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MHCTPYKUWMA 1O NMPMMEHEHIIO
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MAJIbIX ®PATMEHTOB KOCTEN>»
INSTRUCTION FOR USE
«VLP,MINI-MOD FIXATION SYSTEM FOR SMALL
FRAGMENTS INSTRUMENTS COMPONENTS>»



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 NYyHKTe T[llpunoxeHma K VIHCTPYKUUN NO MNPUMEHEHUID

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

Bce paccmaTpmBaemble B LaHHOW UHCTPYKLUUN
KoMNoOHeHTbl HABbOpPOB NHCTPYMEHTOB AJ15/YCTaHOBKM
cuctembl VLP MINI-MOD pagna dukcauynm masnbix
hparmeHTOB KocTel MOryT ucnosb3oBaTbCcs
MHOrokKpaTHO.

Bce paccmatpuBaemble B LAaHHOW MHCTPYKLUN

KOMMOHEHTbI HABOPOB MHCTPYMEHTOB! A1 YCTAHOBKMU
cuctembl VLP MINI-MOD pana dukeaumm Masbix
(bparMeHTOB KOCTEWN SABNSATCA HECTEPUITIbHbIMU.

Cnegywuime HauMeHOBaHUA, WUCMO/b30BaHHbIE MO TEKCTY
LaHHOro LOKYMeHTa, ABMAIOTCSA TOXAECTBEHHbIMU
HaMMeHOBaHUIO MeAUUUHCKOro wunsgenns <«<KOMMOHEHTbI
HabopoB UHCTPYMEHTOB /19 YCTaHOBKU cuctemMbl VLP
MINI-MOD pgna dukcaumm _masibliX dparMmeHToB
KOCTel »:

- KOMMOHEHTHI;

- KOMNOHEHTbI MHCTPYMEHTOB;

- NHCTPpYMEHTHbI;

- N3penna;

CokpauieHns:

MW - mMeguumHckKoe mnsgenune

AHrnunckuin/ English
Current Instruction for Use.is common to
small fragments plating systems of Smith
& Nephew including VLEP;, 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, PARTSZAND ACCESSORIES
OF MD".

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

Subject VLPS, MINI-MOD fixation
system for small fragments
instruments j)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
* [Ins onpefeneHns CTepUNbHOCTU U3LeNns CM. ero aTMKeTKy
Ba>kHasi uHpopmauns
KOMMOHEHTHI cucTeMmsl ans hrKcauum nepesomMoB

npeaHasHayeHbl Ana  UCNONb30BaHUA TOJ/IbKO. B KayecTBe
BCnomMoratesnibHOro cpeactea AnA cpaweHunAa: N He ABNAKTCA

3aMeHoi HOpMa}'IbHOVI Henospem,u,eHHoﬁ TKaHn wunnm KOCTU.
AHaTOMNS KOCTeli 4denoBeka HakKnajbliBaeT ~OrpaHn4yeHuna Ha
pasmMmepbl U TONWWHY WUCNONb3YyEeMbIX KOCTHbIX BWHTOB WU
nnacTuH,

M NOTOMY MPOYHOCTb MMMNAHTATIOB oOrpaHunyeHa. Jo
NOJIHOTO CpalleHMa KOCTW NosHas Harpy3ka npoTMBONOKasaHa.
Mpy NOBTOPAKLWMXCA Harpy3kax y nauueHToB C 3amMef ieHHbIM
cpalleHneM UM HecpalieHneM, YCTPONCTBO COrHeTcsl, ciomaeTcst
unu 6yaeT BbipBaHO M3 KOCTW. Martepuasi KOMMOHEHTa yKa3aH Ha
9TUKETKE  HapyXHO  KapTOHHOM  “KOpPO6KW. Vicnonb3ayiite
COBMECTHO TOJIbKO T€ KOMMOHEHTblKOTOpble W3roTOBMEHbI W©3
O[HOTO ¥ TOrO Xe maTepuana. Hu npw Kaknux o6CTOATENbCTBAX He
cMelmBante pasHoOpoAHble MeTaswibl. He cnepyeTr COBMeECTHO
MCNonb30BaTb KOMMOHEHTbl OT pasfMyHbIX MpousBoauTenel, 3a

UCK/loUeHem COOTBETCTBY/OLLEN pekoMeHaauum
npoussoguTens. Bce UMMflaHTUpyeMble KOMMOHEHTBI
npeAHasHa4yeHbl TOMbKO  Afi» OAHOKPATHOTO  NPUMEHEeHus.

HeKoTopble WHCTPYMEHTbl TakXe npeaHasHayeHbl TONIbKO ANs
0AHOKPATHOIO NMPUMEHEHMS, ‘YTO yKa3aHO Ha 3TUKETKE YMNaKOBKMU.
MpumeyaHne. YCTPOICTBO QAHOKPATHOIO MPUMEHEHUsi, KOTOPoE
KOHTAKTMPOBANO C KPOBbIO WM TKAHAMU 4YerloBeKa, 3anpelieHo
MCMoNb30BaTb MOBTOPHO... OHO [O/MKHO 6biTb BO3BpALLEHO
NPoOuU3BOAUTENI0 WU YTUAM3MPOBAHO Hag/exawum o6pasom.

MokasaHusA

KomnoHeHTbl cuctemsl VLP MINI-MOD MoOryT 6biTb MCNO/Ib30BaHbI
y nauneHToB NoApocTKoBoro (12-18 neT) v HOHOWECKOro-(18-21
rof) Bo3pacTta, a TakXke y B3pOC/AbIX NauneHToB U NallneHToB C
ocTeoneHuein. KOMIOHEHTbl CUCTEMbl MpeAHa3HaYeHbl AnA
dmkcaunn nepeaoMoB, ukcauun apTtpofesa, PeKOHCTPYKUuMW,
pennaHTauum uwaK penosvuuM  ManbiX KocTel U sHebonblmnx
KOCTHbIX  (hparMeHTOB. Cnctema  Takxke  nekKasaHa ans
ctabunusaynn 6e3 Harpysky v penosunumnm KOCTHbIX, hparMeHToB
ONVHHBIX KOCTeW.

HpOTI/IBOI'IOKaSaHI/Iﬂ

e ®dusnueckne COCTOSAHUS,  UCKKYaWLWMUE' Haanexallyl
huKcauulo uMnNIaHTaToM WAM 3aMefnsiolue cpalieHue, Takue
KaK HapylleHue KpoBOCHabXeHus, HeJOCTaro4HOe KavyecTBO uau
KONMMYECTBO KOCTHOU TKaHMW, npeablayuias uHpeKuus, oxmpeHue,
KpaliHe. Bblpa)KeHHbIli M3rMé wnuM 3HaduTenoHas pedopmauns
Nly4eBOl KOCTW.

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

cobnoaeHne

AHrnuvicknin/ 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 strengthyof implants is limited. Full load
bearing priof 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./ftuis indicated for fracture
fixation, arthrodesis, reconstruction,
replantation or reduection 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

e Physical cenditions 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.

3anpewaetca UCnonbL30BaTb N0 UCTEYEHUN CPOKa FO4HOCTU.

¢ OTBETCTBEHHOCTb 3a O03HaKOMJ/IEHWEe C COOTBETCTBYHOLLMMU
XUPYPruyeckumm meTtogukamu nepes MNpPUMEHEHNWEM™ AaHHOro
yCTpOWCTBa NEeXMUT Ha Xupypre.

e MNepes NpMMEHEHVEM MPoUNTaNTe UHCTPYKLUU MOAHOCTbLIO.

e [laHHOEe YCTPOMNCTBO He YTBEPXAEHO ANA KpenaeHus BuMHTamMu

wnn  hukcaumm K 3agHUM  3nemeHTam  (HOXKam) LeliHoro,
rpyAHOTO WM MOSICHUYHOTO OTAE/I0B MNO3BOHOYHWKA.
¢ KpaliHe BaXHO Bbl6paTb KOMMOHEHTbl COOTBETCTBYIOLErO

pasmepa v Tuna. icnonb3oBaHWe KOMMOHEHTOB. He MaKCUMasibHO
BO3MOXHOr0O pasmepa WM HeNpaBUIbHOE “#UX pacnosioXeHne
MOTyT npuMBectM K ocnabnenumtwo  dukcauyuum, crubanuio,
pacTpecknuBaHuio UM pasnamblBaHUIO YCTPOWCTBA U/MNKU KOCTWU.
¢ C ycTtpoictBamu u3 Ti-6Al-4V AOMKHbI MEAOb30BATLCA TOMbKO
BUHTBI U3 Ti-6A1-4V. Vcnonb3yinte . © ycTpoiictBamMun U3
Hep)XaBelLWen cTanm BUHTblI TO/IbKO M3 'HEpXXaBelwlLen cTanu.

e YcTpoWcTBa W  AONOMHUTE/bHbIE \ KOMMNOHEHTbl  CUCTEMbI
dmkcaumy nnactuHamu Mmanblx (parMeHToB C BapuabenbHbIM
yrioM BBeAEeHMA BUHTOB OT Komnauwu Smith & Nephew He
cnegyet pasmelatb y 30H pocTa-\MpuM JevyeHun naymeHToB
AeTcKoro Bo3pacTa.

Mepbl MPeaoCTOPO>KHOCTU

depepanbHoe 3akoHogaTenbcrso CLIA 3anpewaet npogaxy
3TOro yCTpoiicTBa BpPayoM WAV MO ero ykasaHuio.

» CneayeT cobnofatb KpaiHo OCTOPOXHOCTL NPpU 06palleHIin
C KOMMOHEHTaMU MMMNIAHTATOB U UX XpaHeHuu. Pe3ka, crubauue,
HaHeceHMe  UapanuH Ha  MOBEPXHOCTb  MeTalnyecKnx
KOMMOHEHTOB MOTYT 6BITHY MPUUYMHON BHYTPEHHUX HaNPSHKEHWUIA,
KOTOpble MOTyT 3HAUYUTE/TbHO CHM3UTb MPOYHOCTL U yCTA/IOCTHOE
conpoTuB/ieHNe.

* Bo Bpemsa onepauuu-mMoxer I'IpOI/I3OI7ITI/I YyacThuyHaa uvnu nosiHas
nosioMKa

MHCTPYMEHTOB. NHCTPYMEHTbI, KoTopble
CUCTEMATNYECKN NpYMeHsIoTCA nnm MCnons3yTes c
NPUMEHEHNEM YPE3MEpPHOro YCUAWs, MNoABepXKeHkI NooMKe.

Mepen BbIMOMHEHWEM XMPYPIMYEcKoi npoueaypbl UHCTPYMEHTHI
cnefyet NpoOBEPWUTL Ha NpeAMeT U3HOca WM AOBPEXAeHus.
MoBTopHOE yicronb3oBaHne yCTpoiicTB OAHOKPAaTHOrO
npUMeHeHus. 3anpeLieHo Bo n3bexaHne pucka AOAOMKM, OTKasa
YCTPOWCTBA-UAN 3aHECEHUSI UHEKLUN NaLUEHTY:

« [na mApefoTBpalleHus  CAyyaiiHOoro  MPOABWXKEHUS  WUau
NPOHUKHOBEHMA HanpassolWein Cnuubl B OKpyXallinme TKaHu
peKOMEeHAYETCS MNPUMEHATb KaHMPOBaHHbIE, HanpasuTenu wu
HenpephiBHbIA  BU3yalbHbIA  KOHTPO/b /~€.. WCMONb30BAHUEM
3/1eKTPOHHO-0NTUYECKOro npeo6bpasoBaTens/ (peHTreHocKonus)
npy_npoBeAeHNN ChuLlbl.

* B0 “u3bexaHue HaKOMMEHWS KOCTHOIO AeTpuTa B KaHife
MHCTPYMEHTa peKoMeHAyeTCcs ero MHTpaonepalnoHHas ouncTka
*  UYrto6bl o6ecneunTb  Hagnexaiiee  (YHKLMOHMpPOBaHWeE
o60opyaoBaHnsa B c/iydae WUCMNO/Ib30BaHUSI KOMMbIOTEPU30BaHHOI
XWPYPrnyeckoih  cucTembl, O03HAKOMbTECH CO CMPaBOYHbIMU

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 sutgical 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
1D 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 meétal components
may cause internal stresses which may

significantly reduce the strength and fatigue
resistance.

e 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.

« Continuous screening with an image
intensifier (fluorescopy) 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.




pyKOBOACTBaAMU NMPOM3BOAUTENS K NPUMEHSIEMOMY MPOrpaMMHOMY
M annapaTtHoMy o6ecneueHmio.

B cnyuyae MCnonb3oBaHus
XUPYPrUYECKUX CUCTEM KpaliHe BaXHO MNpaBWIbHO BbI6GPATb
BXOAHble  MapameTpbl  (HAnpUMep, KOCTHble  OPUEHTUPHI).
OnepaTtopaM AaHHOro 060pyAoBaHus cnefyeT 03HAKOMUTLCS C
aHaTOMM4YecKMM CTpoeHWem Toli vacTu Tena, rae 6yaet
NpoBOAWTLCSA MNpoueaypa. BeefeHWe HeNpPaBW/bHLIX BXOAHbIX
[aHHbIX MOXeT NpMBecTW K npo6iemam, Hanpumep, HapyLeHuto

KOMMNbHTEPU3OBAHHbIX

BaX>HbIX aHaToMMnyeckunx CTPYKTYp n HenpaBuibHOMY
pacnonioXXeHnw nMniaHTaToB.
OueHb Ba>XHbIMMU ABNAKTCA nocneonepaunoHHble

pekoMeHAauun 1 Hagexaluii yxo 3a nauneHTom. Harpyska Ha
paHHUX 3Tanax cpallieHns 3HauYUTeNbHO YBENUMUUBAET pPUCK
ocnabneHua dwukcaumm, wunsrnba uAM  NONOMKM [ yeTpolicTsa.
BO3MOXHOCTb HarpyskuM Ha paHHUX atanax 3aXMBTNEHUS MOXHO
paccMaTtpuBaTb TO/IbKO MpU CTabWbHbIX MepesioMax ¢ XOpoLuMm
KOHTaKTOM Mexzay dpparmeHTamu.

MaumeHTam cnepyet peKOMeHAoBaTh MPOKOHCYAbTMPOBATLCH C
BpayoM nepes; KOHTAKTOM C MNOTEHUManbHO ~HEGNAronpuaTHOWN
cpegom, Cnoco6Hol noBAUATbL Ha  QYHKUMOHMPOBaHME
UMMaHTaTa, Hanpumep, 31eKTPOMarHUTHbIMUA. UM MarHUTHbIMU
nonsMu, BKAKOYas MarHUTHO-pPe30HAaHCHYIO .cpeay.

* XOTSl OKOHYaTeslbHOEe pelleHne OTHOCUTEALHO BO3MOXHOCTU U
LenecoobpasHoOCTU yAaneHusa umMmnaaHTara J40/HKeH NpuHUMMaTb
XUpypr, douKcupytoLlime ycTpoincTBa A0/MKHbI yaansiTbcs cpasy Xe
nocne  ToOro, KaK  OHW  BbIMOMHUAW  CBOKW  (PYHKLUIO
BCMOMOraTe/NlbHOro cpeAcTBa A5 CpalleHus.

e [locne NpUMeHeHNs faHHble KOMMOHEHTbI MOTyT npeacTaBnATb
6MOMOTNYECKYD  OMACHOCTb. O6pawjalitecb € HAMM B
COOTBETCTBUU C MEAMLMHCKUM NpUMEHEHMEM W AeACTBYHOLWMMU
MeCTHbIMU 1 (heaepanbHbIMU TpeboBaHNAMN.

* VIHhopmaunio No XMpypruyeckoil TEXHNKE MOXHO MoayyYuTb No
3anpocy.

HebnaronpusaTHble peakuuu

¢« OcnabnexHne dwukcauum, . crnbaHme,
paspylleHne KOMMNOHEHTOB UMMOaHTaTa.
* [loTeps aHaTOMWYecKOMl) peno3vumm c¢
cpalweHnem.

* NHgeKumnmnmn, Kak rny6okme, Tak U NOBEPXHOCTHbIE.

e CocyaucTble paccTpoicTBa, Takue Kak Tpom6odneout,
neroyHble am60sbl, remMaToMbl W aBaCKy/SPHbIA HEKPO3, MOryT
ObITb pe3ynbTaTtoM XUpYpruyeckom npoueaypsl n
O[IHOBPEMEHHOI0 WCHO0Mb30BaHNs  YCTPOICTB BHYTpEHHel
dukcaymn.

¢ Peakuymsi Ha MeTaanbl
NHOPOAHbIE MaTepuansbl.
* MNeHeTpauunsa crntbl, BUHTA UM NUHA B CyCTaB.

e Peakuumu TKaHeW; BkIOYas MakpodaranbHyl peakuuio u
peakuuio Ha /WHOpoAHOe Teno B TKaHAX, nNpuaerawwmx K
nMnaaHTaTam:

pacTpeckmesaHne win

HenpasBubHbIM

nl nnn anneprnyeckmne peakumn Ha

Be3onacHOCTb npun npoeegeHmnn MaFHMTHO—pe3OHaHCHOI71
Tomorpadgpmnu (MPT)

YcTpoiictBa=—"ansa dukcauuy nepesoMoB KOMmAaHuu Smith &
Nephew He npoxogunu nposepky B YnpasaeHun CLUA no
KOHTpOAl-3a npoaykTtamu un nekapcteamu (EDA), Ha 6e30nacHOCTb
1N COBMECTUMOCTb NpU MUCMNONb30BAHUN B MarHUTHO-pPe30HaHCHOM
cpege. KOMMNOHEeHThI ans umkcayum nepesioMmoB He
TecTuposasuCb Ha npejgmeT Harpesa WanM Murpaumm B MarHUTHO-
pe30oHaHCHON cpefe. 3BeCcTHble pUCKU NOMELLEHUS UMMIaHTaToB
B MarHUTHO-pPe30HaHCHYK  cpefy  BK/IWYalT  CMelleHune,
BpalleHne M HarpeB noj  BO3JelCTBMEM  pagmoyvacToT.

e For computer assisted surgery ‘Systems, it is
extremeiy important to correctly “select input
parameters (e.g., bony landmarks). Operators
of this equipment should be familiar with the
anatomy relevant to the procedure. Failure to
provide proper input could cause problems such
as violation of critical anatomical structures and
malpositioned  implants. . Postoperative
instructions to patients and appropriate nursing
care are critical. Early load-bearing substantially
increases implant loading.and increases the risk
of loosening, bending “or~breaking the device.
Early load bearing should only be considered
where there are stable fractures with good
bone-to-bone contact.

« Patients should be directed to seek a medical
opinion before entering potentially adverse
environments that could affect the performance
of the implant,"“such as electromagnetic or
magnetic fields,.including a magnetic resonance
environment.

¢ While the'.surgeon must make the final
decision regarding implant removal, wherever
possible and.practical for the patient, fixation
devices should be removed once their service
as an aid-to healing is complete.

« After.use, these components may be a
potential )biohazard and should be handled in
accordance with accepted medical practice and
applicable local and national requirements.

» Surgical technique information is available on
request.

Adverse Effects

e Loosening, bending, cracking or fracture of
implant components.

« Loss of anatomic position with malunion may
occur.

¢ Infections, both deep and superficial, have
been reported with internal fixation devices.

« Vascular disorders including(thrombophlebitis,
pulmonary emboli, wound/\hematomas, and
avascular necrosis may result from the surgery

and concomitant use of-internal fixation
devices.
*« Metal sensitivity reactions and/or allergic

reactions to foreign materials.

« Penetration of a K-wire, screw, or peg into a
joint can occur.

¢ Tissue reactions=which include macrophage
and foreign body reactions adjacent to implants
can occur.

Magnetic Resonance Imaging (MRI1) Safety
Smith & Nephew-fracture fixation devices have
not been reviewed by the FDA for safety and
compatibility-in,the MR environment. Fracture
fixation components have not been tested for
heating or“migration in the MR environment
Known risks of exposing implant devices to the
MR environment include displacement, torque,
and radio frequency induced heating. Implant
devices may also create image artifacts in MR
scans.



MimnnaHtatbl MOryT coO3[aBaTb WCKaeHus I/I306pa)KeHVIF| 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
UIN UCTEKLLUMM CPOKOM FOAHOCTW MOBbILIAET PUCK BO3HWKHOBEHUS
MHMEKLMN, YTO MOXET NPUBECTU K PEBU3NOHHOI onepatm.

Ctepunmnsauns

[Ana  KOMMNOHEHTOB, MOCTaBASEMbIX CTEpPUIbHbIMU,  METO
cTepunu3aunn ykasaH Ha 3TukeTke. CTepusibHbl€- KOMMNOHEHTbI
MMMNAAHTATOB MOCTABAATCA CTEPWU/IbHbIMWU A0 YPOBHA rapaHTuu
cTepuibHOCTU (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 cTepunbHbIi
6apbep NoBpexAaeH, BO3BpaTUTE KOMMOHEHT.B KOMMaHui Smith
& Nephew, Inc. B cnyyae OTCYTCTBMA Ha JTMKETKE yKasaHuUsa O
CTEPUNBHOCTU KOMMOHEHTbl MOCTaBAAITCH-_HECTEPUbHbBIMU U
OO/DKHbI  MPOWTM OYMCTKY W CTepuausalnio [0 BbINOSHEHUSA
Xupyprnyeckon npouenypbl. 0N HECTEPUIbHbIX WMMIAHTATOB
AN ocTeocuHTesa (T. €. nAacTUH W BUHTOB): yjanute Bce
OpuUrUHanbHble YNakKoBOYHblE U MapKUPOBOYHbIE BKAa4bIWU
nepej BbINOSIHEHNEM cTepunusauuun. -flepes ocyllecTBAEHNEM
cTepunmsaynmm  BaXHO  BbIMOMHUTBL-\ HaAMeXallylo  O4YUCTKY.
JononHutencHble cBefeHus 06«(0UncTke U  YyTBEPXAEHHbIX
npouepypax crepuausaymm cm. B 7 «Recommendations for
decontamination and steriiization 0f Smith & Nephew orthopaedic
devices» («PekomeHpaLmsax no obe33apaxunBaHuio "
cTepunu3aunn opTtonegmyeckux. YCTPOMNCTB KoMnaHuum Smith &
Nephew»), noctaBnsembix C HabopaMn WHCTPyYMeHTOB Smith &
Nephew.

