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MEDACTA SHOULDER SYSTEM

CAUTION

For a U.S. specific package insert, please go to www.medacta.com or call toll free 800-901-7836.

SYMBOLS / SIMBOLI / PICTOGRAMMES / PIKTOGRAMME / PICTOGRAMAS / PICTOGRAMAS / PICTOGRAMMES /
EIKONOXYMBOAA

Do not reuse / Non riutilizzare / Niet hergebruiken / Nicht wiederverwenden / No reutilizable / Nao reutilizar / Ne pas réutiliser / Mnv enavaypnotgonoleite

Do not resterilize / Non risterilizzare / Niet resteriliseren / Bitte nicht re-sterilisieren / No resterilize / N&o resterilizar / Ne pas restériliser / Na punv anootelpw8et
gava

Caution, read the accompanying documents / Attenzione, consultare i documenti di accompagnamento / Opgelet, raadpleeg de bijgeleverde documenten /
Achtung, Begleitdokumente beachten / Atencidn, consulte los documentos que se acompafian / Atengado, consultar os documentos de acompanhamento /
Attention, consulter les documents d'accompagnement / [pocoxr), CUUBOUAEUTELTE TA OUVOSELTIKA EYYPAPQ

= B>®

Consult instructions for use / Consultare le istruzioni di utilizzo / Gebruiksaanwijzing / Bitte lesen Sie die Gebrauchsanweisung / Consulte las Instrucciones antes
de su uso / Consulte as instrucgbes de uso / Consultez les instructions d'utilisation / 0dnyieg xprnong

\,
ZIN

Do not expose to sunlight / Non esporre alla luce del sole / Niet blootstellen aan zonlicht / Vor Sonnenlicht schiitzen / No exponer a la luz solar / Nao expor a luz
solar / Ne pas exposer a la lumiére du soleil / Mnv ekB€TeTe o€ NALAKO WG

Store in a dry place / Conservare in luogo asciutto / Droog bewaren / Trocken aufbewahren / Conservar en lugar seco / Conservar em local seco / Conserver au
sec / DUNACOETE OE ENPO XWPO

Do not use if package is damaged / Non utilizzare se la confezione & danneggiata / Niet gebruiken als verpakking beschadigd is / Bitte nicht verwenden, falls
Verpackung beschadigt ist / No utilice si el envoltorio esta dafiado / Nao utilizar se a embalagem estiver violada / Ne pas utiliser si l'emballage est abimé / Na pnv
XpnotporonBel edv n cuokeuaota eivat KATeoTpapevn

Use by / Utilizzare entro il / Te gebruiken voor / Zu verwenden bis / Utilizar antes de / A utilizar antes de / A utiliser avant / Huepopnvia Angng

Lot number / Numero di lotto / Nummer van de partij / Waren-Lot-Nummer / Nimero de lote / Nimero de lote / Numéro de lot / AptBuog mapTidag

Reference number / Riferimento commerciale / Handelsreferentie / Referenznummer / Numero de Referencia / Referéncia comercial / Référence commerciale /
NoUpepo napanopmng

Sterilized with ethylene oxide / Sterilizzato con ossido di etilene / Gesteriliseerd met ethyleenoxide / Ethylenoxid-sterilisiert / Esterilizado con 6xido de etileno /
Esterilizado com dxido de etileno / Stérilisé a I'oxyde d'éthyléne / AnooTelpwpévo pe oEeidLo Tou alBuleviou

Sterilized by irradiation / Sterilizzato mediante irradiazione / Gesteriliseerd door doorstraling / Sterilisiert durch Bestrahlung / Esterilizado por irradiacién /
Esterilizado por irradiagéo / Stérilisé par irradiation / AmooTelpwlEVO pe akTivoBoAia

MR Unsafe / Non sicuro per RM / MR onveilig / MR ungeeignet / Inseguro RM / N&o seguro para RM / MR non sécurisé / Mn ac(palég oTnv JayvnTLKr Topoypapia

E® [ [ g EI0 ®©*

Manufacturer / Produttore / Fabrikant / Hersteller / Fabricante / Fabricante / Fabricant / KataokeuaoTtng

A

0

Double sterile barrier system /Sistema a Doppia Barriera Sterile/ Dubbele steriele verpakking/ Doppeltes steriles Barrieresystem/ Sistema de doble barrera estéril/
Sistema de Dupla Barreira Estéril/ Systéeme a barriére stérile double/ Z0oTnpa dumhov oTeipou epmodiou
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ENGLISH: MEDACTA SHOULDER SYSTEM - INSTRUCTIONS FOR USE

Important notice: the device(s) can be prescribed and implanted only by a doctor legally authorized to perform this
type of surgery.

1. GENERAL

Before any surgery, the surgeon must be familiar with the sales product literature and operative technique and must
carefully read these instructions for use. Patient selection is as important as implant placement or positioning.
Overweight patients or unsuitable functional requirements may generate exceptional stresses and reduce the implant
life. The warnings must be heeded, and the instructions for use must be strictly followed

2. PRODUCT DESCRIPTION

These instructions for use are intended for all the products described here below.
Medacta®'s product description - Anatomic

Medacta® shoulder products used in anatomic configuration are:

e Humeral diaphysis (cementless and cemented) to be used in hemi or total shoulder arthroplasty, for primary or
revision surgery

e Stemless humeral metaphysis (cementless) to be used in hemi or total shoulder arthroplasty, for primary surgery

e  Humeral anatomical metaphysis (cementless and cemented) to be used in hemi or total shoulder arthroplasty,
for primary or revision surgery

e Humeral stem screw to be used in hemi or total shoulder arthroplasty, for primary or revision surgery

e Double eccenter to be used in hemi or total shoulder arthroplasty, for primary or revision surgery

e Stemless double eccenter to be used in hemi or total shoulder arthroplasty, for primary surgery

e Metal humeral head to be used in hemi or total shoulder arthroplasty, for primary or revision surgery

e Double eccenter/reverse metaphysis screw to be used in hemi or total shoulder arthroplasty, for primary or
revision surgery

e Stemless double eccenter screw to be used in hemi or total shoulder arthroplasty, for primary surgery

e Cemented glenoid component to be used in total shoulder arthroplasty, for primary or revision surgery

