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Haumenonanue siienusg Product name
Hporesnt ToTanpubie koiennnie ATTUNE ATTUNE Total Knee Prostheses
|. Bxaaauinr THOManLHM 1. Tibial insert:

- Brranpis THGHanvhbifl GHKCHPOBAMKLIN C 3aMeuleHsneM
saanelt kpecroobpassolt cawaxu AOX, pasmep: I, 2, 3,4, 5, 6,
7,8, 9, 10, Tonmuua: 5 MM, 6 MM, 7 MM, 8 MM, 9 MM, 10 um,
12 MM, 14 MM, 16 M, 18 Mm, 20 mm

- Posterior Stabilized Fixed Bearing Tibial Insert AOX,
size: 1,2,3,4,5,6,7,8,9, 10, thickness: 5 mm, 6 mm, 7
mm, 8 mm, 9 mm, 10 mm, 12 mm, 14 mm, 16 mm, 18
mm, 20 mm

- Brnanwny tHOHaNbHEE dHKCHpOBaHRLIR ¢ CoXpaHenneM
3aanel kpectooSpaswoi ceasku AOX, pasmep: 1,2, 3,4, 5, 6,
7,8, 9, 10, toawnna: S MM, 6 mm, 7 MM, 8 MM, O MM, 10 MM,
12 MM, 14 MM, 16 MM

- Cruciate Retaining Fixed Bearing Tibial Insert AOX,
size: 1,2,3,4,5,6,7, 8,9, 10, thickness: 5 mm, 6 mm, 7
mm, 8 mm, 9 mm, 10 mm, 12 mm, 14 mm, 16 mm

2. Komnosienr THOHaNbHLIH

2. Tibial base:

‘ Komnonenr THbHansHLIH HKkcHpoBaHHNH,
ueMEHTHpYeMbiii, pasmep: 1,2,3,4,5,6, 7,8, 9, 10

- Fixed Bearing Cemented Tibial Base, size: 1,2, 3,4, 5,
6.7,8,9,10

3. Komnonent (pemopanbubiii

3. Femoral component

|+ KomrioneHt Gemopansimii ¢ 3aMemeHHeM 3anmedt
pasHo#l CBA3KH, neBbilt, ueMeHTHpPYeMBIR padmep: 1,
2,3,4,5,6,7,8,9, 10

- Posterior Stabilized Cemented Femoral component, left,
size: 1,2,3,4,5,6,7,8,9, 10

- KomnoneHnt demopansinfi ¢  3aMemennem 3anwedt
xpecroobpasHoll CBA3KH, NpaBwill, ueMeHTHpYEMbIH, pasMep:
,2,3,4,5,6,7,8,9, 10

- Posterior Stabilized Cemented Femoral component,
right, size: 1,2,3,4,5,6,7,8,9, 10

- Komnoneur demopanshnit ¢ 3amemennem 3aaveh

kpecroobpasiol cBA3KM, Y3KkHH, neBsiit, UEMEHTHpYeMuH,

- Posterior Stabilized Cemented Namrow Femoral
component, left, size: 3N, 4N, 5N, 6N

- KomnoseHT demopancipif ¢  3amewmennem aagwed
kpecToobpasnoilt cea3k, yskuil, npasbili, UemeHTHDYeMbIT,

- Posterior Stabilized Cemented Namow Femoral
component, right, size: 3N, 4N, 5N, 6N

pasmep: 3N, 4N, ON, 6N

- Komnouent demopanbueii ¢ coxpaHeHuem sagwed

xpecroobpasHoit caasky, nessifl, ueMeRTHPYeMbIl, pasmep: 1,

JRRPUSPERVI. S

- Cruciate Retaining Cemented Femoral component, left,
size: 1,2,3,4,5,6,7,8,9, 10

- Komnonent ¢emopanbhbif ¢ coxpamenwem 3aameit

KpecToobpasHoll CRA3KH, NpaBLIit, UeMEHTHPYeMEIH, pasMep:

‘2. 3,4,5,6,7,89.10
,23,45,6,78,910

- Cruciate Retaining Cemented Femoral component,
right, size: 1,2,3,4,5,6,7,8,9, 10

- Komnouent demopancisit ¢ coxpasenHem 3aaHedt
xpecroobpazioll CBA3KH, Y3Kkuil, fesbil, neMenTHpyeMuili,
pasMep: 3N, 4N, 5N, 6N

- Cruciate Retaining Cemented Femoral component, left,
size: 3N, 4N, 5N, 6N

- Komnonenr demopanbueiii ¢ coxpanenueM 3aaweh

KpecToo0pasHoll cBA3kH, y3KHH, npasbill, ueMEHTHPYEMEIR,
gasmep: 3N, 4N, SN, 6N

- Cruciate Retaining Cemeated Femoral component,
right, size: 3N, 4N, 5N, 6N

4. Hagxonexnunx

4, Patella

AHATOMHUYECKHH,

- Medialized Anatomic Cemented Patella Component

Hanxonenuux MeaMAnLHLIH xynonoobpasHbiH,
uemenTHpyemutit AOX, ankra: 29 MM, 32 MM, 35 MM, 38 MM,
41 Mm

- Medialized Dome Cemented Patella Component AOX,
length: 29 mm, 32 mm, 35 mm, 38 mm, 41 mm
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He ncuonnzosats nostopno. CTEPUIBHO. CaoTpaTe
ITHKETRY BA NPOAYKTE 18 YTOURCHHR METOAR

® 800 product label for method

BHHMAHHE

Qeacpaneimil  3akod (CLLA) nossonser ocywecTannts
RPORAKY AGHHOrO W3ACHHA TONLKO BPAYAM HAH MO 3aKA3y
Bpava.

CAUTION
Federal Law (USA) restricts this device to sale by or on
the order of a physician.

ONIHCAHME YCTPONCTBA

DEVICE DESCRIPTION

Tpore3n ToTanbHbLIC KOACHHEIE COCTORT K3 HHAHBHAYATHHO
yNaKoBaHHBIX KOMIIOHEHTOB: (eMOpanbHOTO, THGHANLHOTO H
KOMIIOHEHTA HAOKONCHHHKA, NPENHASHAYCHHBIX ANA 33MeHbI
€CTECTBEHHOH CYCTaBHOH MOBEPXHOCTH KOJICHHOTO CYCTapa.
Gemopanbhbiit KOMIMOHEHT npeacrasaser  coboll
MeTamnHyecknii WMmIaHTaT G€3 MOPHCTOrO NOKPHLITHS.
| TubHanshbilfi KOMNOHEHT COCTOMT H3 METAAHYECKOro
0BaHHA 6e3 NOPHCTOr0 NOKPLITHR H NONHITHACHOBOTO

A Total Knee Prosthesis is composed of individually
packaged femoral, tibial and patellar components
designed to replace the natural articular surface of the
knee joint. The femoral component is a metal implam
without a porous coating. The tibial component may be
an all polyethylene component or comprised of a metal
tibial base without porous coating, and a polyethylene
insert and locking components. The patella component

anpiwa. KOMNOHEHT HAAKONEHHHKA HMEET KORCTPYKUHIO | may be of an all polyethylene design.
.| N3 noansTHAEHA.
HASHAYEHHME INTENDED USE
: | APTPONNACTHKA KONCHHOTO CYCTaBa. Knee arthroplasty.

"|ApTponnactuka KONEHHOTO CycTaBa NpeAHa3HayeHa IR
ofecnieueHns NOBHIWEHHON NOABHAHOCTH NALUMEHTOB H
yMeHbUWEHUA .GOAK NyTeM 3aMeHbl  NOBPEXIACHHOIO
XONCHHOTO CYCTaBa Y NAUHEHTOB C LOCTATOYHOH NAOTHOCTHIO
XOCTHOM TKAHH ANA  YCTAHOBKH H  NOAACPKAHHA
KOMNIOHENTOB, noareepxaensol YALTPasBYKOBbIM
NCCACAOBANHEM. 3aMEeHAa KOAEGHHOIO CycTasa MOXeT OuiTh
paccMOTpeHa y 601ee MONOALIX NAUKEHTOB, ECAH, TO MHEHHIO
XHpYpTa, NOKa3aHWe Ha 3aMCEHY KONEHHOMO CycTaBa

—f e i —

Total knee arthroplasty is intended to provide increased
patient mobility and reduced pain by replacing the
damaged knee joint articulation in patients where there is
evidence of sufficient sound bone to seat and support the
components. Total knee replacement may be considered
for younger patients if, in the opinion of the surgeon, an
unequivocal indication for total knee replacement
outweighs the risks associated with the age of the patient,
and if limited demands regarding activity and knee joint

NEPEBELUHBAECT PHCKM, CBA3AHHLIC C BO3PACTOM NALMEHTA, H,
ecni MOTYT GbiTe ofecneuesinl orpanRueHHbie TpeGoBanns B
OTHOLUCHKHY AKTHBHOCTH H HArPY3KH Ha KONeHHIH CycTae.
0  BmouaeT  TAxenobonbHBIX  NauMenToB ¢
MHOXECTBEHHLIMH TOPAXCHHAMH CYCTABOB, AN KOTOPHIX

wexde MOOHALHOCTH KOJNICHA MOXET NPHBECTH K
IHAUHMOMY YIIYULIIEHHIO KAYECTBA HX XKH3HH.

ng can be assu IS InC severely cnpp
patients with multiple joint involvement for whom a gain
in knee mobility may lead to an expectation of significant
improvement in the quality of their lives.

NOKA3AHHA

INDICATIONS

[ ew———

KanaunataMy AR ONEPALHU NO 32MELICHHIO KOJNEHHOTO
CyCTaBa ABNKIOTCR NAUKEHTH ¢ DONEHEHHBIM WA TEXENO
NOPAKEHHBIM  CYCTABOM  BCNCACTBHE  OCTEOAPTPHTA,
ROCTTPABMATHYECKOTO APTPHTA, PEBMATOHAHOTO APTPHTA HAH
| nocne Heyaa

Candidates for total knee replacement include patients
with a severely painful and/or severely disabled joint
resulting from osteoarthritis, post-travmatic arthritis,
rheumatoid arthritis, or a failed previous implant.

YHO# HMNNAHTALWH,
MPOTHBOIIOKAIAHHA

CONTRAINDICATIONS

Crenyioilive yCROBHR ABASIOTC MNPOTHBONOKASAHKAMH K

.| npoBeacHHI0 TOTAABHOTO NPOTE3HPOBAHHE  KOJICHHOrO

cycrasa:

(1) AxTHBHARA NOKANLHAR BIH CHCTEMHAN HHPEKUHH.

(2) MNotepa xocTHON TKAHK HAH MYCKYRATYPEI, OCTEONOPO3,
HEPBHO-MBLIILEYHOE  MOBPEXACHHE HAH  COCYAMCTas
HEAOCTATOYHOCT B AOPAKCHHOH  KOHEYHOCTH B
AOCTATONHOH cTenewu, yTobbl PacCMATPHBATL NMPOLEAYPY
neobocHoBanHoOH (HanpHMEp, OTCYTCTBHE MU HAH

The following conditions are contraindications for total
knee replacement:

(1)Active local or systemic infection.

(2)Loss of bone or musculature, osteoporosis,
neuromuscular compromise or vascular deficiency in
the affected limb in sufficient degree to render the
procedure  unjustifiable (e.g.. absence of
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| cBA30OK, OCYWICCTBAMOUIHX NONACPKKY, CYCTABHAR
| welponartux).
|| (3) Bripaxenuan HECTAOMNBLHOCTD BCNEACTBHE

3HAUHTEIIHOTO PASPYMICHHA KOCTHOXPSLLEROH CTPYKTYPH
HITH HAPYIICHHUA UEAOCTHOCTH KOJUIATEPANbHEIX CBA30K.
|IPHMEYAHHE: B nactosiuee apemx caxapunit quaber e
| yrBEpXKACH B KAYSCTBE MPOTHBNOKAIARKIH. Tem He MeHee, H3-
1133 MOBLULNCHHOrO PHCKA OCAOKHEHKH, TAXHX KaK HHpeKLH,
| MeZLTeHHOS 3aXKHBJICHHE PaH W T.J. BPa% RONKEH THIATEIBHO
PACCMOTPETH UeNeco0bpaIHOCTS 3aMEHE! XONEHHONO CYCTaBa
{1y NBUMEHTA C TAXEIHM AuaberoM.

musculoligamentous supporting structures, joint

neuropathy).

(3)Severe instability secondary to advanced loss of
osteochondral structure or the absence of coliateral
ligament integrity.

NOTE: Diabetes, at present, has not been established as

a contraindication. However, because of the increased

risk for complications such as infection, slow wound

healing, etc., the physician should carefully consider the
advisability of knee replacement in the severely diabetic
patient.

Pasmep THORaNBHOrO (QUXCHPOBAHHONO BKIAAMIA ¢
coxpaHeHneM 3agHell xpectooGpazHod CBA3KM AOMEEH
COBNAmaTh C pasmepom BuibpanHoro Qemopansuoro
xomnoxenta nporesa ATTUNE. Pasmep tubnamuoro
BKAAABILA WE JO/KeH OTAHYaTheR Gonee vem na 2
pa3mepa oT THOHATLHOTO KOMROHEHTA NPOTE3a.

PasMep THOHanbHOro (HKCHPOBAHHONO BKAAAMWA C
i| 3amewennem 3agHeli kpectooGpasHoH CBA3KH AOMKeH
;| cosnagate ¢ paiMepoM BLIOpaHHOMO demopaTEHONo
‘| womnoHexra npotesa ATTUNE. PasMep TuGnansHoro
sxnanuula He nomxen OTAHYATHCR Gouee yem Ha 2

f

.| IPEIYIIPEXAEHUA H MEPH WARNINGS AND PRECAUTIONS
| NPEAOCTOPOXKHOCTH
| BHHMAHHME: CAUTION:

¢ ATTUNE CR Tibial Insert size should be the same
size as the selected ATTUNE CR Femoral
Component size. ATTUNE CR Tibial Inserts should
be within 2 sizes of the ATTUNE Tibial Base.

* ATTUNE PS Tibial Insert size should be the same
size as the selected ATTUNE PS Femoral C
size. ATTUNE PS Tibial Insert should be within 2
sizes of the ATTUNE Tibial Base.

Kounonem HaAKONCHHHKA npo'ma A‘ITUNE
Haaxonenuuky anuHol 38 MM H 41 MM mMoOryT 60T

HCMONL3OBAHBI € (PEMOPANBHLIMU KOMNOHEHTAMY
M00oro pasmepa.

Hagxonennk anuHol 29 MM MOoxer OniTh

HCTIONB30BAH C  JEeMOPANLHBIM  KOMNOHEHTOM

pasmepom [-3.
- Haakoneunk gnunol 32 MM MONKET MCTIONBLIOBATLCS
¢ deMopansubiMK  KOMTIOHEKTaMH,

: TONBKO
-' umelowumMA pasmep 1-6.

Hagkonexuk annnol 35 MM MOXET HCHONE30BaTLCA
TONBKO ¢  (eMOPaANbHHMH  KOMIIOHEHTAMM,
KMEIOHMH pasmep [-8.

UMnnanTarei M NPHMEPOMHME KOMMNOHEHTH Pa3HBIX
apowssoauTenel HUKOrAa HE MOTYT MCNONBIOBATLCR
COBMECTHO.

KOMIIOHOR‘I‘H KOJICHHOTO

npmma

¢ ATTUNE Patelia Component:
femoral component sizes.

- Size 29 mm may only be used with femoral
component sizes 1 through 3,

- Size 32 mm may only be used with femoral
componeat sizes 1 through 6.

- Size 35 mm may only be used with femoral
component sizes | through 8,

Implants and trial components from different
manufacturers or implant systems should never be
used together.

Knee prosthesis components should never be

OH MOXeT ooaepuxm

Kﬁm HCIIOWGBRM,

MHKpogedexTsi,  XoTopuie
HCCOCTOATEALHOCTH NMPOTE3a.

MOTYT [IPUBECTH K

lpuMepouHBIe KOMOOHEHTH CACAYET WCMOJL30BATL
TOLKO AN% MPHMEPKH HMINAHTATOB. [IpHMepouHbIe

reimplanted. Even though the implant appears
undamaged, the implant may have developed
microscopic imperfections which could lead to
failure,

Always use a trial prosthesis for trial purposes. Trials
should not be assembled with any components

KOMIIOHCHTH HC AOIIEEIM COCAHHATHCA ¢ KOMITOHEHTAMH

intended for permanemt implantation. Trials must
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NPUMEYAHHE:
AONKHB NOABEPraTHCA TAKHM HIMEHEHHAM, KaK pasfopka,
OYHCTKA RIH
OAHOKPATHOrO MNpPHMEHEHHA Yy nanuenta. [IlosTophoe
NPHMEHERHE MOWET HEONAroNPHATHLIM 00pA3OM CKA3aTLCA

NPEAHAZHAYCHHBIMA  ANS  NOCTORHHON HMNNBHTAUMH.
TTpumepounble KOMNOHEHTH JAOMKHBI HMETH paaMep,
COOTBETCTBYIOUIMEI  pasMEpPy  KOMNOHEHTOB  nd
ROCTORHHOH HMNIAHTALKK.

He n3menslive v e MoaHPHUHPYIiTE KOMNOHEHTH KAKHM
651 TO HH Gbino 06palom.
Naberaiite cBepneHus
NPOKCHMANLHON roneHx,
NPOMHOCTH CIKATHA NONERH.
Onnopazosme wsnenns DePuy we

HECKONBLKHX oreepcTrit B
3TO MOXET NOBPNKKTL HA

NOBTOPHAR CTEPHRH3AUWA NoChe uX

QYHKUROHANLHOCTH  ycTpolicTBa n»  GesonacHocTu

NaUHEHTa.
BHUMAHME: Cnenyiomme ycnosus, o OTAENbHOCTH UAR

COUCTAHNUH, CNOCOOCTBYIOT CHABHOH Harpys3ke Ha

NOPRXEHHYIO KOHEUHOCTH, TEM CaMbiM NOABEpras NauHeHTa
NOBHILIEHHOMY PHCKY HEYAAYHOTO HCXOAA NPOTESHPOBAHHA
KONEHHOTO CYCTaBa:

. Oxupenne KK H30LITOYHBIN BEC NALMENTA.

. Puanuecku#t Tpya.

. AKTHBHbIE 3AHATHA CHOPTOM.

. Boicoxnii ypoBeHb 8KTHBHOCTH NaUHeHTa.

. YacTete naneHus.

. ANKOTONbHAA WK HAPKOTHYECKEN 33BHCHMOCTH.

1. Jipyrue wapyienna.

have the same configuration size, as the

corresponding componemts to be permanently
implanted.

Do not alter or modify implants in any way.

Avoid drilling multiple pin holes in the proximal tibia
which may affect the compressive strength of the
tibia.

NOTE: DePuy's Single Use devices have not been
designed to undergo or withstand any form of alteration,
such as disassembly, cleaning or re-sterilization, after a
single patient use. Reuse can potentially compromise
device performance and patient safety.

CAUTION: The following conditions, singularly or
concurrently, tend to impose severe loading on the
affected extremity thereby placing the patient at higher
risk of failure of the knee replacement:

1. Obesity or excessive patient weight.
2. Manual labor.

3. Active sports participation.

4. High levels of patient activity.

5. Likelihood of falls.

6. Alcoho! or drug addiction.

7. Ocher disabilities, as appropriate.

2

NPHMEHEHHE  NEKAPCTBEHHBIX  NPENapatos,
NPHBOAAT K MNPOrPeCCHPYIOWIEMY YXYAUICHHIO KOCTHOMH
NOAACPKKE HMNAaHTaTa (HanpuMep, caxapHuii anaber,
NeueHne CTeponaaMu, HMMYHOCYNPECCHBRSIE NPeNnapaThl ¥
T.
3. CucTeMHbie HIK JOKANbHEE HPEXLUNK B aHAMHESE.

4, BuipaxeHnbie AepopMaUHE, KOTOPLIE MOTYT NPHBECTH K
HapyIICHHIO (HKCAUWH HAH HENPaBHALHON YCTaHOBKE
UMRAAKTATA,

5. OnyxonH nOAACPXKHBAIOLMX KOCTHBIX CTPYKTYP.

6. Annepruveckue peakuHn Ha MaTepHANhl WMINAHTATA
(HanpuMep, KOCTHDBI LIEMEHT, METaNN, NONHITHAEH).

7. Tranesbic peakumu Ha KOMNOHEHTH, obpa3zytoutiecs
Np# PASPYLICHHK HMIIAHTATA HAH €70 HIHALIWBAKKY.

8. Hapywenue o¢yHxunur apyrmx cycrapos (7.
Ta300eAPCHHBIX HAH FOACHOCTONHAIX).

MomMuMO MEpeuHCIICHHBIX Bbillie, CAEAYIOWHE COMATHYECKHE
COCTONHMA,
HeGARrONPHSTHO BINATL HA GHKCAUNIO KONEHHOrO NpoTela:
* 1. Buipameutoiii ocTeonopos MAH HEROCTATOK KOCTHOM

NOo OTACALHOCTH HWIH B COUYCTAHBER, MOTYT

TKaHA.

. MerabonnueckHe  HAPYMICHHA  HAH  CHCTEMKOE

XoTophie

a.)

e

In addition to the above, the following physical
conditions, singularly or concurrently, tend to adversely
affect the fixation of knee replacement implants;

1. Marked osteoporosis or poor bone stock.

2. Metabolic disorders or systemic pharmacological
treatments leading to progressive deterioration of solid

bone support for the implant
(e.g., diabetes mellitus, steroid therapies,
immunosuppressive therapies, etc.).

3. History of general or local infections.
4. Severe deformities leading to impaired fixation or

improper positioning of the implant.

5. Tumors of the supporting bone structures.

6. Allergic reactions to implant materials (e.g. bone
cement, metal, polyethylene).

7. Tissue reactions to implant corrosion or implant
wear debris.

8. Disabilities of other joints (i.e., hips or ankles).

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




Coofuaerca, yro y nanueHTod ¢ napannerxeH, KOpKoBbIM
napanHyoM WK Sone3nbio NapKHHCOHa CYIUECTBYET BHICOKAR
YACTOTA HECOCTORTEALHOCTH HMILTAHTALHH.
Ecni Xupypr onpeaenser, w10 nporesupoBaHie KOACHHOMN
CYCTRBA ABAKETCH JYYUIHM BOCTYNHHM PEINCHHEM OKASAHHA
MeAHLIMHCKOH TOMOLLM, H PeLIaeT NPHMEHHTD JAHHLIA NpoTes
y nausenra, swMeomero nwboe M3 yKa3saHHBX BLIWE
COCTORHMH, MM KOTOpHiE APOCTO MONOA M AKTHBEH, TO
NAUMEHT J0mKken Obitb  obasarensHo H3seuieH o
OrpaHHYEHRAX MO HATPYIKAM HA MATCPHANL), HCNOML3YeMhie
BAS U3rOTOBACHMN M3RETHA W QUKCAUNH, H, KAK CIICIACTBHE,
#eODXOAHMOCTH B CYIMEGCTBEHHOM YMCHBIUEHHH MJW
YCTPRHESHUH BHIUCYKA3AHHMX YCAOBHH.
Onepauma 1 nocneoncpaHONHLIit Nnepuos GONbHBIX AOMKHL
Ch C Y4ETOM BCEX HMEIOMKXCE COCTOAHHA, OTHOWEHHE
HEHTa H NCcHXWYeckue 3a00/ieBaHHA, KOTOphHIC He
BO3BONAIOT coOMORATL NpeANHCAHHA XHPYPra, MOryT
BPUBECTH K 3AAEPHKKE NOCTCONSPAUHOHHONO BOCCTAHOBICHHA
HMNK YBENHUHTH PHCK HEKCNATCALHLIX ABACHHH, BKAIOYAN
HECOCTOATENHLHOCTD HMINNAHTATE HAH ero (ukcauny.
H3bmTounan  (Qu3nueckas axTHBHOCTG WAM  Tpasma
NPOTE3HPOBAHHONO  CYCTasa  MOXET MPHBECTH K
MpexAEBPEeMEHHON HECOCTOATEALHOCTH KONSHHOTO MnpoTesa
H3-32 €r0 CMEUIeHUE, NEpenoMa MWHAH H3HAWWBAHUA
UM AHTATOB,
K HACTONMIEMY BpeMeRy SYHKRHOBARLHAR

A higher incidence of implant failure has been reported in
paraplegics and in patients with cerebral palsy or
Parkinson’s Disease.

When the surgeon determines that knee replacement is the
best medical option available and decides to use this
prosthesis in a patient who has any of the above
conditions or who is simply young and active, it is
imperative that the patient be instructed about the strength
limitations of the materials used in the device and for
fixation and the resultant need to substantially reduce or
eliminate any of the above conditions.

The surgical and postoperative management of the patient
must be carried out with due consideration for all existing
conditions. Mental attitudes or disorders resulting in a
patient’s failure to adhere to the surgeon's orders may
delay postoperative recovery and/or increase the risk of
adverse effects including implant or implant fixation
failure.

Excessive physical activity or trauma to the replaced joint
may contribute to premature failure of the knee
replacement by causing a change in position, fracture,
and/or wear of the implants.

The functional life expectancy of prosthetic knee

AOITOBEYHOCTE HMIAANTATOB KOJCHNOTO NPOTE3a TOUNO
e yeranosaena. Cneayer kHOPMHPOBATL NAMHEHTA, 4TO

WAVHTENbHOH CTENCHH HOBRIHATE HA HIHOC KOMMOHENTOB.

TAKHE—AKTOPH—HAK—BOC—H—YPORCHI—BITHRHOCTH—MOFYP—b—

implants is, at present, not clearly established. The
patient should be informed that factors such as weight and

-netivity tevels moy-significantly-offect-wenr-

HHOOPMAIINA O BE3OHNACHOCTH MPT

MRI SAFETY INFORMATION

Ge30RAaCHOCTEL H COBMECTHMOCTS (PHKCHPOBAHHBIX KOACHHBIX
spotez08 ATTUNE we msyuanuck B MP ycnosusx., He
RPOBOAKAHCH HCMILITAHHA HA HAIPEB # CMelleHne Hazenuhi 8
MP ycnoshax. [lposeaeHne CxaHHPOBAHHA Y RAUHEHTa ¢
EMONAKTHPOBANHBIM  M3JCNHEM MOXET MPHBECTH K
TPaBMHPOBaHHIO MAUMCHTA.

Pucky, ¢pA3AHHLIE C APYTUMM MACCHBHLIMY MMTNAHTATAMH,
Guiny ouexens: 8 MP cpene H, KaK H3BECTHO, BKAIOYAIOT B
cebn uarpepanme, nepemeuicine # Hanuuue apredaxros
{| rmoBpamenHa B6IHIN MECTA MMIUTAHTALAH, '

The ATTUNE Fixed Bearing Knee System has not been
tested for safety and compatibility in the MR
environment. The devices have not been tested for heating
or migration in the MR environment, Scanning a patient
who has this device may result in patient injury.

*The risks associated with other passive implants in an MR
environment have been evaluated and are known to
include heating, migration, and image artifacts at or near
the implant site.

'| HHOOPMAIHA 110 TIPMMEHEHHIO

INFORMATION FOR USE

llepen onepamuei
I Xnpypr Aonmxer o0CYRHTH C NAUHEHTOM [0 ONEPAUHH BCE

Preoperative
The surgeon should discuss all physical and mental

PU3HUECKHE H NCHXHMECKHE OFpPaHHYCHHS, HMCIOUIHE
‘|omiolienue K KOHKPETHOMY NAMACHTY, H BCS BONPOCH,
Kacaoluecs onepanud H nporesa B obicyxaenne creayer
;| BXMIOMHTL OCPAHHMEHHA H  BO3IMOXKHBE [IOCACACTBHS
NPOTE3APOBAHHA CYCTABA H Heo0XOAMMOCTL CREAOBATH
FHCTPYKUHEM XHpypra B nocieonepauMoxHuil nepnog, B
0cOBEHHOCTH B OTHOIWEHHH AKTHBHOCTH R BECA TENA.

limitafions particular to the patient and alf aspects of the
surgery and the prostheses with the patient before surgery.
The discussion should include the limitations and
possible consequences of joint replacement, and the
necessity to follow the surgeon’s instructions
postoperatively, particulardy in regard to patient activity

and weight.
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Xupypram He cheayeT HauHHATh KIWHUYECKOE NpPHMEHEHHE
KAKHX-THOO  KOJICHHBIX  MPOTE30B A0  TIMATEALHOrO
03HAKOMNEHRHUR c cooTpercTByowel meromkoh
HMILTAHTAUMH. [0 Mepe HaKOMNNEHHS KIHHHYECKONO OnbITa
HEKOTOpbIE  METOAbL  MEHNIOTCA. TakHe  HIMEHeHuS
PACCMATPHBAIOTCA A  PEryaSpHO  NPOBOAHMBIX W
PeKOMEHAYEMbIX K FIEPHOAHYECKOMY MOCEINEHHIO Kypeax
nossiueHns ksanndukauny Ang xupyprob. Bpouwnopel u
SANUCH C XHPYPrHYCCKHMH METOAHKAMH MOXKHO TIONYUHTSL Y
npeacvasuTenci xomnanuu DePuy.