3AIMNPELWAETCA MOBTOPHOE “NCIMOJIb3BOBAHNE KOMMOHEHTOB
MMnnaHTaTta uam ogHopa3oBbIX UHCTPYMEHTOB.

PEKOMeH,D,yEMbIe

ctepunmnsaumnmn
Linkn napoBoli cTepunmsauunm C AUHAMUYECKUM YypaneHnem

Bo3ayxa (c npeBakyymmpoBaHuem): 132 °C B TeueHue 4-MUHYT

nnn 135 °C B TeyeHne 3 MUHYT. MUHUManbHOe Bpems BaKyyMHOA

CYLLKK:

— o06epHyTble ycTpoiicTBa — 15 MUHYT;

— nMoMeleHHble B'KOHTelHepbl ycTpoiicTBa — 30 MUHYT

. Unkn napoBoii=CTEPMNM3aLMN rpaBUTaLMOHHLIM MeToaom: 132

°C. Bpemsi Bo3aeicTBusA:

15 MWHYT ~4NA WHCTPYMEHTOB, He

cTepun3auneHHbie eMKOCTH;

_ 30 MUHYT*.4AA YCTPOWCTB, NOMELLEHHbIX B CTEPUIN3ALNOHHbIE

eMKOCTU. MuH/ManbHoe Bpemsi BakKyyMHOW CYLWKU-— 30 MUHYT.

¢ [lapoBag ~crepunusauma ANa HemMeO/IeHHOIO MNpUMeEHEeHNs

(IUSS): 132°°C.

Bpemsi Bo3geicTBus:

— [vHamuyeckoe ypaneHue Bo3gyxa (C npeBakyymupoBaHuem)

— 4 MUHYTbI.

Ana KnmeHToB 3a npegenamun CLUA.

¢ LUmkn napoBoit cTepunuszauun ansa BenunkobputaHum: Uukn

npeABapuTensHOro BakyymumposaHus, 134 °C B TeyeHne 3 MUHYT.

MuWHUManbHoe BpemMsi BaKyyMHON CywKn — 30 MUHYT.

napamMeTpsbl uukna naposow

NOMELWEHHbLIX B

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 component to.Smith & Nephew,
Inc. Use of damaged ar expired product
increases the risk of infection, which may lead
to revision surgery.

Sterilization

For components provided sterile, the
sterilization methodis~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. HK(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,
"Recemmendations 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 - 15tminutes

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

— 15 minutes for linstruments 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. 1342 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.

Mpumevanne pna  knmeHtoB B CWA. Crepunusatopbl #
cTepuan3aunoHHble  06epTKW, UCnonb3yemble B ; npouecce
cTepunmsaunmn, L[OSKHbl ObiTb  AONYLWEHbI K MCNO/B30BaHUI0

YnpaBneHnem CLUA no KOHTPO/O 3a NpoAyKTaMu U AeKapcTtBamu
(FDA). *3TOT uMKN cTepunmnsauun He SABAAETCA CTaHAapTHbIM Mo
Knaccugmkaummn Ynpasnenms CLA no KOHTPO Basnpoaykramu
n nekapcteamu (US FDA). Wcnonb3yemble cTepunnsatopbl U
LONONHUTENbHbIE NpUHaANeXHOCTU (cTtepunnsaynoHHas
ynakoBka, cTepuIn3aumnoHHble nakeTbl, XUMuyeckune
MHAUKATOPbI, BUONOrNYecKne UHAUKaATOPbl U CTePUn3aLnoHHbIe
KOHTENHepbl) AO0/MKHbI  6biTb  paspelleHbl. K MNPUMEHEHUIO
YnpasneHvem CLUA no KOHTPONO 3a NpoAyKTamMu v siekapcTBamMmu
(FDA) ons KOHKpeTHOro Bbi6GpaHHOro uukna/crepunusauunm (T. e.
BPEMEHUN U TeMMepaTtypbl).

YpaneHnne n aHanns yganeHHbIX MMMsiaHTaTtos

Hanbonee BaXkKHOI 4acTblo Xnpypruvyeckoro n3pneyvyeHuns
mMnaaHTaTta ABNAeTCA npepoTepatieHne I'IOBpe)K,CI,eHVII‘/JI,
nnuakwunx CMbICia npoeegeHve HayLIHOVI QKCNepTus3sbl.

Heobxoanmo cobntogatb ocobble NPEAOCTOPOXHOCTM AN 3aLnTbl
uMnaaHTaTa OT MNOBPEeXAEHWA npu._o6palleHnn C HUM U €ero
TpaHCcnopTUpPOBKeE. Cnegpyiite BHYTPEHHUM npoueaypam
MEeAULMHCKOTO  Yy4YpeXKAeHWs  OTHOCUTENIbHO  U3BJIeYeHUs U
nocnegywouiero adanusa wumnaaHtatos. [pu ob6paweHun c
yaaneHHbIMu MMnaaHTaTamu cobnwpaiite Mepbl
NpefoCcTOPOXHOCTU BO uzbexaHme pacnpocTpaHeHus
nepefawLinxca € KPOBbK MATOFEHHLIX MUKpPOOPraHnamoB. Ecmu
AN aHanvs3a umnnaHTat 6yaer Bo3Bpalarscsa B Smith & Nephew,
Inc., cBSHXXUTECH CO cNyX60W paboTbl ¢ KIMeHTaMu no TenecoHaM,
NpYBEAEHHBIM HUXE.

¢ 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 sterilizersi'and accessories (such as
sterilization wraps  sterilization pouches,
chemical indicators, 'biological indicators, and
sterilization containers) that have been FDA-

cleared for they.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,
MEAULMHCKUX yupexaeHunit. Wcnbitanus

noaTBepXjawline faHHble WUHCTPYKUUW,; 'Bbinn
Ha o6l enpru3HaHHbIX HOpMax W cTaHgapTax ans
n3fenuit MHOropas3oBOro WCMO/Mb30BaHUA U WU3aenuit-emkocTei
13 Cnepyoumnx opraHusaunii

-AMEpUKaHCKWUI  HaUWOHaNbHbLI  WHCTUTYTCTaHAAPTU3ALMM
(ANSI)
-Accoumaumst  coAeincTBua  pasBUTUMI0O  MeaULUHCKONTEXHUKN
(AAMI)

-Accoumnaumna onepaumnoHHbix cectep (AORN)

-Hemeukas pabouas rpynna no npubopam (AKI)Arbeitskreis
Instrumenten-Aufbereitung

-MuHucTepcTBO 3apaBooxpaHeHns Kavagbl

-MexayHapogHas opraHusauuns no ctaHgapriunsauum (ISO)
-MexagyHapogHas  accoumauma  maTepuanbHoroynpasieHus
LeHTpanbHol cnyx6bl 3gpaBooxpaHeHnsa (IAHCSMM)
-BcemunpHan opraHusauua 3gpaBooxpaHeHuns (BO3)
-flenapTaMeHT 34paBooxpaHeHns BeankobputaHum

-CtaHgapT ABcTpanun/HoBoi 3enaHgun

-LleHTp no koHTponto 3abonesaemocTt (CDC)

YnpaBneHve No KOHTPOJIIO 3a npoAykTtamMu mnekapctsamu CLUA
(FDA)

O6nacTtb NpUMeHeHns

[laHHble WHCTPYKLMM MNPUMEHSAIOTCA KO BCEM MeAULUHCKUM
opToneAuyeckum U3genusiMm .MHOropasoBOro WCMNoJ/Ib30BaHus,
npofaBaemMblM  KOMNaHuen [ /Smith &

Nephew, «koTopble
M3HavyanbHO NOCTAaB/ANTCA ‘HECTEPU/IbHBIMWU WU CTEPUSbHBIMU,
N HyXpawTca B 06paboTke nocfe  nepBoHavanbHOrof
nocneaywlero UCNOAb30BaHUA. 3T UHCTPYKLUM  Takxke
NPUMEHAOTCA K OAHOPA30BbIM  MEAWLUUHCKAM  U3AeNUdM,

KOTOpble MNOCTaBMATCA CTEPUIbHBIMA U HECTEPWU/IbHbIMU. 1
HyXpgawTtca B 06paboTke. Kak cTepunbHble, TaK 4 u
HecTepunbHble OAHOPa30Bble MeAULUHCKUE W3[enus, T0 ecTb
NAacTUHbl, CTEPXHW, BWHTbl, MWHbI W CHWULbI, “.00bIYHO
nomewjarTca B 3aliMTHble YycTpolicTBa (KOHTelHepbl) AnA
MCMONb30BaHUA Wy CllefoBaTeNbHO, HYXAAlTca B obpaboTke
nepen Mcnosib30BaHUEM.

[laHHble  MHCTPYKLUWMM  NPUMEHSAKOTCA K  OPTORE[UYECKUM
n3genuam  Smith” & Nephew, koTopble nogmagaroT nog
KnaccuukaumoHHyto cxemy CnonguHra pna MeRQULUHCKNX
n3penuii  Kaky «KPUTUYHblEe  U34eNus» U KHEKPUTUYHble
n3genna». «KpuTuuHble nU3genusi» BBOAATCA HEMOCPeACTBEHHO
B OpraHu3mM-4YesioBeka M60 B KPOBOTOK, IMGO(KOHTAKTUPYIOT C
HUM, W60 B Apyrune O0O6bIYHO CTepu/bHble= y4acTKn Tena.
«KpuUTUYHbIE N3aenna» NpeacTaBnsioT BbICOKYH) CTeNeHb pucka
nepefauy MHGEKLMM B ciyyae 3apaxeHus'n, cnefoBaTesibHO,
LO/KHBI: OblTb  CTEPU/IbHBIMW  BO BPEMS) MCNOJ/Ib30BaHUSA
«HlekpuTnyHble  yCTpOMCTBa»  KOHTAKTUPYT  TOMbKO C
HEMOBPEXAEHHON KOXeW nauymeHTa.

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" arésintroduced directly into the
human body eithersinto 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 ofithe 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 Mnpouecca Ha
OCHOBE XMMMWYECKUX Uan PU3NYECKUX U3MEHEHWUN, BbI3BAHHbIX

BO3feicTBMEM npouecca. XM nomoralT B 06HAPYXeHUu
noTeHunanbHelXx  c60eB  cTepunusauuuM, KoTopble = MOryT
BO3HUKHYTb B  pesynbTate  HenpaBWbHOW [ yNaKoBKM,

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

OuuncTKa: YganeHue 3arpa3HeHnii B o6beme, HeO6X04UMOM ANA
JanbHeliweli  06paboTkm wAnm  ANS  UCNEAB30BaHUA  NO
Ha3Ha4YeHUIo.

M3gennsa-emkocTn: XXeCcTKuil cTepunn3aunoHHbii KoOHTeliHep
MHOropa3oBoro MCNonb30BaHus, Kopnyc ans
MHCTpYMeHTOB/KacceTa, KOXYX-KOHTeliHep, nogHoc  Ans
NOATOTOBKM WHCTPYMEHTOB, @ Takxe Mobble NpUHaANeXHOCTU
ans MHOropa3soBoro MCNonb30BaHUA B yupexAeHusx
34paBoOXpaHeHUs C Le/bio pa3MeLLeHns MeauLMHCKUX nsaenunii
MHOropasoBOro UCMNosb30BaHUA ANA cTepunmsauunm.
KputnuHas Bopga: Bopa, koTopas 6blia TwaTtenbHO ouulleHa
(06bIYHO MHOrocTyneH4YaTbiM MPOLECCOM OUYUCTKU, KOTOPbINA
MOXeT BK/4YaTb B cebs yrnepofHblii Cnoil, cMmaryexue,
nevoHmzauno  (AWN) wn  obpatHblii  ocmoc  (00) nnm
ANCTUNNALUI), ans ypaneHus MWKPOOPraHM3MoB,
HeopraHM4yeckMx W OpraHMyYecknx MmaTtepuasnoB U3  BOAbl.
OKoHuYaTenbHas cybMUKpoHHasa ‘@uNbTpaLmnsa Takxxe MoXeT ObiTb
yacTbld mpouecca o06paborlks. 3DTta Boja B OCHOBHOM
nmcnonb3yeTcsa ANs (PUHANbHOFQ.ONONACKUBAHUA WU reHepaunm
napa.

Ae3nHdpekyns: Mpouecc CHUXEHUSA KonmyecTBa
XXN3HECNOCOOHbIX MWKPOOPFaHM3MOB [0 YPOBHS, KOTOpbIii
paHee 6bln onpefeneH Kak COOTBETCTBYHWOLULMI onpeneneHHOWn
uenu.

HemepneHHoe wucnoab3oBaHue: MUHMMaNbHOE BO3MOXHOE
BpeMs Mexay yAaneHvem CcTepunausyemMoro npegmerta.. u3
cTepunusartopa M ero-acenTMyecKMM NepeHocoM B CTepunsHoe
none. CTepunu3oBaHHblii NpeamMeT, npeAHa3HaAYeHHbId Ans
HEMeA/IeHHOr0 WCNOJb30BAHUA, He XpaHuTcA AN “Gyayuwero
MCNONb30BaHUA UAN'XPaHUTCA OT OAHOTrO C/yvas K Apyromy.
PyuHass ouncTka: YAaneHue 3arpsA3HeHunidi c npepvera B
ob6beme, Heob6XxoAWMOM AN AanbHeliwei 06paboTKu. MAn Ans
MCnonbL30BaHNg No  HasHayeHuo 6e3  UCROJIb30BaHUA
aBTOMaTU3NpOBaHHOro npouecca. YnbTpa3ByKOBas ouucTka
cuMTaeTcsl 3TAMOM pPYYHOW OYMCTKM Ana  ueneil. Hactoswero
[OKYMEHTa.
Mpounssogutens: dusnyeckoe uanM OpPuAUYECKOE NULO,
Hecylulee OTBETCTBEHHOCTb 3a pa3paboTky W/WjavW U3roToB/eHne
MeaNLUHCKOro nsgenus c Lenbio npefocTaBeHus
MeAMLWHCKOrO u13genusa Ana  UCNOMb30BaHWA Nojg  CBOUM
MMEHeM; ¥ He3aBUCUMO OT TOro, 6bl10 u—pa3paboTaHo u/mnu
M3roTOB/IEHO Takoe MeAULMHCKOEe M3Jenue camum 3TUM SIMLOM

UM OT ero UMEHU APYrMM NULOM (nuamu).

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 couldfsresult 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.

CriticallWater: Water that has been extensively
treatedr~(usually by a multi-step treatment
process.” that could include a carbon bed,
softening. Deionized (D), and Reverse Osmosis
(RO).[ Jor distillation) to ensure that the
microerganisms 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
thee final rinse or steam generation:
Disinfection: A process to reducethe 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 use, under his name;
whether or net such a medical device is designed
and/or manufactured by that person himself or
on his behalf,of another person(s).



MeavuuHckoe usgenue: VIHCTPYMEHT, annapaTt, MMMAaHTar,
peareHT ANns  WUCNofb30BaHWs  in  vitro,  nporpaMmHoe
obecneyeHne, matepuan wam Apyron nogo6HbIA AN CBA3AHHbIN
npeamer, npegHa3HayeHHbI npovssoauTenemM ans
MCMNONb30BaHNUA OAHWM WM HECKONbKUMU NI0AbMU AN O4HOM
UM HECKONbKNX KOHKPETHbIX MEeAULUHCKUX Leneii:

14MarHocTuKa, npounakTuka, MOHMWTOPUHT, neyeHve
unuobneryeHme 3a60/1eBaHus; [AVarHocTuka,
MOHUTOPUHT, eYeHue, o6nerueHune nnu KoMneHcaums
TpaBMbl,uccnefoBaHmne, 3ameHa, MoandmKayms unu
nogaepxkaaHaToMuu WK (PU3MONOrMYECKOro  npouecca,;
noaaepxxkannu noaaepxaHve XU3HU, ynpaeneHue
3ayaTneM,ae3nHgekums MeANLMHCKNX nsnenui,
npefocTaBfeHneMHpopMaLnuM  NocpeacTBoM  UCCAEA0OBaHMSA
06pasuUoB invitro, MNOMyYeHHbIX M3 opraHuama Yenoseka; W
KoTopoe HeokasblBaeT CBOEro rNaBHOro

I'Ipe,qHOﬂaFaeMOFOBO3,EI|EVICTBVIF| B wnn Ha Tene 4yenoBeka C

NoMoLL b0 apMaKoNormyeckux, MMMYHONOMMYECKNX
nnumeTabonnyecKnx cpefcTs, HO KOTopomy
MOryTCO/leicTBOBaTb B BbIMO/IHEHUM  CBOEW  (PYHKLMK
TakuecpeacTea.

O6pa6oTka: oAroToBKa MeAULUHCKUX U34enin nnu feiicteus
no noOAroTOBKE HOBOrO WaM ObiBWeEro. /B ynoTtpebneHun
MeAWLMHCKOrO u3fgenuMsa No  HasHauyeHwwo. B HacToswem
OOKyMeHTe o06paboTka BK/OYaAET OYUCTIKY, Ae3UHdEKUUo 1
cTepunmsaymio.

MegunuymnHckoe nagesive MHOropasoBoro Mcrnosib3oBaHUSA:
MeguumHckoe unsgenue, onpefeneHHoe=uan npegHasHavyeHHoe
M3roToBUTENEM KaK npurogHoe Ans 06paboTKM M MOBTOPHOTO
MCNONb30BaHMS.

Me,ql/lLl,VIHCKOG mn3genne OogHOKpPaTHOro mcnosibaoBaHUA:
MeguumHckoe usgenve, onpefeneHHOe UM npegHasHavyeHHoe
npoussoguTenemM TOMbKO A8 OAHOPA30BOr0 UCMO/b30BaHUA.
Ana fcHocTu, oAHOpa3oBOe u3genue, KOTOpoe BCTYNuWao B
KOHTaKT C KPOBbIO, TKAHAMU UNUN-BNONOTUYECKUMN XUAKOCTAMU,
He NOoANeXWT NOBTOPHOW .06paboTke wAM  NOBTOPHOMY
MCNOMb30BaHUIO W He TMpefHa3HayeHO [Ana  fanbHeliwen
06paboTkM M NOBTOPHOIO0 MCRAOJIb30BaHMUS.
CTepunbHbIA: He COAEPXUT
MWUKPOOPraHU3moB.
FapaHTUpoOBaHHbIW YpOBEHb
BeposATHOCTb MOABEHUS
MWUKpOOpraHmsama  Ha
BblpaXKeHHas
cTenexun.
Ctepunusayus: lpowecc, ncnonb3yemblit AN npeacraBieHus
n3genns B KayecTBe He cojepXalero XU3HecnoCO6HbIX
MWUKPOOPraHM3moB.

MpegoctaBnsaemas soga: Boga, KoTopas nocrynaet U3 KpaHa,
N MOXET HYXAaTbCs+B AanbHellen o6paboTke Ana AOCTVKEHUS
TEXHUYECKUX s xapakrepuctnk. 3Ta Boga B/ OCHOBHOM
MCNONb3yeTCA- AR NPOMbIBKM, MOMKW U NONOCKaHUS:

XXN3HECNOCO6HbIX

cCTepUNbHOCTHU (rycy:
€ANHCTBEHHOIO0 XXW3HEecnoco6HOro
npeameTe nocne cTepununsatmnn,
KaK oFpulaTtesnbHblli MoKasatenb B [AeCATOW

Banupauus:—FlogTBepXaeHne, MNoCPeAcTBOM RPENCTaBNEHUS
06bEKTUBHBLIXY, CBUAETEeNbCTB,  TOro,  4TOo.. ~“Tpe6GoBaHus,
npeAaHasHaYeHHble AN KOHKPETHOro UCMOMs30BaHUsA UK

npuMmeHeHns, BbINOJ/IHEHbI.

Moiika<gesnHdexkTop: O60pygoBaHne, npegHasHauyeHHoe ans
OUMCTKV W fle3UHGEKLUN n3aenus.

Medical Device:
implant, reagent for
in-vitro use, software, material or:ather similar or
related article intended by the/manufacturer to
be used alone or in combinationr, for human
beings for one or more of the. specific medical
purpose(s) of:

- diagnosis, prevention, monitoring, treatment or
alleviation of disease; diagnosis, monitoring,
treatment, alleviation of or-compensation for an
injury;investigation, replacement, modification
or support of the anatomy or of a physiological
process; supporting or.sustaining of life;control
of conception;disinfection of medical
devices;providing information by means of in
vitro examination of specimens derived from the
human body; and does not achieve its primary
intended action by pharmacological,
immunological orimetabolic means, in or on the
human body, but which may be assisted in its
function by such-means.

Processing: PRreparation of medical devices or
activity to prepare a new or used healthcare
products fortits intended use. In

this document processing includes cleaning,
disinfection and sterilization.

Reusable. Medical Device: A medical device
designated) or intended by the manufacturer as
suitable for processing and reuse.

Single~-Use Medical Device (SUD): A medical
devicesthat is designated or intended by the
manufacturer for one-time use only. For clarity,
a single use device that has come into contact
with blood, tissue, or bodily fluids is not intended
to be further processed and used again.

