KOI'nnN:
SmithWephew

CornacosaHo/APPROVED

Smith & Nephew, Inc., Endoscopy Division
(CMUT a1a Hedbto, VIHK. SHAOCKONU AMBUXH)

OpraHunsaymsa/Organization

150 Minuteman Road, Andover MA 01810 USA

Appec/Address
Senior Regulatory Affairs Specialist

AomkHocTb/Occupation

Joan Kelly

damunnuna, mvsa/ Surname, Name

28/08/2023

[ata A4.MM.ITTT/Date DD.MM.YYYY

Mopgnuck/Signature

MHCTPYKUNA no TNMPUMEHEHUIO

«APTPOCKOTMM 4KO YXECTKVIA MHOIMOPA30BbI»

INSTRUCTIONS FOR USE

«4KO RIGID REUSABLE ARTHROSCOPE»

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM



Pycckuii/ Russian

Anrnniicknit/ English

Aprpockons

Arthroscopes

Onncaune ycrpoicrsa

Aptpockonbl Smith & Nephew - 370 onTHuyeckue
XVpYpPruyecKkue UHCTPYMEHTH, KOTopble obecneunsant
OCBEWEHNE W BU3YANN3aUNID BHYTPEHHell aHaToMun
naunenta BO BpeMA OOCNEAOBAHUA, NEYEHUA ¢
apTpocKkonuyeckux npoueayp. AoCTynHb! apTPOCKONbI C
pasAuuHbiMK yrnamu o63opa U paboyed AnMHOW B8
32BMCUMOCTH OT NOTPEGHOCTER XUPYPra. ApTPocKonsl ~
3TO XUpYpruveckve MHCTPYMEHTH MHOropasoBoro
WCNONL30BAHUA, W NEepes  WCNONb30BAHUEM  MX

HEO6X04UMO CTEPUIU30BATD,

Device Description

Smith & Nephew Arthroscopes are optical surgical
instruments that provide illumination and
visualization of internal patient anatomy during
examination and treatment of arthroscopic
procedures., Arthroscopes are available with
varlous directions of view and working lengths to
accommodate surgeon needs. Arthroscopes are
reusable surgical Instruments and must be cleaned
and sterilized prior to use,

HaanaueHune

ApTtpockonsl Smith & Nephew npeaHasHaveHb ANN
OCBELEHMA Y BUIYANU3AUMM NPW AWAFHOCTUYECKUX U
OonepaTueHbIX APTPOCKONUYECKUX npoyeaypax.

Intended Use

The Smith & Nephew arthroscopes are intended
to provide Ilumination and visualization in
diagnostic and operative arthroscopic procedures,

Moxasannn K HCHONbIOBANMIO

MHeilka xecTkux aprtpockonoe Smith & Nephew
fIPEAHA3HAYEHA ANA OCBELUSHNN M BU3Yanu3auuu B
CNeAYIOLMX CayHanX:

. Anarsocruka n onepaTuBHbLIE
aprpockonuueckue nNpoyeAypbi NAe4YeBoro, NOKTEBoro,
Ta3obeapeHHOro, KONEHHOro, TONEHOCTONHOrO CycTasa.
. Kpome TOro, »xecrkue aprpockonbl Smith &
Nephew avamMeTpoM 4 MM NOKa3aHsl AnA obecneveHusn
OCBEWEHHNA U BUYANU3AUVMK NPY yAANEHUK CBOBOAHBIX
TeN WU MANKNX TKaHed B TasobeapeHHOM cycrase ¢

Indications for Use

The Smith & Nephew line of rigid arthroscopes is
indicated to provide illumination and visualization
In:

o Diagnostics and Operative arthroscopic
procedures for the hip, knee, shouider, ankle,
elbow.

In addition, Smith & Nephew 4 mm diameter rigid
arthroscopes are indicated to provide illumination
and visualization in the removal of loose bodies
and soft tissue within the hip joint as size/length

Mp¥ NPUMEHEHUU NO HASHAYEHWIO MPOTUBONOKA3AHWA
He U3BECTHbI

yueroM pasmepa/annupi appropriate.

MNpumevanne: B 3TMX KHCTPYKUMAX apTpockonkl ¢ | Note: For the purpose of these instructions, direct
NPAMbIM 0630poM, BMAE0APTPOCKONDI, | view arthroscopes, VideoArthroscopes,
ABTOKNABUPYEMbIE U HEaBTOKNABUpyeMble, COBMECTHO | autoclavable and non-autoclavable, are referred to
UMEHYIOTCA APTPOCKONAMM. collectively as arthroscopes.
MpoTHBONOKASAHMA. Contraindications

None known when used as intended

. Arlpenynpeumeuuu

e MN3genve NOCTABAAETCA HeCcTepunbHuiM. [epeq
NepBbIM MCNONL3OBAHUEM €ro Heobxoaumo pa3lobpaTs,
OMUCTUTL M NpocTepunuaosaTtb. Mepes KaxabiM
noCNEAyIOWnM  UCNONL3OBAHNEM €ro  HeobxoaAMMo
pasbvpaTth, ONMLIATL W CTEPHANZOBATE.

¢ OO6A38HHOCTBIO MEANUMHCKOrO PAboTHUKA ABAAETCA
O3H3KOMNEHWE C COOTBETCTBYIOWUMH XUPYPrHHEeCKNMK
MeToAaMH, a Takxe obecneuuts BbIBOP NOAXORALYUX
APTPOCKONOB W COBMECTUMLIX YCTpoiicTs nepea
ucnonbaoeaHueM, JononHUTENBHYK HHPOPMALIKIO CM. B
pasfnene o COBMECTUMbIX yCTpoicTBax.,

* [lepea UCNONLIOBAHUEM NONHOCTLIO MPOYTHTE 3TH
UHCTRYKLUWMK,

» MauyueHta cneayer NPEAYNPEAUTb O XUPYPruvuecKux
PUCKAX U BO3MOXHbIX NOGOYHLIX addeKTax.

¢ CBET, NINYYAEMbLIA OCBELAIOWNM BONOKHOM H3
AUCTaNbLHOM KOHUE apTpoCcKona, MOXeT Bbi3biBaTb
NOBLIWEHKE TeMNEPATYpPLI, Npesbiwatowed 106 ° F (41

° C) (B npepenax 8 MM Nepea aprpockonom 4 MM). He

A Warnings

» This product is shipped non-sterile. It must be
disassembled, cleaned, and sterilized before the
first use. It must be disassembled, cleaned, and
sterilized before every subsequent use.

« It is the health care professional‘s responsibility
to be familiar with the appropriate surgical
techniques prior to use of this device and to ensure
the appropriate scopes and compatible devices are
chosen prior to use. See section on compatible
devices for more information.

» Read these instructions completely prior to use.
+ The patient should be warned of surgical risks,
and made aware of possible adverse effects.

» High energy radiated light emitted from
lHluminating fiber at the distal end of the
arthroscope may give rise to temperatures
exceeding 106° F (41° C) (within 8 mm in front of
the 4 mm arthroscope). Do not leave tip of
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OCTaBAANTE KOHYMK APTPOCKONA B NPSMOM KOHTaKTe C
TKaHAMM NauveHTa WANW FOpIOYUMK MaTepuanaMM, Tak
KaK 3TO MOXET MNPHUBECTA K OXOraM. YMeHbluTe
MOWMNOCTL MCTOMHMKE <C¢e8eTa npu paborve 8
HenocpeacTseHHoW 6an3oCcTu oT obbekTa.

s 3I70 YCTPOACTBO HE NpoBepAanccL Ha 6e30NMacHOCTL W
COBMECTUMOCTL B cpeae MPT.

+ TeMnepatypa CBETOBOrO KOHHEKTOpa U afanTtepa
aprpockona Moxer npeebiwarte 41 © C (106 ° F).
ADTPOCKONb! HENbL3A KNACTL HA NAUUEHTA UAKU FOpIOUUe
MaTepuansl, TaK KaK 3TO MOXET NPUBECTH K OXOraM,

¢ Y106bl NPEAOTBPATUTE MOTEHUUANLHYIO Yrpo3y
6e30nNacHOCTU  NAYWEHTa, BBISBAHHYID CAYYAHHOR
norepe# hyHkUnun yCTpo#icTEa (nanpumep,
noepexaeHueMm nNepeaHel  YacTH  XUPYPrHUMEcKUX
WHCTPYMEHTOB), peKkoMeHayeTca UMeTb
AONONHUTENbHOE CTEPUNLHOE «pe3epBHoe» YCTPORCTBO
BO BpPEMA XHPYPruvecKux npoueayp.

s [pwn ACNONBL3OBAHUN paano4acToTHOro
XMpypruveckoro ob60pyaoBaHMAa Aepxute pabouyio
HACTL AKTUBHOMO 3NEKTPOAA B NONE 3pPeHUA, uTobbI
u3bexartr CNyHalHbIX  PAAUOYACTOTHBIX  OXOroS.
U3beraifTe KOHTAKTA C METAJUIMYECKMMM YBCTAMM
apTPocKona U APyrMxX TOKONPOBOARWWX YacTel,
ybeanBwnCer nepea akTheauweid seixopa RF, uto
3KTUBHbLIA 3NeKTPOA HAXOAUTCA HA AOCTATOYHOM
PACCTOAHUM OT KOHYMKA aprpockona. Yéeautecs, uTO
TONbKO MEAULMHCKOE 3INeKTpuueckoe oBOpPYAOB3HUE,
coorgercrsyiowee crawgapry IEC 60601-1 (M
OTHOCAWMMCA K HEeMY OTAeNbHbIM CTaHA3pTaM),
NOAKAKYAETCA U UCNOABLIYETCA BMECTE C APTPOCKOMNOM.
¢ BugeoapTpockon u ronosky kamepwl HEOBXOAUMO
OTCOSAMHUTL NEPEA OUUCTKOW M CTepUAN3aLMEN.

e HecnocoSHOCTL OTASAWUTDL UX APYr OT Apyra nepea
OYUCTKOW W CTepuan3auned noCTaBuT nNoa yrposy
CTEPUNILHOCTD U CO3AACT ONACHOCTL ANA NauueHTa.

» He moauduuupy#Te 3TO OobopymosBanue. MoNbITKKW
Moancuumposatb 3TO 06OPYAOBAHNE AHHYAUPYIOT

FAPaHTUID.

arthroscope In direct contact with patient tissue or
combustible materials, as burns may resuit.
Lower the light source output when working in
close proximity to the object.

¢ This device has not been evaluated for safety
and compatibliity in the MR environment.

« The arthroscope light post and adaptor may
exceed temperatures of 106° F (41° C).
Arthroscopes should not be placed on the patient
or on combustible materials, as burns may result.
« To prevent potential safety hazard to the patient
caused by accidental loss of function of the device
(i.e., front end damage by surgical instruments) it
is recommended to have an additional sterile
“stand-by* device during surgical procedures.

e When using RF surgical equipment, keep the
working part of the active electrode in the field of
view to avoid accidental RF burns.

Avoid contact with metal parts of the arthroscope
and other conductive accessories by ensuring,
before activation of the RF output, that the active
electrode is at a sufficient distance from the tip of
the arthroscope. Ensure that only medical
electrical equipment that complies with lEC
60601-1 (and Its relatlve particular standards) is
connected to, or used in conjunction with, the
arthroscope.

» Video arthroscope and camera head MUST be
detached prior to cleaning and sterilization,

« Failure to detach them from each other prior to
cleaning and sterllization will compromise sterility
and constitute a patient hazard.

¢ Do not modify this equipment. Attempts to
modlfy this equipment will void the warranty.

g Mepis NPEACCTOPOXKHOCTH

deapepanchbiil 3akoH CLUA paspelsaeT npoaaxy sToro
YCTPOHCTBA TONBKO BPAYaM MAK NO YKAIAHWIO Bpaueit.
e MNepea KaxawiM WCNOANL3OBAHMEM nNpoBepARTe
yCTpOWCTBO, uTOOH y6eauTocn, 4YTO OHO paboraer
NPasunbHO, W HE NOBpeXAeHO., He UCnoNL3yinTe
noepexaeHHoe yCTPONCTBO,

¢ Yrobbi u3bexXaTh 3anN0TEeBaHNA BO BPEMSA onepauuy,
3agHAR 4acTb apTpockona AoMmkHa O6biTe NOAHOCTHIC
BbiCYUleHa nepea NPUKPenneHueM K roioBKe KaMepo
WNN COCAMHUTENIO KBMepbl.

e Mopowok okcuga amomuHuna (REF 7205548)

NOCTaBAASTCA HEeCTepPUANbHLIM ] [ONKEN
WCNONBL30BATLCA TONLKO BO BpeMA Npouecca OYUCTKK
ABTOKNABUPYEMbIX APTPOCKONOB nepep
crepuaAnsaumen.

¢ He ucnonb3ayWTe yAbTPasByKOBbIE METOAbL! OHUCTKM.
SHeprua, nepepaBaemMan yepes KasMTaUMUIO KUAKOCTH,
NOBPEAMT YANOTHAIWWA CAOH U ONTHYecKue
NOBEPXHOCTU U NPUBEAET K AHHY/IUPOBAHKIO FAPAHTUM,
e Tonoko apTpocKon.l c NOMETKO#H
«ABTOKNABMpOBaHVE» MOXHO ofpabarmiBaTe napoM B

aBTroKnase. 3a MCKNIONEHUEM 3THX apTPOCKONoB,
KoTopble 6bitnv  paspaboTaHsl cneynanbHo  anna

Precautions

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

* Prior to each use, Iinspect the device to ensure it
is functioning properly and not damaged. Do not
use a damaged device.

» To avoid fogging during surgery, the rear portion
of the arthroscope must be entirely free of
moisture before attachment to either the camera
head or camera coupler.

+ The aluminum oxide powder (REF 7205548) is
shipped non-sterile and should only be used
during the cleaning process of autoclavable
arthroscopes prior to sterilization.

» Do not use any ultrasonic cleaning methods. The
energy transmitted through fluid cavitation will
damage seals and optical surfaces and will void the
warranty.