Ocofnie npeanoceisk® AN MONHOH 3AMEHBI KONEHHONO
CYCTaBa, KOTOPhIE AMIKHBI CTPOrO cOOMOAaTLCA, BKAIOHAIOT
s cels:

L. 3uauntenbioe  nopawenne  GonbiweSepuoso-
feapenHsix  HWHAK  navennspHO-0eapeHNHBIX  CYCTaBHBIX
ROBEPXROCTEH.

2 CrabunpHbie I NOZNEKAUINE BOCCTAHOBNCHUIO
konnavepanchble CBA3KH. KOMCTpykuus XoMmnoHenta ¢
coxpanesneM 3KC obecneuwpaet coxpanenne 3aaueh
KpecToOGpa3HOH CBA3KN WK CTaOHAK3ALKIO 3aaHeH YacTH

KaNCynsl, 4TO CROCOOCTBYET RPABHABHOMY  3alHEMY
cewmeniio Geapennoli kocT,

k) OUIHONOTHYECKOE HITH KOPPEKTHPYEMOE NIONIOXKEHHE
ocH.

4 UuraxTHas ueThipexrnapas Muuua Oeapa
ROBKOREHHOE CYyXOMHAHE.

5. Echm  ecTh #eoOXOAHMOCTD B HCMONL3OBAHHK

HAIKONCHHHKA, TO XOCTH HAAKMICHHHKA JI0NKHA FIOAX0AHTD

Surgeons should not begin the clinical use of any knee
prosthesis before they have thoroughly familiarized
themselves with its specific implantation techaique.
Certain methods may change with time as further clinical
experience is gained. Such changes are presented at
regularly scheduled surgical instruction courses for which
periodic attendance is advised. Surgical technique
brochures and recordings are available from DePuy.

Specific prerequisites for total knee replacement that

must be strictly followed include:

1. Significant arthritic discase of the tibio-femoral and/or
patello-femoral surfaces.

2.Stable or reconstructable collateral ligaments. The
ATTUNE CR component design allows for the
retained posterior cruciate ligament and/or balanced
posterior capsule to assist in appropriate rollback of the
femur.

3. Physiologic or correctable axial alignment.
4. Intact quadriceps and hamstring mechanisms.

S. If a patella component is to be used, the patella bone
must be suitable for accepting the patella component.

AN YCTAHOBKH 3aMELLtOMICTO KOMITOHEHTA.
.B xone onepanun
8 xo4e oONEpauMH PpEKOMEHAYETCA HMETb B CBOEM
PACNOPAXEHHH JOTIONHUTENLHBME HMANAHTATH, BKAIOYAA
UMRRAHTATH pasmepoM Gonblne W MEHbWE TOro, KOTOpbI
NPEACTOKT HCNOALIOBATS.

Haanesamee ofpaiienue ¢ HMANAHTATAMM  ABASETCA

ofa3arensHbiM ycnopneM. MaHHNYASLMH ¢ NPOTE3aMit MOTYT
MNOAMSTL  TONBKO  COTPYAHHKH, XOTOpHE  Hanenn
CTepHALHBIE  XHpypruHueckue nepuarku. He nonyckats
KOHTAKTA KOMMONHEHTOB MPOTE3A C TBEPALIMKE NPEAMETAMH.
Jlo ucnone3oBanna creayer 8 oOLIMHOM nopAsKe NPoBeCTH
sisyanbHsil OCMOTP KOKIOMO HMMNAHTATA Ha npeaMer
B03MOKHEIX JAedextos. Tlopexaenne uav aedopmauns
2100bIX XOMTNOHEHTOB KMINIAHTATA MOXET NaBaTh HArpy3Ky
WRAH BHI3LIBATL NHOABNEHHE ACPEKTOB, KOTOPHIE MOTYT CTaTh
NECTOM MEpenoMa HMNAaHTaTa.
;| B npouecce npoBeacHNs AAHHOR XHPYPrRUCCKOR onepauuu
| npeanonaraercs HCIIONL30BRHHE onpeaeneHHbIX
CREUMANbHBIX  XHPYPTHYECKHX HWHCTpPymentos. Cneayer
00R3aTENLHO  O3HAKOMHTBCH € HHCTPYKUMEMH 1O
MPUMEHEHHUIO H OOPAMICHINIO C 3THMK HHCTPYMeHTamu. o
OflepALIHN CNEAYET NPOBEPHTD WAbAOHE! ANK BEIPABHUBAHNA

teigaim e 0w

Intraoperative

It is recommended that extra implants be available at the
time of surgery, including sizes larger and smaller than
those expected to be used.

Proper handling of implants is mandatory. These
prostheses should only be handled by personnel wearing
sterile surgical gloves. Do not allow contact of any
component with hard objects. Prior to use, a visual
inspection of each implant component for possible
imperfections should be routinely pesformed. Damage or
alterations to any implant component may produce
stresses and/ot cause defects which could become the
focal point for implant failure.

The use of certain special surgical instruments is
suggested in the performance of this surgery. Review of
the use and handling of these instruments is important.
The alignment and cutting jigs shoutd be checked prior to
surgery. Bent or damaged instruments may lead to
improper implant position and result in implant failure.
Proper cleaning and preparation of the bone surfaces is
important for obtaining prosthesis fixation. Bone excision
should be limited to the amount necessary to
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 ceepnenns otBepcTHil. TIpumenenne AePopMHPOBAHHBIX
HA¥ TNOBPEHACHHLIX MHCTPYMEHTOB MOXET MNpPHBECTH K
HENPAaBMALHON YCTAHOBKE HMNAAHTATA H €0 NEPENIoMY.

Ins duxcauny nporesa BIKHO NMPOBECTH HANIEKAILYIO
OYHCTKY W MOATOTORKY KOCTHbIX nobepxHocted. Kocthan
peleKumus AOMKHA OrPaHHYHBATHCS pa3Mepamh,
AOCTATOMHBIMH AN YCTRHOBKY HMnaaHTaToB. Mabuitounoe
yAANEHHE KOCTHOH TKAHKM MAH NpPUMEHEHHE MHOXECTBa
wrHGTOB ANA 3aKPENCHHA HHCTPYMEHTOB MOXET NPHBECTH
K MEXaHHYECKHM NOSPEHKACHHAM M Pe30opOUMH KOCTH ©
NOC/ICAYIOWNM HEYAAYHLIM HCXOAOM NpouUeaypbl BBHAY
paciaTmeaHH  WAH  aedopmauun  wmnaantata.  Tlpu
NOAFOTOBKE  KOCTHBIX [MOBEPXHOCTEH H  yCTaHOBKe
KOMIIOHEHTOB cnenyer  obecneunts Haanexaimee

paBHHBAHHE,
% 3aKPLITHA MECTa ONEpaliie JOMKHO ObiTh TIMATENLHO

OYHUWIEHO OT KOCTHBIX OCKONKOB, JIKTONMHYECKHX KOCTHBIX
Txanell, KOCTHOrO uemeHTa H ap. CONPHKOCHOBEHHE
NHOPOAHBIX MACTHLL B MECTE COMACHEHNA METAMNKYECKHX HIIH
NONHITHNCHOBMIX  KOMIOHEHTOB  MOXET  Bbi3hiBATS
HOBITOMHBIH M3HOC. DKTONHYECKad KOCTHAN TKAHbL H/MAK
KOCTHLIC HAPOCTHl MOFYT MPHBOAHTL K AWCTOKAUWK
.KOMHOHEHTOB HAH JeiaThb ABWMKEHHS OCONeIHEHHMME ¥
| rpaunyenHbIMH. CRERyeT TulaTenbHO MPOBepHTH 0GDBEM
wKEHHH  HA  DpeAMET  HENpaBHALHOH  CTLIKOBKH,
i-mcraSunwoc'm WIH COYAApeHHs W NpH HeoDXoaHMOCTH
| \POBECTH HCMIPABNEHHE ITH HEAOCTATKOB

{locae onepanun

YKAZAHHEM H NPEAYRPEKACHUAM XHpypra.
flocneonepauHOHHBIA  yXO4 JOMKEH BLINONHATLCE B8
COOTBETCTBHY C NPHHATOR xnHuuueckol npaxThko#. Mocne
oepaunM  DAUMEHT fomKeH OwbTb  OCBEAOMAeH ©
e00X0AUMOCTH OrPaHHYUBATL YPOBECHL CBOCH AKTHBHOCTH
473 3AUINTH! NPOTE3a OT HEYMEPEHHbIX Harpysok. lauuenTa
BUNHCBIBAIOT W3 GOABHHLL! € TNMOAHBIMH NHCLMEHHBIMA
RHCTPYKUMAMH W TIPEAYNPEXACHHAMH B OTHOWEHHH
JU3HYECKUX RArpy3oK, JeHeHHA ¥ AO0LIX orpanuvenni ero
axtHeHOCTH. Pexomenayercs nepuoanyueckoe obenenosanse,

'] BKMIOYAA PEHTrEHONOTHYECKHE METOAL, AN TIATEALHOMD
[conocTaBNEHHA €  MENABHHMH  MOCTONEPAUHOHHLIMH

COCTORHHAMM €  LENBbIO  BLIABACHHR  JAONFOCPOYHBIX
A0KA3ATEABCTB  H3MEHEHHH NOAOXKEHHA, PacLIATHIBAHMA,
dehopMaUKH HIH NOKBACHHA TPEIWIHH KoMnouentos. Ecan
 oGHapYKECHB! AOKABTEALCTEA ORHOTO HWAH HECKONIBKHX H3
X  YCIOBHH, TO MNAUMEHT NPOXOAHT yrayGaeuuoe
ofcneqonaniie, OLCHHBAIOTCE BEPOSTHOCTH AanbHeHwero
YXYALICHHA H YYRTHIBAIOTCA NPEMMYLIUECTBE OT ckopedwed
peBHINN.

accommodate the implants. Excessive bone removal or
use of multiple pins to secure instruments may result in
mechanical distwebances and bone resorption with
subsequent failure of the procedure due to loosening or
deformation of the implant. When preparing bone
surfaces and positioning the components, proper
alignment must be ensured.

Prior to closure, the surgical site should be thoroughly
cleansed of bone chips, ectopic bone, bone cement, etc.
Foreign particles at the metal/plastic articular interface
may cause excessive wear. Ectopic bone and/or bone
spurs may lead to dislocation or painful and restricted
motion. Range of motion should be thoroughly checked
for improper mating, instability or impingement and
corrected as appropriate.

Postoperative

instructions and wamings is extremely important.
Accepied practices should be followed in postoperative
care. Postoperatively, the patient should be cautioned to
limit his/her activity level to protect the replaced joint
from unrcasonable stresses. The patient should be
released from the hospital with complete written
instructions and wamings regarding exercises and

ies and any limitations on his/her activities.
Periodic follow-up including x-rays are recommended for
close comparison with previous post-op conditions to
detect long-term evidence of changes in position,
loosening, bending, or cracking of components. If
evidence of one or more of these conditions is discovered,
patients should be closely observed, the possibilities of
further deterioration ¢valuated, and the benefits of early
revision considered.
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NOBOYHBIE AEHCTBHA

ADVERSE EVENTS AND COMPLICATIONS

Jlanee cnenyet nepedens HanGonee HacTHIX HEXENATEALHAIX
senehsit 1 ocnoXKHEHKHN, KOTOpLIE MOTYT BO3IHHKATL NPH
TOTANLHON APTPONNACTUKE KONCHHOTO CYCTasa:

Obwmne

L Panxee WAM NO3RHES PpacWaTLIBaHWE, OCENAHNWE
Gonviuebepuosoll  XOCTH, WCKPHBRAGHHE, packankiBaime,
nepenoM, JeopManna MAH  H3HAUIHBAHHE OAHOTO HAM
HECKONLKHX KOMMOHEHTOB NMPOTE3d, KOTOPbie BOIHHKAKT B
peaynsTate aeficTsHs PAKTOPOB, NEPEUHCACHHBIX B pasaene
JIPEAYTIPEXAEHUA 7] MEPbLI
NPEAOCTOPOXHOCTH». Kpome TOro, pacwarsiBanue
MOXET TIPOHCXOAHTL B PE3yJIbTATE HENPaBHALHON HKCAUHN

HAH YCTAHOBKH.
Pannsa win no3aHan wHbEKUWA, KOTOpas MOXeT
b YAANEHHR UMNAGHTATA M NOCACAYIOLIEro

ipTpoaesa.

3. Bons, BLIBHX, ROABLIBHX, crubarensuan
SONTPAKTYpa, YMeHsiwienne obbemMa asuxenuit  nau
YATHHCHHE, HWIH = YKODOMeRHE  HOTH,  BHISBAHHBIC

henpaBHALHON YCTaHOBKONR, PaclIaTHIBAHKEM HAH H3HOCOM
KOMITOHEHTOB.

4, H30MTOMHLIN H3HOC NONUITHNCHOBLIX KOMIIOHEHTOB
BHAY WHTPEONEPAUNOHHOTO NOBPENACHHA $EMOPANBHOrO
SOMNOHEHTA, Pe3opOUHM  UEMEHTa W/HAN  KOCTHBIX
$PArMEHTOB H/MAN BLICOKOTO YPOBHA AKTHBHOCTH TTAUHEHTA
HAH W3OBITOMHOIO Beca.

5. TMepenomes GonbeGepuosolt nau GeapeHnoll xocTH.

The following are generally the most frequently
encountered adverse cvents and complications in total
knee arthroplasty:

General

1. Early or late loosening, tibial subsidence, bending,
cracking, fracture, deformation, or wear of one or more of
the prosthetic components, often related to factors listed
under WARNINGS AND PRECAUTIONS. Loosecning
may also occur due to improper fixation or positioning.

2. Early or late infection which may require removal of
the implant and a subsequent arthrodesis.

3. Pain, dislocation, subluxation, flexion contvacture,
decreased range of motion, or lengthening or shortening
of the leg, caused by improper positioning, looseness or
wear of components.

4. Excessive wear of the polyethylene components due
1o intraoperative damage to the femoral component, loose
cement and/or bone fragments, and/or high patient
activity Jevels or weight.

5. Fractures of the tibia or femur. Intraoperative

HHTpacnepaunoHHBIE NEPENOMB ODBIYHO BOIHHKAIOT NpK
PEBH3HOHHBIX ONEepaunax, Aedopmausy U (HIH) BLIPAXECHHOM
\ocreonopose. [locneonepaunonnsie nepenoMbl  06BIYHO
Isu3pannl marpyskamu. flepeioMpt MOryT ObiTh BBI3BAHBI
KTAMH B KOPKOBOM CNIO€ KOCTH B pesyasTate
HOXECTBEHHHIX WTROTOBLIX OTBEPCTHIE, NPEAWECTRYIOWNX
orsepeTH  ANA  WYPYNOB, PACWIHPEHHA FNOJAOCTH B
HeMPABHALHOM HANPABACHRH W (WAM) HeaocTaTKa WIH
N¥ePABHOMEPHOTO PacnpeeneHHs KOCTHOTO UeMeHTa.
6. CepncynococyAnCThIC 3aGonepanna ]
TPoMBOIMBONHYECKHE OCTOXHEHHUR, BKMO4AA BEHOIHBIH
1pomb03 W IMBOTMIO NErovHLIX APTEPHH W cepaevHbif

MpHCTYA.
A Tkanesoie peakumn, OCTeONH3HC H/unu
PACIIATHBAHME  HMANAHTATA, BLIBAHHLIE  KOpposueH

| | eTanna, anneprueil, npoayKTaMH M3HOCa WAH pesopGuseit
¥ICTHIL LIEMEHTA,

8.0ccuduumnpyiotnli  MHOZNT, OCOBEHHO Y MYXUHH C
TNePTPOPHYECKHM  APTPHTOM,  OTpPaHHuYeHHLI  obGbem
‘jasxeHuH A0  onepauMH  W/MAM  NPEAWECTBYIOWHM
) fuuosuToM.  YacToma  OCCHOHUHPYIOWHX  MHO3HTOB
! | yBeRHYHBACTCA TPH TNPEMIIECTBYIOUINX ONEPaUMAX H B

HHpEKLHH.

Tractures are usually associaled with revision surgery,
deformity and/or severe osteoporosis. Postoperative
fractures are usually stress fractures. Fractures can be the
result of defects in the cortex due to multiple pin holes,
prior screw holes, misdirected reaming, and/or inadequate
or maldistribution of bone cement.

6. Cardiovascular disorders and thromboembolic
disease, including venous thrombosis, and pulmonary
embolus, and heart attack.

7. Tissue reactions, osteolysis, and/or implant loosening
caused by metallic corrosion, allergy or wear debris or
loose cement particles.

8. Myositis ossificans, especially in males with
hypentrophic arthritis, limited preoperative range of
motion and/or previous myositis. The incidence of
myositis ossificans is increased with a history of prior
surgery and in cases of infection.
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| Pannsie mocaeoncpausoNHbie

. .Femaroma.

23aaepKKa 3AKHBICHMA PaHbi HAH PaCXOXACHHE Kpaes
, PAHBI,

3.Bapycro-pansrycHas aeopmanus.

.4.0cenanue, CBA3ANHOE C HCMONL3OBAHHCM BCETO MHOXKECTBA
| KOMNOHEHTOB.

loaawue NOCACONCPARNOAMBIE

L. Henoctarounnit oObem asuxennih  poaeacrsue
I HEMPABHALHOrO BHLGOPa MAW  YCTAHOBKH KOMIOHEHTOB,
coyaapenne WHAH OKONOCYCTABHAR XANbUMPHKaUna.

2 OxonocycTasHan KanbUUPHKauua unu occuprkauna
¢ HapyLseHHeM Kan Ge3 HapyIeHUS NOABHKHOCTY CYCTABA.
3. lepenom HaaKONEHHHKA B PE3YNLTATE YPEIMEPHOro

WEHHA WAH  HEAJNCKBATHOTO  HHTPAONIEPALMOHHOIO
abnenua Harpyskh.
4 VXyaleHHe  COCTOSHMS  mopakeHHoR  HAM
' KOHTpAnaTepanbHOH  KOHEYHOCTH,  BBI3BAHHLIX  pasHoH
muvoli Hor.
PacnpocTpanesuocTs B TANECTH ocaoxHeRwll npR
. E0BTOPHLIX onepaussx TOTAALHOTO

“MAOMPOTEINPOBABNA KO/ICHROTO CycTaBS 006i14H0 BLiwe,
,NeM UEPPHIHBIX. "acTO BOHHKAIOT NPOGAEMb!, CBATARHDIE C

.ibopoM Mecta paspe’a M pesopGumeit xocts. [lpw
NOBTOPHOM XHPY PrHYECKOM BMELIATELCTBE MOXKHO OXKHAATS

Early Postoperative
). Hematoma.
2.Delayed wound healing or wound dehiscence.

3. Varus-valgus deformity.
4. Subsidence associated with all poly components.

Late Postoperative

1. Inadequate range of motion due to improper selection
or positioning of components, impingement and/or
perianticular cakification.

2. Perianticular calcification or ossification, with or
without impediment to joint mobility.

3.Patellar fracture as a result of excess tension or
inadvertent intraoperative weakening.

4.Aggravated problems of the affected limb or
contralateral extremity caused by leg length
discrepancy.
The incidence and severity of complications in total
knee replacement are usually greater in revisions than
primary operations. Common problems include
placement of incision and tack of bone stock. Increased
operative time and increased incidence of infection,
pulmonary embolism and wound hematoma can be

YBETHYCHHYIO  MPOAOMKHTENILHOCTL  ONEPaluH n | expected with revision procedures.
| NOBBILUCHHYIO YAaCTOTY HHPHUMPOBAHAS, SMOONHIO NEFOUHBIX
aprepuit n 0OpazoBaHue reMaToMbl B pate.
—HOOPMA-HOCTABKH HOW-SUPPHIED

'KOMNOHEHTH TOTANLHBIX KONEHHLIX MPOTE308 HMEIOT
 UHAMBRAYAALHYIO ynaxkoexy H NOCTaBIAIOTCS
CTEPUJIbHBIMU. Bce meTaminueckue #1 NONHITHACHOBbLIC
KOMOOHEHTH  CTEPHAH3OBAHBI C  HCTIONL3OBAHHEM
PAAMALMOHHON CTCPHAH3ALMK, KaK YKA3aHO Ha JTHKETKE
sHeluneH ynakosku npoaykra. Himnexaiite winenus u3
JIaXOBKH C HCHNOJIL30BAHHEM METONOB ACENTHKH TONBKO
inocne NoaGopa KOPPEKTHOro pasmepa.

TuOnanbHble BNAALIIH ¥ KOMNOHEHTH HAAKONCHHHKA,
{ KINOTOBNEHHBIE u3 CBEPXBLICOKOMONEKY IAPHOTO
-nonnythnesa (UHMWPE) HHAMBHAYaNbHO YNaKOBAaHLI M
-noctasngiorcs CTEPUJIBHBIMU. Masnexalite uanenus u3
'YNAKOBKH C WCMONL3OBAHHEM MCETOQOB &CENTHKH TOABKO
nocne noaGopa KOppeXTHOro pamepa.

NoaAwITHACROBLIC KOMNOHENTH 32NPEUICAO ROABEPTATH
| nosTopioll cTEPRANISUAR.

M NOJHITHAEHOBHX KOMIIOHEHTOB: HE
HCHOAL3YHTE IHOJIH3THIEHOBBIE
KOMIMOHEHTHI, ECJIH CTEPHJIBHAA YIIAKOBKA
BHIAAKT NOBPEXIAEHHOMN.

Total knee components are individually packaged and
supplied STERILE. All metal components are sterilized
using radiation. Polyethylene components may be
sterilized with radiation, as indicated on the outer package
label. Remove from the package using accepted aseptic
technique only after the correct size has been determined.
Ultra High Molecular Weight Polyethylene (UHMWPE)
tibial and patellar components arc individually packaged
and supplied STERILE. Remove from the package using
accepted sterile technique only after the correct size has
been determined.

Polyethylene components should not be re-sterilized.

FOR POLYETHYLENE COMPONENTS: DO NOT
USE IF THE STERILE PACKAGE APPEARS TO
BE DAMAGED.
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wepanies of febusenfohuson

'HOBTOPHASI CTEPHJIH3ALIMA (TOJILKO AJIA
IMETAJLIHYECKHX KOMIIOHEHTOB)

RE-STERILIZATION (METAL COMPONENTS
ONLY)

“«OTKpMTLIE, 40 He OLIBUINE B RCNOALIOBAHNN»

- ¢ TpeGoBanne «OTKPHITHIX, HO He GLIBIIHX B HCNONLIOBAHNK>

" OTHOCHTCR K CTEPHNLHLIM, OAHOPA3OBLIM MEZHUMHCKHM
HIJENTHAM, YNAKOBKE KOTOPHIX ObiNia OTKPLITA, HO OHH HE
6binu HCMONBIOBAHK W HE BCTYNANK B KOHTAKT C KPOBBIO,
TKAHAMM  UAH  ADYFHMR  XKHIKOCTAMN  OPraHM3mMa.
MosTopuas crepunusausia JOMKHA  PACCMATPHBATLCH
TO/TbX0 B XORE OfiepauHH, Koraa apyro#t noaxoaswil
HMINAHTAT OTCYTCTBYET.

| B cTpanax, rae AOxanbRMeE PeryasTopHsie Tpebosanns

| JOMYCKAIOT BOBTOPRYI0 CTCPRAMISINIO  TONLKO

META/LINYECKNX NIIeNRE «OTRPRITHX, N0 Ne SaismnI B

ynorpefnenun»,  AOLKHBI O6uive  cobmonenn

'rszoounu obecnevenus yposns crepuabnocys (SAL)

10°,

# [Tpouecc NosTOpHON CTePHAMIALNN:

[anaxynre HUMNJIAHTAT B COOTBETCTBHH C NOKAIBHLIMH

. MpoueAypaMu, KCNoAL3ys TEXHKKH crangapTa ANSVAAMI

! ST79. Hcnons3yiite pexomeHaoBannyio  FDA

CTEPHAM3AUAONRYIO 0BepTKY.

‘olTpoMapkHpyHTe COACPXHMOE YTAKOBAHHOMN HMNNAHTATA ¢

. MONOWLIO HECTHPaEMOro Mapxepa WAM mobol apyro#
MAPKHPOBOMHOMN CHCTEMBI.

oHcroawayiite nposepennsill, NpasnAbHO obCayXHBACMBI

{__s ovxannGposannbiil napoBo#i cTepHAK3ATOD

“Opened-but-unused”

*Opened-but-unused™ is the term used to refer to a sterile,
single vse medical device whose packaging has been
opened but the device was not used and did not come in
contact with blood, tissue or bodily fluids. Re-
sterilization should be considered only where surgery is
in progress and another suitable implant is not available.

In countries where local regulatory requirements
permit the re-sterilization of “open but unused” metal
products only, the following parameters have been
validated as providing a sterility assurance level
(SAL) 10

. Re-sterilization process:

0 Wrap implant in accordance with local
procedures, using standard wrapping techniques such as
those described in the current revision of ANSVAAMI
ST79. Use an FDA-cleared Sterilization Wrap,

o Label the contents of the wrapped implant using
an indelible marker or other sterilization compatible label
system.

o Use a validated, properly maintained and
calibrated steam sterilizer.

JppexTnBian  NapoBaz  CTEPHAH3ALUME  MOXET  ObiTo

Effective steam sterilization can be achieved using the

J0CTHTHYTA € HCMOAL3IOBAHMEM CREAYIOIEID LHKIA!

following cycle:

Meron/ Tun auxna/ | Musumassnas Manamansnoe spems | Bpems cymxn/ Dry time
Method Cycle Type TeMuepaTypa/ IKcnoswnun/

Minimum Minimum Exposure

Temperature Time
Map/ Dopakyym/ 132 °C (270 °F) 4 MHHY TSI 20 mMuuyT/ 20 minutes
Steam Pre-Vacuum 4 minutes

OGpaTHTECH K YORHOMOMEHHOMY NPEACTABKHTENIO KOMAAHNHH
DePuy ana nonyuenns JaononHHuTensHol  Texmuueckol
wibopmausy. JIng JONONHHTENBHBIX HHCTPYRKUMH noO
crepunnzalinn obparnvecs k cranaapry ANSVAAMI ST79
«[loapobHoe pyxoBOACTBO N0 MApPOBOH CTEPUAM3ALMH M
0DECNEYEHNIO FAPAHTHH CTEPHABHOCTH B  YUPeMACHHIX
JPABOOXPAHEHHA».

BHEMAHHE: KomnonenTn, M3IroTOBACHNNBIE N3
cscpIRbIcOKOMONeKyARpaOro noawsTRAcs (UHMWPE)
HE JAODKHBI TMOABEPTATBCS  nosTophok
crepuansannn. He wcnoansyiite, ecan crepuacmas
FUAKOBKA BLITARANT HOBpeXACHHOM.

Contact DePuy Representative for Additional Technical
Information. For further guidance for Sterilization, refer
10: ANSVAAMI ST79 “Comprehensive guide to steam
sterilization and sterility assurance in health care
facilities.”

CAUTION: Components manufactured from or
containing UHMWPE (ultra-high molecular weight
polyethylene) CANNOT be re-sterilized. Do not use
these components if the sterile packaging appears
damaged,
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| BHUMAHME: He noasepraiite noBropHo#t crepuansauuu
 MONWITHNEHOBLIE  KOMNOMEHTH  WIH  METAJHYECKHE
[ KOMNOHEH T, HMCIOLUNE NIOAHITHAEHOBLIE HACTH.

CAUTION: Do not re-sterilize polyethylene components
or metal assembled with a polyethylene component.

Coxpamenus, npHUATHIE B A0KYMEnTe

floxanyiicra, paccmMaTpusafite cheayioline GopMyTHPOBKH
HAHMEHOBAHHA MEARLHHCKOr'O HIAENHA NTO TEKCTY AOKYMEHTA
Inmxe: «Ilpotes(bi)», «ToTanbHbie KOACHHBIE NPOTE3IbI®
' 10MACCTBEHHLIMH  HaWMEHOBaHHIO «TlpoTesst ToTanbHLe
xoneunslie ATTUNED»,

HanmenoBanus «®emopanbiibie{ bit) KOMTOHEHT(b1)»
MINTATh TOXKACCTBEHHLIME HAHMEHOBaHHIO «Komnonent
pemopanbHbii»,

AOX - AHTHOKCHAANT, AHTHOKCHIAHTHLIH NOANITHACH

Abbreviations adopted in the document

Please consider the following descriptors of medical
device name stated below as: “Prosthesis™, "Total knee
prosthesis”, to be similar to the device name as “Total
knee prosthesis ATTUNE”.

The following descriptors of medical device name stated
below as “Femoral component” to be similar to the device
name as “‘Component femoral”™.

AOX - Antioxidan, Antioxidant Polyethylene

«Co-Cr-Mo», «C0-28Cr-6Mo», «CoCr» cuntaercs | «Co-Cr-Mo», «C0o-28Cr-6Mo», «CoCr» considered to be
TOKASCTBEHHMM  JHTOR  yrnepoawbii  xoGansT-xpom- | identical to cast carbon cobalt-chromium-molibdenum
onHOACHOBLIA cnaas. alloy

{IOTEHUHAJNDH MOTPEBHTEJIb INTENDED USER

H3nenne npegHa3sHAuEeBO AN HCNIOALIOBAHHA CREUMANBHO
06yueHHBIM MEAHLUKUHCKHM PabOTHHKOM B CREUHANEHO
| 060pYAOBAHHOM NOMEICHHH MEAHLIHHCKOID YYPEAKREHHS.

Intended to be used by properly trained medical
professionals in specially equipped medical facility.

KIACCHOHKAIIMA MH

MD CLASSIFICATION

B cooTeTcBHH C JIHPEKTUBOH NO MEAHUMHCKOM HIACAHAM
005/S0/EC, simovas 93/42/EEC, uTo BuiEYNOMARYTHIC
AENHA COOTBETCTBYIOT NOJOKEHHEM 33KOHOAATENLCTSA, H
0THOCATCR K Knaccy 3.

