHoh Boge <45° C (113° F) gnaypaneHus
OCHOBHbIX OCTaTKOB W NpefoTBpalleHns Koarynsuum KpoBw.
b. MorpyxalwT W BbiIMaYMBalT MUHUMYM B Te4yeHue
(5)MUHYT B (DEPMEHTHOM MOIOLLEM CpPeACTBE.

Cc. YpanawT [JONOSHUTENbHbIE

oumncTka
rpynne
aTansl
usgenvs B

Heobxognma
n3genvi.
py4YHOW
aBTOMaTUYECKYH0

ons
BbINOMHAT
OUYNCTKM
MOWKY

nAaTn

BUAMMbIE 3arps3HeHus ©3
feTaneii  KOHCTPYKUMM, NpeAcTaBAAlOWNX 3aTpygHeHue ans
OUYMNCTKMU (To €CTb, 0TBEPCTUIA, npocBeToB,

LWapHUPHbIX/COMPSHXXEHHbIX MOBEPXHOCTE, CTbIKOB, GOpPO3A0K,
3a3ybpeHHOCTeN), C MCNONb30BaHUEM OObIYHbIX OGONbHUYHbIX
MHCTPYMEHTOB OYUCTKMU.

-MepeaBurawdT u/Mnu BbIABUTAlDT BCe MOABMXHbleAeTann u
yAansoT BUAMMbIE 3arpA3HEHUS CUCMO/Ib30BaHUEM LLETKU.
-UncTAT npocBeTbl UM OTBEPCTUS LLETKONCOOTBETCTBYHOLLETO
pasmepa no Bceli A/vMHE UWWIKWPWHE OTBepcTuid. [nsa  3aTor’o
Heob6xoaMMocoBepLlaTb  BpallaTesibHble ABUMXEHUS  LETKOM.
MpocBeTbl Manoro AuvameTpa MOXHO MPOMbIBATLOUULLAKLLNM
pacTBOPOM C NMOMOLLbIO LLNPULLA.
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3. If dried visible debris is not observed,

clean following the manual instructions for
"Devices without challenging design

features.”

Non-critical Devices

Sterile hospital grade covers can be used

whenever possible to prevent contamination of
non-critical devices. F~rous items like foam that
are contaminated must be discarded. Clean
surfaces by wiping with a cloth and using
detergent and water.

Verifying Cieaning

1. After cleaning, visually inspect devices
under normal lighting for any remaining visible
debris.

2. For difficult to view design features, apply
3% hydrogen peroxide. Bubbling indicates the
presence of blood. Rinse the devices thoroughly
with critical water following hydrogen peroxide
testing.

3. If not visibly clean, repeat cleaning and
reinspect the device.

Drying

Use clean filtered compressed air or a clean lint
free towel to

remove moisture from the devices.

Cleaning: Automated

Devices Withoutchalienging design features
1. Manual precleaning;

IS NOT REQUIRED if the device does not have
dried-on visible debris. Place the device directly
into the automatic washer for cleaning.

IS REQUIRED if the device does have dried on
visible debris. Follow the manual cleaning steps
below prior to placing the device in the automatic
washer for cleaning.

a. Rinse in cold water <45° C (113° F) to
remove visible debris and to prevent coagulation
of blood.

b. Immerse and soak for a minimum of one (1)
minute in enzymatic detergent.

C. With the device completely immersed in
the cleaning solution, use a surgical scrub brush
to remove visible debris.

d. Rinse for a minimum of one minute using
a sufficient volume of water to completely
immerse the device. Water should be changed a

minimum of two times to ensure thorough
rinsing.

Place the device in the automatic washer
and run the recommended automatic washer

steps (see section "Automatic Washing Cycle
Steps and Parameters.")

Devices With chailenging design features

1. Manual precleaning is required for a
devices in this product group. Follow the manual
cleaning steps below prior to placing the device in
the automatic washer for cleaning.

a. Rinse in cold water <45° C (113° F) to
remove visible debrisand to prevent coagulation
of blood.

b. Immerse and soak for a minimum of five (5)
min utes in enzymatic detergent.

C. With the device completely immersed in
the cleaning solution, remove additional visible
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2.MomewanT n3genve B aBTOMaTUYECKYHO MOI7IKy MUBbINO/THAKT

pekomMeHAyeMble liarm asToMaTuyeckoimoiikm (cm. Paspgen
«Warn ymkna n napameTpblaBTOMaTUY4ECKON MOMNKKU").
I/I3,qenvm C ACTOYHUKOM NNT aHnA

Bo BpemMsa OYMCTKM  OCTaBASIOT  WUHCTPYMEHT,  KOTOPbIiA

HenocpeacTBEHHO MNOACOEAMHEH K WU3LENUNI0 C MeXaHW4eCcKum
nNpvBOAOM (TO €CTb LAAHr, KOTOPbIA COeANHEH C MEXaHUYeCKUM
HaKOHEYHWKOM), Ha MecTe C LUenbld npefoTBpaleHns
nonagaHus B MOTOP YpPe3MEepPHOro KonuyecTsa BOAbl.

Henb3s obpabartbiBaTb y/NbTpasByKOM W3[eNus C NUTaHuem OT
ceTu.
MpoBogaTt
obpasom:
1. MpomsbiBaloT B X0NnoAHol Boge <45° C (113° F) gnaypaaneHus
OCHOBHbIX OCTATKOB U npefoTBpalLeHUsaKoarynaunum Kposu.

2. MNpn NONHOM MOrpyXeHun us3genua B 4YUCTALWMIA pacTsop,
MCMNONb3YIOT XUPYPTrUYECKYD UUCTALWYIO LWeTKy AnayfaneHus
BUOUMBIX  3arpA3HeHuii ¢  MOBEpPXHOCTeNycTpoicTBa "
noAcoeHEHHOro ycTpoicTBa.

3. MpombIBaKOT HE MeHee O4HOI MUHYTbI, UCNONb3YySAA0CTaTOYHOe
KONMMYeCcTBO BOAbl, 4YTO6bl MOMHOCTHLIOMNOrPY3UTh YCTPOMCTBO.
Boay cnepyeT MeHATb KaKMWHUMYM [Ba pasa, ANn8 TwaTenbHOro
ononiackmBaHus.

4.MomewarT um3genme Cc  NOACOEAUNHEHHbIM n3genuem
BaBTOMATUYECKY0O MOMKY W BbINOJIHAIOT pPEKOMeHAyemblelaru
aBTOMaTU4yeckoi Moiiku (cMm. Pasgen «lWaru ymknam napameTpsl
aBTOMaTUYecKoli Monkn").

CoeguHuTeNlbHOE YCTPOWCTBO OYMLLAKT OTAE/bHO,
WHCTPYKUMAM MO OYUCTKE [N COOTBETCTBYHOLLEN
UNCTALWMX CPEACTB.

N3pgenuna-emkocT U

1. MeauumnHcKne wusgenve AOCTalOT U3 U3Jenua-emkKocTunepes
yncTkol. OcMmaTpmBaloT U34eMa-eMKOCTU HaHanuune BUAUMbIX

YNCTKY MeXaHn4yeckoro n3pgenna cnegyrouwmnm

cnenys
rpynnbi

3arpsa3HeHnil.
2. Ecnm umetoTcs BblCOXLUME 3arpsisHeHus,
CNeaylnTUHCTPYKLMAM  pydyHOW oumcTkm ana  «Wsgenuin C

LeTanAMUKOHCTPYKUUKN, 3aTPYAHUTENbHLIMU O OUUCTKM».

a. MNMomewwaT n3genne B aBTOMaTUUYECKY0 MOIKY WBbINOMHAOT
pekoMeHAyeMble Larm asTomaTuyeckoin Molikm (cMm. Pasgen
«Warn ymkna n napameTpbl aBTOMaTU4YeCKOl MONKN").

3. Ecnu 3acoxwunx y4acTKOB 3arpsa3HeHunii HeT, n3genme-eMKoCTb
nomewiarT B aBTOMaTU4eCKyto MOIKY MBbINOMTHAT
HUXeyKasaHHble Lwarn aBTOMaTu4yeckonmorkn (cm. Pasgen
«Warn ymkna n napameTpblaBTOMaTUY4ECKON MOIAKKN").

QTansbl n napameT pPbl unkKna aBTomMaTunyeckoro
npomMblBaHMNA

3arpyxarT ycTpoiicTBa B aBTOMAaTUYECKY0 Ae3WHMDEKLNOHHYIO
MaLuuHy.

-MogcoepunHaT nwboil npocsBeT ycTpolcTBa K MOPTaMMOWNKM-
Ae3nHgekTopa. Ecrm npsMoe  COeAMHEHWEHEBO3MOXHO,
npocseT(bl) ycTaHaBAWBAOT Ha (OPCYHKUUAN Ha BTYNKU
hOpCYHOK MHXeKTopa.

