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Instruction for use
Ren.sahle surgical in.sInmiciits for ortliopctlic operations for anterior or po.sterior cruciate
ligament reconstructive surgery in the knee joint with accessories: Instrumentation Tray,
Instrumentation Tray lid, Guide Carriage, Obturator for Retrograde Reamer Bullet,
Retrograde Reamer Bullet Inserts for use with 2.4nim Heath Pin, Restore Drill point pin
with eyelet. Outside In Suture Pas.scr
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English text
Instruction for use

Important: Please read these instructions, before use.

Reusable surgical instruments for orthopaedic operations for
anterior or posterior cruciate ligament reconstructive surger>' in the
knee joint with accessories:

Instrumentation Tray

Instrumentation ‘fray lid

Guide Carriage

Obturator for Retrograde Reamer Bullet

Retrograde Reamer Bullet Inserts for use with 2.4mm Beath Pin

Restore Drill point pin with eyelet

Outside In Suture Passer

Be
NON-STERILE - REUSABLE

INDICATIONS

Instrumentation Tray, Instrumentation Tray lid, Guide Carriage,
Obturator for Retrograde Reamer Bullet, Retrograde Reamer Bullet
Inserts for use with 2.4mm Beath Pin, Restore Drill point pin with eyelet.
Outside In Suture Passer are intended to be used for orthopaedic
operations for Anterior or Posterior Cruciate ligament reconstructive
surgery of the knee joint.

DESCRIPTION
The Reusable Surgical Instruments are a collection of non-sterile,
reusable surgically invasive devices for transient use during orthopaedic
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Russian text
PyKOBOACTBO N0 3KcnayaTayumu

BaxHO:  nepes  MCMONb30BaHMEM BHMMaTeNbHO  NpouuTainTte
PYKOBO/ACTBO MO 3KCMayaTaLuu

NHCTPYMEHTBI XUpypruyeckme MHOropa3oBble ans
opToneaMYeckMx — onepayuin B npouefypax  PeKOHCTPYKLMUK

nepefHen nnn 3agHeln KpectoobpasHbiX CBA30K KOMENHOro cycTaBa
C NPUHAA.3eXXHOCTAMM:

NoTok

KpblLlwKa 419 noTKa

Briok-fepxxartenb HanpaBuTens

O6TypaTop HanpaBMAOLLEr0 CTEPXKHA PETPOrpagHoOro puMepa

Bknagbill  HanpaBnAloLWero  CTePXHA  ANA  WUCMOMb30BaHUA  C
peTporpasHbIM pUMepoOM U crinuein 2,4 mm
Cnuua-ceepnio € yLIKOM
MMPOBOAHWK HUTW CHapYXXW BHYTPb
5¢ Only
HECTEPW/NIbHBIE and MHOIOPA30OBOIO

MCMOJNIb3OBAHINA

MOKA3AHNA K MPUMEHEHWIO

Bnok-gepxartenb HanpaBuTens. O6TypaTop HanpaBNsOLLEr0 CTEPXKHS
PeTporpagHoro pumepa, Bknagblll CTEPXHS HanpasBAsoWLero Ans
MCNONb30BaHMA C PUMEPOM pPeTporpagHbiM W cnuueit 2.4 mm. Cnuya
CBEpP/IO C YLIKOM, MpPOBOAHWK HUTW CHaPYXMN BHYTPb, JTOTOK 1 KpbiliKa

ANS NOoTKa npefHasHayeHbl A4 OPTOMefMYecKUX ornepauuii  no
PEKOHCTPYKLUMM nepeaHen unuM  3afgHell  KpecTtoobpasHbiX CBA3OK
KONEeHHOro cycTasa.

OMNMCAHWE

Xupypruyeckue NHCTPYMEHTbI SABNAOTCA HeCTepUIbHbIMK
WHBA3WBHbIMW  XUPYPrUYecKUMU  WUHCTPYMEHTaMW  MHOropasoBOro



procedures.

INSTRUCTIONS FOR USE
Refer to the implant specific package insert for use of an instrument with
the implant.

CONTRAINDICATIONS
None known.

WARNINGS
Appropriate personal protective equipment and attire should be worn
when cleaning and sterilizing soiled surgical instruments.

Instruments may have sharp cutting edges that will puncture skin.

PRECAUTIONS

It is imperative that the surgeon and operating theater staff are fully
conversant with the appropriate surgical technique for the surgical
instruments.

Inspect for damage prior to use. Replace a damaged, worn or bent
instrument. Do not attempt to straighten, sharpen or repair.

Do not use a reusable instrument for any purpose other than its intended
use as that may result in damage to the instrument.

Follow the instructions and warnings issued by the suppliers of any
cleaning and disinfection agents and equipment used.
Do not exceed 137°C during sterilization.

Highly alkaline conditions can damage products with aluminium parts.
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NCMNONb30BaHWUS A1 BPEMEHHOrO
OpTONEeANYECKMX OonepaLuii.

NCMoNb30BaHNA B xoae

NMHCTPYKUWMA MO NPUMEHEHWIO

Ons nonyyeHuss peKoMeHAauuid no WMCMNoNb30BaHWKO WMHCTPYMEHTa ¢
MMMNAHTATOM CM. CreluanbHy0 UHCTPYKLUMIO-BKNaAbIW, Npuiaraemyto
K MMNAaHTaTy.

NMPOTN1IKOMOKA3SAHWA
Hens3BecTHbI.

NMPEAYMPEXAEHWNA

Mpu  uYMCTKE W CTEPUAM3ALMM  3arPSA3HEHHbIX  XMPYPrUYECKnX
MHCTPYMEHTOB CnefyeT WCNONb30BaTb COOTBETCTBYHOLLME CPeAcTBa
NIMYHOI 3alNTbI U CeLnanbHyo oaexay.

WNHCTPYMEHTbI MOTYT UMEeTb OCTPbIE PEXYLLNE KPOMKW, KOTOPbIE MOTYyT
npopesaTb KOXY.

MEPBblI MPEAOCTOPOXHOCTMU

Xvpypr wn Bcs onepauyuoHHas 6puraga 06s3aTeNbHO AO/MKHbI B
COBEpPLUEHCTBE BNafIeTb ONPEAENeHHbIMU XUPYPrMUYECKUMU MPUEMAMMU,
AN KOTOPbIX MCNOMb3YTCA XUPYPrYecKne NHCTPYMEHTI.

Mepea UCMNoNb30BaHWEM ClielyeT NMPOBEPUTL OTCYTCTBUE MOBPEXAEHUIA.
MoBPEXAEHHbIA,  W3HOLWIEHHbIA  WAW  U30TH>TbIA  UHCTPYMEHT
He06XOAMMO 3aMeHWUTb. He nbiTaliTecb BbINPAMAATb, TOYUTb WUAN
PEMOHTUPOBATb MHCTPYMEHTHI.

He 1Mcnonb3yiiTe MHOrOpa3oBblii MHCTPYMEHT B LIENSX, AN KOTOPbIX OH
He npefHasHayeH, TaK KaK 3TO MOXET TMPMBECTU K TMOBPEXAEHMIO
WHCTPYMEHTA.

CnepyviTe  WHCTPYKUMSM M yuyuTbiBaiiTe MpeaocTepexeHus
NOCTABLWMWKOB MCMNONb3yeMblX uUnClAlUMX M [fe3MHPEeKLUOHHbIX
npenapaToB M YCTPOMCTB.