Medacta®'s product description - Reverse

Medacta® shoulder products used in reverse configuration are:

e Humeral diaphysis (cementless and cemented) to be used in total shoulder arthroplasty, for primary or revision
surgery

e Humeral reverse metaphysis to be used in total shoulder arthroplasty, for primary or revision surgery

e Humeral reverse liner to be used in total shoulder arthroplasty, for primary or revision surgery

e Glenoid components (baseplate, polyaxial screws, glenosphere, glenosphere screw, Glenoid Reconstruction
System central screw (optional)) to be used in total shoulder arthroplasty, for primary or revision surgery

e Double eccenter/reverse metaphysis screw to be used in total shoulder arthroplasty, for primary or revision
surgery.

Total Shoulder Arthroplasty - Anatomic

A shoulder prosthesis designed for use in total shoulder arthroplasty in anatomic configuration consists of: a metallic
humeral diaphysis, a metallic humeral anatomical metaphysis, a humeral stem screw, a double eccenter, a metal
humeral head and a cemented glenoid component.

A stemless shoulder prosthesis designed for use in total shoulder arthroplasty in anatomic configuration consists of:
a metallic stemless humeral metaphysis, a double eccenter, a metal humeral head and a cemented glenoid
component.
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Total Shoulder Arthroplasty - Reverse

A shoulder prosthesis designed for use in total shoulder arthroplasty in reverse configuration consists of: a metallic
humeral diaphysis, a metallic humeral reverse metaphysis, a polyethylene liner, a metal glenosphere, polyaxial screws
and a glenoid baseplate. If using a Glenoid Reconstruction System baseplate, an optional central screw can be used
to provide additional compression to the glenoid implant.

3. INTENDED USE / INDICATIONS
Indications — Anatomic

The Anatomic Medacta Shoulder System is intended for use as a hemi or total shoulder replacement. It is a
single-use device for the reconstruction of the gleno-humeral joint in case of osteoarthritis, rheumatoid arthritis,
traumatic arthritis, avascular necrosis as well as complex fractures, post-traumatic malunion and revision of
failed arthroplasty in patients with an intact or reparable rotator cuff shoulder joint. The humeral components
are for cemented and cementless use.

The Medacta Anatomic Stemless Shoulder Prosthesis is indicated for primary partial or total shoulder
replacement in patients with an intact or reparable rotator cuff and a severe arthropathy. The humeral bone
quality has to be sufficient in order to support the cementless biological fixation of the stemless metaphysis.

Indications - Reverse

The Reverse Shoulder Prosthesis is indicated for treatment of humeral fractures and for primary or revision
total shoulder replacement in patients with a grossly rotator cuff deficient shoulder joint with severe arthropathy
or a previously failed joint replacement. The patient's joint must be anatomically and structurally suited to
receive the selected implant(s), and a functional deltoid muscle is necessary to use the device. The glenoid
baseplate is intended for cementless application with the addition of screws for fixation.

4. CONTRAINDICATIONS

Total joint replacement is contraindicated where there is:

e Local or systemic infection or sepsis

e Insufficient bone quality which may affect the stability of the implant

e Muscular, neurological, or vascular deficiencies, which compromise the affected extremity
e Any concomitant disease and dependence that might affect the implanted prosthesis

e Materials (metals, etc.) sensitivity or allergy

e loss of ligamentous structures

e Non-functional deltoid muscle

5. WARNINGS AND PRECAUTIONS

The success of the operation depends on compliance with the operative technigue supplied, and the proper use of
the dedicated instruments and specially designed for that range of implants.

The trial instrumentation must be used to confirm the choice of sizes and verify the functionality of the joint.
Malpositioning may reduce implant longevity and lead to early implant failure.

MRI Compatibility

Medacta implants have not been tested for heating, migration, or to determinate the specifications for conditional
status in the MR (magnetic resonance) environment. The safety of the implants in the MR environment is unknown,
and the scanning of patients who have the implant may result in patient injuries.

HA coated implants
HA-coated surfaces must not be implanted in contact with cement.

Cemented implants

It is essential to follow carefully the instructions for use provided by the cement manufacturer because cement
handling may influence the effectiveness of implant fixation. The use of Medacta® bone cement is strongly
recommended.
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6. MEDACTA INTERNATIONAL IMPLANTS

Medacta® International is not responsible for the use of its implant components in combination with a component
from another manufacturer (unless otherwise specified by Medacta® International in the surgical technique),
therefore we advise against such a use.

The components of a shoulder prosthesis should never be reimplanted. While an implant may appear undamaged,
microscopic imperfections may occur and cause implant failure. The operating surgeon must be aware that even a
very small superficial damage, caused for instance by a sharp tool or electrocautering, can have an influence on the
endurance of the device and can lead to fracture.

Always use a trial prosthesis for trial purposes. Never adapt or alter trial prostheses.

UHMWPE implants should be stored for at least three hours at 20°C (+/- 3°C) before the operation. Th e surfaces of
the articulated components must be cleaned and dried before reduction. A reliable seating is only possible when both
surfaces are completely intact.

Medacta® shoulder products are non-pyrogenic.