¢ Only arthroscopes marked “Autoclavable” can be
steam autoclaved.

With the exception of these arthroscopes which
have been designed specifically for autoclavabiliity,
arthroscopes cannot be steam autoclaved. Steam
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aBTOKNABUPOBAHKA, apTPoCcKOnb! HeAb3A
ABTOKNABUPOBATD [ napom. Naposoe
ABTOKNABMPOBAHNKE apTPOCKONOB, He

npeaHasHauveHHbIX CneLuanbHO ANA 3TOW Lenu, MoXeT
NPUBECTH K HeoGpaTUMOMY NOBPEXAEHUIO ONTUYECKUX
KOMNOHEHTOB ¥ 8HHYAUPOBAHWIO FAPAHTHM.

« He nopsepradite  apTpockonsl  BO3ACHCTBMIO
TemMnepatyp swiwe 140 ° F (60 ° C).
» Mepen  aBTOKNABUpPOBaARMEM  ybeQUTECH, HTO

OTKPbLITbIE ONTUYECKUE NOBEPXHOCTH  APTPOCKONA
(RuCTanLHLIA HAKOHEUYHUK YU NPOKCUMANLHOE OKHO)
TWAaTEALHO OYMUIEHDI,

o CwAbHbIl Harpes OT NMAPOBOro ABTOKNABUPOBAHWUA
NPHBEAET K 3ATBEPAEBAHUIO ¥ MIMEHEHUIO LBeTa
NOCTOPOHHUX MaTepuanos, OCTaBWWXCA Ha 3ITHX
ONTUYECKUX noBepxHoOCcTAX., Jliobbie NOCTOpOHHUE
NPEAMETH, OCTEBWIMECR Ha AUCTANLHOM KOHYMKE,
CHUIAT KAYeCTBO M30GpPAXEHUA U MOIYT NPUBECTU K
NOAHOCTLIO 3AKPLITOMY UIOBPANKEHNIO,

¢ [ocTopoHHue npeaMeThl, OCTaBLWIKECA Ha
NOBEpPXHOCTH BONOKHA CBETOBOI0 KOHHEKTOpPA nocne
OUYMUCTKW, MOryT BLI3BATL OXOr W obGecuseqnBaHue
NOBEPXHOCTH NPW BO3ACHCTBMM WCTOYHMKA CBETA
BbICOKOW WHTEHCUBHOCTM.

¢ Mocne aBTOKNABMPOBAHUA AQiiTe apPTPOCKONY OCTLITL
RO KOMHATHOW TEMNEpaTypsLl.

o Cneayer NPOKBAATEL OCTOPOXHOCTH npn
NPOCYWWBaHUK COTMPAraeMbIX 4YacTel aprTpockona M
FONOBKW KaMepbl; B NPOTUBHOM Cnyuyae 3axsBavyeHHan
BAAra MOXET KOHACHCUPOBATLCA HA CTEKNAHHbIX
NOBEPXHOCTAX, Aenan U3obpaxeHue pasMbIToIM,

e ApPTPOCKOMH =~ 3TO XPYNKUE WHCTDYMEHTHl, C
KOTOPbLIMK HYXHO 06paWATLER OCTOPOXHO. U3onupyiite
apTpoCKOn OT ApPYrMX WHCTPYMEHTOB <Cpasy nocne
WIBATHA U3  YynakoBku, utobbl NpPeAOCTBPaTUTL
NoBPEXASHHE APTPOCKONA U3-33a KOHTAKTa ¢ APYruMH
WHCTPYMEHTAMM,

» B HekoTOpbIX cayuasax Heo6X0AUMO YCTaHOBWUTD
cneunanbHblii PUALTP Mexay apTPOCKONOM U NONOBKOH
KkaMepbl, 4ToSbl NPEACTBPATUTL NOBPEXAEHUE FONOBKN
KaMepbl  MOWMHLIM  NIA3epHBLIM  U3AYyYeHueM. 3a
noapobHocTaAMK ofpawadTech K NOCTaBLMKY nasepa.

e Yrobw npeACTBpPaTUTL NOBpPEXAEHWE 3IHAOCKONA
MOLUHBIM  NA3EPHLIM  UInyueHueMm, ybeawtecb, uTO
BO/IOKHO AOCTaBKU Na3epa BU3YANU3UpPYeTca vepes
apTpockon W He HanpasneHo Ha apTPOCKon nepeAa
BKNIOMEHUEM Nazepa.

e /MMoBble MexaHH4Yeckue MIHUNYNAUMW C OKYAAPOM
apTpockona npaMoro o63opa MOryT npuMBecTM K
NONOMKe YIIOTHAIOWEro CNOA; NOITOMY HE NLITARTECH
CHUMATbL OKYASP.

e Koraa aprpockonbt MCNOABLIYIOTCA € NA3IEPHLIM
obopyaoBaHueM, onepaunoHHas OGpuraga AonxKHa
HOCUTb COOTBETCTBYIOUINE PUALTPYIOWHE OUKH.

e Yrobbl COOTBETCTBOBATL TPEeOGOBAHMAM CTaHaapra
IEC 60601-2-18 ana obGopyaosaxuua Tuna BF w CF,
CBEeTOBOW Kkabenb M roAOBKA KaMepbl A0MKHbI
o6ecnevynBaTh INEKTPUYECKYIO HIONALUIO OT HCTOYHUKA
cseTa n 6NoKa YNpaBneHUs KaMepol COOTBETCTBEHHO.

Mepti 6e3onacHOCTH
* Cpeacrea uHguevayanbHOM sawmtel (CU3) cneayer
HOCHUTL Npu ofpalieHun UAK paboTe € 3arpA3HEHHLIMK

autoclaving arthroscopes not specifically designed
for this purpose would permanently damage the
optical components and void the warranty.

Do not expose these arthroscopes to temperatures
exceeding 140° F (60° C).

» Before autoclaving, ensure that exposed optical
surfaces of the arthroscope (distal tip and
proximal window) are thoroughly clean and free of
residue.

¢ The extreme heat from steam autoclaving will
cause foreign materlals left on these optical
surfaces to harden and discolor. Any foreign
matter remaining on the distal tip will reduce
image quality and may lead to a completely
obscured picture,

» Foreign matter remaining on the fiber surface of
the light post after cleaning may tend to burn and
discolor the surface when exposed to a high
intensity light source.

o Aiflow the arthroscope to cool to room
temperature after it has been autoclaved.

s Caution must be taken to dry-out mating
portions of both the arthroscope and camera
head; otherwise trapped moisture may condense
on glass surfaces, blurring the Image.

» Arthroscopes are delicate instruments and must
be handled carefully.

Isolate the arthroscope from other instruments
immediately after the case to prevent the
arthroscope from being damaged from contact
with other instruments.

« In some cases, a speclfic filter must be put
between the arthroscope and camera head to
prevent camera head damage by high-power laser
radiation. Contact your laser supplier for details.

e To prevent scope damage by high-power laser
radiation, always ensure that the laser delivery
fiber is visualized through the arthroscope and is
not directed at the arthroscope before energizing
the laser.

+ Any mechanical manipulation of the direct view
arthroscope eyepiece may resuit in seal breakage;
therefore, do not attempt to remove the eyepiece.
» When arthroscopes are used with laser
equipment, appropriate filtering spectacles must
be worn by the operating team.

o To comply with IEC 60601-2-18 standard
requirements for BF-type and CF-type equipment,
the light cable and camera head must provide
electrical isolation from the light source and
camera control unit, respectively.

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 desighed to reduce the risk of
transmission of bloodborne infections.

* Precautions should be observed by all hospital
personnel that work with contaminated or

uar NOTEHUWANLHO 3apaxeHHbIMU ycTpoiicreamn. CHU3 | potentially contaminated devices. Exercise caution
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BKAIOYAIOT B Ce6A: XanaT, Macky, SALMUTHLIC OMKU WUNK
AUUEBOA JAWUTHBIA IKpas u Saxwibl,

* YHuBEpCantHbié Mepbi NPeAOCTOPOXHOCTH — 370
CTAHAAPTH NPaKTUKKM  MHPEKUMOHHOro  KOHTPOAA,
paspaboTaHHbie ANA  CHUXEHWA pUCKa nepeaauun
uHOEKUMA, nepeaaloMXca Hepes KpoBb.

* Mepbl NPpeaoCTOPOXHOCTY ACNXHBI COBNIOAATLCA BCEM

nepcoHanoM GonbHWUbLl, KOTOpPLIA paboraer ¢
3apaxeHHbIMW  WAW  NOTEHLUANLHO 3apaXeHHbIMY
ycTpoiicTaamu, Cobniogaidre  OCTOPOXHOCTL  NpW

o6paleHnn ¢ YCTPOACTBaMM € OCTPBIMU KOHLIAMW WAW
| peXYLIUMN KPOMKAMM.

when handling devices with sharp points or cutting
edges.

Onpeaenennn

Kpurrueckasa BOAA: BOAA, NPOWEAWAN TIWATEALHYIO
o6patoTky (06bIYHO € NOMOMILIO MHOTMOCTYNEHJYATOro
NPOLIECCa OUYUCTKH, KOTOpLIk MOXeT BKNIUYaTh B cebn
yrnepoaHnit Cnoi, cuardedue, AeNOHU3IUPOBAHKLIN
(DI) » obparHbii ocnoc (RO) nan aucrunnaumnio), Ytobs!
rapaHTUpoBaTh yAaneHue MUKPOOPFAHU3IMOB,
HEOPTAHUYECKUX U OPraHUYECKUX MATEPUANOB U3 BOASI.
3akniounTenbHan CyOMUKpoOHHas (UABTPAUMA TaKkKe
MOXeT ObiTh 4acThio NPOUEcca OYUCTKU. 3Ta BoAa B
OCHOBHOM  WCNONbL3YETCA ANA  OKOH4areAbHOro
ONONACKMBEHUA WAW NPOU3BOACTBA napa.

Definitions

Critical Water: Water that has been extensively
treated (usually by a multi-step treatment process
that could include a carbon bed, softening,
Deionized (DI}, and Reverse Osmosls (RO} or
distillation) to ensure that the microorganisms and
the inorganic and organic materials are removed
from the water. A final submicron filtration could
also be part of the treatment process. This water
is mainly used for the final rinse or steam
generation.

UHCTPYKUMNK NO HCNONLIOBAHMIO

MpuMevanne: CoxpaHuTe OPUrMHaNbHsIe YNaKOBOMHbIE
Marepuansl apTpockona ANA  TPAHCNOPTUPOBKW B
6yayweM. Ecnu aprpockon He G6yaeT oTnpasaeH B

Instructions for Use

Note: Retain the original arthroscope packaging
materials for future shipping. Failure to ship the
arthroscope in adequate protective packaging will

Huxe npusoauTCa npoueaypa MexaHWueckon cHopKu
apTtpockonos Smith & Nephew.

Nepen UCNoNb30BAHUEM npoBepbTe  CBETOBOW
KOHHEKTOp aprpockona, 4Tobbl ybeauTeCA, NTO O
yucToii. Ecan  uCcnonb3yeTcs, CHUMMYE ajanTtep
CBETOBOro KoOHHeKTopa Storz ™ ana 3¢ deKTUBHOM
OUYNCTKK CBETOBOro KOHHeKkTopa (cM. MHCTpyKuum no
OYMCTKE).

Buibepute COOTBEYCTBYIOWWA aaanTep CBETOBOro
KOHHEKTOPA ¥ NPUKPYTUTE €ro K CBETOBOMY KOHHEKTOpY
| apTpockona {cM. Cneayowyio cxemy).

Hagnexawei 3aWNTHOW ynaKkoeke, rapasTua | void the warranty.
aHHYAUpPYETCA.
C6opka Assembly

The following is the mechanical assembly
procedure for Smith & Nephew Arthroscopes.

» Check the arthroscope light post to make sure
that it is clean prior to use. If used, remove the
Storz™ light post adaptor to effectively clean the
light post (refer to the cleaning instructions).

o Select the appropriate light post adaptor and
screw it onto the arthroscope light post (see
following diagram)

NMpumevanne: BuiSepuTte COOTBETCTBYIOWUA CBETOBOM
xabens, UTOOH MaKCUMM3INMPOBaTb CBETONPONYCKAHUE M
CBECTW K MUHUMYMY TENNOBbLIAGNEHWE HA CBETOBOM
KOHHEKTOpE, Mbl PEKOMEHAYEM WCNOML308aTL CBETOBON
Kabenb 4 MM ANA APTPOCKONOB AUAMETPOM 4 MM

Note: Select the appropriate light cable. To
maximize the light transmission and minimize heat
creation at the light post, we recommend

that you use a 4 mm light cable with 4 mm.
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Ana sngecaprTpockonos

» YbeauTtech, 9TO YANOTHUTEAbHOE KonbLO,
PAcCNONOXEHHOS B OCHOBAHVM MOHTAXHOW pe3bbbl,
HAXOAWTCA Ha MecTe M He noepexaeHo. Ecau oHo
NOBPEXASHO UNK OTCYTCTBYET, 3aMEHUTE €ro Ha

HOBOE YNACTHUTENbHOE KOMLUO, KOTOPOE MOXHO
33aKa3aTtb uyepes cnyxby noaaepKKH KNHeHTos Smith &
Nephew,

¢ YbeanTech, UTO NPOKCUMANRLHOE OKHO YMCTOE,

s HaBuHTUTE BUACOAPTPOCKON HA HYXHYIO FONOBKY
KamMepsl N0 4acoBOW CTpenke, 3aTArUBas TONbKO
BPyuYHYylo, A0 Tex  nop, noka  OCHOBaHWe
supecaprpockona we 6yaer nNOTHO npuaerath K
dnanuy Kamepel.