-YcTaHaBNuBalT ryxne OTBEPCTUSA MOL HUCXOASAWMMYKNOHOM
ansa cnuea.

-[10 BO3MOXHOCTW, packpbiBalOT BCE MHCTPYMEHTI.
(T.e. wWwapHupHble |/ CONPAXEHHble 3/IEMEHTHI,
NOBEPXHOCTN).

MuHUManbHble napameTpbl UuKna:
MpeaBapuTenbHOe NpoMbiBaHMe B X0N0A4HONM Boge <45° C (113°
F) B TeueHne natn (5) MUHYT

MpombiBaHe B thepmeHTe B TedeHue natn (5) MUHYT
MpombiBaHMe B HeliTpa/lbHOM MOlOLLEeM CpeAcTBe B TeYeHue nsAtu
(5) MuHYT

lMonockaHve B KPUTUYHON BoAe B TeyeHue ofHol (1) MUHYTHI
ANe3snHd ekumnsa

LapHUPHbIE
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several locations along the length to access all
crevices.

f. Gently bend the reamer in a U-shape and
rinse for a minimum of one minute using a
sufficient volume of water to completely immerse
the device. Change the water a minimum of two
times to ensure thorough rinsing. Make sure to
irrigate the lumen and crevices. Thoroughly flush
lumens with enzymatic detergent using a syringe.
g. Sonicate for a minimum of 15 minutes in
an ultrasonic cleaner containing enzymatic
detergent.

2. Place the device in the automatic washer
and run the recommended automatic washer
steps (see the section "Automatic Washing Cycle
Steps and Parameters").

Powered devices

Leave the device that directly connects to the
motorized device (i.e. the hose that connects to a
powered handpiece) in place during cleaning to
prevent an excessive amount of water from
entering the motor. Do not sonicate powered
device. Clean the motorized device as follows:

1. Rinse in cold water <45° C (113° F) to remove
visible debris and to prevent coagulation of blood.
2. With the device completely immersed in the
cleaning solution, use a surgical scrub brush to
remove visible soil from the surfaces of the device
and connecting device.

3. Rinse for a minimum of one minute using a
sufficient volume of water to completely immerse
the device. Change the water a minimum of two
times to ensure thorough rinsing.

4. Place the motorized device with the
connecting device attached to it in the automatic
washer and run the recommended automatic
washing steps (see the section "Automatic
Washing Cycle Steps and Parameters").

Clean the connecting device separately following
the cleaning instructions for the correct Cleaning
Product Group.

Containmentdevices

1. Remove all medical devices from the
containment device and inspect it for visible
debris.

2. If dried visible debris is observed follow the
manual cleaning instructions for "Devices with
challenging design features".

a. Then place the containment device in the

automatic washer and run the recommended
automatic washer steps (see the section
"Automatic Washing Cycle Steps and

Parameters").

3. If dried debris is not observed, place the
containment device in the automatic washer and
run the automatic washer steps given below (see
section "Automatic Washing Cycle Steps and
Parameters").
Autom atic washing cycie steps and
parameters

Load the devices
disinfector.

— Connect any device lumen(s) to the rinsing
ports of the washer-disinfector. If no direct

connection is possible, place the Ilumen(s) on

19
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Nephew. W3genua-emkocTn, Tpebywuwme pPemMoHT/3aMeHy,
Heob6xoAMMO BepPHYTb B KomnaHuw Smith & Nephew. Smith &
Nephew He pekoMeHAyeT BHellHee CKNaguMpoBaHve W3LeNuii-
€MKOCTell BO Bpemsi cTepuin3aunm.

HO,CI,FOTOBKa K cTepunnmnsaumnun

MN3penna MHOropasoBoOro Mcnosnb3oBaHna

BaxkHo nposecTu COOTBETCTBYIOLLYHO 0YUCTKY nepeg
cTtepunusauunein. 13pgenmsas  MHOropasoBoOro  MCNOJ/Ib30BaHUSA
cnegyeT nNoMecTuTb B NOAXOAALLYI0 YNaKOBKY [AnA npouecca
ctepunusauum (To ecTb ynakoBKY LeHTpasn3oBaHHOW NoCTaBKu
(yYum, 6yMaXkHble/nnacTUKoBbIe KapmaHbl, XecTkune
KOHTeliHepbl W T.4.) U CTepunu3oBaTb MNepes XUPYpruvyecknum
MCMNONb30BaHMeM. YCTpOlicTBa CTEPMIN3YIOT B cOBpaHHOM Buze,
ec/niM He ykasaHo uHoe. Ecnu ycTpoictBa 6blnn pasobpaHsbl,
y6eanTechb, YTO KOMMOHEHTbI MPaBWU/IbHO U HAAEXHO cobpaHbl.

napnpenns ofHOpPa3oBOroO mcnonb3oBaHuKA MnactuHsbl,
rsosgn, O60NTbl, WTUPTHI U nNpoBofda NpPeAcTaBNAT Ccoboi
MMNAaHTaTbl U paccMaTpuBalTCA Kak O4HOpa3oBble U3genus.
YcTpolictBa [AONA  BHeWHelW dukcauum Takxke cuuTarTcs
0flHOpPa30BbIMY MeAULUNHCKMMU ycTpolicTBamum. [aHHble
n3genvs npofakwTCsa KakK HeCcTepUbHbIMWU, TaK U CTePU/bHbIMM,
M 4acTo M3BneKawTcsA nofb3oBaTesieM U3 CBOEN OpUrMHanbHOW
ynakoBKM W MOMeLaTca B U3genne-eMKocTb (TO ecTb, Kopnyc
WHCTPYMEHTOB) an1a 06paboTku. [aHHble nlgenus Heobxoanmmo
0uMCTUTL [0 Hayana cTepuamsaymm (CM. WHCTPYKUMM NO
ctepunusaunn W3pgenuin BE3 3aTpygHUTENbHBLIX A0S OYUCTKU
geTaneil KOHCTPYKLMK). 3TU MHCTPYKLUW He OTHOcATCA K
06paboTke MAM NOBTOPHOMY WCMOJ/Ib30BAHUIO O4HOPAa30BbIX
YCTPOWNCTB, KOTOPble KOHTAKTMPOBaNW C KPOBbI, TKAHAMU UAn
6uonornyeckumun xmgkoctamu. [o Havyana crepununsauuu
n3genus ygansaioT BCHO OPUTMHANbHYI0 YNaKoBKY W BKAa4blLN-
3TUKeTKku. [lomewawT wusgenve B oOnNpefesieHHoOe MecTo B
n3genme-eMKocTb. BaXHO nNpoBecTn COOTBETCTBYIOLLYIO OUYUCTKY
nepepg crepuansauuei.

CTepunmsayunoHHasa obepTka / XeCcTKUe KOHTelHepbl
MHOropas3oBOoro mcnonbsosaHus KM30enna-emMKOCTU MOXHO
06epHYTb B yTBepXAeHHy o06epTky YU unnm nomectutb B
YTBEPXAEHHbIA XECTKUA KOoHTeillHep Ana cTepunusauuu. Bce
CTepunmsauMoHHble YNakoBKW He MOryT 6biTb 0406peHbl Ans
BCEX TUNOB LUMKNa. HeobxoAnMO nNpoBepuTb YTBEpPXAeHue
npounssogutens. XXecTkne koHTenHepobl Aesculap SterilContainer
n Case Medical SteriTite ¢ nepcopupoBaHHbIM AHOM Obln
ofo6peHbl ONA  MCNONb30BaHWA C HabopamMu WHCTPYMEHTOB
komnaHum Smith & Nephew Orthopaedics. [aHHble XecTkue

KOHTeHepbl He opgobpeHbl Ans  cTepuau3auum  nNapom
HEMeaNeHHOoro npuMeHeHus (CMHM) (MrHoBeHHasi
cTepununsayus).

MpumeuaHne ansa nonb3oBaTeneii CLUA: CTepunnsartopbl u
06epTKuK, ncnofb3yemMmble B MNpouecce CTepunmsaunm, LOMKHbI
ObITb OUYMLLEHbI COrMacHo ctaHaaptTam FDA.

KauyecTBo Bogbl J[lN1A reHepauny napa UCMonb3yT KPUTUUYHYIO

BO4Y.

PekomeHaoBaHHbIE NMapamMeTpbl cTepuamnsaynmn
Map c AVNHAMUYECKUM
(npegBapuMT enbHbIM BaKyymMoM)
TemnepaTtypa BO34eNCcTBUSA:
Bpema Bo3peniictBuna:
nnn
TemnepaTtypa BO34eNCTBUSA:
Bpema Bo3aenictBuA:
MuHnManbHoe BpeMs CYLUKU

ygnaneHunewm Bo3fyxa

1320 ¢ (270° F)
4 MWUHYTHI

1350 ¢ (275° F)
3 MUHYTBI
30 MUHYT
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Smith & Nephew. Smith & Nephew does not
recommend stacking of containment devices
during sterilization.