7. RISKFACTORS

The following risk factors, individually or together, may result in poor clinical outcomes:
e Strenuous physical activities (active sports, heavy physical work)

e  Fretting of modular junctions

e Incorrect implant positioning

e Muscle deficiencies

e  Multiple joint disabilities

e Refusal to modify postoperative physical activities

e Patient history of infections or falls

e Systemic diseases and metabolic disorders

e Local or disseminated neoplastic diseases

e Drug therapies that adversely affect bone quality, healing, or resistance to infection
e Drug use or alcoholism

e Marked osteoporosis or osteomalacia

e Patient's resistance to disease generally weakened (HIV, tumour, infections)

e Severe deformity leading to impaired anchorage or improper positioning of implants

INSTRUCTIONS FOR USE

8. PREOPERATIVE PHASE

The surgeon should verify possible patient physical limitations and mental deficiencies and should also discuss with
the patient all the details of the procedure and prosthesis. The discussion should consider the limitations of the
procedure and the constraints imposed by the selected implant. The factors which could limit the performance and
stability of the implant, e.q. level of activity, should be set out to improve the patient's chances of avoiding
complications. The necessity of following the postoperative instructions given by the surgeon should be fully
understood by the patient. A stock of sterile implants of suitable sizes should be available and checked before surgery.

9. HANDLING

To avoid scratching or damaging the implants, the implants should be handled with the utmost care by qualified
personnel in an environment where conditions of hygiene are controlled. The implants should be kept in their
undamaged packages until needed for use. Do not use implants from opened packages, implants that are damaged,
or that are beyond their expiration date.

10. SURGICAL TECHNIQUE

The surgeon should be fully familiar with the surgical technique. Supplementary information about the surgical
techniques and products are available on request. Careful preoperative planning, based on X-rays, is essential. X-ray
templates are available for most implants.
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11. POSTOPERATIVE CARE AND FOLLOW-UP

The surgeon should caution the patient to control their level of activity and avoid excessive loads on the replaced joint
and make them aware of the precautions to be taken with regards to exercise, treatments and limitations on activities,
as well as avoiding exposure to magnetic fields. Periodic follow-up and X-rays are recommended to make
comparisons with the immediate postoperative condition and identify implant displacement, loosening, etc.
Excessive physical activity, and operated limb traumas may cause early failure of the arthroplasty through implant
displacement, fracture and/or wear. If the case occurs, it is necessary to place the patient under supervision, evaluate
the possible progression of the deterioration, and weigh the benefit of early revision.

ADVERSE EFFECTS AND COMPLICATIONS

12. GENERAL INFORMATIONS

Adverse effects that can occur in shoulder arthroplasty include.

e Loosening of the prosthetic components

e Prosthesis dislocation and instability

e Damage to the prosthetic implant

e Instability of the system because of inadequate soft tissue balancing
e Dissociation due to incorrect coupling of the devices

e Infection

e Local hypersensitivity

e Local pain

e Periprosthetic fractures

e Temporary or permanent nerve damage

e Fractures of the devices

e Excessive wear of UHMWPE components due to damaged articular surfaces or the presence of particles
e Additional surgery

Some adverse effects can ultimately lead to death.

General complications include:

e Venous thrombosis with/without pulmonary embolism
e Cardiovascular or pulmonary disturbances

e Haematomas

e Systemic allergic reactions

e Systemic pain

13. PACKAGING

All the implants are supplied in single-use individual packages. For components delivered sterile, the sterilization
method is indicated on the label. The expiration date and package integrity must be checked to ensure that sterility
of the contents has not been compromised. If the package is damaged, do not use the component. Do not resterilize.

14. INSTRUMENTS
Instruments are supplied non-sterile and must be cleaned and sterilized prior to use. Recommended cleaning,

decontamination and sterilization instructions are provided on www.medacta.com

15. STORAGE

The packages must be stored in a cool, dry place, away from light.

Last update: April 2021
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IJNIEYUEBAS CUCTEMA «MEJJAKTA» — MHCTPYKIUS I10 SKCITIIYATALIUN

Baxnoe 3ameuanue: uznenue (I/I3,HCJ'II/I}I) MOXKET OBITh Ha3HAYEHO U HUMIUTAHTUPOBAHO TOJIBKO BpadyoM, MMCIOIIUM 3aKOHHOEC

IIpaBO Ha BBIIIOJIHEHUC onepauI/n‘/’I TaKOI'O TUIIa.

1. OO0wmmue moJI0KeHUA

[epen mo6oii oneparyeil XUpypr NODKEH 03HAKOMUTHCS C PEKJIaAMHO-UH()OPMAMOHHBIMH MaTepHaIaMy O POAYKIUN
¥ TEXHUKOH OIepalyy, a Takke BHUMATENBHO INPOYMTATH HACTOSIIYI0 HHCTPYKLHUIO IO HMPUMEHEHHIO. BbIOOp
MAIMCHTOB TaK K€ BAaXKCH, KaK YCTaHOBKA WM NO3MIMOHUPOBAaHWE MMIUIAHTaTa. V30BITOUHBIN BEC MAIMEHTOB WIIN
HECOOTBETCTBUE (DYHKIIMOHAIBHBIM TPEOOBAaHHUAM MOTYT BBI3BATh YPE3BBIUAMHYIO HArPy3Ky M COKPATUTH CPOK CITy’KOBI
umInianTara. Heodxonmumo co0moaaTh Mephl IPe0CTOPOXKHOCTH U CTPOTO CJIEJ0BATh HHCTPYKIUSAM MO IIPUMEHEHUIO.