Sterile: Free from viable microorganisms.
Sterility Assurance Level “(SAL): The
probability of a single viable ;microorganism
occurring on an item after sterilization, expressed
as the negative exponentto the base 10.
Sterilization: The process ((used to
product free from viable microorganisms.
Utility Water: Water as it comes from the tap
that might require further treatment to achieve
the specifications. This water is mainly used for
flushing, washing, and rinsing.

Validation: Confirmation, through the provision
of objective evidence, that the requirements for
a specific intended use’or application have been
fulfilled.

Washer-Disinfector: Equipment
designed to clean and/disinfect product.

Instrument,*, apparatus,

render

that is
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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 yaaneHust nobbYx

0CTaTOYHbIX 4YWUCTALWMX CPeAcTB C MeAUUMHCKUX ,"U3aennii.
Lenbio 4uctku u

NPOMbIBKMN  ABNAeTcA yaalleHhe  BCeX
npunannunx snNaANMbIX 3arpﬂ3HeHl/II7I N YMeHblLIEeHNe KonmyecTtea
MakpoyacTumu, MWKpPOOpPraHn3mos n ANpPOreHos.

PekoMeHAOBaHHble WHCTPYKUMU MO O4YUCTKE B .“HacTosAlem
OOKYMEHTe BK/lOYalT npouefypbl Py4YHOU M aBTOMaTuyeckomn
Molikn/ge3nHgekynn. B TO Bpems KakK pydHas o4yucTka
ABNseTca Haumbonee YyHUBepcasbHbIM  METOAOM  OYUCTKM,
aBTOMartuMyeckas YMcTka ABNSAETCA NpeanovTutenbHee.
Mpoueccbl O4YNCTKKU, NpeacTaBfieHHble B HacToslell 6poltope,
npownu Banupauuto. Apyrme MeToAbl OYUCTKM MOFyT O6bITb
noAXo4AWNMN, HO AO/KHbI 6biTb YTBEPXAEHbI NONb30BaTeNnemM
Ba>kHas nHpopmayna/PekoMmeHagaumm no
ncnosib3oBaHMKO

ABTOMAaTMUecKasi MOKa-Ae3NHPEKTOP:

MOWiKM-AEe3VH(EKTOPbI UCNO/Mb3YIOTCS=HE TONbKO AN OUYMCTKM

U3fenunii, HO TakKke ANa  MNPOBEAEHMSI  NPOMEXYTOUHON
Ae3nHeKuUn U 0e3UH(EKUNU=\BbICOKOTO  YpPOBHA C
npombiBaHMeM  ropsiueii  Boaoi. ) OuucTka  3aBUCUT ~ OT

TWwartenbHOCTU 06paboTkM NnowagW NOBEpPXHOCTU W3Lenuid, a
Takxe cuibl CTpyu BoAbl. CnegoBarefibHO, BCe CeKUUn nsgenus
OO/MKHbI 6bITb AOCTYMNHbI A8 NErKON 0YUCTKN U NPOHUKHOBEHUSA
YNCTALLUX CpeacTs. Jkchnyatauuns obopypoBaHus
aBTOMaTn4ecKkol Moliku/gesuHdekTopa A0/HKHA NPOBOAUTLCH B
COOTBETCTBUWN C UHCTPYKLMUAMU NPON3BOAUTENS.

Mowuwune cpeacrtea

PekoMeHA0OBaHbI MoLue cpeacTea c HU3KUM
neHoobpasoBaHmem ¢ @auanasoHom pH 6,0-8,0. Motolyue
cpenctea ¢ pH 6onble WM MeHblUe faHHOro Auanas3oHa MOFYT

okasblBaTb HebnaronNpuATHbI  3dhekT waM  nospexgarb
HEKOTOpble WHCTPYMEHTBI U u3[enusa-eMKocTn. depMeHTHble
MowLlmMe CcpefcTBa / NOMOralwT B yAaleHUM opraHuyeckmx

3arpsA3HeHunii, HanpumMep,KpoBu.
Motowme cpeacTBa “c/ieyeT UCMNONb30BaTb B KOHUEHTpaUuUn u
npy TemnepaType; KOTopble PeKoMeHAyeT UX MpPOou3BOAUTENb.

CylecTBylOT HEKOTOpble  LeNoYHble  MOKLMe / epeacTsa,
KoTopble  6blau paspaboTaHbl kaKk 6e3onacHele  Ans
MeAVUNHCKUX _ U3gennin, npegHasHayeHHbIX ANS~-BTOPUYHON’
nepepaboTKu; Cwm. orpaHnyeHus " npegynpexaeHuns
NpPou3BOAUTENSY OTHOCUTENBHO OCOObLIX MarepuanoB, Ha
KOTOpble MOWLINE CcpeacTBa OKasblBalOT HebAaronpusaTHoe
BO3AeNcTBIME;

Ha6op MHCTPYMEHTOB, B3ATbIX Hanpokar

OTBETCTBEHHOCTb 3a YWUCTKY, Ae3UHPEeKUU, ynakoBky W
cTepuaAn3aumio BCexX U3Aenuin, B3ATbIX HampoKaT, NeXuT Ha
KIVHUKe-Mpu nonyyeHun. Kpome TOro, KAMHMKa TakxXe Hecet
OTBETCTBEHHOCTb 3a O4YUCTKY, Ae3MHAEKLMNI0, YNaKoBKYy U
cTepunmsaumnio HabopoB WMHCTPYMEHTOB- A0 WX BO3BpaLLeHUs B
Smith’ & Nephew.

NHCTPYMEHTbl ANA PYYHOW OYNCTKU

BONbHUYHbIE MHCTPYMEHTbI, HE06X0AUMbIE AN PYYHO OYMCTKM,
BK/1OHAKT B Ce65: XUPYPruyeckme XecTkne LWeTKU, CUHEeNbHbIe

Recommended Cleaning Instructions
Cleaning is the single most impaortant 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 frinsing 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 jis“te remove all adherent
visible debris and to-‘teduce the number of
particulates, microorgahisms, 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, autematic 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 priorto 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
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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) Heobxeanmo
HajeBaTb Npu paboTe C 3arpsA3HeHHbIMW WAW NOTeHUUasIbHO
3arpsisHeHHbIMK u3genusmu. CU3 BkIwvalwT B cebal Xanart,
Macky, 3aliMTHble 04K WU WUTOK ANS Auua, a takxe.baxunbl.
YHuBepcanbHble Mepbl NPefoCTOPOXHOCTM — 3TO CTaHaapTbl
NpPakTUKN KOHTPONS WHQEKLMN, NpU3BaHHble CHU3UTb PUCK
nepefayn uHdekuuii, nepegaBaeMbix Yepe3 KpoBb. Bce
60/bHUYHbIEe pPaboTHMKKU, paboTawlme C 3arpsi3HEHHbIMU WU
noTeHUManbHO  3arpsi3HeHHbIMW  YCTPOWCTBaAMW;”  [LOJXKHbI
cobnfaTb yHMBepcasibHble Mepbl NpPefoCTOPOXHOCTU. Takxe
cnegyeT cobnofaTb OCTOPOXHOCTb Npu paboTe e M3fenusmu c
OCTPbIMU Yramun UanM PexywmMu Kpasmu.

Boaa

HeO6XO,CI,VIMO BHMMaTE/IbHO U3Yy4YUTb KayecTBO BOAblI ANA
Mncnonb3oBaHUA B O4YunCTKe I/I3,Cl,e}'ll/li7l MHOropasoBoro
ncnonb3oBaHMsa. Ha >XecTKocTb BOAbl “ChegyeT ob6pawartb

BHMMaHWe, TaK KakK HaneTt, ocTaBnseMblii’ Ha MeaANLUNHCKUX
n3pgennax, MoXXet npueBoaAnTb K Hea(*)(*)eKTl/lBHOVI O4YNUCTKE MW"
crepununsaunn. OKoHuYaTtesibHoe ApoMbiBaHne cnenyet
npoBoanTb C UCnoab3oBaHNEM AeMVIHepaI'IVI3OBaHHOI7I BOAbI.

Mpepgynpe>xaeHus

<[lonb3oBaTenb HeceT OTBETCTBEHHOCTb 3a
npoBegeHuenpoLecca OYUCTKU B COOTBETCTBUMU c
LaHHbIMUMNpoOLeaypammn c uenbto LOCTUXKEeHUs
>XefaemoropesynbTaTta.

ansa Yy/1bTPa3sBYKOBOW OUYUNCTKN cnepyet
3aMeHUTbepMeHTHOe 4YucTsiliee cpencTBO A0 TOro, Kak
OHOCTaHeT yepecuyp 3arpsA3HeHHbIM, 4yTOObI He
MewaTbahPEKTUBHOCTU OHUCTKN.

*50/IbLWNHCTBO 3/1eKTPOHHbIX nspenni Henb3s

norpy>katb BCpPefCTBO. BO, BpeMsi 4YUCTKWU, TakK Kak ‘B
pe3ynbTaTefaHHOro Morpy>XeHusa OHW MOryT MNOoNY4YUTb
cu/ibHoenoBpe>kaeHne. Cwm. «NHCTpYyKLUNN no
NPUMEHEHUNIO>» OTHOCUTE/IBHO MOrPy>XeHUs 31eKTPOHHbIX
napennin.
-Henb3na obpabarbiBaTb
cnnTaHmem OT ceTu.

=Bcto OUUCTKY c/leflyeT NpPoBOAUTL TAKUM O06pas3om; YToObl
cBecTu K  MUHUMYMY BO34eliCTBMEreMOKOHTAaKTHbIX
natoreHoB. PyHMHYIO 4UUCTKY Cc/leayeTnpoBOAUTbL MNpu
NOrpy>XeHnm UHETPYMEHTOB B XXUAKOCTb.

OrpaHnyeHnsa Apn obpaboTke

OrpaHuMYyeHUS MHCT PYKLUUIA NO O4YUCTKe

[aHHble pekOMeH[OBaHHble nMpoueaypbl NPUMEHAIOTCA B
KayecTtBe 06Lu,er0 pykoBoagCcTBa MO O4YUCTKE, MeaAULUNHCKUX
n3genvi. HekoTopble  u3genua  UMeOT /~¢BOM  0OCOOble
MHCTPYKUUK: CM. VIHCTPYKUMW MO NPUMEHEHWUI0. AN AaHHOro
n3pgennsa.

OrpaHwnyeHns npu obpaboTke

MoBTopHasa o6paboTka MeAUUUMHCKMX WU3AEANA MHOropasoBoro
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

Y/IbTPa3BYKOM usgenus

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 cleanedi\.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 bloodboerne 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 qualitys. 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 sbe performed in a
manner designed to minimize exposure to
bloodborne pathogens: Manual
should be done while the
immersed.

Limitations on Pracessing
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
(oTwnudoBaHHblE) HOMepa JeTanei, nNOBpeXAeHHble U
Ype3MepHO U3HOLUEHHbIE U3[eNNsi He A0/IKHbI UCMOMb30BaThCS.

Fpynna nsgennn Ansa YNCTKU

0 630p rpynn napenni ansa
MHOropasoBoro mcnonb3oBaHNsa
Unctka MHOropasoBbiX W34ennii 3aBUCUT OT KOHCTPYKTUBHbIX
ocobeHHocTell npoaykta. MeTodbl OUYMCTKU A5 -MHOropasoBbIX
nsgenuii Orthopaedics Business of Smith & Nephew ocHoBaHbl
Ha rpynnax NpPoAYyKTOB, nMeLwmx KOHCTPYKTUBHbIE
0CO6EHHOCTWN, KOTOpble nNpeacTaBNAlT CcobO0l aHanornyHylo
npo6aemMy AN OUYNCTKM.

Fpynna mnagenunii gna YNCTKU:

YNCT KU n3pennn

-N3penus BE3 3aTPYAHNTENbHBIX ans OUMNCTKMU
AeTaneikKoHCTPYKUUn

-N3penus C 3aTpyAHUTENbHLIMA ans OUYMCTKU
AeTansiMUKOHCTPYKL MK

-f'nékne pacwmputenu

-N3penna ¢ NCTOYHUKOM NUTaHusA

-N3penna-emkocTn

-HekpuTuuHblie usgenus

OnpepeneHne rpynn nagenuni

N3penna 6e3 3aTpyAHUTENbHbLIX AN OYUCTKWU [eTtanei
KOHCTpyKuuu; Bknwuyaer B )ceba Bce u3genns 6es
3aTPyAHUTENbHbIX A8  OYUCTKU faeTaneli  KOHCTpyKuuMuM ¢
NOMOLLbID pekomeHAoBaHHOW, /Smith & Nephew Orthopedics
npoueaypbl OUNCTKU. T U3LEAUS HE UMEKT TPYAHOAOCTYMHbIX
MEeCT AN 4YUCTKKW, TaKUX, Kak NpocBeTbl, MeCTa CTbIKOBKM;
lWapHUpHbIe/conpsiraemMble. “AOBEPXHOCTU, LWenn, OTBEpPCTUs,
3y6ubl U T.A4. 3TN W3LEAUS He UMEKT BblABUTAOLWMUXCA UK
OBVDKYLLMXCS YacTell.

VHCTpYKUMN NO yXoAdy, TeXHUYEeCKOMY OOCNYXUBaHUIO, YNETKE
N cTepuansauumn oproneanyeckux yctpoiicte Smith & Nephew 7
Mpumepbl: KOCTHbIE, WNbl, OCTEOTOMbI, MOJIOTKM.

I/I3,u,er||/m C 3aTpygHUTe/IbHbIMW ON1A OYUCTKW  AeTanamMun
KOHCTpYKUuu: BknovyaeT Bce u3genua ¢ 3aTtpyaHUTEbHbIMU
ans OUYUNCTKU aetanamm KOHCTPYKL UK C  MNOMOLLbIO
pekomeHA0BaHHOM kKomnaHueli Smith & Nephew- Orthopedics

npoueaypbl, O4NCTKU, TakMe Kak MpPOCBeThbl, MecTa CTbIKOBKM,
lWapHuUpHble/conpsiraeMble NOBEPXHOCTW, ‘Wwernin, OTBepcTus,
3ybubl U T4.

3TN U3AENNA MOTYT UMETb BbIABMKHbLIE U NOABUKHbLIE 3/IEMEHTHI.
Mpumepbl: Paclwmputenu, T-o6pasHblie (pykosaTku, KabenbHbie
NPOBOAHMKMN, pexylime 610KA U LWapPHUPHbIE 3aXUMbI.

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 wearon a device may
include but is not limited to /cerrosion (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 accesss.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.

M3penna c nctodyHukom nutaHmsa: M3penna, ucnofb3yolme
NHEBMAaTNYeCKyto JHEepruno nnu nMerowme LIHYPbI
aneKkTponuTaHus, KOTOpbIM A1 paboTbl HEe06X0AMMO
MCNoNb3oBaHMe  afiekTpuyectsa. lMpumepbl: HAKOHEYHUK
ACCURIS © uMnNynbCHbIA HAKOHEYHUK ANS NPOMbIBaHUSA

N3penna-emkKocTu:
KOHTeliHepbl U KPbIWKK
HekpuTuuHble nsgenusn: N3genvsa, KOTOpble He KOHTaKTUpYT
HenocpeacTBEHHO C NauMeHTOM WAM MOFYT, KOHTakTMpoBaTb C
HEMOBPEXAEHHOWN KOXEN.

Mpumepbl: KOpo6bkn 610KOB NUTaHUS U-HOBEPXHOCTM Kabenei

QyTAspbl AN WHCTPYMEHTOB, JIOTKMU,

I'IepBOHaqaanaﬂ o6pa60TKa Ha MecTe ncnosibdoBaHmMsA
OuncTka HauyMHaeTcss B  MECTe ~ MCNOMb30BaHUsA, 4YTOObI
npenoTBpaTUTb BbiChbIXaHWe M0GbIX 3arPA3HEHUIA Ha N3aenusx.
N3pgenvna nocne UCNonb30BaHUs W Repes YUCTKOW He AOJSDKHbI
neoecobixatb.

TpaHcnopTupoBKa

Mcnonb3yemble yCTpoiCTBa [AOMKHbl TpPaHCMOPTMPOBATHCS K
MecTy 06paboTku (TO ecTb CTEPWIbHON 06paboTKe) B 3aKPbITbIX
UM HaKpbITbIX KOHTeiHepax, 4ToObl NpefoTBPaTUTb PUCK
3arosi3HeHus.

MoagrotoBka K O4UMUCTKeE

Pasbepnte kaxgoe ulgenne ‘Ha cOCTaBHble 4acTW. 3alUTHbIE
ycTpoiicTBa cnefyeT MUCTUTb OTAENbHO OT  MeAULMHCKUX
ycTpoiicTB. Ecnu y Bac e€cTb BOMPOCHI, Kacawlinecss pasbopku
nwo6oro yctpoiictea Smith & Nephew Orthopaedics, o6patutech
K ToproBomy npegctasutento Smith & Nephew.

KauyecTBO BOAbI A8 YNCTKU

Wcnonb3yiiTe uueTyd BoAy AN  NPOMbIBKM, MOWKM U
NosiocKaHusl BO .BPEMS UYUCTKU, 3a WUCKIKYeHMEeM (hDUHaNbHOW
npombIBKW.  Ona) duHanbHoOM NPOMbIBKM Uenonb3yiite

KOUTUYHYIO BOAY:

Uunctka: PyyHasa

N3pgenna BE3“3aTpyAHUTENbHbIX AN OUYUCT KM pAeTanei
KOHCT pyKLU

1.MpombIBAIOT B X0NnoaHOW Boge <45° C (113%.F) anaynaneHus

OCHOBHbIX:OCTaTKoB 1 npeaoTBpaleHnakoaryaiunmm Kposu.

2. [lorpyxalT ¥ BbiMauuBalwT MUHUMYM)B TeueHue OfHON

MUHYTbI. B-(hepMEHTHOM MOIOLLEM CPeACTBe;

-—-"N .-z s

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 sthat 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 exceptfor the final rinse. For the
cleaning final rinse use critical water.

transported to the
Sterile Processing) in
containers, 40 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. [lpM MOMHOM MOTPYXEeHUW usgenus’ B uucTsawuit pactéBplute in enzymatic

MCMONb3YIT XUPYPrUUYECKYI0 YUCTALLYIO LWETKY ANsyfaneHus
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
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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
feTaneikoHCTPYKUMK, MpeAcTaBAdlWNX 3aTpyaHeHne Aans
0UNCTKU (TO €ecCTb, 0TBEPCTUIA, MpoCBEeTOB,

LWapPHUPHbLIX/COMPSXEHHbIX NMOBEPXHOCTEN, CTbIKOB,/ BOPO340K,
3a3y6peHHOCTEeN), C MCNOMb30BaHNEMOObIYHBIX BOAbHUYHbIX
MHCTPYMEHTOB OYUCTKMU.

a. MepegBuralwT wW/unu BbIABUTAOT BCE MOABWXHbIeAEeTaNN W
YAAnsoT 3arpA3HeHns ¢ UCNob30BaHNEMLLEeTKM/

UncTaT npocBeTbl UAW OTBEPCTUSA LLETKONWCOQTBETCTBYIOLWErO
pa3mepa no BCeli ANUHE WWUpUHe oTBepcTwil. [na 3Toro
Heob6xoAMMOcCOBepLIAaTL BpaliaTesibHble ABWKEHUSA  LLETKOA.
MpocBeTbl Masnoro AvamMeTpa MOXHO MNPOMbIBATbOUNLL AWM
pacTBOPOM C MOMOLLbIO LWNpuLa.

c. OTKpbIiBaOT LWapHUpHbIe n3penns n YnCTAT
NOBEPXHOCTbLUAPHUPOB LLETKOWA.

d. YuncTaTt weTtkoin 6opo3aku.

e. MpoTupalT NOBEPXHOCTN YCTPONCTBATOHKOW LLEeTKOMN.
4.06pab6aTbiBalOT WMHCTPYMEHT Y/NbTRA3BYKOM B(EPMEHTHOM

uncTaweM cpeacTee (M3fenne MONMHOCTbIOOTKPLITO) MUHUMYM B
TeyeHne 15 MUHYT B  y/NbTPa3ByKoOBOMOUuWCTUTENE  C
MCNOMb30BaHNEM Tenoro PepMeHTHOFOUNCTALLEro CpeacTsa.

5.MpoMbIBAIOT HE MEHee OfHO MUHYThI, UCNO/b3YsA0CTATOUHOE
KO/IMYECTBO KPUTUUYHON BOMAbI, UTOGLINONHOCTLIO MOrPY3nUTh
ycTpoiicTBo. Bofy creayeT MeHsiTbKak MUHUMYM ABa pasa, Ans

TWATENbHOrOOMNOMACKNBAHMUS. Ecnv  petanu  ycTpoiicTea
ABNATCANOABMKHBIMKU MW _BbIABUIAOTCA, WX HEo6X0ANMO
[BUraTbBO Bpems npouecca NoNOCKaHUS.
TuiaTeNbHONPOMbIBAOT ~ MPOCBETbI  KPUTUYHOW  BOAOW [
MoMOLLbIOLLNPULA.

6. MpoBepsAlT MHCTPYMEHTHI Ha NpeAMeT COXPaHeHUABUANMbIX
3arpasHeHunii (cMm. «lMpoBepka o4YMCTKM»). MOBTOPHO NpPOBOAAT

OUYMCTKY MPU COXPaAHEHWU BUANMBbIX3ArpA3HEHNUIA.

[M6kne pacwupnrTenmu

1. Pacwuputenb akkypaTtHo crubatwT go [M-o6pasHolidiopMbl U
npomMbIBalOT B X0N04HOW Boge <45° C (113° F) ans yganeHus

OCHOBHbIX OCTaATKOB U.NpefoTBpalleHnsaKoarynaymm KpoBuy.