TemnepaTypa B npouecce CTEPH.T3alWW HC AO/DKHa NpeBbiwaTh
137°C.



Complex devices, such as those with lubes, hinges, retractable features,
matted surfaces, and textured surface finishes, require special attention
during cleaning. Manual pre-cleaning of such device features is required
before automated cleaning processing.

Avoid exposing instruments to hypochlorite solutions, as these will
promote corrosion.

Clean delicate instruments separately from other instruments.
Repeated processing has minimal effects on instrument life and function.

End of useful instrument life is generally determined by wear or damage
from handling or surgical use. Inspect instruments between uses to verify
proper functioning. (See ‘inspection and Functional Testing” instructions
below.)

CLEANING AND STERILIZATION INSTRUCTIONS
These cleaning and sterilization instructions have been validated for

preparing reusable instruments for reuse. It is the responsibility of the end
user to ensure that the cleaning and sterilization is actually performed
using appropriate equipment, materials, and personnel to achieve the
desired result. This normally requires validation and routine monitoring
of the process.

Any deviation from these instructions should be evaluated for
effectiveness and potential adverse consequences.

PREPARATION
e Clean instruments as soon as possible after use. If cleaning must
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CWUNbHO LWeNoYHas cpefa MOXET CcTaTb MNPUYUHON
U3Lennin, cogepxalyux getanu m3 anomulims.

UncTKa CNOXHbIX YCTPOWCTB, HanpuMep OCHALeHHbIX Tpybkamu,
LapHMpamu, BTATMBaEMbIMY getansimu. CONPSXKEHHbIMY
MOBEPXHOCTAMM N NOBEPXHOCTAMU C TEKCTYPHbIM MOKPbITUEM, TpebyeT
0co60t0 BHUMaHMA. Takue feTanu YCTPOMCTB nepes aBTOMaTUYeCKOM
YMNCTKOW HEeOob6XO0AMMO MpefBapuUTeNIbHO MOYNCTUTL BPYUHYIO.
He noasepramnTe WHCTPYMEHTHI BO3/eiCTBUIO
FMNOX/M0PUTOB, TaK Kak OHM CNOCOGCTBYIOT KOPPO3UM.

MOBPEXAEHMS

pacTBOpOB

UNCTKY XPYMKWUX WHCTPYMEHTOB CfieflyeT BbINOMHATb OTAENbHO OT
APYTUX WHCTPYMEHTOB.

MoBTopHas 06paboTka OKa3biBaeT MUHUMaNIbHOE BO3eiCTBME HA CPOK
FOAHOCTU U (OYHKLMUN MHCTPYMEHTA.

CpoK TO4HOCTU WHCTPYMeHTa O0ObIYHO 3aKaH4YMBaeTCA B pesyfbTarte
M3HOCA WMAN NOBPEXAEHWI, MONYYEHHbIX B Npouecce obpalieHus uau
XUPYprmyeckux  onepaumnii.  lepef  KaXAbiM  MCMOMNb30BaHUEM
npoBepbTe, Hagnexawu.m 1 obpazoMm MYHKUMOHUPYET WHCTPYMEHT.
(Cm. pasgen «OCMOTp M NMpoBepKa NPUrofgHOCTU AN UCNONb30BAHUAY
HUXe.)

MHCTPYKUWW MO YNCTKE UCTEPUNUSALNN

bbin0 NOATBEPXAEHO, UYTO COOMKOAEHME HACTOALWMX WMHCTPYKUMIA Mo
YNCTKe W CcTepuausauuy Mo3BONAET MOAFOTOBUTH  WHCTPYMEHTSI
MHOropasoBOro WCMo/fib30BaHWA A8 MOBTOPHOIO  MCMNOJb30BaHWS.
YT06bI NONYYNTb HEO6XOAUMbBIC pe3yfibTaTbl, KOHEYHbIA NoTpebuTens
06a3aH 06ecneunTb  BLINOJIHEHME UYUCTKW W CTepunusayum ¢
MCnonb3oBaHWeM Hafnexatiero o60pyf0oBaHUA, MaTtepuanos 1 cuiamm
COOTBETCTBYHOLWMX cneumanucTos. Kak npaesuno, TpebyeTtcs Banugaumns
N NNaHoOBOe HabnwogeHue 3a npoueccoM. JIlo60e OTKNOHEHUE OT 3TUX
WHCTPYKLMIA MOANEXUT OLEeHKe Ha npeamMeT ero 3aPgeKTUBHOCTU K
BO3MOXXHbIX HEraTUBHbIX MOCNEACTBUIA.

MoAroToBKA

. WHCTpyMeHTbI  cnegyeTr  4YMCTUTb B KpatyanWwuii  (no



be delayed, wet the instruments in a compatible liquid solution to  BO3MOXXHOe'! 1) CPOK MoOc/fe MCnonb3oBaHuA. Ecnm 4nctky Tpebyetca

prevent drying and encrustation of surgical soil. OT/NIOXWUTb, CMOYUTE MHCTPYMEHT B PacTBOpe MOAXOAALLEro MOKLLEro
« Avoid prolonged exposure to saline to minimize the chance of CpeAcTBa, 4ToObl NPeAOTBPATUTL Bb!CbixaHne 1 06pa3oBaHKe Haneta u3
corrosion. TKaHeil, OCTaBLUMXCA Ha WHCTPYMEHTe Mocfne  XUPYPruyeckon
* Remove excessive soil with a disposable wipe. onepaymu.
Prior to stcrilizalion. instruments should be cleaned by cither automated UTobbl CHM3UTb BEPOATHOCTb KOPPO3WUW, He MnofBepraiTte
or manual means described below. ONNTENbHOMY BO3[EeNCTBUIO COMEBLIX PaCTBOPOB.
. Ypanute OCHOBHYO yacTb Haneta ofiHOpa3oBENM

[[pucnocobneHnem ans YNCTKK.

Mepes Hayanom CTepuan3aLum WHCTPYMEHTOB CnefyeT BbIMONHUTL UX
aBTOMATMYECKYld WAM  PYYHYHD OYMCTKY B COOTBETCTBMM  CO
CNefyoWmnMn yKa'lWHUAMU.

ABTOMATUYECKAA OUNCTKA
AUTOMATED CLEANING MEECTpyMeHTbL OCHalleHHble TaKMMW CNOXHbLIMW  3/IEMEHTaMU, Kak
Instrument types with such complex design features as cannulations, KaHtNW, NPOCBEeTbl (T. €. TPybKMW), OTBEPCTMUS, [HAPHMPHbIE Y3bl,
lumens, (i.e. tubes), holes, hinged joints, box locks, spring-loaded BCTPOEHHbIE 3aMKW, MPY>XWUHHbIE BO3BPATHbIE 3/IEMEHTLI WA rmokme

retractable features, or flexible shafts; must be manually prc-cleaned prior CTEPKHW, ~ fO/DKHBI - OYMLLATLCA ~ BPYUHYIO — TIEPEQ  BbINOHEHNEM

. . . aBTOMAaTUYECKOM OUYMUCTKU, YTOOL! 06M1ErUnTb YaaneHne CyLecTBYHOLLIMX
to automated cleaning to improve the removal of adherent soil. 3arpA3HEHMi

WHCTpYKUMKN No npefBapuTenbHON PyYHO OYMNCTKe

. MpomMoiTe BHYTPEHHME Y4YacTKM TenabiM PacTBOPOM MOKLLEFO
cpeactBa. O6patuTe 0C060e BHMMaHWE Ha TMPOCBETbl, KaHKWU,
0TBEpPCTUS, pe3bOy, Wenu, LWBbl W TPYAHOLOCTYNHblE y4yacTku. [pu
MPOMbIBKE WHCTPYMEHTOB MNpMBeAUTe B [EWACTBME BCE MOLBMXHbIE
MexaHu3Mbl (LLapHUPHbIe Y3/bl, BCTPOEHHbIE 3aMKW WAN MPY>XWUHHbIE
3NEMEHTbI), YTOObl yAanuTb BCe MMEKLMECH B HUX OCTATKM KPOBU U
3arpA3HeHnin. EcnM KOMMOHEHTbl WHCTPYMEHTa MOryT BTArMBaTbCH,
BTAHUTE WAN  packKpoWTe COOTBETCTBYIOLLYI [eTa/lb, BbIMNOAHASA
MPOMbIBKY aHHOI0 yyYacTKa.