2. OnucaHue NMpoOAyKTAa

WNHcTpyKkiny no MpUMEHEHUIO MPeIHa3HaueHBI JIS BCEX MPOAYKTOB, ONMCAHHBIX HIDKE.
Onucanue npoaykra «MeaakTa» - AHATOMHYECKHIt

[Tneuessle nznenus «Megakray, UCIOIb3YeMbIe B aHATOMUYECKOW KOH(PUTYPALUH:

*  Jlnadwus miedeBoii kocTH (OECIIEMEHTHBIH U IEMEHTHPYEMBIi) JUTs KCIIOJIb30BaHMUS IPH TEMH- MJIH MOJHOM
SHAONPOTE3NPOBAHHH IIEYEBOT0 CYCTaBa, Al MEPBUYHON UM PEBU3UOHHON XUPYpPruH;

*  Meradus mieyeBoil KocTH (OeCleMeHTHBIH) 6e3 HOKKH AJIS UCIOJIb30BaHMUS PU TEMH- WU ITOJTHOM
SHJONIPOTE3UPOBAHUM IIJIEUEBOIO CYCTaBa, AJI IEPBUYHON XUPYypPruu

*  AHaTroMH4YecKHi MeTa(u3 IuIe4eBOr KOCTH (OECIEMEHTHBIA M IEMEHTHPYEMBIN) JUIS1 HCTIOIB30BAHUS IIPU TEMHU-
WY TIOJTHOM 3HAONPOTE3UPOBAHHUH ILIIEYEBOT0 CyCTaBa, Ul IEPBUYHON MM PEBU3UOHHOW XUPYPIruu

*  BuHT mie4eBoi HOXKKH JUIS UCTIOJIB30BaHMs IPH T€MU- HIIH MTOJHOM 3HIOMPOTE3NPOBAHUY MIIEUEBOTO CYCTaBa, A
NEPBUYHOM U PEBU3UOHHOM XUPYPIrUu

*  JIBOMHOM 3KCHEHTPHK 7Sl HCIOIb30BAaHUs MIPH FEMHU- UIIN TOJHOM SHIONPOTE3UPOBAHHUH ILIEYEBOTO CyCTaBa, AT
HNEPBUYHON WM PEBU3HOHHON XUpPyprun

*  JIBOWMHOI IKCLIEHTPHUK 0€3 HOXKKH JJIsl UCTIOJIb30BAHUSI IPU FeMHU- WM TTOJIHOM SHJIONPOTE3UPOBAHUH ILICUEBOTO
CyCTaBa, Ui NEPBUYHON XUPypruu

*  Meranmnnueckas rojJoBKa II€YEBON KOCTH JUIS UCTIONB30BaHUs IIPH F€MHU- WU MTOJIHOM SHIONPOTE3UPOBAHUU
IJIEYEBOT0 CyCTaBa, JIsl IEPBUYHON UM PEBU3HOHHON XUPYPTHUH.

*  BuHT ABOIHOrO 3KCLIEHTPHKA/PEBEPCUBHOTO MeTa(u3a AJsl UCTIOIb30BAHHS IIPU FEMHU- WIIN TTOJTHOM
9H/IONIPOTE3UPOBAHNH IUIEUEBOTO CYCTaBa, s IEPBUYHON WIM PEBU3UOHHON XUPYPIUU

*  BuHT 1aBOItHOTO 3KCIIEHTpHUKA 0€3 HOXXKH JUIS UCIIOIb30BaHMS IIPH T€MH- WU [TOJTHOM 3HJONPOTE3NPOBAHUN
IIEYEBOT0 CyCTaBa, sl IEPBUYHON XUPYPIHH.

*  IleMeHTUPYEMBIil [NIECHOUAHBII KOMIIOHEHT JUIsl TIOJTHOTO S9HAOIPOTE3UPOBAHNUS IIJIEUEBOT0 CYCTaBa, s
HNEPBUYHON MM PEBU3HOHHON XUPYPIrHH.

Onucanue npoaykra «Menakra» - PeBepcuBHbI

[IneueBsle m3aenus «MemakTay, HCTIONB3YEMbIE B pEBEPCUBHON KOHMDUTYpAIIUH:
e JInadwuz miaeueBoi KocTH (OECIEMEHTHBIH U IIEMEHTUPYEMBIii) AJIS TOJTHOTO 3HIONPOTE3UPOBAHHS TICYEBOTO CYCTaBa,
Ul IEPBUYHON MIIM PEBU3MOHHON XUPYPTruu

*  PeepcuBHEI MeTau3 MmIedeBoi KOCTH IS HCIIOJIb30BAHUS MIPH MOIHOM 3HAOIPOTE3NPOBAHUH IIIEUYCBOTO CyCTaBa IPH
MEPBUYHON WM PEBU3UOHHON XUPYprun

*  PeBepcHBHBII BKIIABIII IJIEYEBON KOCTH ISl TOTAJIBHOTO SHIONPOTE3MPOBAHUS [UIEYCBOTO CyCTaBa, ISl IIEPBUYHON HITH
PEBU3NOHHOW XUPYPIHH.

+  KoMmoHeHTH rireHOona (ONOpHAs IUIACTHHA, TOINAaKCHANbHBIE BHHTHI, TIeHocdepa, TIICHOC(EpHBIH BUHT, ICHTPaTbHBIH
BUHT CUCTEMBI PEKOHCTPYKLUH TJIEHON 1A (IOTIOTHUTEIBHO)) AT UCTIOIb30BAHUS IIPU TIOJIHOM SHIOMPOTE3NPOBAHUHI
IUIEYEBOTO CycTaBa, AJIs IEPBUYHON UM PEBU3HOHHON XUPYPrUU

*  BuHT ABOWMHOrO 9KCIEHTPHUKA/PEBEPCUBHOTO MeTadu3a A1 TOTAIBLHOTO 3HAONPOTE3NPOBAHMSI IIEUYEBOTO CYCTaBa,

MEePBUYHON WJIN PEBU3UOHHON XUPYPIHH.

IToanoe SHAOMPOTE3UPOBAHUC IIJICUECBOI'O CyCTaBa - aHATOMUYECKO€E

IlneueBoit mpoTe3, MperHa3HAYEHHBIM JUIsl TOJIHOTO SHIONPOTE3UPOBAHMS IIJICYEBOTO CYCTaBa, B aHATOMHYECKOM
KOH(HTypalMy COCTOUT U3: METAJUIMYECKOTO nuadu3a IIedyeBOl KOCTH, METAJUIMIECKOTO aHATOMUYECKOTr0 MeTadusa



IJICYEBOM KOCTHU, BHHTA IJII HOXKKH IUJICYEBOM KOCTH, JIBOMHOTO 3KCLEHTPHKA, METAJUIMYECKOW TOJIOBKH IUICUEBOM
KOCTH ¥ IEMEHTHPYEMOTO TJICHOUJTHOTO KOMIIOHEHTA.