¢ MpucoeguHerHe NPUHAANEXKHOCTEH apTpockona,
TAKUX KaK KaHIONW, OOLINHO BHINOAHAETCA € NOMOWBIO
J-obpa3sHoro 3aMka. Yrobwl 3abnokuposartb, NpPOCTO
HaXMHTE U NOBEPHUTE NO YacoBo# CTpenke.
Buumanne: Bo n3abexaHnune 3anoTepaHns B0 BpPeMs
onepauny 3A[4HKR YACTe APTPOCKONa A[OAKHA ObiTb
NOJIHOCTHIO OYMILCHa OT BAAry NEPEA NPHKPEniIeHnem K
rO/I0BKE KAMEPb! W/ COBANHNTENIO KAMEDPb!.

For VideoArthroscopes

¢ Check that the O-ring located at the base of the
mounting threads is in place and undamaged. If
damaged or missing, replace it with a new O-ring
which can be ordered through Smith & Nephew
Customer Service.

» Check that the proximal window is clean.

o Screw the VideoArthroscope onto the desired
camera head in a clockwise direction, hand
tightening only, until the VideocArthroscope base is
firmly seated against the camera flange.

« Attachment of arthroscope accessorlies, such as
cannulas, is generally accomplished via the “)*
fock. To lock, simply push down and twist
cockwise.

CAUTION: To avoid fogging during surgery, the
rear portion of the arthroscope must be entirely
free of moisture before attachment to either the
camera head or camera coupler

Texobcnyxusanue

Mol  pekoMeHAyeM BaM BHMMaTEALHO OCMOTPETb
AHAOCKON A0 W NOCne npoueaypsl Ha npeamer
BO3MOXHbIX noBspexaAeHui. 3o NO3BONKUT
He3aMeANNTeNnbHO  ODHApPYXWUTL  HesHauuTeNbHbie
NOBPENAEHUR, KOTOPLIE NPU HEMEIEHHOM YCTPAHEHWH
YBENIUYNT CPOK CAYXEbl BAWKUX UHBECTHUUN,
Bo-nepebiX, npoBepbTe KAYECTBO  U3oOpaxeHus
apTpockona, NOCMOTPEB B Hero, €CNW 3TO apTPOCKON
NPAMOre 0830pa, AN NOCMOTPEB HA MOHKTOP, €CNU 3TO
BHACOAPTPOCKON. YXYAWEHNE KAYECTBA N306paxeHus
MoXeT O6biTb CNeACTBMEM N060ro ua cneaywmx
YCNOBUWA:

o [poBepbTe ANCTANbLHYI0C W NPOKCUMANBHYIO AWH3LI
apTPocKoNa Ha NpeAMET TPeWwnH WK LapanuH,

e OCMOTpHTE CTepXeHb apTpocKkona Ha npegMer
3aMETHLIX BMATUH., BMATUHLI BAOAL CTEPXHA MOryT
NPUBECTH K PACTPECKVBAHWIO INH3 BHYTPU TPYOKK.

e MyTHOE WA HENPO3payYHoe HU30BpaxeHne MOXer
6biTb pe3ynbTaToM nNONanaHWMA BNAru B OMTUYECKYIO
CHCTEMY W/AW  MUCTOTHI BHEWHWX NOBEpPXHOCTEH.
MposepbTe YUCTOTY RNOBEPXHOCTH AUCTANbHBLIX ¢
NPOKCUMANBHLIX AKH3. MNPy NPOCMOTPE OTPAXEHHOrO
CBETA NOBEPXHOCTH [ROMKHbl KA3ATLCA FNAAKUMK W
GnecrawmMMn,. OnA  aBTOKNABMPYEMBIX apTPOCKONOB
HUXE NPUBEAEHBI KOHKPETHLIE MHCTPYKUMHM NO
YAANEGHNIO OTAOXKeHWH. [na ApyruxX apTpocKomnos
cneayire «PeKOMEHAYEMbIM WaraMm OUUCTKUY,

Ha B8TOpPOM 3Tane nNPoOBepLTEe CUCTEMY OCBELUSHWUA
apTpockona. CHMKeHne SPKOCTH MOXET ObiTh BLI3BAHO
NOBPEXASHUEM BONOKHA:

+ YbeauTech, YTO ONTOBOAOKHO ApPTPOCKONa He
NOBPEXAEGHO, YAEPXUBAA  AUCTANIbHbIA KOHey
apTpoCKONa B HanpaBAeHUMW WCTOMHUKA CBeTa M|
Habnwoan 33 CBETOBLIM WTbIpEM HA BTynke, Llentp
CBETOBOr0 KOHHEKTOPa AOMXKEH Ka3aTbCA NPO3PavyHbIM
uAn GeneiM. 3aMETHLIC YEPHbLIE TOMKH YKAa3biBAIT Ha

cepbesHoe MNoBpeXASHWE  BOAOKOHHO-ONTUWECKOro
nyuka B  apTpockone. 3TO  NOBAUAET  Ha
CBETONpPONyCKAHWE U APKOCTb  W3oBpaxeHns,

NPOCMATPUBAEMOIro H& MOHHUTOPE.

Maintenance

We recommend that you inspect the endoscope
carefully before and after the case for possible
signs of damage. This will allow immediate
detection of minor damage which, if repaired
immediately, will increase the life of your
Investment,

First, check the image quality of the arthroscope
by looking through it, if it is a direct-view
arthroscope, or by viewing the monitor if it is a
VideoArthroscope. Impaired image quality can
result from any of the following conditions:

e Check the distal and proximal lenses of the
arthroscope for cracked or scratched lenses.

» Inspect the shaft of the arthroscope to detect
any noticeable dents. Dents along the shaft might
cause lenses inside the tube to crack.

e A foggy or cloudy image can be the result of
moisture entering the optical system or cleanliness
of exterior surfaces. Check the surface cleanliness
of the distal and proximal lenses. When viewing
reflected light, the surfaces should appear smooth
and shiny. For autoclavable arthroscopes, specific
instructions to remove deposits are provided
below., For other arthroscopes, please follow the
"Recommended Cleaning Steps.”

As a second step, check the illumination system of
the arthroscope. Reduced brightness can resuit
from fiber damage:

» Check for flber optic damage in the arthroscope
by holding the distal end of the arthroscope toward
a light and observing the light post on the hub.
The center of the light post should appear clear or
white,

Noticeable black spots indicate serious damage to
the fiber optic bundle in the arthroscope. This will
affect light transmission and the brightness of the
Image viewed on the monitor.

¢ Check the light cable for damaged fiber optics by
holding one end of the cable toward a light and
observing the other end. Broken fibers will appear

as black spots in the light fleld. A damaged light
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¢ MpoeepeTe CBETOBOW - Kabens HA  HanHyne
NOBPEXAEHUA ONTOBONOKHA, YAGPXKWBEA OAWH KOHeL
Kabena B HanpasneHHH UCTOMHMKA cBeTa W Habaloaan
33 APYrvM KOHUOM. OB0pBaHHbLIE BOMOKHA NOSBATCS B
CBETNOM NONE B BMAEL NEpPHLIX nATex. MNospexaeHHbIA
cseroBoid kabenb nNOBAUSIET HA e€ro cnocobHoCTL
NPONYCKaTb CBET W APKOCTL  W3o6paxenus,
NPOCMaTPUBAEMOro Ha MOHUTOpE,

Mpumeuanne: BuacoapTpocKkont NpeaHasHaveHbl Ana
HCNONBL3OBAHNUA HENOCPEACTBEHHO € COOTBETCTBYIOWEH
FONIOBKOW KBMephi U NO3TOMY He MOryT UCNOAb30BaATLCA
B Kauyecree apTpockonos npsMoro ob3opa. Mpu
NPOCMOTPE Yepe3 BUACOAPTPOCKON Bbl MOXETE YBUAETL
Meikue JaACTHUL, KOTOpbie Obinn yBeNUYEHM uepes
ONTUHECKYIO CUCTEMY, HO 3TO HUKOUM O6pasoM He

cable will affect Its ability to transmit light and the
brightness of the image viewed on the monitor.

Note: VideoArthroscopes are designed to be used
directly coupled to an appropriate camera head,
and therefore cannot be used as direct-view
arthroscopes. When viewing through a
VideoArthroscope, you may see small particles
that have been magnified through the optical
system but that will in no way affect the image
displayed on the monitor when properly viewed in
conjunction with the camera head.

Mepes HavyanoM Kaxaoro MCNONL3VBAHMA NPOBOAUTE
NPoOBEpPKY NPOU3BOAUTENLHOCTH YCTPOHCTBA.
NpoBeptTe caeaylowmue aneMeHTbl, YTobul ybeauTthen,
4YTO YCTPOACTEBO pAbOTAET AOAXKHLIM OOPA3OM U roTOBO
K UCNOAL3OBAHWIO,

¢ Ybegutece, 4TO MHDOpMaAUKA
YCTPOKCTEA NO-NPEeXHEMY YUTaSMA.
+ [lpoBepbTe HanuMuue NOBPEXKACHUH NNH3LI
NPOKCUMaNbHOM ¥ AUCTBABHOM KOHUE yCTpOACTBa.
+ [lpoBepbTe YCTPOWCTBO Ha Hanuuuve NOBPEXAEHWUH
(TPewmnHbl, NOBPEXACHUSA, NOTHYTOCTH).

s Y6eautechb, uUTO U300PAMKEHNE MOXMHO BUIYANLHO
YBUAETL uYepe3 3HAOCKON. Ons npuuencs npsMoro
ob30pa 3TO MOXHO CAeNarb TOMLKO € NOMOLWbIO
YCTPOACTBA, ANR NpuLencB Ans Buaeo notpebyercs
ronoska kamepbl/CCU (6nok ynpasneHua kamepoi) ans
ofneryeHna Buayanusauun nyrteM OTOOpaXeHus Ha
MOHUTOpE,

o Y6eantech, NTO MeEXaHU3M (OKYCUPOBKH MOXHO
NPABUABLHO NOBEPHYTH U (POKYC MOXHO OTperyanposarb
{ToNLKO ANR BUAGOCKONOB).

o Yb6eautech, u4TO HanpasneHue o63opa
OTPEryanpoBaTe {TONLKO ANA TeNeCKOnos).

e _YbeaunTtech, YTO BHYTPEHHAR CTOPOHA ANH3bLI CYXAA.

Ha ITUKETKEe

MOXHO

nosanseTr Ha wusocbpaxenwe, orobGpaxaemoe Ha

MOHUTOpE, NpPU NPaBUALHOM NPOCMOTPE BMecTe C

rONOBKOW KaMephi.

KOoHTpOnbHMA CANCOK anntenbiocty | Service Life Checklist

skcnnyarayun Perform a performance check for the device

before each use case begins.

Check the following items to ensure that the
device functions properly and the device is ready
to use.

o Confirm that the {abeling information on the
device is still readable.

¢« Check for any damage to the lens at the
proximal and distal end of the device.

¢ Check for any damage to the device (cracked,
damaged, bent misplaced and/or missing).

¢ Confirm an image can be visually seen through
the endoscope. For direct view scopes this can be
done using the device only, for video scopes a
camera head/CCU (camera control unit) will be
needed to aid the visualization by displaying on a
monitor,

¢ Confirm the focusing mechanism can be
properly turned and focus can be adjusted (video
scopes only).

¢ Confirm the direction of view can be adjusted
(video scopes only).

¢ Confirm no moisture is observed on the internal
side of the lens.

MHCTPYKLIUW NO OUUCTKE

BHuUMaHHe: W3apenue nocraBnserca
HecTepunbHeiM, Mepea NEpBbiM MCNOAL3OBAHUEM €ro
HeobxoaumMo pazobpaTs, OYUCTHUTL "
NPOCTepUAN30BaTh.

Mepea xaxabiM NOCNEAYIOWWUM WUCNONL3OBAHHEM €ro
Heo6xoANMO pasbupaTs, oUUWLATL U CTEPUAU30BATD.
Nuneiiky xecTkux aptpockonos Smith & Nephew
cnegyer 3aMaynBaTb U OMMLLATD B TEYEHWE NATH MUHYT
B PEPMEHTATHBHOM OUMCTHTENE C HeWTpanbHbIM pH,
PeKOMEHAOBAHHOM AnA  ob6paboTKU  MEAWUMHCKUX
3HAOCKONOB, MNPUrOTOBNEHHOM B COOTBETCTBUKY C
UHCTPYKUMSIMK  NpousBoguTenn. Bce apanrepo AnA
CBETOBLIX KOHHeKTOpoB HeolxoauMo yaanuth nepea
OYUCTKOK, TWATENBHO OYUCTUTE BCE MOBEPXHOCTH
apTpockona “ apanTepa, OCTEBUE PeKOMEHADBaHHOe
BpeMA 3aMAYHMBAHWA.

TwarenvHo NPOMOHTE apTPOCKON W aganTep B TeYeHne
| ABYX MMHYT 80A0H, YToOGbl NOAHOCTLIO YA3NUTH

Cleaning Instructions

AWARNING: This product is shipped non-
sterlle. It must be disassembled, cleaned, and
sterilized before the first use.

It must be disassembled, cleaned, and sterilized
before every subsequent use.

The Smith 8 Nephew line of rigid Arthroscopes
should be soaked and cleaned for five minutes in
an enzymatic, neutral pH cleaner recommended
for reprocessing of medical endoscopes, prepared
according to the manufacturer’s instructions. Any
light post adaptors must be removed prior to
cleaning. Thoroughly clean all surfaces of the
arthroscope and adaptor, allowing for any
recommended soak time.

Thoroughly rinse the arthroscope and adaptor for
two minutes with water to completely remove the
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YUCTAWMA pacTeop. Boicywure W CHOBA cobSepute
3aAaNnTep K apTpocKkony.
APTPOCKOfl WMEEeT TPW ONTUYECKHWE NOBEPXHOCTH,

KOTOpble HeOGX0AMMO  TWATENbHO OYMLATE M
peryaspHo NpPoOBEepATL, yToGbl obecneuunts
MaKCUMaANLHOE MNPONyCKaHue CBeTa W  BbLICOKOE

KaueCTBO U30bpaxeHna. 3TO AUCTANBHLIH HAKOHEYHHK,
NPOKCUMANLHOE OKHO WAW OKYAAP W ONTOBOAOKOHHBINA
CBETOBOW KORHEKTOP.

cleaning solution. Dry and reassemble the adaptor
to the arthroscope.

