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Carefully read all InSlructlons and be familiar wllh the surgical
t.c~nlqua. prior to uso:
Ductlpllon:
The Merll Healthcara.' Opulent'" Total Knee Syatam I••• ystem of
compon..,ta 'nl..,dod 10 r.plac. l~e femoral, IIbl., and paleII.
articular &urlac:esof the knee jOint.Components ere avanable in many
styles and sizefl and are manufactured from various typae of metals
and non-molalilcmatarials, The dlfferenl product categorieslncludo,
I, FemoralKnoa ComponontPS 80 CR(LofI&Rlght),
2_ Tibial Basa~.te,
3_ Tibial Llner PS& CR/AII Poly (Tibialbase plate+Tiblaillnsr),
4, Patellar component.
Tha componenl styte, 5Izo, compallblllly, and speclne oomponent
material Is provided on Iho O\Jlsld. carlon label, All Implanlable
components 8ro designed for single use only.

2. PnoduCfS.I.cUonInform.llon:

"

Appropriate matching of the ocmponentawill occur when the articular
component I. malchod to the femoral componenl (by lotter size
de.'gnatlon snd consl"'inl style) and to the tibial ba.. (by numerical
sizedesignalion), For example a size 81.2 PS (Po.teriar Stabilized)
articular componenl i. appropriately matched 10a size B PI (emoral
component and Illther a .Ize 1 or size 2 tibial ba"" plale, Mismalching
may reauilin poor 8urfaoo contact and produco pain, docrease wear
ro,'st."co, produae Instability of the Implanl. or otherwise reduce
Implant lifo,
Useonly insllumanlo and trial. speoificslly designed for usawith Ihese
devlcea to help ensure sewrale ."rglcallmplomentation, soft tls.ue
balanCing,and evaluationof knee funcUon,
Selections between the various sizes and optlons are maHers of
physician dlSCielion,

3, IndlcoUon.:
Severo knee lolnl pain, loss of mobility, .IId disability due 10:
rheumalold arthritil, osleoarthritls, lraumatlc _rlhrills, polyarthritis
Correc.:tlonofful'lt.1Ionaldefonnltles.
Post·traumatic loss of knee jolnl contour, particularly when there is
patellofemoralerosion, dysfunction,or prior patellectomy,
Mcderet8valgua, varYa, ortlexlon trauma.
KneefraClures untreatable byother methods.
Revision surgery where sufficient bone stock and soft tissue Integrity
arepresent.

4, Conlrl/ndlcltfon.:
History of Infection In Ihe affected lolnllhat may affoct the funetlonof
thelmplanled proslhetlc_
Possibilffy formelalsensltivity reacUons,
Les. Ihon opllmel bono slack on femoral or IIblel .urf,ca. resulting
from ahistory of disease, Infactlon, or prior .urglcal procodure. which
.. nnot provideadequale supportforthalmplontsllon,
Compromised skelelal bonequailly,
N.uropalhic dlseaselhatadver •• 'y alfect. the pro.,hetlc lolnt.
OSteoporosis or d.1lcfency of musculature that compromises the
affected 11mb,

• Paln·froo and 5tabl. arthrodesis Inan adequale functional position
In....bI.knee joint .econdary tonegaUvecollateral ligament integrity,
T~e condlUons Ilk. obellty or overweight, acllvo .po~s particlpelion
and high levII. of pallent actlvlly tend to Impo•• ,avera loadingon tho
aflected e><lr.mlty,theraby placing tha pall.nt at higher riak lor falluro
oftha knee Implant.
Noll: WHO (World Health Organization) doflno. "ovorwelght' a••
BMI (Bodym••• 'ndox) gr.olerthan or oqual to 25, and "obo.'ty" as a
BMIgrealor than or equal to 30,
Pre.,ullono:5,
Before clinical use, tho surgeon should IhOt'O\Jghlyundersland all
aspects of the surgical procadure and Ihe limitations 01tho product
PaUon... ,,"ould also bo Instructed on Ih. limitations of Iho product.
Including bul not limited to, the impael of patlont walght and activity,
andbe taught to govern thlllr actlvity eccordlngly
The prosthesis will nol lesloro functions to the lovol e.peeled wllh
nonnal healthy bone, and the patient shouldt"mper theil expeclatlons
to al1lallsllc ,••• 1.

--I
All with .11 prosthetic Implants, Ihe durablilly of the components Is
aflaet.d by nume",us biologiC, blomac~nlcal, and othor, exlamal
facta,. which can limn "'air service life, Adherence 10the Indication.,
contraindication., precautions, and warning. (or this product Is
.8Ienl'al for maximizings.rvlcelifl,
AdV..... EJr•• f.:
Long larm swelling or Infecllon,
Nolmprovemonllnranga ofmotion,
Neuropathic disorders,
Dislocallons, ban. fractures, and/orjOlnllnBtablllty,
Per IIteratu,o, thor. Is achance that wear of polyethylene ccrnponents
may ro.ult Inbon. rosorption, loo.onlng, and relatad Infecllon,
Possibility formelols.nslUvlty ,eactlons,
Venous thrombosis.
Prolonged and oxcessiveJointpeln andlor Inflammallon,
A_Uc looseningollmplant.