Manual Pre-Cleaninu Instructions

e Flush internal areas with a warm detergent solution. Pay close
attention to lumens, cannulations, holes, threads, crevices, seams,
and any hard to reach areas. While flushing, actuate any moveable
mechanisms, (hinged joints, box locks, or spring-loaded features),
to free trapped blood and debris.

If the components of the instrument can be retracted, retract or
open the part while flushing the area.

* For instruments with flexible shafts, flex the instrument while

) . [ns MHCTPpYMEHTOB ¢ EMOGKMM Banom crubaiite MHCTPYMEHT BO
flushing. BPEMSA MPOMBbIBKM.
« For instruments with lumens, brush the internal surfaces of the , Y WHCTPYMEHTOB C MPOCBETAMU C MOMOLYbIO LETKM MPOYUCTUTE
lumen. BHYTPEHHME NOBEPXHOCTM MPOCBETA.
* Rinse the instrument thoroughly with warm tap water. . TwWaTeNnsHo NPOMOIATE  MHCTPYMCEET Tennol BOAOW W3- nog
* Ultrasonically clean the instrument for 10 minutes in neutral pil  ypana.
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detergent, in accordance with the manufacturer's

instructions.

prepared

I.(utdinu Instructions

e Load instruments into washer disinfector so that hinges arc open
and cannulalions and holes can drain.

e Place heavier instruments on the bottom of containers. Do not
place heavy instruments on top of delicate instruments.

e For instruments with concave surfaces, such as curettes, place
instrument with the concave surface facing downward to facilitate
draining.

Automated Cleanimi Instructions

e Clean in a validated washer disinfector wusing the
“INSTRUMENTS” cycle and a pH neutral cleaning agent intended for
use in automated cleaning. Effective automated cleaning can be achieved
using the following parameters: two cold water pre-washes (minimum
hold of two minutes each); a hot water enzyme wash (minimum hold of 4
minutes);
followed by a hot water pll neutral detergent wash (minimum hold 3
minutes at 60°C); a hot water rinse (minimum time 20 seconds); a
thermal rinse (minimum hold of 1 minute at 82.2®C) and dry (minimum
hold 5 minutes at 95°C).

e After automated cleaning, proceed to inspection, instructions
below.

MANUAL CLEANING
Clcaninti Instructions

* Prepare an enzymatic cleaning solution in accordance to the
manufacturer’s instructions.

e Soak soiled instruments for a minimum of 10 minutes. Do not
exceed 30°C.

When cleaning, fully immerse the instrument in the cleaning solution
to avoid aerosol generation. Use a soft bristle brush to remove all traces
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. BbINOMHUTE YNCTKY WHCTPYMEHTa Y/NbTpa3sByKOM B TeyeHue )
MUHYT B pll-He/TpaibHOM MOMOLLEM pacTBope, MOArOTOB/IEHHOM B
COOTBETCTBUU C UHCTPYKLMAMWN U3rOTOBUTENSA.
WHCTPYKLMM MO 3arpy3ke B MOEYHYIO MaLLUHY
*  VHCTpymeHTbl cnegyeT pa3mellatb B [e3UH(EKLMOHHOWA
MOeY}Hol MalluHe Tak, 4YToObl LapHMUpPbl OblIY PACKPbITHI, & XUAKOCTb
MOT/ia NPOXOANTL Yepes KaHN 1 0TBEPCTUS.
* bonee TaAXKenble WMHCTPYMEHTbI CneAyeT yKaafbiBaTb Ha AHO

KOHTeliHepoB. He yknagbiBaiiTe TsXKeNble MHCTPYMEHTbl MOBEpPX
XPYNKWX.
* VIHCTPYMEHTbl C BOFHYTbIMW  MOBEPXHOCTAMM,  Hanpumep

KIOpPeTKK, crefyeT yknaaE>[Batb BOrHYTOM MOBEPXHOCTHIO BHW3, YTOObI
06/1erunTb CTEKaHNE.

NHcTpykupm N0 aBTOMATUYECKOW OUUCTKE

. BbinonHute unctky B pexume «MHCTPYMEILIT bl». ncnonb3ys
YTBEPXKAEHH>TO  [E3UH(EKLNOHHYI0O  MOEYHYK  MaluHy u  pU-
HelTpanbHbIA YUCTAWMUIA areHT, npeAHa3HaueHHbIN 4N MCNO/b30BaHWA
B MnpoLiecce aBTOMaTMYeCKoW YUCTKU. IM(HEKTUBHAA aBTOMaTMyeckas
OYMCTKA BbIMOMHAETCA NPU WUCMOML30BAHUN CrefylowWwux MnapaMeTpos:
[Ba 3amayMBaHuA B XO/MOAHOW Bofde (He MeHee ABYX MUHYT KaX[oe);
NMPOMbIBKA B ropsyem (epMeHTHO.M pacTBope (He MeHee 4 MUHYT);
NMPOMbIBKa B ropsaye.M pH-HeiTpasbHOM pacTBOpe MOMOLLEro cCpefcTBa
(HC meHee 3 MWHYT npu Temnepatype 60 °C); npombiBKa B ropsyen
Bofe (He meHee 20 cekyHA); TepMuuyeckas MpombiBKa (He MeHee 1
MUHYTbI Npu Temnepatype 82,2 °C) u cywka (He MeHee 5 MUHYT npu
Temnepatype 95 °C).

. Mocne aBTOMaTUYecKoi OYMCTKM
OCMOTPY, CNnefys UHCTPYKUMAM, MPUBEAEHLLUNIM HUXE.

nepengute K

PYUHAA OUNCTKA
MucTtpykup N0 QUNCTKe

* [logrotoBbTe (PEPMEHTHbIA YUCTALWMIA PacTBOP B COOTBETCTBUM
C UHCTPYKUUAMU U3rOTOBUTENSA.

e 3amouuTe 3anavykaHHble MWHCTPYMEHTbl Kak MWHUMYM Ha 10
MUHYT. TemnepaTtypa He fo/kKHa npesbiwars 30 ®RC

Bo Bpems YMCTKM MOSIHOCTbIO MOrPy3nUTe WUHCTPYMEHT B YUCTALLUIA



of blood and debris; pay close attenlion to any hard to reach areas,
textured surfaces, or crevices. When cleaning Instruments with
cannulalions or lumens (i.e. tubes), or holes, use a tight-fitting, soft, non-
mctallic cleaning brush or pipe cleaner to scrub the cannula, lumen, or
hole. Push in and out, using a twisting motion to remove debris. Use a
syringe filled with enzymatic cleaning solution to flush hard to reach
internal areas. When cleaning articulating instruments, (those with
moveable parts), brush with a soft non-metallic bristle brush to remove all
traces of blood and debris. Pay close attention to threads, crevices, seams,
and any hard to reach areas.