The arthroscope has three optical surfaces that
must be thoroughly cleaned and checked routinely
to ensure both maximum transmission

of illumination and a high-quality image. These are
the distal tip, the proximal window or eyepiece,
and the fiber optic light post.

PexoMeHayeMbie Warn nNo pyuHoi ouncrke

1. NpomMbiBaidTe B XONOAHOH TeXHMUECKOH Bsoae npwu
Temnepatype <113 °© F (45 ° C) He MeHee 2 MUHYT,
4YTobb! YABNUTL BrnAUMbIE 3arpasHeHns ]
npeacTBpaTUTE CBEPTLIBAHUE KPOBW,

2. Morpysute v 3aMouUTE MUHUMYM HA NATL (5) MUHYT
6 QepMEeHTHOM MOILWEM CPEAaCTBe C HeHTpanbHbIM pH*.
3. MoNHOCTLIO NOTrpY3nB YCTPOWCTBO B OHULLAIOLIMA
pacTeop*, yAAAUTE AWWHIOID MPA3L C NOBEPXHOCTER U
CNOXHLIX KOHCTPYKTHBHBIX 3N€MeHTOB (Hanpumep,
wene) C nNOMOWDBID OOLIYHMLIX WHCTPYMEHTOB ANA
y6opku B GonbHuuax. flepeMmecture Bce MOABUXHbLIE
YacTh ¥ YASAUTE BUAWUMbBIA MYCOP C NOMOWBIO LLIETKY,

= flouucTuTe LIIETKN,

-  OuncTMTe NOBEPXHOCTH YCTPOKMCTBa  WeTKOM,
CTUAM30BAHHON Noa 3yOHYIO teTKy.

4. TWaTtenbHO MNPOMOATE YCTPOMCTBO B TeueHHe
MHUHUMYM 2 MUHYT, WUCMOAbIYA AOCTATOMHbIA obbeM
KPUTHYECKOW BOALI, UYTOObI NOAHOCTLIO NOrpyY3vThb
yCcTpoHcTBO. BO BpeMa ononackvBakUa nepeMewanTe
mobuie NoOABHXHbLIE DNEMeHTbl YCTPOHCTBa.

5. OcMOTPUTE YCTPOACTBO, HCNOAL3YA YBEAUYUTEALHOE
CTEKNO0 € NOACBETKONA. ECnu HAbnioaaeTen 3arpasHeHue,
NOBTOPHUTE LLArA OMUCTKM.

BHUMAHUE: He ucrions3yiTe yasTpasByKoBbi€ METOA!
OUNCTKH. DHEDprus, nepefaBaeMas 4Yepes KaBuUTaumio
HKUABKOCTH, NOBPEAUT YI/IOTHEHNUTENbHBIN C/TOH #
onrnyecKkne NOBEPXHOCTH “u npuseger K

Recommended Manual Cleaning Steps
1. Rinse In cold utility water <113° F (45° C) fora
minimum of 2 minutes to remove visible debris
and to prevent coagulation of blood.
2. Immerse and soak for a minimum of five (5)
minutes In a neutral pH enzymatic detergent*.
3. With the device completely immersed in the
cleaning solution*, remove additional soll from the
surfaces and from the challenging design features
(i.e. crevices) using common hospital cleaning
tools. Move all moveable parts and remove visible
debris using a brush.

a. Scrub crevices with a brush,

b. Scrub the surfaces of the device with a

toothbrush styled brush.
4, Rinse the device thoroughly for a minimum of 2
minutes using a sufficient volume of critical water
that will completely immerse the device. Move any
movable features of the device during rinsing.
S. Inspect the device using lighted magnification.
If soll is observed repeat cleaning steps.

CAUTION: Do not use any ultrasonic cleaning
methods. The energy transmitted through fluid
cavitation will damage seals and optical surfaces
and will void the warranty.

| SHHYNHPOBIHUIO FBPAHTHUN.

LLiars no aBTOMATHUECKON ouUCTKE

1 MUHUMaNLHLIE NApaMeTpbl UUKNA:

a. NpeasapuTennbHas NPOMLIBKA B XOAOAHOW BOAE 32
nATL (5} MUHYT Npu TeMnepaType <113 ° F (45 ° C).

b. NMatuMuKyTHan (5) npoMbIBKa ¢ HEHTpanbHbLIM
PepMEHTHLIM MOIOLUM CPeACTBOMY,

c. NaTuMuryTHaa (5) npombiBKEa € HEHTPaNbHLIM
MOIOLNM CPEACTBOM*,

d. OeyxmMunyTHOE (2) CnoaackuBaHne Npu TeMnNeparype
113°F(45°C)

MNpumevanune. A WUKAOB NPOMLIBKHW C PEPMEHTHBIM U
HeNTPANbHbLIM MOIOLUM CpeAcTBOM chepyiite
WHCTPYKUMAM NPOUIBOAUTENN MOIOWLEro CPeACTBa ANA
MOIOWEro annapava, KOTOPbIA MCNONL3YETCA Ans
OUNCTKH.

*PekoMeHAYIOTCA (PepMeHTHLIE MOILWWe CPeacTBa C
HeiliTpaneHbiM pH B guanasouxe ot 6,0 ao 8,0. Mowwwe
cpeacTsa ¢ pH 33 npeaenaMmu 3TOro AManasoHa MoryT
OKaswigars HebnaronpuatHoe  BO3ACHCTBUE UM
NOBPEXAATH MEANUUHCKWE H34eNUA U 33WUTHLIe
YCTPOWCTBA. ®epMeHTHbLIE MOIOWWe CPeaCTBa NOMOraloT
B YAQNEHUN OPIaHWUYEeCKUX 3arpA3HeHMi, Takux Kak
Kposb. Mowowwue cpeacTsa cnegyer uMcnonL3oeBarb B
KOHLEHTPaUMn W TeMnepatype, pPeKoMeHAO0BAHHbIX

Automated Cleaning Steps

1. Minimum cycle parameters: a. Flve (5) minute
cold prewash <113° F (45° C).

b. Five (5) minute neutral enzymatic detergent
wash*.

c. Five (5) minute neutral detergent wash¥*.

d. Two (2) minute rinse at 113° F (45° C)

Note: For the enzymatic and neutral detergent
wash cycles, follow the detergent manufacturer’s
recommended Instructions for the washer that is
used for cleaning.

Note: For the enzymatic and neutral detergent
wash cycles, follow the

detergent manufacturer’s recommended
Instructions for the washer that is used for
cleaning.

* Enzymatic detergents with a neutral 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 ald in the removal of organic soil such
as blood. Detergents should be used at the
concentration and temperature recommended by
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npov3sBoguTenem MO LW Eero cpefcTsa. Bbino
ncnonbzosaHo o1 1 pgo 4 wmn/n «Prolystica 2X
Concentrate Enzymatic Presoak and Cleaner»

(hbepmMeHTHbIe MOlOLWMKMEe cpeacTBa C HelTpanbHbiM pH
npousBoLCcTBa STERIS Corporation) nnm
3KBMBaNEeHTHble MNpu BanMpgauum nNpPoLEeccoB OYUCTKM
3HAOCKONUYecKknx yctpoiicte Smith & Nephew.

CocTtaB «Prolystica 2X Concentrate Enzymatic Presoak
and Cleaner»

Hassanue MaeHTud ukatop npoaykTa %

Aicoholf. C9*11. *thoxyt4t«d $urfac(ani |CA$-M»6843»-46-3 1-5

(EG HOM«p)B14-482-0
(CAS-N*I5€-81-5 1-5
IEG Homep) 2(l0-28»-5

Giycann
eewacTao. tauaM TaH* KoToporoa paGouei mHe
orpawueno wauHOHineMwuH mopuemm

Ctirieecia (CAS.W) 77-92.» 1-5
(EG Homep) 201-069-1

(AEACU N0) 01-2119457026-42-0067

(CAS-NI) 2571-68-2 1-2
(EG Homep) 219-919-5

(CAS-NI) 9014-01-1 0.1-1
(EG Homep) 232-752-2

(UHAEKC)*) 6474312-004

NX-OimethylocieOecyUUHtte oxiOe

SuMUeine (proieciyee enzymeei

TepmMmunyeckas gesviHdeKuns

1. NMapameTpbl TEPMUYECKON Ae3NHGpeKUNUN: 1 MUH npu
195,8° F (91° C).

2. OcmOTpuTe YyCTPOMCTBO M NPOBEPbTE KOHTPOJ/IbHbIA
CNUCOK cpoKa cnyx6bl nepes Mcnosb3oBaHUEM.
TOJ1IbKO

YnaneHue OT/IOXKEHUUN -
aBTOK/1aBMpyeEMblE€ 3HO0CKOIbI

Mopowok okcupaa antomMmnHuA (REF 7205548)
npegHasHayeH ans MCNonNb30BaHUA, npu
Heob6xoaMMoCTW, [ANA  yAaneHWss  OT/IOXKEHUWA  Ha
ONTUYECKUX NMOBEPXHOCTAX, Takum o6pasom

nogfepXuwBass ONTUYECKY LENOCTHOCTb U MNO3BONAS
apTtpockonam pa6oTtaTtb B  COOTBETCTBMM C  UX
HasHayeHUeM.

I_IpI/IMel—IaHI/IeZ O4YncTKY MOPOLWKOM OKcupa antoMUHUA
cnepyeT BbINOMHATH TOMbKO nepepj cTepununsauuei,
Korga n3obpaxeHune, npocmatpuBaemMmoe yepes
apTpocKomn, ABNAsSeTCA Henpo3payHbiM, a He B pamKax
06bIYHbIX NPOLEAYP OUYUCTKMU.
UT0o6bl yaanuTb OTOXEHUS,
TamMnoH. OKYHUTE CMOYEHHbI TamMnoH B MOPOLOK
okcupaa antoMUHUA. PacnonoXuTe KOHYUK TaMmnoHa
HanmpoTMB ONTUYECKON  MNOBEPXHOCTM  OYULLAEMOTO
apTtpockona. Crnerka HagaBnuBas Ha TaMMnoH, noTpuTe
OKynsp, 4TOObl yaanuTb /6Gble OTNOXeHuA. [ns
OKYNSIpOB MeHbLIEro pa3mepa BMeCcTO YNCTKM BpaLlialiTe
TamnmnoH. MpomoiiTe ONTUYECKYIO NMOBEPXHOCTb
BOAOMNPOBOAHON BOAON M MOYUCTUTE LWETKON C MATKOW
WeTUHOW noj nNPOTOYHON BOAOW, UTOGLI YyAanNuUTb
MOPOLOK OKCMAa antoMUHNSA.
OuncTnTe ONTUYECKME MOBEPXHOCTMH,
«PeKoMeHAyeMbIX Warax o4ncTKu».
BHVMAHVIE: CunbHbIi HarpeB oT aBTOK/IaBMpPOBaHUS
napom npmBefeT K 3aTBepaeBaHMio 1N obecuyBevrBaHUO

CMOYMTE BOAOW BaTHbIN

KaK YKa3aHO B

MHOPOAHbIX maTtepumanos, ocTaBLINXcA Ha 3TUX
ONTNYECKNX  MOBEPXHOCTAX. JltoGble MNOCTOPOHHME
npegmMmeTbl, oOCTaBWKMecA Ha ANCTa/ibHOM KOHYUKe,

CHU3AT KauyecTBO WN306pakeHust U MOryT MpuBECTU K
MOJTHOCTHIO 3aKPbITOMY U306PAXKEHMIO.

BH/IMAHVIE: MocTtopoHHMe npeameThbl, OCTaBLUMECS Ha
MOBEPXHOCTU BOJSIOKHA CBETOBOrO KOHHEKTOpa Mnocrne
OUMCTKM, MOTYT BbI3BaTb O0XOr W o6ecuBeynBaHe
MOBEPXHOCTM MNpU BO3AENCTBUM MUCTOYHMKA CBeTa
BbICOKOW MHTEHCUBHOCTW.
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the detergent manufacturer. 1 to 4 mL/L of
Prolystica 2X Concentrate Enzymatic Presoak and
cleaner (neutral pH enzymatic detergents
manufactured by STERIS Corporation) or
equivalent was used

in the validation of the cleaning processes for
Smith & Nephew Endoscopy devices.
Composition of «Prolystica 2X
Enzymatic Presoak and cleaner»

vvvvvvvvvvvvvv W H AW W a8 [l

Concentrate
AlGoncM. ce-11. Mhox)teiMeui*taeM (CAS No) Ba43»-48-3 1-s

Oli«Mlii
CmcMid

CA8NoIBM1-t 1-6

(CMNO)77-92-a
(IEACH N0) 01-2119467106-42.0067

NMIKneVirloclaOKyleminieuda (CABNO) 2671-68-2 1-2

SuNKsne ipnXMiyOc enzymet) (CAS No) W14-01-1 01*1

Thermal Disinfection

1. The parameters for thermal disinfection would
be 1 min at 195.8° F (91° C).

2. Inspect the device and check the service life
checklist prior to use.

Removing Deposits - Autoclavable Scopes
Only

The aluminum oxide powder (REF 7205548) is
intended to be used, when required, to remove
deposits on optical surfaces thus maintaining

optical integrity and allowing the scopes to
perform as per their intended uses.
Note: Cleaning with aluminum oxide powder

should only be performed prior to sterilization
when the image as viewed through the
arthroscope is cloudy and not as part of your
routine cleaning procedures.

To remove deposits, moisten a cotton-tipped swab
with water. Dip the moistened swab into the
aluminum oxide powder. Position the swab tip
against the optical surface of the scope to be
cleaned. While applying gentle pressure to the
swab, scrub the window to remove any deposits.
For smaller windows, rotate the swab instead of
scrubbing. Rinse the optical surface with tap water
and brush with a soft bristle brush while under
running water to remove the aluminum oxide

powder.

Clean optical surfaces as instructed in the
"Recommended Cleaning Steps".