IInedeBoii mpoTe3 6€3 HOXKKH, MPeAHA3HAYCHHBIN JJISI UCTIOIB30BAHUS TPU TTOJTHOM JHIOIPOTE3UPOBAHUHU TUICUYEBOTO
CyCTaBa, B aHATOMUYECKOW KOH(QUTYpAIMM COCTOMT H3: METAIUIMUECKOTO MeTadu3a IUieueBOW KOCTH 0€3 HOXKKH,
JIBOMHOTO HKCIICHTPHUKA, METAJUTHIECKON TOJIOBKH IJICYEBOH KOCTH M IEMEHTHPYEMOTO TIICHONTHOTO KOMITOHEHTA.

IMostHOE YHAONPOTE3NPOBAHKE MJIEYEBOI0 CYCTABA - pEBEPCHBHOE

[TneueBoil mpoTe3, mMpenHa3HAYEHHBIH IS WCIOJNB30BaHMS IPH IOJHOM SHAONPOTE3UPOBAHUHU IUICUYEBOrO CyCcTaBa B
PEBEPCUBHON KOHGUTYpalMu, COCTOMT HM3: METAUIMYECKOro auadusa miedeBod KOCTH, METAUIMYECKOTO PEBEPCHBHOTO
MeTadu3a IUIEYEBOH KOCTH, MOJMATHICHOBOTO BKJIAbINIA, METAUIMIECKOH TIiIeHOC(Eephl, IOJMAKCHAIbHBIX BHHTOB H
TJICHOWIHOW OINOPHOHM IuUIacTHHBL [IpH MCHONB30BaHMM ONMOPHOM IUIACTUHBI CUCTEMBI PEKOHCTPYKLHUH TJICHOHMJA MOXHO
OIIIMOHAILHO NPUMEHATH LIEHTPAIBHBINA BUHT JUIsl 00€CIIeYeHHUS IOTIOJIHUTEIbHOM KOMIIPECCUU UMIUIAHTATA IJIEHOUIA.

3. HABHAYEHME / TIOKA3AHUSA

IToxa3anus — AHATOMHYECKHUI

AHaTtommueckas IiedeBas cuctema «MemakTay MpeqHa3HaueHa AJIs MCIIONB30BaHMS B KaUeCTBE YACTUIHOW WU
TIOJTHOHM 3aMEHBI IJICYEBOTO CYCTaBa. DTO OJHOPA30BOE M3JEIHE U1 PEKOHCTPYKINH IICYEIONaTOYHOTO CYCTaBa MpH
0CTE0apTpo3e, PEBMATOMTHOM AapTPHUTE, TPAaBMATHYECKOM AapTPUTE, aBACKYISIPHOM HEKpO3e, a TaKKe CIIOXKHBIX
mepenoMax, MOCTTPAaBMATHYECKOM HETPABHIIFHOM CpAallleHHH W PEBU3WH HEYOaYyHOTO SHIONPOTE3UPOBAHUS Y
MalHUEeHTOB C COXPAHEHHOW WJIM BOCCTAHOBIIEHHON pOTaTOPHOW MAaH)KETOM IJIeYeBOro cycrapa. [lneyeBbie KOMIIOHEHThI
MpeIHAa3HAYCHBI IS [IEMEHTUPYEMOT'0 M OECIIEMEHTHOTO HCTIOJIb30BaHHUS.

AHaToMH4YeCcKUil medeBoil mpore3 «Menmakray 0e3 HOXKKH IOKa3aH AJs NEPBUYHOW YACTHYHON WIIM TOIHOH
3aMEHBI IDICYCBOTO CyCTaBa y MAHMCHTOB C COXPAaHCHHOH WM BOCCTAHOBICHHOW POTAaTOPHOW MAaHXXETOW IUeda U
TsDKeTor apTpomatuedl. KadecTBO ImIedeBOH KOCTH IOIDKHO OBITH  YIOBJICTBOPHUTCIBHBIM I  OOeCTeUeHHS
OecrieMeHTHOM OHoToTHIeckoi hukcanuu Mmetadusa 6e3 HOKKH.

Ioka3anus - PeBepcuBHbIii

PeBepcuBHBIN MIIe4eBO MpOTE3 MOKa3aH ANl JEYCHHUs NEPEJIOMOB IUICYEBOW KOCTH W Ul MEPBHYHOTO WM
PEBU3HOHHOIO TIOJHOTO SHJONPOTE3UPOBAHUS IUIe4Ya Yy MAlMEHTOB C BBIPAKEHHBIM AC(HUIMTOM BpalaTebHON
MaHXeThl IIJIEYEBOTO CYCTaBa C TSDKEJIOM apTpomnaTHed WM paHee HeyJayHoH 3amMeHoW cycraBa. CycTaB mHalMeHTa
JIOJDKEH aHATOMHYECKH M CTPYKTypHO NOAXOAMTH JUISI YCTAHOBKM BBIOpaHHOro(bIX) HWMIUIAHTaTa(OB), a JUIs
UCIIONIb30BaHMsI U3/eiIMsl HeoOXxoauMa (pyHKIMOHANbHAS AeIbTOBUAHAs Mblnia. OCHOBaHHE TJICHOMA MPEJAHA3HAYCHO
Julsi OECLIEMEHTHOTO IPUMEHEHHS ¢ 100aBJICHHEM BUHTOB ISl (PUKCALIMH.

