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A.DEFINITIONS:
Symbols and abbreviations may be used on the package label. The following table provides the definition of these symbols and abbreviations.

Table 1. Definitions of Symbols and Abbreviations

Symbol Definition Symbol Definition

Batch code Date of manufacture
LoT -]

Catalog number Manufacturer
REF g I

Do not re-use Sterilized using radiation

STERILE| R

Consult operating instructions UDl Unique Device Identifier Number

Use by Medical Device

f Caution, consult accompanying documents Do not use if package is damaged

Keep away from sunlight Contains hazardous substances

@ Do not resterilise

B.DESCRIPTION:

Tipsan has a variety of hip joint replacement prostheses. The components for these systems include an acetabular component, femoral head,
bipolar Head, femoral stem. These components can be utilized in a variety of configurations to assemble the final construct. Only components
from Tipsan should be used to prevent mismatch or misalighment of components.

The implants are single use only devices.

Jeddt, Keep dry © Double sterile barrier system

Materials:

The femoral, acetabular, and cement restrictor components are manufactured from a variety of materials which include cobalt-chromium-
molybdenum alloy, titanium alloy, Stainless steel, ceramic and ultra high molecular weight polyethylene (UHMWPE) all of which conform to
ASTM or ISO standards, or internal standards. The component material is provided on the outside carton label

Table-2 : Hip System

Device Description Cemented/Cementless Use - Primary/ Revision
Surgery

MODULAR STRAIGHT STEM CEMENTED Cemented / Primary Surgery
MODULAR STRAIGHT STEM UNCEMENTED Uncemented / Primary Surgery
MODULAR BIPOLAR CUP Uncemented / Primary Surgery
ACETABULAR CUP CEMENTED Cemented / Primary Surgery
PRESSFIT CUP SYSTEM UNCEMENTED Uncemented / Primary Surgery
CTD MODULAR STRAIGHT STEM CEMENTED Cemented / Primary Surgery
CTPH MODULAR STRAIGHT STEM UNCEMENTED Uncemented / Primary Surgery
PRIZMA MODULAR STEM UNCEMENTED Uncemented / Primary Surgery
PRIZMA MODULAR REVISION STEM UNCEMENTED Uncemented / Revision Surgery
T2 HIP PROSTHESIS Uncemented / Primary Surgery
T2 REVISION HIP PROSTHESIS Uncemented / Revision Surgery
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Implantation of the devices will expose patients to the following materials:

Material Elements in Material % Composition
Description
Titanium alloy - Aluminium 5,5t0 6,75
Ti-6Al-4V ( ISO Vanadium 3,5t04,5
5832-3)
Iron 0,3 max.
Oxygen 0,2 max.
Carbon 0,08 max.
Nitrogen 0,05 max.
Hydrogen 0,015 max.
Titanium Balance
Material Elements in % Composition
Description Material
Co.Cr Alloy ( I1SO Chromium 26,0 to 30,0
5832-12) Molybdenum 5,0to 7,0
Iron 0,75 max.
Manganese 1,0 max.
Silicon 1,0 max.
Carbon 0,15t0 0,35
Nickel 1,0 max.
Nitrogen 0,25 max.
Cobalt Balance
Material Elements in % Composition
Description Material
Casting Co.Cr Alloy Chromium 26,5 to 30,0
Alloy Molybdenum 4,5t07,0
(ISO 5832-4) -
Nickel 1,0 max.
Iron 1,0 max.
Carbon 0,35 max.
Manganese 1,0 max.
Silicon 1,0 max.
Cobalt Balance
Material Elements in % Composition
Description Material
UHMWPE Ultra high %100
(ISO 5834-2 ) molecular weight
(1SO 5834-1) polyethylene
Material Elements in % Composition
Description Material (% mass
Fraction)
Amount of Min. %99
Ceramic -yttria- Zr02,Hf02+Y,03
stabilizgd . Yttrium oxide 45t06
tetragonal zirconia Y,05
(Y-TzP)
1SO 13356 Hafnium oxide 5 max
HfO,
Alumina Matrix 0.5 Max.
Al,O3
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Other oxides

0.5 Max.

Material Elements in % Composition
Description Material

Stainless Steel Carbon 0,030 max.
(IS0 5832-1) Silicon 0,75 max.
Manganese 2,0 max.

Phosphorus 0,025 max.

Sulfur 0,010 max.
Nitrogen 0,10 max.

Chromium 17,0t0 19,0

Molybdenum 2,25 to 3,00

Nickel 13,0 to 15,0
Copper 0,50 max.
Cobalt 0,10 max.
Iron Balance

Components manufactured by Cobalt Alloy material contain the following substances defined as CMR 1B in a concentration above 0.1%
weight by weight:
-Cobalt; CAS No. 7440-48-4; EC No. 231-158-0.