Actuate any moveable mechanisms, such as hinged joints, box locks,
or spring-loaded features, to free trapped blood and debris. If the
components of the instrument can be retracted, retract or open the part
while cleaning the area.

I’or instruments with flexible shafts, flex the instrument under the
cleaning solution. Rinse the instrument thoroughly with warm water.

» Ultrasonically clean the instrument for 10 minutes in neutral pH
detergent, prepared in accordance with the manufacturer's instructions.
Rinse the instrument thoroughly with warm water.

Rinsimz Instructions

Rinse the instrument thoroughly with filtered water at 38-49°C, agitate
for a minimum of | minute; repeat rinse at least two additional times.
When rinsing, pay particular attention to flush the cannulations, lumens,
or holes with warm tap water. Also pay particular attention to internal
areas and moveable parts. Actuate moveable parts while rinsing. If the
components of the instrument can be retracted, retract or open the part
while rinsing the area. For instruments with flexible shafts, flex the
instrument under the rinse solution.
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pacTtBop, 4To6bl NpefoTBpPaTUTL 06pa3oBaHue aspo3onn. Mcnonb3yiTe
WweTky ¢ Mmarkod wetuioii Ana  yjaneHus OCTaTKOB KpPOBU WU
3arpsasHeHwii; obpaTuTe o0cob0oe BHUMaHWe Ha TPYAHOLOCTYMHbIE
yyacTKM, TEeKCTypupoBaHHble MOBEPXHOCTM W wWenn. [Onsa  4uCTKu
WHCTPYMEHTOB C KaHlnamum wunuM npocsetamu (T.e. Tpy60K) nmb60
OTBEPCTUAMWU WCNOJMb3YWATE MNJOTHYI, HO MATKYK HeMeTa/lInYecKyto
YMNCTALLYHO LUEY Ky WK epLUnK, YTOObl YAANTb 3arps3HeHne 13 KaHo/u,
npoceeta WM  OTBEPCTUA.  Y[anuTe 3arpsa3HeHWs  BO3BPaTHO-
nocTynatenbHbIM  ABV)KEHWEM, MOBOpayMBas Mpu 3TOM  YUCTALLMIA
WHCTPYMEHT. cnonb3ysa wnpuw ¢ GepMeHTHbIM YUCTALWMM PacTBOPOM,
npoMoiiTe TPYAHOAOCTYMHble BHYTPEHHME Yy4YyacTKW. [Na  YUCTKK
WHCTPYMEHTOB C LUAPHUPHbIMK (MOABMXHbLIMMW) AeTanaMu UCMONb3yinTe
HEMETaNINYeCcKyH LLeTKY C MAFKOA [UerMHoin ans yaaneHus ocTaTKoB
KpoBM W 3arps3HeHunii. O6paTuTe 0c060e BHUMaHWE Ha pesbOy, LWenw,
WBbI W TPYAHOAOCTYMHbIE Yy4yacTKu. [lpuBegute B [eilcTBME BCe
NOABVKHbIE .MeXaHW3Mbl, Hanpumep LWapHUPHbIE Y3Mbl, BCTPOEHHbIE
3aMKW MW NPYXWUHHbIE 3N1EMEHTbI, YTOObI yAannTb BCe MMetoLMecs B
HUX OCTaTKWM KPOBW W 3arpsisHEHWid. ECM KOMNOHEHTbl MHCTPyMeHTa
MOr>'T  BTArMBATbLCA, BTAHUTE WAM PaACKpPOWTe COOTBETCTBYIOLUTO
feTanb, BbINOMHAS UYUCTKY [AaHHOrO Yy4yacTka. EcniM  WMHCTPYMEHTbI
UMEKT rubKue CTepXHWU, crubante WHCTPYMEHTbI, MOrpPy3sMB UX B
YNCTAWMIA pacTeop.

e TwartenbHO NPOMONTE UHCTPYMEHT Tensol BOAOMN.

*  BbINOAHWTE YMCTKY MHCTPYMeHTa y/nbTpa3ByKOM B TeyeHue 10
MUHYT B pW-HelNTpasibHOM MOKOLEM pacTBOpe, MOAFOTOBNEHHO.M B
COOTBETCTBUU C MHCTPYKUMAMM W3roToBUTENs. TwiatenbHO NPOMOWTe
WHCTPYMEHT Tensol BOLOW.

MHCTpYKUMM HO NPOMbIBKE

TwateNbHO NPOMOWNTE WHCTPYMEHT, MOMEWWUBaS UM MWHUMYM B
TeyeHne 1 MUHYTbI B PMUNbTPOBAHHONM BoAe Npu TemnepaTtype 3879 °C,
NOBTOPUTE MNPOMbLIBKY elle He MeHee [ABYX pa3. Ocoboe BHMMaHWe
obpaTuTe Ha NPOMbIBKY KaHH/b, MPOCBETOB WAM OTBEPCTWUI Tennol
BOLOMNPOBOAHON Bogoi. Ocoboe BHMMaHWe o00OpaTUTe TakXe Ha
BH>TPCHHME Yy4yaCTKM W MOABMXHble getanu. [lpu  NpoMbIBKe
MOABWKHbLIX AeTaneil npusefute WX B AeicTBuMe. ECAM KOMMNOHEHTHI



Drvine Instructions
Dry the instrument immediately after final rinse. Use filtered
compressed air to dry internal areas. After dr\ing proceed to
Inspection instructions.

INSPECTION AFTER CLEANING

* Inspect all instruments before sterilization or storage to ensure the
complete removal of soil from surfaces, tubes and holes,
moveable parts.

« Ifareas are difficult to inspect visually, check for blood by
immersing or Hushing the instrument in a 3% hydrogen peroxide
solution. If bubbling is observed, blood is present. Rinse
instruments thoroughly after using hydrogen peroxide solution.

e Ifsoil is still present, reclean the instrument.

MAINTENANCE
Between uses, lubricate moving parts with a water-soluble lubricant in
accordance with the manufacturer’s instructions.

INSPECTION AM) FUNCTIONAL TESTING
* Visually inspect the instrument and check for damage and wear.
e Cutting edges should be free of nicks and have a continuous edge.
e Jaws and teeth should align properly.
* Moveable parts should have smooth movement without excessive
play.
e Locking mechanisms should fasten securely and close easily.
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MHCTPYMEHTa  MOryT  BTArMBaTbCA.  BTAHUTE  WAM  packpomTe
COOTBETCTBYIOLW Y [JeTalb, BbINOMHAA MNPOMbIBKY [aHHOIO Y4yacTka.
Ecnn MHCTp\bieHTbl UMEKT TMO6KMe CTEPXHW, CrmbainTe UHCTPYMEHTbI,
Morpy3mB UX B NPO.MbIBOYHbIA PacTBoOp.

WHCTpYKLMN NO CyLLKe

BbiCylInTe WMHCTPYMEHT cpa3y nocne 3ak/l4uTeNbHON MNPOMbIBKM.
BbicylwinTe BHYTPEHHME Yy4yacTKM MOTOKOM (DWU/IbTPOBAHHOIO CXKaroro
Bo3fyxa. ocne cywku nepeingnte K ocCMoTpy.