4. TTIPOTUBOIIOKA3AHUA

ITonnas 3ameHa cycraBa IPOTUBOINIOKAa3aHA MIPH:

*  MecTHO# WM CUCTEMHON MH(EKIINHU WX Cercuca

*  HenmocrarouHoMm KadecTBe KOCTH, KOTOPOE MOKET HOBJIUATH Ha CTAOMIBHOCTh NMITIAHTATA.

e Mplme4HoH, HEBPOJIOTHIECKON HITH COCYIMCTOM HE0CTaTOYHOCTH, KOTOpasi HapyIIaloT (GyHKINIO TIOPaKeHHON
KOHEYHOCTH

*  JlroOoM comyTcTBYyIOIIEM 3a00JI€BaHUN M 3aBUCUMOCTH, KOTOPBIE MOTYT IOBJIMATh Ha MIMIUIAHTUPOBAHHBIM POTE3

e UYyBCTBUTEIBHOCTH WM AJUIEPTUHM HA MaTe€pHaIIbl (METaUIBI U T. 1.)

» Ilorepe CBA30YHBIX CTPYKTYP

*  HedyHnKimoHasHOW A€THTOBUIHON MBIIIIIE

5. NPEAYINPEXIAEHUA U MEPBI IPEJOCTOPOXKHOCTHU

VYcnex omepanud 3aBUCHT OT COOJIOAEHUS NPEIOCTABICHHOW TEXHHWKH MPOBEACHUS OINEPAldd W IPABHIBLHOTO
HCIOJIb30BaHUS CIELUAIbHBIX HUHCTPYMEHTOB, IIPEJHA3HAYECHHBIX U1 JaHHOW JIMHEHKY UMILIAHTaTOB.

Jis moaTBep K IeHHsT BEIOOpA pa3MepOB U MPOBEPKH QYHKIIMOHAIBHOCTH CYCTaBa HEOOXOANMO UCIIOIb30BaTh MPOOHBIE
MHCTPYMEHTHI. HempaBmiibHOE MO3WIMOHHPOBAHUE MOXET COKPATHTh CPOK CIy»OBI MMIUIAaHTAaTa M NPHUBECTH K €ro
IIPEKIEBPEMEHHOMY OTTOP>KEHHUIO.



Cosmectumocts ¢ MPT

Mmmnantatel «Menakra» HE TECTHPOBAIMCH HAa HarpeBaHHWE, MHIPAlMI0 WM OIpelesieHHe YCIOBUM 0e30macHoro
UCIIOJIb30BaHUS B Cpele MarHUTHO-pe3oHaHcHOW Tomorpaduu (MPT). BesonmacHocTs uMIutaHTatoB B ycnoBusx MPT
HEH3BECTHA, ¥ IPOBEACHNE CKAHMPOBAHUS MTAIMEHTOB C yCTAHOBICHHBIM UMIUIAHTATOM MOXET IIPUBECTH K TPaBMaM.

HMniIanTaThl ¢ rUAPOoKcHIANaTUTOBLIM (HA) mokpbiTHEM
IToBepXHOCTH ¢ THAPOKCHIANATUTOBBIM (HA) MOKpBITHEM HE TOJDKHBI UMILIAHTHPOBATHCS B KOHTAKTE C LIEMEHTOM.

IllemenTHpyeMble HMILIAHTATHI

Heob6xoaumo cTporo cienoBaTh MHCTPYKLMAM IO NPUMEHEHUIO, NPEJOCTAaBICHHBIM NPOU3BOAUTENIEM LIEMEHTA, OCKOIbKY
HapyIlIeHHe NpaBHiI OOpalIeHHs] ¢ IEMEHTOM MOXKeT IOBIHATH Ha 3(GEeKTUBHOCTh (UKcaMK nMIUIaHTaTa. HacrosTensHO
PEKOMEH/IyeTCs UCII0JIb30BaTh KOCTHBIN IIEMEHT NPOU3BOJICTBA KOMITAHHH «MemakTay.

6. UMILTAHTBI «<MEJAKTA UHTEPHEHIITHT»

«Mepnaxra VIHTepHEHIIHID) HE HECET OTBETCTBEHHOCTHU 33 MCIOJIb30BaHUE KOMIOHEHTOB CBOMX UMIUIAHTATOB B COUETAHUU C
KOMITOHEHTOM JIPYTOr0 MPOM3BOIAMTENsS (€CIM WHOE HE yKa3aHO B ONepaTHBHOW TexHuke «Memakra WHTEpHEHITHIY),
MI03TOMY MBI HE PEKOMEH/IyeM TaKoe UCII0JIb30BaHUE.

KomnoHeHTh! 3HA0MpOTE3a IUIEYEBOr0 CyCTaBa HMKOIJAa HE CllefyeT NMOBTOPHO HMIUIaHTHpoBaTh. HecMoTps Ha TO, 4TO
UMIUIAHTAT MOJKET BBIIVISIETh HETIOBPEXKICHHBIM, BO3MOXKHO BO3HUKHOBEHUE MUKPOCKOIIMYECKUX Ae(EKTOB, KOTOPhIE MOTYT
IPUBECTH K OTKa3y MMILIaHTata. Omepupyroumuil XUpypr IOJDKEH 3HaTh, YTO JaK€ OUYCHb HEOOJbLIOE MOBEPXHOCTHOE
HOBPEX/EHNUE, BBI3BAHHOE, HAIIPUMEP, OCTPEIM HHCTPYMEHTOM WJIM 3JICKTPOKOATYJISIIUEeH, MOXKET MOBIUATH Ha CPOK CITy>KOBI
W3JIETHSL U TIPUBECTH K IIEPEIOMY.