Some preclinical and clinical evidence suggests that Co CA (cobalt-containing alloys) in medical devices are unlikely carcinogenic or
reproductive hazards to patients.

C.INTENDED PURPOSE & INDICATIONS

Intended Purpose:

Tipsan hip systems are intended for use in hip arthroplasty for reduction or relief of pain and/or improved hip function in skeletally mature
patients.

Indications:

Femoral Stem System and Acetabular Cup System ( Total Hip Joint Replacement ) are indicated for the following conditions :
1-non-inflammatory degenerative joint disease such as osteoarthritis, avascular necrosis, ankylosis, protrusio acetabuli, and painful
hip dysplasia;
2-inflammatory degenerative joint disease such as rheumatoid arthritis;
3-correction of functional deformity; and,
4-revision procedures where other treatments or devices have failed ( for Revision implant)

Bipolar System and Unipolar System (hemiarthroplasty -Partial Hip Joint Replacement ) is indicated for the following conditions:
1-Pathological fractures of the femoral neck;
2-Non-union of femoral neck fractures;
3-Aseptic necrosis of the femoral head and neck; and,
4-Primary pathology in the young involving the femoral head but with a non deformed acetabulum.

Intended Clinical Performance:
Intended Clinical performance of device is:
e  Pain reduction;
e  The restoration of the functioning of the joint and the improvement of the mobility compared to the preoperative state;
However, these performances are dependent on several parameters regardless of the device concerned:
- The patient (weight, activity level, expectations, age, etc.);
- The patient’s bone quality and the initial bone deficit;
- The quality of the soft tissues
- The implantation quality.

Intended Patient populations:
Tipsan Hip System is designed to be used for skeletally mature patients. No limitations in regard to gender

Intended user :
Tipsan Hip Systems are designated to be used only by Health care professional — Orthopaedic Surgeon,
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D.CONTRAINDICATIONS
Patients should be warned of these contraindications.
Contraindications include:
1-overt infection;
2-distant foci of infections (which may cause hematogenous spread to the implant site);
3-rapid disease progression as manifested by joint destruction or bone absorption apparent on roentgenogram;
4-skeletally immature patients (patient is less than 21 years of age at the time of surgery);
5-cases where there is inadequate neuromuscular status (e.g., prior paralysis, fusion and/or inadequate abductor strength), poor bone stock, poor
skin coverage around the joint which would make the procedure unjustifiable;
6-neuropathic joints;
7-hepatitis or HIV infection;
8-neurological or musculoskeletal disease that may adversely affect gait or weight-bearing.

E.GENERAL PRECAUTIONS &WARNINGS

The manufacturer is not liable for complications that might occur for reasons such as incorrect indications or surgical technique, unsuitable
choice or handling of material and/or surgical instruments.

Preoperative
e  The surgeon must evaluate each situation individually based on the patient’s clinical presentation in making any decisions regarding implant
selection. The surgeon must be thoroughly familiar with the implant, instruments and surgical procedure prior to performing surgery. The
surgeon should contact Tipsan for product-specific surgical techniques.

e  Patient selection should consider the following factors which could lead to increased risk of failure and can be critical to the eventual
success of the procedure: the patient’s weight, activity level, and occupation. Implant longevity and stability may be affected by these
variables. A heavy-weight patient can produce high loads on the prosthesis, which can lead to failure of the prosthesis. The surgeon must
consider the ability and willingness of the patient to follow instructions and to control their weight and activity level. Patients with high
activity levels, poor bone quality, or heavyweight patients may not be candidates for a narrower femoral implant. Any joint replacement
system, including the implant/bone interface, cannot be expected to withstand activity levels and loads as would normal healthy bone and
will not be as strong, reliable, or durable as a natural human joint. The patient should not have unrealistic functional expectations for
occupations or activities that include substantial walking, running, lifting, or muscle strain.

e  Additional conditions presenting increased risk of failure include:

1-uncooperative patient or patient with mental or neurologic conditions which can affect patient’s ability or willingness to follow
instructions;

2-marked bone loss, severe osteoporosis, or revision procedures for which an adequate fit of the prosthesis cannot be achieved;
3-metabolic disorders that may impair bone formation;
4-osteomalacia;

5-conditions that could impair or impede healing (e.g., alcohol or drug abuse, decubitus ulcer, end-stage diabetes, severe protein
deficiency and/or malnutrition);

6-pre-existing conditions commonly considered with any surgery including bleeding disorders, long-term steroidal therapy,
immunosuppressive therapy, or high dosage radiation therapy.

e  The patient should be warned of surgical risks, and made aware of possible adverse effects. The patient should be warned that the
prosthesis does not replace normal healthy bone, that the prosthesis can break or become damaged as a result of certain activity or
trauma, has a finite expected service life, and may need to be replaced at some time in the future. The patient should also be advised of
other risks that the surgeon believes should be disclosed. The patient should be advised that any noise or unusual sensation should be
reported to the surgeon as it may indicate implant malfunction.