CAUTION: The extreme heat from steam

autoclaving will cause foreign materials left on
these optical surfaces to harden and discolor. Any
foreign matter remaining on the distal tip will
reduce image quality and may lead to a completely
obscured picture.

CAUTION: Foreign matter remaining on the fiber
surface of the light post after cleaning may tend to
burn and discolor the surface when exposed to a
high intensity light source.



Ctepunusauunsa

A BHMMAHWE: N3poenne rnocraeigeTcs
HeCTepu/ibHbIM. I'Iepe,u, nepBbIM MCMNoJ/1ib30BaHNEM
ero HeobxoAMMO  pasobparb, OUUCTUTL W
npocrepun3oBarTh.

Mepen KedKObIM NOC/eayroWwmM 1CNosib30BaHEM
n3genve Heobxoaumo pasbupatb, oumwatb U
crepunnsoBartb.

MPOUNTAUTE BCE TPEOYTIPEXXOEHNA TMEPEL
CTEPUINSALIMEWN.

MpumeyaHue:

Je3nHdekuna He 3aMeHAeT cTepunmsauuto.

MNepen cTepwnusauueih Bcerga MpoBepsiTe Hanuuue
NoBpPeXAEeHUN n mycopa.

BoibepnuTe noaxonfwmuii meTton cTepunamsauumum  Ans
obopypoBaHus. WHdopmaymto o] cTepuamsaunmn
CBETOBOAOB, COefMHUTEeNneih u rosoBOK KaMepbl CM. B
pasgene «CTepunusayunsa» UHCTPYKL NN no
aKkcnayaTtaunm coOTBeTCTBYHOLULEr0 U3Aenuns.
ApTpockonbl Smith & Nephew cnegyet ctepunnsoBaTtb
B KOHTelHepax, npeAHa3HauYeHHbIX ANa dukcayum
WHCTPYMEHTOB Ha MecTe M obecnevyeHus Haanexawuiem
LUPKYyNaunuM cTepununsyrolein cpegbl.

3Ty nmapameTpbl 6bIIN NOATBEPXAEHbI A1 ob6ecneyeHus

cTepunbHocTM. @YHKLMOHWPOBaHME CcTepuausatopa
cnefyeT perynsapHo KOHTpPONMpoOBaTb C MOMOLLbIO
6MONOTNYECKUX WHAMKATOPOB, 4TO6bl rapaHTUpPOBAaTh,

4TO M3gennsa 6binn noAoBEPrHyThbl cTepunmnsaynn.
BnageoapTpocKonsl npegHasHa4deHbl ansa
mncnonb3oBaHma C€ TBepAOTE/IbHBIMW BUAEeOKamMepamu.
3TN apTPOCKOMbl KpPenAaTcsa HenocpeacCTBEHHO K rojioBKe
KaMephbl 6e3 AONOJ/THUTENBbHbIX COEANHUNTEJIbHbIX
KOMMOHEHTOB

Sterilization

A WARNING: This product is shipped non-
sterile. It must be disassembled, cleaned,
and sterilized before the first use.

It must be disassembled, cleaned, and
sterilized before every subsequent use.
READ ALL WARNINGS AND CAUTION BEFORE
STERILIZING.

Note:

e Disinfection is not a substitute for stehiization.

e Aiways inspect for damage and debris prior to
steriiization.

e Select the appropriate steriiization method for
the equipment. For steriiization of iight guides,
coupiers and camera heads refer to the
"Sterilization™" section of the respective product's
Instructions for Use.

e Smith & Nephew arthroscopes should be
sterilized in containers which are designed to
secure the instruments in place while allowing
proper circulation of the sterilant medium.

e These parameters have been validated to ensure
sterility. Sterilizer functioning should be monitored
at regular intervals with biological indicators to
ensure products have been subjected to
sterilization conditions.

e VideoArthroscopes are designed to be used with
solid-state video cameras. These scopes thread
directly onto the camera head with no additional
coupler components.

ABTOKNaBMpyemble apTpockornbil/Autoclavable Arthroscopes
ABTOKNaBmpoBaHue (MapameTpbl NapoBoi ctepunmlaunmnmn)/Autoclave (Steam sterilization

MeTton/Method Linkn/Cycle Temneparypa Bpems Bpems cyLuku
BO3aAencTBus / BO3ENCTBUS (MHHyTDbI)/Dry
Exposure Temp (MuHyTBI)/ time (minutes)
Exposure Time (
minutesl
Map MpeBakymupoBaHue/ 270° F 4 30
(obepTbiBaHUE)/ Prevacuum (132° C)
Steam
(wrapped)
Map MnoTHoCTb/ 270° F 15 30
(ob6epTbiBAHUE)/ Gravity (132° C)
Steam
(wrapped)

BHVMAHWE: lNMocne aBTOK/1laBNpOBaHUA MO3BOJ/IbTE apPTPOCKOINY OCTbITb A0 KOMHaTHOW TemMneparypbl.

CAUTION: Allow the arthroscope to cool to room temperature after it has been autoclaved.

MeTtopn/Method Linkn/Cycle Temnepartypa Bpems Bpewmsi cyLukn
Bo3gewcTeusA / BO3ENCTBUSA (MUHYTBLI/Try
Exposure Temp (MuRyTBI)/ time (minutes)
Exposure Time (
minutesl
Uukn gna HenpumeHumo/ 273° F 3 30
BennkobpurtaHumm n/a (134° C)
(o6epTbiBaHME)/
UK Cycle
(wrapped)
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273°F
(134° C)

Uukn BO3
(obepTbiBaHNE)/
Worid Health
Organization
(WHO)
{wrapped)*

HenpuMeHnMo/
n/a

18 30

TPpancnopTuposka n/wnn XpaneHwe/
Transport and/or Storage

NMpumeuanne: Linkno: ann Bennkobputarum n BO3 He sanmorTcs oRobperHHbiM FDA unknamu
CTEPU/NIAUNY ¥ NPEAHAIHANEHSI TONBKO GNR MEXZYHAPOARHOIO ucnonsaosannn./ Note: The UK cycle and
WHO cycle are not an FDA cleared sterilization cycles and only for use internationally.

*fipumeuarnne/Note: 3TOT UNKN CTEPHIMIBLNN He Bbi/I NOATBEPXAECH ANS MHAKTHBaUUK NPHOHOSB./ This
sterilization cycle has not been validated for prion inactivation.

BHUMAHME: [locne aBToKNABMPOBAHUS BAATE aPTPOCKOIY OCTHITE 40 KOMHATHOHA TeMneparypeul./
CAUTION: Allow the arthroscope to coof to room temperature after it has been autoclaved.

Texuuueckue xapaxrepucrukn/Technical Specifications
Ycnosua okpyxaiouei cpsabi/Environmental Conditions

icnonsz0BaHue/
Use

Temnepatypa okpynaowesi
cpeabl/
Ambient Temperature

=29 ...+60 °C (-20...+140°F)

+10...425 °C (+50...77°F)

OTHOCHTENbHAA BAANKHOCTL/ 15 ..85%

Relative Humidity

30 ..75%

ATmocoeproe gasnenne/
Atmospheric Pressure

70...106kMNa/kPa

70...106xNa/kPa

PaGouan smicota/
Operating Altitude

3000 M Makcumym/
meters maximum

3000 M Mmakcumym/
meters maximum

CooGuwenne o0 noGourbiX 3¢hrextax
Ecnu BO BpEMA UCNONbL3OBAHUA 3TOMO YCTPOWCTEa AW B
pe3ynbTaTe ero MCNORL30BAHNA NPOH3OLIEN CEPLEIHLIA

Ordering Information
Adverse Reaction Reporting
If, during the use of this device or as a result of

B uzpenuax Smith & Nephew rapanTupyerca oTCcyTcTBue
AedEeKTOB MATEPUANOB U W3rOTOBAEHUA B TeYeHMe
FApaHTHHHOrO CpoKa ANA  KOMKPETHOro WU3jenus,
HAYMHAA C AATbl BLICTABNSHUA CHeTa. CM. AeiAcTBYIOWMA
Karanor npoaykuumn Smith & Nephew unu obpaturece 8
cnywby nogaepxkn knuewtroe Smith & Nephew ans
NOAYHEHUA KOHKPETHOH WHPOPMALIUK O FAPAHTUM.
HacToawan rapaHTUA OrpaHWYMBAETCA PEMOHTOM WIH
3amenoil komnanued Smith & Nephew B oTHOWeHUN
nwboro usaenusi, B KotopoMm byaer obHapyxen aedexr
B TeYEeHUE rapaHTUAHOro cpoka. MospexaeHne napenus
noNb3oBaTENEM, KOTOPOE RLNAET €ro HeNpUIroAHBIM ANA
peMOHTa, MOXET MNPUBECTH K AONOAHUTENbHLIM
pacxoAaM He3aBMCMMO OT CTartyca rapaHTim. Bcee
rapaHTum pacnpocTpaHsIoTca TONLKO Ha
nepeoHavanbHoro nokynatens. HM npu  Kakux
obcroatenscteax Smith & Nephew He Hecer
OTBETCTBEHHOCTH 33 OXUAAEMYI0 NMPpubblNb, KOCBEHHbIK
yiweps  wau noTeplo  BpeMeHM,  MNOHECeHHbIe
NOKYnaTeneM npu NOKYNKe WAK NCnoAbL30BaHUKU NKboro
u3nenus.

HUKAKWUX  APYFUX  TAPAHTUA, ABHbIX
NOAPA3YMEBAEMbLIX, HE NPEAOCTABNAETCA.

nan

MHUMACHT, noxanyicra, coobwute o6 3TOoM | its use, a serious incident has occurred, please
npoussoauTenio U coobwure 06 3TOM nO agpecy: | report it to the manufacturer and to your national
complaints@smith-nephew,com. authorlty and complaints@smith-nephew.com
FapanTun Warranty

Smith & Nephew products are guaranteed to be
free from defects in material and workmanship for
the warranty period for a particular product,
beginning from date of invoice. Refer to the
current Smith & Nephew Product Catalog or
contact Smith & Nephew Customer Service for
specific warranty information.

This limited warranty is restricted to repair or
replacement by Smith & Nephew, at its option, of
any product found to be defective during the
warranty period. Damage inflicted to a product by
the user that causes it to be unsuitable for
refurbishment may result in additional charges,
regardless of warranty status. All warranties apply
to the original buyer only. In no event shall Smith
& Nephew be llable for any anticipated profits,
consequential damages or loss of time incurred by
the buyer with the purchase or use of any product.
NO OTHER WARRANTY, EXPRESSED OR IMPLIED,
IS GIVEN.
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Oxnasembiil cpox cnyxtn

Aptpockonsl Smith & Nephew — 370 MHoropasosbie
YCTPOWUCTBA. QDYHKUMOHAARLHLIA CPOK Cnyx6bl ITMX
YCTROACTB 33BUCUT OT PAZAUYHLIX DAKTOPOB, BKAIOUANA
HYACTOTY UCNONB3OBAHUA, METOA U NMPOACSIKUTENBHOCTL
KaXA0ro UCNONb30BAHNA, 8 TaKXKe NocneonepaunoHHble
meToAsl U obpawmenne. Hagnexauiee TexHUYeckoe
oScnyxusaHne  obopyaoBaHun  HeobxoauMo  Ans
AOCTHXEHNN OMNTUMANBHOW NPOU3BOAUTENLHOCTH C
TEYEHUEM BPEMEHM.

ApTpockonm caeayeT NpPoBEepATL Nepea  KaxAtiM
MCNONL30OBAHMEM B COOTBETCTBMHU C <«KOHTPOALHBLIM
CNUCKOM ANUTENLHOCTH IKCRAyaTauyuu», Ecnn npobnema
He YCTpaHeHa, obpaTuTech B CAYyKOY noAAEPKKU
KavneHToB Smith & Nephew uan K aBTOPU3OBAHHOMY
npeacrasutenio Smith & Nephew.

NpuMevyanue: OYKUCTUTE U CTEPUANIYITE ITO YCTPORCTBO

nepes 803BPATOM WK YTUAU3aUUEN.

Expected Service Life

The Smith & Nephew scopes are reusable devices.
The functional life of these devices depends on
various factors, including frequency of use, the
method and duration of each use, as well as
postoperative methods and handling. Proper
maintenance of the equipment Is essential to
achieve optimal performance over time.

The scopes should be inspected before each
procedural use per the “Service Life Checklist”. If
the problem persists, contact Smith & Nephew
customer service or an authorized Smith &
Nephew representative.

Note: Clean and sterilize this device prior to return
or disposal.

AononHurensHan uHGOpMauUnn

Ecau Tpebyerca AononHuTenbHas nHdopmauus 06 3ToM
usgenue, obpaTtureck B CAyX by NOAAEPXKKN KAWEHTOB
Smith & Nephew no Tenedony +1 800 343 5717 B CLUA
WAK K YNOSHOMONEHHOMY NPeaACTaBUTento.

For Further Information

If further information on this product is needed,
contact Smith & Nephew Customer Service at +1
800 343 5717 in the U.S., or an authorized
representative,

[ Homep » guTa nepecuorpa
106014 9 E
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NMPUNOXEHUE K UHCTPYKLUU MO NPUMEHEHMIO
«ApTpockon 4KO xecTknii MHOropasoBbIiN>»
ADDENDUM TO INSTRUCTION FOR USE
«4KO Rigid reusable arthroscope»
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Pyccknil/ Russian

Anraniicsnit/ English

HacToawan MHCTPYKUUA NO NPMMEHEHUIO ABASETCA obuiei
Ana koMnanun Smith & Nephew, sknioyan «Aptpockon 4KO
KECTKUA MHOropasoBblit».

Bce  paccMmaTpubaeMble B A2HHOMW UHCTPYKLNK
«AprTpockon 4KO »ecTkuil MHOrOpasoBuli» ABNAIOTCA
HECTEepUAbHbIMU,

Mpu nocraske nagenva B PO undopMauua, coaepxaiancs
B AAHHOM MPUACKEHNUHU K MHCTPYKUUW MO MPUMEHEHHIO,
ABNACTCA NPUOPHTETHOM.