2. MorpyxalT 1 BbIMAauYMBaKT MUHUMYM B TeuyeHue gecatn (10)
MWUHYT B (DEPMEHTHOM MOIOLLEM CPeACTBe.

3.4ucTaT npocBeThl; MM OTBEPCTUS LLETKONCOOTBETCTBYIOLWErNO

pasmepa no Bceil. A/IMHE U LMPUHEOTBEPCTUi. =[as 3Toro

Heo6xo4MMO coBeplaTbBpallaTesibHble ABMXEHUS™ LLEeTKON.

(WeTUHKN AO0MKHbIObITE 4OCTATOYHO XECTKUMU, YTO0bl yaansatb

KOCTM  uTKaHu). [pocBeTbl  Manoro Avamerpa  MOXHO

NpPOMbIBaTLOYMLAIOLWLMM PACTBOPOM C MOMOLUbH-LAPULA.

4. Mpn NOAHOM NOTPYXEeHUW wu3genusa B YUCTAWMA pacTeop,
NOBEPXHOCTbL) OUNLL AT XUPYPrUYecKoi LWeTKon, YTo6blyaannTb

BeCb BMAMMBIA MycOp C MOBEPXHOCTU U LieNei.

5. lMpu ~NONHOM NOrpyXeHWn u3genns B "YUCTAWMIA pacTeop,
pacwupnTens akkypaTHo crmbawT pgo Jl-06pasHoindopmbl 1

0YMLL AT NOBEPXHOCTb C NOMOLLbIO LUETKM.

MpumeyaHue: N3nenve akKKypaTHO crméaiT B
HeckofibkuxmecTax Mo AnnHe, 4To6bl MNOAyuuTb AOCTYM KO
BCEMLLENAM.

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, Iumens, 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. Openvhinged devices and scrub hinged area
with albrush, 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 Iumens 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
LuKIanosiockaHua, pABurass ee Hasaj W Bnepes 4epes
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 OAHOIM MUHYTbI, UCMOMb3YyAA0CTaTOUYHOe
KO/IMYECTBO KPUTUYHON BOAbI, YTOGBLIMOMNHOCTLIO MOTPY3UTHL

ycTpoiicTBo. Bogy cneayeT MeHATbKaK MUHUMYM ABa” pasa, Ans

TWaTeIbHOroonoNackuBaHus. MpoceeTsl TufaTenbHo

NPOMbIBAIOT NPUNOMOLLM LLNPULA.

9. MpoBepsiloT MHCTPYMEHTbI Ha NpeAMeT COXpaHeHUSBUANMbIX

3arpsA3HeHnin (cm. «lpoBepka O04YMCTKM»). Ecnu3arpsasHeHus
ocTalTcs, NOBTOPSIOT 3Tanbl OYNCTKN 2-8.

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

Bo BpemMsi OYMCTKM  OCTaBASIOT  UHCTPYMEHT,  KOTOPbIA

HenocpeacTBEHHO MNOACOEAMHEH K WU3AENUI0 €. MeXaHU4eCcKum
npuBoAoOM (TO €CTb LWaHr, KOTOPbIA COefMHEH/C MeXxaHN4eCcKnm
HaKOHEYHWKOM), Ha MecTe C LUenblo/ “ApefoTBpaleHuns
nonagaHvs B MOTOP Ype3MEepHOro Kosv4yecrsa BOAbI.

Henb3a o6pabaTtbiBaTb YNbTPa3ByKOM W34eAMa C NuTaHuem OT
ceTu.

HpOBO,ﬂ,HT UNCTKY MeXaHMn4deckoro usgenuna crnegyrouunmm
o6pasom:

1. MpombiBalOT B X0N0OA4HON Bofe <45°C (113° F) gnayganeHus
OCHOBHbIX OCTATKOB U NpeaoTBpalyeHuskoarynaymm Kposu.

2. MorpyxalT mexaHuyeckoe usgenue B hepmeHTHoeuncTsee
CpeAcTBO, NPU 3TOM BCE COEAVHEHUAUHCTPYMEHTA COXpaHATCA
Ha CBOMX MecTax, MBbIMAauynBaloT B.TEHYEHNE TPEX MUHYT.

3. Mpn NOAHOM nNOrpy>XeHun wu3genus B UYUCTALWLMIA pacTsop,
MUCNONb3YIT XUPYPrnUUYECKy YUCTALWYI LWeTKy AnsyganeHus
BUANMBIX 3arpA3HEHNA C NOBEPXHOCTENYyCTPONCTBA.

4. TpoMbIBalOT HE MeHee O4HOA MWHYTbI, UCMOMb3YyAA0CTaTOUYHOE
KONMYeCTBO KPUTUYHON BOABI, YTOOGBLINOMHOCTBIO MNOrPy3nTh
ycTpoiicTBo. Bogy cnepyeT MEHATbKaK MUHMMYM ABa pasa, Ansd
TwartenbHOroononackmBaHus.

5. BblHUMaKT MexaHW4YecKoe m3aenme U3 BoAbl nepenpasbopkoii
NpUCcoeaNHEHHOT0 UHCTPYMEHTA.
CoepgunHuTenbHoe yCTPOMNCTBO
CNefysavHCTPYKUUAM 0  O4YUCTKe
rpynnblYUCTALLNX CPEACTB.
N3pgenuna-emkocT U

1. MeguunHckne u3genue [octawT U3 uU3lgenusa-emkoctunepes
YncTkol. OcMaTpuBaloT M34eNNA-eMKOCTU HaHanuuune sBUANMbIX

ounwatoT
ans

oTaensHoM
COOTBETCTBYHOLLEN

3arpsA3HeHui.
2.Ecnm nmvergTca BblCOXLUNE 3arpsa3HeHuns,
CNefylTUHCTPYKUUSAM pydyHOil ouucTkn pans  «U3penuii  C

OeTanaMUKOHCTRYKLUUN, 3aTPYAHUTENbHBbIMU ONSA OHUCTKU».
3.Ecnun BBICOXLUNX 3arpasHeHunii HeT, cnenyT
WHCTPYKLUSAMPYUHOU o0uucTkn pana  «W3pgenuii <~BE3 paeTanei
KOHCTPYKUUW,~3aTPYAHUTENbHbIX AN OUNCTKU»,

HekpuT UUYHble napgenuns

CTepuibHble 60/IbHUYHbIE Ka4yeCTBEHHble MOKPbLITUA crnegyet
MCMNoNb30BaTh, r4e 370 TOMbKO BO3MOXHO, A8 ApeoTBpaLleHns
3arpA3HEHNA  HEeKPUTUYHBIX un3genuii. Flopuctole npeameTsl,
Takne “Kak TMeHa, KOTopble 3arpsA3HeHbl, Heob6xoauMo
yTuUnm3nposaTb. MOBEPXHOCTU OYMLLAIOT, NPOTEPEB UX TKAHbIO U
MCNnonb3ys MoKLlee CPefcTBO U BOAY.

MpoBepka O4YUCTKHU

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 jsurface 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 creyices. Thoroughly flush
lumens with water using a syringe.
Note: Use a clean brush during the rinse cycle
and move it back andi forth through the lumen
several times during-rinsing.
7 Sonicate inv‘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° €+(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.
3. 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.

06pa3OBaH|/|e ny3blpbKOB CBUAETE/IbCTBYET O Ha/IMYNUKPOBW.
TLLI,aTe]'IbHO NpoMbIBalOT UHCTPYMEHTLI Teﬂl‘lOI7IBO,D.OI7I nocne
NPoOBEPKN NepeKncbio BoAopoaa.

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

CyuwKa . . .

|/|CI'IOI'Ib3y|OT YUNCTbIN OTd)MﬂprOBaHHbII/I CXXaTtblt BO3[YX" UMK
yucrtoe 6e330pcosoe nonoTeHue AOna ypaneHua BAarn us
YCTPOICTB.

YucTtka: ABToMaTtunydeckas

M3penna BE3 3aTpPYyAHUT EeNbHbIX ANSA OUNCTKU AeTanei
KOHCT pyKummn

1. PyyHasa npepgBapuTesibHas o4yuCTKa:

HE TPEBYETCHA, ecnu Ha nsagenumn HeT 3acoxwunx
yyacTKOoB3arpsisHeHuin. Msgenve nomelwawT HERocpeCcTBEHHO
BaBTOMaTU4YECKYO MOVIKy ANAa O4YUCTKN.

TPEBYETCH, ecnm Ha nsgenuu eCTb 3acoxuwue
yyacTKu3arpsasHeHuit. BbINOMHAT Bce HMKenpuBeeHHble
aTanbIpyyHOl  OuYMCTKM  nepes  MNOMELLEHMEM  U3aenus

BaBTOMAaTMUYECKY MOWKY A1 OUYNCTKMK.
a. MpombiBatloT B X0/104HOM Boge <45° C(113° F) gnaypganeHus
OCHOBHbIX OCTATKOB U NpeaoTBpalleHns Koarynsaumnm KpoBu.

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

c. Mpu nonHom norpyXeHun wu3genusa’)B YUCTAWMA pacTeop,
MCMNONb3YIOT XMPYPTMYECKYI0 YUCTALLYHO LWeTKYy AN yganeHus
BUANMbIX 3arpsA3HEHNA.

d. lMpombiBalOT He MeHee O4HOW MUHYTbI, UCNO/b3YAA0CTATOYHOE
KONMY4eCTBO BOAbl, 4YTO6bI MOAHOCTHLIONOrPY3UTh YCTPOKCTBO.
Bogy cnegyeT MeHATb  KakMWUHMMYM  ABa  pasa, [Ansg
TWaTenbHOroononackmBaHus.

2. MNomelawT n3genme B aBTOMATUYECKYID MOWKY WBbINOMHAKT
pekoMeHAyeMble Lwarn aBTOMaTuyeckonmorkn (cm. Pasgen
«Wary ymkna n napameTpbliaBTOMaTUY4ECKON MOWNKKN").

M3penus C 3aTPYAHUT ENbHbLIMU ANA OYUCT KU feTanavmn
KOHCT pyKuumn

1.PyyHaa npepBaputefibHas
BCcexmagenuii B OaHHOW
BCEHWMXENPUBELEHHbIE
nepegnomeLieHnem
ONAOUNCTKM.

a. MpombiBaloT B X0A04HONM Boge <45° C (113° F) gnayganeHus
OCHOBHbIX OCTaTKOB-W NpefoTBpalleHns Koarynsumm KpOoBU.

b. MorpyxalwT K BbiMayMBawT MUHUMYM

oumncTka
rpynne
aTansl
nsgenvs B

Heobxognma
n3genvi.
py4YHOW
aBTOMaTUYECKYH0

ons
BbINOMHAOT
OUYUCTKM
MOIiKY

B TeYyeHue naTu
(5)MUHYT B (DEPMEHTHOM MOIOLLEM CpPeACTBe.

c. YpanawT GOAoNHUTENbHble BUAWMbIE 3arpg3HeHus u3
petaneil KOHETPYKUMW, NpefcTaBnswWMX 3aTpygHeHue aAns
0UUCTKMU (T0 ecCTb, OTBEpCTUiA, NnpoCcBeTOB,

LWapHUPHbLIX/CORPSAXEHHbIX MOBEPXHOCTEN, CTbIKOB, 60P0340K,
3a3y6peHHOETEN), C MCNONb30BaHNEM OObIYHBIX) 60NbHUYHbBIX
WHCTPYMEHTOB OYNCTKW.

-MepeaBuratoT u/vunn BbIABUralDT BCe MNOABMXKHbleAeTann u
yAanAnT. BUaMMble 3arpA3HEeHNss CUCMNO/Ib30BAHNEM LLETKN.
-UncTAT ‘ApocBeThl UM OTBEPCTUS LLETKOUCOOTBETCTBYHOLLEIO
pasmepa) no Bceli A/vMHE UWWIKWPWHE OTBEpPCTWiA. [na  aTor’o
Heob6xoaMMocoBepLlaTb  BpallaTesibHble ABUMXEHUS  LETKOM.
MpocBeTbl Manoro AuvameTpa MOXHO MPOMbIBATLOUULLAKLLNM
pacTBOPOM C NMOMOLLbIO LLNPULLA.

3. If dried visible debris is not- observed,

clean following the manual instructions for
"Devices without challenging desigh

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 . 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-onwyisible 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{ 0f'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 deviee 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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-OTKpbIBAKT  LIAPHWPHbIE U34EeMA U YUCTATNOBEPXHOCTb
LWapHMPOB LLLETKOA.

-UncTAT weTkon 60po3aku.

d. O6pabartbiBatoT WHCTPYMEHT yNbTPa3ByKOM

(M3AENNENONTHOCTLI0O OTKPLITO) MUHMMYM B TeyeHue 15 MUHYT
BY/IbTPA3BYKOBOM  OuYuCTUTENE C  WCMNO/NIb30BAHMEMTENIONO
(PEepMEHTHOro YMNCTALWEro cpeacTBa.

e. [pomMbiBalOT He MeHee OfHOW  MWHYTbl, WCMOMb3ys
[0CTaTOYHOE KO/MYEeCTBO BOAbl, UTO6GbI MOSIHOCTLIO NOrpy3nTb
ycTpoicTBO. Ecnmn getanu MHCTpPyMeHTa NOABWMXKHBI, NMGO MOryT
BblABUraTbCs, HEO6XOA4MMO BbIABUHYTb UMW OTKPbITb AeTasb AN
TWwaTeNbHOro MNPOMbIBAHUS AaHHbIX yyacTKoB. Bogy ,cneayeT
MEHATb  Kak MWHMMYM JBa pasa, Ans  TUWaTenbHOro
onofackmeaHms. TulaTeNbHO NPOMbIBAKT MPOCBETHI  Npu
nomMoL wnpuua.

2.3arpyatT WHCTPYMEHTbI B MOWKY TakMM 06pasoM, 4TOBCe
neTann KOHCTPYKUUWM un3genust 6bliv AOCTYMNHbl AMS0UMCTKU, a
Te geTanu, KoTopble MOryT yaepXusaTb Bnary,MmQofay 6bl NOTOM
BbiCbIXaTb (Hanpumep, LWapHUPbIAO/MKHbI ObiTb 7 OTKPbITbIMU, a
npoceeTbl U OTBEPCTUSAOMKHbI 6blTb AOCTYMNHbLIMU A58 CTOKa
XUAKOCTN).

3. BbINOMHAKT peKOMeHA0BaHHbIE 3Tanbl aBTOMAaTUYECKONMOIKN
(cm. Paspgen «llarn uukna W napameTpblaBTOMaTUYECKON
MOWKMN»).

4. MNMpoBepAT UHCTPYMEHTbl Ha MpeaMeT.COXpPaHEHUSBUAUMbIX
3arpasHeHunii (cM. «lMpoBepka O4YMCTKM»). ([IOBTOPHO NpoBOAAT
OYNCTKY NPU COXpPaHEHUN BUAMMbIX3arpa3HeHUiA.

f'nbkne pacwupnrTenmu

1.PyyHaa npepgBapuTenbHas  ouyuncika' Heobxoguma  AanA
BCEXM3AENUIA B AaHHOW  rpynne“-w3genunii. BbINONHAKT
BCEHWXeNnpuBeaeHHble aTansl py4YHOW OUUNCTKM
nepeanomelleHneM  uU3genua B -aBTOMaTUYECKYlD  MOIKY
ONAOUNCTKM.

a. Pacwuputenb akkypaTHo cru6atwT o [lM-o6pasHoiopmbl 1

npomMbIBalOT B X0N04HOW Boge <45° C (113° F) ana ypaneHus

OCHOBHbIX OCTaTKOB M NpefoTBpaLLEHNs KOarynsymm KpoBMu.

b. lMorpyxawT ¥ BbIMauMBawT MUHUMYM B TeudeHuegecatn (10)
MUHYT B (DEPMEHTHOM MOKOLLEMCPeaCcTBe.

C. YncTat npocBeTbl UM OTBEPCTUSA LWETKOW COOTBETCTBYIOLWErD

pasmepa no Bcell A/IMHE =/ WIMPUHE OTBepcTUil. [na 3Tore

Heo6xo4MMO CcoOBepLlaTh (BpaliaTesibHble [ABWKEHUSA LLIETKOM,

(LLLeTMHKM [OMKHBI GbITb AOETATOYHO XECTKUMU, YTOOLI YAaNATb

KOCTU W TKaHMW).

d. Hpn nonHOM nNOrpyXeHun wusgenuss B UUCTALWMIApaAcTBOp,
NOBEPXHOCTb OUMLL AT XNPYPruyecKoneTKol, 4Tobbl yaanuTs

BECb BUAWMbIA MyCOpPs, CNOBEPXHOCTM U uWenei. TuatenbHO

NPOMbIBAIOT NPOCBETLL (DEPMEHTHLIM UNUCTALLMM CPEeACTBOM' Npu

nomMoLiu wnpuua.

e. Mpu NoOMHOM MOEPYXEHUU U3[eNns, paclunpuTenb akkypaTHO
crmbatoT go [l-o6pasHoli opmbl U ouMwalT MNOBEPXHOCTb C
noMoLbo  Werkn. MpumeuaHue: W3genne ermbawoT B
HEeCKONIbKMX MeCTax no AfnHe, 4Tobbl NOAYYUTb AOCTYN KO BCEM
Lwensam.

d.Crmnbatot pacilimputensb go l-obpasHoint hopMbl ‘UnpombiBatoT
He MeHee OAHOW MWHYTbI, UCNOMb3ys AOCTATOYHOE KOMMYECTBO
BOAbl, YTOObI-MOMHOCTLIO MOrPy3nTb YCTPONCTBO. | Bogy cneayet

MeHsTb “kak MuMHMMYM aBa  pasa, Aff.. TWaTenbHoro
ononackueaHia. 08 HaAeXHOCTU MpOoMblBaloT NpocBeT U
60po3aKu. ' TliaTeNlbHO MPOMbIBAIOT MNPOCBETbI (PEPMEHTHbIM

UMCTALM CPeacTBOM NPM NMOMOLM WNpULa,

n0.06pa6aTbiBaloT  yNbTPasBykoM B PEPMEHTHOMMOIOLLEM
cpeacTBe MUHUMYM B TedeHue 15 MUHYT BY/NbTPa3ByKOBOM
ouncTuTene ¢ cofepXaHnempepMeHTHOro YMCTSLLEero cpeacTBa.

debris from the device surfaces and, from the
challenging design features (i.e. holes, lumens,
hinged/mating surfaces, interfaces, crevices,
serrations) using common hospital cleaning tools.
— Move and/or retract all moveable parts and use
a brush to remove visible debris:

— Scrub lumens and 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.

— Open hinged devices_ and scrub hinged area
with a brush.

-- Scrub crevices with a brush.

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

e. Rinse for'a minimum of one minute using
a sufficient volume of water to completely
immerse the device. If the components of the
instrument are_movable or can be retracted, do
so during the“rinsing process. Change the water
a minimum&of two times to ensure thorough
rinsing. Thoroughly flush lumens with water using

a syringe.
2. Load the devices into the washer such
that allrdesign features of the device are

accessible_ to cleaning and such that design
featuresythat might retain liquid can drain (for
example, hinges should be open and lumens and
holes positioned to drain).
3. Run the recommended automatic washer
steps (see section "Automatic Washing Cycle
Steps and Parameters.")
4. Check devices for visible=debris (see
"Verifying cleaning"). Repeat cleaning if debris is
visible and reinspect.
Flexible reamer devices

Manual precleaning is{_required for all
devices in this product group. /Follow the manual
cleaning steps below prior to placingthe device in
the automatic washer for cleaning.
a. 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.
b. Immerse and soak for‘a minimum of ten (10)
minutes in enzymatic detergent.
C. With the device completely immersed in
the cleaning solutionj /scrub the lumen with a
brush of an appropriate size to ensure that the
full width and depthyis accessed. Use a twisting
action with the brush. (The bristles should be stiff
enough to remoye .bone and tissue.)
d. With the-device completely immersed in
the cleaning solution, scrub the surface with a
surgical scrub brush to remove all visible debris
from the surface and crevices. Thoroughly flush
lumens with-enzymatic detergent using a syringe.
e. With the device completely immersed,
gently bend the reamer in a U-shape and scrub
the surface with a scrub brush. Note: Bend at
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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. MNpombiBalOT B X0/104HON Bofje <45° C (113° F) gnaydaneHus
OCHOBHbIX OCTATKOB U npefoTBpaljeHusaKoarynaunum Kposu.

2. Mpy NOMHOM MOTPYXeHUN W3LEeNUs B UYUCTALWMIA pacTBop,
MCMNONb3YIOT XUPYPTrUYECKYD UYUCTALWYIO LWeTKy AnsypaneHus
BUOUMBIX  3arpA3HeHuii ¢  MOBEpPXHOCTenycrpoicTea "
noAcoeHEHHOro ycTpoicTBa.

3. MpombIBaKOT HE MeHee O4HOI MUHYTbI, UCNONB3YAA0CTATOYHOE
KONMYeCcTBO BOAbl, 4YTO6bI MOMHOCTHLIONOIPY3UTH” YCTPOMCTBO.
Boay cnesyeT MeHATb KaKMWHUMYM [Ba pasa, 4as TwaTenbHOro
ononiackmBaHus.

4.MomewarT um3genne Cc  NOACOEAUHEHHbIM n3genuem
BaBTOMATUYECKY0 MOWKY W BbINOJIHAIT PEKOMeHAyemblelaru
aBTOMaTU4yeckoi Moiiku (cMm. Pasgen «lWarnymknam napameTpsl
aBTOMaTUYecKoli Monkn").

CoeguHuTeNlbHOE YCTPOWCTBO OYMLL AT~ 0TAE/bHO,
WHCTPYKUMAM MO OYUCTKE [N COOIBETCTBYHOLLEN
UNCTALWMX CPEACTB.