° Patients should be warned that the longevity of the implant may depend on their weight and level of activity

e  Patient sensitivities or allergies to the materials of the implants, particularly to metal ions are possible. The type of materials for each
implant is provided on the box label. The attending physician should include possible risks concerning sensitivities to implant materials as
part of the preoperative planning.

Intraoperative
e  Specialized instruments are available and must be used to assure the accurate implantation of prosthetic components. Do not mix
instruments from different manufacturers. While rare, breakage of instruments may occur especially with extensive use or excessive force.
For this reason, instruments should be examined for wear or damage prior to surgery.

e Do not mix components from different manufacturers. Failure to comply may result in implant failure and revision surgery

e Inspect devices prior to use for damage during shipment or storage or any out-of-box defects that might increase the likelihood of
fragmentation during a procedure.

e  Correct selection of the prosthesis is extremely important. Joint prostheses require careful seating and adequate bone support. Surgeons
are encouraged to use their best medical judgment when choosing the proper implant size regardless of the endosteal area of the bone.
Proper implant selection must consider design, fixation, patient weight, age, bone quality, size, activity level, preoperative level of health,
and also the surgeon’s experience and familiarity with the device. Implant longevity and stability may be affected by these variables.
Surgeons should inform the patient about these factors.

e  X-ray templates are used to estimate the size of the product to be used. The anatomy of the patient ultimately determines the size of the
product for an individual patient. The extent of bone preparation is determined intraoperatively by reaming and/or broaching starting at
the smallest size and continuing until bleeding cancellous bone is reached. Trial prostheses should be used to evaluate the position of the
final implant and the joint range of motion. The final size of the implant selected during surgery may differ from the size originally planned
during preoperative assessment or the combination chosen during preliminary trialing.

e Cemented Application. Care is to be taken to ensure complete support of all components of the prosthesis embedded in bone cement to
prevent stress concentrations that may lead to failure of the procedure. Complete cleaning including complete removal of bone chips,
bone cement fragments, and metallic debris, prior to closure of the prosthetic site is critical to prevent accelerated wear of the articular
surfaces of the prosthesis. The Distal Centralizers are intended for use as part of a cemented total hip arthroplasty.

o Non-Cemented Application. Adequate fixation at the time of surgery is critical to the success of the procedure. Uncemented femoral stems
and acetabular shells must press fit into the host bone, which necessitates precise operative technique and the use of specified
instruments. Bone stock must be adequate to support the device.

e NEVER combine these metals in NON-ARTICULATING contact surfaces:

- Stainless steel Modular Head / cobalt chrome alloy Femoral Stem
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Do not attempt to seat the implant beyond the envelope of femoral bone preparation. Forcing to seat the implant beyond the
prepared femoral bone may increase the chance of bone fracture. In some cases, a portion of the proximal body with or without coating
may be visible above the proximal resection level.

The smaller sized femoral implants are intended for patients with narrower intramedullary femoral canals. The geometry of these implants
is reduced to accommodate the anatomy of the narrower intramedullary femoral canal, which also decreases the fatigue-strength and load-
bearing characteristics of the implant.

Modular Components (Femoral Head and Stems, Modular Necks and Proximal Body). Scratching of femoral heads, modular necks and
proximal and distal stem tapers should be avoided. Repeated assembly and disassembly of these components could compromise the
locking action of the taper joint. Prior to assembly, surgical debris must be cleaned from the interior of the female seat of the proximal body
to ensure proper locking. Ensure components are firmly seated to prevent disassociation. The femoral head, neck taper of the femoral
component, modular neck tapers, body taper, female seat of the proximal body must be clean and dry before assembly.

Cobalt chrome femoral heads are designed for use with cobalt-chromium-molybdenum, titanium alloy femoral stems.

Fixation screws should be fully seated to ensure stable fixation of the shell, and avoid interference with the liner component. Before
implanting, be certain the selected shell and liner are compatible. Prior to seating the liner component into the shell component, surgical
debris must be cleaned from the interior of the shell and the shell must be thoroughly dried. Debris and fluid may inhibit the liner from
locking into the shell component. Failure to properly seat the liner into the shell can lead to disassociation of the liner from the shell.

Ceramic femoral heads and acetabular liners should not be placed on scratched or previously assembled metal tapers as this may lead to a
ceramic fracture.