Preparation for Sterilization

Reusable Medical Devices

It is important that adequate cleaning be carried
out prior to sterilization. Reusable medical
devices should be placed in suitable packaging for
the sterilization process (i.e. central

supply wrap [CSR], paper/plastic pouches, rigid
containers, etc.) and sterilized prior to each
surgical use. Devices are sterilized assembled
unless otherwise instructed. If devices were
disassembled, ensure components are re-
assembled securely with no complications.
Single Use Medical Devices

Trauma plates, nails, screws, pins, and wires are
implants and are considered to be single use
medical devices. External fixation devices are also
considered to be single use medical devices.
These devices are sold both nonsterile and sterile
and are often removed by the user from their
original packaging and placed in a containment
device (i.e. instrument case) for processing.
These devices should be cleaned prior to
sterilization (see the cleaning instructions for
Devices without challenging design features).
These instructions do not apply to processing or
reuse of single use devices that have come in
contact with blood, tissue or bodily fluids. Prior to
sterilization of the device, remove all original
packaging and labeling inserts. Place the device
in its designated location in the containment
device. It is important that adequate cleaning be
carried out prior to sterilization.
Sterilization W rap/Reusable Rigid
Containers

Containment devices can be wrapped with an
approved CSR wrap or placed in an approved
reusable rigid container for sterilization. All
sterilization wraps may not be approved for ail
cycle types. Check with the manufacturer for
approvals. Aesculap SterilContainer and Case
Medical SteriTite rigid containers with perforated
bottoms have been approved for use with Smith
& Nephew Orthopaedics instrument sets. These
rigid containers are not approved for Immediate
Use Steam Sterilization (IUSS) or (Flash
Sterilization).

Note to US customers: Sterilizers and wraps
used in your sterilization process must be cleared
by the FDA.

W ater Quality

Use critical water for steam generation.
Recommended Sterilization Parameters
Dynamic Air Removal (Prevacuum) Steam
Exposure temperature: 132° C (270° F)
Exposure time: 4 minutes

or

Exposure temperature: 135° C (275° F)
Exposure time: 3 minutes

Minimum drying time: 30 minutes
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MPNTO>XXEHVE K MHCTPYKUWW MO NMPUMEHEHNIO
«KOMIMOHEHTbI HABOPOB MHCTPYMEHTOB AOJ14
YCTAHOBKW CHNCTEMbI VLP MINI-MOD AJ1A ®NKCALUNN
MAJIbIX ®PATMEHTOB KOCTEW>

ADDITION TO INSTRUCTIONS FOR USE
«VLP MINI-MOD FIXATION SYSTEM FOR SMALL
FRAGMENTS INSTRUMENT COMPONENTS>»
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1., KoMnoHeHTH HAGOPa WHCTPYMEHTOB ANA YCTAHOBKM 1. VLP MINI-MOD fixation system for small

¢
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Oepxatens  VLP nnacTuH
HEeobXxoanMOoCTH);

N3meputens rny6uHbl AN BUHTOB 2A12.1 MM, Manblii J0
50 mv (1 wrT);

Viameputenb rnybuHbl gns BUHTOB 2.4/2.7 MM, ANIMHHbIN
(npn HeobxopgMmoCTH);

HanpaButens ceepna 1.8mMm/2.4 MM, 4BYCTOPOHHUI (Npwu
HeobxoanumMocTHn);

HanpaButens ceepna 1.8mMm ¢ BapuabenibHbIM yriom (npu
HeobxoanmMocTHn);
- OrtBeptka T7
HeobxogumocTn);
Pabouyas yacTtb oTBepTKM T7 C 6GbICTPbIM coeanHeHnem AO
(1 wr);

CTtepxeHb  Ansa
HeobxogumocTn);
Kacceta VLP MINI-MOD pana BUHTOB 2.4 MM C KpbILLKO/
(npn HeobxopamMmocCTH);

- Kaccera VLP MINI-MOD pgna BWHTOB 2.4 MM, ANMHHAs

(npn HeobxoanmocTH);

- KoHTeitHep VLP MINI-MOD pans

KpbIWKO/ (Npn HeobxoanmocTn);

- KoHTeiiHep VLP MINI-MOD 2.4MM MoOAy/bHbIA (Npwn

25mMm  gns (npwn

C (IMKCMPOBAHHOW PYKOSATKOWA

(npu

n3rnbaHums 2.0MM/2.4MM

(npn

nnactmH 2.4Mm ¢

HeobxoanumocTn);

Kpblwka KOHTEeNHepa VLP MINI-MOD (npwn
HeobxognumocTn);
4. Hab6opbl Wab/oHOB NAACTUH:
Wa6nousl nnactmd  VLP  MINI-MOD  1.5mm  (npwu
HeobxoammocTK):

- WabnoH Y-nnactuHbl VLP MINI-MOD 1.5mMm (He 6onee 10
WT, NpM HEOBXOANUMOCTHN);

- Wa6noH T-nnactuHbl VLP MINI-MOD 1.5mm (He 6onee 10
WT, NpM HEOBXOANUMOCTHN);

- Wa6bnoH npamoi nnactuHbl VLP MINI-MOD 1.5mm (He
6onee 10 wT, Npu HeobxoaMMOCTH);

- Wa6noH neBoW KOMOHHOW naactuHbl VLP MINI-MOD
1.5mMm (He 6onee 10 wT, NpM HEOGXOAUMOCTHN);
- Wa6bnoH npaBoit KOMOHHOI nnacTuHel VLP MINI-MOD
1.5mm (He 6onee 10 wT, NpM HEO6GXO4MMOCTK).
Wa6noHubl nnactuH  VLP MINI-MOD  2.0mm
HEeobXxoanMOoCTH):

- WabénoH Y-nnactuHbl VLP MINI-MOD 2.0mm (He 6onee 10
wT, Npn HeobxoanMmMocTK);

- Wa6noH T-nnactuHbl VLP MINI-MOD 2.0mm (He 6onee 10
WwT, Npy HeobxoaMMocCTK);

- Wa6noH npamoii nnactuHbl VLP MINI-MOD 2.0mm (He
6onee 10 wT, Npn HEO6XO4MMOCTHK).

Wa6noHubl nnactuH  VLP MINI-MOD
HEeobXxoanMOCTH):

- Wa6noH Y-nnactuHbl VLP MINI-MOD 2.4mm (He 6onee 10
WwT, Npy HEO6Xo0ANUMOCTHN);

- WabnoH T-nnactuHbl VLP MINI-MOD 2.4mm (He 6onee 10
WwT, Npy HeobxoAMMOoCTK);

- Wa6bnoH npamoi nnactuHbl VLP MINI-MOD 2.4mm (He
6onee 10 wT, Npn HEO6GX0AUMOCTHN).

- Wa6bnoH cetuatoin nnactuHbl VLP MINI-MOD 2.4Mm (He
6onee 10 wTt, Npu HeO6X0A4MMOCTHN).

5. KoHTeliHep VLP MINI-MOD pgns uHCTpyMeHTOB (npwu
HeobxogmumocTh).

6. Kpblwka KOHTeNHepa VLP
WHCTPYMEHTOB (NPX HEO6X04MMOCTH).

(npn

2.4mMm  (npwn

MINI-MOD ons

- VLP MINI-MOD 2.4mm Module Tray (if
necessary);
- VLP MINI-MOD TRAY LID (if necessary).
4. Plate templates:
VLP MINI-MOD Plate templates 1.5mm:
- Y-plate template VLP MINI-MOD 1.5mm (not
more than 10 pcs, if necessary);
- T-plate template VLP MINI-MOD 1.5mm (not
more than 10 pcs, if necessary);
- Straight plate template 1.5mm (not more than
10 pcs, if necessary);
- Left column plate template 1.5mm (not more
than 10 pcs, if necessary);
- Right column plate template 1.5mm (not more
than 10 pcs, if necessary);
VLP MINI-MOD Plate templates 2.0mm:
- Y-plate template VLP MINI-MOD 2.0mm (not
more than 10 pcs, if necessary);
- T-plate template VLP MINI-MOD 2.0mm (not
more than 10 pcs, if necessary);
- Straight plate template VLP MINI-MOD 2.0mm
(not more than 10 pcs, if necessary);
VLP MINI-MOD Plate templates 2.4mm:
- Y-plate template VLP MINI-MOD 2.4mm (not
more than 10 pcs, if necessary);
- T-plate template VLP MINI-MOD 2.4mm (not
more than 10 pcs, if necessary);
- Straight plate template VLP MINI-MOD 2.4mm
(not more than 10 pcs, if necessary);
- Mesh plate template VLP MINI-MOD 2.4mm (not
more than 10 pcs, if necessary);
5. VLP MINI-MOD General Instrument Tray.
6. VLP MINI-MOD Tray Lid.