Current Instruction for Use is common to
of Smith & Nephew Inciuding 4KO Rigid
reusable arthroscope.
Subject «4KO Rigid
arthroscope» indicated in
Instruction for Use are non-sterile.

When supplying the product to the Russian
Federation, the information contained in
the appendix to the instructions for use is
a priority.

reusable
current

CneayouMe HaAUMEHOBAHNA, WCNONL3OBAHHbLIE NO TEKCTY
AAHHOMO  AOKYMEHTa, ABAAIOTCA  TOXAECTBEHHLIMW
HAaMMEHOB3HUI0 MEAHLIMHCKOro nagenus «Aprpockon 4KO
MECTKMH MHOrOpPaASOBLIA»:

~ KoMnoxenTwl;

- U3penusn;

- ApTpOCKONbI;

- DHAOCKONb!.

Cokpaulenun:

MW - meguunHCcKOe usgenve

The following names used throughout this
document refer to the name of the medical
device «4KO Rigid reusable
arthroscope»:

- Components;

- Devices;

- Scopes;

- Endoscopes.

Abbreviations:

MD - medical device
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Pycckuit/ Russian

I Anranticxnii/ English

1.

HAWMEHOBAHWE MEAWULIMHCKOro N3AENNA (MU) U Ero KNACCUOUKALINA/

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

«Aprpockon 4KO xecTkuil MHOropasosbiii»
Knacc nOTeHUNANbHOIO pUcKa NpUMeHenns - 2a
Bua HOMEeHKNaTYpHOk Knaccupukaumnu B
COOTBETCTBMU C NPUKA3OM Mun3apaea 44 - 143870
- ApTpockon WECTKHMN, MHOIOPAa3oBoOro
HCNONb3OBAHMA

Crenenb 3aWnThl OT MOPAXEHUA INEKTPUYECKUM
ToKOM - Knacc I npu coeauHeHun ¢ COBMECTUMONR
IHAOCKONUYECKON CUCTEMOM

«4KO Rigid reusable arthroscope»

Potential class of risk - 2a

Local Russian Nonmencature class in acc. With
MoH 4n Order- 143870 -  Rigid arthroscope,
reusable

Level of protection against electric shock - Class I
when connected to a compatible endoscopic
system

ONWCAHWE OCHOBHBIX ®YHKLINOHAJIbHBIX 2/IEMEHTOB, COCTABHbIX YACTEA

MW/ DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS, PARTS OF MD

ApTpockon 4KO wxecTtkwit mHoropasosuiii, B
BaAPHAHTAX MCNONHEHUR
1. Aptpockon, yron Habniogenus 30°, auamerp
4.0 MM, aAvHa 160 MM, TUN KpenieHuAa KaMepbl C-
Mount, B cocTase:
- Aptpockon, yroa Habawgenusa 30°, anamerp
4.0 MM, AnvHa 160 MM, TUN KpenneHus Kamepbl
- C-Mount - 1wr.;
- MOpowoK OKCHAA ANIOMUHUA BO (DNAKOHe, 4MA
(npu HeobxoauMocTK) — 1 wrT.;
~-MHCTPYKUUA NO NPUMEHEHUIO — 1T, ;
2. Aprpockon, yron Habnwogenus 70°, anamerp
4.0 MM, AnnHa 160 MM, TMN KPenneHWA Kamepsl — C-
Mount, (RND TIP), B cocrase:
- Aprpockon, yroa naGaioaeHwa 70°, anamertp
4.0 MM, inda 160 MM, TUN KPENNEHWA KaMepsl
- C-Mount, (RND TIP) - 1wr.;
- MopowWoK oKCUAS aNiOMUHKUA BO hnakoHe, 4Mn
(npn HeobxoauMocTH) — 1 wWwrT.;
- UHCTPYKUMA NO NPUMEHEHNIO — 11T,
3. Aptpockon, yron Habnioaenna 0°, auamerp
4.0 MM, AnvHa 160 MM, TUN KpeNAeHUA KaMmepw -
OKYNAPHaA Jallka, B cocrase:
- Aptpockon, yron sabniogenuna 0°, anametp 4.0
MM, AnvHa 160 MM, TN KpenneHus Kamepel -
OKYNApHAn yawka - 1wr,;
- MOpOoWoOK OKCHAA ANIOMUHUA BO DNaKoHe, 4MA
{npy HeobxoaumMocTn) - 1 wr.;
~ WHCTPYKLMS NO NpUMeHeHuio — 1wrT.,;
4. ApTpockon, yron Habmiogenna 30°, guameTp
4.0 MM, AnuHa 160 MM, TN KpereHUA Kamepws -
OKYAAPHaA Yawka, B cocrase:
- Aptpockon, yron sHabnioaenna 30°, auamerp
4.0 MM, anvHa 160 MM, TN KPenneHHs KaMeps
- OKYNApHaA Yawka - lwr.;
- MopoWOoK OKCHAA aniOMUHNA BO PRakoHe, 4Mn
(npu neobxoaumocTn) — 1 wr.;
- UHCTPYKUMA NO NpUMeHeHnio — 1wr,;
5. ApTpockon, yron HabniwaeHna 70°, avameTp
4.0 MM, AnvHa 160 MM, TN KpenfeHUa KaMmepbl -
oKkyhspHas vawka, (RND TIP), B cocrase:
- ApTpockon, yron Habawpewus 70°, anamerp
4.0 MM, ANUHA 160 MM THN KPENNEHUA KaMepe! —
oKynapHas vawka, (RND TIP) - 1wrT.;
- MTOPOIWOK OKCHAS aNIOMUHUA BO (PAaKkoHe, 4Mn
(npn HeobGx0AKMOCTU) ~ 1 wWiT.;
= MIHCTPYKUMA NO NPUMEHEHMIO = 1WT.,;

4KO rigid reusable arthroscope, versions:

1. Arthroscope, viewing angle 30°, diameter 4.0
mm, length 160 mm, camera mounting type C-
Mount, consists of:

Arthroscope, viewing angle 30°, diameter
4.0 mm, length 160 mm, camera mounting
type C-Mount - 1pc.;

Aluminum oxlde powder in a bottle, 4mi (if
necessary) - 1 pc.;

Operational documentation ~ 1 pc.

2. Arthroscope, vliewing angle 70°, diameter 4.0
mm, length 160 mm, camera mounting type C-
Mount, (RND TIP), consists of:

Arthroscope, viewing angle 70°, diameter
4.0 mm, length 160 mm, camera mounting
type C-Mount, (RND TIP) - 1pc.;
Aluminum oxide powder in a bottle, 4ml (if
necessary) - 1 pc.;

Operational documentation - 1 pc.

3. Arthroscope, viewing angle 0°, diameter 4.0
mm, length 160 mm, camera mounting type -
eyepiece cup, consists of:

Arthroscope, viewing angle 0°, diameter
4.0 mm, length 160 mm, camera mounting
type - eyepiece cup - 1pc.;

Aluminum oxide powder in a bottle, 4ml (if
necessary) - 1 pc.;

Operational documentation - 1 pc.

4. Arthroscope, viewing angle 30°, diameter 4.0
mm, length 160 mm, camera mounting type -
eyeplece cup, consists of:

Arthroscope, viewing angle 30°, diameter
4.0 mm, length 160 mm, camera mounting
type - eyepiece cup - 1pc.;

Aluminum oxide powder in a bottle, 4ml (if
necessary) - 1 pc¢.;

Operational documentation - 1 pc.

5. Arthroscope, viewing angle 70°, diameter 4.0
mm, length 160 mm, camera mounting type -
eyeplece cup, (RND TIP), consists of:
Arthroscope, viewing angle 70°, diameter
4.0 mm, length 160 mm, camera mounting
type - eyepiece cup, (RND TIP) -~ 1pc.;
Aluminum oxide powder in a bottie, 4ml (if
necessary) - 1 pc.;

Operational documentation - 1 pc.

6. Arthroscope, viewing angle 45°, diameter 4.0
mm, length 160 mm, camera mounting type -

eyepiece cup, consists of:

-—
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6. ApTpockon, yron Ha6bnwgeHus 45°, gnameTtp
4.0 MM, gnvHa 160 MM, TUN KpenjeHusa Kamepbl -
OKyfnspHas 4yallka, B cocTaBe:
- ApTpockon, yron HabnwgeHua 45°, gnameTp
4.0 MM, gnvHa 160 MM, TUN KpenseHua Kamepbl
- OKynfApHas vawka ~ 1wrT,;
- NMopowok okcnupa antoMUHNA BO h1akoHe, 4Mn
(npn HeobxogmmocTn) - 1 wWrt.;
- WHCcTpyKUMA No NpUMeHeHuto - 1wr.

- Arthroscope, viewing angie 45°, diameter
4.0 mm, length 160 mm, camera mounting
type - eyepiece cup - lIpc.;

- Aiuminum oxide powder in a bottie, 4ml (if
necessary) - 1 pc.;

- Operationai documentation - 1 pc.

3. OMVICAHVE MPUHALTE>XKHOCTEW/ DESCRIPTION OF ACCESSORIES

HenpumeHumo.

4. HA3SHAUYEHVIE/ INTENDED USE

MpegHasHauyeH A1 06GecneyeHUss OCBELEHUA W

BU3yanumsaumu npu ANATrHOCTUYECKNX "
onepaTuUBHbLIX  apTPOCKOMMYECcKUX  npouegypax
nnaeyeBoro, NOKTeBoOroO, Taszo6eApeHHoro,
KONEeHHOTO, ro/IeHOCTOMHOrO cycTaBa npu
HEenocpeAcTBEHHOM WCMO/b30BaHUKW C TOJIOBKOI
Kamepsbl.

Not appiicabie.

4KO Rigid Reusable Video Arthroscopes are
intended to provide illumination and visualization
In diagnostic and operative  arthroscopic
procedures of the shoulder, elbow, hip, knee,
ankle joint when used directly with the camera
cap.

5. VHPOPMALINA O MOTEHUWVASTBHBIX MOTPEBUTESIAX M 7 INFORMATION ON

POTENTIAL USERS OF VD

ApTpocKOonbl npejHa3HayeHbl AN8  NPUMEHEHUS
Xupypramu, UMe WnumMu onbIT npoeseaeHust
XUPYPIUYECKUX WMAN apTPOCKOMUUYECKUX npouesyp.
OTBETCTBEHHOCTb 32 O3HAKOMJ/IEHUE C U3JENUAMU U
conyTCTBYIOW UMY npoueaypamu nepeg
MCNoNb30BaHMEM MpPU NMPOBEAEHUMN onepauunii HeceT
XUpypr.

The Scopes are designed for use by surgeons
experienced in surgical or arthroscopic
procedures. It is the responsibility of the surgeon
to become familiar with the subject devices and
associated procedures prior to use in the operative
environment.

6. BO3MO>XHbIE MNMOBOYHbLIE 3PPEKTbI/ POSSIBLE ADVERSE EFFECTS

He n3BecTHbI

FUNCTIONAL CHARACTERISTICS OF MD

None known

1. ApTpockon, yron Ha6bnwogeHusa 30°, anameTtp 4.0 MM, gnanMHa 160 MM, TN KpenneHus
kamepbl - C-Mount / Arthroscope, viewing angle 30°, diameter 4.0 mm, length 160 mm,

camera mounting W e C-Mount

OnameTp pa6oueii yactn, mm/ Diameter of
the working part, mm

OnuHa pa6oueii yactu, mm/ Length of the
working part, mm

LLlepoxoBaTocTe noBepxHocTu/Surface
roughness

O6was anvHa, mm/ Total length,mm

Yron HabntwogeHuna /Viewing angie

Yron nona 3pexHua / Angie of the visual area
PaspeweHune/ Resolution

Tun kpenneHus kaHtwonu/ Type of cannula
clamping

Tun kpenneHus kamepbl/ Camera Mounting
type

CTaHaapT NOAKIIOYEHUS CBETOBOAHOTO
kabensa/standard for connecting a fiber
optic cable

Macca, r/ Weight, q

nawinjMcnM>i /KJ,

4,00 (+0,02/-0,05)

157,1 +£0,5

63 wnn nyuwe/ 63 or better
232,0 =5

30° (+5°/-5°)
105°f+10°/-5°)

HD 4KO

J Lock

C-Mount

Stotz, ACMI

He 6onee 180 r/ Not more than 180 g

AMdM fciip 4.U MM, AANH3 iOU MM, TUN KpeNleHUSA

kamepbl - C-Mount, (RND TIP)/ Arthroscope, viewing angle 70°, diameter 4.0 mm, iength
160 mmiLcamera mountinatoB C-Mount, fRND TIPI
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OnameTp paboueli yactu, mm/ Diameter of
the working part, mm

OnnHa pab6oyein yactn, mm/ Length of the
working part, mm

W epoxoBatocTb noBepxHocTtu/Surface
roughness

O6uwana gnuHa, mm/ Totai iength,mm

Yron HabnwpgeHuna /Viewing angie

Yron nons 3peHusa / Angie of the visual area
PaspeweHune/ Resoiution

Tun kpenneHus kaHwnun/ Type of cannuia
ciamping

Tun kpenneHuns kamepbl/ Camera Mounting
type

CTtaHgapT NoAKNOYEHUS CBETOBOAHOTO
kabensa/standard for connecting a fiber
optic cabie

Macca, r/ Weight, q

4,00 ( +0,02/-0,05)

161,1 £ 0,5

63 uwnn nyywe/ 63 or better
233,3 =5

70° (+5°/-5°)

105° f+10°/-5°)

HD 4KO

J Lock

C-Mount

Stotz, ACMI

He 6onee 180 r/ Not more than 180 q

3. ApTpockon, yron HabnwogeHua 0®, auametrp 4.0 vm, gnvHa 160 MM, TUN KpenneHus
Kamepbl - okynsapHasa 4dawka/ Arthroscope, viewing angle 0°, diameter 4.0 mm, length

160 mm. camera mounting
OnameTp paboueir yactn, mm/ Diameter of
the working part, mm