Based on Medical Device Directive 2005/S0WEC
including 93/42/EEC, the above mentioned medical
devices comply with legistlation and belong to class 3.

.
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hmme TexunyecKne xapaxvepucruxkn MU

Main technical characteristics of MD

Bxnanwi THGANLHBIH

1. Tibial insert:

b THOHANbHLIA PHKCHpOBAHHEBIH ¢ 3aMellieHHeM

# xpecroobpasHo# cBasku AOX, pasmep: 1, 2, 3, 4,
7, 8,9, 10, Tonsuna: 5 MM, 6 MM, 7 MM, 8 MM, 9 MM,

Posterior Stabilized Fixed Bearing Tibial Insert AOX,
size: 1,2,3,4,5,6, 7, 8,9, 10, thickness: 5 mm, 6 mm,
7 mm, 8 mm, 9 mm, 10 mm, 12 mm, 14 mm, 16 mm,

, 12 MM, 14 MM, 16 MM, 18 MM, 20 MM 18 mm, 20 mm
|‘—— X
Y
) |
, ™ X Y X Y
Tosmuna, leonansso- | (Mepedne Thickness, | (Medial | (Anterior
pa Paznep M Aamepatonuit | -3mduwi REF Size mm lateral Immior
panep) size) size) |
$40-105 1 5 56.000 39,000 1516-40-105 1 5 $6.000 | 39.000
[40-106 1 6 56.000 39.000 1516-40-106 1 6 $6.000 39.000
§40-107 ] 7 56.000 39,000 §516-40-107 1 7 56.000 | 39.000
§40-108 1 [] $6.000 39,000 151640-108 ] 8 $6.000 | 39.000
P0-109 1 9 56.000 39,000 1516-40-109 1 9 56000 | 39.000
pi0-110 i 10 56.000 39,000 1516-40-110 1 10 56000 | 39.000
112 i 2. S6000 L 30000 LLISIAA0.LLD — 12 S56.000 138,000
$40-114 ] 14 56,000 39,000 150640-114 1 14 $6.000 | 39.000
pe0-116 I 16 56.000 39,000 1516-40-116 1 16 56.000 | 39.000
pa0-118 ] 18 56,000 39.000 1516-40-118 ' 18 56,000 | 39.000
X 1 4 X Y
T ‘Meduareno- Hepedne Thickness, Medial | (Anterior
wya | Pumep | TS Mﬁ oo e Size | Saterat :w«kr
painep) size) site)
0208 2 s 59.000 39,000 1516-40-208 2 3 59000 | 39.000
[40-206 2 6 59.000 39.000 1516-40-206 2 6 $9.000 | 39.000
fs40-207 2 7 59.000 39.000 1516-40-207 2 7 59000 | 39.000
j-0-208 2 ] 59.000 39,000 1516-40-208 2 8 %9.000 | 39.000
§0-209 2 9 59.000 39.000 1516-40-209 2 9 $9.000 | 39.000
p0-210 2 10 59.000 39.000 1516-40-210 2 10 59000 | 39.000
0212 2 12 59.000 39.000 1516-40-212 2 12 59.000 | 39.000
jea0-214 2 14 59.000 39.000 1516-40-214 2 4 59.000 | 39.000
p0-216 2 16 $9.000 39.000 1516-40-216 2 16 %9.000 | 39.000
J440-218 2 T) 59,000 39.000 1516-40-218 2 18 359.000 | 39.000
ps0-220 2 20 59.000 39.000 1516-40-220 2 20 59.000 | 39.000
X Y X Y
Tonmuna, | (Meduanwwo- | (Mepedue Thickness, | (Medial | (Anterior
Ponep | e Aemepersni | -s00mui REF Size piogadll B ;o.mrhr
passiep) paivep) | size) size)
308 3 5 62.000 40.900 1516-40-305 3 s 62.000 | 40900
306 3 6 62.000 40.900 1516-40-306 3 6 62.000 40.900
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cmpurvas of fobusan oo
16-40-307 3 7 62.000 40.900 1516-40-307 3 7 62.000 | 40.900
16-40-308 3 ) 62.000 40.900 1516-40-308 3 8 62.000 | 40.900
16-40-309 3 9 62.000 40.900 1516-40-309 3 9 62.000 | 40.900
16-40-310 3 10 62.000 40.900 1516-40-310 3 10 62.000 | 40.900
116-40-312 3 12 62.000 40.900 151640-312 3 12 62000 | 40.900
[i6-40-3 14 3 14 62.000 40.900 1516-40-314 3 14 62000 | 40.500
P6-40-316 3 16 62.000 40.900 1516-40-316 3 16 62.000 | 40.900
{-40-318 3 18 62,000 40.900 1516-40-318 3 18 62.000 | 40.900
16-40-320 3 20 62.000 40.900 1516-40-320 3 20 62.000 | 40.900
X Y X I
Tonwepun Meduansno- | (fTepeone Thickness, terior
fpmisya Paruep ”:: “ ;mwmui (-m REF Size mm (w ::m
passiep) sice) | size) |
4 5 65.000 42.800 1516-40-405 4 s 65.000 | 42.800
[-40-406 4 6 65.000 42.800 1516-40-406 4 6 65.000 | 42.800
4 7 65.000 42.800 1516-40-407 4 7 63.000 | 42,800
Fﬁ:‘; 4 3 65.000 42.800 1516-40-408 4 8 65.000 | 42.800
16-40-409 4 9 65.000 42.800 1516-40-409 4 9 65.000 | 42.800
$6-40-410 4 10 65.000 42.800 1516-40410 4 10 65.000 | 42.800
§o40-412 4 12 65.000 42300 || 151640412 4 12 65.000 | 42.800
1540-414 4 14 65.000 42.800 | | 151640414 4 14 65.000 | 42.800
440-416 4 16 65.000 42.800 1516-40-416 4 16 65000 | 42.800
£540-418 4 13 65.000 42.800 1516-40-418 4 18 65.000 | 42.800
§640-420 4 20 65.000 42.800 1516-40-420 4 20 65.000 { 42800
X Y X Y
Te '‘Meduansso- Tepedue Thickn: ‘Medial | (Anterior
pnys Parney M::“’ J:mwumﬁ ‘-Mi REF Size mm' ‘htmd (puwior
pusep) size) | size) |
§540-505 5 S 68.000 44.700 1516-40-50S s ] 63.000 | 44,700
§640-506 5 6 68.000 44.700 1516-40-506 5 6 68.000 | 44.700
—§40-50% 5 L 6800013700 T36=10-507 ) 7 88000 | A7
§20-508 5 8 68.000 44.700 1516-40-508 5 8 68.000 | 44700
$-40-509 5 9 68.000 44.700 1516-40-509 s 9 68.000 | 44.700
§540-510 5 10 68.000 44.700 1516-40-510 5 10 68.000 | 44700
512 5 12 68.000 44.700 1516-40-512 s 2 68.000 | 44.700
&su s 14 68.000 44.700 1516-40-514 s 14 68.000 | 44.700
516 s 16 68.000 44,700 1516-40-516 s 16 68.000 | 44.700
518 s 18 68.000 44.700 1516-40-518 5 18 68.000 | 44.700
520 5 20 68.000 44.700 1516-40-520 5 20 68.000 | 44.700
X Y X Y
A T ‘Medwansno- | (1T
— m::n, (Meduan ot (. ’me REF Size lﬁ::m, (Medial | (Anterior
pawep) sie) | size) |
6 ] 71.000 46.600 1516-40-605 6 [ 71.000 | 46.600
$i6-40-606 6 6 71.000 46.600 1516-40-606 6 6 71.000 | 46.600
pe20-607 6 7 71.000 46.600 1516-40-607 6 7 71.000 | 46.600
-40-608 6 8 71.000 46.600 1516-40-608 6 8 71.000 | 46.600
Fo-40-609 6 9 71,000 46.600 || 1516-40-609 6 9 71000 | 46.600
pis40-610 6 10 71.000 46.600 1516-40-610 6 10 71.000 | 46.600
PFloa0-612 6 12 71.000 46600 | [ 1516-40-612 6 2 71000 | 46.600
Pred0-614 6 14 71.000 46.600 1516-40-614 6 14 71000 | 46.600
0616 6 16 71,000 46.600 1516-40-616 6 16 71000 { 46.600
Pi540-618 6 18 71.000 46.600 1516-40-618 6 18 71.000 | 46.600
16-40-620 6 20 71.000 46.600 1516-40-620 6 20 71.000 | 46.600
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X Y X Y
Te N '‘Mednarsno- Tepeone Thickness, Medial | (Anterior
{pmnxya Pauep ”:: “ J:mmui (-W REF Size mm (laaml ;m
Dassep) passep) | size) size)
16-40-705 ? 5 74.000 48.500 1516-40-705 7 5 74.000 48.500
16-40-706 7 6 74.000 48.500 1516-40-706 7 6 74,000 48.500
16-40-707 7 7 74.000 48.500 1516-40-707 7 7 74.000 48.500
16-40-708 Li 8 74,000 48.500 1516-40-708 7 8 74,000 48.500
6-40-709 Li 9 74,000 48.500 1516-40-709 7 9 74.000 48.500
1%6-40-710 7 10 74,000 48.500 1516-40-710 7 1] 74.000 48.500
fi6-40-712 7 12 74.000 48.500 1516-40-712 7 12 74.000 48.500
[K)-40-7I4 7 14 74,000 48.500 1516-40-714 7 14 74.000 48.500
M’IIG Li 16 74.000 48.500 1516-40-716 7 16 74.000 48.500
W-’IIB 7 18 74.000 48.500 1516-40-718 7 18 74.000 48.500
}6-40-720 7 20 75.200 48.500 1516-40-720 7 20 74.000 48.500
X Y X Y
Tommuna, (Meduaasno- | (Hepedne Thickness, | (Mediol | (Anterior
A Pesmep oo Rawsepanonmis | -3n0nui el Size mm dateral | pesterior
F- pasep) pesep) size) size) |
po-sos 8 S 77.000 50.400 1516-40-805 8 5 77.000 50.400
§6-40-806 8 3 77.000 50.400 1516-40-806 8 6 77.000 | 50.400
$640-807 8 7 77.000 50.400 1516-40-807 8 7 77.000 50.400
$5-40-808 8 8 77.000 50.400 1516-40-808 8 8 77.000 50.400
$6-40-809 8 9 77.000 50.400 1516-40-809 8 9 77.000 30400
$640-810 8 10 77.000 50400 1516-40-810 8 10 77.000 50.400
$540-812 8 12 77.000 50400 1516-40-812 8 12 77.000 50.400
§-40-814 8 14 77.000 50.400 1516-40-814 ] 14 77.000 50.400
F40-816 8 16 77.000 50400 1516-40-816 8 16 77.000 50.400
§-40-818 8 18 77.000 50.400 1516-40-818 8 18 77.000 50.400
8 20 77.000 50.400 1516-40-820 8 20 77,000 $0.400
X 4 X Y
Toamuna, Mednagsno- | (IT e Thickness, | (Medial | (Anterior
Pornep MM .imuwﬁ -m REF Size mm lateral | posterior
paInep) passep) size) size)
$540-905 9 5 80,000 52.300 1516-40-905 9 5 80.000 52.300
906 9 6 80.000 52.300 1516-40-906 9 6 80.000 52.300
9 7 80.000 52.300 1516-40-907 9 7 80.000 52.300
9 8 80.000 52.300 1516-40-908 9 8 80.000 52.300
40909 9 9 80.000 52.300 1516-40-909 9 9 80.000 52.300
$40-910 9 10 80.000 52300 | [ 1516-40-910 9 10 80.000 | 52,300
§40-912 9 12 80.000 $2.300 1516-40-912 9 12 80.000 52300
N-50-914 9 14 80.000 52300 1516-40-914 9 14 80.000 52300
§540-916 9 i6 80.000 52300 151640916 9 16 80.000 52.300
$o40-918 9 18 80.000 52300 1516-40-918 9 18 80.000 52.300
$540-920 9 20 80.000 52300 1516-40-920 9 20 80.000 52.300
X Y X Y
T ‘Meduarsio- {4/ Thickn Medial erior
’ Pasnep M::u { " !‘ epedue REF Size Mﬂ. { (Ant
pasnep) paasep) size)
1-005 10 5 83.000 54.200 1516-41-005 10 5 8% 54.200
1-006 10 6 83.000 54.200 1516-41-006 10 6 $3.000 54.200
1007 10 7 83.000 54,200 1516-41-007 10 7 83.000 $4.200
1-008 10 8 83.000 54.200 1516-41-008 10 8 $3.000 54,200
1-009 10 9 83.000 54200 1516-41-009 10 9 83.000 54.200
1-010 10 10 83.000 54.200 151641-010 10 10 83.000 54.200
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Wd1-012 10 12 83.000 54.200 1516-41-012 10 12 83.000 54.200
-4 1-044 10 14 $3.000 34.200 1516-41-014 10 4 83.000 34.200
6-41-016 0 16 83.000 54.200 1516-41-016 10 16 83.000 54.200
16-41-018 10 18 83.000 54.200 1516-41-018 10 18 83.000 34.200
16-41-020 10 20 83.000 54.200 1516-41-020 10 20 83.000 $4.200

wevanue: Bee pazmepor, npedcmasnennvie 8 mabnuye
NCCHBE 6 MM, €CAU HE YKA3aNO0 Opy2oe.

Note: All the dimensions listed in table are expressed in mm,
unless otherwise specified.

LIl THOMANLHLIA PBKCHPOBAHHLIA € COXpaHEHHEM

i kpectooOpaskoit ceasku AOX, pasmep: 1, 2, 3, 4,
7, 8,9, 10, Tomusna: 5 MM, 6 MM, 7 MM, 8 MM, 9 MM,
M, 12 MM, 14 MM, 16 MM

Cruciate Retaining Fixed Bearing Tibial Insert AOX,
size: 1,2,3,4,5,6,7,8,9, 10, thickness: 5 mm, 6 mm,
7 mm, 8 mm, 9 mm, 10 mm, 12 mm, 14 mm, 16 mm

!

y

P —

X Y X Y
! 'Meduansno- Hepedue Thickness, M Anterior
wnga | Paep TM::”. .e(mmnw? (-ma REF Size o ‘m’::' :mmkr
BT 5[ 5600 AL : T 3
16-20-106 1 6 56,000 39.000 {[ 1516-20-106 1 6 56.000 | 39.000
6-20-107 1 7 $6.000 39.000 1516-20-107 1 7 56.000 | 39.000
§16-20-108 1 8 56.000 39.000 1516-20-108 1 8 56.000 | 39.000
l6»20-109 1 9 56.000 39.000 1516-20-109 1 9 56.000 | 39.000
6-20-110 1 10 56.000 39,000 1516-20-110 1 10 56.000 | 39.000
$16-20-112 1 12 56.000 39.000 1516-20-112 i 12 56.000 | 39.000
§16-20-114 1 14 56.000 39,000 1516-20-114 1 14 56.000 | 39.000
1620-1 16 ] 16 56.000 39.000 1516-20-116 1 16 56.000 | 39.000
X | 4 X Y
g | Paswep Tm::ﬂ, (Mmm:::-‘ (.nm REF Size nmm, (Medial | (Anterior
pasxep) sige) | size)
i16-20-205 2 5 59.000 39.000 1516-20-205 2 3 59.000 | 39.000
16-20-206 2 6 59.000 39.000 1516-20-206 2 6 59.000 | 39.000
$16-20-207 2 7 59.000 39.000 1516-20-207 2 7 59.000 | 39.000
J16:20-208 2 8 59.000 39.000 1516-20-208 2 8 59.000 | 39.000
16-20-209 2 9 59,000 39.000 1516-20-209 2 9 59.000 [ 39.000
416-20-210 2 10 59.000 39.000 1516-20-210 2 10 59.000 | 39.000
[ste-20-212 2 12 59.000 39.000 1516-20-212 2 12 59.000 | 39.000
[6-20-214 2 14 59.000 39.000 1516-20-214 2 14 59.000 { 39.000
1516-20-216 2 16 59.000 39.000 1516-20-216 2 16 59.000 | 39.000
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md’d‘m-’.ﬁ-\l
I X Y X Y
TGN Meduamsnio- | (Mepedue ‘Anterior
sk Ponep T »Na * J:mqnwumi ‘-m REF Size 1“:;:“" (w ;umw
" pazrep) | paimep) | size) | size) |
§6-20-305 3 5 62.000 40.900 1516-20-305 3 5 62.000 | 40.900
§6-20-306 3 6 62.000 40.900 1516-20-306 3 6 62.000 | 40.900
k-20-307 3 7 62.000 40.900 1516-20-307 3 7 62.000 | 40.900
§6-20-308 3 8 62.000 40.900 1516-20-308 3 8 62.000 | 40.900
}6-20-309 3 9 62.000 40.900 1516-20-309 3 9 62.000 | 40.900
3¥-20-310 3 10 62.000 40.900 1516-20-310 3 10 62.000 | 40.900
§6-20-312 3 12 62.000 40.900 1516-20-312 3 12 62,000 | 40.900
16-20-314 3 14 62.000 40.900 1516-20-314 3 14 62.000 | 40.900
36-20-316 3 16 62.000 40.900 1516-20-316 3 16 62.000 | 40.900
' X Y X Y
r‘w Pawmep Twu::m. ;chlmﬁ (-M REF Size mm (w ;osadw
panep) pavep) size) size) |
§6-20-405 4 5 65.000 42.800 1516-20-405 4 5 65.000 | 42.800
{16-20-406 4 6 65.000 42.800 1516-20-406 4 6 65.000 | 42.800
$6-20-407 4 7 65.000 42.800 1516-20-407 4 7 65.000 | 42.800
§-20-408 4 8 65.000 42.800 1516-20-408 4 8 65.000 | 42.800
{16-20-409 4 9 65.000 42.800 1516-20-409 4 9 65.000 | 42.800
$6-20-410 4 10 65.000 42.800 1516-20-410 4 10 65.000 | 42.800
§6-20-412 4 12 65.000 42 800 1516-20-412 4 12 65.000 | 42.800
f6-20-414 4 14 65.000 42.800 1516-20-414 4 14 65000 | 42.800
16-20-416 4 16 65.000 42.800 1516-20-416 4 16 65.000 | 42.800
¥ X Y X Y
T Meduansiio- Tlepeone Thickness, ‘Modial | (Anterior
ey Pasnep ”x"' x(mui (-xm SEF Size mm ‘l::éul ;mm
$6-20-505 5 5 ﬁ 44,700 1516-20-505 ] 5 68.000 4%%;
$6-20-506 5 6 68.000 44,700 1516-20-506 5 6 68.000 | 44.700
$6-20-507 5 7 68.000 44.700 1516-20-507 5 7 68.000 | 44.700
16-20-508 5 8 68.000 44.700 1516-20-508 5 8 68.000 | 44.700
Fo-soo 5 9 68.000 44.700 1| 1516-20-509 5 9 68.000 | 44.700
20-510 5 10 68.000 44.700 1516-20-510 5 10 68.000 | 44.700
26-20-512 5 12 68.000 44.700 1516-20-512 5 12 68.000 | 44.700
§i6-20-514 5 14 68.000 44,700 1516-20-514 5 14 68.000 | 44.700
86-20-516 5 16 68.000 44.700 1516-20-516 5 16 68.000 | 44.700
i X Y X Y
? Meduansno- | (I Thickness, | (Medial | (Anterior
;’F’W Peznep r".:‘:u ;mumﬁ ‘ﬂ REF Size mm (M (pm
{ _pamep) _parsep) | size) size)
716-20-605 6 5 71.000 46.600 || 1516-20-605 6 5 71.000 | 46.600
$6-20-606 6 6 71.000 46.600 1516-20-606 6 6 71.000 | 46.600
§6-20-607 6 7 71.000 46.600 1516-20-607 6 7 71.000 | 46.600
§16-20-608 6 8 71.000 46.600 || 1516-20-608 6 8 71.000 | 46.600
$16-20-609 6 9 71.000 46.600 |1 1516-20-609 6 9 71.000 | 46600
$620-610 ) 10 71.000 46,600 1516-20-610 6 10 71.000 | 46.600
$6-20-612 6 12 71.000 46.600 1516-20-612 6 12 71.000 | 46.600
$6-20-614 6 14 71.000 46,600 1516-20-614 6 14 71.000 | 46.600
3620616 6 16 71.000 46.600 1516-20-616 6 16 71.000 | 46.600
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de
X Y X Y

Ton ‘Meduansno- Tepedne Thickness, ‘Medial | (Anterior

poeapn | Pamep 100N M o REF Size | et ;undor

painep) paznep) | size) | size) |
16-20-705 7 ] 74.000 48.500 || 1516-20-705 7 5 74.000 | 48.500
#%-20-706 7 6 74.000 48,500 || 1516-20-706 7 6 74.000 | 48.500
16-20-707 7 7 74.000 48.500 |! 1516-20-707 7 7 74.000 { 48.500
16-20-708 7 8 74.000 48.500 || 1516-20-708 7 8 74.000 | 48.500
#6-20-709 7 9 74.000 48.500 | 1516-20-709 7 9 74.000 | 48.500
'6-20-710 7 10 74.000 48.500 |1 1516-20-710 7 10 74.000 | 48.500
$-20-712 7 12 74.000 48.500 |1 1516-20-712 7 12 74.000 | 48.500
$-20-714 7 14 74.000 48.500 || 1516-20-714 7 14 74.000 | 48.500
$-20-716 7 16 74.000 48,500 || 1516-20-716 7 16 74.000 | 48.500

X Y X Y

T ‘Meduareno- 1/ ‘Medial

wl nd i b= - R e |

panep) pesep) | size) sige) |
§6-20-805 8 5 77.000 50.400 || 1516-20-80S 8 5 77.000 | 50.400
16-20-806 8 6 77.000 50.400 | [ 1516-20-806 8 6 77.000 | 50400
16-20-807 8 7 77.000 50.400 || 1516-20-807 8 7 77.000 | 50.400
$-20-808 8 8 77.000 50.400 {| 1516-20-808 8 8 77.000 | 50.400
$-20-809 8 9 77.000 50.400 || 1516-20-809 8 9 77.000 | 50.400
#-20-810 8 10 77.000 50.400 || 1516-20-810 8 10 77.000 | 50.400
$6-20-812 8 12 77.000 50.400 {[ 1516-20-812 8 12 77.000 | 50.400
16-20-814 8 14 77.000 50.400 || 1516-20-814 8 14 77.000 | 50400
%-20-816 8 16 77.000 50.400 || 1516-20-816 8 16 77.000 | 50.400

aangne, | (M X 1 d Thickness, uga A .

T ednassno- epedsie néerior
puryz | Prsep P .:mmuﬂ (-md REF Size e (latmtl ;omfiw
A poinep) nize) size) |
#6-20-905 9 5 £0.000 52300 || 1516-20-905 9 5 80.000 | 52.300
i6-20-906 9 6 £0.000 52300 || 1516-20-906 9 6 80.000 | 52.300
[16-20-907 9 7 80.000 52.300 || 1516-20-907 9 7 80.000 | 52.300
20-908 9 8 80.000 52.300 || 1516-20-908 9 8 80.000 | 52.300
6-20-909 9 9 $0.000 52.300 || 1516-20-909 9 9 80.000 | 52.300
16-20-910 9 i0 80.000 52.300 |{ 1516-20-910 9 10 80.000 | 52.300
116-20-912 9 12 80.000 52.300 | 151620912 9 12 80.000 | 52.300
116-20-914 9 14 $0.000 52.300 || 1516-20-914 9 14 80.000 | 52.300
16-20-916 9 16 80.000 52.300 | [ 1516-20-916 9 16 80.000 | 52.300

X Y X Y

‘Medial | (A
o Pawep ran:u:n, (Mmanm:‘ (flm REF Size 1&3«:, (M (Anterior
. parep) _Parsep) size) size) |
16-21-005 10 5 $3.000 54.200 || 1516-21-005 10 5 83.000 | 54.200
116:21-006 10 6 $3.000 54.200 || 1516-21-006 10 6 83.000 | 54.200
F-21-007 10 7 $3.000 54200 || 1516-21-007 10 7 83.000 | 54.200
#6-21-008 10 8 83.000 54.200 }| 1516-21-008 10 8 83.000 | 54.200
621009 | 10 9 83.000 54200 || 1516-21-009 10 9 83.000 | 54.200
#21-010 ] 10 10 $3.000 54.200 1516-21-010 10 10 83.000 | 54.200
W-21-012 1 10 12 $3.000 54,200 || 1516-21-012 10 12 83.000 [ 54.200
fe21-014 | 10 14 83.000 54200 || 1516-21-014 10 14 83.000 | 54.200
fe21016 | 10 16 83.000 54.200 || 1516-21-016 10 16 83.000 | $54.200
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—

wevanue: Bce pasmepul, npedcmaenennvie 6 mabauye
UNCENBI 8 MM, ECRY He YKA3aHo Opy2oe.

Note: All the dimensions listed in table are expressed in mm,
unless otherwise specified.

OMMOHEHT THOHanbHulA

2. Tibial base:

SMOHEHT THOKANBbHBINA PuxkcHpoBaHHbIN,
enTHpyembif, pasmep: 1,2,3,4,5,6,7,8,9, 10

Fixed Bearing Cemented Tibial Base, size: 1, 2, 3,4, 5,
6,789 10

X , X
Size ¥
Wt | powep | S | (epednesatuai REF (Mediel loterat | (Anterior
peep) posterior size)
00001 i 59.00 00 1505-00-001 i 5900 900
k00002 2 62.00 2090 1506:00002 2 6200 %%
(600003 3 63.00 42.80 1506-00-003 3 65.00 4280
$00-004 a 68.00 70 1506-00-004 2 68.00 470
100005 s 71.00 46,60 1506:00005 5 71.00 46.60
¥o0-006 6 74.00 48.50 1506-00-006 § 74.00 850
$00-007 7 7100 5040 150600007 7 7700 5040
$00-008 g 80.00 52.30 130600008 g 80.00 5230
#00-009 9 83.00 54.20 1506-00-009 5 §3.00 3420
1 ) 10 86.00 56.10
fe7o00n i 59.00 39.00 1506-70.001 1 59.00 39.00
70002 2 62.00 %90 1506-70002 2 62.00 4090
%70.003 3 65.00 42.80 150670003 3 6500 230
§70004 3 68.00 3470 1506-70-004 Z 6800 w“mn
70005 s 71.00 46,60 150670005 5 71.00 4660
70006 5 7400 4850 1506-70-006 6 7400 4830
7007 7 7100 5040 1506:70.007 7 7700 3040
$70-008 g 80.00 52.30 1506-70.008 g 80.00 5230
§70.009 9 §3.00 54.20 1506.70-009 9 83.00 5420
§70010 10 86,00 %6.10 150670010 10 36.00 36.10

kvevanue: Bce pazmepsi, npedcmaenennvie 6 mabnuye
{ENCEH! 8 MM, ECRU He YKA3aHO opyzoe.

Note: All the dimensions listed in table are expressed in mm,
unless otherwise specified.

foMmOHEHT demopanbibiii

3. Femoral component

Xounonem' demopanpublii ¢ 3ameuiennem 3anmel
passofl  cBA3KH, NeBMIH, UEMEHTHpYeMbii
:1,2,3,4,5,6,7,8,9,10

;ounouem demopanbHBI C 3aMEllCHHEM 3aaHed

pasHOl CBA3KW, NpaBuiil, LEMEHTHpYCMbIN,
:1,2,3,4,5,6,7,8,9,10
NOHeHT demMopansiuiil ¢ 3aMellicHWeM 3aaHed

pa3Hol CBA3KH, y3KHH, NeBuIll, LIeMEHTHpYeMbiit,
: 3N, 4N, 5N, 6N

- Posterior Stabilized Cemented Femoral component,
left, size: 1,2,3,4,5,6,7,8,9, 10

- Posterior Stabilized Cemented Femoral component,
right, size: 1,2,3,4,5,6,7,8,9, 10

- Posterior Stabilized Cemented Narrow Femoral
component, left, size: 3N, 4N, 5N, 6N

- Posterior Stabilized Cemented Narrow Femoral
component, right, size: 3N, 4N, 5N, 6N
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OMITOHEHT (ieMopanbHE ¢ 3aMeleHneM 3aaHel

ro0bpasnol

CBA3KH,

Y3KUH,

1paskii,

mrupyemeiil, pasmep: 3N, 4N, SN, 6N

T T
0 »
o - { . ‘
. - i
A ~ !
'Q‘“’?m . :
A A :
. FaG FaG
- Pawep m‘m; (Mepedne-saduui REF Size (““"zﬁ;‘“’“‘ (Anterior
._ aanes) pamep) . posterior size)
110-101 1 54.10 46,797 1504-10-101 1 54.10 46,797
310-102 2 5720 49781 1504-10-162 2 57.20 497781
410-103 3 6030 52.764 1504-10-103 3 60.30 52.764
30-104 4 63.40 55745 1504-10-104 4 63.40 55745
110-105 5 66.50 58.726 1504-10-105 - | 5 66.50 53,726
$10-106 6 69.60 61.706 1504-10-106 6 69.60 61,706
10-107 7 72.70 64.686 1504-10-107 7 7270 64,686 .
210108 2 7S R0 £7 LS 1504.10.108 8 35 80——}—57,668 i
#10-109 i 78.50 70.642 1504-10-109 9 78.90 70,642
$10-110 1) £2.00 ‘13.618 1504-10-110 .10 82,00 73.618 i
$10-123 3N yaxuh 56.80 52.764 1504-10-123 3N nammow 56.80 52.764
140-124 4N yaKHi 59.90 $5.745 1504-10-124 |~ 4N narrow £9.90 55.745
10-125 5N yaumii 63.00 58.726 1504-10-125 SN narrow 63,00 $8.726
10-126 6N y3xmi 66.10 61.706 1504-10-126 | 6N namow 66.10 61.706
£10-201 ] ' 54.10 46.797 1504-10-201 i 54.10 46,797
U.10-202 2 - - 5720 49,781 1504-10-202 2 5720 49,781 i
110203 3 60.30 52,764 1504-10-203 3 60.30 52,764
110-204 4 6340 55745 1504-10-204 4 63.40 55.745
410-205 5 66.50 $8.726 1504-10-205 [ 66,50 58.726
4.10-206 6 69.60 61,706 1504-10-206 6 65.60 61.706
140-207 7 72.70 64.686 1504-10-207 7 72.70 64,686
#10-208 8 75.80 67.665 1504-10-208 8 75.80 67.665
110-200 9 78.90 70.642 1504-10-209 9 78.90 70,642
110-210 10 8200 73.618 1504-10-210 .| 10 82.00 73.618
$10-223 3N yakuit 56,80 52.764 1504-10-223 3N namrow $6.80 $2.764
310-224 4N yauit 59.90 55745 1504-10-224 4N narrow 59.90 $5.745
#10-223 5N yanit 63,00 38.726 1504-10-225 SN narrow 63.00 58,726
§#10-226 6N yaxuit 66.10 61.706 1504-10-226. 6N narrow 66.10 61.706

wevanue: Bee pazmeph, npeacmameknbze 8 maﬁnuqé

PIHCCHBE 8 MM, €CAU HE YKA3GHO OpY2oe.

evanue: Pasmep F uivmepsemca @ mpoxneapnotli gpiemse

mama

Note: All the dimensions listed in table are expressed in mm,

uniess otherwise specified.