OMUCAHUWE NPUHALMNEXXHOCTEWN/ DESCRIPTION OF ACCESSORIES

MpVYHAANEXHOCTU OTCYTCTBYIOT.
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There are no accessories included.
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MINI-MOD 1.5mm Screw
Caddy with Lid

KoHTeliHep VLP MINI-MOD ana
nnactmH 1.5mMm c KpblwWKOW/
VLP MINI-MOD 1.5mm Plate

Tray with Lid

KoHTeliHep VLP MINI-MOD
1.5mm MoAyAbHbIN/VLP MINI-
MOD 1.5mm Module Tray

KpbiwKa KOHTeliHepa VLP
MINI-MOD/ VLP MINI-MOD
Tray Lid

KoMnoHeHTbl cnctembl/ System
components

BbicoTa/ Height:
36,32 £ 0,5
OnameTp oTBepcTuii/Holes diameter:
1901

OnuHa/Length:
190.5 = 0,5
WunpnHa/Width:
88.9 + 0,5
BbicoTta/ Height:
19.05 £ 0,5
TonwunHa kpblwkn/Lid thickness:
2,41 = 0,25

392,36 = 39,2

OnuHa/Length:

279,4 £ 0,5
WunpnHa/Width:

203,2 + 0,5
BbicoTa/ Height:

70,1 = 0,5
*KpblwKa KoHTeilHepa VLP MINI-MOD wucnonb3yeTtcss B Habope
WHCTpYMeHTOB 1.5MMm/2.0mm/2.4mm (n.1, n.2, n.3)/ VLP MINI-

MOD Tray Lid also mentioned in p.l, p.2, p.3

1596,08 +
159,61

Macca B
ynakoBke, r/
Package weight,

g

Pasmepbl, mm/ Sizes, mm

KoMnoHeHTbl Habopa MHCTPYMEHTOB A1 yCTaHOBKWU cuctembl VLP MINI-MOD ansa dunkcauunmn

ManblXx dparmMmeHToB KocTeil 2.0Mm:

3eHKep gnsa BUHTOB 2.0MM C

6bICTPbIM coegnHeHunem AO/

Countersink 2.0mm Screws
w/AO QC

Hep>kaTtene VLP 2.0mm gns
nnactnH/ 2.0mm Plate Holder

N3meputenb rny6uHbl Ans

BHTOB 2.0 mm/ Depth Gauge for

2.0mm Screws

OTBepTKka T6 ¢ UKCMpoOBaHHOM
pyudkoii/ Fixed Handle T6 Driver

Pabouas 4yacTb oTBEepTKU T6 C
coegnHeHunem MINI/T6 Driver
Shaft MINI QC

OnuHa/Length:
88,9 = 1,02
AOnameTtp/Diameter:
45 = 0,13

17,01 £ 1,7

AnnHa/Length:
31,75 £ 0,5
OnameTp pe3b6bl/Diameter of thread:
32+ 0,1

5,67 = 0,56

OnuHa/Length:
151,72 + 0,25
WwnpuHa/ Width:
14 + 0,25

90,72 = 9,07

AnnHa/Length:
181,74 = 1,3
OnameTp (paboueri 4acTH)/Diameter
(work part):
5,99 = 0,25

67,5 = 6,75

AnnHa/Length:
88,65 + 0,5
OnamveTtp (BHYTpeHHUM)/
Diameter(internal):
1,19 = 0,01
OnameTp (paboueit 4acTn)/Diameter
(work part):

17,01 = 1,7
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347 + 0,1
OnuHa/Length:
. 101,6 + 0,5
' OnamveTp (paboudeit 4acTH)/Diameter

Pabouyasa yacTb oTBEpPTKUN T6 C (work part):

3,17 £ 0,1
' ' 22,68 + 2,68
6b'Cpr_'M coepuHennem AO/T6 AOnameTp (wunpokoii 4acTH)/Diameter
Driver Shaft w/AO QC (wide part):
3,45 = 0,1

OnameTp (BHYTPEeHHUN)/
Diameter(internal):

1,27 + 0,01
CTep>keHb Ansa nirnbaHma
2.0MmM/2.4mMm / 2.0MM/2.4mm
Bending Rod AnvHa/Length:
165,35+ 0,25 34,02 + 3.4
tfaHHOe u3genne Takxke COCTOUT B AvameTp/Diameter:
Habope KOMMOHEHTOB AN NAAacTUH 4,75 + 0,01
2.4vMm
AnnHa/Length:
109,86 = 0,13
WnpnHa wmnpokoin yactu/Width (wide
part):
12,95 £ 0,5
WwunpuHa (y3koir 4acTH)/Width (thin
HanpaButenb ceepna 1.5mMm c part):
BapunabenbHbIM yrnom/ 1.5mm 7,87 £ 0,5 34,02 + 3,4
VA Drill Guide Small TonwuHa/Thickness:
2,03 £ 0,13

AnameTp (BHewHUiW) / Diameter
(external):
2,92 £ 0,01
OnameTp (BHYTpeHHuUin)/ Diameter
(internal):
2,29 + 0,01
AnnHa/Length:
104,39 = 0,5
BbicoTa/Height:
22 £ 0,25
LWunpuHa (wunpokoii 4acTH)/Width
(wide part):
13,21 £ 0,5
HanpasuTens ceepna 1.5MM/2.0 WwnpuHa (y3koii 4acTH)/Width (thin
MM, ABYCTOPOHHWUIA/ part): 34,02 + 3,4
1.5/2.0 Double Drill Guide 8,38 £ 0,5
Small TonwuHa/Thickness:
2,03 £ 0,13
AnameTp oTBEepCcTUA A1 cBepna
1.5MM/Drill hole diameter 1.5mm:
1,6 £ 0,076
AnameTp oTBEpCcTUA AN1A cBepna
2.0MM/Drill hole diameter 2.0mm:
2,18 + 0,051
OnuHa/Length:
233,43 £ 0,5
WunpnHa/Width:
57,15 + 0,5
MINI-MOD 2.0mm Screw Caddy BbicoTa/Height:
With Lid 48,26 + 0,5
OnameTp oTBepcTuii/Holes diameter:
2,46 = 0,13

Kacceta VLP MINI-MOD pgna

BMHTOB 2.0MM C Kpblwkoii/ VLP

563,99 + 56,39
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KoHTeliHep VLP MINI-MOD agnsa
nnactmH 2.0MM Cc KpblWKoOW /

VLP MINI-MOD 2.0mm Plate
Tray With Lid

KoHTeiHep VLP MINI-MOD
2.0mm MOAYNbHbLIN/

VLP MINI-MOD 2.0mm Module
Tray

KpblwkKa KoHTeliHepa VLP MINI-
MOD/

VLP MINI-MOD Tray Lid

KoMMNoHeHTblI cuctembl/ System
components

OnuHa/Length:
190,5 £ 0,5
WupnHas/Width:
120,65 = 0,5
BbicoTta/Height:
12,19 £ 0,5
TonwunHa kpblwkn/Lid thickness:
2,67 £ 0,25

322,62 + 32,26

OnuHa/Length:
279,4 + 0,5
WupnHas/Width:
203,2 + 0,5
BbicoTa/Height:
64,77 £ 0,5

2653,52 +
265,35

*KpblwKa KoHTeinHepa VLP MINI-MOD wucnonb3yetca B Habope
WHCTpyMeHTOB 1.5MMm/2.0mm/2.4mm (n.1, n.2, n.3)/ VLP MINI-
MOD Tray Lid also mentioned in p.l, p.2, p.3

Macca B ynakoBke,
Pasmepbl, Mmm/ Sizes, mm r/ Package

weight, g

3. KOMMNOHEeHTbl Ha6opa MHCTPYMEHTOB A8 ycTaHOBKU cucTembl VLP MINI-MOD Ans dukcaumn

ManblX hparmMmeHTOB KOcTeil 2.4MMm:

3eHKep A1 BUHTOB 2.4MM C
6bICTPpbIM coeguHeHunem AO/
Countersink 2.4mm Screws w/
AO QC

Oep>kaTtene VLP 2.5mMm gns
nnactuH / VLP 2.5mm Plate
Holder

N3meputenb rny6uHbl ansa
BUHTOB 2.4/2.7 MM, Manbii go
50 mm/ Short Depth Gauge
2.4mm/2.7mm Screws

Na3meputenb rny6uHbl ans
BUHTOB 2.4/2.7 MM, ANNHHbIN/
Depth Gauge for 2.4mm and
2.7mm Screws

HanpaBuTtenb cBepna
1.Smm/2.4 mm, ABYCTOPOHHUIN/
1.8/2.4 Double Ended Dirill
Guide Small
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AnnHa/Length:
889 + 1
AOnnHa pexxyuieii vactn/Length
cutting part:
17,07 £ 0,1
OnameTtp/Diameter:
45 = 0,13
OnuHa/Length:
39,83 +0,5
AnameTtp/Diameter:
3,56 + 0,076