OnvnHa pabouein yactu, mm/ Length of the
working part, mm

LlepoxoBaTtocTb noBepxHocTu/Surface
roughness

O6buwana gnuHa, mm/ Total iength,mm

Yron Ha6bnwogenusa /Viewing angie

Yron nona 3peHus / Angie of the visuai area
PaspeweHune/ Resoiution

Tun kpenneHusa kaHwonn/ Type of cannuia
ciamping

Tun kpenneHusa kamepbl/ Camera Mounting
type

CTtaHpapT NOAK/OYEHUS CBETOBOAHOIO
kabensa/standard for connecting a fiber
optic cabie

Macca, r/ Weight, q

- ffli~viece cu

4,00 ( + 0,02/-0,05)

157,8 = 0,5

63 nnm nyywe/ 63 or better
223,0 £ 5

0° f+5°/-5°)

105° f+10°/-5°)

HD 4KO

J Lock

OKynapHasa 4yalwka

Stotz, ACMI

He 6onee 110 r/ Not more than IO q

4. ApTtpockon, yron HabnwogeHnsa 30®, gnameTtp 4.0 mm, gnnHa 160 MM, TN KpenseHus
Kamepbl - okynapHas yawka / Arthroscope, viewing angle 30°, diameter 4.0 mm, length

OunaveTp pa6ouein yactu, mm/ Diameter of
the working part, mm

OnvHa pa6bouein yactu, mm/ Length of the
working part, mm

LlepoxoBaTocTb noBepxHocTu/Surface
roughness

O6buwana gnnHa, mMm/ Total length,mm

Yron HabnwogeHuna /Viewing angle

Yron nonsa 3peHua / Angle of the visual area
PaspeweHune/ Resolution

Tun kpenneHusa kaHwnu/ Type of cannula
ciamping

Tun kpenneHua kamepbl/ Camera Mounting
type

CTaHpapT NOAKMYEHNSA CBETOBOAHOIO
kabena/standard for connecting a fiber
optic cable

Macca, r/ Weight, q

4,00 ( + 0,02/-0,05)

157,1 £ 0,5

63 nnn nyywe/ 63 or better
223,0 £ 5

30° (+5°/-5°)

105° (+10°/-5°)

HD 4KO

J Lock

OKynsipHas 4allka

Stotz, ACMI

He 6onee 110 r/ Not more than IO q

5. ApTpockon, yron HabnwogeHunsa 70°, gnameTtp 4.0 mMm, gnnHa 160 MM, Tun KpennaeHuns
Kamepbl - okynapHasa vyawka, (RND TIP)/ Arthroscope, viewing angle 70°, diameter 4.0

mm* \LLNLLN 160 mm* camera mountirat ™ |- CUuib fRND TIP it ot e e
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OunameTp paboueir yactu, mm/ Diameter of
the working part, mm

OnvHa pa6ouyeit yactu, mm/ Length of the
working part, mm

llepoxoBaTocTb nosepxHocTu/Surface
roughness

O6wasa gnnHa, mm/Total length,mm

Yron HabnwgeHunsa /Viewing angle

Yron nons 3peHusa / Angle of the visual area
PaspeweHune/ Resolution

Tun kpenneHunsa kaHtwonu/ Type of cannula
clamping

Tun kpenneHunsa kamepobl/ Camera Mounting
type

CTaHpapT NOAKNIOYEHUA CBETOBOLHOTO
kabens/standard for connecting a fiber
optic cable

Macca, r/ Weight, q

4,00 ( + 0,02/-0,05)

161,8 = 0,5

63 unu nyywe/ 63 or better
224,7 =5

70° (+5°/-5°)

105° (+10°/-5°)

HD 4KO

J Lock

OkyndapHaa 4Jalwka

Stotz, ACMI

He 6onee 1O r/ Not more than IIOg

6. ApTpockon, yron HabnwopeHunsa 45°, pnameTp 4.0 mm, gnmHa 160 mm, TUN KpennaeHus
Kamepbl - okynapHasa 4dawka/ Arthroscope, viewing angle 45°, diameter 4.0 mm, length

OuameTp pabouyeii yactu, mm/ Diameter of
the working part, mm

OnvHa pa6bouyein yactu, mm/ Length of the
working part, mm

LepoxoBaTocTb noBepxHocTu/Surface
roughness

O6uwasna gnuHa, mm/Total length,mm

Yron HabnwgeHua /Viewing angle

Yron nonga 3pexHunsa / Angle of the visual area
PaspeweHune/ Resolution

Tun kpenneHnsa kaHtwonu/ Type of cannula
clamping

Tun kpenneHnsa kamepobl/ Camera Mounting
type

CTaHpapT NOAKAKYEHUS CBETOBOAHOIO
kabensa/standard for connecting a fiber
optic cable

Macca, r/ Weight, g

4,00 ( + 0,02/-0,05)

161,8 + 0,5

63 nnn nydwe/ 63 or better
225,0 £5

45° (+5°/-5°)

105° (+10°/-5°)

HD 4KO

J Lock

OKynapHasa 4yallka

Stotz, ACMI

He 6onee 110 r/ Not more than 110 q

7. NoliowWoK oKcWw a antoMnuHusa Bo ®nakoHe”™ 4mn i Aluminum oxide lewder in a vial. 4ml

Mopowok okcupga antommnHusa (REF 7205548)
npegHasHayeH AnA WUCNOAb30BaHUA, npu
Heo6XoAUMOCTUN, ANSA YAaneHUs OTNOXEHWUN
Ha  ONTUYECKUX  MOBEPXHOCTHAX, TaKuMm
obpasom nognepxusas ONTUYECKYIO
LenocTHOCTb W MNO3BONSAA  apTpockonam
paboTaTb B COOTBETCTBUU C UX HA3HAUEHUEM.
Mopowok okcnpga antomuHusa (REF 7205548)
nocTaBfseTcs HEeCTEePUNIbHbIM U  [OJIXKEH
MCNonb30BaTbCsA TONbKO BO Bpemsa npolecca
OYMCTKM aBTOKNaBUPYyEMbIX apTPOCKOMNOB
n3auymnein.
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The aluminum oxide powder (REF 7205548)
is intended to be used, when required, to
remove deposits on optical surfaces thus
maintaining optical integrity and allowing
the scopes to perform as per their intended
uses.

The aluminum oxide powder (REF 7205548)
is shipped non-stehle and should only be

used during the cleaning process of
autoclavable arthroscopes prior to
sterilization.
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8. METO/A, CTEPUNNSAUNIN/ STERILIZATION METHOD

Ha Tepputopumn P® pekomeHayeTcAa UCMNOMNb30BAaTb
chepyrouime napaMmeTpbl cTepunmnsaumm:

MeTop Lnkn
O6paboTka napom TemnepaTypa:
c 132°C+2°C
npeasaputenbHblm  /270°F+35,6
BakKyyMmuposaHunem Bpemsa BoO3pencTBua**:
4 MUH.
Bpema cywkun**: 30
MUH.

JaBneHune napa

B CTEPUIN3ALNOHHOI

kamepe, Mna (krc/ cm2)

0,20 (2,00 =« 0,02

(0y2)*
*B cooTBeTCTBUU cO cBepgeHuamm METOAWNYECKUX
YKA3BAHU  MY-287-113 NO AE3NHDEKLNN,
NMPEACTEPUIU3ALNOHHOWN OYNCTKE n
CTEPUNN3ALNN N3OENUI MEOVWLWHCKOTIO
HA3HAYEHWNA (YTB. OEMNAPTAMEHTOM
FTOCCAH3NMMNAHAL3OPA- MWH3APABA P® 30
OEKABPA 1998 T.)
** Bpewms CTEPUAMN3ALNOHHON BblEPXKMU,
COOTBETCTBYlOULER 3HayeHuto Temnepartypbl
cTepunnsaynm ¢ y4yeTom npefenibHbiX OTKIOHEHUNA
TemnepaTtypbl B 3arpyXeHHOW CTepuan3aunoHHOWN
Kamepe, [ONMXHO 6bITb yKa3aHO B PYKOBOACTBE NO
sKcnnayartauunm Ha KOHKPETHYI0 mMogenb
cTepunusartopa.

On the territory of the Russian Federation, it is
recommended to use the following sterilization
parameters:

Method Cycle

Pre-vacuum 132°C-i-2°C

steam

Temperature:
/270°F+35,6 °F*

Exposure time**: 4 minutes
Drying time**: 30 minutes

Steam pressure in the
sterilization chamber, MPa (kgf
/ cm2): 0,20 (2,0) += 0,02
(0,2)*

=*n accordance with the information of the MU-
287-113 guidelines for DISINFECTION, PRE-
STERILIZATION CLEANING AND STERILIZATION
OF MEDICAL DEVICES (APPROVED by the
DEPARTMENT of GOSSANEPIDNADZOR-Ministry of
HEALTH of the Russian Federation on DECEMBER
30,1998)

** The sterilization exposure time corresponding
to the sterilization temperature value, taking into
account the maximum temperature deviations in
the loaded sterilization chamber, must be
Indicated in the operating manual for a specific
sterilizer model.

9. 3HAYEHNA CMBOJIOB/ INTERPRETATION OF SYMBOLS

HecTepunbHo

W~~~
o Z
==
>2

CepuitHbli HOMEP

Homep no kartanory

REF
Kop naptum
LOT
Mpenen
X TemnepaTtypbhl
Ownana3oH
B/IAXXHOCTMU
0
OrpaHuyeHue
atMocepHoro
0 faBneHus
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Interpretation of symbo s used on the package
Non-steril
/ Mw \
/1tBnn\

Serial Number

SN

Catalog number

IREF
Batch code
LOT
Tempurature
X limitation
Humidity limitation
0
Atmospheric
pressure
0



JaTta u3rotoBneHuns

wT]
I M3rotoBuTenb
3Hak MapKUPOBKN
AN A CE

depepanbHblii
3aKOH
paspewaeT
npofaxy aToro
ycTpolicTBa TO/bKO
Bpayam nnn no
yKasaHuw Bpaueli
He ans obwmnx
0TX0L0B

CWA

OCTpPOXHO

A
Of

EC |Jrep

O6paTtuTech K
UHCTPYKLUUYK no
NPUMEHEHUIO
YNONHOMOUYEHHbI I
npeacrtaBuTens B
EBponeiickom
coobuiecTtBe

CtpaHa
NPONCXOXAEHNSA

INI

Imade

10.

Date of manufacture

Manufactured For

Id

C€ wm

CE mark

U.S. Federal law
restricts this device
to sale by or on the
order of a physician
Not for general
waste

Caution

Consult Instructions

for Use
Authorized

EC REP representative in
the European

Community
Country of origin

BO3MO>XHOCTb n METOAbl NMHTEMPALUUM C APYTMW M/ THE POSSIBILITY AND

WAYS OF INTEGRATING WITH OTHER MEDICAL DEVICES

ApTpockonbl Smith & Nephew coBMecTuMbl ¢
Bugeocucrtemamu aHgockonuyeckmmum LENS (PY Ne
P3H 2019/9141) wu 4K LENS (PY Ne P3H
2021/15938). UT06bI BbLIACHUTL COBMECTUMOCTb
apTPOCKONOB C APYrMMW CUCTEMaMMN U U3LENNAMMU
Smith & Nephew o6paTtuTecb K yno/JIHOMOYEeHHOMY

The existing Smith & Nephew arthroscopes are the
comparable with video systems LENS (registration
sertificate Ne RZN 2019/9141) wu 4K LENS
(registration sertificate Ne RZN 2021/15938). To
check the compatibility of arthroscopes with other
Smith & Nephew systems and devices please

npeacTaBUTeNnto KOMNaHUU UAN AUCTPUBBLIOTOPY contact authorized Smith & Nephew
representative or distributor.
11. TNEPEYEHb WV ONMNCAHME MATEPUAJTIOB MW/ LIST AND DESCRIPTION OF MD
MATERIALS
KomnoHeHT/ Bupa KoHTakTa C Toprosoe MaTtepuan/
Component description opraHusmom/ Type of HanmeHoBaHue/ Materia!
contact with the body Trade name
Kopnyc/ Outer Housing KpaTKOBpeMEHHbI Hep>xaBetlasa ctanb Hep>kaBetowasn

OcHoBaHue/ Basis

Konbuo
dokycuposku/okynsap/
Focus Ring /Eyepiece

KOHTaKT c MATKUM U
TKaHaMm n/Short-term
contact with soft tissues

KpaTKOBpPEMEHHbIA
KOHTaKT c MATKUMN
TKaHaAmu/Short-term
contact with soft tissues
KpaTKOBpEMEHHbIN
KOHTaKT c MATKUMU
TKaHaAmMu/Short-term
contact with soft tissues
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UGIMA/
Stainless Steel UGIMA

THTaH~”itanium

MonunapnpapmpkeToH
PEEK, kpacutenb/
Polyether ether ketone
(PEEK), dye

ctanb 304 [SAE
#1.4301]/ 304

Stainless Steel
rSAE #1.43011
TuTan/Ti
Monuacupacup
KeTOoH PEEK,
KpacuTenb
yepHbIii/

Polyether ether



Mpunoii/Solder-

MaTtepuan gnsa nankum u
metannusaunsa/
Brazing Filter Material and
Metallization

CandcupoBbiin
HaKOHEeYHUkK/
Sapphire Tip

KpaTKOBpeMEeHHbI
KOHTaKT c MSATKUMU
TKaHaAMn/Short-term
contact with soft tissues
KpaTKOBpeMEeHHbI
KOHTaKT c MSATKUMN
TKaHamu/Short-term
contact with soft tissues

KpaTKOBpeMEeHHHbl 1
KOHTaKT c MATKUMN
TKaHaAMn/Short-term
contact with soft tissues

Marknii
npunoin/Welchlot (Soft
Solder)

CepebpsAHHbIE cniaB
ansa npunosa Hartlote/
Silver-flow*Hartlote

Braze

OonTuyeckui
Kpuctann/ optical
crystal

MaTepuanbl, KOHTaKTUpylOlWMe ¢ nonb3oBaTenem/User contacting material

KomnoHeHT/

Component description

12.