N3pgenuna-emkocT U

1. MeauumHCcKne wusgenve AOCTalT U3 U3Jenua-emkKocTunepes
yncTkol. OcMaTpmBaloT U34enna-eMKOCTU HaHanuune BUAUMbIX

YNCTKY MeXaHn4yeckoro n3pgenna cnegyunm

cnenys
rpynnbi

3arpsa3HeHnil.
2. Ecnn nmeroTca BbiCOXLINE 3arpsasHeHuns,
CNeaylnTUHCTPYKLMAM  PYYHOW. ouncTkm ana «Wsgenuin C

OeTanAMUKOHCTPYKUUKN, 3aTPYAHUTENbHBIMU 018 OUUCTKN».

a. MNMomewwaT n3genne B aBToOMaTUYeCKy0 MOIKY WBbINOMHAOT
pekoMeHAyeMble Larm asToMaTuyeckoin Molikm (cMm. Pasgen
«Warn ymkna v napameTpbl~aBTOMaTU4eCKONn MOMNKK").

3. Ecnu 3acoxwunx y4yacTKOB 3arpsa3HeHuii HeT, n3genme-eMKoCTh
nomewiarT B aBTOMaTUYEeCKY0 MOIKY MBbINOMTHAKT
HUXeyKasaHHble LWwarn ‘aBTomMaTuyeckonmorkn (cm. Pasgen
«Warn uukna v napameTpblaBTOMaTn4eckoli Monkn").

QTansbl n napameT Pbl unkKna aBTomMaTun4yeckoro
npomMblBaHMNA

3arpyxarT ycTpoiicTBa B aBTOMAaTUYECKYD Ae3WHMDEKLUOHHYO
MaLuuHy.

-MogcoeanHalT NwbOR npocBeT ycTpolcTBa K MOpTaMMONKM-
Ae3nHgekTopa. Ecan npsMoe  COeAMHEHWEHEBO3MOXHO,
npocseT(bl) ycTaHaBAWBAOT Ha (OPCYHKUUAN HE ) BTYNKU
hOopCYHOK MHXeKTopa.

-YcTaHaBNuBalwT rNyxne OTBEPCTUSA MOL HUCXOASLUMYKNOHOM
ansa cnuea.

-0 BO3MOXHOCTN, pacKpbiBalOT BCE MHCTPYMEHTLI.
(T.e. wapHupHble / CONPAXEHHble 3/IEMEHTHI,
NOBEPXHOCTYU).

MuHUMasbHbIE napameTpbl UukKna:
MpeaBapuTenbHOE NPOMbIBaHME B X0NoA4HON ‘Boae <45° C (113°
F) B Teuenne natm (5) MUHYT

MpombiBaHne B hepMmeHTe B TedeHne 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

LIapHUPHbIE

several locations along the length to-access all
crevices.

f. Gently bend the reamer in alU-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 maotor. Do not sonicate powered
device. Clean the motorized device as follows:

1. Rinse in cold.water <45° C (113° F) to remove
visible debristand 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
sufficientwvolume 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
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Bce mMHoropasoBble opToneguyeckue ycTtpoiictBa Smith &
Nephew moryT 6bITb NOABEPrHyTbl TEPMUYECKON Ae3nHekumnm
C Ucnosb3oBaHWeM crefylwnux napameTpos: MUHUMYM 91°C B
TeyeHne 1 MUHYTbl, MUHUMAsIbHOE BpPeMs CYWKW - 25 MUHYT,
NCNONb3YKT YNCTbIA OTAWUALTPOBAHHLIA CXaTblii BO3A4YX WX
uncTtoe 6e3BOpcOBOE NOJMOTEHLE, YTOObl yAanuTb OCTaBLUYHOCSH
BNary u3 ycTpouicTB.

MpoBepka 04YUCT KK

1. Mocne 0UNCTKM BM3yasibHO npoBepsoT nsaenus
NnoAgHOPMasnbHbIM OCBeLLeHVeM Ha Hanuuune
BUANMbIX3arpsi3HEHWIA.

2.0na  06paboTku netanei KOHCTPYKL MK, KOTOpble
TpyAaHOpasrnsaeTb, MCNonb3ywT 3% nepekucb BOAOPoOAA.

O6pasoBaHue My3blpbKOB CBUAETENbCTBYET O HaNWUUUKPOBMY.
TulaTenbHo MPOMbIBAOT WMHCTPYMEHTbI TennoiiBogoiir nocne
NPOBEpKN NepeKncblo BOAOPoAA.

3.Ecnu BM3yanbHas NpoBepka MokasblBaeT, UYTo UHCTPYMEHTHE
OUMLLEH, YNCTKY NPOBOAAT NOBTOPHO U NOC/E 3TOFOUHCTPYMEHT
CHOBa NpoBepsioT.

MpoBepka n paboyvee ncnbiTaHue

Bce n3genna MHoOropasoBoro Mcnosaib3oBaHMA: Bmayaanaﬂ
npoBepka Ha npeaMeT MNOBPEXAEHWH nnM un3Hoca, BKIYas
KOMMNOHEHTbl B pa3obpaHHOM COCTOSHUM nepes COOPKOMW.
Y6enntecb, 4TO KOMMOHEHTbl HAAEXHO COGpPaHbI.

LWapHUpHble ycTpolicTBa: [lpoBepka Ha nnaBHOE ABUXeHue
wapHupa 6e3 upe3mepHoOro 3asopa.

BNOKNPOBOUYHbIE MexaHU3Mbl:-[TpoBepka paboThl.
Pexxyuwmne getanu: [lpoBEpka KpaeB Ha  Haauuue
ncKkpusneHuin/6onbwnx  3a8y6puH. Kpas  OO/MKHbI  6bITh
CN/IOWHbIMMW.

Mpo6Hble KOMMOHEeHTbI: CycTaBHble MOBEPXHOCTU [O/DKHBI
ObITb FNagkumu, 6e3 TpewmH u rny6oKnx 3asyopuH.
Conpsi>keHHble peTann:. [1pOBEPSAIOT, UYTOObl CONPSKEHHbLIE
fetanu 6blnn NoAorHaHsl Apyr K apyry 6e3 BCSAKUX OCNTOXHEHWUA.
Y6eantecb, YTO KOMMNOHEHTbI HaAEXHO cobpaHbl.

Pacwupntenn/6ypoBsie HaKOHEYHUKWN: MpoBepka
HaKoOHeYHuKa  3axmnma Ha Hanuuune NcKpuBneHui "
LepoxoBaToCTel, KOTOpble MOryT MomellaTb BCTaBUTb €ro B
oyp.

YpapHble noBePXHOCTU: MpoBepka Ha Hanuune

LepoXoBaToOCTEW W-00NblWNX 3a3yOPUH.

MpusBoaHbie ycTpoiicTBa: MpoBepka NAacTUKOBbIX
HaKOHEYHNKOB=Ha Hannune TpewmH 1 60nblnX 3a3y6puH.
MeTannuueckne noBepxHocTu: [lpoBepka _-Koppo3un u
OCHOBHOW aedropmarmm.

M3pnenus ¢ UCTOYHMKOM nuTaHusa: HeobxoaumMo npoBepuThb,
4yToGbl MWTaHWe nogaBanoCb MPU  BKAKYEHWW~ U3LeNnNs, W
npekpaw,anocb nogaBaTbCsA MPU BbIKAYEHUU-U3LeNns.
M3meputenbHblie MHCTPYMEHTbI (Hanmp., Kannobpsbl,
HyTpomepbl): [poBepka pa3bopyMBOCTW! W3MeEpPUTENbHOM
MapKUpPOBKM.

injector jets or in injector sleeves of the injector
basket.

— Piace biind holes at a downwards incline for
drainage.
— Place all instruments in the-open position

whenever possibie (i.e. hinged/mating features,
articuiating surfaces). Minimum cycle
parameters: Five (5) minute coid prewash <45°
C (113° F) Five (5) minute/neutral enzymatic
detergent wash

Five (5) minute neutral detergent wash

One U) minute rinse with eritical water.
Disinfection

All Smith & Nephew “orthopaedics reusabie
devices can be thermaily disinfected using the
parameters below, minimum 91° C for 1 minute
25 minute minimum(dry time. Use dean filtered
compressed air or-a clean lint free towel to
remove remaining_moisture from the devices.
Verifying cleaning

1. After deaning, visually inspect devices under
normal lighting for'the removal of 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. Repeat_cleaning
reinspectithe device
Inspection and function testing
All reusable devices: Visually
damage-or wear,

including components in their disassembled state
prior to re-assembly. Ensure components are re-
assembled securely.

Hinged devices: Check for smooth movement of
the hinge without excessive "play."

Locking mechanisms: Check for action.
cutting features: Check edges, for distortion
and/or large nicks. Edges should be-continuous.
Trials: Articular surfaces should.be smooth and
free of cracks and deep nicks.

Mating parts: Check to make sure that mating
parts fit together without complications. Ensure
components are re-assembled.securely.
Reamer/drill bits: Inspect.chuck" end for burrs
and distortion that might_hinder insertion into a
drill.

Hammering surfaces;
large nicks.

Driving devices: Inspect plastic ends for cracks
and large nicks.

Metal surfaces: Inspect for corrosion and major
deformation.

Powered devices: Verify that power is supplied
when the devicewissturned on and ceases when
the device is turned off.

Measuring devices (i.e. gauges,
Check for legible, measuring markings.

if not visibly clean and

for

inspect

Inspect for burrs and

calipers):
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TexHUueckoe o6Ccny>kmBaHme u yxoq

Mepep cTepunusaumeii oTAeNbHbIE MHOropasoBble YCTPONCTBA,
“MerolLe NOABMXKHbIE YacTW (TO eCTb LAaPHMPbLI U CKOJb3Allne
yacTu), MOryT  GbiTb  CMasaHsl C  ucnosb3oBaHMEM
BOAOPACTBOPUMOro CMa304HOrO MaTepuana. Mcnosb3oBaHue
CMa30kK He pekoMeHayeTca A5 VMMNIaHTaToB.

3aTynsieHHble UM NOBPEX/AEeHHble YCTPONCTBA BbIKUAbIBAIOT.

HewncnpaBHo pa6oTatolime yCTPOCTBA BbIKU/bIBAIOT.

XpaHeHue Mexay YNCTKO n cTtepunusauyuveii

M3aenMss MHOropasoBOro WCMO/b30BaHNUSA, KOTOpPble XPaHAT B
NPOMEXYTKe MeXay OYUCTKON U cTepunusauueit, Heob6xoaumo
BbICYWUMTb C TMOMOLUbI0 HecKaTblBawuieiicsa, Heabpa3nBHOI
MSAFKO TPSANOUYKM C LEeNbio NpefoTBpaLleHUs MUKPOGHOro
3apaxeHusl, KoTopoe MOXeT Habnwgatbca npu pabote C
BNAXKHLIMW  MHCTPYMEHTaMu. W3aenns-eMKocTm MOXHO Ans
XPaHEeHUs1 CMOXWUTb B CTOMKY. XpaHWTb B CYXOM, HETbI/IbHOM
mecrTe.

PekomMeHAOBaHHbIEe MHCTPYKLUMUW NO cTepunmsannm
PekoMeHayeMble METOAbl CTEpUAU3aLUM NPOLIAY BANUAALMIO A0
rapaHTUpPOBaHHOrO YpoBHS cTepunbHocTu (FYC) B/CQOTBETCTBUN
c beepanbHbIMM U MeXAyHapoaHbIMK cTaHgapTamu. [pyrue
LUUKMbI CTEPUAMU3ALNUM TaKKe MOTYT 6bITb MOAXOASALWMMM, OAHAKO
pekomeHAyeTCcsi NPOBEPUTL ApPYr1ue MeToabl ANS/MCNoNb30BaHNs
C opTOoneaMueckumu usgenusMu Komnawum Smith & Nephew.

Mpepy npe>xxageH VA

e[lonb3oBaTesib HeceT OTBETCTBEHHOCTb 3a TO,
yTob6bIMpoOLLECC CcTepunusaummn, B .TOM Buae, B KaKoMm
OHd aKTnyeckmn npoxoeAnT c
ncnonb3oBaHnemob6opynoBaHuUS, mMmaTtepunanos n
npueBneyeHnemMmnepcoHana, pocruran >Xesnaemoro
pe3ynbTara.

eKomnaHusA Smith & Nephew pekomeHayeT
O03HaKOMWUTLCAC MOJIOXKEeHNeM - cTepuansaymm npsamMmoro
npumeHeHna BAAM! ST 79 .2012 pagna pykosoacTsa Mo
ncrn.

«0O6paboTKka Nnapom sBfsieTcs) eAUHCTBEHHbIM MeTOAO0M,
OoA06pPEHHbLIM ans NOBTOpPHOM 06paboTKu
KoMnaHuneinSmith & Nephew. CtepunmnsaymnoHHas
cuctema Sterrad, a

Tak>Xe rasoBble CUCTEeMbl.Ha OCHOBE Nnepekucu sBogopoja

He 6bl/1IN 04006pEHbLI.
K

BHewHeMy dukeaTopy npunararoTca  SINCTKU-
BK/1aAblLWMn c VHCTPYKLNAMM no
noBTOpPHONCTEPUIN3aALUN.
<[laHHble peKkoMeHAOBaHHblE

npoueaypbinpegHasyHavaroTcsa A1 06ULero pyKoBOACTBa
nocrtepunusaynn MeANLUHCKNX usgennia
MHOropa3soBOroucNoNIb30BaHUA, npoaasaemblx
opTtonegnveckumnogpasgesieHMeM KomnaHum LSmith &

Nephew.HekoTopble usgenus MMmerT 6onee
NoApPO6GHBLIEVHCTPYKLNN.

-Monb3oBaTens HeceT OTBETCTBEHHOGTb 3a
BaNuaaumMCBOEro CTEPUIN3aLMoOHHOIo 060pyA0BaHUS C
uenblorapadInmn OOCTUXKEHUS peKkoMeHaA0BaHHbIX
napameTpoB.

OrpaHnyeHna npu obpaboTke
MoBTOpHasd '06paboTka OKa3blBaeT MWHWManbHbI 3adekT Ha
nsgenusa. Cm. CBefleHMA O CpPOKe MOJ/Ie3HOr0 UCMO/Ib30BaHUsA B
PekoMeHA0BaHHbIX MHCTPYKLUMAX MO O4YNCTKE Ha CcTp. 6
«QOrpaHu4eHnsa npm o6paboTKe».

Maintenance and Care

Prior to sterilization, individual reusable devices
that have moving parts (i.e. hinges ‘and sliding
parts) may be lubricated using a./water soluble
lubricant. The use of lubricants’ is not
recommended for implants.

Discard blunt, worn or damaged.devices.

Discard devices that do not function properly.
Storage Between Cleaning and Sterilization
Reusable devices that will jbe-stored between
cleaning and sterilization should be dry to prevent
microbial contamination that<could result from
wet devices. Containment‘devices can be stacked
for storage. Store in a dry dust-free place.

Recommended Sterilization

Instructions

Recommended sterilization methods have been
validated to sterility” assurance levels (SAL) in
compliance with federal and

international standards. Other sterilization cycles
may also be suitable, but the Individuals or
hospitals are advised to validate other methods
for use with-.Smith & Nephew orthopaedics
products.

Warnings

e It is thelresponsibility of the user to ensure
that the sterilization process is performed
using gualified equipment, materials and
personnel such that the recommended
parameters are achieved.

« Smith & Nephew recommends consulting
the {lmmediate-Use Sterilization statement
in AAMI1 ST 79 for guidance on IUSS.

< Steam is the only method that has been
validated for processing by Smith &
Nephew. Sterrad or hydrogen , peroxide

based gas systems have not beensvalidated.
<'Package inserts are provided'with external

fixators to provide directions for
resterilization.
e These recommended  procedures are

intended as a general guide'for sterilization
of reusable medical devices sold by the
Othopaedics Division of _Smith & Nephew.
Some devices are labeled with more specific
instructions.

< It is the responsibility of the user to
validate their sterilization equipment to
ensure that the recommended

parameters are achieved.

Limitations of-Processing

Repeated processing has minimal effect on the
devices. Reference the useful life statement from
the Recommended Cleaning Instructions on page
6 "Limitations of Reprocessing".
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MmnnaHTaTbl

MmnnaHTaTbl NpoAalTca Kak oAHOpa3oBble u3genus. Metog,
NepBUUHON CTepuausauuu AN WMNAAHTATOB, MOCTaBASAEMbIX
CTEepUNbHO, YyKasaH Ha 3TUKeTKe YMakKoBKU. W3genua He

nognexart MOBTOPHOMY WCMNOMb30BaHWIO, TaK Kak 3TO MOXeT
NPUMBECTM K HEWCNPaBHOCTM MNPOAYyKTa, MONOMKE WA TpaBme
nayneHTa, a TakXe MOXeT MOABEepPrHyTb MaumeHTa pUcky
NHEKLNOHHbIX 3aboneBaHunii.

|/|3,Cl,el'll/lﬂ—eMKOCTI/I

M3penua-emkoctn komnaHum Smith & Nephew Orthopaedics
noapasfenslTcs Ha Trpynnbl Ha OCHOBAHUM KOHCTPYKEWM,
NAOTHOCTM W MaTepuana BHYTPEHHUX W BHELWHUX WU3nenuii-
emkocTeli. Kaxpgaa rpynna npoxoguna sanugauuio po. 10-6
rapaHTMpPOBAHHOIO YpoOBHA cTepunbHocTn (FYC). KomnaHus
Smith & Nephew pa3spabaTbiBaeT Hagnexaiiee pasmelieHue
WHCTPYMEHTOB U APYrUX U3A4ENnil B KaXAoM MNpoekTe M3penus-
eMKocTu. T[lpoeKkT uMeeT npeaBapuTesibHO OnpefeneHHble
AnanasoHbl U WANICTPUPOBaHHbIE onucaHua. Ecnu/Byu3sgenuve
pob6asnsaiTcA WHCTPYMEHTbI, nonb3osatesib HeceT
OTBETCTBEHHOCTb 3@ BanAugauuio HOBOro npoekta. [Mpu
Heo6xo4MMOCTW,  Haknelku, KoTopble  OTNpaBnsAwTCA  C
NM3LEeNUAMU-EMKOCTAMM,  OO/DKHbl  ObiITb  NPUKPenneHbl K
BHELHEMY W34eNN0-eMKOCTU. Bonbline 3TUKETKN 06bIYHO
MMEKT CcheunanbHO OYEPUYEHHYK pamKy L€ “MHCTPYKUMAMU
«MPUKNEUTL JOTUKETKY 30ECb». MasneHbkne 3TUKETKU
noMeLLalT Ha KOHLEBblIe KOANayku noj ApYL[MMU 3TUKEeTKamMu.
PasmeuweHne XV v BW: HekoTopble KOHCTPYKLUN W3aeNnunii-
emMKocTeil KomnaHum Smith & Nephew MMET/MHOXECTBO C/I0€B,
COCTOAWMNX U3 KOXYXOB-KOHTEMHEPOB ¢-M/IM MNOAHOCOB ANA
WHCTPYMEHTOB. McnbiTaHMa nokasanu, Yyro cneayouine yqyacTkm
pasmMeleHna cregyeT UCMNONb30BaTh AAS’ KBannuKaLunoHHbIX
ncnbITaHin 60NbHNULBI NNG0 yUYpeXAeHUst 34paBO0XPaHEeHNS:
Aans n3nennimn-eMKocTewn, KOTOopble
cogep>aTtBHyTpeHHUne KO>XYXU-KOHTelHepbl
ANANHCTPYMEHTOB!:

He
Kopnyca

B UEHTpe M B KaXAOM YINy HUXHEro BHYTPEHHero wusgenus-
€MKOCTW WanM nogHoca.

-OAnsa wsgenuii-eMmKocTel, KOTOpble cogep>XaTBHYTPeHHUe
KOXXYXMN-KOHTEeMHepbl Kopmnyca AAsUHCTpyMeHToB: B
KaXXA0M YIy KOXyXa-KOHTellHepa HaypoBHe AHa Kopnyca.
Macca wu3genusi-emMKocTu: ), M3genua-emkoct  KoMMaHum
Smith & Nephew cnpoekTupoBaHbl AN AOCTMXXEHUS MOJSHOIO
Beca kKopnyca (BHelWHMWIi(Kopnyc, u3genue, NawC BHYTPeHHWe
NOAHOCHI/KOXYXU-KOHTERHEDPDLI), paBHOro 25 dyHToB (11,34 (kr)
Unn mMeHbwe. Heob6xo4MMoO 3HaTb, UYTO CYLW,ECTBYIOT HEKOTOpble
6onee cTapble MoAenW, KoTopble Henb3a pasbupaTtbegns
[OCTMXeHUss Beca MeHee 25 dyHToB (11,34 Kr). [aHHble
ycTapeBle MOAENV=APOXOANNAN Banujauuio ANsS AOCTMWKEHUA
ryc 10-6.

[Ana  nNpoBepKnM W TeXHUYECKOro O06CNYyXMUBaHUA w3gennu-
€MKOCTel MOXHO=MPMBAEKaTb TONbKO CreunanbHO 0OYYeHHbIR
60NbHUYHBIA  NepecoHan. Moaudukauun wnsgenuin=emkocTen
MOTyT OCYLeCTBAATLCA TONbKO KomnaHueli Smith-& Nephew,
NOMMMO Tex ,cflydaeB, Korga marepuanbl U WHETPYKUUM K
MoamdukaLmam-’ noctTaBnAwTCA komnaHuelr Smith) & Nephew
(cm. "KoHTakTHas wuHdopmauma"™). Crepunusauus wsgenni-
emMmkocTen ApoxoanT Banugauuio c WHCTpYMeHTamu,
pasMelleHHbIMM N0 NpeABapuTesibHO YKa3auHbiM yyacTkam
n34enna-eMKoCTH. EfnHCTBEHHOE nonoTeHue "3
rMrpocKkonMnyHoro martepuana (To ecTb ~ MesfikoysopuyaTtoe
NoNoTeHLEe) MOXeT 6biTb MOJIOXKEHO NOA M34enne-eMKOCTb AnA
obneryeHuns BbicbixaHus. Komnanma Smith & Nephew sasnsietcsa
€ANHCTBEHHOW  KOMNaHuei, yNOSIHOMOYEHHOW  MNPOBOAMUTHL
PEMOHT npu 06CNYXUBaHUU ANS u3genuii-emkoctein Smith &

Implants

Implants are sold as single-use devices. The
method of initial sterilization for impiants that are
suppiied sterile Is noted on the package label. Do
not reuse as this may resuitiin® product
malfunction, failure, or patient Ipjury and may
also expose the patient to the risk”of infectious
diseases.