18,6 + 1,86

11,34 =+ 1,13

AnnHa/Length:
175,72 = 0,25
WwnpunHa/ Width:
14 + 0,01

90,72 = 9,07

OnuHa/Length:
235,72 + 0,25
WnpnHas/Z Width:
14 + 0,01

175,77 + 17,57

OnuHa/Length:
104,39 = 0,5
BbicoTta/Height:
22 + 0,25
WwupuHa (wumnpokown 4acTH)/Width
(wide part):
13,21 + 0,5
WunpunHa (y3koii 4acTH)/Width (thin
part):
8,38 + 0,5

34,02 £ 3,4



AnunHa/Length:
110,36 + 0,13
WupuHa (wmnpokoi 4acTH)/Width
(wide part):

12,95 £ 0,5
HanpaButene ceepna 1.8mMm c WupunHa (y3koii 4acTH)/Width (thin
BapuabesibHbIM yrnom/ 1.8MM part): 39,69 + 3,96
VA Drill Guide Small 7,87 £ 0,5

OunameTp (BHewHnin) / Diameter
(external):
3,38 £ 0,01

OvameTp (BHyTpeHHUIi)/ Diameter
(internal):
2,57 £ 0,01

OnunHa/Length:
181,74 + 1,3
AnameTp (wunpokow 4acTH)/diameter

(wide part):

OTBepTka T7 ¢ hbukcnpoBaHHO 22,35 + 0,5
py4koii/ Fixed Handle T7 OvnameTp (y3kon 4acTH)/diameter 67,5 £ 6,75

Driver (thin part):

17,38 = 0,25

OnameTtp (paboyen 4acTn)/Diameter
(work part):

5,99 + 0,25
OnuHa/Length:
101,6 £ 0,5
Pabouasi 4acTb OTBEPTKN T7 ¢ OuameTp (pa6oueii 4acTH)/Diameter
6bICTPbIM coeanHeHnem AO/ T7 (work part): 24,5 = 2,45
Driver Shaft w/AO QC 3,17 £ 0,1

OnameTp(BHYTPEHHWNI)/
Diameter(internal):
1,54 + 0,01
OnuvHa/Length:
243,33 + 0,5
WupunHa/Width:
50,29 =+ 0,5
BbicoTa/Height: 594,6 + 59,46
58,42 = 0,5
OnameTp oTBepcTuii/Holes diameter:
2,77 £ 0,25

Kacceta VLP MINI-MOD gnsa
BUHTOB 2,4 MM C KpbILKOW/
VLP MINI-MOD 2.4mm Screw
Caddy With Lid

OnuHa/Length:
73,66 = 0,5
WupnHas/Width:
Kacceta VLP MINI-MOD gnsa 39,62 = 0,5
BUHTOB 2,4 MM A/nnHHasA/ BbicoTa/Height: 181,7 = 18,17
2.4mm Long Screw Caddy 88,9 =0,5
OnameTp otBepcTuin/Holes diameter:
2,77 £ 0,25

OnuHa/Length:
213,36 + 0,5
KoHTeiHep VLP MINI-MOD pgnsa WunpuHa/Width:
naacTuH 2.4MM C KpbILWWKOWK/ 130,05 = 0,5
VLP MINI-MOD 2.4mm Plate BbicoTa/Height:
Tray With Lid 12,7 £ 0,5
TonwwnHa kpblwkn/Lid thickness:
2,67 + 0,25

409,37 + 40,93
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AOnnHa/Length:

KoHTeliHep VLP MINI-MOD
2.4MM MoOAYNbHBbIW/ 2794 £ 0,5
) 4 WupuHa/Width: 2653,52 +
203,2 £ 0,5 265,35
VLP MINI-MOD 2.4mm Module Bbicotas/Height:
75,44 + 0,5

Tray
*KpblwKa KoHTeilHepa VLP MINI-MOD wucnonb3yetca B Habope

KpblwKa KoHTeliHepa VLP
MHCTpyMeHTOB 1.5MMm/2.0mm/2.4mm (n.1, n.2, n.3)/ VLP MINI-MOD

MINI-MOD/
Tray Lid also mentioned in p.l, p.2, p.3
VLP MINI-MOD Tray Lid

Macca B ynakoBke,
r/ Package weight,

KoMnoHeHTbl cuctembl/ System )
Pasmepbl, Mmm/ Sizes, mm
components
g
4. WWa6n0oHbl NAacTUH;
AOnnHa/Length:
lWla6noH T-nnacTUHbI 45,8 + 0,25
Wa6no  VLP MINI-MOD 1.5mm, 2 WupuHas/Width:
HT- OTBEPCTUA rosioBkKa, 8 9,91 + 0,5
o6pasH oTBepCTuii/ BbicoTa/Height: 2,83 = 0,28
oW 2,03 £ 05
nnactu VLP MINI-MOD 1.5MM TonwnHa/Thickness:
HbI T-PLTEMP 2X8 HL 099 £025
1. 5mm/ OnameTp oTBepcTuii/ Hole diameter:
’ 0,91 + 0,25
VLP OnuHa/Length;
MINI- Wa6noH T-NNacTuHb 45,29 + 0,25
VLP MINI-MOD 1.5mm, 3 WupnHa/width:
MOoD OTBEpPCTUSA rosI0BKa, 8 13,46 £ 0,5
1.5mm oTBEDCTUi/ ' BbicoTta/Height; 567 + 057
T-Plate P 3305 ’ !
Tert“ep'a VLP MINI-MOD 1.5MM T°”“§g§’iT2f§';”ess'
T-PLTEMP 3X8 HL OnameTp oTBepcTuii/ Hole diameter:
0,91 + 0,25
OnuHa/Length:
LWa6noH T-nnacTuHbI 46,58 + 0,25
La6no VLP MINI-MOD Z.OMM, 2 LUMpI/IHa/Width:
HT- OTBEpPCTUSA ronoBka, 8 10,67 + 0,5
o6pasH 0TBEpCTMiA/ BoicoTa/Height: 41 + 0,41
oW 2,54 £ 0,5
nnactmu  VLP MINI-MOD 2.0MM TonuwuHa/Thickness:
Hbi T-PLTEMP 2X8 HL n 1,19 if}zj o diamor
nameTp oTBepcCTUii ole diameter;
2.0mm/ 1,32 + 0,25
VLP OnunHa/Length:
MINI- lWa6noH T-nnacTuHbI 46,46 + 0,25
MOD VLP MINI-MOD 2.0mm, 3 WrpuHa/Width:
2.0mm OTBEPCTUSA ronoBka, 8 15,49 + 0,5
T-Plate OTBEPCTUIA/ BbicoTa/Height; 5,67 + 0,57
Templa 4.32 £ 0,5
VLP MINI-MOD 2.0MM TonwwmnHa/Thickness:
te 1,19 + 0,25
T-PLTEMP 3X8 HL ’ ' .
OnameTp oTBepcTuii/ Hole diameter
1.32 + 0,25
R AnvHa/lLength:
Wa6no LWa6noH T-nnacTuHbI 5438 + 0,25 2,83 + 0,28
WnnpnHa/Width:
35

HT- VLP MINI-MOD 2.4mm, 2
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o6bpasH
oui

nnacTtun
Hbl

2.4vm/

VLP
MINI-
MOD
2.4mm
T-Plate
Templa
te

OTBEpCTUA rofioBka, 8
oTBepcTuin/

VLP MINI-MOD 2.4MM
T-PLTEMP 2X8 HL

Wa6noH T-naacTuHbI

VLP MINI-MOD 2.4mm,

OTBEPCTMSA FOsI0BKa, 8
oTBepcTnii/

VLP MINI-MOD 2.4MM
T-PLTEMP 3X8 HL

LWa6noH Y-o6pa3Ho nnacTUHbI
1.5mMmm/ VLP MINI-MOD 1.5MM

Y-PLTEMP 8 HL

Wa6noH Y-o6pa3HoW MnacTUHbI
2.0Mm/ VLP MINI-MOD 2.0MM

Y-PL TEMP 8 HL

Wa6noH Y-o6pa3Hol NnacTuHbI

2.4mm/

VLP MINI-MOD 2.4MM Y-PL

LWa6no
Hbl
KOJIOHH
omn
nnactun
Hbl/

VLP
MINI-
MOD
Column
Plate
Templa
te

TEMP 8 HL

LWa6noH nesoii
KOMTOHHOW MIacTuHbI
VLP MINI-MOD 1.5mm,
12 x 2 oTBepcTusA/

VLP MINI-MOD 1.5mm
Left Column Plate
Template 12 Hole x 2
Hole

LWa6noH npaBoii
KOMTOHHOW NnacTuHbI
VLP MINI-MOD 1.5mwm,
12 x 2 oTBepcTusA/
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12,95 £ 0,5
BbicoTa/Height:
33+ 0,5
TonwmHa/Thickness:
1,24 + 0,25