Fracture of ceramic components is a serious complication. Special care must be taken with ceramic devices, which must not be used if
dropped, even in the absence of any apparent damage. Only use a plastic tip to introduce the ceramic devices. Patients should be advised
to report unusual noise and/or sharp pain as both can be an indication of fracture. Decision to revise should not be postponed as ceramic
fragments can cause severe damage to surrounding soft tissue and metal components. Revision outcomes after ceramic fractures can be
compromised by the remaining ceramic debris present in the tissue even after careful debridement. Damage has been reported in
polyethylene and metal components used in revisions after ceramic fractures. Surgeons are advised to carefully consider all available
implant options on an individual basis. It must be noted that removal of all components including femoral stems and acetabular shells may
not prevent accelerated wear due to ceramic debris in the tissue. Partial or complete synovectomy has been recommended by some
authors.

Postoperative

While expected life time of devices is difficult to estimate, Device life time is Finite. Functional device life time depends on variable
factors such as patient weight, activity, patient bone quality therefore It not possible to state the exact functional life time. According
to the literature review about the performance and security of Joint replacement Implant devices at long term follow-up, Estimated
functional life time of the devices is Approximately 10 to 15 years. This estimated lifetime may change depends on variable factors
such as patient weight, activity, patient bone quality and surgeon experience.

The patient must be advised of the limitations of the reconstruction and the need for protection of the prosthesis from full weight bearing
until adequate fixation and healing have occurred. The patient should be cautioned to limit activities and protect the replaced joint from
unreasonable stresses and possible loosening, fracture and/or wear, and follow the instructions of the physician with respect to follow-up
care and treatment. Loosening of the components can result in increased production of wear particles, as well as damage to the bone,
making successful revision surgery more difficult.

Periodic, long-term follow-up is recommended to monitor the position and state of the prosthetic components, as well as the condition of
the adjoining bone. Periodic post-operative x-rays are recommended for close comparison with early post-op conditions to detect long
term evidence of changes in position, loosening, bending, or cracking of components.

The patient should be advised to report any pain, decrease in range of motion, swelling, fever, squeaking, clicking, popping, grating, or
grinding noises, and unusual incidences. Patient reports of squeaking, clicking, popping, grating, or grinding should be carefully evaluated as
they may indicate position changes in the components which may compromise the durability of the implants.

F.ADVERSE EFFECTS for hip arthroplasty implants can include:

1-Osteolysis (progressive bone resorption). Osteolysis can be asymptomatic and therefore routine periodic radiographic examination is vital to
prevent any serious future complication.

2-Particulates leading to increased wear rates necessitating early revision.

3-Allergic reactions to materials; metal sensitivity; or reactions to wear debris that may lead to histological reactions, pseudotumor and
aseptic lymphocytic vasculitis-associated lesions (ALVAL).

4-Delayed wound healing; Deep wound infection (early or late) which may necessitate removal of the prosthesis. On rare occasions,
arthrodesis of the involved joint or amputation of the limb may be required.

5-A sudden drop in blood pressure intra-operatively due to the use of bone cement;
6-Damage to blood vessels or hematoma;

7-Temporary or permanent nerve damage, peripheral neuropathies and subclinical nerve damage as possible result of surgical trauma resulting
in pain or numbness of the affected limb;

8-Cardiovascular disorders including venous thrombosis, pulmonary embolism, or myocardial infarction;

9-Fatigue fracture of the prosthetic component can occur as a result of trauma, strenuous activity, improper alignment, incomplete implant
seating, duration of service, loss of fixation, non-union, or excessive weight;

10-Dislocation, migration and/or subluxation of prosthetic components from improper positioning, trauma, loss of fixation and/or muscle and
fibrous tissue laxity;

11-Periarticular calcification or ossification, with or without impediment to joint mobility;

12-Trochanteric non-union due to inadequate reattachment and or early weight bearing;

13-Trochanteric avulsion as a result of excess muscular tension, early weight bearing, or inadvertent intraoperative weakening;

14-Inadequate range of motion due to improper selection or positioning of components, by femoral impingement, and periarticular calcification;
15-Femoral or acetabular perforation or fracture; femoral fracture while seating the device; femoral fracture by trauma or excessive loading,
particularly in the presence of poor bone stock;

16-Undesirable shortening or lengthening of the limb;

17-Aggravated problems of the affected limb or contralateral extremity by leg length discrepancy, excess femoral medialization, or muscle
deficiency;

18-Pain.

G.HANDLING AND STERILIZATION

Implants are sterilized by gamma radiation. The immediate package label should be consulted for specific method of sterilization. Irradiated
implants have been exposed to a minimum 25 and a maximum 40 kiloGrays of gamma radiation.