Containment Devices

Smith & Nephew Orthopaedics containment
devices are categorized into families based on the
design, density and material-of the inner and
outer containment devices./.Each family has been
validated to a 10® Sterility Assurance Level

(SAL). Smith & Nephew designs the proper
placement of devices (into each containment
device layout. The layout has predetermined

brackets and artwork_ deseriptions. If devices are
added, the user is responsible for validation of the
new layout. When:'applicable, adhesive labels
shipped with the containment device should be
applied to the outer containment device. Large
labels typically have a designated outlined box
with the instructions "PLACE LABEL HERE." Small
labels are placed on the end caps under the
labels.

Cl and Bl placement: Some Smith & Nephew
containment device designs have multiple layers
of instrument caddies or trays. Testing has shown
that the following CI and Bl placement locations
should be“used for qualification testing by the
hospital‘ar 'healthcare facility:

— For_/containment devices that do not
contain internal instrument case caddies: At
the center and at each corner of the bottom
internal containment device or tray.

— For containment devices that-.contain
internal instrument

case caddies: At each corner of the caddy on the
bottom level of the case.

Containment device weight: Smith & Nephew
containment devices are designed to achieve a
total case weight (outer case, device, plus inner
trays/caddies) of 25 pounds (11:34 kgs) or less.
Please be aware that there are 'some older models
that cannot be separated to achieve a weight
below 25 pounds (11.34 kgs).xThese older models
have been validated to achieve a 10® SAL. Only
hospital trained personnel’should be utilized for
inspection and maintenance of containment
devices. Modifications to the containment devices
should be made only by\Smith & Nephew unless
the materials and instructions for modifications
are

supplied by Smitht & Nephew (see "Contact
Information"). The sterilization of containment
devices is validated-with the devices placed and
positioned in the' predetermined placement
locations of the _containment device. A single
absorbent towel(i.e. a buck towel) can be placed
under the containment device to aid in drying.
Smith & Nephew is the only authorized
service/repair company for Smith & Nephew
containment devices. Containment devices in
need of repair/replacement must be returned to
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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, XecTkue
KOHTeliHepbl W T.4.) U CTepunu3oBaTb Nepes XUPYPruyecknm
MCMNONb30BaHMeM. YCTpOlicTBa CTEPUIN3YIOT B cOBpaHHOM=BUAE,
ec/niM He ykasaHo uHoe. Ecnu ycTpoicTBa 6blnn pa3obpaHsbl,
y6eanTechb, YTO KOMMOHEHTbI MPaBWU/IbHO U HAAEXHO cobpaHbl.

napnpenns ofHOpPa3oBOroO mcnonb3oBaHuKA MnacTuHebl,
rsosgn, O60NTbl, WTURPTHI U nNpoBofda NpeAcTaBNsioT, coboi
MMNAaHTaTbl U paccMaTpuBalTCA Kak O4HOpPa3O0Bbleé N3fenus.
YcTpolictBa [AONA  BHeWHelW duKkcauum Takxke /~gumTarTcs
0flHOpPa30BbIMY MeAULUNHCKMMU ycTpolicTBamMMm. [aHHble
n3genvs npofakwTCsa KakK HeCcTepUbHbIMWU, TakK U ‘€TepUbHbIMM,
M 4acTo M3BMeKawTcsA Nnofb3oBaTesieM U3 CBOER-0PUTrMHaNbHOW
ynakoBKM W MOMeLaTca B U3genne-eMKocTb (TOvecTb, Kopnyc
WHCTPYMEHTOB) AN o6paboTku. [aHHble U3genuss Heobxogumo
0uMCTUTL [0 Hayana cTepuamsaymm (CM. ‘UHCTPYKUUM NO
ctepunusaunn W3pgenuin BE3 3aTpygHUTENbHbLIX A1 OYUCTKU
geTaneil KOHCTPYKLMU). 3TU WMHCTPYKLUU JHE OTHOCATCA K
06paboTke MAM NOBTOPHOMY WCMO/Ib30BaHUIO O4HOPAa30BbIX
YCTPOWNCTB, KOTOPble KOHTAKTMpOBanu C _KPOBbI, TKAHAMU NN
6uonornyeckumun xmgkoctamu. [o “Hadana crepunusauuu
n3genunsa ygansaioT BCHO OPUTMHANbHYIO YRAKOBKY W BKAa4blLLIN-
3TUKeTku. [llomewawT wusgenve B OnNpenesieHHoOe MecTo B
n3genme-eMKocTb. BaXHO nNpoBecTn COOTBETCTBYIOLLYIO OUYUCTKY
nepepg crepuansauuei.

CTepunusaunoHHas obepTka [ )KecTKUe KOHTeliHephl
MHOIFropa3oBOro uMcnonb3oBaHus30eNna-eMKOCTU MOXHO
06epHYTb B yTBepXAeHHy o06epTky YU unnm nomectuTb B
YTBEPXAEHHbIA XeCcTKuii KOHTEWHep ANs cTepununsauuun. Bce
CTepunmsauMoHHble YNakoBKM “HE MOryT 6biTb 0406peHbl Ans
BCEX TUNOB UMKNa. Heob6xoANMO nNpoBepuTb YyTBEpPXAeHue
npousBoaunTens. XXecTkne KoATeNHepbl Aesculap SterilContainer
n Case Medical SteriTite ‘c..nepcopupoBaHHbIM AHOM 6bln
ofob6peHbl OnNA  MCNonb30BaWMsa C HabopamMum WHCTPYMEHTOB
komnaHun Smith & Nephew Orthopaedics. [aHHble XecTkue

KOHTEHepbl He ofobOpeHbl Ans  cTepunau3auuum  Napom
HemMeaNeHHOoro npuMeHeHns (CnHM) (MrHoBeHHas
cTepununsayus).

MpumMmeyaHue Ansa noab3soBaTeneii CLUA: CTtepunu3atopbl u
06epTKu, ncnofb3yeMble” B npouecce cTepunmsaunm, LOMKHbI
6bITb OUMLLEHbI COrflacHo cTaHgaptam FDA.

KauyecTBo Bogbl JAd reHepauuy napa MUCMonb3yT KPUTUUYHYIO

BO4Y.

PekomeHaoBaHHbIe nNapamMeTpbl cTepuamnsaymmn
Map c OAVNHaAMUYECKUM
(npeaBapUTe€NbHbBIM BaAaKyymMoM)
Temnepartypa BO34eNCcTBUSA:
Bpema Bo3penicTBuna:
nnn
TemnepaTtypa BO34eNCTBUSA:
Bpema Bo3aenictBuA:
MuHnManbHoe BpeMs CYLUKU

yganeHunem Bo3fyxa

1320 ¢ (2702)F)
4 MWUHYTHI

1350 ¢ (275° F)
3 MUHYTBI
30 MUHYT

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!isterilized 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 aressold 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 =t 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 Remwoval (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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Map c rpaBUT aLNOHHBIM 3aMel,LeHNEM
TemnepaTtypa Bo3geiicTBua:
Bpems Bo3pelicTBuA:

132° C (2700 F)

Ona nsgenuii B obepTke 5 MUHYT
ONA M3aenuii B KOHTenHepe* 30 MUHYT
MuHuUManbHas BakyymHas cywka: 30 MUHYT

CTepunusauyng napom HeMeANeHHOro
(CNHN) nnn MrHOoBeHHaa cTepunmnsauna

Temnepatypa Bo3sgeiictBusa: 132° C (270° F)
Bpema Bo3aencTtBua: 4 MWUHYTHI

MapoBoii BcemupHolii

npumMmeHeHNA

LunKn
3apaBooxpaHeHnsa (BO3)
TemnepaTtypa BO34elicTBUA:
Bpemsa Bo3pencTtBua:
BakyymMHas cyuwika: 30 MUHYT
XpaHeHue nocne 4Yuctku u ctepunmnsdauynun( CTepusbHO
ynakoBaHHble YyCTpolcTBa cfleayeTr XpaHuTb B cheynanbHO
0TBEAEHHOI 30HE C OrpaHMYeHHbIM AOCTYNOM, KOTOPas XOpoLuo
BEHTU/IMPYeTCA W ob6ecneynBaeT 3awuTy OT/ NblAW, BAaru,
HaceKkoMmbIX, BpeguTeneii, a Takxxe aKCTpeManbHbIX Temnepartyp
M BMAXHOCTW. XpaHeHue £BAsieTCA COOBITUNHLIM, a He
CBSAI3aHHbIM CO BpemeHeM. CTepu/ibHO ynakoBaHHble ycTpoiicTBa
MOXHO XpaHuTb [0 Tex nop, Mnoka He=byaeT HapyweHa
cTepuibHas ynakoBKa, WAM [0 MWCTeYeHWUs Ccpoka rofHOCTH.
Smith & Nephew He pekomeHayeT cknagbiBaTb ynakKoBaHHble
3alMTHble YCTPOMCTBA WU XeCTKue KOHTehHepbl B cTonku. K
XpaHeHNI0 AonycKalTCca TOMbKO NpeaMeTbl, CTepUIN3oBaHHbIe
M ynakoBaHHble B MaTepuanbl, YyTBepXaeHHble FDA pans
noAfep>xxaHuss CTEPUbHOCTN.
NMHdopmauna o
cTtepunmnsaumnmn
Mcnonb3oBanu cnepgywuime Moruwmne cpepcTBa,
npnHagne>xxHoctm um o6opy,u,osaH|/|e, nmcnonb3yemble AOnA
nposeneHMs Banungaunm npoveccos OYUNCTKUN 7]
cTepunusayunn: _
Motowne Cpepactso MowlLee KOHLEeHTpMpoBaHHoe
cpeacTsa: 3H3MMHOe Pralystica 2X, Cpeactso Motwulee
KOHLEeHTpMpOBaHHoe 3H3UMHOE Steris
Corporation'/ Klenzyme, kopnopauus Steris
Corporation
MpumeuaHue: WHCTpyKUMW npousBoauTens Obliv co6ni04eHbl
ONA NCNOMb30BaHNA MOKWMX) CPeacTB.
MpumeuvaHue: MNMPUrogHOETb anbTepPHATUBHbLIX CPeACTB cnegyer
npoBepATb NO CCbl/IKe HA) MH(hopMaLnio NponssoanTens u/nnu
hU3nNYeCKNM UCMbITAHNSAM.

opraHusaumnm

134° C (273° F)
18 MUHYTBI

Banugauunm  APOLLECCOB UYUCTKU U

MapoBoii AMSCO Mogenb SV-120, jy AMSCO

cTepunusartop: Lab LV250

CTepunmnsaunoHHsie OpHoaTanHass  cTepunusaunioHHas

npuHaane>xHocIn: obepTka KC 600 Cuctema
KOHTeliHepoB Aesculap
SterilContainer, KOHTEiHepbl JN

440 n IN442 c kpblwkon JK489 u
Case Medical SterlTlte 'SCO6FG

Molika-ge3uHdektop: OpHoKamepHas MoWiKa-
aesnHgekTop Steris_Reliance 444
MapameTpsbl CyLIKNY: 116° C
MUHUMYM ANS 25 /MURYT

YNbTpasByKOBOWM Branson 8510, 40 «Fu

oyncrTuUuTesib:

LLLeTKN: CTepuibHble ycTpolicTBa ans

obpaboTkn Key surgical n O.R.

Gravity Displacement Steam

Exposure temperature: 132° C (270° F)
Exposure time:

Devices not in a containment device 15 minutes
Devices in a containment device-30 minutes*
Minimum vacuum drying: 30 minutes
Immediate Use Steam Sterilization (IlUSS)
Exposure temperature: 132°/C (270° F)
Exposure time: 4 minutes

W orld Health Organization (WHO)

Steam Cycle

Exposure temperature: 134° C (273° F)
Exposure time: 18 minutes

Vacuum drying: 30 minutes

Storage After Cleaning and Sterilization
Sterile packaged devices should be stored In a
designated, limited/«access area that is well
ventilated and provides protection from dust,
moisture, insects,“vermin, and temperature and
humidity extremes. Storage is event related and
not time related.=Sterile packaged devices can be
stored as long, as sterile packaging is not
breached, or until expiration date. Smith &
Nephew does not recommend stacking of
wrapped containment devices or rigid containers.
Only items sterilized and packaged in materials
cleared by._the FDA for maintenance of sterility
can be stored.
Cleaning and
Information
The detergents, accessories and equipment
used ' to support the validation of cleaning
and-sterilization were as follows:

Sterilization Validation

Detergents: Prolystica 2X Concentrate
Enzymatic Presoak and Cleaner, Steris
Corporation Klenzyme Enzymatic . Presoak and
Cleaner, Steris Corporation

Note: The manufacturer's instructions were
followed for use of the detergents:

Note: Suitability of alternative agents should be
checked by the reference to(the manufacturer's
information and/or physical testing.
Steam  Sterilizer: AMSCO” Model
AMSCO Lab LV250

Sterilization Accessories: KC 600 One Step
Sterilization Wrap Aesculap SterilContainerTM
System Containers JN#440 and JN442 with lid
JK489 and Case Medical SteriTite SCO6FG
Washer-Disinfecton:, Steris Reliance 444 Single
Chamber Washer/Disinfector
Drying Parameters. -116°
minutes

Ultrasonic Cleaner: Branson 8510, 40 kHz
Brushes: Key surgical sterile processing products
and O.R. supplier

SV-120,

C minimum for 25
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Ccblnikn

*AAMI TIR 12, «PaspaboTka, TecTupoBaHue U1 MapKMpoBKa
MeAULNHCKUX NpMOOpOB MHOropasoBOro WCNONb30BaHUA AN
06paboTkn B MeAMLUHCKUX Y4pexAeHuax: PYyKOBOACTBO ANA
npoussoauTenen nsgennii».

*AAMI TIR 30, «CG6OpHMK npoueccoB, MaTepuanos, MeTOA0B
UCNbITAHUA U KPUTEPUEB  MPUEMSIEMOCTU AN OYUCTKMU
MeAVNLNHCKUX 1M34enuii MHOTOKpPaTHOro MCMNo/1b30BaHUA».

*AAMI TIR 34, «Boga pana nepepaboTkKm MeauLUHCKNX
n3gennin».

*ANSI/AAMI ST79, «KomnnekcHoe pPYyKOBOACTBO no
ctepuau3auum  napom M ob6ecnevyeHud  CTEpPUIbHOECTM B
MeAULMNHCKUX YUpeXAeHUaxX».

*AAMI/ANSI ST81, «CTepunmzaunss MeauuNHCKUX =U3aennii-
MHdopmauus, npegocrasnsemasn npovssoguTesiem ans

06paboTKN MegULMHCKUX U3AENNN».

*AORN, T[lepuonepaynoHHble cTaHAapTbl W pekomMeHayemas
npakTuka

eLleHTpbI KOHTpONA 3a6oneBaHuii. PykoBoacTBO no
Ae3nHdekuun " cTepunusauum B yupexaeHuax
3paBooxpaHeHus, 2008.

* MuHuctepcTBo 3apaBooxpaHeHns  KaHagsl wuioHb 2011

r.,«PyKoBOAAWMA AOKYMEHT MO MPU3HAHMIO .U MCNOb30BAHMIO

CcTaHJapToB B COOTBETCTBMW C npasBuiamMu MeLULMHCKOro
obopyfoBaHNSa».

|ISO 17664, «CTtepunumsaumss MeaUUNHCKUX un3genuin -
WHdopmauus, npegocrasnsemas npov3ssogurtenem ans
06paboTkM NOBTOPHO CTEPUNNI3YEMbIX MEANLUNHCKNUX U3AENUN».
*HemeLlKas KpacHasa KHura, Hagaexauiasn obpaboTka

WHCTPYMEHTOB, Instrumenten-Aufbereitung [Pabouasa rpynna no
NoArOTOBKE WHCTPYMEHTOB].

*YnpasfeHne No caHMTapHOMY HaA30py 3a KayeCTBOM MNULLEBbIX
npoayktos u MegukameHTtoB (FDA),) «lMoBTopHas o6paboTka
MeANLUHCKNX U3AeNuii B YCOBUSX MEAULNHCKUX YUPEXAEHWA:
MeToAbl Banuaumm n MapKupoBka, (uHaslbHaA WHCTPYKLUA»,
17mapTa 2015 .

eJenaptameHT 34paBoOXpaHeHns BennkobputaHuu,
TexHunyeckuin  MemopaHayMm =/0 3apaBooxpaHeHun  01-01:
Ob6e33apaxuBaHue MeANLUUHEKNX n3penninMHoropasoBorg

ucnosb3oBaHuAa. Yactm A n B

*ANSI/AAMI ST77 «3awutHble ycTpoiicTBa AnscTepuaunsauyun
MHOropasoBbIX MeAULUHCKAX M34eNnii».

SO 15883-1, Moliku-geavHektopbl - YacTtb: TpeboBaHUAK
paspaboTke, Banuauny W KOHTPO/IK nNpoueccacTepunnsanum
MeaULNHCKUX YCTPOICTB.

*|SO 17665-1 CTepuamsayms MeauuUHCKUX W3AeNABAKHbIM
TennoMm. Yactb 1. TpeboBaHus K paspaboTke, Banugauum wu
TEeKyLW i KOHTPONb._ mpouecca CTepuaMsaunm MeguiuHCKnX
n3genvi.

KoHTakTHas unHtoepmaumnsObpatutecb K YNOJIHOMOYEHHOMY
npeactasutento=Smith & Nephew: 000 «CMUT 3HA HE®bLIO»
105120, ropoa=MockBa, CbIpOMATHUYECKNA 2-i Nepeynok, AoM
1, a7 9, nom 1, kom 1

Ten: +7 (495).755-55-03

References

« AAMI TIR 12, "Designing, Testing;;and Labeling
Reusable

Medical Devices for Reprocessing.in Health Care
Facilities: a Guide for Device Manufacturers,"

« AAMI TIR 30, "A compendium of processes,
materials, test methods, and acceptance criteria
for cleaning reusable medical devices."

« AAMITIR 34, "Water for reprocessing of medical
devices."

¢ ANSI/AAMI ST79, "Comprehensive guide to
steam sterilization and, _sterility assurance in
health care facilities."

« AAMI/ANSI ST81, (Sterilization of medical
devices- Information to be provided by the
manufacturer for the'processing of resterilizable
medical devices.

D AORN, Perioperative
Recommended Practices.

« Centers for Disease Control, Guideline for
Disinfection and~Sterilization in Healthcare
Facilities, 2008.

* Health Canada-June 2011, "Guidance Document
on Recognition-and Use of Standards under the
Medical Devices Regulations."”

* ISO 17664, Sterilization of medical devices —
Information-te. be provided by the manufacturer

Standards and

for the (processing of resterilizable medical
devices.

¢ German- Redbook, Proper Maintenance of
Instruments, Instrumenten-Aufbereitung

[Instrument Preparation Working Group].

¢ Reprocessing Medical Devices in Health Care
Settings: Validation Methods and Labeling
Guidance for Industry and Food and Drug
Administration Staff, March 17, 2015.

¢ UK Department of Health, Health::Technical
Memorandum 01-01: Decontamination of
reusable medical devices. Parts A and B.

¢ ANSI/AAMI ST77 "Containments devices for
reusable medical device sterilization".

¢« SO 15883-1, Washers-disinféctors- Part
Requirements for the development, validation
and routine control of a sterilization process for
medical devices

¢ ISO 17665-1 Sterilization of healthcare
products, most heat- Part'1: Requirements for
the development, validation. and routine control
of a sterilization processtfor medical devices.