Note: Dimension F is measured to the trochlear groove

the implant

of

#
ki
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® DePuy

de

oMnoHeHT demopanbHblit ¢ coxpaHenuem 3aaHel
soobpasHoli  cBa3km, JsieBbill, LEMEHTHPYEMEIA,
ep:1,2,3,4,5,6,7,8,9, 10

oMnoHeHT ¢QeMopanbubiii ¢ coxpaHeHHeM 3aaHch
7000pasHOH  CBA3KW, nNpaBbifi, UEMEHTHPYEMBIN,
xp:1,2,3,4,5,6,7,8,9, 10

oMmoHeHT emopanbHbili ¢ coxpaneHuem 3aamueit
T000pa3Hoi CBAIKK, YIKHHA, NEBLIH, LEMEHTHPYEMMIR,
sp: 3N, 4N, SN, 6N

oMnoHeHT demopansibiii ¢ coxpaneHwem 3anued

- Cruciate Retaining Cemented Femoral component,
left, size: 1,2, 3,4,5,6,7,8,9, 10

- Cruciate Retaining Cemented Femoral component,
right, size: 1,2,3,4,5,6,7,8,9, 10

- Cruciate Retaining Cemented Femoral component,
left, size: 3N, 4N, 5N, 6N

- Cruciate Retaining Cemented Femoral component,
right, size: 3N, 4N, 5N, 6N

rroobpasHoli CBA3KH, Y3KHiA, npaselil,
eHTHpyembiid, pasmep: 3N, 4N, 5N, 6N
{ ts
RS §
i
A
i
! f \
[ j
L \ | I /
N~—
A A
Mednanio F+G F+G
ApmeKys Parnep ¢ (ITepedne-1adnnii REF Size ("“:;:‘w (Anterior
!@ - u",,;‘,m pesnecp) posterior size)
101 1 $4.10 43.798 1504-00-101 1 $4.10 45.798
¥-00-102 2 57.20 48.781 1504-00-102 2 57.20 48.781
%-00-103 3 60.30 $1.764 1504-00-103 3 60.30 51.764
#-00-104 4 63.40 54.745 1504-00-104 4 63.40 $4.745
¥.00-105 s 66.50 57.127 1504-00-105 5 66.50 57.727
%-00-106 6 69.60 60.707 1504-00-106 6 69.60 60.707
#4.00-107 7 72.70 63.686 1504-00-107 7 72.70 63.686
¥-00-108 8 75.80 66.665 1504-00-108 8 75.80 66.665
H-00-109 9 78.90 69.642 1504-00-109 9 78.90 69.642
%-00-110 10 $2.00 72619 1504-00-110 10 82.00 72619
400-123 3N $6.80 $1.764 1504-00-123 3N $6.80 51.764
W-00-124 4N $9.90 54,745 1504-00-124 AN 59.90 54.745
%-00-125 SN 63.00 $7.727 1504-00-125 SN 63.00 $7.127
3-00-126 6N 66.10 60.707 1504-00-126 6N 66.10 60.707
3-00-20! 1 $4.10 45.798 1504-00-201 1 54.10 45.798
#¥-00-202 2 §7.20 48,781 1504-00-202 2 $7.20 48.781
3#-00-203 3 60.30 51.764 1504-00-203 3 60.30 51.764
N-00-204 4 63.40 54,745 1504-00-204 4 63.40 $4.745
74-00-205 5 66.50 $7.727 1504-00-205 [ 66.50 $7.727

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




® DePuy
woaen o fobmennfobmon

+00-206 6 69.60 60.707 1504-00-206 6 69.60 60.707
+00-207 7 72.70 63.686 1504-00-207 7 72.70 63.686
400-208 8 735.80 66.665 1504-00-208 8 75.80 66,663
1+00-209 9 78.90 69.642 1504-00-209 9 78.90 69.642
400-2t0 10 82.00 72.619 1504-00-210 10 82.00 72.619
4-00-223 3N 56.80 51.764 1504-00-223 3N 56.80 51.764
+00-224 4N 59.90 34.745 1504-00-224 4N $9.90 54.745
+00-228 SN 63.00 57.727 1504-00-225 SN 63.00 31727
+00-226 6N 66.10 60.707 1504-00-226 6N 66.10 60.707

wreyanue: Bee pazvepol, npedcmasnennsie 6 mabawye
INCEHBI 8 MM, €CU He YRA3aHo opyaoe.

vevanue: Pazvep F uzvepsemcs 6 mpoxseaphot suiemxe
anmama

Note: All the dimensions listed in table are expressed in mm,
unless otherwise specified.

Note: Dimension F is measured to the trochlear groove of
the implant

ANKONEHHHK

4. Patella

SKONECHHUK MeananbHbi aHaToMu4eckmii,
ntupyeMblih AOX, anuna: 29 Mm, 32 MM, 35 mm, 38
41 MM

Medialized Anatomic Cemented Patella Component
AOX, length: 29 mm, 32 mm, 35 mm, 38 mm, 41 mm
mm

X } 4

Apmearyn Panep (Llinpuns) | (Aruna)
i8-£0-029 29 25.520 29.00
%-10-032 32 28.160 32.00
10-035 35 30.800 35.00
ilooss 38 33440 38.00
3-10-041 4] 36.080 41.00

wenanue: Bee pazmeper, npedcmaenentivie 6 mabauye
WHCEHBE 8 MM, €CAU He YKA3AHO Opyzoe.

X Y

el Stee | widew) | (Lengeh) |
1518-10-029 29 25.520 29.00
1518-10-032 32 28.160 3200
1518.10-035 33 30.800 35.00
1518-10-038 38 33.440 38.00
1518-10-041 41 36.080 41.00

Note: All the dimensions listed in table are expressed in mm,
unless otherwise specified,

IKONEHHHK MeaHaNbHbIA XynonoobpazHelif,
iexTupyeMbiil AOX, anuna: 29 MM, 32 mm, 35 MM, 38
41 MM

Medialized Dome Cemented Patella Component AOX,
length: 29 mm, 32 mm, 35 mm, 38 mm, 41 mm
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X
X Y X Y
Apmaryr | Ponep | ipnpune) | (amma) REF Sze | (wid) | (Length)
20-029 29 25.520 29.00 1518-20-029 29 25.520 29.00
20-032 32 28.160 32,00 1518-20-032 32 28.160 32.00
$-20-035 35 30.80 35.00 1518-20-035 35 30.80 35.00
18-20-038 38 33.440 38.00 1518-20-038 38 33.440 38.00
#-20-041 4l 36.080 41.00 1518-20-041 41 36.080 41.00
wevanue: Bee pasmepw, npedcmasnennvie 6 mabauye | Note: All the dimensions listed in table are expressed in mm,
NNCCHDI 8 MM, €CAU He YKA3aHO Opy20e. unless otherwise specified.
AKOBKA PACKAGING
ETHA, H3NTOTOBNICHHBIE H3 NONHITHACHA Polyethylene components,

XOBKA COCTONT 3 maxera M3 GoAbrH H BHEWIHETO
tIepHOro KoHTelHepa ¢ kpuiikol Tyvek ana ofecnevyenus
MILHOCTH. BancrepHas ynakopka noMemaloeTcs B
__ToHHYIO KODOOKY ¢ WHCTPYKUiEH N0 NPHMEHEHWIO. |
APYKUHMA H2 PycCKOM R3bIKE HAXOAHWTCR HAa BHewHel
peGHTENBCKOH ynIaKoBKe.

LN, H3TOTOBNEHHLIE 3 METaNNa
HA, WITOTOB/ICHHMEC H3 METANNA, NOMEItAOTCA MEeXAY
KTOPaMH ¥ YDAKOBBLIBAIOTCA BO BHYTPEHHUHH W aHewnnil

trep ¢ kpoiukoil Tyvek. 3arem GaucTepryio ynakosky

RILAIOT B KapTOHHYID kopobky ¢ mucTpykunel no

wnyavainy. UHCTPYXUMS Ha PYCCKOM fi3bike HAXOAHTCA Ha

mueit notpebrrensckol ynaxosxe.

The packaging systems consists of a foil pouch and outer
blister container with Tyvek lid for sterility assurance. The
blister package is then placed in a folding carton with the

i i use i sian langnage
is located on the outer users package.

Metal components,

The metal components are placed together with protective
inserts and packaged in an inner and outer blister with a
Tyvek lid. The blister package is then placed in a folding
carton with the Instructions for use. Instructions for use in
Russian language is located on the outer users package.

DOPMALIHA O HANTHYHH JEKAPCTBEHHBIX
tNAPATOB H (WIH) ®APMAIEBTHYECKHX
BCTAHIHH, MATEPHAJIOB XKHMBOTHOI'O HJIH
JOBEYECKOI'O NPOHCXOXIEHHA

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES, HUMAN OR
ANIMAL ORIGIN MATERIALS

JHOC MCAHUHHCKOE HIACRHE HE COACPKHT JICKAPCTBEHHBIX
XCTB, MATCPHANIOB XKHBOTHONO HAH 4eN0BEYECKOIO

HCXOMACHHAA.

The device doesn’t contain any medicines, human or animal
origin materials.
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OOPMAILHA 11O COBMECTHOMY
N0Jb30BAHHIO C APYTHMH H3AEHAMH

INFORMATION ABOUT USE WITH OTHER
PRODUCTS

¢ | ATTUN | ATTUN | ATTUN ATTUNE Medialized Anatomic Patella
E E E Cemented AOX/ ATTUNE Medialized Dome
CR&PS | CR&PS | CR&PS ATTUNE FB&RP Tibial Base Patella Cemented AOX
Femoral | FB RP Cemented
Tibial Tibial
Insert Insent
AOX AOX
NS T B A g
LN N L Ml 6
-~ s % e .
Rl I w I .
mep Size
MOOHEHT bhbtit ATTUNE ATTUNE CR&PS Femoral

aanuiw THONansnLil ATTUNE, duxchuporanuuii
patenem 3aanei xpecroobpasnodt caaskiu AOX u ¢

ATTUNE CR&PS FB Tibial Insert AOX

WICHHEM UA

sanviw THGHaneHwit ATTUNE, uGuansnuit
TAUMONHBE ¢ coxpancHuem Jaanch

11xu AOX u ¢ 2aMeleHneM 3asnel kpecToobpazhoit
k1 AOX

ATTUNE CR&PS RP Tibial Insert AOX

Lno«em THonansHbiit ATTUNE ATTUNE FB&RP Tibial Base Cemented

MBI HHbl UM yeMbli
JIKONCHHNK MEAUANMHLIR aHETOMMHYECKHE, ATTUNE Mcdialized Anatomic Patella Cemented AOX
wenTHpyemuit AOX

LIKONCHHNK MEAHANMHLLR XYNOROODPAINEIH,

ATTUNE Medialized Dome Patella Cemented AOX

senTHpyeMuit AOX
sera*

Colours*
208bA Pink
MHO-CHHNH Dark Blue
Pt Grey
PHUIR Black
aeHbiit Green
i Yeltlow
2TRO-CHHHIA Light Blue
saCHLIN Red
HONETOBLIA Purple
sphunestit Brown

8eTa yKasanWuie 8 AaHHON TabnKue, a TaK XKe Ha NOTPeOHTENLCKOR yrakosKe ciyxaT ans Gonee ynoGHoH Buayannsaunu

SHpaeMOro NPeAYKTA, UBETOBAA KOAMPOBKA HE HAHOCKHTCA Ha Hinenue.
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lors indicated in the table and on the package are referenced for more convenient visualization only of the product, color

ag is not on the product.

means copMecTHMH ¢ [IpoTesnt ToTansMbIe
aennnie ATTUNE

Devices compatible with ATTUNE knee implants

CTHBI LEMEHT ANa onepaunii no
wnporesuposannto, PY 2008/02531 ot 18 uiona

Bone cements for endoprosthesing surgeries,
registration certificate 2008/02531 dated July 18, 2017

17 roaa npoussoxcTea koMnanny DePuy manufactured by DePuy company
KTPYMCHTH AS YCTaHOBKH npotesos ToTanbuelX | ATTUNE total knee prosthesis instruments,
seHHBIX ATTUNE, npor380acTBa KOMRaKHU manufactured by DePuy company
Puy

K FTOAHOCTH SHELF LIFE

NONHITHNACHOBLIE KOMIIOHCHTE! HMCIOT CPOK NOAHOCTH 5

KOMIIOHEHTbI, H3TOTOBNEHHBIE W3 METANAA, MEIOT CPOK
socty 10 ner.

All polyethylene components of Prostheses have 5 years
shelf life.

All components of Prostheses which are manufactured from
metal have 10 years shelf life.

IOBHUA NPHMEHEHHA/IKCIINYATALHA CONDITIONS OF USAGE
AHHIHCKOro H31EJIHA
wducts must be used | Time/ Cpox Minimum and Minimum and Minimum and maximum
conditions equial to maximum maximum humidity | pressure /
¥age requirements / temperature { MHHEMaNBHAS W | MHHBMANbLHOE W MAKCHMATLHOS
@enna JOMKHEL /Munumanchas u | makcumanesian adrmochepnoe nasnenne
1013083THCS B MaKCHMansHaa BAAKHOCTD
B0BHRX COFNAcHO TeMnepaTypa
eGoBannam kK :
BHEHHIO
term Storage/ Per product 20°Cto30°C 20-80% RH 86 to 105 kPa / 86 ao 105 xIla
rOCPOHOC shelf life / lotHocHTeAbLHAN
RHEHHE Cornacno BARXKHOCTL
YCTaHOBAEKHO
MY CpoKy
NOAHOCTH

MAHTATH! BO BPEMA HKCMAYSTALMH YCTORYHAL X S03ACHCTBHIO KAHMBTHICCKHX (DAKTOPOS NN TEMNEPATYPHOrO pekHMa oT +32° a0
»C, soaacHcramo Grosormueckix uaxocTelt (xposn). / During operation devices has to be resistant to the climatic factors for
perature regime from +32° to +42°C, to the effect of biological fluids
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10BHA TPAHCTIOPTHPOBKH H XPAHEHHA

TRANSPORTATION AND STORAGE CONDITIONS

Time/ Cpox Minimum and Minimum and Minimum and maximum

maximum maximum humidity / | pressure /
temperature MHHHUMAaNbHAA H MHEHMANLHOS B
/MuHHUMARLHAA K | MAKCHMaNLHANA MAKCHMANLHOC
MaKCHMAaNIbHaR BAGKHOCTH adrmocdeproe RasncHuE
TeMneparypa

ng term Per produci shelf |20°Cto30°C/ |20-80%RH 8610 105 kPa /86 no 105

wage/ life / Cornacxo 20°Cao30°C | /oTHOoCHTEAbHAA kla

roCpOHO | YCTAHOBREHHOMY BAAKHOCTD
nenne | CPOKY rORHOCTH

ansportatio | 72 hours/ yaca -29°Cto 50°C | Min 15-20% / Mun | 86to 105 kPa/ 86 no 105

fexcursion /-29°C po 50°C | 15-20% x[la

- Maximum 85% /

«a pTHP MakcHMyM 85%

ABHJIA YTHIH3IALIHH DISPOSAL CONDITIONS

KNONL30BAHHBIE H3ACHHA, KOTPHIC HE UMENH KOHTAKTa C
penuei cpenofl, GuorneckHMI IKHAKOCTIMHE H KPOBSIO,
M MHCTIE C HCTEKIIHM CPOKOM NOTHOCTH ¥ C NOBPEKACHHON
—50BKOI—HOZASKAT —YIHAUIAUMK B COOTBETCTRUMN—C—
sinam obpaweHua Ge3onacHBIX OTXOAOB, MPHHATEIMH B
HUMHCKHX  YYPEXIACHMAX, W B COOTBETCTBUH C
JAAPCTRERHBIME TPEOOBAHHAMM.
POALIOBAHHLIE HIACNIHR, KOTOpLIE HMENH KOHTAKT ¢
HHel cpenoll, GHAOrHYECKHMH XHAKOCTAMH ¥ KPOBLIO,
YTHAHAUHH B COOTBETCTBMH C TNpaBUIaMH
QIEHUN OMACHBIX OTXOROB, NPHHATLIMH B MEAMUNWHCKHX
CKACHHAX W B COOTBETCTBHH € TOCYAAPCTBCHHBIMH
foBaHnAMH.

Unused products which had no contact with the internal
environment, biological liquids and blood, including those
which expired and with the damaged packing, are subject to

hazardous waste handling in medical institutions and
according to the state requirements.

The used products which had contact with the internal
environment, biological liquids and blood are subject to a
utiliation according to the rules of hazardous waste
handling in medical institutions and according to the state
requirements.

PEYEHb CTAHJAPTOB LIST OF MAIN APPLICABLE STANDARDS

138aHNe Onstcanne Standard Description

aHaapra name

0 HeaxtHpHbIE XHpYpTrHUECKHE ISO Inactive surgical implants. Implants for

1602:2010 HMNAAHTATHI. Hunaanrartol ann 14602:2010 | osteosynthesis. Technical requirements

_ i ocreocuuiresa. Texunueckue Tpebosanus

S EN ISO HeaxTHBHbIE XHPYPIHHECKHE HMNAARTATH BS EN ISO | Non-active surgical implants - General

1630:2012 - OGuine TpeGosanng 14630:2012 | requirements

SENISO HMnnauTaThl XHPYpPruueckHe HEaKTHBHbIC BS EN ISO | Non-active surgical implants - Joint

1534:2009 - Umnnaurate) AN 3ameHbt CycTasos - 21534:2009 | replacement implants - Particular
YacTHbie TpeSopBaHHA Requirements

SENISO HUMNNanTaTh! XHPYPrHYECKHE HEAKTHBHBIC BS EN ISO | Non-active surgical implants - Joim

1536:2009 - Kmnnantatel Anx 3aMenbl CYCTapos - 21536:2009 | replacement implants -  Specific
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smparses of §ohesen-follnsen

Yactueie TpeboBanna - Cneunanphvie
TpeGOBAHHA K  MMNIANTATEM  ANM
NPOTEIUPOBBHHA KONEHHONO CYCTaBa

requirements for knee-joint replacement
implants

ENISO Mennunnckue uinenss - [lpumenenue BS EN ISO | Medical devices - Application of risk
171:2012 MEHEAKMEHTA PHCKE X MELHUHHCKHM 14971:2012 | management to medical devices
H30eNHAM
ENISO Hanenna meanumnckne - Cucremnl BS EN ISO | Medical devices - Quality management
185:2016 ynpasieHHa xavectBoM - Cucremssie 13485:2016 | systems - Requirements for regulatory
Tpebobaus Ans ueneh peryauposanua purposes
EN 556- Crepuanzauns MeaRUKHCKMX H3aensnit - BS EN 556- | Sterilization of medical devices -
003 TpeGosanus K MEANUMHCKUM HIACTHAM 1:2001 Requirements for medical devices to be
KaTeropuy «crepinpinie» - Yacts |t designated "STERILE" - Pant 1I:
Tpebosanus K MEAHUHHCKHM HIACAHAM, Requirements for terminally sterilized
nOANCKAUINM DUHHIIHON CTEPHAHIALHH. medical devices.
N ISO Ouenxa  Ouonorsueckoro  aelicTeuHs BS EN ISO | Biological evaluation of medical
3-1: 2010 | meanunnckux wagenni - Yacts 1: Ouenxa 10993-1: devices —Part 1: Evaluation and testing
R HCMIBITAHHS 2010
EN ISO O6e3sapaxnpatne NPORYKTOB BS EN ISO | Sterilization of health care products -
137-1: 2015 | 3apasooxpanenna - Paauauns - Yact 1: 11137-1: Radiation - Part 1: Requirements for
TpeGosanua x paspaborke, Banuzauyu u 2015 development, validation and routine
TEKyweMy KOHTPONIO npouecca control of a sterilization process for
CTEPHANHIAUNH MEAHUKHCKNX H3nenni. medical devices.
EN ISO Obessapaxupanue npoAyKTOR BS EN ISO | Sterilization of health care products -
137-2:2015 | 3apasooxpanenua - Paguauua - Yacts 2: 11137- Radiation - Part 2: Establishing the
YcraHoBnenne crepuansyioute 10361 2:2015 sterilization dose.
ENISO | Ynaxoska  meawumnckux  wanennit, | || BS EN ISO | Packaging for terminally sterilized
607-0:2010 | cTepuanIyeMbIx Ha 3aBepwaloinei CTAIHM :'26‘37‘; ~ medical devices Part 1: Requirements
marepuanam, Gapbepueim cucremam am | || 2014 packaging systems
CTEPHAH3AUHH H YNAKOBOUHBIM CHCTEMAM
iENISO Vnakosxka  weanunkckux  waneawhi, | [ | BS EN ISO | Packaging for tecminally sterilized
607-2:2006 | crepunnayemsix Ha sasepuialouie CTanuu 11607- medical devices Part 2: Validation
.ml4 nwmnma - qach 2: Twomu' K Z:M (R) feq\lll'cments for fomns. seallllg m
BATHZAUMH TPOLECCOB (POPMMPOBAHKS, 2014 assembly processes
repMeTH3aunK h cGopkn i
3ENISO Hudopmaums, noarovasnupaemas | | | BS EN | Information  supplied by  the
607-2:2006 | usroTopnTENeM MeARLMHCKHX W3nenuii 1041:2008 | manufacturer of medical devices
12013 (R) 2013
015223- | Vsnenns menMumuckne - Cumponss, | || 15O 15223- | Medical devices - Symbols to be used
2016 NPUMEHSEMBE NPH  MapKWPOBAHHK HA 1:2016 with medical device labels, labeling and
MEAMLIMHCKHX W3AEAHAX, THKETKAX N B information to be supplied - Part 1
CONPOBOXMTENLHON  JOKYMEHTAaUHK - General requirements AMENDMENT 1
Yacts 1:  Obume  TpeGosanms - First Addition
TTOTIPABKA 1 - Tlepsoe sononxenne _
S EN ISO OueHKa  OHONOTHYECKOTO  AeHCTBHA BS EN ISO | Biological evaluation of medical
1993-1:2009 | meauumncknx nanenuft - Yacts 1: Ouenxa | || 10993- devices - Part 1: Evaluation and testing
W HCMBTaWs B  pamkax  mpouecca | || 1:2009 within a risk management process
ynpaBNeHHS PHCKOM —
$1SO Hmnnantate ans xHpypruu. Totanssme | || BS ISO [ Implants for surgery. Total knee-joint
4879-1: 2000 | nporean KONEHHOTO cycrasa. 14879-1: prostheses. Determination of endurance
Onpeaenese  NPOMHOCTHBIX  KAYECTB 2000 properties of knee tibial trays
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Honbiebepuiosbix xenobos ana
NPOTE3HPOBAHHR KOAEHHOTO CYCTaBa
EN ISO HcnbiTaHHa KIHRBHECKHE MEAMUHHCKHX BS EN ISO | Clinical investigation of wmedical
$5:2011 uspennii  ana mogek - Hamnexamas 14155:2011 | devices for human subjects — Good
xaunnveckan npakruka - CORR clinical practice - CORR
‘AHTHHA WARRANTY

13s0AKTENDb He BepeT Ha ce0f HHKAKHX JONOAHHTENBHBIX
AtuiineX OBA3ATENBCTS, 33 HCKNIOUCHHEM TeX, KOTOpbie

IMYECKH YTBEPHACHDI.

The manufacturer does not assume any additional warranty
obligations, except those that are legally approved.

M3BOAHTEJW PASPABOTYHK MANUFACTURER/DEVELOPER

vy (Ireland) DePuy (Ireland)

thbeg, Ringaskiddy, Co. Cork, Ireland, Mpnanaus Loughbeg, Ringaskiddy, Co. Cork, Ireland
OTHOMOYEHHBIA MPEACTABUTED AUTHORIZED REPRESENTATIVE OF

‘IBBOM’I’EM HA TEPPHTOPHH

MANUFACTURER ON THE TERRITORY OF THE
RUSSIAN FEDERATION

.CHHCKOH ®EAEPALIHH

KCTEO ¢ orpanideH ol 0TBeTCTBeHHOCTLIO («fhxoncon & | Limited Liability Company Johnson & Johnson (Johnson &
HCOH») . Johnson, LLC)

b4, Poccuiickan Deaepauus, r. Mockea, yn. Kppinarckas, | 17, Krylatskaya St., Building 2, Moscow, Russian
1. xopn. 2 Federation, 121614

+7 (495) 580 77 77,
¢+ 7 (495) 580 78 78

Tel: + 7 (495) 580 77 77,
Fax: + 7 (495) 580 78 78

INJRUMedical QA @ITS. JN).com, - I
; -Medical- -Medical-
HHBIE O MAPKHPOBKE MEIHIMHCKOI'O | DATA ABOUT LABELING OF MD
IEJIHSA
— NMPRHA CHMRONOR, YKATAHHEIX HA YIIAKOBKE Interpretation of symhols used on the package
| REF Homep no xaranory Catalogue number
MM Jara warovosnenna (TTTT- vyyv.am.0p |Date of Manufacture
';‘Z] YYWMNOD (AM-TUD al (YYYY-MM-DD)
I'TTT- Use by (YYYY-MM-DD)
g YYYY-MM-DD :R': ;ﬁ)osm'M( 8 YYYY-MM-D0
PaauaunoHnan Sterilized using irradiation|
@E CTEpPHAN3ALHA bm R
® 3anpert Ha NOBTOpHOE ® Do not reuse
NPHMEHEHHE
A Ocropoxso ﬁ Caution
CEMENTED | |Uementnpyemuisi CEMENTED | |Cemented
AHTHOKCHBAHTHBII Antioxidant Polyethylene
AOX MONHITHACH AOX
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Kynon

Konuvecrso

CaenaHo B

Pa3Mep

B cooTBeTCcTBYM C
bencpanbiibiM
3axononarenscTeoM (CLUA)
IT0 H3ACAHE MOXET OblTb
NPOAHO TONBKO BPaYy HAH
No HasHAYCHHIO Bpaua

E Dome
Number of Units
MADE IN| [Madein
Size Size
Sz
Federal Law (United
& Only States of America)
R S restricts this Device to

sale by, or on the order of
a physician.