OnameTp oTBepcTuii/ Hole diameter:

1,93 + 0,25
AOnuHa/Length:
54,51 + 0,25
WunpnHa/Width:
17,27 £ 0,5
BbicoTa/Height;
533+ 05
TonwwmHa/Thickness:
1,24 + 0,25

OnameTp oTBepcTuii/ Hole diameter:

1,93 + 0,25
AnnHa/Length:
47,45 = 0,25
WupnHaswWidth:
13,46 = 0,5
BbicoTa/Height:
3305
TonwmHa/Thickness;
1,24 + 0,25

OnameTp otBepcTuii/ Hole diameter:

0,99 + 0,25
AnnHa/Length:
48,64 = 0,25
WupnHa/Width:
15,24 £ 0,5
BbicoTa/Height:
4,06 £ 0,5
TonwmHa/Thickness:
1,19 * 0,25

OnameTp otBepcTtuin/ Hole diameter:

1,32 + 0,25
AnunHa/Length:
57,07 £ 0,25
WupunHa/Width:
17,02 £ 0,5
BbicoTa/Height:
533 £ 05
TonwmHa/Thickness:
1,24 + 0,25

AnameTp oTBepcTuii/ Hole diameter:

1,93 £ 0,25

AnnHa/Length:
69,85 + 0,5
WupnHa/Width:
9,8 £ 0,25
TonwmHa/Thickness:
0,99 = 0,076

OunameTp oTtBepcTuin/hole diameter;

0,91+ 0,051

AnnHa/Length:
69,85 £ 0,5
WupunHa/Width:
9,8 £ 0,25
TonwumHa/Thickness:
0,99 + 0,076

OnameTp otBepcTuin/hole diameter:

5,67 = 0,57

3,6 + 0,36

2,83 = 0,28

2,83 = 0,28

4,7 + 0,47

4,7 £ 0,47
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VLP MINI-MOD 1.5mm 0,91+ 0,051
Right Column Plate
Template 12 Hole x 2

Hole
OnunHa/Length:
LWa6noH npsimoii 40,77 = 0,25
nnactuHbl VLP MINI- WupnHa/Width:
4,24 + 0,25
MOD 1.5mm, 8 ) )
o mr BbicoTa/Height:
otBepcTuii/ VLP MINI- 127 + 05
MOD 1.5MM STRAIGHT TonwumHa/Thickness:
Wa6no PL TEMP 8 HL 0,99 + 0,25
HbI AnameTp oTBepcTuin/ Hole diameter:
npsiMo 0,91 + 0,25
% LWa6noH npsamoi AnuHa/Length:
nnactu nnactuHbl VLP MINI- 41,99 + O,_25
MOD 2.0mm, 8 WnpunHa/Width:
Hel/ oTBepcTuii/ 546 + 0,25
VLP P BbicoTa/Height:
- 1,52 £ 0,5
MINI VLP MINI-MOD 2.0MM ‘ . )
MOD TonwumHa/Thickness:
STRAIGHT PL TEMP 8 119 + 0.25
Straigh ) + U,
HL AOnameTp otBepcTuii/ Hole diameter:
t Plate 1,32 + 0,25
Templa lWa6noH npsmoi AnuHa/Length:
te nnactuHsl VLP MINI- 49,89 £ 0,25
MOD 2.4mm, 8 Lu“g'gga/vo\“;th:
i ) += 0,
oTeepcTuit/ BbicoTa/Height:
1,78 =+ 0,5

VLP MINI-MOD 2.4MM TonwmHa/Thickness:

STRAIGHT PL TEMP 8 1.24 + 0.25
HL OvameTp oTBepcTnin/ Hole diameter:
1,93 + 0,25
AnnHa/Length:
91,74 + 0,25

LLla6noH ceTyaToi nMaacTUHbI

VLP MINI-MOD 2.4mm, 12 x 3 Wnpuna/Width:
oTBepcTuii/ VLP MINI-MOD 22 + 0,25
TonwumnHa/Thickness;
2.4MM MESH PL TEMP 12X3 HL 1,24 + 0,25
OunameTp oTBepcTnin/ Hole diameter:
1,93 =+ 0,25

KomMnoHeHTbl cuctembl/ System )
Pasmepbl, mm/ Sizes, mm

components

5. KoHTeliHep VLP MINI-MOD gnsi MHCTPYMEHTOB:

AnnHa/Length:
279,4 = 0,5

KoHTeliHep VLP MINI-MOD gns K
WupunHa/Width:

/ VLP MINI-MOD
MHCTPYMEHTOB 2032 + 0.5
General Instrument Tray Bwicota/Height:
87,12 = 0,5

6. Kpbllwka kKoHTeliHepa VLP MINI-MOD gna MHCTPYMEHTOB™
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3,7 = 0,37

3,2 + 0,32

2,83 =0,28

9,7 = 0,97

Macca B ynakoBke,
r/ Package weight,

g

2245 + 2245
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AnnHa/Length:

KpblwkKa KOHTeliHepa VLP 283,72 = (_)’5
MINI-MOD / Hivpunaswidth: 528 * 52,8
- AN NHCTPYMEHTOB 209.8 + 0.5 + 52,

VLP MINI-MOD Tray Lid

TonwumHa/Thickness:

7,62 0,5

3HAYEHUNA CMMBOJIOB/ INTERPRETATION OF SYMBOLS

3HayeHUss CMMBOJIOB, YKa3aHHbIX Ha ynakoBKe

MpoussoguTens
(N3roToBUTEND)
Homep no katanory
INID nuveer
| | | YNOMHOMOYEHHbIN
eclrep npeactasutens EC

Koa naptuu
NON-STERILE He cTepunbHO

OcTopoxHo! O6paTtutecb K

A MHCTPYKL UM no
NpUMEHeHNIo
Pa3speLueHa npogaxa
TONbKO
"ONLY

KBanMUUUPOBaHHbIM
cneunanuctam WM Mo ux
yKasaHuio

3HakK COOTBETCTBUA
cTaHpaptam EC

C€|

QTY |

KonnyecTtso
ynakoBske: 1

WTYK B

BO3MO>XHOCTb n METOAbI
INTEGRATING WITH OTHER MEDICAL DEVICES

KomMnoHeHTbl HabopOB  MHCTPYMEHTOB ANA  YCTAHOBKMU
cuctembl VLP MINI-MOD pna dumkcaumm manbix pparmMeHToB
KocTei npegHasHayeHbl ons MCnosib30BaHuA c
KOMMoHeHTamMn cuctembl VLP MINI-MOD pgna dumkcaunn
MasbIX hparMeHTOB KOCTe

Manufactured by:

M

Catalog number

Io~NCATALOe

12EO NUMBER
Authorized

EC REPI representative of the
EU

- Batch code

LUL1 ronre

NON-STERILE Non-sterile
Caution! Refer to the

instructions for use

A

SEE INSERT

Caution: U.S. Federal
law restricts this
device to sale by or on
order of a physician

Conformity  to EU
standards

"ONLY

CO

QTY:

) ~ Quantity
i

MHTErPALVKN C APYITMMWN MW/ THE POSSIBILITY AND WAYS OF

VLP MINI-MOD fixation system for smali fragments
instrument components are intended for use
together with VLP MINI-MOD system components
for smali bone fragments fixation.

MEPEYEHb MATEPUWANOB >XWBOTHOIFO W (W1M) YEJOBEYECKOIO MPOVNCXOXAEHWA/ DEVICES
INCORPORATING NON-VIABLE MATERIALS OF ANIMAL ORIGIN

M3pgenna Smith & Nephew He BknoYalT HEXU3HECNOCOOHbIE
mMaTepuansl XXMBOTHOTO NPOUCXOXAEHUSA, nofo6Hble
mMaTepuansl He NMPUCYTCTBYIOT B npoLecce Npou3BOACTBA U B
KOHEYHOM un3aenuu.

The subject Smith & Nephew products do not
incorporate non-viable materials of animal origin,
nor are they present in the manufacturing process
or present in the final device.

MH®OPMALUUMA O NEKAPCTBEHHbBIX MPEMAPATAX U (MTN) PAPMALEBTUYHECKMNX CYBECTAHLUMNAX B

COCTABE MW/
INCLUDED IN MD

INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL SUBSTANCES

Pasgen He NPUMEHWM K paccMaTpuBaembiM M3Aenuam, Tak
KakK paccmaTtpuBaemMble uagenus komnaHuu Smith & Nephew

He coaepxar MeANLMHCKNX cy6eTaHyumit, Takxe
MeauuMHCKMe cy6CTaHuMM He YydyacTBYT B npouecce
npousBo/CcTBa.

The subject Smith & Nephew products do not
incorporate a medicinal substance, nor is it present
in the manufacturing process or present in the final
device, therefore this section does not apply.