Contact Information
Please contact authorized representative Smith &
Nephew, LLC:

105120, Moscow, 2" Syromyatnichesky lane, 1,
floor 9, prem 1, room 1
Tel: +7 (495) 755-55-03
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MPNTO>XXEHVE K MHCTPYKUWA MO NMPMMEHEHNIO
«KOMIMOHEHTbBI HABOPOB MHCTPYMEHTOB AOJ14
YCTAHOBKW CMETEMbI VLP MINI-MOD AJ1A ®NKCALUNN
MAJIbIX ®PATMEHTOB /KOCTEN>

ADDITION TO INSTRUCTIONS FOR USE
«VLP MINI-MOD FIXATION SYSTEM FOR SMALL
FRAGMENTS INSTRUMENT COMPONENTS>»
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Pycckuii/ Russian AHrnunickuin/ English
HAMWMEHOBAHWE MEANLUMHCKOIO U3AENNA (M) N EFO KITACCNDPUNKALNAZ MEDICAL DEVICE (MD)
NAME AND CLASSIFICATION

KoMnoHeHTbl  HabopoB  WMHCTPYMEHTOB [AN1A  YCTAHOBKM
cuctembl VLP MINI-MOD ana gukcaymm masnbix oparMeHToB
KocTei .
OMUCAHUE OCHOBHbIX ®YHKLWOHA/NBbHbIX 91EMEH TOB, COCTABHbIX HACTEN MW/ DESCRIPTION
OF MAIN FUNCTIONAL ELEMENTS, PARTS AND ACCESSORIES OF MD

VLP MINI-MOD fixation system for small.fragments
instrument components

cuctembl  VLP  MINI-MOD  pgns MaJibIX

thparmeHTOB KocTein 1.5Mm:
3eHKep AN BUHTOB 1.5MM c 6bICTpbIM coeanHeHnem MINI
(npn HeobxoammocTwn);
Aepxatens  VLP
HeobxognumocTn);
Vi3ameputens rny6uHbl gnsa BuHTOoB 1.5mMMm (1 wT);
HanpaButenb ceepna 1.1mm/1.5MMm, ABYCTOPOHHUIA (npwu
HeobxoanumocTHn);

HanpaButenb ceepna 1.1mm ¢ BapmabenbHbiM yraoMm (npu
HeobxoanmocTHn);
OTBepTka T4
HeobxogmumocTun);
- Pabouas yacTtb oTBepTkM T4 ¢ coeanHeHneM=MINI (1 wT);
- CTepxeHb Ansa n3rnb6anHmsa 1.5Mm (Mpn HEOBXOAMMOCTH);
- Kacceta VLP MINI-MOD pgna BuHTOB 1.5MM C KpbILWIKOWA

(npn HeobxopgnmocTn);
KoHTeiiHep VLP MINI-MOD pna nnaetuH
KPbIWKOA (NpM HEOBXOAUMOCTHN);
- KoHTeiiHep VLP MINI-MOD 1.5MM" ‘Moay/nbHbIn (Npwu
HeobxoaumocTHn);
KpblLwka KOHTeliHepa VLP
HeobxoaumocTn);
2. KomnoHeHTbl Habopa WHCTPYMEHTOB [A18 YCTaHOBKMU
cuctembl  VLP  MINI-MOD  gna, dukcaunmm  mManbix
hparMmeHTOB KocTeit 2.0MM:
3eHKep Ana BUHTOB 2.0MM cC BbleTpbiM coeguHeHnem AO
(npn HeobxoanmocCTH);
- [Oepxatenb VLP
HeobxogmmocTun);
V3meputens rny6uHbl gng BnHToB 2.0 MM (1 WwT);
HanpaButenb ceepna 1.5mMm/2.0 MM, ABYCTOPOHHUA (Npu
HEeobxoanumMocTHn);
HanpaButens ceepna 1.5Mm ¢ BapmabesnbHbiM yriaom (npu
HeobxoanumocTHn);
- OtBepTka T6 c /ukcupoBaHHOM
HeobxoanmocTn);
Pabouyan uyacTb oTBEPTKM T6 C coeguHeHnem MINI (npu
HeobxognumocTun);
Pabouyan yacTb OTBEPTKM T6 € 6bICTPbIM coeguHeHuneM AO

dukcaymm

1.5mMm  gnsa nnacTuH (Apwn

Cc ukcupoBaHHOW pyKoSTKOW (npum

1.5mMm cC

MINI-MOD (npwn

2.0Mm-  ansA nnacTuH (npwu

pyKosATKol  (npwu

(1 wr);
CtepxeHb (gma  wmnarnbaHua  2.0Mm/2.4MM . (fipK
Heob6Xxoa4NnMOCTH);

Kacceta VLP MINI-MOD gns BuHTOB 2.0MM C KPbILWKOW

(npn HeobxegumocTn);

KoHTeiHepy, VLP MINI-MOD pans nnactuH

KPbIWKOW~(ApM HEOBXOAUMOCTHN);

KoHTenHep., VLP MINI-MOD 2.0Mm MoayabHBIA (npu

HeobxopuMocTH);

Kpbltlika  KOHTeiHepa VLP

Heo06Xx04MMOCTHN);

3. KOMMOHeHTbl Habopa WHCTPYMEHTOB AO18 YCTaHOBKU
cuctembl  VLP  MINI-MOD gna  dwmkcaymn  manbix
parMeHTOB KocTeil 2.4MM:

- 3eHKep Ans BUHTOB 2.4MM C ObICTpbiM coeguHeHunem AO

(npn HeobxogmumocTHn);

2.0MM cC

MINI-MOD (npwn

fragments instrument components 1.5mm:

- 1.5mm Screw Countersinky, w/MINI QC (if
necessary);

- 1.5mm Plate Holder (if necessary);

- Depth Gauge for 1.5mm ‘Screw (1 pc);

- 1.1/1.5mm Double Drill .Guide (if necessary);

- 1.2mm VA Drill Guide (if-necessary);

- Fixed Handle T4 Driver_(if necessary);

- T4 Driver Shaft w/MINKQC (1 pc);

- 1.5mm Bending Rod=(if necessary);

- VLP MINI-MOD 1.5mm-.Screw Caddy with Lid (if
necessary);

- VLP MINI-MOD 1.5mm Plate Tray with Lid (if
necessary);

- VLP MINI-MOD
necessary);

- VLP MINI-MQDxTray Lid (if necessary);

2. VLP MINI-MOD fixation system for small
fragments instrument components 2.0mm:

- Countersink for 2.0MM W/AO QC (if necessary);

- 2.0mm Plate"Holder (if necessary);

- Depth Gauge for 2.0mm Screws (1 pc);

- 1.5/2.0.Double Drill Guide Small (if necessary);

- 1.5MM=VA Drill Guide Small (if necessary);

- Fixed-Handle T6 Driver (if necessary);

- T6 Driver Shaft MINI QC (if necessary);

- T6/Driver Shaft W/AO QC (1 pc);

- 2.0/2.4mm Bending Rod (if necessary);

- VLP, MINI-MOD 2.0mm Screw Caddy-with Lid (if
necessary);

= VLP MINI-MOD 2.0mm Plate Tray-with Lid (if
necessary);

-7 VLP  MINI-MOD 2.0mm Module Tray (if
necessary);

- VLP MINI-MOD Tray Lid (if necessary);

3. VLP MINI-MOD fixation system for small

fragments instrument components 2.4mm:
Countersink 2.4mm Screws: W/ AO QC (if

necessary);

- VLP 2.5mm Plate Holder (if necessary);

- Short Depth Gauge 2.4mm/2.7mm Screws (1

1.5mm Module Tray (if

C);
rIJDe)pth Gauge for 2.4mm and 2.7mm Screws (if
necessary);
- 1.8/2.4 Double Ended Drill Guide Smail (if
necessary);
1.8mm VA Drill Guide Small (if necessary) (if
necessary);
Fixed Handle T7_Driver (if necessary);
- T7 Driver Shaft-W/AO QC (1 pc);
2.0/2.4mm Bending Rod (if necessary);
- VLP MINI-MOD 2.4mm Screw Caddy with Lid (if
necessary);
- 2.4mm Long Screw Caddy (if necessary);
VLP MINI-MOD 2.4mm Plate Tray with Lid (if
necessary);
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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);
Pabouan yacTb oTBEpPTKM T7 C 6GbICTPbIM coeguHeHnem AO
(1 wr);

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

- Kaccera VLP MINI-MOD pgna BWHTOB 2.4 MM/ ANUWHHAs

(npn HeobxoanmocTH);

- KoHTeitHep VLP MINI-MOD pans

KpbIWKO/ (Npn HeobxoanmocTn);

- KoHTeiiHep VLP MINI-MOD 2.4MM Moay/ibHbIA  (Npwn

25mMm  gns (npwn

C (IMKCMPOBAHHOW PYKOSATKOWA

(npu

n3rnbaHums 2.0MM/2.4MM

(npn

nnactTuH =2.4Mm ¢

HeobxoanumocTn);

Kpblwka KOHTEeNHepa VLP MINI-MOD (npwn
HeobxognumocTn);
4. Hab6opbl Wab/oHOB NAACTUH:
Wa6nousl nnactmd  VLP  MINI-MOD+~, 1.5mMm  (npu
HeobxoammocTK):

- WabnoH Y-nnactuHbl VLP MINI-MOD“1:5mMm (He 6onee 10
WT, NpM HEOBXOANUMOCTHN);

- Wab6noH T-nnactuHbl VLP MINI-MOD-1.5mMm (He 6onee 10
WT, NpM HEOBXOANUMOCTHN);

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

- Wa6noH neBoOW KOMOHHOW  MmAaactuHbl VLP MINI-MOD
1.5mMm (He 6onee 10 wWT, NpU._HEO6XOAMMOCTN);
- Wa6bnoH npaBoit KOMOHHOK/ MnacTuHel VLP MINI-MOD
1.5mMm (He 6onee 10 wT, NPU HE06X0AUMOCTHN).
Wa6noHubl nnactuH  VLP MINI-MOD  2.0mm
HEeobXxoanMOoCTH):

- WabénoH Y-nnactuHol VLP"MINI-MOD 2.0mm (He 6onee 10
WT, NpY HEO6XOANMMOCTHK);

- Wa6noH T-nnacTtuHbl VLP MINI-MOD 2.0mm (He 6onee 10
T, NPY HEOO6XOANUMOETMN);

- Wa6noH npamoli nfactuHel VLP MINI-MOD 2.0MM (He
6onee 10 wT, npu/HEO6XOANMOCTHN).

Wa6noHbl nnactud_ VLP MINI-MOD
Heo06Xxo4NMOCTHN):

- Wa6noH Y-nnaciuusl VLP MINI-MOD 2.4mm (He 6onee-10
LT, NPy HeobxoANMOoCTN);

- Wa6bnoH T-nnactuHbl VLP MINI-MOD 2.4mm (He 60siee 10
T, NPY HEOBXOANMOCTHN);

- Wa6noHn npsamoli nnactuHel VLP MINI-MOD 24mm (He
6onee 10 wiT, mpn HEO6X0AUMOCTHN).

- Wa6bnoH ceruatoin nnactuHbl VLP MINI-MOD 2:4Mm (He
6onee 10.wWiT, Nnpn Heo6X0A4MMOCTHN).

5. KoHteitHep VLP MINI-MOD pansi MHCTpyMeHTOB (npu
HeobxogaMmocTh).

6. Kpbiwka KOHTellHepa  VLP
WHCTPYMEHTOB (NpPX HE06X04MMOCTH).

(npn

2.4mMm  (Mpn

MINI-MOD ons

- VLP MINI-MOD 2.4mm Module “Fray (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 VLPSMINI-MOD 2.0mm (not
more than 10 pcs, if.necessary);
- T-plate template VLP” MINI-MOD 2.0mm (not
more than 10 pes,.if necessary);
- Straight plate template VLP MINI-MOD 2.0mm
(not more than10 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 templates VLP MINI-MOD 2.4mm (not
more than-10 pcs, if necessary);
- Straight plate template VLP MINI-MOD 2.4mm
(not mare)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.

There are no accessories included.
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TEXHNYECKUNE XAPAKTEPUNCTUKWN MW/ TECHNICAL CHARACTERISTICS OF MD

KoMMNoHeHTbl cuctembl/ System
components

Pasmepbl, MM/ Sizes, mm

Macca B
ynakoBke, F
/Package
weight,.g

KOMMNOHeHTbl Habopa MHCTPYMEHTOB A/19 yCTaHOBKU cuctembl VLP MINI-MOD gnsa

hunkcaunm manbix pparmeHToB Koctelr 1.5mMm:

3eHKep A1 BUHTOB 1.5MM C

6bICTPbIM coegnHeHnem MINI

/1.5mm Screw Countersink
W/MINIQC

Oep>kaTtens VLP 1.5mm gnsa
nnactnH/ 1.5mm Plate Holder

N3meputenb rny6uHbl aAns
BUHTOB 1.5 mm/ Depth Gauge
for 1.5mm Screw

HanpaButenb cBepna
I.IMM/1.5 MM gBYCTOPOHHWI/
1.1/1.5mm Double Drill Guide

Hanpasutenb ceepna 1.1mMm c
BapunabenbHbIM yrnom/ 1. Imm
VA Drill Guide

OTBepTKa T4 ¢ PMKCUpPOBaAHHOM
pykoaTkoli/ Fixed Handle T4
Driver

Pa6ouas yactb oTBEPTKM T4 C
coegnHeHunem. MINI/T4 Driver
Shaft w/MINI QC

Ctep>XeHb AnAa nirndaHuna 1,5
MMZ12.5mm Bending Rod

Kacceta VLP MINI-MOD 1.5mMm
C KpblWwkKoW ana suHToB/ VLP

Anwda/lLength:
76,2 + 1,02
AnameTtp/Diameter:
2,95 + 0,13

OnuHa/Length:
25.4 + 0,5
AnuvHa (pykoatn)/ Length (handle):
19.05 £ 0,5

OnuHa/Length:
151,72 = 0,25
WwnpnHa/ Width:
14+ 0,25
AnnHa/Length:
104,39 = 0,5
BbicoTta/ Height:
22 + 0,25
WnpnHa (wunpokoii 4acTH)/Width
(wide part):
13,21 =+ 0,5
WunpuHa (y3koi 4acTH)/Width (thin
part):
8,38 £ 0,5
AnnHa/Length:
109,22 = 0,13
WunpnHa (wumnpokoii 4acTH)/Width
(wide part):
12,95 = 0,5
WwupuHa (y3kon 4acTH)/Width (thin
part):
7,87, 0,5
AnnHaZkength:
181,74 = 1,27
OnameTp (pabouein sacTH)/Diameter
(work part):
5,99 +£0,25

OnnHa/Length:
88,65 = 0,5
OnameTp (paboueinr 4acTH)/Diameter
(work part):

3,17 £ 0,1
AnaveTp(BHYTPEeHHWUR)/
Diameter(internal):
0,85 + 0,01
AnnHa/Length:
152,4 +£ 0,5
OwvnameTp/Diameter:
4,75 = 0,13
AnnHa/Length:
220,73 = 0,5
WunpnHa/Width:
57,15 = 0,5

13,00+ 1,3

5,69+0,56

76,54

+

7,65

34,02 = 3,4

34,2 3,42

56,9 + 5,69

11,34

l+

1,1

34,02

l+

3,4

461,36 + 46,14
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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:
1905 £ 0,5
TonwunHa kpbitikn/Lid thickness:
2,41 + 0,25

392,36 x,39,2

AnunHa/Length:

279,4 £ 0,5
WunpnHa/wWidth:

203,2 + 0,5
BbicoTa/ Height:

70,1 = 0,5
*KpblWwKa ~KoHTenHepa VLP MINI-MOD wucnons3yetcss B Habope
MHCTpyMeHTOB 1.5MM/2.0MM/2.4mMm (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 A/19 yCTaHOBKU cuctembl VEP MINI-MOD ansa dunkcauunn

Manblx dparmMmeHToB KocTeil 2.0mm:

3eHKep gnsa BUHTOB 2.0MM (C

6bICTPbIM coegmnHeHuem AO/

Countersink 2.0mm Screws
w/AO QC

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

N3mepuTtenb riaybuHbl Ans
BUHTOB 2.0 mm/ :Depth Gauge for
2.0mm_Screws

OTBepTKa T6 c.(pukcupoBaHHOMN
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:
4,5 = 0713

17,01 £ 1,7

Annna/Length:
31,75« 05
AunameTp pe3bbbl/ZDiameter of thread:
3,2+ 0,1

5,67 + 0,56

Anvnra/Length:
151,72 + 0,25
WrpunHa/ Width:
14 + 0,25

90,72 = 9,07

OnunHa/Length:
181,74 = 1,3
Onamerp. (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 OdnuvHa/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
LWnpuHa wmnpokoin yactu/Width (wide
part):
12,95 £ 0,5
WnpuHa (y3kon 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 (BHewHWiW) / Diameter
(external):
2,92 £ 0,01
AunameTp (BHYTpeHHUI)/Z Diameter
(internal):
2,29 + 0,01
AnnHa/Length:
104,39/ 0,5
BbicoTa/Height:
22 +°0,25
LWnprnHa (wmnpokoin 4acTH)/Width
(wide part):
13,21 + 0,5
HanpasuTens ceepia 1.5MM/2.0 WwnpuHa (y3kaoii 4acTH)/Width (thin
MM, ABYCTOPOHHWUIA/ part): 34,02 + 3,4
1.5/2.0 Double-Drill Guide 8,38 + 0,5
Small ToniiuHa/Thickness:
2,03 £ 0,13
OvameTp oTBepcTUA A5 cBepa
1.5MM/Drill hole diameter 1.5mm:
1,6 + 0,076
OvamveTp oTBepcTUA A5 cBepa
2.0MM/Drill hole diameter 2.0mm:

2,18 + 0,051
OnuHa/Length:
KaccetaVLP MINI-MOD gnis 233,43 £ 0,5
. WunpnHa/Width:
BUHTOB 2.0MM C KpblWwKoOW/ VLP 5715 + 05 563.99 + 56.39
MINE=MOD 2.0mm Screw Caddy BuicorasHeight:
With Lid 48,26 = 0,5

OnameTp oTBepcTuii/Holes diameter:
2,46 = 0,13



OnuHa/Length:

KoHTeiinep VLP MINI-MOD ans 190,5 £ 0,5

- WupnHas/Width:
nnactmH 2.0MM Cc KpblWKoOW /

120,65 £ 0.5 322,62 + 32,26
BbicoTta/Height:
VLP MINI-MOD 2.0mm Plate 12,19 + 0,5
Tray With Lid TonwuHa KpbllWKN/Lid thickness:
2,67 + 0,25
KoHTeliHep VLP MINI-MOD Annnaslength:
- 279:4 + 0,5
2.0mm MOAY/LHBLIA/ WupwHa/Width: 2653,52 *
203,2 + 0,5 265,35
VLP MINI-MOD 2.0mm Module BsicoTa/Height:
Tray 64,77 £ 0,5
KpblllKa KoHTelHepa VLP MINI- *Kpbillka KoHTeliHepa VLP MINI-MOD wucnonb3yetcs B Ha6ope
MOD/ MHCTPYyMeHTOB 1.5MM/2.0MM/2.4mMm (n.1, n.2,/ n.3)/ VLP MINI-

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

Macca B ynakoBke,

KoMnoHeHTbl cuctembl/ System .
y Pasmepbl, MM/ Sizes, mm r/ Package

components weight, g

3. KOMMNOHEeHTbl Ha6opa MHCTPYMEHTOB A8 ycTaHOBKU cucTembl VLR/MINI-MOD Ans dukcaumn
ManblX hparmMmeHTOB KoOcTei 2.4MM:

AnnHa/Length:
3eHKep ANnA BUHTOB 2.4MM C 88,9 + 1
6bICTPpbIM coeguHeHunem AO/ OnnHa pexyuieii yactu/kength of 18.6 + 1.86
Countersink 2.4mm Screws w/ cutting part: ' '
AO QC 17,07 £ 0,1
AnameTtp/Diameter:
45 + 0,13
Hdep>kaTtene VLP 2.5mm-gns 'D'H;QHS?)/Lfgggh:
’ ) 11,34 + 1,13
nnactuH / VLP 2.5mm Plate OuameTp/Diameter:
Holder 3,56 + 0,076
N3mepuTtenb rnyounHbl ansa
> 4727 = AnnHa/Zlength:
BUHTOB 2. .7 MM;=Manblii go 17572 + 0,25 90,72+ 9,07
50 mm/ Short Depth Gauge WuprHa/ Width:
2.4Amm/2.7mm Screws 14+ 0,01
N3mepuntenbs=raybuHbl Ans
/ i/ OnanHa/lLength:
BUHTOB 2.4/2.7 MM, ONTNHHbIN 98572 + 0.25 175,77 + 17,57
Depth Gauge for 2.4mm and Winpnna/ Width:
2.7mm Screws 14 + 0,01
AnuvHa/Length:
104,39 = 0,5
HanpasButenb ceepna Buicota/Height:
1.Smm/2.4 BYCTOPOHHUIN/ 22 *0.25
OMRLSS mm. ABYCTOP WiipnHa (wupokoii 4acTH)/Width 34,02 + 3,4

1.8/2.4 Double Ended Drill (wide part):
Guide Small 13,21 + 0,5
WunpunHa (y3koii 4acTH)/Width (thin
part):
8,38 + 0,5



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

OnameTp (BHewHMN) / Diameter
(external):
3,38 = 0,01

AnameTp (BHYTpeHHUn)/ Diameter
(internal):
2,57 £ 0,01

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

(wide part):

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

Driver (thin part):

17,38 = 0,25

AuawveTp (paboueii 4acTn)/Diameter
(work part):

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

OnameTp(BHYTPEHHWNIA)/
Diameter(internal):

1,54 + 0,01
OnuvHa/Length:
243,33 %,0;5
WupunHa/Width:
Kacceta VLP MINI-MOD ,D,i‘lﬂ 50,29 +0,5
BMHTOB 2,4 MM C KpblluKOW/ BbicoTa/Height: 594,6 + 59,46
VLP MINI-MOD 2.4mm_Screw
. { 58,42 40,5
Caddy with Lid OnameTp oTBepcTuini/Holes diameter:
2,777+0,25
AnvuHa/ZlLength:
7366 + 0,5
WupnHas/Width:
Kacceta VLP MINI-MOD gnsa 39,62 = 0,5
BUHTOB 2,4-MM AnvHHasA/ BpeicoTa/Height: 181,7 + 18,17
2.4mm Long-Screw Caddy 88,9 = 0,5
AuvameTp orBepcTuii/Holes diameter:
2,77 = 0,25
OnuHa/Length:
213,36 + 0,5
KoHTeliHep VLP MINI-MOD gns WunpuHa/Width:
naactuH 2.4MM C KpbILWKOWK/ 130,05 = 9,5 409,37 + 40,93
VLP MINI-MOD 2.4mm Plate BbicoTa/Height:
Tray With Lid 12,7 = 0,5