ObparuTech K MKCTPYKUHH
M0 IKCNJYaTalnH

lMpor3soaAnTENL

Consult instructions for
use

Koa naptun

Manufacturer

He crepuan3opath NOBTOPHO

Batch code

Do not re-sterilize

Y ATTATE TIOCTTE AMTTERUHA

Irecogniced mensfachured [PONIBOHTEND yKa3aH HA

REMOVE AN Iray tmpaction

Por recogaized menulactures| FOT TECOgNIZEd

lor o product fabet 3THKETKE
@ He ucnonb3osate Npx
v NOBPEXACHHH YTIAKOBKH
MATL  [Marepsan
PE Mloanarunex
Co-Cr JIutoil yrnepoanblit
K0GansT-Xxpom-
MonnGaeHOBRIH cnnas
z E Esponefickoe cOOTBETCTBHE
— 008
Mpeacrasurens B CLIA

valon S0 product lahel manufacturer, refer to
product label
@ Do not use if package is
MATL  |Material
PE Polyethylene
Co-Cr Cast carbon cobalt-
chromium-molybdenum
alloy
a Euwropean Conformity
| 0086
US Representative
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compario o fokman oo

Addendum ] of ATTUNE Total Knee Prostheses (Fixed Bearing) Instructions for Use / lNpunoxenwe 1
WHCTPYKINN NO TPHMEHCHHIO HA MEANRLIMHCKDE Kasenne [TpoTess: ToTanbHE xonenubie Attune (DHKCHPOBAHILIS)
Addendum | contains more accurate interpretation for the potential risk of use of ATTUNE Total Knee Prostheses

as addition to paragraph MD classification/ Ilpunoxenne 1 coaepunt Gonee TOUHYI0 POPMYARPOBKY ARA KNACCE
novenupansHoro pucka npusexesns [lporesos ToTanuubix konenHux ATTUNE 3 aonoawenwe » mynxry
Knaccuprxanns MEZHLHICKONO HIACANR

Kasconguxagin MeAROARCKOro N3zeann MD classification
Yoomauytae  BaDe  meawunscxue  mgeans | The above mentioned medical devices have been classified
KABCCHPMUMPYIOTCE KBk WagenHa  kascca 3 @ | asclass II devices in accordance with Commission Directive
coorsercTanu ¢ Jlupexrusol Komnccun 2003/S0VEC or | 2005/SO/EC of 11 August 2005 by way of derogation from
i1 asrycra 2005 myvem ovcrynacusa or npassaa 8 | Asnex IX Rule 8 of the European Medical Device Dirctive
~ Mpunowenuns IX x Esponclickoli aupextuse wa | 9342/EEC of 14 June 1993, as amended by Euoropean
§ | mesmunncxne wanenns 93/42/EEC or 14 wonn 1993 | Directive 2007/47/EC of 05 2007,

roa2 C nONpasKaMy, BeecennbiMK  Esponelickoli | Based on the Order of Mimistry of Health of the Russian
Anpextusol 2007/47/EC or 05 ceuraGpa 2007 roaa. Fedenation Madn from Jume 6%, 2012, the sbove mentioned
B coorecrerenn ¢ [llpuxasom  Muuncteperna | medical devices beloag to class 2b.
sapascoxpsteiiis Pocemfickol Geaepannu Nedu or 6
#1008 2012 r. aMUCYTIOMSRYTME HAACANS OTHOCETCR K
xaaccy 26.
Signed in England on behalf of DePuy (Ireland),

— N ' (Signature) _mﬁAA:msMDm)

Nicola Keedy - fy Affairs Associate Director
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kpesoo ¢ anzAUIiCKO20 RIVIKA KA PYCCKIN AILIK

Jorornn: «llellsion (DePuy)
‘pynna komnaunh «JHxorcor & JxoHcoH>

HHCTPYKIIHA IO NIPHMEHEHHAIO

Mporesnt ToTanbhbie koaenubie ATTUNE (@axcupossnnbie)/
. ATTUNE Total Knee Prostheses (Fixed Bearing)

COTJIACOBAHO

03.04.2019
' Jeva NLMM.ITIT

<noaAnucayo>
Noanwcs

<noanncano>
<Haanucs ot pykn: 09 anpers 2019 200a>

<Kpyrnas nedars: [Teyats HoTaphyca;
Horapnyc; llitar Unanaua>
TEPE3A A. OBEPJIHH
Oxpyr Kocunacxo
Cpox acilcTeus Moell THUCHIHN HCTOKAET
21 centabpa 2022 ronn>

2019r.
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Ilepesod dannozo mexcma ewinonnen nepegoduurom Kpannunewm Jenucom Anexcandposusem

i !
ﬂ* SACh |

Topoa Mockspa.
JABAANATOro SHBAPR /ABE THICHYH ABAALUATOrO rOIA.
A, TNpoxomenxoa Enena EsremnesHa, HoTapuyc ropoma MoCKBEL, CBHAETENBCTBYIO

NOMVIMHHOCTS NOANMCH nepesoxyunka Kpannnua Jlennca Anexcanaposaua.

INoanuce caenana B MOEM IPUCYTCTBHY,
JluunocTs noanKcasliiero AOKYMEHT YCTRHOB/ICHA.

JapersicTpuposaso b peectpe: No 21/86-w/77-2020- ./~ /0¥

B3sickano rocyAapcTBERHOM nomnuHs (no Tapudy): 100 py6. 00 xon.
YnadeHo 3a oxkasaHKHe YCIYr NpaBoBOro H TEXHHYECKOro Xapakrepa: 300 py6. 00 kon.

— .u....-..-...«

n().f.r,r"‘b I E.E. Ilpoxomenxosa

FEPGOEAS nf 4,«7
HGTARECA

IMpownyporaHo, IPORYM: 0 NeYaTHio 3/ =2/ nuc1(-a,-oB).

B

: ’i{)rmﬁbb ,EE Ipoxomenxosa

z th
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HHCTPYKIHA IO NPHMEHEHHIO /
INSTRUCTION FOR USE

. TpoTe3n ToTanbnble koaennsie ATTUNE (Porannonusie)/
ATTUNE Total Knee Prostheses (Rotating Platform)

“APPROVAL” (COTJJACOBAHO)
DePuy (Ireland)
Loughbeg. Ringaskidd Ireland

MO/?

2019 r.
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Nporesnt ToTanbane koaenusie ATTUNE

ATTUNE Total Knee Prostheses

{, Bknagsity THOBaANLHEIR

1. Tibial Insert

Bxnaaniw ~ TvOnanbHLH  poTauMoHRbBl ©
3amewleHneM 3aaHeli kpecroobpastoii caaskn AOX,
pasmep: 1,2,3,4,5,6,7,8,9, 10, Tonumna: 5 MM, 6
MM, 7 MM, 8 MM, 9 M, 10 MM, 12 MM, 14 My, 16 MM,
18 mMm, 20 MM

Posterior Stabilized Rotating Platform Tibia! Insert
AOX, size: 1, 2,3,4,5,6,7, 8,9, 10, thickness: 5
mm, 6 mm, 7 mm, 8 mm, 9 mm, 10 mm, 12 mm, 14
mm, 16 mm, 18 mm, 20 mm

Bxnaawun  THOManbHuit  potauHonmuii C
coxpaHennem 3agweli kpecroobpasxoll  CBAIKM
AOX, pasmep: 1,2, 3,4,5,6,7, 8,9, 10, ronwnna:
5 MM, 6 MM, 7 MM, 8 MM, 9 MM, 10 MM, 12 mm, 14 MM,
16 MM

Cruciate Retaining Rotating Platformn Tibial Insert
AOX, size: 1,2,3,4,5, 6,7, 8,9, 10, thickness: 5
mm, 6 mm, 7 mm, § mm, 9 mm, 10 mm, 12 mm, 14
mm, |6 mm

2. Komnonert THORanbHbIA

2. Tibial Base

I |l(ounouea'r THOHansHLIA POTAUHOHHLIH,
ueMenTHpyemuii, pasmep: 1,2,3,4,5,6,7,8,9, 10

Rotating Platform Tibial Base Cemented, size: 1, 2,
3,4,5,6,7,8, 9,10
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Bpava.

He mcnonszossTs  mostopso. CTEPHJIBHO. Soe product label for method
CMOTpHTE ITHKETKY BAa APOAYKTE AR YTOUHeNHf ® STERLE

MeToas

BHHMAHHME CAUTION

Gepepansiuii 3axkon (CLLUA) nossonser ocywecrsnats | Federal Law (USA) restricts this device to sale by
Npoaaxy AAHHONO WIAEAHR TONBKO BPAYaM WK NO 3axasy | or on the order of a physician.

HA3SHAMEHHE H NNIOKA3ZAHHA K
NMPHMEHREHHIO C HEMEHTOM

INDICATIONS FOR USE WITH CEMENT

ApTpONNAacTHKa KONEHHOro CycTana

[ipotessl  ToTaNbHBIE KOSIEHHBIE ¢  POTAUHORHOMH
nnaropmoll noOKazaHLl K HCNOAL3OBAHMIO C UeMeHTHON
puxcanuedi Npy OCTEOAPTPUTE U PEBMATONAROM APTPUTE.
Mpotes ¢ porannorHofl naatdopmoli npeanasnaueH ans
HCMIOABIOBAHHA npn NEepBHYHON ToTanbHoH
APTPOIJIACTHKE  KONCHHOIO CYCTABA MAH  PEBH3HH
HECOCTOATENLHEIX NPOTEIOB KOACHHOrD CyCTasa.

Kongmrypauss TOTanbHLIX RPOTEI0B C POTAUHOHHOM

nnardopmoit ¢ coxpaHeHWem 3aanel kpecroolpasnoit
ceazky (3KC) npeguasnayeHa ANR HCNONB30BAHHR B

cnysasx, koraa 3KC He noepexzaena, OTCYTCTBYET, WIH B
CAyuasx, KOria 3To OnpabBAaHO ¢ MEAHUMHCKOH TOuKW

Knee arthroplasty

The Rotating Platform (RP) Total Knee System is
indicated for cemented use in cases of
osteoarthritis and rheumatoid arthritis. The
rotating platform prosthesis is indicated for
primary total knee arthroplasty or the revision of
failed knee prostheses.

The CR RP device configuration is indicated for
use in knees whose posterior cruciate ligament is
intact, absent, or in such condition as to justify its
sacrifice.

Ha.
OMACAHUE YCTPOHCTBA

DEVICE DESCRIPTION

Mporesw Totanbhbie konehnbie ATTUNE ¢ poraunonnol
AT POPMOH-— —COCTORT 3 -~ KOMHOHSHFOR,

components—intsnded-to—replace—thefemosal,
tibial, and patellar articular surfaces of the knee

The RP Total Knee System consists of mubtiple

NPCAHESHAMEHHLIX  IA%  3aMeHbl  (emopanstol,

THONAILHOR  APTHKYARUKOMHLIX  NosepxHocTel  w | joint.

NOBEPXHOCTH HARKONCHHNUKA KONCHHOIO CYCTaBa.

Komnonent gemopanbusilt Femoral Components

PemopanbHbie KOMNOHEHTH HIroTOBNEHE 13 cnnasa Co-
Cr-Mo (koGansT- XpoM- MOANGACH), COOTBETCTBYIOLIETO
crannapry ASTM F-75 w pocTynHb B 8apuaHTax ¢
TEKCTYPHPOBAHHBIM M TNOPHCTHIM  MOKPHITHEM.
YcTpolicTBO MMEET peryjinpyeMylo COBMECTHMOCTb ANA
BuNOAHEHHA Bcero obbema apwxenni. demopanbisie

The femoral components are manufactured from
Co-Cr-Mo alloy conforming to ASTM standard
F-75 and are available in both textured and
porous coated options. The congruency is
variable and optimized throughout the range of
motion. The femoral components are available in

KOMNOHENTH!  JOCTYRHS! B npasol K nepoil | right and left configurations.
KORPUrypaunax.
Komnonent THlNaxbRLIN pOTARNORHLIA Rotating Platform (RP) Tibial Base (Primary)

TuOnanbHbie KOMIOHEHTH C POTAUHORHOK nnardopmoli
HIrOTOBNEHE U3 cnnasa kobankT-xpom-mMonnbaen (Co-Cr-
Mo), coorercteyiomero cranaapty ASTM F-75.
Merannuueckuf THOWanbHBIA KOMNOKENT WMEET noamii
koHudeckHi nHTpameRyMnspHblll crepkeHb. [Inockas
NONMPOBAHHAR BEPXHAR MOBEPXHOCTL  THOHansHOrO
KOMMNOHEHTA HMEET LEHTPATbHYIO NOKOCTD, NEPEXOAALLYIO
B noAull kKoHuuecKri MeaynapHLIl CTepxeHb, B KOTOpLIH

The RP tibjal bases are manufactured from Co-
Cr-Mo alloy conforming to ASTM standard F-75.
The metal tibial base has a hollow, conical
intramedullary stem. The flat, polished superior
surface of the tibial basc has a central hole
continuous with the hollow conical medullary
stem which receives the conical spike of the RP
tibial insert components. The RP tibial insert
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MOKHO YCTAHOBUTE THOHANEHEIH POTALMONNBIR BKAANLILL.
TuGuansheiit POTAUHORHBIA BKAALBIL He NPHKPENIEH K

component is not secured 10 the metal tibial base
but rotates axially to maintain congruent contact

Pasmepw exnagsiwed ¢ poraunontol nnarpopmodt
(PeMopanbHOro KOMNOHEHTA ¢ COXpaHeHHeM 3aaneh
kpectoobpastoit caaskn (CR) nan ¢ samewennem sanueh
xpectoobpasolt csaskn  (PS) AOMKHE!  COBNANATS.
TuOnansHsle BKAAALUNH COCAMHAIOTCA C THOHAALHBIMK
POTALMOHHBLIMK  KOMIOHeHTaMK. Pasmep bnansuux
pKnansieli He JNOMKeH OTAHvATLCR OT THOMansHoro
POTAHOHHOTO KOMNOHEHTA Bosee uem Ha 2 pamepa.

METEAIHYECKOMY THOHAIbHOMY KOMMNOHEHTY, oaHako | with the femoral prosthesis.

BpawliaeTcs B NPOAONLHOM  HANDABNEHHH  ANS

AOAACPKAHHA  COOTBETCTBYIOUIErO  KOMTakTa ¢

deMOpanbHLIM KOMNOHEHTOM.

Bxaaasiw TROBaALELIE POTANHONBLIN Rotating Platform (RP) Inserts

Bce THOuansHbie BRIAALILIK ¢ poTaiuonHoh naardopmoli | All RP  inserts are  manufactured  from
H3rOTOBNCHB K3 NORHITHIIEHA. polyethylene.

The RP inserts should be the same size as the
selected cruciate retaining (CR) or posterior
stabilized (PS) femoral component. The RP
inserts articulate with the RP primary bases. RP
tibial inserts should be within 2 sizes of the RP
tibial base.

Hanxonennux

Patellar Components

HaakoneHHUKH W3TOTOBNEHH W3  NOAHITMAEHA ¢
COCAHHANOTCH C PeMOopanbHLIMH KOMNOHEHTAMH.

The patellar components are manufactured from
polyethylene and articulate with the femoral
components.

THOHANLHBIE POTALUMOHHBIE KOMNOHEHTH AOCTYNHHI ANK
uemenTHoll  dukcaunn. LleMeHTHpyeMbIe KOMITOHEHTHI

yeHneHHOH Qumgu C {ICMEHTOM.

HMEIOT OOPAbDOTAHHYIO NOBEPXHOCTL ANA ODECNCYCHHR | NIXation.

NOBEPXHOCTD ®PHKCALIHH FIXATION SURFACE FINISHES
Texcrypuposannan oSpaGorxa mnosepxuocts Aan | Textured Surface Finish for Cemented
npAMEHCHAS ¢ REMEHTOM Application

LiemenTHpyeMslie, HIrOTOBACHHblE M3 crnasa koGankt- | Cemented Co-Cr-Mo femoral and RP tibial base
xpom-monubaen  (Co-Cr-Mo)  ¢emopansunie | components are available for cemented

applications. The cemented components have a
blasted finish to provide for enhanced cement

MPABHJA OBPALIEHHA

HANDLING

BakHo, 4TOOLI pa3MEp HMAIAHTATE W3HAYARBLHO Obin
#0206pan APABHALHO, MOCKOALKY NOCAE WMNNAHTAUHM
METOAB! OYHCTKH 3 CTEPHIN3ALNK HE MOTYT 00ecneunTs
yARNCHHE BCEX TKAHEBHIX hparmenToR ¢ nosepxHocTed, 1
ero Henbis GyaeT YCTAHOBHTL NOBTOPHO.

Haanexawee ofpamenne ¢ moGbiM  HMDASHTATOM
{UeMEHTHDYEMBIM HAH  NOAWITHACHOBLIM)  ABASETCH
obmarensHeiM  yoosuem. Manunyasuuu ¢ moleMn
NPOTE3BMH MOTYT BHIMORHATL TONLKO COTPYAHHKH B
xupypruveckux  nepuatrkax. Jlo  xmpypruveckoro
HCHOML3OBAHKA CleayeT B OOLIYHOM nopalke NpPOBECTH
OCMOTp K@XAOFO WMIUIAHTATA HA NPEAMET BOIMOXHBIX
| aedexto. Tospexaenne wan AehopMALHA HMINAKTATA
MOXET A@BaTe HAIPYIKY H BHI3LIBATL NOSBAERHE
JedexTOB, KOTOpble MOFYT CTaTh MECTOM Repenoma
wannantata. He ponyckalite xonTaxra nporesa ¢
TeepaniMit npeameTami. HH NpH kakux ycosHax npores
HeAb3n  HMNAAHTHPOBaTh _ MoBTOpHO. Jlaxe ecam

It is important that the size of the implamt be
properly selected initially, as once an implant has
been inserted, cleaning and sterilization
techniques cannot ensure removal of all debris
from the surfaces, and it should not be reinserted.
Proper handling of any implant (cemented or
polyethylene) is mandatory. Any prosthesis
should be handled at all times by personnel
wearing surgical gloves. Prior to surgical use, a
visual inspection of each implant for possible
imperfections should be performed routinely.
Damage or alterations to the implant may
produce stresses and cause defects that could
become the focal point for implant failure. Do not
allow contact of the prosthesis with hard objects.
A prosthesis should never be reimpianted. Even
though the implant appears undamaged, it may be
fatigued from previous stresses and may have
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HMIAZHTAT KAXKCTCA  HCNOBPCKACHHLIM, OH  MOr

NOABEPrHYTHCA HATPY3KAM H COACPXKATb MHKpoAc(exTH,
KOTOpbie MOTYT NPHBECTH K €10 Niepeiomy.

developed microscopic imperfections that could
lead to implant failure.

GOPMA NNOCTABKH

HOW SUPPLIED

KOMNOHEHTH TOTANbHBIX KONEHHBLIX MPOTE30B HMEIOT
HHAWBHAYANbHYI0  YNAakoBKY ¥  NOCTABAAIOTCA
CTEPUJIbHbIMMN. Bee METaVIHYECKHE H
NONHITHICHOBBIE  KOMNOHEHTH!  CTEPHIH3OBAHLI ¢
HCMONL30BAHHEM METOA PANHALHOHHON CTEPHJIN3ALMH,
KaK yKa3aHO Ha ITHKETKE BHelHel YnaKoskM NpPORyKYa.
Haenexafite u3neAHA M3 YNAKOBKH C HCNONb3OBAHHEM
METOAOB ACENTHKH TORLKO Nocne noadopa KOPPeKTHOro
pasmepa. -

THOnanbHBIE KOMIOKEHTH H KOMNOHERTH HAAKONEHHHKA,
H3TOTOBACHHBIE u3 CBEPXBbICOKOMONEKY IAPHOTO
nonnatuaeHa (UHMWPE) HHAHBHAYANEHO YNAKOBAHL! #
noctasnsiorcs CTEPHJIbHBIMH. Hsenexalite minenus
H3 YNaKOBKH C HCHONB3OBAHHEM METOAOB ACCUTHKH
Tonbko nocne  noabopa  KOPpeKTHOro  pasmepa.
NMoamyTHIEHOBLIE KOMUEOBERTE 3anpemeno
ROABCPIraTh HOBTOPHON CTEPRANIANMMN,

A NOJIHITHREHOBBIX KOMINNOHEHTOB: HE
HCNOJIL3YHATE HOJHITHJIEHOBBIE
KOMIIOHEHTHI, ECJH CTEPHJBLHAA

YNIAKOBKA BBITJIAIUT NOBPEXAEHHOM.

Total knee components are individually packaged
and supplied STERILE. All metal and
polyethylene components are sterilized using
radiation, as indicated on the outer package Jabel.
Remove from the package using accepted aseptic
technique only after the comrect size has been
determined.

Ultra High Molecular Weight Polyethylene
(UHMWPE) tibial and patellar components are
individually packaged and supplied STERILE.
Remove from the package using accepted sterile
technique only after the correct size has been
determined.

Polyethylene components should not be re-
sterilized.

FOR POLYETHYLENE COMPONENTS:
DO NOT USE IF THE STERILE PACKAGE
APPEARS TO BE DAMAGED.

NOBTOPHAA CTEPHIH3ALINA (TOJBKO RE-STERILIZATION (METAL
METAJUVINYECKHX KOMIIOHEHTOB) COMPONENTS ONLY)

p Tpebosanue «OTKpHITHIX, KO He ObBWHX B
HCMONb3OBAHUW»  OTHOCHTCA K CTEDHABHEIM,
OAHOPAIOBLIM MEAWLUUHCKUM HIACAHAM, YNAKOBKA
xoTopbIX Obna OTKpbITa, HO OHM He Onum
HCMOAL30BAHL! W HE BCTYNANH B KOHTAKT C KPOBbLIO,
TKAHAMH HUAW ADYTHMHK XHAKOCTAMKH OpraHn3Ma.
MosTopHan crepHan3auMs ZONKHA PACCMATPHBATLCS
TOALKO B XOAC OfNEepauMH, Koraa aApyroit noaxoasmuii
HMNAZHTAT OTCYTCTBYET.

B crpamax, fi¢ JOKAILELIE  PeryasrTopiibie

TpeGomanus A0NYCKAWT UOBTOPEYIO CTEPHUINIAUND

TOALKO METALANTECKNI NiZeARN «OTKPHLITHIX, RO He

uiswax B ynorpeSnennu» nonxunt Geire cobaoaenn

TpeSosann obecmenenns YpoBBS CTepMILHOCTN

(SAL) 10,

o [lpouecc NOBTOPHOH CTEPUAN3ALHN;

b Ynakyiite HMNAAHTAT B COOTBETCTBHH C NOKANTBHEIMH

npoueRypaMy, HCNOAL3YA TEXHHMKH  CTaHAApTa

ANSIAAMI ST79. [Mpumenaiite peKOMEHAOBAHHYIO

FDA cTepuan3auuonHyo ynakoexy.

| sOTxpraThe, HO Re Gunmuxe 8 ncnoavionanmne | “Opened-but-upused”

-unused” is the term used to
refer to a sterile, single use medical device
whose packaging has been opened but the
device was not used and did not come in
comtact with blood, tissve or bodily
fluids. Re-sterilization should be considered
only where surgery is in progress and another
suitable implant is not available.

In countries where local regulatory
requirements permit the rve-sterilization of
“open but unused” metal products only, the
following parameters have been validated as
?rwldingasterility assurance level (SAL) 10

p
D

Re-sterilization process:

Wrap implant in accordance with local
procedures, using standard  wrapping
techniques such as those described in the
current revision of ANSIVAAMI ST79. Use
an FDA-cleared Sterilization Wrap.
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b [pomapkupyiite COACPRKHMOE YNaKoBaHHOIO
HMANAHTATA C TIOMOWLIO HECTHPSEMOTO MapKepa HiH
moboii apyroit MapkHPOBOUHOH CRCTEMBL.

b HUcnonw3yiite NpoBepeHHLi, APaBANbLHO
oGcnyxuBaembiii W oTkanuOpoBannbifi  NapoBoi
CTEPHAH3ATOP.

Label the contents of the wrapped implamt
using an indelible marker or other sterilization
compatible label system.

Use a validated, properly maintained and
calibrated steam sterilizer.

JpdexTHBHAA NAPOBAA CTEPHNH3BUHA MOXET ObITL
AOCTHTHYTA C HCNOAL3OBAHHEM CCAYIOLIErD UHKAA:

Effective steam sterilization can be achieved
using the following cycle:

Meron/ Tun unkna/ MukumManbHan
Method Cycle Type Temnepatypa/
Minimum

Temperature

MunnManciHoe  BpeMa
IKCNo3RUMH/
Minimum
Time

Bpems cymkw/ Dry time

Exposure

Dopsakyyw/ | 132 °C (270°F)

Steam Pre-Vacuum

Nap/

4 MHHYTH
4 minutes

20 munyt/ 20 minutes

ObpatnTech K  YNOAHOMOYEHHOMY NPEACTABHTENO
xommanuu DePuy ang noayyeHua JAONOTHHTEILHOH
rexunveckolt urdopmaumu. Jna  AONONHHTENBHBIX
pexoMeHAaUuH NO cTepHIn3aliy OBPaTHTECh K CTAHAAPTY
ANSVAAMI ST79 «[ToapoGuoe pykosoacTso no naposoit
CTEPHANZALHY H 00CCNEYEHRIO TAPAHTHH CTEPHALHOCTH B
YUPEKACHHAX 3APABOOXPAHEHHA».

BHUMAHME: KoMuoNentsi, RITOTOBAERNBIC N3
CBEPIBLICOKOMONIEKYARPROTO ROTHITHACHA
(UHMWPE) HE JAOJKHBI NOABEPTATHCA
noTopuo crepwamisnun. He ucaoawdyiite, ecan
CTEPHALNAR YNAKOBKR BLITANANT N0Bpexaenuol.
BHUMAHHE: He  noasepraiire NOBTOpHOH

Contact DePuy Represantative for Additional
Technical Information. For further guidance for
Sterilization, refer to: ANSIVAAMI ST79
“Comprehensive guide to steam sterilization and
sterility assurance in health care facilities.”

CAUTION: Componenis manufactured from
or contsining UHMWPE (uitra-high
molecular weight polyethylene) CANNOT be
re-sterilized. Do not use these components if
the sterile packaging appears damaged.

CAUTION: Do not re-sterilize polyethylene

* NpH HAIHYMH OCTEOMHUENHTR, NUPOTEHHON HHbexunH
WIH RPOYHX ABHBIX HHpeXunH KOACHHOro cycTasa.
Creayer caenars BCE BOIMOXKHO®, YTOOL! HCKTIOUHTL
BEPORTHOCTD AOONEPALHOHHONO CENCHCA Y NAUNEHTOB
¢ O#HOH ™MIH  HECKONbKHMH  CACAYIOUIHMH
NaTONOrHAMH:

AMXOPAAKA HAH MECTHOE BOCIANEHHE;

GLicTpoe paspywieHHe HAH Pe3opbuUNA KOCTHOrO

BEULECTBA, ONPEACAsEMEIe NO PeHTTeHOrpadhn;

YBENHYCHHE CKOPOCTH OCEAAHHA IPHTPOUHTOB

HAx  NeHkouuTos, Xotopbie He oObBACHAIOTCH

Apyrum 3aboneBaHHeM, WIH 3aMETHLIA CASHI B

nefixoupraproit popmyne;

naunentw ¢ moboit Texywell wudexuneii B TaKMX

YYACTKax, Kak MOYENOoNOBOH TPaKT, IETOYRAA CHCTEMA,

CTEPHAN3AUMH  MONHITHAEHOBHIC KOMNOHEHTH WAH | components or metal assembled with a
METANIHYECKNE KOMNONEHTEI,  COOPAHRGIE ¢ | polycInylenE COMPOTRIN.

NOAHITHAEHOBBLIM KOMIOHEHTOM.

MPOTHBOIMOKA3AHHUA CONTRAINDICATIONS FOR USE
Mpnmenenne  TOTANbHBIX  KkOAeHHbIX npote3os ¢ | The use of the RP Total Knee System is
potauwonHol  maargopmoll  npoTmBOnOkasaso 8 | contraindicated in:

CAEAYIOWMX CAYYanX. o the presence of osteomyelitis, pyrogenic

infection or other overt infection of the knee joint.
Every effort should be made to rule out the
possibility of preoperative sepsis in a patient who
has one or more of the following abnormalities:

- fever or local inflammation;

- rapid destruction or bone resorption
apparent on x-rays;

- elevation of the erythrocyte

sedimentation rate or white blood cell
count unexplained by other disease or a
marked shift in the white blood cell
differential count;
» patients with any active infection at sites such
as the genitourinary tract, pulmonary system, skin
or any other site. Should a patient have any
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koxa HAW Ap. Ecniu n0 WMRNaHTauMH y RauHenta
HMEETCA HHDEKUUA, TO o4ar WHPEKUAH HeODXORHMO
NEYHTD A0, BO BPEMA ¥ NOCAE HMNAAHTALIHK,

¢ nAuneHTH ¢ Moleunolt runoTpoduell Wi HepsHO-
MBILICYHBIM NOPAKEHHEM, KOTOPOE IPHBOAKT K NOTEpe
dyHKuMH nopaxeHoN KOHEUHOCTH, HIH NALHEHTLL, ¥
KOTOpLIX TpeGOBAHKA NO NPHMEHEHUIO HMNNAHTaTa
NPENATCTRYIOT cobmogennio npoueayp,
PEKOMEHAOBAHHBIX A8 peabunuTauny;

* NAUMEHTHI C TAXEALIM OCTEONOPO3OM HAH APYTHMH
mMetabonuyeckumu 3abonesannamy kocvel KoneHHOrO

: cycTaea.
‘| & NaUHEHTHI, Y KOTOPHIX HMEIOTCS N06bie H3 CREAYIOWHX
' saGonesaunit:
‘ ~ nOpwKeHHE ONOPHbLIX  KOCTHBIX  CTPYKTYp

(WanpHmMep, AHEBPHIMATHYECKAE WAK hpocTan
KHCTa KOCTH, THTaHTOK/ETOYHaA OCTeofnacToMa
Hax moGax 3noKasecTseHHas ONYXONb),

- CHCTeMHble HAHW metabonndeckue saboneBanns,
BeAyUIHE K NPOTPECCHPYIOWIEMY YXYAWEHNIO
onopHoit  GyHXUMH KOMOAKTHOIO KOCTHOrO
BELIECTBA;

—~ BbLpaXCHHA®  HecTaOWALHOCTL  BCACACTBHE
IHANHTENHHOTO PaspyWeHHA KOCTHOXpAmICBOH
CTPYKTYPH! HAR  OTCYTCTBHE  LESROCTHOCTH
KORNATEPANLHOrO CBA30MHOIO annapara, croixas
Aedopmatins co crubannem Gonsie 60°, 45° npu

BIPECHOM-HAH-BILEYCHOM-AO0AOKSHMH-KORCHE,

infection prior to implantation, the foci of the

infection must be treated prior to, during and afier

implantation.

s patients with loss of musculature or

neuromuscular compromise leading to loss of

function in the involved limb or in whom the

requirements for its wuse would affect

recommended rehabilitation procedures.