The products are supplied as sterile and should be considered sterile unless the inner package is opened or damaged. If the inner
package integrity is compromised, contact the manufacturer for instructions. Remove from package, using aseptic OR technique, only
after the correct size has been determined and the operative site has been prepared for final implantation. Always handle the product
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with powder-free gloves, and avoid contact with hard objects that may damage the product. This is particularly important in handling
porous coated and HA coated prostheses. Do not allow porous surfaces or HA surfaces to come in contact with cloth or other fiber
releasing materials.

Devices labelled for single-use only should never be reused. Reuse of these devices may potentially result in serious patient harm. Examples of
hazards related to the reuse of these devices include, but are not limited to: significant degradation in device performance, cross-infection,
and contamination.

A prosthesis should never be resterilised or reused after contact with body tissues or fluids, but rather should be discarded. Tipsan does not
take any responsibility for the use of implants resterilised after contact with body tissues or fluids.
WARNINGS:

- All packaging materials MUST be removed from the implant prior to implantation.
- Inspect packages for punctures or other damage prior to surgery, If the sterile barrier has been broken, return the component to
Tipsan

H.STORAGE CONDITIONS
All implants must be stored in a clean, dry environment and be protected from sunlight and extremes in temperature.

I.MAGNATIC RESONANCE IMAGING (MRI) SAFETY

There are inherent risks associated with the use of metallic implants in the MR environment; including component migration, heat induction,
and signal interference or distortion near the component(s). Heat induction of metallic implants is a risk related to component geometry and
material, as well as the MR power, duration, and pulse sequence. Since MR equipment is not standardized, the severity and likelihood of
occurrence are unknown for these implants.

Tipsan Hip Systems have not been evaluated for safety and compatibility in the MR environment. Tipsan Hip Systems have not been tested for
heating or migration in the MR environment. Since these devices have not been tested, Tipsan cannot make a recommendation for the use of
MRIs with these implants, neither for safety considerations nor imaging accuracy.

These components are passive metallic devices, and as with all passive devices, there is potential for reciprocal interference with certain
imaging modalities; including image distortion for MR and X-ray scatter in CT.

J.SUBSTANCES CONTAINED BY THE DEVICE
the devices do not contain or incorporate:
— a medicinal substance, including a human blood or plasma derivative, or
— tissues or cells, or their derivatives, of human origin, or
— tissues or cells of animal origin, or their derivatives, as referred to in Regulation (EU) No 722/2012; or

K.REMOVAL AND DISPOSAL

Tipsan Implants are intended for permanent implantation. Should a implant removal be necessary,

the appropriate instrument should be used. Removed implants should be handled as bio-hazard products and be discarded in accordance with all
local and national regulations for infection prevention and control.

L.IMPLANT CARD
A physical implant card is delivered with Device, Health facilities / Hospitals should fill in this implant card and give it to Patients.

M.REPORTING OF SERIOUS INCIDENTS

Surgeons/Health Facilities must report any serious incident that has occurred in relation to the device to the manufacturer and the competent
authority of the Member State in which the serious incident has occurred;

N. OTHER INFORMATION
Access to “Summary of safety and clinical performance Report” :

Tipsan has drawn up a “Summary of Safety and Clinical Performance” report in compliance with Article 32 of 2017/745 Medical Device
Regulation. The Summary of Safety and Clinical Performance (SSCP) can be accessed on the Eudamed public website
(https://ec.europa.eu/tools/eudamed ) or can be requested directly from Tipsan
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A.TANIMLAR
Ambalaj etiketinde semboller ve kisaltmalar kullanilabilir. Bu sembollerin ve kisaltmalarin tanimlari asagidaki tabloda yer almaktadir.

Tablo 1. Sembollerin ve Kisaltmalarin Tanimlari

Sembol Tanim

LOT Lot Numarasi

Tanim

Uretim tarihi

Tekrar kullanmayin Radyasyonla sterilize edilmistir

Sembol

Katalog numarasi Uretici
REF J I
STE

Ambalaj hasarliysa kullanmayin

Kullanim talimatlarina bakin Tekil Uriin Tanimlayici Numarasi

Son kullanim tarihi Tibbi Cihaz

f Dikkat, birlikte gelen belgelere bakin

Glnes 1sigindan uzak tutun Tehlikeli maddeler igerir

.'..'.“ Kuru tutun © Cift steril bariyer sistemi
| :
@ Tekrar Sterilize etmeyin

B.TANIM:

Tipsan sirketinin gesitli kalca eklemi replasman protezleri vardir. Bu sistemlerin bilesenleri arasinda asetabiiler kap, Modiiler bas, Bipolar Bas, femoral
stem, Modiler boyun, Proksimal Govde yer almaktadir Bu bilesenler son aksami olusturmak tzere gesitli konfiglirasyonlarda kullanilabilir. bilesenlerin
uyumsuzluguna veya yanlis olarak hizalanmasina engel olmak igin sadece Tipsan bilesenleri kullaniimalidir.