OCHOBHOW MEPEYEHb CTAHOAPTOB/ LIST OF MAIN APPLICABLE STANDARDS
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BS EN ISO 16061 VIHCTpYMEHTHI, npuMeHsemble
BMECTE C HEeaKTUBHbIMU XUPYPTMYECKUMMN UMNNaHTataMu.
O6uwme TpeboBaHuA

BS EN ISO 17664 Crtepunusayms MeaULUHCKNX

n3genuin. VHdopmauusa, npepocrasnsemas W3rooBUTesIEM
ana  06paboTKM MNOBTOPHO CTEPUIN3YEMbIX MeOULUHCKUX
nsgenuvii

BS EN 1041 n3penusn MeAULUHCKNE.
npegocraensemMas U3rotoButenem

VHdhopmaums,

ycnosumda NMPMMEHEHNA N SKCMNNYATAUMWM MW/ USE

N3genuss  npegHasHayeHo  ANS UCMNOMb30BaHUA  BO
BHYTPEHHEl cpeae opraHu3ma uyenoseka. Mpu skcnayaTauum
cnepyet nsberatb npeAHamMepeHHoro nonagaHus snaru. Mpu
co6Ml0AeHUN NpaBui aKcnayaTauunm AaHHOe MeAuUUHCKoe
usfenve He oOKasblBaeT BO3AeiCTBMS Ha foaeil ¢
UMMNAHTUPYEMbIMU B OpraHu3M uesioBeka MeUUUHCKUMU
ns3genuamu, 6epemMeHHbIX >KEHLWIUH, XXEeHWWH B Mepuos
rPYAHOrO BCKapMAWBaHUSA, fAeTei, B3POC/bIX, WMeLnX
XpoHUYeckne 3aboneBaHus.

BS EN ISO 16061 Instrumentation for use in
association with non-active surgical implants -
General requirements

BS EN ISO 17664 Sterilization of medical
devices. Information to be provided by the
manufacturer for the processing of resterilizable
medical devices

BS EN 1041 Information  supplied
manufacturer of medical devices

by the

&OPERATION CONDITIONS OF MD

The products are intended for use in the internal
environment of the body. Avoid deliberate ingress
of moisture during operation. If the rules of
operation are observed, this medical device does
not affect people with medical products implanted
into the human body, pregnant women, and
women during breastfeeding, children, adults with
chronic diseases.

YCNOBUA TPAHCMNOPTUPOBKUN UXPAHEHNA/ TRANSPORTATION AND STORAGE CONDITIONS

NHCTPYMEHTbI [10/DKHbI XPaHUTLCS B OTBEAEHHOM MecTe,
[OCTYNn K KOTOPOMY OrpaHuWyeH, KOTOpoe  XOpoLlo
npoBeTpuBaeTcs W 3alulieHO OT MbiAW, BAaruM, HacekoMmsblX,
TPbI3YHOB ¥ Ype3MepHbIX TeMNepaTyp W B/IAXHOCTW.

MHoropasoBble U3Aenusi, KOTOpble CTEPUIN3YIOTCS He cpasy

nocne  OYUCTKW, CcfefyeT MNpoCyWWUTb C  MOMOLLbIO
6e3BOpCOBOIA Heabpas3unBHOI MSIrKO/A TKaHu ons
npefoTBpaLleHns 3arpsisHeHns MWKpPOOpraHuamamu,

BO3MOXXHOIO BO BNIAXHOI cpege.
KoHTeNHepbl Npy XpaHEHUN MOXHO CTaBUTb APYr Ha Apyra.
Hwnxe

npveefeHbl pPeKoMeHAyeMble [uanasoHbl YCN0BUIA

XpaHeHus

YcnoBua TpaHCNOPTUPOBKU

Temnepatypa -20...35°C

BnaxHocTb 40 ...90%

[AasneHne 86.6...106.7kMNa

YcnoBusa XpaHeHunsA

Temnepatypa -20...35°C

BnaxHocTb 40 ...90%

[aBneHne 86.6...106.7k[Ma

Instruments should be kept in a designated place,
access to which is restricted, which is well
ventilated and protected from dust, moisture,
insects, rodents and excessive temperature and
humidity.

Reusable devices that will be stored between
cleaning and sterilization should be dried with a
low- linting, non abrasive soft cloth to prevent
microbial contamination that could result from wet
instruments. Containment devices can be stacked
for storage.

Recommended transporatation and storage ranges

Transportation conditions

Humidity 40 ...90%
Temperature -20...35°C
Pressure 86.6...106.7kPa
Storage conditions

Humidity 40 ...90%
Temperature -20...35°C
Pressure 86.6...106.7kPa

NOPAAOOK n YCNoBNA YTUNUN3AUNN nnn YHNUTOXEHUA mn/ DISPOSAL RULES AND CONDITIONS

3aTynuBlIMECS WM MOBPEXAEHHble WHCTPYMEHTbI cneayet
yTUIN3NpPOBaTh B COOTBETCTBUU c TpeboBaHMAMU
3aKoHogaTenbCcTBa Kak 3nuaeMuosiorMyeckme  onacHble
oTxoApbl (Knacc onacHocTu B). Heucnonb3oBaHHble NPOAYKTbI
MOXHO YTUNM3MpoBaTb Kak 6blTOBble 0OTX0oAbl (Knacc
onacHoctn A). ECM WHCTPYMEHTbl Heo6XoAMMO BEpHYTb B
KomnaHun Smith & Nephew, Inc. gna aHanusa, CBSXWUTECb
no TenegoHy, ykazaHHOMY HuXe.

FTAPAHTNA N PEKITAMALUNAZ WARRANTY AND CLAIM
KomnaHua Smith & Nephew, Inc. (S&N) npepgocTtaBnsiet
rapaHTMi0O Ha BCe CBOM MNPOAYKTbl NepBOHa4YaslbHOMY
nokynatento (3akasuuky) OT AedeKTOB W3rOTOBMEHUA U
MatepuanoB B TeyeHue cta Bocbmugecsatu (180) gHein c gathbl
nokynkn y Smith & Nephew; 3a uckniw4vyeHnem nNpoayKToB
NAVIO, B OTHOLIEHUN KOTOPbIX yCTaHaB/MBaeT CPOK B OOMH
(1) rop c paTbl ycTaHOBKM (FapaHTuiiHblii Cpok). Ons nobbix
NPOAYKTOB, KOTOPbl€ 6bl/IN NPU3HAHbI HE COOTBETCTBYIOLLUMN
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Blunt or damaged tools should be disposed as
epidemiologically hazardous waste (hazard class
B). Unused products can be disposed as household
waste (hazard class A). If the implant needs to be
returned to Smith & Nephew, Inc. for analysis,
contact by the phone number listed below.

Smith & Nephew LLC (S&N) warrants all of its
products to the original purchaser (Customer)
against defect in workmanship and materials for
one hundred eighty (180) days from date of
purchase from Smith & Nephew; except for NAVIO
products, one (1) year from date of installation
(Warranty Period). For any products found to not
be in conformance with this warranty during the
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OAaHHOW rapaHTuM B TedyeHue [apaHTuinHoro Cpoka, Takas
rapaHTusa npegycmarpmBaeT U orpaHuymMBaeTcs, No Bbli6oOpy
S&N, nuéo (i) pemMoHTOM, WM 3aMeHOl Takux MPOAYKTOB
6ecnnatHo M B TedyeHWe palyMHoOro nepuoga BpemeHun (i)
BO3MELLEHMEM WM MpefocTaB/ieHNEM KpeauTa B pasmepe
NOKYMHOM LeHbl TaKux NpoayktoB. Ecnm S&N oTpemoHTUpyeT
UAM 3aMEeHUT un3genvMe B COOTBETCTBMM C HacToswel
rapaHTneidi u nonpocuT KnmeHTa BepHYTb Takoll ToBap.
KnneHT fonxeH oTnpaBuTb Takoi ToBap B KomnaHui S&N,
npeABapuTenbHO oONnaTuB CYeT 3a NnepeBo3KYy. KiueHTy
6yaeT BbiCTaBMeH cyeT 3a /1060 3amMellalownii NpoaykT,
€C/IM OH He BepHeT 3anpolUeHHbIli 3aMeHeHHbIi NPOAYKT B