* patients with severe osteoporosis or other

metabolic bone diseases of the knee.

panents with any of the following conditions:

lesions of the supporting bone structures
(c.g. aneurysmal or simple bone cysts,
giant cell tumor or any malignant tumor),

- systemic and metabolic disorders leading
to progressive deterioration of solid bone
support,

- the presence of severe instability
secondary to advanced loss of
osteochondral structure or the absence of
collateral ligament integrity, fixed
deformities greater than 60° of flexion,
45° of genu varus or valgus;

- known drug or alcohol addiction;

- skeletally immature individuals and the
presence of allergic reaction to implant
metals or polyethylene are also
contraindications for the use of all devwe

— NOATBEPXACKHHAN HAPKOTHYECKAN HANH
anKoroNbHan 3abHCHMOCTD;

— despensifi CRENET W WWICPrHYECKAN DEaKUHA Ha

’ MeTaMAbl MAM NOAHITHACH HMNNAHTATA TAKKE

ABAAIOTCK NPOTHBOTIOKAIAHHAMH /1A TIPHMEHEHHA
BCEX KOHGHTYPaUHH TOTANBLHBIX  KOACHHBIX
__IpoTe308 ¢ poraunonol nnargopmott.

configurations of the RP Total Knee
System.

NPELYNPEXKAEHNS

WARNINGS

¢ [Mpasuabhbiit BeiGOp, a TaKKe HARNEXANAR YCTAHOBKA

HIH TIOCAAKA MMMAAHTHPYEMOro NpoTesa ABAAETCA

ype3sbLMaliHO BaXKHLIM YCN0oBHeM, Bo spems onepaunn
: chefyetT yaenuts ocoboe BHHMaNME NOAOKEHHIO
HAOKOMCHHHKA  ANA  JIONYYEHWN  YCNCMBLIX
pesynbraros. Tak HecnocoOGHOCTS  HCNONL3OBATH
HMONAHTAT ONTHMAJILHOTO PasMepa H MPaBHABHO
PAIMECTHTH KOMROHEHT PSAOM C NOAXOASINEH KOCTHIO,
a Takke HecnocobuocTs obecneunts cTabmiabHOCTD
KOMTIOHEHTA MOXET NPHBECTH K  CMEILEHHIO,
OCEAARHIO, nepenoMy, HEOTITHMANBHOMY
GYHKUHORHPOBAHHIO  pasrHGaTEnbHOTO MeXaru3Ma
HAH  PAcWIaTHIBAHHIO  KOMNOHEHTOB. Buibop

o The correct selection as well as the correct
seating/placement of the prosthetic implant
is extremely important. During surgery,
particular attention to tracking of the patella
is also required for a successful result, Thus,
failure to use the optimum size implant,
failure to adequately seat the component
adjacent to adeguate bone and failure to
ensure that the component is stable may
result in dislocation, subsidence, fracture,
suboptimal extensor mechanism function, or

loosening of the components. The proper
size selection, the choice of and careful use
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npasHALHOTO  pasmepa, nogbop u  Oepexnoe
ofpauieHHe € KOMNOHEHTaMH,  NPHUMEHCHHE
TIPUMEPOUHBIX KOMNOHEKTOB ABAAOTCA
06A3aTENLUBIMH YCTTOBRAMY,

¢ Paimepsl THOHANLHOrO POTALUHOHHOFO BKNAALILA C
3aMellleHHEM unm COXpaHeHHeM 3aaHeh
kpecrooGpsanoii caskn (3KC) ATTUNE aonxnst
COBNAAATHL C pasMepoM BuiOpaHHOro deMopanbioro
KOMIMOHEHTA C COXPAHEHUEM HAH 3aMelleHHeM 3aaneh
kpecroobpastofl CBA3KH (3KC) ATTUNE.
Tubuanprie porauponHbie Bxiaasmue ATTUNE
CORAMHAIOTCA ¢ THOMANLHLIMH  KOMNOHEHTaMn
ATTUNE. TubuaneHbie PpOTAUKOHHBE BKNAALILH
ATTUNE wue nonxusl orandatecs Gonee yem na 2
pasmepa ot THGHansHoro komnonenta ATTUNE.

o KoMnoHenTsl, HHCTPYMCHTH! H  NPHMEPOYHbIE
KOMNOHEHTM  TOTANbHLIX  KOACHHBX  NPOTE308
ATTUNE c potaunoutiolt nnargopmoli He AOMKHBI
6uiTe  Mcnone3oBaHel ¢ ycTpolicTBaMKH  APYrWX
npoussoautrench. Tockoabky pasMepHan
COBMECTHMOCTL He MOXET ObiTb rapanTHpoBana, W
HeONaroNPHATHBIE HCXOAB MOTYT CTaTh Pe3yNbTaToM

HCNONbL30BAHHA KOMMOHEHTOB pasHbIX
npoussoanrench.

» [Mocneonepauuonusilt  RAAH  NEUEHHA  MMeeT
pewarotitee 3HAYEHHE. Pexomenayerca

MOAH(PHUMPOBATE NPOrPAMMY B COOTBETCTBHH C
COCTOAHHEM NAUHMEHTa H CTENECHLIO BOCCTAHOBNEHHSA

of the components and the use of trial
prostheses are imperative.

¢ The ATTUNE CR or PS RP Tibial Insert
should be the same size as the selected
ATTUNE CR or PS Femoral Component.
The ATTUNE CR or PS RP Tibial Inserts
articulate with the ATTUNE RP Tibial
Bases. ATTUNE CR or PS RP Tibial Inserts
should be within 2 sizes of the RP Tibial
Base.

¢ ATTUNE RP Total Knee components,
instruments and trial prostheses should not be
used together with those of another
manufacturer. Because dimensional
compatibility cannot be assured, adverse
outcomes can result from the use of
components from different manufacturers.

® A post-operative management program is
vital. It is recommended that the program be
modified according to the condition of the
patient and the extent of soft tissue and
ligament reconstruction.

o The safety and effectivencss of the cemented
use of the RP Total Knee in patients under
41 years of age have not been established.

o The implantation of the RP tibial insert and
femoral component will not in itself
guarantee a high level of post-operative

e Belonacocts 1 PdexTuBHOCTL  UeMEHTHON
QUKCAUHH  TOTANBHOTO  KOAEHHOro TpoTesa ¢
poTauroHHol naanhopmoll y naunenTtos Monoxen 41
roaa He Gbula YCTAHOBACHA.

¢ Hmnnantauus THOHAREHOMO POTAUHOHHOTO BRNAALILLA
u ¢emopansioro komnosenta cama no cebe He
rapanTUPYET BLICOKYIO CTenenb cruGanus nocne
onepauunn. Crenens GnexcHH NPOTE3a OCHe ONEpauny
338HCHT OT MHOTHX (aktopos. It daxroput
BKNIOYAIOT, B MHCAE MPOMErD, XHPYPrHuecxyio
METOARKY, TENOCAOXKERHE TatiuenTa, crubanne nepen
onepatueii # BO3pACT.

NMPUMEYAHHE: Oanopazossie winenua DePuy wne

NPEAHA3HAYEHM JNK TONO, YTOOLI MPOXOAWTL WAM

BLACPKUBATE MOGLIE WIMEHEHHA, Takue Kak palbopka,

O4YHCTKZ HMAM MOBTOPHaN  CTEpHAWIaUNAN  hoCHe

HCMONL3OBAHWA  OAHOTO  maukenta.  losropxoe

HCTIONB3OBAHHE MOXET TIOTEHUHANLHO MOCTABHTL ROA

yrpo3y MPOHIBOAUTENLHOCTS YCTpoHcTBa H GesonackocTs

nauMenTa.

is multi-factorial. These factors include, but

are not Jimited to, surgical technique, patient

build, pre-operative flexion and age.
NOTE: DePuy's Single Use devices have not
been designed to undergo or withstand any form
of alteration, such as disassembly, cleaning or
re-sterilization, after a single patient use. Reuse
can potentially compromise device performance
and patient safety.
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| KHOOPMAILHA O BE3ONACHOCTH MPT

MRI SAFETY INFORMATION

Be30nacHOCTb W COBMECTHMOCTb KOJIEHHBIX NPOTE308
ATTUNE ¢ poraunonno naardopmol e Guian
HCCACAOBANHDI B CPEAE MarHHTHOTO PE3OHAHCA.
Harpesanne n nepemMelieHe KONCHHBIX NPOTEIOD He
Ginu NPOTECTHPOBANE! B CPEAC MATHUTHOTO PEIOHANHCA
{MP). Cxanuposasne naunenTa, y KoToporo €CThb 310
YCTPOHCTBO, MOXKET NPHBECTU K TPABME NALIHEHTA.
PuckH, CBAZAHHBE C APYTHMH NACCHBHBIMH
wMnaaHTaramn Gsinn ouenennl B cpeae MR n, kax
H3BECTHO, BKNIOHIOT B ce0A HarpesaHHe, NEPEMELICHHE H
Hauyue apreaxros n3obpaxernn Bonu3n MectTa
HMITAHTALHH,

The ATTUNE Rotating Platforrn Knee System
has not been tested for safety and compatibility
in the MR environment. The devices have not
been tested for heating or migration in the MR
environment. Scanning a patient who has this
device may result in patient injusy.

The risks associated with other passive implants
in an MR environment have been evaluated and
are known to include heating, migration, and
image artifacts at or near the implant site.

ApUMEHEHHE KaKHX-AHD60 NPOTE308 KOJEHHOrO CYCTaba A0
TUWATENLHOTO H3YYEHUs COOTBETCTBYIOWCH METOAMKH
wMnaHTauHH. Tlo Mepe HAKOMNACHHS KAHHHYECKOro
ONbITA HEKOTOPLIC METOAB MEHSIOTCA. TakHe H3IMCHEHHA
PACCMATPHBAIOTCA H3  PEryASpHO  SIPOBOAHMBIX H

ICRHOAHYECKO FOCEIN D_KYDCS

NOBHIWEHNA KBATHPUKALHH AN XHPYPros. Bpounope ¢
XHPYPrHYECKHMH TCXHWKAMMH, PACIIMCANHE KypcoB ¥
3aNKHCH KYPCOB MOXHO NOAy4uTh, obGparHBwiMch B
xomnannio DePuy.

Ocofoe BHUMANHE HEOGXOANMO YACNHTL obpalteHHto ¢
KOMIIOHEHTaMH. (TOBOIHNTEALEYI0 NRGOPMALINIO €. B
paizene [IPABHJIA OBPAIILEHHSA).

MEPH IIPEAOCTOPOXHOCTH PRECAUTIONS

Xupypr aonaxen Ao onepauny obcyauTs ¢ nausenToM see | The surgeon should discuss all physical and
duindeckwe W MCHXOAOTHYecKHe  orpaHmdenna, | psychological limitations inherent to the use of
CBA3AHHLIE C HCRNONL3OBAHMEM AaHHOrO W3aenua. B | this device with the patient pre-operatively.
YaCTHOCTH, Heobxoanmo obcyauts ponpocy | Particular discussion should be directed to the
NPERICBPEMEHHBIX HATPY30K, YPOBHH &KTMBMOCTH K | issues of premature weight bearing, activity
ueobxoaHMOCTL NEPHOAHYECKHX mezuumickux | levels and the necessity for periodic medical
ofcnenopannil. follow-up.

XupypraM He cneiAyeT HaumHaTth  xiMHWYecxoe | Surgeons should not begin the clinical use of

any knee prosthesis before they have thoroughly
familiarized themselves with its specific
implantation technique. Certain methods may
change with time as further clinical experience is
gained. Such changes are presented at regularly
scheduled surgical instruction courses for which

periodic attendance is advised. Surgical
technique brochures, course schedules, and
course recordings are available from DePuy.
Particular atiention should be paid to the handling
of the components. (see HANDLING section for
further information).

BO3MOXHBIE HEBJIAI'OEPHATHHE
NOCJAEACTBHA, BJIHAIOIHE HA 310POBBE

POTENTIAL ADVERSE EFFECTS OF
THE DEVICE ON HEALTH

MioroueHTpoBbie KITBHBYECKHE HCCACNOBANHS
USMEHTHPYEMBIX KOMMOHEHTOB TOTANLHLIX KOCHHBIX
NpOTEI0B € COXpaHEHHeM KpecTooOpasHbiX CBAIOK M
poratMoHHOH maarpopmoki H GecuemeHTHBIX
KOMAOHEHTOB TOTANBHBIX KONCHHBIX NPOTe30B ¢
coxpanennem 3KC n  porausonnoli nnardopmoh
ROKS3ANH, YTO YACTOTA ocnoxHeuuil Onina conocraBuMa y
nauenToB ofeux cpapHHBaeMbiX rpynnax. Yactora
ocnowHeHHNA, 3a(PHKCHPOBAHHEIX BO BPEMA HCnbiTaunit B
HECKONbKHX UEHTPax, IPH MPHMEHEHHY UEMEHTHPYEMBIX
KOMNOHCHTOB ¢ COXPAHEHMEM KPecTOOOPa3HBIX CBN30K
(n=356) n poraunonuoit naarpopmoii (n=562) OGwum
CRSAYIOMIMMA:

Multicenter clinical triak of the cemented
Bicruciate Retaining and Rotating Platform and
the uncemented Posterior Cruciate Retaining and
Rotating Platform device configurations of the
LCS Total Knee showed the complications
occurring were of similar incidences as those
occurring in comparison groups. The frequencies
of the complications reported during the
multicenter trial of the cemented Bicruciate
Retaining Meniscal Bearing (n=356) and
Rotating Platform (n=562) device configurations
are as follows:
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Kosennbie npotesnl ¢ coxpanentem xpecroobpasnmx
CBR3OK n SKAMAMIILAME MECTHBIE
HHTPAONEPAHMOHHBIE: 3 — ces3anspe ¢
Hecyuum pasmepom (0,8 %). 3 — ceasanueie € KOCTHBIM
tpacnnaktaron (08%); 20 —  nepenom
MOKMblitenkoBoli  amMxn (5,6%);, 3 paHHne
KHPEKUHOHHBIE  OCNOXKHEHHA, acCOLMHPOBAHHBIE C
xupyprisuecknm neveinem (0,8 %); | — nepenom uemenra
(0,3 %); 3- ceazannnie ¢ pasMepom WMnnaktara (0,8 %);
10 — nepocTaTOK KOCTHOrO sentectsa (2,8 ¥); 14 — nnoe
(3.9 %); 4 — upobnema c naaxoneunnxom (1,1 %); 2 —
pekotctpykuns (0,6 %), 8 — swcsoboxaeHne MATKNX
Traueh (2,2 %); 7 — rexunyeckas owubka (2,0 %); 6 —
nepenom Sonsuebepuosolt xocru (1.7 %)
MECTHBIE IOCTOINEPAIIMORHBIE: 2
nocTHarpy3o4Has sxcTpysus (0,6 %); 4 — pacwarsisaine
Geapennoro komnonenta (1,1 %); 1 — sbiux Seapennol
xocTH/Haakoneunnka (0,3 %); ! — noaswienx Seapennoi
xocT/naaxonennnka (0,3 %); 2 — remaroma (0,6 %); 13
— nudexuna (3,7 %); 2 — nepenom HaaxoneHHuxa (0,6
%); 6 — ¢aebur (1,7 %); | — neponeanshuifi napanuy
{03 %), 3 — nerounaa smboaus (0.8 %) 1] —
pacwiaTeipanye TuGuansHoro komnorenra (3,1 %)
Poranwonnan anatdopma

MECTHBIE HHTPAOIIEPAIIHOHHBIE: 2
ceasanHbie ¢ pamepoM nnardopmm (04%), 5 —
CBA3AHHBE C KOCTHBIM Tpawcnaaxtatom (0,9%); 17 —
nepenoM Mexmbiiuenxosoli amxu (3, %) 9

— rematoma (0,4%); 23 — undexuns 4,1 %); 1 —

nepopratmn—(H6% ) —4———panune—mperunonibie

OCNOXHEHHS, ACCOUMMPOBAHHLIC C  XHPYPIHYCCKUM
seyennem (0,7%); 7 — nepenom uemenTa (1,2%); 4 —
csAzaHnsie ¢ pasMepom wmnaautara (0,7%); 27 —
HEZOCTATOK KOCTHOro meniectpa (4,8%); 3 — cnabocTe
c8a30x (0,5%); 3 — pacwarasunmi xomnonent (0,5%); 23
— unoe (4,1%); 8 -—— npobnemss ¢ Haaxonewnuxom (1,4%);
17 — pexouctpyxuma (3,0%); 30 — puiceoGoxaenne
marknx Tkanel (5,3%); 3 — rexumueckan ownbka (0,5%);
2 nepenoM Sonbtuebepuopoit koct  (0,4%)
MECTHBIE MNOCTONEPAIHOHHBIE: 2
pacwaTnisanne GeapeHHoro komnoHewta (04%); 2 ~—
sbignx Gepperrol kocTwHaakonenuuka (0.4%); 7 - BuIBHX
Geapenuoii/Gonbiebepuosolt  kocth  (1,2%); 5
nogssienx Geapexnoit/Gonsiuebepuonoli koctn (0.9%); 2

nepeniomM Haakonensuka (0,2 %), | — pacmarsisanmne
naaxonennnka (0,2 %), 4 — dnebnr (0,7 %)
4 — neponeansinilt napanny (0,7 %), 3 — nerounan
wGoana (0,5 %); 1 — nepenom GonsueSeprosoll kocTH
0.2 %); 7 — pacwarsisaine THOHANBLHOrO KOMNOHEHTA

infection present at surgery (0.7%); 7-fracture
2%} 4-iempl i20-40.7%):-27-lack-of

(1.2 %).

Bicruciate Retaining Meniscal Bearing
LOCAL INTRAOPERATIVE- 3-bearing size
(0.8%); 3-bone graft (0.8%); 20-cruciate bridge
fracture (5.6%); 3-ecarly infection present at
surgery (0.8%); 1-fracture cement (0.3%); 3-
implant size (0.8%); 10-lack of bome stock
(2.8%); 14-other (3.9%); 4-patella problem
(1.1%); 2-rebuilding (0.6%); 8-soft tissue release
(2.2%); 7-technical error (2.0%); 6-tibial fracture
(1.7%)

LOCAL POSTOPERATIVE- 2-bearing
extrusion (0.6%); 4-femoral loosening (1.1%); 1-
femoral/patellar  dislocation (0.3%). 1-
femoral/patellar  subluxation (0.3%); 2-
hematoma (0.6%); [3-infection (3.7%); 2-patclla
fracture (0.6%); 6-phlebitis (1.7%); J-peroneal
palsy (0.3%); 3-pulmonary embolism (0.8%); 11-
tibial loosening (3.1%)

Rotating Platform

LOCAL INTRAOPERATIVE- 2-bearing size
(0.4%); 5-bone graft (0.9%); 17-cruciate bridge
fracture (3.0%); 9-deformity (1.6%); 4-carly

bone stock (4.8%); 3-laxity (0.5%); 3-loose
component (0.5%); 23-other (4.1%); 8-patella
problems (1.4%); 17-rebuilding (3.0%); 30-soft
tissue release (5.3%); 3-technical error (0.5%); 2-
tibial fracture (0.4%)

LOCAL POSTOPERATIVE- 2-femoral
loosening (0.4%); 2-femoral/patellar dislocation
(0.4%); 7-femoral/tibial dislocation (1.2%); 5-
femoralAtibial subluxation (0.9%); 2-hematoma
(0.4%); 23-infection (4.1%); |-pateila fracture
(0.2%); 1-patella loosening (0.2%); 4-phiebditis
(0.7%); 4-peroneal palsy (0.7%); 3-pulmonary
embolism (0.5%); 1-tibial fracture (0.2%); 7-
tibial loosening (1.2%).
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Yactora  ocnoxuenui,  3aduxcupoBaHHat  npH
MHOTOUEHTPOBLIX  WCCCROBAHMAX  GECUEMEHTHHIX
KOMOOHEHTOB ¢ poTanuonnoll RAaTPopMoll ¥ NOpHCTHM
nokpuiTHeM npy n = 395 Guna cneaylomeii:

MECTHBIE WHHTPAONEPALIHOHHBIE: 1--
nepenom kocth (04 %); |— otnenenne MexpanbHOH
xonnarepansHoh CBA3KH
(04 %); 1— uerounas xocrHas pesexuus (0,4 %), 6 —
NATEPANLHOE PETHHAKYIRPHOE BhicBobOXacHHE (2.4 %),
1— cnabocte Meanansiol xonnatepansioit caaskn (0.4
%); 1 — Goneas MNewnerpunn-llrnan (04 %), 1| —
HEHAA/IEXKAIAA REHTPOBKA HMANAHTaTA U KocTH (0.4%); 6
— HENOCTATOK KOCTHOIO peimectsa (2,4 %)

MECTHBIE NOCTONEPAIIHOHHBIE: 5—
cnaiikooGpaloparse /nepraprurynapsiit pubpos (2,0 %);
3 — nepenom kocth (1,2 %). 2 — smsn/nogewsux (0.8
%); 2 — ewunot/remMaprpos (0.8 %); 1 — mapycran
! | nepopmaunn xonena (0.4 %); 4 — rematoma (1,6 %); 4 —
nndexunx (1,6 %); | — necrabunsiocts (0.4 %), 2 —
cnabocTe censok (0,8 %); 1 — pacwiataHHui KOMROHEHT
(04 %); | — wWenpasHnbuas ycraHoska GeapenHoro
xomnonenta (04 %) 1| — Gomp (04 %),
HeHaIeXauee pacnonoxenne haakonernuka (0,4 %)
CHCTEMHBIE: | — nepenom xocti (0.4 %); 4 — pax
(1.6 %); 2 — 3mGonua (0,8 %); | — cunapom cencaoueh
cronl (0.4 %). | — onemenne xucvel pyx (04 %)
| — uxota (0.4 %); | — xnweunas Henpoxoaumocts (0.4

1 —

%); | — 3samena cyctapa He B xonene (0,4%) 1 —
wudapxt muoxapaa (0,4%); | — Gonesns Dlapxuncona
(04%); 6 — dnebur/rpomMGoduiebur (24%), | —
nHeemonna (04%); | — neroynas npobnema,
neyTouneunan (0,4 %), 1| — uncymr (04 %) | —
tpanchynonnan peaxuus (0,4 %), | — rematypus (0,4
%); 1 — 3agepxka moun (0.4 %); | — undexuna mouesnx
nyrei (0.4 %).

YacToTa OCnOXHEeHHH, 33QUKCHPOBAHHBLIX APH TeX e
MHOTOUEHTPOBbLIX HCTIBITAHHAX GecuemeHTHOrO
xommonewsa ¢ coxpaneaser 3KC u nopnctuim
NOXpLITHEM NPH N = 463, Goina creaylowelt.

|

MECTHHIE MHTPAONEPAIHOHHME: 5
pepenoM  mexmsimenxosolt  amxn  (1,1%). )
ypesauiuaituan nopemknocTs (0,2%), 1 — ceasannbie ©
pamepoM WMananrata (0,2%); 1 — nnoe (02%); 1 —
apoGnembt ¢ uamkonenwukom  (0,2%); 3
shicobokaenue MArkux Tkawed (0,6%); 1
TexHuMeckue caokHoeTH (0,2%)

MECTHHIE HNOCTONEPAIJHOHHBIE: I8

ileus (0.4%); l-joint replacement not in knee
(0.4%), l-my%ﬁn'il mfarction (U4%); I-

The frequencies of the complications reported
during the multicenter trial of the nonccmented
porous coated Tricompartmental Rotating
Platform device configuration where n=395 are
as follows:

LOCAL INTRAOPERATIVE- |-bone fracture
(0.4%); 1-division of medial collateral ligament
(0.4%); 1-inaccurate bone resection (0.4%); 6-
lateral retinacular release (2.4%); |-medial
collateral ligament laxity (0.4%); 1-Pellegrini-
Stieda disease (0.4%); 1-poor bone apposition of
implant (0.4%); 6-poor bone stock (2.4%)

LOCAL POSTOPERATIVE- 5-
§ jarticular fibrosis (2.0%); 3-bone
fracture (1.2%); 2- dislocation/subluxation

(0.8%); 2-cffusion/hemarthrosis (0.8%). 1-genu
varus deformity (0.4%); 4-hematoma (1.6%). 4-
infection (1.6%);  [l-instability (0.4%); 2-
ligament laxity (0.8%); I-loose component
(0.4%); 1-malaligned femoral component (0.4%);
1-pain (0.4%); 1-patella malposition (0.4%),

SYSTEMIC-1-bone fracture (0.4%), 4-cancer
(1.6%); 2-embolism (0.8%); 1-foot drop (0.4%):
1-hand numbness (0.4%); 1-hiccups (0.4%); 1-

Parkinson's disease (0.4%); 6-
phlebitis/thrombophlebitis (2.4%); 1-pneumonia
(04%); 1-pulmonary problem, unspecified
(0.4%); 1-stroke (0.4%); 1-transfusion reaction
(0.4%); 1-hematuria (0.4%); 1-urinary retention
(0.4%); 1-urinary tract infection (0.4%).

The frequencies of the complications reported
during the same multicenter trial for the
noncemented porous coated Tricompartmental
Posterior Cruciate Retaining device configuration
where n=463 are as follows:

LOCAL INTRAOPERATIVE- 5-fracture
cruciate bridge (1.1%); 1-extreme laxity (0.2%);
1-implant size (0.2%); 1-other (0.2%); 1-patella
problems (0.2%); 3-soft tissue release (0.6%}); 1-

cnafikoobpazonanue/nepuapTHKyaapHbii dubpos (3.9 %);

technical difficulty (0.2%)
LOCAL POSTOPERATIVE- 18-
adhesions/periarticular _ fibrosis _(3.9%); 12-
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12 — npobnembi, CBA3aHHBIE ¢ HArpysKkol (3KCTpy3ma,
BBIBHUX, NOABLIBHX, OTTOpXKeHHe) (2,6%); 1 — nonomxa
apenaxa (0,2 %); | — sunor (0.2 %); 1 — crnbarensvran
kowTpaktypa (0,2 %), 1 — munopoanoe Teno B
npokcuMansHoM oTene Sonwebepuoso# kocti (0,2 %);
| — rematoma (0,2 %); 1 — nocaconepaunoHHan HEBPOMA
(0,2%); 4 — wndexuna (0,9%); 2 — caaboctp ceszok
mecte paspesa (0,4 %); 4 — pacwarsisanne (0.9 %), 1 —
mulneynas cnabocts (0,2 %); 2 — napanuy Hepsa (0.4 %);
4 — Gonb (0,9 %); 1| — npobneml ¢ Haakonenuukom (0,2
%); | — uespoma noaxoxuoro wepea (0,2 %); 1 —
obpasosanne pybuosoii Txasu (0,2 %). | — suleux
Sonswebepuiosofi/benpentol xoctw (0,2 %), 6 —
1pombo3 (1,3 %); 1| — ¢nebur (0,2 %); | — naacnne
nauventa (0,2 %)

CHCTEMHBIE: 2 — anemus (0,4 %); 3 - cepaeuno-
cocyancras HeaocTatouHocTs (0.6 %); 1 — s3acrodnas
cepaewnan uepocrarounocTe (0,2 %); | — cepaeuso-
cocyancran npoGnema (0,2 %), 1 — nerounas mGonng
{0,2 %); | — >mMGonna, TpoMbo3 rayboxux sen roaenn (0,2
%), | — oxkkmo3na cocyaos (0,2 %); 1| — nHeBMOHHS;
npoGaembi, cBA3aAHHBIE C MOYencTyckanHeM (0,2 %); 1 —
neroynbie npobaembl (0,2 %).

[IaTHAETHAS OLECHKA BLOKHBACMOCTH NauHeHToB ¢ 95%-
HbIM OBEPHTENLHBIM HHTEPBAAOM JU1A LEMEHTHPYEMbIX H
GecueMeHTHBIX  KOMNOHEHTOB ¢ POTaRHOHHOM
nnatdopmoll npH  HCNONLIOBANKK Y NAUHEHTOB C
HEBOCNANUTENLHLIM  JICTeHepaTHBHBIM  3alonesanues

cycrasa-pasns-91:3-%(85:6-97.0) n-84:6-%-79:5-89:6)

" { cooraercreenno.' [aTunernan OUCHKA BbLIHKHBACMOCTH

~——

NAUHEHTOB ¢ 95%-HbIM NOBEPUTENLHLIM HHTEPBANOM C
MEMEHTHPYEMLIMH  KOMNOHCHTAMH €  COXPaHEHHEM
KpecToobpasHLIX CBA30K ] GecueMeHTHbLIMY
xoMnoHentamn ¢ coxpavenuem 3KC ann naumenros ¢
HEBOCMANMTENLHBIM  JIETEHEPaTHBHBIM  3aBoneaannem
cycrasa pasnn 86,6 % (80,8-92,4) u 88,7 % (84,5-93,0)
COOTBETCTBEHHO.

Orcyversue neo0GX0ANMOCTR PeBMIRN NpPOTE3a 4Yepe’
paTL xer pasas 883 % (81,7950) anm
meMenTupsangoro H 966 % (94,2.989) ana
GeCHEMENTHOI0O  KOMOONENTA ¢  poTaunomuol
naaTdopmoil, a Taxxe 838 % (76,4-92,1) w 944 %
91,1-97,7) AnR UCMEATAPYEMOr0o XOMEOOHENTR ¢
cOXpaRCHHEM kpecroolpainnix CBR30K H
fecuemenTHOrO KOoMUoONenTa ¢ coxpamenuem 3KC
COOTBETCTBLNNO.