Bu Implantlar, tek kullanimlik cihazlardir.

Malzemeler :

Femoral, asetabliler ve gcimento kisitlayici bilesenler, tamami ASTM veya ISO standartlari veya dahili standartlarla uyumlu olan kobalt-krom-molibden
alagimi, titanyum alasimi, Paslanmaz Celik, seramik ve ultra yliksek molekiler agirlikli polietilen (UHMWPE) dahil gesitli materyallerden Uretilir.

Bilesen malzemesi dis karton etiket tzerinde verilmektedir.

Table-2 : Kalga Sistemi

Cihaz Tanimi Cimentolu/Cimentosuz Kullanim - Primer/
Revizyon Ameliyat

MODULAR STRAIGHT STEM CIMENTOLU Cimentolu / Primer Ameliyat
MODULAR STRAIGHT STEM CIMENTOSUZ Cimentosuz / Primer Ameliyat
MODULAR BIPOLAR KAP Cimentosuz / Primer Ameliyat
ASETABULAR KAP CIMENTOLU Cimentolu / Primer Ameliyat

PRESSFIT KAP SISTEMI CIMENTOSUZ Cimentosuz / Primer Ameliyat

CTD MODULAR STRAIGHT STEM CIMENTOLU Cimentolu / Primer Ameliyat

CTPH MODULAR STRAIGHT STEM CIMENTOSUZ Cimentosuz / Primer Ameliyat

PRIZMA MODULAR STEM CIMENTOSUZ Cimentosuz / Primer Ameliyat

PRIZMA MODULAR REVIZYON STEM CIMENTOSUZ Cimentosuz / Revizyon Ameliyat

T2 KALCA PROTEZI Cimentosuz / Primer Ameliyat

T2 REVIZYON KALCA PROTEZI Cimentosuz / Revizyon Ameliyat
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Bu cihazlarin implantasyonu, hastalari asagidaki malzemelere maruz birakacaktir.

Materyal Materyal igindeki % Komposizyon
Agiklamasi Elementler
Titanyum Aliminyum 5,5t0 6,75
AIaser;;/Tl-6AI- Vanadyum 3,5t04,5
(150 5832-3) Demir 0,3 maks.
Oksijen 0,2 maks.
Karbon 0,08 maks.
Nitrojen 0,05 maks.
Hidrojen 0,015 maks.
Titanyum Kalan
Materyal Materyal icindeki % Komposizyon
Agiklamasi Elementler
Co.Cr Alasim ( ISO Krom 26,0 to 30,0
5832-12) Molibden 5,0t07,0
Demir 0,75 maks.
Manganez 1,0 maks.
Silikon 1,0 maks.
Karbon 0,15t0 0,35
Nikel 1,0 maks.
Nitrojen 0,25 maks.
Kobalt Kalan
Dokim Co.Cr Krom 26,5 to 30,0
Alagim Molibden 45t07,0
(ISO 5832-4) -
Nikel 1,0 maks.
Demir 1,0 maks.
Karbon 0,35 maks.
Manganez 1,0 maks.
Silikon 1,0 maks.
Kobalt Kalan
Materyal Materyal icindeki % Komposizyon
Agiklamasi Elementler
UHMWPE Ultra yuksek %100
(ISO 5834-2) molekl agirhikl
(IS0 5834-1) polietilen
Materyal Materyal igindeki % Komposizyon
Agiklamasi Elementler
Zr02+Hf02+Y203 Min. %99
Ceramic -yttria- Mikrari
Stab'hZ?d . Yttrium oksit 45106
tetragonal zirconia
(Y-TzP) Y205
1SO 13356 Hafniyum oksit 5 maks.
HfO,
Alimina Matrisi 0.5 Maks.
Al,O3
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Diger oksitler 0.5 Maks.

Materyal Materyal icindeki % Komposizyon
Agiklamasi Elementler
Paslanmaz Celik Karbon 0,030 maks.
(IS0 5832-1) Silikon 0,75 maks.
Manganez 2,0 maks.
Fosfor 0,025 maks.
Kakart 0,010 maks.
Nitrojen 0,10 maks.
Krom 17,0t0 19,0
Molibden 2,25 to 3,00
Nikel 13,0to 15,0
Bakir 0,50 maks.
Kobalt 0,10 maks.
Demir Kalan

Kobalt Alasimh malzemeden Uretilen bilesenler, agirlikga %0,1'in lizerinde bir konsantrasyonda CMR 1B olarak tanimlanan agagidaki maddeleri
icerir:
-Kobalt; CAS No. 7440-48-4; EC No. 231-158-0.