Bceerna ucnone3yiite npoOHbIH npoTe3 At NpoOHbIX Lenei. Hukorga He anantupyiTe 1 He U3MEHsITe IPOOHbIE IPOTE3HI.
WIMILTaHTaThI U3 CBepXBbICOKOMONeKysipHoro moimTiwieHa (UHMWPE ) nepen onepanueii clienyeT XpaHUTh HE MEHEe Tpex
yacoB npu temneparype 20°C (+/- 3°C). Ilepen penosunuield MOBEPXHOCTH MIAPHHUPHBIX KOMIIOHEHTOB JIOJDKHBI OBITH
OUMIIIEHBI U BBICYIIEHBl. HanexxHas mocaska BO3MOXKHa TOJIBKO TOT/IA, KOI/la 00€ IOBEPXHOCTHU MOJIHOCTHIO LETIbL.

Wznenus muia miedeBoro cycraBa «MeqakTay SBISIOTCSA allMPOr€HHBIMH.

7. ®AKTOPBI PUCKA

Crnenyrornue HaKkTOpbl pUCKa, IO OTACIBHOCTH WM BMECTE, MOTYT MPUBECTH K HEOJIArONPHUATHBIM KJIMHUYECKAM HCXO/1aM:
e Tsokenble pU3HUECKUE HATPY3KU (aKTUBHBIC BUIIBI CIIOPTA, TsDKENas Gu3Hueckas pabora)

*  M3HOC MOAYJBHBIX COCTUHEHUI

*  HemnpaBuibHOE MO3UIIMOHUPOBAHNE UMILIAHTATA

e MblmeyHas HeJIOCTaATOYHOCTh

*  MHOXECTBEHHBIE CYCTABHBIC TUCQYHKIHH

e Otka3 OT KOPPEKTHPOBKU (PU3HUECKON aKTUBHOCTH MOCIIEC OTICpaIliy

. Hanuuue B anamHe3e nauneHTa HHPEKIUH Wi naieHHH

*  CucreMmHble 3a00J7IeBaHUs M HAPYIIICHUST OOMEHa BEUICCTB

e JloxampHbIE MM JUCCEMHHUPOBAHHBIC HEOTUIACTHYECKUE 3a00ICBAHHS

*  MeaukaMeHTO3HAasI Tepamnusi, KOTOPasi OTPHIATENHHO BIHSET HA Ka4eCTBO KOCTEH, 3aKUBICHUE MITH YCTOWYHUBOCTD K
UHQEKIUAM

*  YnoTpebieHre HAPKOTHKOB MITH AIKOTOIH3M

*  BrIpakeHHBII 0CTEOOPO3 MM OCTCOMAISIIUS

*  OcnabneHHas pe3UCTEHTHOCTH NanuenTa Kk 6one3nsam (BUY, omyxonu, nHdeknun)

*  Tsxenas nedopmarys, IPUBOASIIAS K HAPYLIIEHHIO (PUKCALIMU WX HEIIPABHIBHOMY PACIIOIOKEHHIO UIMIUIAHTATOB.

HHCTPYKIMUA ITO UCITOJIB3OBAHUIO

8. IMMPEAONEPAIIMOHHAS ®A3A

XUpypr AOJDKSH MPOBEPUTH BO3MOXKHBIE (DU3HMUECKUE OTPAHUUYCHHS M MCUXWYECKUE OTKIOHEHWs y MalUeHTa, a Takke 00CyIUTh ¢
HUM BCE JeTald HpOLEeRyphl W IpoTe3a. B Xxone oOCykIeHHUs ciemyeT y4YHTHIBaTH OTPAHWYCHHS HPOLEIYPHl M OTpaHHYEHHS,
HaJjlaraeMble BEIOpaHHBIM MMIUTaHTaToM. CriemyeT yka3arh (PaKTOphI, KOTOPEIE MOTYT OTPaHHIHUTH d(PEKTHBHOCTD U CTaOMIBHOCTD
UMIUTAHTaTa, HAaNpUMep, YPOBEHb AKTHBHOCTH, YTOOBI MOBBICHTH IIAHCH NMAIMEHTa H30eXaTh OCIOXKHEHWH. [lanmmeHT nomkeH
MOJHOCTBIO TIOHUMAaTh HEOOXOJUMOCTE COOMIONEHHMS ITOCIEONePalIOHHBIX MHCTPYKIMH, TaHHBIX XHpyproM. [lo Hadaa omnepamun

HeO6XOIII/IMO 00ecreunTsb CTECPUJIbHBIC UMIUIAHTATBI IOAXOAANINX PA3MEPOB U IMPOBECTH UX MPOBEPKY.



9. PYKOBOJACTBO

UroObl He molapanath ¥ He MOBPEIUTh MMIUIAHTATHI, C HUMH CJIEAyeT OOpaliaThCsi ¢ MaKCUMaJbHOM OCTOPOXKHOCTBHIO
KBUTN(HUIPOBAHHBIM IIEPCOHAJIOM B Cpelie, TIe COONII0AAIOTCS TUTHEHNYECKHEe YCIoBUs. VIMIIaHTATHl ClielyeT XpaHHUTh B
HETOBPEXICHHOH YIaKOBKe 0 TeX IOp, MOKAa OHM He MOTPeOYIOTCS A MCIONb30BaHUs. He Mcronb3yliTe MMILTaHTATHl U3
OTKPBITBIX YIIAKOBOK, IIOBPEX/ICHHbIE HMIUIAHTATHI I UMIUIAHTATHI C UCTEKIIUM CPOKOM T'OTHOCTH.

10. XUPYPI'HYECKASA TEXHUKA

XI/Ippr JOJDKCH XOPOIIO 3HAaTh XHUPYPruideCKYH0 TCXHHKY. HOHOHHI/ITGHLH&H I/IH(i)OpMaIII/IH O XHUPYPruvdeCKux MeEToAax Hu
MNpoAYyKTax NpeaoCTaBIIACTCS IO 3alpocCy. THIaTeJ'ILHOC MpeaonepanuoOHHOC MIIaHUPOBAHNUE, OCHOBAHHOC Ha PEHTTCHOBCKUX
CHHMKax, MMECT Ba’)KHOC 3HAUYCHUC. PenTreHoBCKHE MIa0IOHBI JAOCTYIIHBI JJIsd OOJIBIIMHCTBA UMILTAHTATOB.