OCMOTP NMOCJIE OUNCTKWN

* [epep cTepunm3aumnein N NoMeweHNeM na XpaHeHue MpoBepbTe
BCE WMHCTPYMEHTbI U ybeAUTECb, YTO 3arps3HeHUs MOJIHOCTbIO
yAaneHbl C MOBEPXHOCTEW, TPyOOK, OTBEPCTUIA U MOABUXKHbLIX
petanen.

» Ecnu Bu3yasnbHas npoBepkKa Kakux-nmbo yyacTKOB 3aTpy[LHeEHa,
npoBepbTe HaiMume KPOBU MOTFPYXEHWEM WAN MPOMbIBKOi
MHCTpyMeHTa B 3 %-0M pacTBOpe Mepekucu BOAOPOAA.
Hannume ny3bipbKOB 03HayaeT npucyTcTeuve Kposu. [locne
npUMeHeHWs  pacTBopa Mepekucu Bofopoja  TLaTeslbHO
NMPOMOWTE MHCTPYMEHTHI.

o [Ecnn 3arpfsHeHue Mo-fNpexHeMy WMeeT MecTo,
npoueaypy YUCTKU UHCTPYMEHTA.

noBTopuTe

yXo[

Korga MHCTPYMEHT He WCNOb3yeTcs, CMaXbTe MOABMXHbIE [eTaun
BOAOPaCTBOPUMOI  CMa3KOl B COOTBETCTBUM C  MHCTPYKLUAMM
N3roTOBUTENS.

OCMOTP n
NCIOJIb3BOBAHNA

MPOBEPKA MPUTOAHOCTN

nns

e BbinonHUTe BU3yanbHbIA OCMOTP WHCTPyMeHTa U [hoBepbTe
HanMune NOBPEXEHME N U3HOCA.

e Ha pexywwmnx KpomMmKax He JO/MKHO 6bITb 3a3yOPUH 1 TPELLH.

e 3aXMMHble TYOKN M 3yObs AOMKHbI ObITb HagMeXawmum obpasom
COBMELLEHBbI.



Long, thin instruments should be free of bending and distortion.

PACKAGING

e Tor instruments that are provided in sets, instrument trays may be
used for containment during sterilization.

» Package trays/instruments with a barrier wrap material in
accordance with local procedures, using standardized wrapping
techniques such as those described in ANSI/AAMI ST46-1993.

STERILIZATION

Trays

Place instrument in the appropriate location within the sterilization tray.
If a specific location is not identify ed for an instrument, it may be placed
in the general purpose area (pin-mat) ensuring that the sterilant has
adequate access to all surfaces including difficult to reach areas, lumens,
etc.

. Use a validated, properly maintained and calibrated steam
sterilizer.
Effective steam sterilization can be achieved using the following cycles:
Minimum
Cycle Type Temperature Exposure Time
Prevacuum 132°C (270°F) 4 min
Prevacuum 134-137X 3 min

(outside the U.S.)

Drying Time: 30 minutes
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o [MoaBMXHble [eTann [O/KHbI  ABUraTtbCAa MniaBHO W 6e3s
N3NNLWHero ngTa.
e MexaHu3Mbl  G/IOKMPOBKM  AO/DKHbI  HAJEXHO U JIerko

(hnkcmnpoBaTbCs.

e [NNHHbIe TOHKME MHCTPYMEHTbl He AO/XKHbI 6bITb N30THYTbIMW
U NCKPUBNEHHbLIMN.

YNMAKOBKA

e [N WHCTPYMEHTOB, NOCTaBAsieMbIX B Habopax, NOTKUA ANs
WHCTPYMEHTOB MOTyT GbITb WMCMONE>30BaHbl B KayecTBE €MKOCTel Ans
cTepuAn3aymm.

e OO6epHWUTE NOTKWU/MHCTPYMEHTbI 3alWMTHbIM MaTepuasom B
COOTBETCTBUM C MNPUMEHSEMbIMU Ha MecTe MnpoueAypamu, MCMonb3ys
MeToAbl  YMakoBbIBaHUS,, OMWCaHHYK, Hanpumep, B cTaHAapTe
ANSI/AAMI ST46-1993.

CTEPUNTN3ALNA
NoTkK

» [loMecTUTe MHCTPYMEHT B COOTBETCTBYIOLLLEE MECTO B JIOTKE N4
cTtepunusauuun. Ecnm  crneunanbHoe MeCTO A1 WHCTPYMEHTa  He
npegHasHa4yeHo, ero MOXHO NMOMEeCTUTb B 061aCTb N0TKa A8 06paboTKM
BCEX WHCTPYMEHTOB MpW  YC/IOBUW, 4TO CTEPWUIN3aTOP  UMeeT
COOTBETCTBYIOLWMA  [OCTYN KO BCEM MOBEPXHOCTAM,  BK/KOYas
TPYAHOAOCTYMHbIe 061aCTH, NPOCBETHI U T. [.

*  Wcnonb3yiiTe yTBEPXAEHHbIN, MNOAAEPXKMBAEMbIA B paboyem
COCTOSIHUM U OTKanMGpOBaHHbIV NapoBOi CTepMIM3aTop.

e OM(eKTUBHAs  CTEpUIM3aLUWUs  MapoM  BbIMOHSETCS
MCMOMb30BaHWUMN CNEAYIOLUX LUKIOB:

npu

MuMuManbioc
BpeMs 06paboTKu

Tun yukna Temnepartypa
npeaBapuTensHoe 132 °C (270 °E) 4 MWH
BaKyyMupoBaHue
npeaBapuTenbHOe 134-137°C 3 MUH



STORAGE

Store sterile packaged instruments in a manner that provides protection
from dust, moisture, insects, vermin, and extremes of temperature and
humidity.

Storage conditions:

Temperature: 15-25 °C

Relative humidity: No special conditions. The device is made of non-
moisture sensitive material.

Barometric pressure: No special conditions

Transportation conditions:

Temperature: From -10° C to + 50°C

Relative humidity: No special conditions. The device is made of non-
moisture sensitive material.

Barometric pressure: No special conditions

W arranty and reclamation

Repeated processing has minimal effects on instrument life and function.
End of useful instrument life is generally determined by wear or damage
from handling or surgical use. Inspect instruments between uses to verify
proper functioning.

Instructions for inspection and functional testing are specified in the IFU.
The manufacturer provides warranty regarding disadvantages of medical
device within the whole device usage period which is defined by

achievement of natural wear.

The manufacturer does not assume any additional warranty obligations.
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BaKyymMupoBaHue (3a
npegenamu CLUA)

Bpemsa cywku: 30 MUHYT

XPAHEHWE
XpaHUTe WHCTPYMEHTbl B CTEPUNbHOW  yMakoBke TaK, YToObl
npeaoTBpaTUTL BO3AEWCTBME HA HUX MbiAW, BRark, HACEKOMBbIX,

napasnToB U 3KCTPeMasibHbIX TEMNepaTyp U BAaXHOCTMK.