'CpasHeHHe MNOKA3ATENR CMEPTHOCTH MEKAY ITHMH
IPyNNaMy NOKa3ano CTATHCTHYECKH 3HAYHMOE pasiHine
{p=.040).

—patient—survival-cstimates—and—95%—confidence
intervals for the Bicruciate Retaining cemented

bearing problems (extrusion, dislocation,
subloxation, failure) (2.6%); 1-broken drain
(0.2%); 1-effusion (0.2%); 1-flexion contracture
(0.2%); 1-foreign body proximal tibia (0.2%); 1-
hematoma (0.2%); l-incisional neuroma (0.2%);
4-infection (0.9%); 2-ligament laxity (0.4%); 4-
loosening (0.9%); I-muscle weakness (0.2%); 2-
nerve palsy (0.4%); 4-pain (0.9%); 1-patella
problems (0.2%); 1-saphenous neuroma (0.2%);
1-scar tissue formation (0.2%); 1-tibial/femoral
dislocation (0.2%); 6-thrombosis (1.3%); 1-
phlebitis (0.2%); 1-patient fall (0.2%)

SYSTEMIC- 2-anemia (0.4%); 3-cardiovascular
accident (0.6%); l-congestive heart failure
(0.2%); 1-cardiovascular problem (0.2%); I-
pulmonary embolus (0.2%). 1- embolus, deep
thrombosis lower leg (0.2%); i-vascular
occlusion (0.2%); I-pneumonia; urinary problem
(0.2%); 1-pulmonary problem (0.2%).

The five-year patient survival estimates and 95%
confidence intervals for the Rotating Platform
cemented and cementless trico: tal,
NIDJD population were 91.3% (85.6-97.0) and
84.6% (79.5-89.6) respectively.! The five-year

and Posterior Cruciate Retaining cementless
tricompartmental, NIDJD population were 86.6%
(80.8-92.4) and 88.7% (84.5-93.0) respectively.

The probabilities of the prosthesis not being
revised at five years are 88.3% (81.7-95.0) for
cemented and 966% (94.2-989) for
cementless Rotating Platform cases and 83.8%
(76.4-92.1) and 9M.4% (91.1.97.7) for the
Bicruciate Retaining cemented and Posterior
Cruciate Retaining cementless  cases
respectively.

"The comparison for the number of deaths
between these groups tested as statistically
significant (p=.040).

HHOOPMAILIHA

INFORMATION
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Ecan  TpeGyerca  nonoaxuTensHar  WHGOpMaUua,

obpamafitecs X YNONHOMOYEHNOMY NPEACTABHTENIO
xomnauuy DePuy.

Where fusther information is desired, please
contact your DePuy representative.

Coxpamenns, NpuESTHIC B JOKYMENTe

TMoxanyi#icra, paccMarpHbaiTe cneayowmue
$OpMYIHPOBKY HAHMEHOBAHWA MEAMUHHCKOD H3AENHA
no TeKCTY AOKyMewTa HHXe: «flpore3(m)», «[lpoTe3(w)

totTanciibie xonewusie ATTUNE ¢ poraunondod
nnardopmoit», «lipores(e1) c poTtatHonHol
naardopmoli», «ToTanbHbie KONEHHBE  NPOTE3LI»
TORACCTBEHHBIMK HaHMCHOBAHHIO «[lporesnt

ToTaabnbic xonenavie ATTUNE»,
HanmenoBanua «DemopanbHbie(sifl)  KOMIOHEHT(bI)»
| cuuTaTh TOXWACCTBEHHLIMY HaMeHOBaHWO «KoMnoHenT

' $emMopanbuntibs,

Hanmenosauns  «THOnanbHuifi(bie) KOMNOHEHT(BI)»,
«TubnansHuifi(ble) «oMnorewT(H) ¢ poTauHoHHOU
nnaTgopmoii», «Tubnanbueti(bie) KOMIMOHEHT()

ATTUNE» cYHTaTh TOXICCTBEHHBIMH HAHMCHOBAHWIO
«Komnonent TROHANLHLIE poTaunoRAbiii».
Hanmenonauun «TuGHansHu BKAansID C poTAUMOHHON
nnargopmoit, «Tubnanehuifi(tie) BISIAABIN(H)»,
«TnGnansHuit poTauvosnuti sxnanbim», «THGuanvaLIll
POTAUHOHHBIH BKAAAGIL ATTUNE»  cuwrare
TOXIACCTBEHHBLIM «Brasawins TuGmarnnui
poTanuonsniiis.

AOX - AHTHOKCHIAKT, AHTHROKCHAAHTHUIN NOAHITHACH

Abbrevistions adopted in the document
Please consider the following descriptors of
medical device name stated below as:
“Prosthesis”, “Total knee prosthesis ATTUNE
with rotating platform™, “Prosthesis with rotating
platform”, "Total knee prosthesis”, to be similar
to the device name as “Total knee prosthesis
ATTUNE".

The following descriptors of medical device
name stated below as “Femoral component” to be
similar to the device name as “Component
femoral”.

The following descriptors of medical device
name stated below as “Tibial component(s)”,
“Tibial component(s) with rotating planform”,
“Tibial component(s) ATTUNE" to be similar to
the device name as “Tibisl rotating
component”.

The following descriptors of medical device
name stated below as *Tibial insert(s) with
rotatin platform”, “Tibial insert(s)”, “Tibial
rotating insert(s) ATTUNE” to be similar to the
device name as “Tibial rotating insert”.

AOX - Antioxidant, Antioxidant Polyethylene

«Co-Cr-Mo», _«Co-28Cr-6Mo», «CoCr» _cuutaercs | «<Co-Cr-Mo»,  «Co0-28Cr-6Mo»,  «CoCr»
TOMEECTBEHHMIM NHTOH  yraepoausii  xobanbT-xpoM- | considered to be identical to cast carbon cobalt-
Moaubaenosbiil cnnas. chromium-molibdenum alloy
NOTEHUHAJIbHMH NOTPEBUTED INTENDED USER

Hazenue npeaHa3HAYEHO MK HCNONBIOBAKKA CNEUHANLHO
br oByveHHBIM MEAHUNHCKHM DabOTHHKOM B CMELMANLHO

Intended 10 be used by property trained medical
professionals in specially equipped wmedical

0GopynoBaHHOM NOMEINEHHH meauuutckoro | facility.

YUPERACHHA.

KJACCHOHKALIHA MEAHLHHCKOI'O | MD CLASSIFICATION
HIAEJIHA

B cooreeTcBHH C JIHPEKTHBOH 10 MERHIMHCKOM H3ACTHAM
2005/SO/EC, skmonan 93/42/EEC, uto suitieynoMaHyThie
W3AENNA COOTRETCTBYIOT MONOKCHHAM 3aKOHORATELCTBA,
R OTHOCATCA K Knaccy 3.

Based on Medical Device Directive 2005/50/EC
including 93/42/EEC, the above mentioned
medical devices comply with legistlation and
belong to class 3.
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HOBHME TEXHHYECKHE XAPAKTEPHCTHKH

Main TECHNICAL CHARACTERISTICS

Buiaapiw THOHANLHBIA

1. Tibial Insert

w1 THOHANLHBIN POTaLHOHHLIT ¢ COXpaHEHHEM
kpecroobpasnoi ceasku AOX, pasmep: 1, 2, 3, 4,
7.8, 9, 10, Tonmmuua: 5 MM, 6 MM, 7 MM, 8 MM, 9 MM,
M, 12 MM, 14 MM, 16 MM
L

Cruciate Retaining Rotating Platform Tibial Insert
AOX,size: 1,2,3,4,5,6,7,8,9, 10, thickness: 5 mm,
6 mm, 7 mm, 8 mm, 9 mm, 10 mm, 12 mm, 14 mm,
16 mm

Puzmep Y

Torwpne (Anterior

[rmerra o posterior
size)
6.30-105 1 5 53.000 34.400 1516-30-105 3 $3.000 34.400
%6-30- 106 ) 6 53.000 34.400 1516-30-106 6 53.000 34.400
F16-30-167 ] 7 $3.000 34.400 1516-30-107 7 53.000 34.400
)6-30-108 | 8 53,000 34.400 1516-30-108 8 53.000 M.400
30-109 1 9 $3.000 34.400 1516-30-109 ) 9 $3.000 34.400
30-110 | 10 53.000 34.400 1516-30-110 ) 10 $3.000 34,400
1#%-30-112 | 12 53.000 34.400 1516-30-112 1 12 53.000 34.400
'»-30-1 14 1 14 53.000 34.400 1516-30-114 1 14 53.000 34,400
115-30-1 16 | 16 $3.000 34.400 1516-30-116 ] 16 53.000 34.400

X Y _ v Y

Tanuuns | (Mednaisno- | (HTepedne Thickness ! (Anterior
fmonscya Paruep o N v REF Size o (Med’iz:;wd ;
pearnep) paep) size)
16-30-208 2 5 56.000 36.300 1516-30-205 2 S 56.000 36.300
6-30-206 2 6 56.000 36.300 1516-30-206 2 6 $6.000 36.300
30-207 2 7 $6.000 36.300 1516-30-207 2 7 56.000 36.300
N6-30-208 2 8 $6.000 36.300 $16-30-208 2 8 56.000 36.300
46-30-209 2 9 56.000 36,300 516-30-209 2 9 56.000 36.300
S16-30-210 2 {1 56.000 36.300 1516-30-210 2 10 $6.000 36.300
§i6-30-212 2 12 $6.000 36.300 1516-30-212 2 12 56.000 36.300
H-30-214 2 14 56.000 36.300 1516-30-214 2 14 56.000 36.300
54-30-216 2 16 $6.000 36.300 1516-30-216 2 i6 56.000 36.300

X Y X 1 4

Tosmuna | (Medwamsio- | (ITepedne Thickness (Anterior
yosyr | Pazvep e st | -sodwsh REF Size o (Md:::tuﬂ .
painep) painep) size)
2i6-30-305 3 5 $9.000 38.200 1516-30-305 3 s 59.000 38.200
630206 3 6 59.000 38.200 1516-30-306 3 6 39.000 38.200
i@nm 3 7 5%.000 38.200 1516-30-307 3 7 59.000 38.200
1416-30-308 3 8 5$9.000 38.200 1516-30-308 3 3 59.000 38.200
#is30-309 3 9 59.000 38.200 1516-30-309 3 9 59.000 38.200
{+-30-310 3 1)) 59.000 38.200 1516-30-310 3 10 59.000 38.200
-30-312 3 12 59.000 38.200 1516-30-312 3 12 55.000 18.200
Hi630-314 3 14 59.000 38.200 1516-30-314 3 t4 59.000 38.200
1%-30-316 3 16 59.000 18.200 1516-30-316 3 16 59,000 38.200
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X 4 Y
X
P Toamunn | (Meduansno- | (flepedue Thickness ) (Anterior
ap N agmepasensi | -3adnini REF Stze i (Md:'l;mﬂl posterior
peasrep) parnep) size)
6-30-405 4 5 62.000 40.100 1516-30-405 4 5 62.000 40.100
6-30-406 4 6 62.000 40.100 1516-30-406 4 6 62.000 40.100
6-30-407 4 7 62,000 40.100 1516-30-407 4 L 62.000 40.100
16-30-408 4 8 62,000 40,100 1516-30-408 4 B 62.000 40,100
16-30-409 4 9 62,000 40.100 13516-30-409 4 9 §2.000 40.100
16-30-410 4 10 62,000 40.100 1516-30-410 4 10 62,000 40.100
16-30-412 4 12 2.000 40.100 1516-30-412 4 12 62.000 40.100
16-30-414 4 14 62.000 40.100 1516-30-414 4 14 62.000 40.100
16-30-416 4 16 62.000 40.100 1516-30-416 4 16 62.000 40.100
X ) 4 X Y
Toamnna | (Meduarsno- | (flepedne Thickness (Anterior
pmuxys | Pawmep . i | -sconui REF Size - (Md:‘ l;mml ;
pasmep) prinep) siye)
‘-3&505 5 5 65.000 42.000 1516-30-505 S 5 63.000 42,000
16-30-506 S 6 65.000 42.000 1516-30-506 5 6 $5.000 42.000
16-30-507 S 7 65.000 42.000 516-30-507 ] 7 65.000 42,000
16-30-508 5 8 65.000 42.000 316-30-508 S 8 63.000 42.000
16-30-509 5 9 65.000 42.000 $16-30-509 3 9 63.000 42.000
16-30-510 3 10 65.000 42.000 1516-30-510 ] 10 65.000 42.000
16-30-512 5 12 65.000 42.000 516-30-512 $ 12 65.000 42,000
16-30-514 5 14 - 65.000 42.000 516-30-514 5 14 65.000 42.000
16-30-516 S 16 65.000 42,000 516-30-516 5 16 65.000 42.000
X ¢ 4
X
Tosmuna | (Meomamno- | (Hepedne Thickness (Anterior
psnya | Paruep o Ramepansnsl | -300nui REF Size mm wd::‘” posterior
pamep) prinep) size)
16-30-605 6 S 68.000 43,900 1516-30-608 6 5 68.000 43,900
16-30-606 6 6 68.000 43.900 316-30-606 6 6 68.000 43.900
16:30-607 6 7 68.000 43.900 516-30-607 | 6 7 68.000 43900
116-30-608 6 8 68.000 43.900 1516-30-608 6 8 68.000 43.900
116-30-609 6 9 68.000 43,900 1516-30-609 6 9 68.000 43.900
116-30-610 6 10 68.000 43.900 1516-30-610 6 10 68.000 43.900
i16-30-612 6 12 68.000 43.900 1516-30-612 6 2 68.000 43.900
116-30-614 6 14 68.000 43.900 1516-30-614 6 4 68.000 43.900
ji6-30-616 6 16 68.000 43.900 1516-30-616 6 16 68.000 43.900
X Y X | 4
Tonsumua | (Meonanno- | ({lepedne Thickness {Anterior
pnsya | Poruep ¥ ] Acmepansisiii | -3sdnuit SEE Stze mm Rboiot intorni posterior
size)
painep) paep) size)
16-30-708 7 5 71.000 45.800 1516-30-708 7 5 71.000 45.800
516-30-706 7 6 71.000 45.800 1516-30-706 7 6 71.000 43,800
$16-30-707 7 7 71000 45.800 1516-30-707 7 7 71.000 45.800
$6-30-708 7 ] 71.000 45.800 1516-30-708 7 B 71.000 45.300
{#6-30-709 7 } 71.000 43,800 1516-30-709 ? 9 71.000 45.300
$16-30-710 7 10 '71.000 45,800 1516-30-710 7 10 71.000 45.800
$16-30-712 7 12 71.000 45.800 516-30-712 7 12 71.000 45.800
pi6-30-714 7 14 71.000 45,800 516-30-714 7 14 71.000 45.800
fi6-30-716 7 16 71.000 45.800 516-30-716 7 16 71.000 43.800
X Y X Y
Toamuns | (Meduarano- (Hepedne Thickness . (Anterior
lymnxya | Paxmep oot i | -seowuis REF Size s (Md;z‘ J;ucml ;
pasnep) peanep) size)
-30-805 8 5 74.000 47,700 1516-30-805 8 S 74.000 47,700
6-30-806 8 6 74.000 47.700 1516-30-206 8 6 74.000 47,700
30-807 8 7 74.000 42.700 1516-30-807 8 7 74.000 47.700
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316-30-808 8 8 74.000 41.700 1516-30-808 8 8 74.000 47.700
§16-30-809 8 9 74.000 47700 1516-30-809 8 9 74.000 47,700
56:30-810 | 8 10 74.000 47.700 1516-30-810 8 10 74.000 41.700
{16-30-812 8 12 74.000 41.700 151630812 | 8§ 12 74.000 47.700
316-30-814 3 i4 74.000 41.700 1516-30-814 8 14 74.000 47.700
36-30-816 8 16 74.000 47.700 1516-30-816 8 16 74.000 47.700
i X Y X Y
! Tonwquna | (Mednameno- | (Hepedne " | Thickness (Anterior
| #M“W Pasiep MM namepamawit | ~3a0Huit REF Size mm (M'd:::;“m’ posterior
: : panep) pasvep) - size)
- 116-30-905 9 5 77.000 49,600 1516-30-905 9 5 77.000 49.600
¥6-30-906 {9 [ 77.000 49,600 1516-30-506 g 6 77.000 49.600
316-30-907 9 7 77.000 49,600 1516-30-907 9. 7 77.000 49,600 -
26-30-908 ] [ 77.000 49.600 1516-30-908 9 3 77.000 49.600
316-30-909 9 2 77.000 49.600 1516-30-000 9 9 77.000 49.600 :
31630910 .9 10 77.000 45.600 1516-30-910 9 10 77.000 40,600 a
630912 | 9 12 77.000 49.600 1516-30-912 9 12 77.000 49.600 i
kswm 9 14 77.000 45.600 151630914 | 9 14 77.000 49,600 '
30-916 9 16 77.000 49.600 1516-30-816 9 16 77.000 49.600
' X Y X Y. i
: | Tonuuna | (Meduansuo- | (Hepedue : Thickness {Anterior i
?’“Km Pasuep MM Ramepanvidiii | -3a0nui REK Size | mm (Mcdf::;teral posterior ;
: paep) pasmep) . , : ' | size) i
6-31-005 10 5 $0.000 51.500 151631005 | 10 5 80.000 51.500 i
- 4631006 | 10 6 £0.000 51500 1516-31-006 | 10 6 80,000 51500 :
631007 | 10 7 80,000 51,500 1516-31-007 [ 10 7 €0.000 51.500
#6-31-008 10 ] 80.000 31.500 1516-31-008 | 10 8 - 80000 51,500
3631009 [ 10 9 80.000 51.500 1516-31-009 [ 10 9 80.000 51.500
#631-010 10 10 £0.000 51.500 1516-31-010 | 10 10 80.000 51.500
g0 | 10} 12 80.000 S1.500 1516-31-012 | - 10 12 80.000 $1.500
#-31-014 | 10 14 30.000 51.500 1516-31-014 | . 10 14 $0.000 31.500
80.000 51.500 1516-31-016 6 [ 1 80.000 51.500

slﬁzlms 10 16

CHEL 8 MM, ECTU NE ;wcasano apyzoe.

mm, unless othem.se spec;ﬁed.

;anb!m THOHANBHBIH POTALKOHHLLH ¢ 3aMeLIEeHHEM

gneii kpecTooGpazHoi ceaskn AOX, pasmep: 1, 2, 3, 4,
7, 8, 9,10, TomuuHa: 5 MM, 6 MM, 7 MM, B MM,QMM,

Posterior Stabilized Rotating Platform Tibial Insert
AOX, sizé: 1,2,3,4, 5,6,7,8,9, 10, thickness: 5 mm,
6 mm, 7 mm, 8 mm, 9 mm, 10 mm, 12 mm, 14 mm,

16 mm, 18 mm

20 mm

M, 12 MM, 14 MM, 16 MM, 18 MM, 20 MM

"““*LWQSWJ———' ,

=

X 4
3 X
- Paime {(Meduario- Thickness . (Anterior
KL p Tonsmnna mm p— on (Med:,q‘:‘l;taﬂ .
i pazmep) size)
46-50-105 1 5 33000 34,400 1516-50-105 I 5 53.000 34.400
216-50-106 i 6 53.000 34.400 1516-50-106 1 6 53.000 34.400
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6-50-107 1 ? $3.000 34.400 1516-50-107 1 7 53.000 34.400
16-50-108 1 8 $3.000 34.400 | 1516-50-108 1 8 $3.000 34.400
i6-50-109 1 9 53.000 34.400 | 1516-50-109 1 9 $3.000 34.400
16-50-110 1 10 $3.000 34.400 | 1516-50-110 10 53.000 34.400
16-50-112 1 12 53.000 34.400 1316-50-112 12 $3.000 34.400
16-50-114 1 14 53.000 34.400 1516-S0-114 1 14 53.000 34.400
16-50-116 1 16 $3.000 34.400 1516-50-116 1 16 53.000 34.400
16-30-118 1 18 53.000 34.400 1516-50-118 1 18 53.000 34.400
16-50-120 1 % 53.000 34.400 1516-50-120 1 20 53.000 34.400
X Y 4
X
Paxme {(Meduarsno- | (Mepedne- Thickness (Anterior
i P Tonunna um AGMEPRIMNG 200uRE REF Size mm (Mdig:;deml posterior
& pazmep) paep) | size)
16-50-205 2 S 56.000 36.300 1516-50-203 2 5 56.000 36.300
16-50-206 2 6 56.000 36.300 1516-50-206 2 6 56.000 36.300
-50-207 2 7 56.000 36.300 1516-50-207 2 7 56.000 36.300
50-208 2 8 56.000 36.300 1516-30-208 2 8 56.000 36.300
50-209 2 9 56.000 36.300 1516-50-209 2 9 56.000 36.300
16-50-210 2 10 56.000 36.300 1516-50-210 2 10 56.000 36.300
16-50-212 2 2 56.000 36.300 516-50-212 2 12 56.000 36.300
16-50-214 2 4 56.000 36.300 $16-50-214 2 14 56.000 36.300
16-50-216 | 2 16 56.000 36.300 1516-50-216 2 16 56.000 36.300
50-218 2 18 56.000 36.300 1516-50-218 2 18 56.000 36.300
16-50-220 2 20 56.000 36.300 1516-50-220 2 20 56.000 36.300
X Y Y
X
Pane (Meduansno- | (fTepedne- Thickness (Anterior
sy » Tonwgna um Sl REF Size ey (ng’ l;ma! posterior
Gpormep) | paswep) size)
%50—305 3 5 59.000 38.200 1516-50-305 3 s 59.000 38.200
50-306 3 6 59.000 38.200 §1516-50-306 3 6 59.000 38.200
p6-50-307 3 7 59.000 38.200 | 1516-50-307 3 7 59.000 38.200
$6-50-308 3 8 59.000 38.200 1516-50-308 3 8 59.000 38.200
e iin 50300 ¥ 2 —S0.000. 4 __3R200. 151650200 |
06-50-310 3 10 59.000 38.200 1516-50-310 3 10 59.000 38.200
50312 | 3 12 59.000 38.200 1516-50-312 3 12 59.000 38.200
$6-50-314 3 14 59.000 38.200 1516-50-314 3 14 59.000 38.200
%-50-316 3 16 59.000 38.200 1516-50-316 3 16 59.000 38.200
p6-50-318 3 18 59.000 38.200 1516-50-318 3 18 59.000 38.200
50320 | 3 20 59.000 38.200 1516-50-320 3 20 59.000 38.200
X Y Y
X
Parme (Meduansno- | (Hepedue- Thickmess {Anterior
sy P Tiwuigens 5ot Aamepaisnst | 3e0nng e Size nun m’?;;wm‘ posterior
Bpanep) 3igt)
¥%6-50-408 4 5 62,000 40.100 |_1516-50-405 4 5 62.000 40.100
%6-50-406 4 6 62.000 40.100 1516-50-406 4 6 62.000 40.100
¥-50-407 4 7 62.000 40.100 1516-50-407 4 7 62.000 40.100
16-50-408 4 8 62.000 40.100 1516-50-408 4 8 62.000 40.100
16-50-409 4 9 62,000 40.100 1516-50-409 4 9 62.000 40.100
#6-50-410 4 10 62,000 40.100 | 1516-50410 4 10 62.000 40.100
116-50-412 4 12 62.000 40.100 1516-50-412 4 2 62.000 40.100
6-50-414 4 14 62.000 40.100 | 1516-50-414 4 4 62.000 40.100
$0-416 4 16 62.000 40.100 1516-50-416 4 16 62.000 40.100
50-418 4 18 62.000 40.100 1516-50-418 4 18 62.000 40.100
%350-420 | 4 20 62.000 40.100 1516-50-420 4 20 62.000 40.100
i X Y ¥
X
' Parme (Medunasno- | (Hepedne- Thickness (Anterior
{ymw » Tonmuna um e Sl REF Size oo (Md:; l;mml pesterior
i & paxmep) size)




@ DePuy
comperes o o fobracn

16-50-503 b ] 39.000 38.200 1516-50-505 3 5 65.000 42,000
16-50-506 S 6 39.000 38.200 |_1516-50-306 5 6 65.000 42.000
16-50-307 5 7 39.000 38.200 1516-50-507 b 7 635.000 42.000
16-50-508 5 8 $9.000 38.200 1516-50-508 5 8 63.000 42.000
16-50-509 | 3 9 $9.000 38.200 | 1516-50-509 | 3 9 63.000 42.000
16-50-510 5 10 59.000 38.200 1516-50-510 5 10 65.000 42.000
16-50-512 5 12 59.000 38.200 1516-50-512 5 12 65.000 42.000
16-50-514 ] 14 59.000 38.200 1516-50-514 S 14 63.000 42,000
16-50-516 5 16 59.000 38.200 1516-50-516 5 16 65.000 42.000
16-50-518 5 18 59.000 38.200 1516-50-518 3 18 65.000 2,000
1650520 | S 20 $9.000 38.200 1516-50-520 | S 20 65.000 42.000
X Y Y
X
Pane (Medmansno- | (flepedne- Thickness {Anterior
pesRyR » Tonmunans Ramepansust | seduwi REF Size o (uwg' l;lunl pesterior
& pasmep) size)
16-50-605 6 3 59.000 38.200 1516-50-605 6 5 68.000 43.900
50-606 [ 6 59.000 38.200 1516-50-606 6 6 68.000 43.900
‘50-607 6 7 59.000 38.200 1516-50-607 6 i 68.000 43.900
16-50-608 6 8 59.000 38.200 1516-50-608 6 8 68.000 43.900
16-50-609 6 9 59.000 38.200 1516-50-609 6 9 68.000 43.900
16-50-610 6 10 59.000 38.200 1516-50-610 6 10 68.000 43.900
-50-612 6 12 59.000 38.200 1516-50-612 6 12 68.0600 43.900
%-50-614 6 - 14 59.000 38.200 1516-50-614 6 14 68.000 43.900
16-30-616 6 16 59.000 38.200 1516-50-616 [ 16 68.000 43.900
16-50-618 6 18 59.000 38.200 1516-50-618 ¢ 18 68.000 43.900
16-50-620 6 20 59.000 38.200 1516-50-620 6 20 68.000 43.900
X Y Y
X
Pazne (Mednansno- | (flepedne- Thickness (Anterior
pmEKya » Tonmmuans - REF Size potny (Md:z‘ &)ucml resi
fpusnep) | paswep) size)
%-50-705 7 ] 59.000 38.200 |_1516-50-705 7 S 71.000 045.800
¥-50-706 7 6 $9.000 38.200 1516-S0-706 7 6 71,000 45.800
16-50-707 7 7 59.000 38.200 1516-50-707 7 7 71.000 45.800
55078 T 1 8 | 900 | 350 TSTE-S0-T08 |7 5 71000 45800
16-50-709 7 9 59.000 38.200 1516-50-709 7 9 71.000 45.800
16-50-710 7 0 59.000 38.200 1516-50-710 7 10 71.000 45,800
16-50-212 7 2 59.000 38.200 1516-50-712 7 12 71.000 45.800
50714 | 17 4 _59.000 38.200 1516-50-714 | 7 14 71.000 45.800
50-716 7 6 59.000 38.200 1516-50-716 7 16 71.000 45.800
6-50-718 7 18 59.000 38.200 1516-50-718 7 18 71.000 45.800
16-50-720 7 20 59.000 38.200 1516-50-720 7 20 71.000 45.800
X Y Y
X
Pane (Meduansno- | (fepedite- Thickness (Anterior
o f 4 Tonuunarsn Aamepansus | 3odnmit REF Size mm (“d::"m posterier
& paxmep) size)
16-50-805 8 5 59.000 38.200 1516-50-805 8 3 _74.000 47.700
16-50-806 8 6 59.000 38.200 1516-50-806 8 [ 74.000 47.700
16-50-807 8 7 59.000 38.200 1516-50-807 8 7 74.000 47.700
16-50-808 8 8 $9.000 38.200 1516-50-308 8 8 74.000 47.700
1$-50-809 8 9 59.000 38.200 1516-50-809 8 9 74.000_ 47.700
16-50-810 8 10 59.000 38.200 1516-50-810 8 10 74.000 47.700
J-50-812 8 12 59.000 38.200 1516-50-812 8 12 74.000 47.700
16-50-814 8 14 59.000 38.200 1516-50-814 8 14 74.000 47.700
16-50-816 8 16 59.000 38.200 $16-50-816 8 16 74.000 47.700
6-50-818 8 18 59.000 38.200 516-50-818 8 18 74.000 47.700
-50-820 8 20 59.000 38.200 1516-50-820 8 20 74.000 47.700
wsgn | PN | Toawpnars | X y REF | Si | TMeknas x Y
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(Mednansno- | (ITepedne- (Medial lateral | (Amterior

Aemepansiiss | 3adnnit size) posterior
Gpouep) | paruep) Size)

650905 | 9 5 77.000 49.600 (151650905 | 9 5 77.000 49.600
¥%6-50-906 9 6 77.000 49.600 1516-50-906 9 6 77.000 49.600
16-50-907 9 7 77.000 49.600 1316-50-907 9 7 77.000 49.600
16-50-908 9 8 77.000 49.600 1516-50-908 9 8 77.000 49.600
16-50-909 9 9 77.000 49.600 1516-50-909 9 9 77.000 49.600
6-50-910 9 10 77.000 49.600 1516-50-910 9 10 71.000 49.600
16-50-912 9 12 77.000 49.600 1516-50-912 9 12 71.000 49.600
16-50-914 9 14 77.000 49.600 1516-50-914 9 14 71,000 49.600
©¥-50-916 9 16 77.000 49.600 1516-50-916 9 16 77.000 49.600
6-50-918 9 18 77.000 49.600 1516-50-918 9 18 77.000 49.600
%-50-920 9 20 77.000 49.600 1516-50-920 9 20 77.000 49.600
X Y ¥
X
Parme (Mednansno- | (Mepedue- Thickness (Anterior
KPR » Tonugrnanm A REF Size o, (Md;l’l)aad posterior
& pormep) size)

51-005 10 5 80.000 51.100 1516-51.005 10 5 £0.000 31.100
1#-51-006 10 6 80.000 31.100 1516-51-006 10 6 80.000 51.500
¥$-51-007 10 ¥i $0.000 51.100 1516-51-007 10 1 80.000 51.500
16-51-008 10 8 80.000 51.100 1516-51-008 10 8 80.000 51.500
#51-009 10 -9 80.000 31.100 1516-51-009 10 9 80.000 51.500
$51-010 10 10 80.000 31.100 1516-51-010 10 10 80.000 51.500
$51-012 10 12 80.000 $).100 1516-51-012 10 12 $0.000 51.500
851014 | 10 14 0.000 51.100 151651014 |10 4 30.000 51.500
%-51-016 10 16 20.000 51.100 1516-51-01 10 6 80.000 51.500
¥-51-018 10 18 80.000 31.100 516-51-018 10 18 80.000 51.500
%-51-020 10 20 $0.000 51.100 516-51-020 10 20 80.000 51.500

wevanue: Bce pamepul, npedcmasaennvie 8 mabauye
RNCERDE 8 MM, €CAYU HE YKA3AHO Opy20e.

mum, unless otherwise specified.