11. IOCJEOIIEPAIIMOHHBIN YXO/ U HABJIIOJEHUE

Xupypr IOKEH NpeJyNpeluTh IalueHTa O HeOoOXOIMMOCTU KOHTPOJIUPOBAaTh YPOBEHb CBOEH aKTHUBHOCTH M U30erarhb
Ype3MEpHBIX HAarpy30K Ha 3aMEHEHHBIH CycTaB, a Talkoke NMPOMH(POPMHPOBATH €r0 O Mepax MPeIOCTOPOKHOCTH, KOTOpHIE
HEo0X0MUMO cOOJII0aTh B OTHOLICHUH (U3UYECKUX YIPaKHEHWH, JeYEeHHsI U OrpaHUUIEHUs aKTUBHOCTH, a TaKkxe u30erarsb
BO3IEHICTBHSA MAarHUTHBIX MONeH. PexoMeHIyeTcs NepHOgUYIecKoe AMHAMHYECKOE HAONMIOJECHHE M PEHTTeHOIOTHYECKOe
o0cireioBaHUE IS CPABHEHHS ¢ OIMMKAHMIINM MOCIICONIePalIOHHBIM COCTOSIHIEM W BBIBICHUS CMEIICHNUS, PACIIATHIBAHASA U
T. . IMIUTaHTaTa. UpesMmepHas pu3ndeckas aKTHBHOCTh M TPaBMBI OIIEPUPOBAHHBIX KOHEYHOCTEIT MOTYT IIPUBECTH K PaHHEMY
OTKa3y WMIUIAHTaTa H3-32 CMEIICHHS MMIUIAHTaTa, €ro MeperoMa W/WIM HW3Hoca. Ecmm 3To ciaydminock, HEOOXOIMMO
[IOCTAaBUTh TAIMEHTa 0] HAOJIOJEHUE, OLEHUTh BO3MOXKHOE IPOrPECCHUPOBAHUE YXY/IIEHUS U B3BECUTh II0JIb3Y paHHEH
PEBU3UM.

INOBOYHBIE 3®PEKTHI 1 OCJIOKHEHUA

12. OBIIME CBEJEHMS

IToGounbIe 3¢ YeKTH, KOTOPBIE MOTYT BO3HUKHYTH IIPH SHJOIPOTE3UPOBAHUH IIEUYEBOTO CYCTaBa, BKIIOYAIOT:
*  PacmarsiBaHie KOMIIOHEHTOB TPOTE3a

*  BbIBux npoTe3a U HeCTAOHIBHOCTh

*  TloBpexneHue npoTe3a-UMILIAHTATA

¢ HecraOumbHOCTH CHCTEMBI U3-3a HEJOCTATOUYHOTO OajaHca MATKUX TKaHeH
*  Pa3beauHeHue U3-3a HEMIPABUIHLHOTO COSTUHEHHUS M3 IS

¢  HMudexuuonnoe 3aboaeBanue

*  MecTHas rUnep4YyBCTBUTEILHOCTD

e Mecrnas 6o1p

*  IlepunpoTe3Hble MepenoMbl

*  BpemeHHOe WM IOCTOSHHOE MOBPEXK/ICHIE HEPBa

e Ilepenomsl uznenuit

e UpesmMepHbIit H3HOC KOMIIOHEHTOB U3 CBepXBBICOKOMOEKysipHOTO nonmaTwiena (UHMWPE ) u3-3a noBpexnenus
CYCTaBHbIX IIOBEPXHOCTEHN MM HAJIMYUS YACTHIL

+  JlonmomHHTENbHAS OTepaIys
HexoTopsie mobounsie 3¢)(GeKThl MOTYT B KOHEYHOM MTOTE IPUBECTU K CMEPTH.

K 001mmM 0CII0XHEHHSIM OTHOCSITCSL:

*  Benosuslit TpoM603 c/6e3 1eroyHoi aMO0IMH

*  CepraeyHO-COCYIMCTBIC WITH JICTOYHBIC HAPYICHUS
e T'emaromsr

*  CucremHble alsIeprudeckue peakiuu

*  CucremHas 601b

13. YIAKOBKA

Bce uMIIIaHTaTHI IMOCTABISAIOTCS B OJHOPA30BbIX MHAUBUAYAJIbHBIX YITAKOBKaXx. I[J'ISI KOMITOHEHTOB, IMOCTABJISIEMbIX CTECPUIIbHBIMHU,
METOA CTCPpUJIM3ALUU YKA3bIBACTCSA Ha ITUKETKE. H606XOJJ,I/IMO MPOBEPUTL CPOK T'OAHOCTU W HEJIOCTHOCTL YIIAKOBKH, YTOOBI
y6eIII/ITI)C$I, YTO CTEPUIIBHOCTL COACPKUMOIO HE HapylUICHA. Ecmu ynakoBKa IMOBpEKJACHA, HE HCHOHL3yﬁTe m3aenue. He

CTEPUIIN3YITE U3JeNNe TOBTOPHO.



14. AHCTPYMEHTDI

I/IHCprMeHTI)I TIOCTABJIAKOTCA HECTCPUJIbHBIMH W JOJIKHBI OBITh OYMUIICHBI U CTCPUIIN30BAHBI IIEPC] HCIIOJIB30BAHHUCM.

PeKOMeHHyeMLIe HWHCTPYKIHNU 110 OUNCTKE, 066333pa)I(I/IBaHI/IIO U CTEPpUIIN3allU IIPEACTABICHBI HA caiite www.medacta.com.

15. XPAHEHUE

VnakoBku JOJDKHBI XPAHUTBHCA B IPOXJIAAHOM, CYXOM MECTE, 3allIlUIIICHHOM OT CBETA.

INocnennee oOHoBNEHME: anpenb 2021 r
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