Ycnosua xpaHeHus:

Temnepatypa: 15-25 °C

OTHOCUTENbHAsA BRaXHOCTb: He TpebyeTcs cneuuanbHbIX YCNOBWIA.
N3penns caenaHbl U3 HE YYBCTBUTE/IbHOTO K B/IAXKHOCTU MaTepuana.
ATmochepHoe aaBnieHune: He TpebyeTcs cneymnanbHbIX YCN0BUiA

YCcnosua TPpaHCMOPTUPOBKU:

Temnepatypa: -10° C go + 50°C

OTHOCUTeNbHas BNAXHOCTb: He TpebyeTca cneuunanbHbIX YCNOBUIA.
N3pgenns cpenaHbl M3 He 4YyBCTBUTENIbHOTO K BNAXHOCTW MaTepuana.
ATmochepHoe faBneHune: He TpebyeTcs cneymanbHbIX YCN0BUIA

[fapaHTNa 1 peknamayus

MoBTOpHas 06paboTKa OKa3biBaeT MWHUMaNbHOE B/IMSAHWE HA CPOK
CNYX6bl M (yHKUMM npubopa. OKOHYaHME CpPOKa MNOJME3HOro
MCNONb30BaHUA WHCTPYMEHTa, KakK npaBwufio, ONpeAensercs W3HOCOM
WA NOBpeXAeHWem  npy  obpaweHun WA XUPYPruyecKom
ncnonb3oBaHmn. OcCMOTpUTE NpUOOPbl  MEXAY WCMNOJIb30BAHUAMM,
4yTo6bl Y6eAMTLCA B UX NPaBUIbHOM (PYHKLUOHUPOBAHUN.

WHCTPYKUMM 1O MpoBEpKe W MNpoBepke MPUrOAHOCTU YKasaHbl B
COOTBETCTBYHOLLEA MHCTPYKLMM MO MPUMEHEHNIO.

MponssoguTens npeaocTasndgeT rapaHTutio Ha HEAOCTATKN
MeagUUMNHCKOIo m3aenmda Ha BeCb nepuon WCNosb30BaHUA yCTpOVICTBa,
4YTO onpeaenaeTca AOCTMXKEHUEM eCTECTBEHHOIO M3HOCA.



except those that arc legally approved.

Ilow supplied

Reusable surgical instruments for orthopaedic operations for anterior or
posterior cruciate ligament reconstructive surgery in the knee joint with
accessories are delivered clean, in separately packaged units, and subject
to sterilization before use.

Do not use if package is opened or damaged.
Do not use if labelling is incomplete or illegible.

Functional characteristics of instruments

Guide Carriage

Guide Carriage is a block-shaped interlocking guide.

Guide Carriage attaches to aimer arms, holds bullet.

Guide Carriage has bullet slot. Bullet can be inserted from the side or
back.

To attach guide carriage to aimer: push carriage button.

Obturator for Retrograde Reamer Bullet

Assists in advancing bullet through soft tissue.

Obturator for Retrograde Reamer Bullet has blunt nose. Blunt nose
extends slightly from bullet tip.

Retrograde Reamer Bullet Inserts for use with 2.4mm Beath Pin
Useful if surgeon wants to confirm tunnel placement or accuracy before
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MpounssoamTens He 6GepeT Ha cebs
rapaHTuiiHbIX  0643aTenbCTB, 3a
HOPUANYECKN YTBEPXKAEHDI.

HUKaKnX  AONO/THUTENIbHbIX
NCKNIOYeHnemM TeX, KOTOpbIE

dopma nocTanku

MHCTpyMeHTbl xupyprudeckne mlKOiopasoBble fAnd opTonegnyeckmx
onepauuin B npouefypax PeKOHCTPYKLMW nepefHed unuM  3agHel
KpecToo6pa3HbIX CBA30K KOMEHHOr0 CycTaBa C MPUHAA/EXHOCTAMMU:
NOCTaBNSAOTCA OYMLLEHHbIMUW, KaXAbli B OTAENbHON YyNakoBKe, U
NoA/Iexart cTepunmsannn nepes UCrnonbL3oBaHnem

3anpelaeTcs UCNONb30BaTh, C/IM YNAaKOBKA BCKPbITA UM NOBPEXAeHa;
3anpeliaeTca  MCNOMb30BaTb, €CAM  MApKMPOBKA HEMONIHaf WM
Hepasbopuusas.

P YHKLMNOHANbHbIE XapaKTEPUCTUKN UMHCTPYMEHTOB
bnoK'Acp/kaTtcnb nanpasm rens

Bnok-gepxatenb nanpaBuTens npeacTaBnsetr coboit 610K-06pasHbIi
HanpasuTenb C DYHKLUNe 6N10KUPOBKMN.

Bnok-gepxatens HanpaBuTens MNPUCOEAMHAETCA K HanpaBuUTeNlo W
YOEPXMNBAET CTEPXKEHb HANPaBAAOLLUIA.

Bnok-gepxatenb HanpaBuTens MMeeT na3 [ANS BBeAEHUA CTePXHSA
HanpaBnALWero Kak cboky, Tak u c3agu.

Mepes BCTaBKOW HanpaBuTens B 6/0K-Aep)xatefb  HanpaBUTeNs
Heob6Xx04MMO HaxaTb Ha KHOMKY 6/10Ka-Aep>atens HanpaBuTens.

O6TypaTop HanpaBAslOLWEr0 CTEPXHS PeTPorpagHoro pumepa
CopeiicTByeT  MNPOABMXEHUID  CTEPXKHS  HaANpaBnAwLWero  Ans
PeTpPoOrpagHoro pumepa yepes Markue TKaHu.
MmeeT 3aTynneHHYl HOCOBYH YacTb. 3aTyn/fieHHas HOCOBas 4acTb
[O/KHA HE3HAYMTENIbHO BbICTYNaTb W3 [AMCTaNbHOTO KOHLA CTEpPXHS
HanpaeNsIOLLEro /15 PeTPOrpagHoro pumepa.

Bknaabill HanpaBnsioLLETO
peTporpagHbim

CTEPXHS
pUMEpPOM "

ANA  MCNONb30BaHUA C
cnuuen 2,4 MM



passing larger 4.8mm TWISTR Reamer
Useful lo create pilot hole in patients with hard bone

Drill point pin with eyelet

Enables user to pre-drill with drill pin prior to using the rctroreamer. as
well as used to pass suture during the procedure in to the joint for
facilitation of graft passage.

Outside In Suture Passer

Fork device used to pass utility suture into joint to facilitate graft passage
Fits inside fWISTR Reamer Sleeve w/suture.

Forked tip holds suture.

Instrumentation Tray

The Instrument Sterilization Tray is intended to hold DePuy Mitek

Instruments during the sterilization process and for storage.

Instrumentation Tray lid

Instrumentation Tray lid and Instrumentation Tray are intended to hold

Instruments.

SymboKs of marking

Table «The deciphering of the symbols, which using in the marking MP»
REE Catalogue number

AT YYYY-mm-Dp  Date of Manufacture (YYYY-MM-DD)

A

Caution! Consult instructions for use
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lMonesHo B cnyyasx, Korja Xupypr Ha.mepeBaeTcsi MNOATBEPAUTL
pacnofioXXeHve TyHHena wunv yb6eAnTbCA B TOYHOCTM 3aMepOB Mepef
BBELEHMEM puMepa peTporpagHoro 6onblwero guamerpa - 4,8 M.
MonesHo agns cosga}ws NPO6GHOro OTBEPCTUS Yy NaLUMEHTOB C NAOTHOM
KOCTHOI TKaHbHO.