OR

Kopnyc/
Outer Housing

Bunpa KoHTakTa C
opraHuamom/ Type of
contact with the ~odv
KpaTKkoBpeMeHHbI

KOHTaKT ¢ KoXxei/ Short-

term skin contact

ToproBsoe
HanmeHoBaHue/Trad
e name

HepxxaBetan
cTanb/Stainiess Steel

MEPEYEHb MATEPVAJIOB >XMBOTHOIO N (1) YEJTOBEYECKOIO
MPONCXOXXOEHNA/ DEVICES INCORPORATING NON-VIABLE MATERIALS OF ANIMAL

IGIN

ketone (PEEK),
black dye
3onoTt0/Gold
OnoBo/Tin

Mepb/Copper
Nupgwnii/Indium
Cepebpo/Silver
Onoso/Tin
LUnHK/Zinc
Candup
(Okcug
aniomMmmHnsa)/
Sapphire
(aluminum
oxide)

MaTtepuan/
Materiai

Hep>kaBetowas
ctanb 303 [SAE
#1.4305]/ 303
Stainless Steel
rSAE #1.4305]
HepxaBeww,an
ctanb 304 [SAE
#1.4301]/ 304
Stainless Steel
rSAE #1.43071

N3penna Smith & Nephew He BkA4YakT matepuansl
XMBOTHOTO M/MAM YeN0BEYEeCKOro MPOUCXOXAEHUS,
noao6Hble MaTepuanbl He MPUCYTCTBYHKT B npouecce
NpPoOM3BOACTBA U B KOHEYHOM U3LENUN.

13.

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

NHPOPMALINA O JIEKAPCTBEHHbIX MPEMAPATAX N (MNTN) ®APMALIEBTUNYECKINX

CYBCTAHUMAX B COCTABE MW/ INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Paspnen He MNPUMEHUM K paccmaTtpuBaeMbiM
n3gennam, TaK KakK paccMaTpuBaemble un3genus
KomMnaHum  Smith & Nephew He copepxart
MEeAULUUHCKNUX Ccyb6CcTaHUM, Takxe MeAULUHCKuE
cyb6cTaHumm He yyacTBYHWOT B npouecce
npousBojcTBa.

14.

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.

NHPOPMALINIKO O MPUPOAE, TUMNE, MHTEHCBHOCT U PACMPEAESTEHAN

N3NYYEHWA (SNEKTPOMAIHNTHOE, NMOHN3MPYHOLLEE, MHOE) MEOVLIMHCKOIO U3AE/1NA
N CMOCOBAX 3ALLUUTLI MOTPEBUTESEN U TPETbUX JILL OT HEMNPEAHAMEPEHHOIO
M3TYYEHWA B MNPOLIECCE SKCIITYATALW MEOVUVHCKOTIO U3OE/INA/ INFORMATION
ABOUT THE TYPE, INTENSITY AND DISTRIBUTION OF RADIATION (ELECTROMAGNETIC,
IONIZING, OTHER) MEDICAL DEVICE AND METHODS OF PROTECTING CONSUMERS AND
THIRD PARTIES FROM UNINTENTIONAL RADIATION DURING THE OPERATION OF A
MEDICAL DEVICE

HenpumeHumo. . Not applicable.

15, OCHOBHOWM IMNEPEYEHb CTAHOAPTOB/ LIST OF MAIN APPLICABLE STANDARDS
BS EN ISO 13485 BS EN ISO 13485

BS EN ISO 14971 BS EN ISO 14971

EN 60601-1 EN 60601-1
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EN 60601-2-18
EN 60601-1-2
BS EN 62366-1

BS EN1041

BS EN ISO 15223-1
AAMI TIR 30
AAMITIR 12

BS EN I1SO 17664
ISTA 3A

ISTA 4AB

BS EN ISO 10993-1
BS EN ISO 14937
16.

AND STORAGE

YnakoBka o6ecneymBaeT 3allUTy OT BO3AeicTBUS
MEeXaHUYeCKUX MW KAUMaTUYECKUX (aKToOpoB BO

BpeMa TpaHCNOpPTMpPOBaHUSA U XpaHeHWsa npu
YcnoBust TPaHCNOPTUPOBKKN 1/ nnn

XpaHeHus

TemnepaTypa -29...60°C (-20...140°F)
oKpvXawueli cpefbl

OTHOCUTeNbHasA 15 ...85%

BnaxHocTb

ATmocepHoe 70...106 kMa

JaBneHue

Pabouas BbicOTa 3000 M makcumym
Mcnonb3oBaHHbIE ycTpolicTBa Heob6xoaMMo

TpaHcnopTupoBatb K MecTy o6pa6oTtkm (T. e.
CTEPUNbHOM 06paboTKN) B 3aKPbITbIX MM MOKPbLIThIX
KOHTeHepax, 4YTOObI npefoTBpaTuTh puck
3apaxeHus .

17. CPOK C/1Y>KBbl/ SHELF LIFE

CpoK rogHocTu (XpaHeHunAa) u3genusa He
orpaHuyeH.

Cnepywouwme nsgenua soigepxusatwTt o 300 unknos
cTrepunusauun:

1. ApTpockon, yron HabnwogeHua 0°, gnameTp
4.0 mm, gnvHa 160 MM, TUN KpPenjeHuWs Kamepsbl -
OKynsipHas valka;

2. ApTpockon, yron Ha6bntwogeHuns 30°, guameTp
4.0 mm, gnvHa 160 MM, TUn KpensjieHWs Kamepsbl -
OoKynsapHasa 4Jalka;

3. ApTpockon, yron Habnwgenus 70°, guameTp
4.0 mm, gnvHa 160 MM, TUn KpensjieHWs Kamepsbl -
okynspHasa ydawka, (RND TIP);

4. ApTpockon, yron HabnwopgeHus 45°, npuameTtp
4.0 mm, gnvHa 160 MM, TUN KpPennieHusa Kamepsbl -
oKynAapHasa 4auwka.

Cpok cnyx6bl He meHee 1 roga.

Cnepywowne nagennsa solaepxusatTt o 100 unknos
cTepunmnsaumnmn:

1. ApTpockon, yron Ha6bntwogeHus 30°, guameTp
4.0 MM, gnvHa 160 MM, TN KpensieHUsa kamepsbl - C-
Mount;

2. ApTpockon, yron HabntwogeHus 70°, onameTtp
4.0 MM, gnnHa 160 Mm, TUN KpensieHusa Kamepbl - C-
Mount, (RND TIP).

Cpok cnyx6bl He MeHee 4 MecsLEB.
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EN 60601-2-18
EN 60601-1-2
BS EN 62366-1

BS EN1041

BS EN ISO 15223-1
AAMI TIR 30
AAMITIR 12

BS EN ISO 17664
ISTA 3A

ISTA 4AB

BS EN ISO 10993-1
BS EN ISO 14937

YCNOBUA TPAHCIIOPTUPOBKU 1 XPAHEHNA/ CONDITIONS OF TRANSPORTATION

The packaging provides protection against
mechanical and climatic factors during
transportation and storage under the following

conditions:
Transport and/or Storage
Ambient Teperature -29...60°C (-20...140°F)

15 ...85%
70...106bkMa

Relative Humidity
Atmospheric
Pressure

Operating Altitude 3000 meters maximum

Used devices must be transported to the
processing location (i.e. Sterile Processing) in
closed or covered containers to prevent

contamination risks.

The shelf life of the product is not limited.

The following products can withstand up to 300
sterilization cycles:

1. Arthroscope, viewing angle 0°, diameter
4.0 mm, length 160 mm, camera mounting type -
eyepiece cup;

2. Arthroscope, viewing angle 30°, diameter
4.0 mm, length 160 mm, camera mounting type -
eyepiece cup

3. Arthroscope, viewing angle 70°, diameter
4.0 mm, length 160 mm, camera mounting type -
eyepiece cup, (RND TIP)

4. Arthroscope, viewing angle 45°, diameter
4.0 mm, length 160 mm, camera mounting type -
eyepiece cup.

The service life of the product is at least 1 year.

The following products can withstand up to 100
sterilization cycles:

1. Arthroscope, viewing angle 30°, diameter
4.0 mm, length 160 mm, camera mounting type
C-Nlount;

2. Arthroscope, viewing angle 70°, diameter
4.0 mm, length 160 mm, camera mounting type
C-Mount, (RND TIP).

The service life of the product is at least 4 months.
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18.
AND CONDITIONS

NOPAAOK M YCNOBMUA YTUINSALIMM WU YHUYUTOXXEHMA MW/ DISPOSAL RULES

YTunuaupyire MeauuHHCKoe napgenue 8
COOTBETCTBUN C TPEGOBAKMAMM HAUWOHANbHOTC
3akoHoaatTenscrea ] TpeboBaHnAMK K
NCNONL30BAHNIO GHONOTUHECKN ONACHLIX W3AENUNA
MEAVLIMHCKOrO Ha3HaYeHNA.

Yrunnsauua usnenMih A0AXHA  NPOBOAUTLECS
cornacio CaulluH  2.1.3684-21 wu  aonxHbl
YTUANIUPOBATLCA COOTBETCTBYIOUUM OBPA3OM.
Knaccudpyxas MeanUuMHCKUX OTXOA0B:

Knacc MeauuMHCKUX OTXOAOB HEUCMNOoNb3OBAWHOrO
nspenua: A

Knacc MeaArULMHCKUX OTXOH40B MCNOMAL3OBAHHOIO
upenun: b

Dispose of the medical device in accordance with
the requirements of national legislation and the
requirements for the use of biologically hazardous
medical devices.

The disposal of the products must be carried out
in accordance with SanPiN 2.1.3684-21 and must
be disposed of accordingly.

Classification of medical waste:

Class of medical waste of unused product: A
Class of medical waste of used product: B

19.

YNONHOMOMEHHBIA NPEACTABMTENS NPON3BOAUTENA HA TEPPUTOPYN PO/
AUTHORIZED REPRESENTATIVE ON THE TERRITORY OF THE RUSSIAN FEDERATION

O6wecTB0 C OrpaHUYEHHOW OTBETCTBEHHOCTLIO
«Cvut 3HA Hedoio», 105120 r. Mocksa, 2-H
CuipoMATHUHECKUIA nep., 4.1, 3T. 9, nom.1, kom.1

Smith & Nephew LLC,
2nd Syromyatnichesky lane 1, 9th floor
premises 1, room 1, Moscow 105120, Russia

20.
ADDRESS OF MANUFACTURER

HAVMEHOBAHUE W IOPMANYECKWA AQPEC NPON3BOANTENR MW/ NAME AND LEGAL

NPOVN3ZBOANTENDb: Smith & Nephew, Inc.,
Endoscopy Division (CuuT 3HA Hepdbio,
Nrk.3raockonu AueuxH), 150 Minuteman Road,
Andover MA 01810-1031 USA (CLUA)

MANUFACTURER:

Smith & Nephew, Inc., Endoscopy Division

150 Minuteman Road, Andover MA 01810-1031
_USA
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7 smith&nephew

CornacoBaHoO

«CMnT aHg Hedbto. NHK.» (Smith & Nephew. Inc.”. QHgocKoNu JUBWXH

OpraHunsauus

150 MuHTM3H Poyga, AHpoBep, wTat Maccavycetc 01810. CLWIA
Appec

FnaBHbIN cneunannctT otaena HOpMaTMBHO-NMpPaBOBOIro peryanposaHunAa
A ONXHOCTL

OxoaH Kennu Moan Kelly")

damununa, Nma

28.08.2023 .

fNata 4A4.MM.TTIT

<no/inncaHo=

Mognuce

<MeyaTtb: CbIO3AH E. CAPACEHO * COAPYXECTBO MACCAYYCETC * CPOK
OENCTBUA MOWX MOJITHOMOUYUIM NCTEKAET 30 ABIFYCTA 2024 TOAA*
HOTAPWNYO

<nogrnucaHo=

NHCTPYKUNA no NMPUMEHEHNIO
«ApTpockon 4KO >ecTK1UiA MHOropasoBbIin»

MepeBoA C aHININIACKOro A3blKa Ha PYCCKN A3bIK BbLLIOMHEH NepeBogyYnKOM VICKYCHbIX
AmuTtprem AnekcaHgpoBuyem

[Mognucb
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Poccuiickasa ®egepayns
Nopon MockBa
BoceMHaguaToro ceHTA6pa ABe ThicAYM ABajLaTb TPeTbero roga

A, Anexun EBreHuii BnagumupoBumuy, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NOANMHHOCTbL NOANUCYK NMepeBoAYNKA WCKYCHBIX AMUTprUa AnekcaHgpoBuua.
Moanwuck caenaHa B MOEM MPUCYTCTBUMN.

IM4HOCTL NMoANMCABILEr0 JOKYMEHT yCTaHOB/NEHA.
3aperncTpuposaHo B peectpe: Ne 57/171-H/77-2023-12-1769.

YnnauyeHO 3a coBeplweHMe HoTapuanbHoro gevicteus: 400 py6. 00 kon.

bCEr0 MPCLUHYPOBAHO,
MPOHYMEPOBAHO 1 CKPenIeHo
neyarbk nuct(;9"-0B)

Bcero npoLLHYpoBaHo,

NPOHYMEpOBaHO 1 CKPENJIEHO
uiickas ®epgepauns j  neyarbto JWCT(-a-OB)

"opog MockBa

BocemHaguaTtoro ceHTaAb ABe ThicAUM ABajuUaTb TPETbLEro roga

A, AnexuH EBreHnin BnagpummngadBuy, HOTapuyc ropoga MOCKBbl, CBUAETENbCTBYH
BEPHOCTb KONUW C NpeACcTaBleHHOro MHe gyMmeHTa.

3apernctpup™MarpE~cTpe: Ne 57/171-H/77-2023-12-1770.
Ynnade!” 3a U "apunanbHoro gevicteua: 2500 py6. 00 kon.

E.B.AnexunH

Ka<bicn«IMOC1M
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