Bazi klinik 6ncesi ve klinik kanitlar, tibbi cihazlardaki Co CA'nin (kobalt iceren alasimlar) hastalar igin olasi kanserojen veya Uremeyle ilgili
tehlikeler olmadigini géstermektedir.

C.KULLANIM AMACI & ENDIKASYONLAR

Kullanim Amaci:
Tipsan kalga sistemleri iskelet yapisi olgun hastalarda agrinin azaltilmasi veya giderilmesi ve/ veya daha iyi kalga islevi saglamak Ulzere kalca
artroplastisinde kullaniimak tzere tasarlanmistir.

Endikasyonlar:
Femoral Stem ve Asetabular Kap Sistemi (Toplam Kalga Eklem Replasmani) asagidaki durumlar igin endikedir:

1-osteoartrit, avaskiler nekroz, ankiloz, protrusio acetabuli ve agrili kalga displazisi gibi enflamatuar olmayan dejeneratif eklem hastaliklari;
2-romatoid artrit gibi enflamatuar dejeneratif eklem hastaligi;

3-islevsel bozuklugun dizeltilmesi; ve,

4-diger tedaviler veya cihazlarin basarisiz oldugu revizyon prosedurleri.

Bipolar Sistem and Unipolar Sistem (hemiartroplasti -Kismi Kalga Eklem Replasyonu asagidaki durumlar igin endikedir
1-Patolojik femur boynu kiriklari;
2-Femur boynu kiriklarinin kaynagsmamasi;
3.Femur basi ve boynunun aseptik nekrozu; ve,
4.Genglerde femur basini tutan fakat deforme olmamis bir asetabulum bulunan primer patoloji.

Amaglanan Klinik Performans:
Cihazin amaglanan klinik performansi:

® Agri azaltma;
¢ Eklemin isleyisinin restorasyonu ve ameliyat dncesi duruma kiyasla hareketliligin iyilestirilmesi;

Ancak, bu performanslar ilgili cihazdan bagimsiz olarak birkag parametreye baglidir:
- Hasta (kilo, aktivite seviyesi, beklentiler, yas vb.);

- Hastanin kemik kalitesi ve baslangigtaki kemik agigi;

- Yumusak dokularin kalitesi

- Implantasyon kalitesi.

Amaglanan Hasta Popiilasyonlari:
Tipsan Kalga Sistemi iskelet olgunlugu olan hastalar igin tasarlanmistir. Cinsiyet konusunda herhangi bir sinirlama yoktur

Hedef Kullanicr :
Tipsan Kalga Sistemleri; sadece Saglik profesyonelleri- Ortopedi Cerrah tarafindan kullaniimak tzere tasarlanmistir.

D.KONTRENDIiKASYONLAR
Hasta bu kontrendikasyonlar hakkinda uyariimalidir.

Kontrendikasyonlar arasinda sunlar vardir:
1- acik enfeksiyon;
2- uzak enfeksiyon odaklari (implant bolgesine hematojen yayillmaya yol agabilir);
3- rontgenogram Uzerinde belirgin olan eklem yikimi veya kemik absorpsiyonu ile anlasilan hizli hastalik ilerlemesi;
4- iskeleti olgunlasmamis hastalar (hasta cerrahi sirasinda 21 yasindan kiiguktr);

11/14



5- yetersiz néromuskiler durum (6rnegin 6nceki felg, flizyon ve/veya yetersiz abdiiktor kuvveti), zayif kemik stogu, eklem etrafinda zayif cilt 6rtmesi
ve bu nedenle prosedirin uygulanmasinin dogru olmayacagi vakalar;

6- noropatik eklemler;
7- hepatit veya HIV enfeksiyonu;
8- yurilyUs seklini veya agirlik tagsimayi olumsuz etkileyebilen nérolojik veya muskuloskeletal hastalik.

E.GENEL UYARILAR & ONLEMLER
Uretici, yanlis endikasyonlar veya yanlis cerrahi teknik, uygun olmayan implant veya malzeme seg¢imi , cerrahi aletlerin veya malzemelerin hatali
tasinmasi kullanilmasi nedeniyle ortaya ¢ikabilecek komplikasyonlardan sorumlu degildir.

Preoperatif

Cerrah implant segimi konusunda karar verirken, hastanin klinik gériniimiine bagli olarak her durumu ayri ayri degerlendirmelidir. Cerrah, cerrahi
midahaleyi gerceklestirmeden once implant, aletler ve cerrahi prosedir ile iyice asina olmalidir. Cerrah, Uriine 6zgl cerrahi teknikler konusunda
Tipsan ile irtibat kurmahdir.