Cnuuya-eBepno C yLwkKom

Mo3BoNsieT Mofb3oBaTeNto NpefBapuTeNbHOe CBEpNeHWE CO ChuLei
CBEP/IOM [0 MCMOMb30BaHWs PETPOpKMMEpa, a TaKXe [A/s MNPOBeAeHUs
MCMONMb3yeMOro LIOBHOTO MaTepuana B CycCTaB, AN 06/MeryeHus
MPOXOXAEHUS TpaHCMIaHTaTa.

MPOBOAHVK HUTU CHAPY>XN BHYTPb

BunoyHoe ycTponcTBO, UCNOIb3YEMOe A1 NPOBeAeHNs UCNO/b3yeMOro
LWOBHOTO Martepuana B CycTaB, [ANA 06/71eryeHns NpPOXOoXKAeHWA
TpaHcnnaHTaTa.

MPOBOAHUK HUTWU CHapY>XW BH>TPb YCTaHaB/MBAETCA BHYTPb My®Tbl
pu.Mepa peTporpatHoro TWISTR ans apTpOCKONMYCCKMX onepauuii ¢
HUTLIO.

Pa3fiBOEHHbIN AUCTaNIbHbIA KOHUYUK YAEPXNBAET HUTb.

NoTok

JloToKk [N WMHCTPYMEHTOB

XPaHeHUA MHCTPYMEHTOB.

KpbllWwKa gna noika

KpbiWwKy ANnA N0TKa BMECTe C /IOTKOM WCMOMb3YKT ANA XpaHeHus

WHCTPYMEHTOB.

CvMBO/IbI MapKNUpPOBKH

Tabnuua «PacwmnpoBKa CMMBOJIOB, MPUMEHAEMBIX B Mapkuposke MI.
REF Homep no katanory'

YYYY-fiv DO

npeAHasHayeH Ans cTepunusaunm u

[3'r3 nsrotosneHuns (FMrr-mMm-4.40)

OcTopoxkHo! O6paTUTECh K MHCTPYKLA
Mo NPUMEHEHUIO



Number of Units f W | KonnyecTtBo

IQTY
Nonsterile HecTepunbHoe n3genve
NONSTERILE NONSTERILE
Federal Law (United States of America) AOn |y Eaﬁgfl?(;(;ivgéﬁi@&ﬂ?t‘g V3EMMe
restricts this Device to sale by, or on the A A
Be order of a phvsician MOXET 6bITb MPOAAHO TOMLKO Bpady Wam
) Phy o no HasHau4eHWEQO Bpaya
Consult instructions for use O6paTUTECh K MHCTPYKLMI MO
NPUMEHEHNIO
C€ Product certification code in the C€ Mapkupogka CE
0086 F-uropean Union
0086
Batch code Koz, napTiu
LOT LOT
Manufacturer N3roToBnTeNb
mJ
EC REP Authorized representative in the YNONHOMOYEHHBIIi NpefCcTaBUTENb B
European community EC REP EBponeiickom coo6LuecTse
Recycle BTopuuyHas nepepaboTka
6 » 6
List and description of md materials MepeyeHb M oNucaHWe maTepuanos
Name Material of MD HanmeHoBaHwue MaTtepuan MU
Guide Carriage SS bnok-gepxasenb HanpasuTens Hepxaserowaa ctanb
Obturator for Retrograde SS

O6Typatop HanpasnAKLWEro CTepXHA Hepxasetowas cTab
Reamer Bullet peTporpagHoro pumepa
Retrograde Reamer Bullet SS

Inserts for use with 2.4mm
Beath Pin Bknagblll HanpaBnsAtoLWeEro cTep)XHA HepxXaselowaa cranb

ANA UCNONb30BaHUA C PETPOrpagHbIM
pPUMEPOM 1 cnuuen 2,4 Mm
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Outside In Suture Passer SS

Drill point pin with eyelet SS

Instrumentation Tray SST:
Silicone;
m

Instrumentation Tray lid SST;
Silicone;
nm

Information about medicines included in MI)

Medicines and pharmaceutical substances are not available in the
Reusable surgical instruments for orthopedic operations for anterior or
posterior cruciate ligament reconstructive surgery in the knee joint with
accessories

Material of animal origin statement
Not applicable for Reusable surgical

operations for anterior or posterior cruciate
surgery in the knee joint with accessories

instruments for orthopaedic
ligament reconstructive

Potential users of MD

It is imperative that the surgeon and operating theatre staff are fully
conversant with the appropriate surgical technique for the surgical
instruments.

Shelf life, use by date

Repeated processing has minimal effects on instrument life and function.
The life-time expectancy is 1 year. Instruments have an estimate of 191
uses.

lind of useful instrument life is generally determined by wear or damage
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MPOBOAHMK HUTW CHapPY>XW BH\TPb Hep>kasetoLLas cTanb

Cnnua-ceepno ¢ ywKom HcpxascEOLwan cTanb

JloTok Hep>kaBelowwasa ctanb
CununkoH

ANOMUHWI
HepxaBetowaa ctanb
CunnnkoH;

ANOMUHNNK

KpbllKa 415 noTKa

MHpopmaumsa o Hannumm nckapcieci/libix cpcacrs

JlekapcTBeHHble CpeAcTBa W (hapMalleBTUUYECKMe Ccy6CcTaHUuMmM B
NHCTpyMeHTax XWUPYPruyeckMx MHOropasoBblX ANSi OPTOMEAMYECKUX

onepaynii B npouegypax PeKOHCTPYKUMW nepeaHeldn wunu  3afgHeit
KpecToo6pasHbiX CBS30K KOMEHHOTO CyCTaBa C MNPUHAANEXHOCTAMM
OTCYTCTBYIOT.

3asBneHMe 0 Marepuanax  4YenoBe4yeckoro XUBOTHOTO
MPOUCXOXAEHHH

ans NHCTpYMEHTOB XUPYPruyecknx MHOTOpPa3oBbIX ans

opTo[ieAnyeckMx onepauuii B npoueaypax PeKOHCTPYKLUMMW nepesHel
WA 3aHeil  KpecToobpasHbiX  CBA30K  KONEHHOro cyctaBa C
NPUHAANEXHOCTAMMN He [IPUMEHUMO.

MoTeHUManbHbI HOTPEOU refb

Xupypr u Bca onepauuoHHas Opurafa B COBepLUEHCTBE Bafetouine
XUPYPruyecko TEXHWUKOW, [N KOTOPOM WCMOMb3YHOTCA [AaHHble
XUPYPruyeckKne NHCTPYMEHTBI.
CpoOK rofHoOCTH, CPOK CNYyXObl

lMoBTOpHad o06paboTka OKa3blBaeT MWHWUMa/NbHOE BJ/IMSSHWE Ha CPOK
CNYX6bl U PYHKUUK npubopa. CpoK CNy>X6bl MHCTPYMEHTOB COCTaBNSAET
- 1rog (npeanonaraemoe KoM4YeCcTBO LMKIOB UCNONb30BaHMSA - 191).

OKOHuaHue cpoKa CMyX6bl MHCTPYMEHTa, Kak NpaBu/o, onpeaensercs



T

from handling or surgical use. Inspect instruments between uses to verify
proper functioning.

Requirements for technical support and repair of MD

The product is not subject for technical support and repair.

Use/operation conditions of MD

Knvironmental conditions:
femperature: 21-25 °C

I lumidity: 40-60%
Pressure: 86—106 kla

Operation conditions:

Temperature: 32-42 °C

Humidity: 100 %

Pressure: 86-106 k[la

Disposal

According to the classification of medical waste product belongs to class
B.