TeyeHne Tpuauatn (30) pAHel nocne oTnpaBku S&N
3aMeHsIoLLero npoAaykra. [aHHas rapaHTus He
pacnpocTpaHsieTCs U aHHYNUPYeTCa B CAefylLlWnx caydanx:
(i) npoAyKT ynakoBaH waAM MapKupoBaH KeM-n60, Kpome
S&N WM ero ynosIHOMOYEHHbIX areHToB; (M) NpoAyKT He
ucnonb3lyeTcss B COOTBETCTBMM CO  chneuundukauusmu,
WHCTPYKUMAMW WM TpeboBaHMAMM N0  UCMOJ/Ib30BaHUIO

npoaykta; (iii) obopygoBaHue MCNoibL30BaHO B COYETaHUM C
pacxogHbIMU  MaTepuanamn UM  MNPUHALMEXHOCTAMU, He
npegHasHavyeHHbIMKW  ANs MCcnonb30BaHus C Takum
obopypoBaHnem; (iv) o6opygoBaHWe WCMOMb30BaHO B
coyeTaHun ¢ nepepaboTaHHbLIMU PacXO4HbIMU MaTepuanamu
WNn npuHagnexHoctamu; (v) NpoAaykT moanduuymposaH; (vi)
y NpoayKTa UCTEeK CPOK rogHocTu; (vii) HOpMasbHbIA M3HOC;
(viii)  ywep6 wu3-3a HenpaBW/IbHOTO  WCMO/Ib30BaHUA,
nepepaboTKn, N3MEHEHNS, HECAHKLVNOHNPOBAHHOIO PEMOHTA
unn HebpexHol akcnayaTauuyM WM MNOBPEeXAEeHWs u3-3a
HEOCTOPOXHOCTU CO CTOPOHbI Bnafesnbua, notpebutens unu
nonb3oBaTensa MNpoAykTa, BK/4Yas, HO He OrpaHuyMBascCh,
XpaHeHune, 3Kcnayatayui wuam o4YncTKy; unm (ix) nwboi
Oopyroi  yuwepb, HaHeCceHHbIl NpPoAyKTYy BNagesnbLlem,
notpe6buteneM wnu nosnb3oBaTenem. 90-AHEBHas rapaHTus
Ha PEMOHT pacnpocTpaHseTcss Ha OTPEeMOHTUPOBAHHbIN
HeucnpaBHbIi KOMMOHEHT. 3Ta rapaHTusi pacnpocTpaHsieTcs
TONbKO Ha MnepBOHayanbHOro nokynatens y S&N (unu ero
aBTOPM30BAHHOIO  AUCTPMOGLIOTOPA) U He  MNOANEXWUT
nepepave. 3A WCKJ/IKOUEHVMEM CNYUYAEB, KOrgA 3TO
3AMNPEWEHO W TPEBYETCA B COOTBETCTBUMN C
NPUMEHMbIM 3AKOHOOATE/IbLCTBOM, 3TA TAPAHTUA
ABNAETCHA E,D,VIHCTBEHHOI7I FAPAHTMEA S&N, W BCE
AOPYITME T[APAHTUWN NKOBOro BUAOA UNN  YKA3AHUA,
BK/TFOUAA TAPAHTUM KOMMEPYECKOW BbIrO4bl TOBAPA,
YOOBNETBOPUTE/IBHONO KAUECTBA W MPUTOOHOCTU
[N1A ONMPEAENEHHOW LIENN UCK/KOYEHbI.

YMNO/THOMOYEHHOW MPEACTABUTE/Nb
MPON3BOAVNTENA HA TEPPUTOPUN POCCUMNCKOW
DPEAEPALLNUA:

000 «CmuT 3HA Hedobto», Poccusa, 105120, r. Mocksa, 2-i
CblpomMATHUYECKMIA nepeynok, 4. 1, 31.9, nom.1, kom.1
Ten: Y47 (495) 755-55-03

Warranty Period, this warranty provides and is
restricted to, as elected by S&N, either (i) repair or
replacement of such products without charge and
within a reasonable period of time or (ii) a refund
or credit in the amount of the purchase price of
such products. If S&N repairs or replaces product
under this warranty and requests Customer to
return such product. Customer must ship such
product to S&N freight prepaid by Customer.
Customer shall be invoiced for any replacement
product if Customer does not return the requested
replaced product within thirty (30) days after S&N's
shipment of the replacement product. This
warranty does not cover and is voided by any of
the following: (i) product packaged or labeled by
someone other than S&N or its authorized agents;
(i) product not used in compliance with the
specifications, instructions or claims for use of the

product; (iii) equipment product wused in
conjunction with disposables or accessories not
specified for use with such equipment; (iv)
equipment product used in conjunction with
reprocessed disposables or accessories; (V)
modification of product; (vi) product past its

expiration date; (vii) normal wear and tear; (viii)
damage due to misuse, reprocessing, alteration,
unauthorized repair or negligent handling or
damage due to lack of care by the owner, user or
handler of the product including but not limited to
storage, handling or cleaning; or (ix) any other
damage inflicted to products by the owner, user or
handler. A 90-day warranty on repairs applies to
the defective component repaired. This warranty
applies only to the original purchaser from S&N (or
its authorized distributor) and is not transferable.
EXCEPT TO THE EXTENT PROHIBITED OR
OTHERWISE REQUIRED BY APPLICABLE LAW, THIS
WARRANTY IS THE SOLE WARRANTY OF S&N, AND
ALL OTHER WARRANTIES OF ANY KIND OR
DESCRIPTION WHATSOEVER, INCLUDING
WARRANTIES OF MERCHANTABILITY,
SATISFACTORY QUALITY AND FITNESS FOR A
PARTICULAR PURPOSE, EXPRESSED OR IMPLIED,
ARE EXCLUDED.

AUTHORIZED REPRESENTATIVE ON THE
TERRITORY OF THE RUSSIAN FEDERATION:
Smith & Nephew, LLC, Russia, 105120, Moscow,
2nd Syromyatnichesky lane., 1, floor 9, prem. 1,
room 1

Tel: +7 (495) 755-55-03

HAVMMEHOBAHWE U IOPUONYECKUWA AQPEC MPOU3BOAUTENA MW/ NAME AND LEGAL ADDRESS OF

MANUFACTU RER

PA3PABOTYUK:

Smith & Nephew, Inc. (CmuT 3Hg Hedbto, VHK.), 1450
Brooks Road Memphis, Tennessee (TN) 38116, USA (CLLA)

MPON3BOAOUNTE/b:
Smith & Nephew, Inc.(CmuT aHg Hedbto, VHK.), 1450
Brooks Road Memphis, Tennessee (TN) 38116, USA (CLLA)

MECTO MNMrPOWM3BOACTBA:
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DEVELOPER:
Smith & Nephew, Inc., 1450 Brooks Road
Memphis, Tennessee (TN) 38116, USA

MANUFACTURER:
Smith & Nephew, Inc., 1450 Brooks Road
Memphis, Tennessee (TN) 38116, USA

MANUFACTURING SITES:
40



1. Smith & Nephew, Inc., 1450 Brooks Road,
Memphis, Tennessee (TN) 38116, USA (CLLA);
2. Smith & Nephew Orthopaedics GmbH,

(CLA);
2. Smith & Nephew Orthopaedics GmbH (CmuT 3Hg Hedbbto  AlemannenstraBe 14, D-78532, Tuttlingen,
Germany;

OpTonegukc Mm6X), AlemannenstraBe 14, D-78532,
3. Smith & Nephew Inc, Endoscopy Division, 76

Tuttlingen, Germany (F'epmaHus);
3. Smith & Nephew Inc, Endoscopy Division (CMUT 3Hp, S.Meridian Avenue, Okiahoma City, Oklahoma
(OK), USA;

Hedbto, NIHK., QHgockonn OuemxH), 76 S.Meridian Avenue,
Avalign Delivery Systems Division, 2121

Okiahoma City, Oklahoma (OK), USA (CWA); 4.,
4. Avalign Delivery Systems Division (ABanaiH Southtech Drive, Suite 600, Greenwood, Indiana

Aunalisepn Cucteme OuBuxH), 2121 Southtech Drive, Suite (IN) 46143, USA.
600, Greenwood, Indiana (IN) 46143, USA (CLWA).

1. Smith & Nephew, Inc. (CmuT 3Hg Hedbto, UNHK.)
1450 Brooks Road, Memphis, Tennessee (TN) 38116, USA
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MepeBoj JAHHOTO TeKcTa CAenaH MHOW, nepeBoAunKoM MapKoBbiM ANeKCaHAPOM JIneKcaHApoBUYEM.

Poccuitickaa depepauus
Nopopg MockBa
TpuHaguaToro anpens gse TbiCA4YM ABaguaToro roga

[ Axavios e Bopooat, HoTapnyC ropqaa MocKBb |, CBALETENBCTBYHO MOy VHHOCTL MQvion
nepesqva Vapkosa ArexcaHpa ArexcaHIooB/Ha,
Movos qoereHa BMoeM MpYIcy TCTBAN.

JWMHHOCTE My VICABLLENO [IOKYIVIEHT YCTaHOB IeHA. -
SapervevposaHo BpeecTpe: Ne 77/B-+H/77-2X0- M

B3b CKxaHO rocyagocTBeHHOV mLvHb | (Mo Tapudy): 100py6.
M1BHeHD 38 kaEaH/R YO M MBB0BONO M TEXH/MECKOINO XapakTepa: 300pya

Boero mpatH

M cKkpenneHwn™~y™Nb

Horapuyc

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