TonwwnHa kpblwkn/Lid thickness:
2,67 + 0,25



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 KoHTeitHepa VLP MINI-MOD wucnonb3yetcs ~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 N 0,99 iv9:2H5 o aide
mameTp oTBepCTUiA ole diameter:
1.5mMm/ 0,91 + 0,25
VLP OnuHa/Length;
MINI- Wa6noH T-NNacTuHb 45,29 + 0,25 _
VLP MINI-MOD 1.5MM,.3 WupnHa/width;
MOoD OTBEPCTUA TON0BKa; -8 13,46 £ 05
1.5mm oTBEDCTUi/ ’ BbicoTta/Height; 567 + 057
T-Plate P 33%05 ’ ’
Tert“ep'a VLP MINI-MOD L5MM T°”“;g§’iT2f§§”ess'
T-PLTEMP 3X8"HL OnameTp oTBepcTuii/i Hole diameter:
0,91 + 0,25
AOnuHa/length:
LWa6noH T=naacTUHbI 46,58°+0,25
La6no VLP MINI-MOD Z.OMM, 2 LUMpI/IHa/Width:
HT- OTBEpPCTUSA ronoBka, 8 10,67 = 0,5
obpasH oTBEpCTUii/ BbicoTa/Height: 41 + 0,41
oW 2,54 £+ 0,5
nnactm  VLP MINI-MOD 2.0MM TonuwmHa/Thickness:
Hbi T,PLTEMP 2X8 HL n B9 if}Z: o diamor
nameTp OTBEPCTU ole diameter;
2.0mm/ 1,32 + 0,25
VLP AnunHa/Length:
MINI- La6noH T-nnacTuHbI 46,46 + 0,25
MOD VLR MINI-MOD 2.0mm, 3 WrpuHa/Width:
2.0mm QTBEpCTUS rofioBka, 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



o6bpasH
ol

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 nnacTUHbI
2.0Mm/ VLP MINI-MOD 2.0MM

Y-PL TEMP 8 HL

Wa6noH Y-o6pa3HoW nsacTuHbI

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

Lla6noH ne.oii
KONMOHHON NNacTuHbI
VLP MINI-MOD 1.5mm,
12'x 2 oTBepcTus/

VER 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/

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 + 0,5
TonutmmHa/Thickness:
1,24 + 0,25

AvameTp oTBepcTuii/ Hole diameter:

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

OuameTp oTtBepcTuii/ 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

AvnameTp oTBepcTnii/ Hole diameter:

1,32 + 0,25
AnuvHa/Length:
57,07 £ 0425
WunpunHa/Width:
17,02 £-06
BbicoTa/Height:
5,33 /.05
TonwmHa/lThickness:
1,24.+/0,25

AunameTp oTtBepeiuii/ Hole diameter:

1,93 % 0,25

OnuHa/Length:
69,85 + 0,5
WmpunHa/Width:
9,8 £ 0,25
ToawmnHa/Thickness:
0,99 = 0,076

OnameTp oTtBepcTuii/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
Right Column Plate
Template 12 Hole x 2
Hole

LWa6noH npsimoii
nnacTuHbl VLP MINI-
MOD 1.5mm, 8
otBepcTuii/ VLP MINI-
MOD 1.5MM STRAIGHT

Wa6no PL TEMP 8 HL
Hbl
npsamMo .
i LWa6noH npsamoi
nnactuHol VLP MINI-
naactm
MOD 2.0mm, 8
HbI/ i/
VLP 0TBEPCTUI
MINT="" \Lp MINI-MOD 2.0MM
MOD STRAIGHT PL TEMP 8
Straigh HL
t Plate
Templa Wa6aoH nNpsiMoii
te nnacTuHbl VLP MINI-
MOD 2.4mm, 8
oTBepcTnii/

VLP MINI-MOD 2.4MM
STRAIGHT PL TEMP 8
HL

LWabnoH cetyaToli NNacTUHbI
VLP MINI-MOD 2.4mm, 12 x 3
otBepcTtnin/ VLP MINI-MOD
2.4MM MESH PL TEMP_12X3 HL

KoOMNOHEeHTblI cuctembl/ System
components

0,91+ 0,051

OnunHa/Length:
40,77 = 0,25
WupunHas/Width:
4,24 + 0,25
BbicoTa/Height:

127 £ 0,5

TonutnHa/Thickness:
0,99 + 0,25
AuvameTp orBepcTunii/ Hole diameter:
0,91 * 0,25
OnunHa/Length:
41,99 * 0,25
WupnHaswidth:
5,46 £ 0,25
BbicoTa/Height:

152 + 0,5

TonwumHa/Thickness:
1,19 * 0,25
AvameTp oTBepcTuii/ Hole diameter:
1,32 + 0,25
OnunHa/Length:
49,89 * 0,25
WunpnHa/Width:

6,35 = 0,5

BbicoTa/Height:

1,78 = 0,5

TonwmnHa/Thickness:
1,24 + 0,25
OwvnameTp oTBepcTnin/ Hole diameter:
1,93 + 0,25
AnnHa/Length:
91,74 + 0,25
WupnHaszWidth:

22 = 0,25

TonwunHa/Thickness;

1,24 = 0,25

OunameTp oTBepctnin/, Hole diameter:

1,98.+ 0,25

Pasmepsbl; Mmm/ Sizes, mm

5. KoHTeliHep MLP MINI-MOD gnsi MHCTPYMEHTOB:

KoHTelHep VVLP MINI-MOD pana

MHcTpymentos/ VLP MINI-MOD

General Instrument Tray

OnnHa/Length:
279,4 = 0,5
WupunHa/Width:
203,2 = 0,5
BbicoTa/Height;
87,12 + 0,5

6. Kpblllka KoHTeliHepa VLP MINI-MOD gnfi MHCTPYMEHTOB™

3,77+ 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! O6patmurecb K

A MHCTPYKL UM no
NpUMEHeHNIo
Pa3speLueHa npogaxa
TONbKO
"ONLY

KBanMUUUPOBAHHbLIM
cneunanuctam, WM no ux
yKasaHuio

3HakK COOTBETCTBUA
cTaHpapram EC

C€|

QTY |

Konunuectso
ynakoBske: 1

WTYK B

BO3MO>XHOCTb n METOAbI
INTEGRATING WITH OTHER MEDICAL DEVICES

KomMnoHeHTbl HabopoB ~WMHCTPYMEHTOB [ANA  YCTAHOBKMU
cuctembl VLP MINI-MOD /gna dukcaumm manbix pparmeHToB
KocTei npegHasHayeHbl ons MCnosib30BaHuA c
KOMMoHeHTaMn cuctembr VLP MINI-MOD pgna dukcauun
MasbIX hparMeHTOB KOCTEN

Manufactured by:

M

Cataloeg 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

MO NaETY

CO

QT

) ~ Quantity
i

MHTErPALVKN C APYITMMW )M/ 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 MATEPWMANOB >XWBOTHOIFO W (U UEJTOBEYECKOIO MPOVNCXOXAEHWNA/ DEVICES
INCORPORATING:-NON-VIABLE MATERIALS OF ANIMAL ORIGIN

M3gennsa Smith & Nephew He BK/OYaOT HEXN3HECNOCOBHbIE
MaTepuanbl XWBOTHOTO NPOUNCXOXAEHNS, nogobHbIe
mMaTepuansl He EPUCYTCTBYIOT B npoLecce Npou3BOACTBA U B
KOHEYHOM u3aeanu.

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.

NMHO®OPMAUUSA* O NEKAPCTBEHHbBIX MPEMARATAX U (MTN) PAPMALEBTUHECKMNX CYBECTAHLUUMNAX B

COCTABE MW/
INCLUDED=IN MD

INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL SUBSTANCES

Pasgen He TIpUMEHWM K paccMaTpuBaembiM M3AeNUaM, Tak
KakK paccmaTtpuBaemMble uagenus komnaHuu Smith & Nephew

He cofepxar MeANLMHCKNX cy6CcTaHyumit, Takxe
MeauunMHEKMe cy6CTaHuMM He YydyacTBYOT 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 SKCNNYATAUMW MW/ USE

N3genuss  npegHasHayeHo AN MCMNO/b30BaHUSA /B0
BHYTPEHHEl cpeae opraHu3ma uyenoseka. Mpu skcnayarauum
cnepyet nsberatb npeAHamMepeHHoro nonagaHus Bnar..Mpu
co6Ml0AeHUN NpaBu aKcnayaTauunm AaHHoe MefuHUHCKoe
usfenve He oOKasblBaeT BO3AeiCTBMS Ha fiogeii ¢
UMMNAHTUPYEMbIMU B OpraHu3M uesioBeka MeUUHCKUMU
n3genuamu, 6epemMeHHbIX >KEHLWIUH, XXEeHWWH ;,B= nepuos
rPYAHOrO BCKapMMBaHUS, AeTei, B3POC/iblX,— UMeLnX
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 ©F MD

The products are intended foruse in the internal
environment of the body. Aveid 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 UXPAHEHWA/ TRANSPORTATION AND STORAGE CONDITIONS

NHCTPYMEHTbI [10/DKHbI XPaHUTbLCS B OTBEAEHHOM MecTe,
[OCTYNn K KOTOPOMY OfpaHuWyeH, KOIOpoe  XOopoLlo
npoBeTpuBaeTcs W 3alulieHO OT Mbiu, BAAFM, HAaCEKOMBbIX,
TPbI3YHOB ¥ Ype3MepHbIX TeMnepaTyp W BAQXHOCTW.

MHoropasoBble U3Aenusi, KOTopble CTEePUAN3YIOTCS He cpasy

nocne  OYUCTKW, cfefyeT MNpoOCYWUTb C  MOMOLLbIO
6e3BOpCOBOIA Heabpas3unBHOI MSFKO TKaHu ons
npefoTBpaLleHns 3arpsisHeHns MWKpPOOpraHuamamu,

BO3MOXXHOIO BO BNIAXHOI cpege.
KoHTeNHepbl Npyu XpaHEeHUN MOXHO'CTaBUTb APYT Ha Apyra.
Hwnxe

npuBefeHbl pPEeKOMeHAyeMble AuanasoHbl YCNOBWiA

XpaHeHus

Ycnosusa TPaHCNOPTUPOBKU

Temnepatypa -20...35°C

BnaxHocTb 40 ...90%

AasneHne 86.6...106.7kMNa

YcnoBusa XpaHeHuUA

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

NOoPAAOOK n YCNnoBA YTUNN3AUNN nnn YHNUTOXEHUA mn/ DISPOSAL RULES AND CONDITIONS

3aTynuBlIMECS WU [OBPEXEHHble WHCTPYMEHTbI cnegyet
yTUIN3NpPOBaTh B COOTBETCTBUU c TpeboBaHMAMU
3aKoHoZaTenbCTBa = KaKk  3annaeMnosiorMyeckme  QnacHble
oTxoabl (knacc onacHocTu B). Hencnonb3oBaHHble NPOAYKTbI
MOXHO YTWAM3UpoBaTb KakK O6blITOBble 0OTX0AbL (Knacc
onacHoctn A).-Ecnm MHCTpyMeHTbl HeobXxoAMMo BEPHYTb B
KomnaHun Smith & Nephew, Inc. gna aHanusa,(CBsSXUTECH
no TenegoHy, yKazaHHOMY HuXe.

FTAPAHTUA_ W PEKNTAMALUNAZ WARRANTY AND CLAIM
KomnaHusa Smith & Nephew, Inc. (S&N) ‘mpepocTtaBnsiet
rapaHTuio=, Ha BCe CBOM MNPOAYKTbl fEpPBOHAYA/IbHOMY
nokynatento (3akasunky) OT AedeKkToB “U3roToBNEHUA 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

Blunt or damaged tools should be disposed as
epidemiologically hazardeus-waste (hazard class
B). Unused products can be disposed as household
waste (hazard class A). Ifithe 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 theworiginal purchaser (Customer)
against defect dn-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
6yneT BbiICTaB/eH cuyeT 3a N060K 3amelawlwmnin NpoayKT,
€C/IM OH He BepHeT 3anpolUeHHbIli 3aMeHeHHbIi NPOAYKT B
TeyeHne Tpuauatn (30) pAHel nocne oTnpaBku . S&N
3ameHsLWero npoaykra. [aHHas rapaHTus He
pacnpocTpaHaeTcs U aHHynupyeTcs B cnefyrulimx chyyaax:
() NpoAyKT ynakoBaH WM MapKMpoBaH KeM-1n60, ‘Kpome
S&N nanM ero ynosHOMOYeHHbIX areHtos; (/) NMPOAYKT He
ncnonb3yeTrcs B COOTBETCTBMM €O cneumdamkaumamu,
WHCTPYKUMAMKU UM TpeboBaHUAMKU MO  MCNONb30BaHUIO
npoaykta; (iii) obopygoBaHue MCNoibL30BaHO B/COYETAHUM C
pacxogHbiMKM MaTtepuvanamv UM NPUHaAANEXHOCTAMWU, He
npefHasHayeHHbIMN AN MCMosib30BaHus C Takum
obopyposaHuem; (iv) obopypoBaHue WCAONbL30BaAHO B
coyeTaHun c nepepaboOTaHHbIMW pacxXxofHbIMU “MaTepuanamm
UNN NpUHagnexHocTamu; (V) NpoaykT mogucumunposaH; (Vi)
y NpoayKTta UCTEeK CPOK rogHocTu; (vii) HOpManbHbIA M3HOC;
(viii)  ywep6 wu3-3a  HenpaBW/IbHOIO=\ UCMO/Ib30BaHUA,
nepepaboTkn, U3MEHEHUS, HECAHKLNOHMPOBAHHOIO peMoHTa
unu HebpexHol akcnayatauuyM wWav SAOBpeXAeHus u3-3a
HEOCTOPOXXHOCTU CO CTOPOHbI Brafesnsbla, notpebutens wam
nonb3osatens NpPoAykTa, BK/Yas, HO He OrpaHu4nBasChb,
XpaHeHune, akcnayaTauulo WA OYUCTKY; wunm (ix) nwobon
Oopyroi  yuwepb, HaHeceHHbll 'mPOAYKTY BNagesnbLlem,
notpebutenem wunm nonb3osatenem. 90-AHEBHaa rapaHTus
Ha PEMOHT pacnpocTpaHAaeTCs “Ha OTPEMOHTUPOBAHHbIN
HencnpaBHbIi KOMMNOHEHT. JTa fapaHTua pacnpocTpaHseTcs
TONIbKO Ha nepBOHayanbHOro Jfokynatensa y S&N (unu ero
aBTOPM30BAHHOrO  AUCTPUGBIOTOpPA) W HEe  MNOANEXMUT
nepegave. 3A WCKNOUEHWEM C/NYYUAEB, KOIrgA 3TO
3AMNPEWEHO W TPEBYETICA B COOTBETCTBUKN C
NMPUMEHUMbIM  3AKOHOOATE/ILCTBOM, 3TA TAPAHTUA
ABNAETCHA E,D,VIHCTBEHHOIZ FAPAHTMEA S&N, W BCE
APYITVE TAPAHTUM NHOBEOro BUOA WIN  YKA3AHWUA,
BK/TFOUAA TAPAHTUM KOMMEPYECKOW BbIrO4bl TOBAPA,
YOOBNETBOPUTE/IBHOFO KAYECTBA W NPUFOOHOCTU
[N1A ONPEAENEHHOW HENMN UCK/KOYEHbI.

YMONHOMOYEHHON MPEACTABUTE/b
NMPON3BOAUVNTENS HA TEPPUTOPUN POCCUNCKOW
DPEAEPALLNUA:

000 «CmuT 3HA /Hedblo», Poccusa, 105120, r. Mocksa,. 2-i
CblpoMATHMYECKUIA nepeynok, A4. 1, at.9, nom.1, kom.1l
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 dispesables 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.
EXCEPTT TO THE EXTENT PROHIBITED OR
OTHERWISE REQUIRED BY APPLICABLE LAW, THIS
WARRANTY IS THE SOLE WARRANTY QF S&N, AND
ALLY 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

HAVMEHOBAHUWE U IOPUONYECKUW AQPEC RPOU3BOAUTENA MW/ NAME AND LEGAL ADDRESS OF

MANUFACTU RER

PA3PABOTYNK:

Smith & Nephew, Inc. (Cmut aHg Hedbio, NHK.), 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:

DEVELOPER:
Smith & Nephew,«ne., 1450 Brooks Road
Memphis, Tennessee (TN) 38116, USA

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

MANUFACTURING SITES:
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1. Smith & Nephew, Inc. (CmuT 3Hg Hedbto, UNHK.)

1450 Brooks Road, Memphis, Tennessee (TN) 38116, USA

(CLA);

2. Smith & Nephew Orthopaedics GmbH (CmuT 3Hg Hedbto

OpTonegukc Mm6X), AlemannenstraBe 14, D-78532,
Tuttlingen, Germany (F'epmaHus);

3. Smith & Nephew Inc, Endoscopy Division (CMUT 3Hpg,
Hedbto, NIHK., QHgockonn OuemxH), 76 S.Meridian Avenue,

Okiahoma City, Oklahoma (OK), USA (CWA);
4, Avalign Delivery Systems Division

600, Greenwood, Indiana (IN) 46143, USA (CLWA).

(ABanaliiH
Auvnalisepn Cucteme OuBuxH), 2121 Southtech Drive, /Suite

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

2. Smith & Nephew Orthopaedics GmbH,
AlemannenstraBe 14, D-78532, Tuttlingen,
Germany;

3. Smith & Nephew Inc, Endoscopy Division, 76
S.Meridian Avenue, Okiahoma City, Oklahoma
(OK), USA;

4, Avalign Delivery Systems Division, 2121
Southtech Drive, Suite 600,  Greenwood, Indiana
(IN) 46143, USA.
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~te of Tennessee )
County of Shelby ) I

Subscribed (or affirmed) before me this &y
/7y ™ r A d nmonfh). 2020. by

rai OF$igner), whose identity was
cnof/iledge or satisfactory eyi™~nce

/L (Signature of Naotary)

proven to me by personal

(Sedl of

Total urser of pages- 4
Name;

ShbS”



{I"epeBqA, C aHITMINCKONO S13b KA HAPYCCKUN SIBb K]

[Mepesqn, HBOVICElA, NMeYaT N HOTaPVIAVTbHOIO 3aBEPeHVil Ha JOKYMEHTE <«/HCTRYKLMSA Mo
MOIVEHEH/HO B OTHOLLEHN MEOWILIHCKOIO VRO VA ,,KOMMOHEHTbI HAOOP0B MHCTPYMEHTOB /H
yCTaHOBKU cuctembl VLP MINI-MOD gm dvikcauym varbiX  doparMeHToOB, 'KOCTeIn >3
MPeACcTaB/IeHHOM HaL aHITIICKOM DY CCKOM sBb Kalx. |

[Ha 6ae kovmaHm «<CMnT aHa, Hedsto, HK ]

1450 Bpykc Poya Memdoc, wwrar TenHeceu (TH), 38116, CLUA
(1450 Brooks Road Memphis, Tennessee (TN), 38116, USA)

CrneLpiariiCT oTaes1a HOPVIEITVIBHO-TPAaBOBOKO Pery/ VpOBaH/A
MopyH YUTCOH
24 mapTta 2020r.

Inogrmcy!

[Bxreira
LLitaT TeHHeccK
Oxpyr LLlien6un
MogrmcaHo (WM yOOCTOBEPEHO). B MOeM MPUCYTCTBUM ceroansd, 24mapta (vecsd) 2020 T.
MOpVH YUTCOH (MM NOAMMCABLLIErOCS /LIA), Ybsl JIMYHOCTL Ob g NMoATBEPXAEHA HA OCHOBaHN
JINYHOTO 3HAKOMCTBA WM AOCTATOUHbIX A0Ka3aTES LCTB.
Inoarmcy! (Moarwmcy HoTapuyca)
(Feyars Hotapuyca)
Bcero crpaHnL, B JOKyMEHTE; 41
VIVS. MopiH YTcoH 'noapince!
JOMKHOCTBL: cnevviarieT oTAer1a HopVIaTVBHO-TPABOBONO- Peryy i008aH/s]

[Mevars HoTapunyca]

[Bkreiaa (Ha 060poTe JOKYMEHTA):
LLiTaT TeHHeccn )
Okpyr LLlen6m )
MogrmcaHo (Win-yOOCTOBEPEHO) B MOEM MPUCYTCTBUN CeroaHs, 24 mapta.(vecsu) 2020T.
MOpWH YUTCOH- (M MOANMCaBLLErOCs JINLR), UbSt JIMUHOCTL Oblia NOATBEKAEHA HA OEHOBaHM
JINYHOTO 3HAKOMCTBA WM AOCTATO4HbIX [0Ka3aTesbCTB.
Inoarwvics! (Moarwmes HoTapuyca)
(Mevarb HoTapryca)
Bcero ctpaHuL, B OKyMeEHTE: 41
Vivs: Mopiai YuimcoH 'noaymice!
JOMKHOETD; cnevriaricT orae.Ha HOPVETVIBHO-TPABOBOIO Peryy1joosa V]

[MNeuars, Hotapunyca]



MepeBoj JAHHOTO TeKcTa CAenaH MHOW, nepeBoAYnKoM MapKoBbiM ANeKCaHAPOM JIneKcaHApoBUYEM.

Poccuitickaa depepauus
Nopopg MockBa
TpuHaguaToro anpens gse TbiCA4YM ABaguaToro roga

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

JWHHOCTE My VICEBLLENO [IOKYIVIEHT YCTaHOB IeHA. Ve
SapervevposaHo BpeecTpe: Ne 77/B-+H/77-AX0- m

Bsb CrxaHO rocy1gpcTBeHHON MoLLnvHb | (M Tapdy): 100py6.
M1BHeHD 38 kaEaH/R YO M MBB0BONO M TEXH/MECKOINO XapakTepa: 300pya.

Boero mpatH

M cKkpenneHwn™~y™Nb

Horapuyc