7, W.rnlng':

•

8,

•
•
•

This dovlcol.lntanded for cemantaduse only,
This device is for single patienl use only, Reus. can polentially
oomprornls. devloa performance and pallent .afaty, If prosthesis I.
reused I there arechances of lnfectlon, loosening or revision surgery,
Dlscerd all damagedImplanls.
Polished boarlngar"'" mustnal como Inoontactwllh hardor abreslve
surfaces.
Be.rlng .reas musl be f",e of debris andclean prior 10assembly,
Contouring or bendIng of the implant may reduce its fatigue strength
and cause premature failur. under load,
AJI-polye1hyloneUblal bass plata. should ba limited to use In low
demand (I,a_modest weight, activity level) patlant. with good bone
quality,
Raturn oil paCkageswith flaws Inthe .'onla barrlar to tho suppllor, Do
"otr9~5terlllz•.

e, M.horf.,,,
All of themalorlal. usod IntheM.rli Heallhear•• ' Opulent" Total Knee
System meet appilcableASTM /ISO slandards as given Inbelow table
The Opulent'" Total Knee System has nol been evalUated for safety
and oompatibility In the MR environment. The Opulent'" Total KnGe
System has nol been tested for healing or migration In the MR
envfronment,

Component "aterl.,G,.d. ASTflllISO

FemorAl CobaltChromium ASTMF15, '21
l1101ybdeinum· ISO5832• ':2()1.
BUMIMaterial
nNbN • Coating Matert.1

TIbial Suo Plato Cobalt Chromium ASrM F1S·12/
moloybdenum. ISO 5832• 4:201~
ease Materiaf
nNbN - Coatin" Mat.erill

nblalU""r (MetalSack) Highly Crosslinked AsrM F2896·12
UHMIWEb:sndedw~h
V~am'nE (E-CIMA)

UHMW·PE (GUR·1020) F848/IS05IJ3<'4

TIbialLI... rAlI Po>y H;ghly Crossl!nlc:ed AsrM F2895·,2
UHMWPE blondQd whh
WamlnE(E-CIMA)

UHMW.PE IGUR. 1020) Ffloi8/1S0583<O·4

Palella Highly Crasallnked ASTMF2695·12
UHMWPEbl..,aodw"h
V..mln E(E·CIMA)

UHt.',W·PE (GUR· t020) F 848IIS0 511"'·,

" SI.rtll.. llon:
AJllmpl8nta .'" INpplled slorllo In protocUvopackaging to • Sierility
Assurance Lovel (SAl) of 10' using Elhylene oxide or G_rm,a
Irradlallon,
The rnethod at sterillzallon 15providedon Ihe oulslde carton label,

•

I L

I
Tho pockaglng of all lterllo producl. Ihould b. Inlplcted lor flaw. In
the Ilerllo berrler bafora opanlng, In Ihe Ivenl of 8uch a flaw, the
product must be retumed non·.lenlo, Trial components should be
used to avoid having toopenany aspectof the .Ierlle packageprlClf 10
the oomponenlU"",
Car.should be laken to pravei1lcontamlnaUonof the component In
the avenl ofcontamln.~on, thl, productshouldbe dlscerded,
If ll1epackage Is opened, but lhe product I. not used, the oomponent
.hO\Jldnot be re·.terifized and shouldb. discarded or retumed to the
supplier,

10 PorllnIGuld.n •• :
The probablllty of resulting con'j)llcalians and/or failure oflolal kneo
prostheses Is Increased in cases where the patient's physical and
medical presentallon (o,g, wolght, or othor dl•• asa5)I, • detrlmenl.
the patJent'sfunctional outcome goals are abovewhat Is reasonably
aHalnable, Ihe pallenl'. oxpoctallona for knee Joint funetlon are
unreallsllc, andlor Ihepallenl's engagesIn ., ••• Ihan optmal level of
rehabllltaUonposl·surgery, Exce.slve phySicalactlvky and Injury can
resull In loosening, wear, and/or fracture of the Mee Implant. The
pallent muol be Instrucled aboul all poaloperativ8 restrlCllone,
p.rticulelly lhass rol.ted 10occupational end aports activities and
.bout Ihe possibility ll1atIholmpl.nt or lis componentsmay woar oul.
fall, or need to be replaced, The Implant may nat, and Is not
guaranleed to lasllhe re.t of 1110 patlent'a IIf., Because pro!!lhatlc
joints are nol as strong, raliable, or durable as natural, healthy jOints,
all proslhetlc knBes msyn.ed tobe replacedat somepoint,

WARNING: THIS DEVICE IS INTENDED FOR CEMENTED USE ONLY,
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