Disposal is subject to applicable
instruments as household waste

local laws. Do not dispose the

Applicable international standards

Medos International SARL declares that Reusable surgical instruments
lor orthopedic operations for anterior or posterior cruciate ligament
reconstructive surgery in the knee joint with accessories meets the
requirements of EN ISO 13485:2016, a full list of international
requirements is available on request.

Legal information

DEVELOPER: Medos International SARL
Chemin-Blanc 38, CH-2400
Le Lode, Switzerland. LLBeiyapus
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M3HOCOM WM NOBPEXAEHMEM NPy O06PALLEHUN WM XUPYPTUYECKOM
ncnonb3oBaHMU. OCMOTpUTE NPUGOPbI  MeXAY MCMNONb30BaHUAMMY,
4TOGbI Y6eANTHCA B UX NPaBUIbHOM (PYHKLUOHUPOBAHUN.

Tpe60BaHMSA K TEXHUUYECKOMY 06CNYXXMBAHNIO U PEMOHTY
MeAULMHCKOTO 13aenus

N3nenve TEXHUUYECKOMY OGCNYXXNBAHWUIO U PEMOHTY HE NMOANEXNT.
YcnoBus npu.meneHuns/akcnayatauum

Ycnosua okoy>aoEHeH cnenbl:
Temnepartypa: 21-25 °C
BnaxHocTtb: 40-60%
LaeneHune: 86-106 klla

Ycnosua akcnayaTtauuu:

Temnepatypa: 32-42 °C

BnaxHocTtb: 100%

LaeneHune: 86-106 kNa

Ytunusaymns

CornacHo knaccuukaumm MeLMUUHCKUX OTXOLOB W3Jenne OTHOCUTCH
K Knaccy b.

YTunusaumnsa npounsBoguTca B COOTBETCTBUMN C AeNCTBYHOLWMUM MECTHbIM
3aKoHoAaTenbCTBOM. 3anpewiaetca \Tuamsauus WHCTPYMEHTOB  Kak
ObITOBbIX OTXOAO0B.

MpumeHsAeMble MeXAYHapoHble CTaHAAPThI

KomnaHus «Mepoc WHTepHewHN Capn» 3adBnfeT, UTo MIHCTPYMEHThI
XUPYypruyeckne MHOropasoBble A8 OPTONEAUMYEcKMX onepauunini B
npoueaypax PeKOHCTPYKUUW nepeaHein wunu 3agHeli KpecToobpasHbix
CBA30OK  KONEHHOro cyctaBa C  NPUHaANIeXKHOCTAMW  OTBevyaeT
Tpe6oBaHnsMm EN ISO 13485:2016, NOSHbIA CAUCOK MeXAYHapOAHbIX
Tpeb6oBaHUN NpefoCTaBAAeTCS MO 3anpocy.

KO pugnyeckas nHpopmauma

PA3PABOTYUK; Medos International SARL
Chemin-Blanc 38, CI1-2400
Le Lode, Switzerland. LUBeiuapuns



MANUFACTURER; Medos International SARL MPON3BOANTENDb: Medos International SARL
Chemin-Blanc38.CH-2400 Chemin-Blanc 38, CI1-2400
Le Locle. Switzerland, LUBeliuapuns Le Locle, Switzerland, LLBeliyapua

AUTHORIZF.I) REPRESENTATIVE OF THE MANUFACTURER YMNONHOMOUYEHHbLIN MPEACTABUTEND

IN RUSSIA: NMPON3BOAUNTENA B POCCUN:

Johnson & Johnson LLC. 000 «/[PKOHCOH & [IXKOHCOH», 121614, r. MockBa, yn. KpbliaTckas, .
121614. Moscow', Krvlatskaya str., 17/2. 17, KopH. 2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878 Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878

DL-JNJRUMedical OAfS)ITS.JNJ.com_ N1,-JINJRUMcdical OA(®.ITS.JNJ.com
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<JloroTun: «Megoc NHTenHCcWHA» (mcdos intcrnationan>

CornacosaHo

«Megoc NHTepHewHn CAPJT»
OpraHu3sauus

LLlemcH-BnaH 38, CH 2400 /e /loknb, LLseliuapuma
Anpec

MeHegyKep Mo NPoeKTaM MCXAYHAPO/IHOr0 0TAeNa HOPMaT/MBHO-MPaBOBOro PerympoBaHns
JomkHocTb

Jn. Mon
damununs, nvs

<Hapgnwmes o1 pyku: 08.10.2020
Oata: N4.MM.COT

0 <nofnucaHo>
Moanuck

<MoAnMcaHo>

<Wramn: XXO3E® M. BUTY /IO
HoTapuyc
COOPY>KECTBO MACCAUYCETC
CpoOK feicTBYSt MOe NNLEH3MN UCTEKAET
13 mapTa 2026 roga>

PYyKOBOACTBO NO 3KCM/y atauun
NHCTPYMEHTbI XNpYypruyeckme MHOropasoBble 418 OpTONeANYECKMX onepauunii B
npouesypax peKOHCTPYKLUUMN NepefHeiln nauv 3ajHeidl KpecToo6pasHbiX CBA30K KOMIEHHOr 0O
cycrasa C npuHagnexHoctamu: J1oTok, KpblwkKa Ans noTka, bnok-gepx*arens
HanpasuTena. O6Typartop iiaiipaB.mioinero cTtepXx'na petporpagHoro pumepa. Bknagbiw
HanpaBNALWEro CTEPXHA AN1S UCNOb30BAHWUA C PeTPOrpajgHbiM pUMepoM v cnuuein 2,4
MM, Cnunua-cBepsio C yWKOM, MPOBOAHUK HUTK CHAPYXW BHYTPb

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



MepeBoA AarHOTO TEKCTa BbINOAHEH NePeBOAUYNKOM KpaniuHbiM [JeHNcoM AnekcaHapoBuyem

-.-wnuecobt

Poccuiickaa degepayuns

Nopoa MockBa.
LLlecTHaguaTtoro oKTa6psa fABe ThicAYM ABaALATOrO roga.
A, OeliHeko Jliogmuna BanepueBHa, BPeMEHHO MCNOMHAKOWAA 0643aHHOCTM HOTapuyca ropoja

MoOCKBbI npOKOUJeHKOBOVI EneHbl EBreHbeBHbl, CBWUAETENLCTBYK MNOAMMHHOCTL  MOAMNUCK

nepesoguvka KpannuHa [leHuca AnekcaHgposuya.
Mognwuck caenaHa B MOEM MPUCYTCTBUM.
JINYHOCTb MOANUCABLUETO LOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 21/86-H/77-2020-

B3bICKaHO rocyaapcTBeHHON nownnHbl (no Tapudy): 100 py6. 00 KoH.
YnnayeHo 3a oOKasaHue yCcayr NpaBoOBOro v TeXHUYecKoro xapakrepa: 300 p »

n-B.Aen.err™pa”;
no/.

MpOLHYPOBaHO, NPOHYMEPOBAHO W CKPEMN/IeHO NnevaTbto

N B.
noAilN
Poocovickan deepaym
o Maea
oLLI6ps ABe THCHAMBAALETTO MR
P. leiiHexo BariepreBHa, BPEMEHHO WCTIONHSIOLLAS
00" javt ofa Mocksb! [MpOKT!leHKOBOVi EreHbl

i, 2 rl%nEAlbg el (EBHCETET“?CT epHocTb KOilij™ ;A PY)CYIr; [>Horo
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