Note: All the dimensions listed in table are expressea

{OMMOMERT THOHANLHLIH

moHeHT THOHaNbHLIN pOTaLtHOHHBIH,
eHTHpYeMblll, pasmep: 1,2, 3,4,5,6,7,8,9, 10

2. Tibial Base

Rotating Platform Tibial Base Cemented, size: 1, 2, 3,
4,5,6,7,89,10

s
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X X
Y Y
(Meduamauo- (Medial
Apmuxyn Pamep (Tlepedin- REF Size {Anterior
.au;mau;ui N4 ) laterat size) serior size)
%-10-001 1 59.00 39.00 1506-10-001 1 59.00 39.00
%-10-002 2 62.00 40.90 1506-10-002 2 62.00 40.90
$-10-003 3 65.00 42.80 1506-10-003 3 65.00 42.80
5-10-004 4 68.00 44.70 1506-10-004 4 68.00 44.70
6-10-005 S 71.00 46.60 1506-10-005 $ 71.00 46.60
-10-006 ) 74.00 48.50 13506-10-006 6 74.00 48.50
1-10-007 7 17.00 50.40 1506-10-007 7 71,00 50.40
%-10-008 8 80.00 52.30 1506-10-008 8 80.00 52.30
%-10-009 9 83.00 54.20 1506-10-009 9 83.00 54.20
6-10-010 10 86.00 56.10 1506-10-010 10 £6.00 56.10
wevanue: Bce paimepul, npeocmasiennvie 6 mabauye Note: All the dimensions listed in table are expressed in
UNCCHYE 6 MM, eCAU HE YKA3aNo Opy2oe. mm, unless otherwise specified.
bBHHE MATEPHAJIBI MAIN MATERIALS
IHMEHOBAHNE Msrepuan MH Name Material of MD
nALILY CBepXBHICOKOMONEKYNRPHbLIA Tibial insert LTRA HIGH MOLECULAR
HansHuIA jronuatinen, (AOX) IGHT POLYETHYLENE,
JlnToM # kob: (AOX)
,‘“0"'”"“ MTO ym:ﬁponuu " aner- Tibial base Cast carbon cobalt-chromium-
HatbHbI xpom-monnbaeHoBLIl Crias molybdenum alloy
AKOBKA PACKAGING
RAHA, HITOTOBNEHHHE H3 NOJHITH/ICHA Polyethylene components,

®KOBKa COCTOMT W3 naketa #3 GOALIY H BHEUWHEro
~ CTEpHOTO KOHTERAEPA C KPHIWKOH TyVeK JUTR GOCCICIEHUN |
mabHOCTH. Bamcrepsas  ynakosxa NOMEMIAIOLTCA B
1oHnyl0  kopoGKy C uHCTpyxuded NO npUMEHEHHIO.
{TPYKUMS HA DYCCKOM A3bIKC HAXOAMTCA HA BHeLuueh
'e6m~enscuoii YNaKoBKe.

©AHA, UITOTOBRCHHDIE H3 METANa

1eNHA, HITOTOBACHHLIE W3 METANNA, NOMEWAIOTCE MEKAY
MEXTOPaMH H YNaKOBBLIBAIOTCA BO BHYTPEHHHA W BHEIHNH
crep ¢ kpoikoli Tyvek. 3arem Gnuctepuyio ynakosxy
€UIAOT B KAPTOHHYI0 KOpoOKy C HHCTpYKuHeH 1o
nnyarauny. UHCTPYKIKA HA PYCCKOM A3BIKE HAXOAHTCR Ha

The packaging systems consists of a foil pouch and outer

blister package is then placed in a folding carton with the
Instructions for use. Instructions for use in Russian
language is located on the outer users package.

Metal components,

The metal components are placed together with protective
inserts and packaged in an inner and outer blister with a
Tyvek lid. The blister package is then placed in a folding
carton with the instructions for use. instructions for use in
Russian language is located on the outer users package.

wHelt notpeGuTenLekoll YNakoske.
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IDOPMAILIHA O HATHYHH JEKAPCTBEHHRIX
EMAPATOB M (MJIH) ®APMAILIEBTHYECKHX
BCTAHLIHH, MATEPHAJIOB )XHBOTHOT'O HWJIH
JOBEMECKOI'O MPOHCXOXKAEHHA

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES, HUMAN OR
ANIMAL ORIGIN MATERIALS

MOEC MEAHUHHCKOS HINLNHE HE COREPIRHT NCKAPCTBERHBIX
ICTB, MATEPHATIOB XHBOTHOTO HAK YENOBLYECKOND
HCXOXKACHHA.

The device doesn’t contain any medicines, human or
animal origin materials.

POPMAIMA NO COBMECTHOMY INFORMATION ABOUT USE WITH OTHER
NOJB30OBAHHIO C APYTHMH H3AEJINAMHU PRODUCTS
Size | ATTUN | ATTUN | ATTUN ATTUNE Medialized
E E E Anatomic Patella
CR&PS CR&PS | CR&PS ATTUNE FB&RP Tibial Base Cemented AOX/
Femoral FB RP Cemented ATTUNE Medialized
' Tibial Tibial Dome Patella Cemented
Insent Insert AOX
| AOX | AOX
Ky [ 148 e
7 -§; % RS
o B t:{i ) "~
Pa3mep Size
’ Komnosent pemopanshnit ATTUNE ATTUNE CR&PS Femoral

Brraasiy THGuansusit ATTUNE, ¢pukcuposanHbiii ¢
coxpaHenneM saguelt kpectoobpastoii ceaskn AOX u
C 3aMeuieHHeM 3aanelt xpectoobpasnoll cansku AOX

ATTUNE CR&PS FB Tibial Insert AOX

Bxnageis THGHansAbit ATTUNE, tTHOnanenbii
POTaLHOHHBIH ¢ coxparetHem 3aasnell kpecTooOpasHoH
cea3kH AOX u ¢ 3amemennen saanelt kpecroobpasznolt
cemxu AOX

ATTUNE CR&PS RP Tibial Insert AOX

Komnonent tubuanviuiii ATTUNE
duxcHpoBaHHLI/POTAUNOHHLI! LEMEHTHPYEMbIH

ATTUNE FB&RP Tibial Base Cemented

HaakoneHHHK MeananbHBii aHaToMueckuil,
uemertupyemsisi AOX

ATTUNE Medialized Anatomic Patella Cemented
AOX

HagxoneHHHx MeAHANbHbIH Kynonoobpasubiit,
| uemenTHpyemsiii AOX

ATTUNE Medialized Dome Patella Cemented
AOX

LUsera* Colours*
Pososntii Pink
TeMHO-CHHHA Dark Blue
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Cepuiit Grey
Yepuuidi Black
3enenni Green
Kentuh Yellow
Coevno-cHHnHA Light Blue
Kpactuili Red
Ouoneropuilf Purple
Kopuunesniil Brown

£T2a, yKalaHHuie B JaHHOH Tabnutte, a TaK xe Ha norpeﬁu'rem.‘cxoﬁ ynakoBke chyxar aia Gonee ynoGroi
RAH3aUHH BLIGUPAEMOro NPOXYKTE, UBETOBAN KOAHPOBKA HE HAHOCHTCA Ha H3AeAue.
Xors indicated in the table and on the package are referenced for more convenient visualization only of the product, color

ing is not on the product.

Higenua cosmectumul ¢ fiporessl ToTasbHLIE
xoaeanwe ATTUNE

Devices compatible with ATTUNE knee implants

Koctueihl uemesT ana onepauni no

2017 roga

smponporesnposannio, PY 2008/02531 ot 18 wiona

2017

Bone cements for endoprosthesing surgeries,
registration certificate 2008/02531 dated July 18,

WIHCTpyMEHTBI INA YCTAHOBKH 1IPOTE308 TOTANbLHLIX

ATTUNE total knee prosthesis instruments,

konennix ATTUNE, npoussoaurens DePuy (Ireland) | manufacrured by DePuy (Ireland)
0K TrOGHOCTH SHELF LIFE
: NOAKITHACHOBbIE KOMNOHENTH UMeIoT cpok roanoctn 5 | All polyethylene componeats of Prostheses have 5 years
. shelf life.
' KOMIIOHEHTBI, HITOTOBNEHHBIE H3 METANNA, HMEKT CPOK All components of Prostheses which are manufactured
woctH 10 ner. from metal have 10 years shelf life.
JOBHA NPEMEHEHHA/IKCILIYATALIHH CONDITIONS OF USAGE

AHNUHCKOrO H3REIUSA

oducts must be used in Time/ Cpok Minimum and Minimum and maximum Minimum and
aditions equial to storage maximum humidity / MuHHManeHaa | maxinwm
quirements / U3genna temperature MaKcHManbHas enakHocT, | pressure/
VKB HCNOAB3OBATHCA B /Munnmansias H MHHHMAIBHOE 1
JIOBHAX COTIACHO MAXCHMANLHAR :m‘;:mz
BAHHAM K XPAHEHHIO TeMmneparypa nasnene
wg term Storage/ Per product shelf | 20°Ct030°C 20-80% RH/ 86to 105 kPa/
JITOCPOMHOE XPAHEHHE life / Cornacno OTHOCHTENbHAR BraxHocTL | 86 a0 105 klla
YCTaHOBIEHHOMY
CPOKY FOAHOCTH

NNAHTATLI BO BPEMS IKCTIAYATAUHK YCTOR4HBL! K B03AcHCTBHIO KAMMATHYECKHX GAaKTOPOB ANR TEMNEPATYPHOMO
miMa o1 +32° a0 +42°C, BosaelcTanio Gronoruveckux xuaxocteh (kpoes). / During operation devices has to be
stant to the climatic factors for temperature regime from +32° to +42°C, to the effect of biological fluids
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JOBHA TPAHCIIOPTHPOBKM H XPAHEHHS

TRANSPORTATION AND STORAGE

CONDITIONS
Time/ Cpok Minimum and maximum | Minimum and Minimum and
temperature maximum humidity / maximum pressure /
/MunnmanbHas w MHHUMANbHAA Y MHHHMANLHOE H
MaKCHMaTbHAA MaKCHMABbLHAA MaKCHMaNbHOe
TeMnepaTypa BAQKHOCTD agmmochepnoe
AaBaeHue
ng term Storage/ | Per product shelf 20°Ct030°C/20°C |20-80%RH 86 to 105 kPa / 86 no
MrOCpouHoe life / Cornacxo a0 30°C /oTHOCHTEAILHAR 105 x[la
eHeHne YCTAHORACHHOMY BAOKHOCTH
CPOKY TOAHOCTH
ansportation / 72 hours/ yaca -29°Ct050°C/-29°C | Min 15-20% / Mnn 86 to 105 kPa/ 86 no
rsion data / ao 50°C 15 -20% 105 lla
BHCIOPTHPOBKA Maximum 85% /
MakcHmys 85%
ABHJIA YTHIIM3ALIHAV DISPOSAL CONDITIONS

KCNONL3OBAHHBIE W3IENHN, KOTPLIC HE HMENH KOHTAKTa C
TpeHREel cpeaolt, GHIOTHYECKHMMH KHAKOCTAMHK K KPOBLIO,
M YNCRE C HCTEKILHM CPOKOM NOAHOCTH H C NOBPEXKACHHON
KOBKOH, MNOANEKAT YTHAH3ZAUMH B COOTBETCTBHH C
sunaM ofpauenna GesonacHsix OTXOAOB, NMPHHATLIMKH B
WUMHCKHX  YYPEXKHEHUAX, MW B COOTBETCTBHH ¢
YAAPCTBEHHBIMH TPEGOBAHHAMN.

IORL30BAHHBIE M3ACHHA, KOTOpHIE HMENH KOHTAKT C
apernelt cpenoh, CHAOrHYECKHMH KHAKOCTAMH H KPOBbIO,

WeXxaT YTHIHAUMH 8 COOTBETCIBHH ¢  TNpABANAMH

AEHUS ONACHBIX OTXOA0B, NPHHATHIMH B MEAHUHHCKHX
CXACHHAX W B COOTBETCTBHH C TrOCYA2PCTBEHHLIMYU
HoBARRAMMA.

Unused products which had no contact with the internal
environment, biological liquids and blood, including those
which expired and with the damaged packing, are subject
to wutilization with rules according to the rules of non-
hazardous waste handling in medical institutions and
according to the state requirements.

The used products which had contact with the internal
environment, biological liquids and blood are subject to a
utiliation according to the rules of hazardous waste

121N EAaICal [AIC

i’E‘l EHb CTAHJIAPTOB LIST OF MAIN APPLICABLE STANDARDS

153p8HNE Onucanne Standard Description

aHAapTa name

o Heaxtnausie XHDYPruveckne ISO Inactive surgical implants. Implants for

1602:2010 HMMNJIAHTATHI. Hmnnanrarsl Ans 14602:2010 | osteosynthesis. Technical requirements

’ ocreocHrresa. Texnayeckne TpeGopanua

SENISO HeakTHBHBIE XHPYPrHYEeCKHE HMIIAHTATH BS EN 1SO | Non-active surgical implants - General

1630:2012 - OGmue TpeGosanna 14630:2012 _| requirements

$ ENISO HMMnnanTaTh XHpypruveckse HeaKTHBHbIC BS EN ISO | Non-active surgical implants - Joint

534:2009 - UMnnantathi AnA 3aMeHbl CYCTasos - 21534:2009 | replacement implants -  Particular
YacTHbic TpeGOBAHNKS Requirements

SENISO HUMnnanTtathl XHPYPruvecKue HEAKTHBHEIC BS EN ISO | Non-active surgical implants - Joint

536:2009 - UMAnaHTaTht RNA 3aMEHBI CYCTapos - 21536:2009 | replacement implants -  Specific
Yacthoie Tpebosawna - CneumanbHuie requirements for knee-joint replacement
TpeGoBanus K  uMORaHTATAM  JAR implants
NPOTE3UPOBANUA KORCHHOTO CYCTana

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




de

JENISO Meanunnckre wnanenus - Ilpumenenne | | | BS EN ISO { Medical devices - Application of risk
971:2012 MCHEXKMEHTa PHCKE K MERHUWHCKHM 14971:2012 | management to medical devices
H3RENHAM
$EN I1SO Hsnenua  MeanunHckwe - CHeTemu BS EN ISO | Medical devices - Quality management
485:2016 ynpapaesus kadectsoM - Cucremunie 13485:2016 | systems - Requirements for regulatory
TpeGosanna A uenel perynHpoBaHHs purposes
SEN 556- Crepunusaiys  MEAHUHHCKHX n3zennil - BS EN 556- | Sterilization of medical devices -
2001 TpeGoBaHA K MEAHUHHCKHM H3ACTHAM 1:2001 Requirements for medical devices to be
KATeropuH «CTepuasHuie» - Yacrs 1: designated °“STERILE" - Part |I:
TpeGoBaHnA K MCAHUWHHCKHM H3ACIHAM, Requirements for terminally sterilized
noexaHs QUHHLIHOA CTEPHANIAUNA. medical devices.
SENISO Ouenxa  GHonornueckoro  jeicTaua BS EN ISO | Biological evaluation of medical devices
993.1: 2010 | meanumHckux n3zenuht - Yacts 1: Ouenxa 10993-1: —Part |: Evaluation and testing
1 HCTIBITAHHS 2010
ISO OGes3apakHBaHue NpoAyKTOB BS EN ISO | Sterilization of health care products -
37-1: 2015 | sapasooxpanenus - Paanauua - Yacts 1: 11137-1: Radiation - Part 1: Requirements for
TpeGopanna k papaboTke, BAIHIAUNH H 2015 development, validation and routine
TEKYUICMY KORTPONIO npouecca control of a sterilization process for
CTEPHAH3ALHH MEAWLIHHCKHX HInenHH. medical devices.
SEN ISO Ob6e33apaxneaine NPoAYKTOB BS EN ISO | Sterilization of health care products -
1137-2:2015 | 3npaBooxpasenna - Pagwauns - Yacrs 2: 11137- Radiation - Part 2: Establishing the
YcranosnieHne cTepuansyioutell a03st. 2:2015 sterilization dose.
SENISO VNaKoeks  MEUMUHHCKHX  M3ACAHR, BS EN ISO Pack‘aging .fOI’ terminally. sterilized
1607-1:2010 | crepunnsyembix na apepiasouweh cragmu | | | 11607- medical devices Part 1: Requiremeats for
12014 npowssoacTsa - Yacts 1: TpeGosamus « | || 1:2010  (R) | materials, sterile bamrier systems and
matepranam, GapLepubiM cHcremam anx | | [ 2014 packaging systems
CTEPRANIAUMY H YTAKOBOUHBIM CHCTEMAM
_SENISO | Voaxcexa  uesmumsccux  wnenui, | | BS EN ISO ing _for teominally _sterilized
1607-2:2006 | crepranayembix Ha 3asepuwarowedi craann | | | $1607- medical devices Part 2: Validation
1) 2014 nponssoacTsa - Yacte 2: TpeGopauna x | | [ 2:2006  (R) | requirements for forming, scaling and
BanupauMs mpoueccos dopmuposanns, | || 2084 assembly processes
repmeTHaunn 1 cGopku - -
' ENISO Hndopmatus, nonrorasamsaemas | | | BS EN | Information supplicd by the manufacturer
607-2:2006 | usrotonTenem MemuLHCKHX HARENHH 1041:2008 | of medical devices
) 2013 (R) 2013
0 15223- Waneans meauunnckne - Cumeons, | || 1SO 15223- | Medical devices - Symbols to be used
20'6 "p""enne“ue npn Mapknpom“" Ha 122016 With mt.llcal deVice Iaul?, lml‘ng aﬂd
METHUMHCKHX H3JENHAX, STHKETKAX W B information to be supplied - Part 1:
CONPOBONKTENEHOR  NOKYMEHTALMH - General fequirements AMENDMENT 1| -
YacTe 1: O6mme  TpeGosanus First Addition
MONPABKA 1 - [epsoe aononxeune
SEN ISO Ouenxa  Gnonoruueckoro  aeficrena | | | BS EN 1SO | Biological evaluation of medical devices
0993-1:2000 | meanuuucknx wizennh - Yacts 1: Ouenxa | | | 10993- - Part 1: Evaluation and testing within a
H WCOWTONHS B PEMKAX  fpouecca 1:2009 risk management process
YIIDABNEHHA PHCKOM —
SISO Wmanantati ana xupypruw. Totanshsie | || BS ISO | Implamts for surgery. .Total knee-joint
$879-1: 2000 | nporesnt KOMCHHORO cycrasa. 14879-1: prosthe.ms. Determ_ln_mon of endurance
Onpenenense  npousocTHsix  kauects | | | 2000 properties of knee tibial trays
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Gonsiebepuosuix xenobos
NpOTE3NPOBAHHA KONIEHHONO CYCTasa

Ana

EN ISO HCNbITAHHR KIHHHYECKHE MEAHUMHCKHX BS EN ISO | Clinical investigation of medical devices

155:2011 n3genu®t ana moael - Hapnexawan 14155:2011 | for human subjects — Good clinical
xnurryeckan npaktika - CORR practice - CORR

'AHTHA WARRANTY

w3BoAKHTENRb HE GepeT Ha cebA HMKAKRX AOMOMHHTEALHBIX
HTHHHLX 06A3aTeNLCTB, 32 HCKNIOYEHHEM TEX, KOTOphie

AMYECKH YTBEPKACHI.

The manufacturer does not assume any additional warranty
obligations, except those that are legally approved.

DH3BOAHTEJL PAZPABOTYNK MANUFACTURER/DEVELOPER
sy (Ireland) DePuy (Ireland)
ghbeg, Ringaskiddy, Co. Cork, Ireland, Apnanaus Loughbeg, Ringaskiddy, Co. Cork, Ireland, Hmawma
0JJHOMOYEHHBIH NNPEJCTABHTEJb AUTHORIZED REPRESENTATIVE
) BOAUTEJA HA TEPPHTOPHHA MANUFACTURER ON THE TERRITORY OF 'I'HE
El?:cxon OEREPAIIHH RUSSIAN FEDERATION
¢ orpanuyenHoii oteeTcTBEHHOCTbIO («Ikoncor & | Limited Liability Company Johnson & Johason (Johnson
MHCOH®) & Johnson, LLC)
614, Pocchiickan ®enepauns, r. Mocksa, yi1. Kpunarckan, | 17, Krylatskaya St., Building 2, Moscow, Russian
1, xopn. 2 Federation, 121614
+7(495) 58077 77, Tel: + 7 (495) 58077 77;

£+ 7(495) 58078 78

i
N ical- SINJ.c

Fax: +7 (495) 580 78 78

v
-JNJRU-Medical- ITS.JNJ

NEHH}I CHMBOJIOB, VYKA3ZAHHBIX HA
IAKOBKE
MCHHA CHMBOJIOB, YK838HHLIX HA YIIaKOBKE

INTERPRETATION OF SYMBOLS USED ON THE
PACKAGE
Interpretation of symbols used on the package

T OMEp U RATANOTS r
REF ’ REF
M. Hara usroroaneuus (IMTT-MM- vvyv.mm.pp | Date of Manufacture (YYYY-
] vva00 o | MM-DD)
Wcnonb3osats zo (MTT-MM- Use by (YYYY-MM-DD)
YYYY-MM-DD |nm) YYYY-MM-DD
PannaunonHas CTepHURHIALHA Sterilized using irradiation
(STERLE[R ISTERLE[R
® 3anper Ha nNosTOpHOE Do not reuse
npUMeHeHHe
c Octopoxuo Caution
Llemextupyemeiit Cemented
AHTHOKCHAAHTHH I NOAWITHACH Antioxidant Polyethylene
Kynon Dome
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KonnuecTso

Caenano B

[QTY]
Size

Paimep

B cootsercTeuH ¢ GeacpansbHbLIM
sakononarenscTeoM (CLIA) 310
n3aenue Moxer OuiTh npoaao
TONLKO BPAYy HIH NO

[.m Number of Units
—
[Se] [
LY 4
Federal Law (United States of

 [Bconh/

America) restricts this Device to
sale by, or on the order of a

physician.

HA3HAYEHHIO Bpaya
OO6paTHTECH K MHCTPYKUHH NO Consult instructions for use
IKCNNYATALINH E[ﬂ
IpoussoauTens I Manufacturer
Koa naptiu Batch code
LOT
He crepuan3opath NOBTOPHO @ Do not re-sterilize
Yaansute nocne HMIaKkuHH . Remove after tray impaction
d s
E,wu [Mpoussoaurens ykasaH na For recopuised menviscuwer] FOT recognized manufacturer,
to praduct iabel ITHKETKE sofer to productlabel refer to product label

He ncnoas3osats npy Do not use if package is damaged

@ NOBPEXACHHH YNAKOBKH

MATL Marepuan MATL Material

PE TMonuaTunen PE Polyethylene
HOWPE CBepXBLICOKOMONEKYNAPHBIA HIOWPE Ultra High Molecularweight
v NOAHITUIEH v Polyethylene :

Co-Cr Jluroli yraeponnui kobanbT- Co-Cr Cast carbon cobalt-chromium-
xpom-mMonubaeHossifl cnnas molybdenum alloy :

C? Esponefickoe cooTeTcCTBHE Cz European Conformity

0086 S . -
Npeacrasutens 8 CLLA US Representative
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Addendum | of ATTUNE Total Knee Prostheses (Rotating Platform) Instructions for Use / Tpunoxenne 1 x
HHCTPYKLHE 1O NPHMEHEHHIO Ha MEAHIMHCKOE H3aeane TTpoTessi TOTanbHbIE KoneHHbE Attune (PoTaunonnuie)
Addendum | contains more accurate interpretation for the potential risk of use of ATTUNE Total Knee Prostheses
as addition to paragraph MD classification/ fipunomenne | conepuur Gonee Touny10 GopMynsposKy AR Knacca

AOTEHUMANBLHOMO pHCKA NprMchenns TIporesos ToTanbhsix xoncHHwx ATTUNE » nonoancune s nynkry
Knacchpuxauma MEAHUMHCKOTO HILCAHR

KnaccHPAKamsn MeANTNHCKOTO WIREAHR MD classification

YioMasyToie Bhilne MeaHUBHCKUe wanenns | The sbove mentioned medical devices have been classified
wiacchPuUMpyloTC  Kax  w3sgenua  knacea 3 b | asclass Il devices in accordance with Commission Directive
cooteercran ¢ Jinpexrunoll Komucchn 2005/SOVEC ot | 2005/SO0/EC of 11 August 2005 by way of derogation from
11 aerycra 2005 ayrem orcrynacuws ov nipasuna 8 | Annex IX Rule 8 of the European Medical Device Dirctive
f’ Mpunoxenna IX & Esponeiicxoli aupextuse wa | 93/42EEC of 14 June 1993, as amended by Evoropcan
MeANUBHCRNE winenns 93/42/EEC ot 14 wioun 1993 | Directive 2007/47/EC of 05 September 2007,

roAt ¢ monpabkamm, Buecennsivi  Esponelicxol | Based on the Order of Ministry of Health of the Russian
anpextusol 2007/47/EC or 0S cenvaGps 2007 roas. Federation Nedn from Juoe 6%, 2012, the above mentioned
B coorectcrann ¢ [puxasow  Mmwucrepctaa | medical devices belong to class 2b.

sapasooxpanenns Pocenbickoli Gegepawsin Nedu or 6
moks 2012 1. BUWEYNOMARYTEIE HIACHHS OTHOCATCA X
| knaccy 26.

Signed in England on behalf of DePuy (Ireland),

. Y (Signaure) .ﬁh)nnbm_wate)

Nicola Keedy atory Affairs Associate Direclor
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Tlepesod ¢ an2auiicko20 A3LIKA HA PYCCKIUT AIVIK

<Jlorotun: «Jlelsio» (DePuy)

'pynna xomnanu#t «Ixoncon & Jxoucon>

HHCTPYKIIAA IO IPHUMEHEHHIO

Iporess: roranpabie koneanbie ATTUNE (Poraunonnsie)/
ATTUNE Total Knee Prostheses (Rotating Platform)

COT'JIACOBAHO
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03.04.2019
Jars ALMM.ITTT
<NOANHCAHO>
Moanwcs
2019.
<Kpyrnas neuats: [leuats HoTapnyca;
Horapuyc; LLitar Unanana>
TEPE3A A. OBEPJIHH
Oxpyr Kocunacko
Cpok aelicTaus Moeli 1HUEHINN HCTEKaET
21 cenvalps 2022 ropa>
<NOANHCAND>

<Haanucs ot pyxn: 09 anpeaz 2019 200a>




Tlepesod dannozo mexcma evinoaner nepesoduuxom Kpanrunvim Jenucom Anexcanoposuiem

-v»su < aan

| nop,nncb]
Poccnﬁcns Oenepamms

Fopoa Mocxsa.

JBanuaToro SHBAPS ABE THICEIH ABAANATONO rOAs.
S, Tipoxomenxosa Encwa Esrembesxa, Hotapuyc ropoga MocCksil, CBHASTENLCTBYIO
NOATHHHOCTE NOANKCH Nepeponunka Kpanmkna Jlennca AneKkcanapoBava.

Toanuce caenaHa B MOEM HPHCYTCTBHH.

JivaHoCTH NOANKUCABIIETO JOKYMEHT YCTAHOBJICHA.

Sapernctpuposano B peectpe: Ne 21/86-1/77-2020- //‘W

B3rickano rocysapctsenHo# nonvnas (oo Tapudy): 100 py6. 00 kon.
Vinadeso 3a ORasaHHE YCAYT MPaBoBOTO K TEXHHUECKOro Xapakrepa: 300 py6. 00 xom.

w e 5B [TpoxomeHkora

fﬁesw-m%—
[_Homawyca

TMpomnAyposano, IPOHYMEPOBAHO H mnl.no TICUATEIO _Q&mcr(-a,-on).
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