Hasta seciminde, hata riskini arttirabilecek ve prosediiriin nihai basarisi igin kritik &neme sahip olabilecek asagidaki faktérler géz 6niinde
bulundurulmalidir: hastanin agirhg, aktivite seviyesi ve meslegi. Implant 6mri ve stabilitesi bu degiskenlerden etkilenebilir. Kilolu bir hasta
protez Uzerinde asiri yukler olusturarak, protezin basarisiz olmasina yol agabilir. Cerrah, hastanin talimatlari uygulama, kilosunu ve aktivite
seviyesini kontrol etme konusundaki beceri ve istegini gbz 6niinde bulundurmalidir. Yiiksek faaliyet diizeyine sahip hastalar, kemik kalitesi
zayif olanlar veya kilolu hastalar daha dar bir femoral implant igin uygun birer aday olmayabilirler. Implant/kemik araytizi dahil herhangi bir
eklem replasman sisteminin normal saglkli kemik kadar aktivite diizeyleri ve yiklere dayanmasi beklenmez ve dogal insan eklemi kadar
glcld, glvenilir veya dayanikli olmayacaktir. Hastalarin, biylk oranda ylriime, kosma, agir kaldirma veya kas gilicl gerektiren meslekler ve
aktivitelere yonelik gergek disi fonksiyonel beklentileri olmamalidir.

e Artan basarisizlik riski tasiyan diger durumlar:
1- talimatlari yerine getirme yetenegini veya istegini etkileyebilen isbirligi yapmayan hastalar veya mental veya nérolojik bozuklugu olan hastalar;
2-belirgin kemik kaybi, siddetli osteoporoz veya uygun bir protez uyumunun saglanamadigi revizyon proseddirleri;
3-kemik olusumunu bozabilen metabolik bozukluklar;
4-osteomalasi;
5-iyilesmeyi engelleyecek veya sekteye ugratacak durumlar (6rn. alkol veya uyusturucu kullanimi, dekibitus Glseri, son evre diyabet, ciddi protein
eksikligi ve/veya beslenme bozuklugu);

6-kanama bozukluklari, uzun dénemli steroid tedavisi, imminosupresif tedavi veya yliksek dozda radyasyon tedavisi dahil her cerrahi igin
normalde dikkate alinan 6nceden mevcut kosullar.

Hasta, ameliyat riskleri konusunda uyarilmali ve olasi advers etkiler konusunda bilinglendirilmelidir. Hastaya, protezin normal saglikl
kemigin yerine gegcemeyecegi, protezin bazi hareketler veya travma sonucunda kirilabilecegi, beklenen kullanim siresinin sinirli oldugu ve
gelecekte degistirilmesine ihtiya¢ duyulabilecegi konusunda uyari yapilmalidir. Hasta, cerrahin meydana gelebilecegini 6ngordigu diger
riskler konusunda da uyarilmahdir. Hastaya, implantin hatali galismasina isaret edebileceginden, herhangi bir ses veya olagandisi bir duyumu
cerraha iletmesi gerektigi konusunda bilgi verilmelidir.

Hastalar, implant dGmriintin kendi agirliklari ve faaliyet diizeylerine baglh olabilecegi konusunda uyarilmalidir.

implant malzemelerine, 6zellikle metal iyonlarina karsi hasta duyarlliklari veya alerjileri miimkiindiir. Her implant i¢in malzeme tiirii kutu
etiketinde bulunur. Ameliyati yapacak hekim, implant materyallerine duyarhliklarla ilgili olasi riskleri ameliyat dncesi planlama’nin bir
pargasi olarak dahil etmelidir..

intraoperatif
Protez bilesenlerinin dogru implantasyonunu saglamak lizere 6zel aletler mevcuttur ve bu aletler kullanilmalidir. Farkli Greticilere ait aletleri
birlikte kullanmayin. Nadiren de olsa, 6zellikle asiri kullanim veya asiri glic uygulamasi sonucunda aletler kirilabilir. Bu nedenle, cerrahi
islemden Once aletlerde asinma veya hasar olup olmadigi kontrol edilmelidir.

Farkli Greticilerin bilesenlerini birlikte kullanmayiniz. Buna uyulmamasi implant basarisizligina ve revizyon cerrahisine neden olabilir

Cihazlar kullanmadan 6nce inceleyerek, nakliye veya saklama sirasinda veya prosedir esnasinda fragmantasyon olasiligini artirabilecek
herhangi bir hasar veya kusur olup olmadigina bakin.

Protezin dogru olarak segilmesi son derece 6nemlidir. Eklem protezleri, dikkatli yerlestirme ve yeterli kemik destegi gerektirir. Uygun implant
boyutunun segilmesinde, kemigin endosteal alanina bakilmaksizin cerrahlarin tibbi bilgisi dahilinde se¢im yapilmasi tavsiye edilir. Uygun implant
seciminde tasarim, fiksasyon, hastanin kilosu, yasi, kemik kalitesi, yapis, aktivite seviyesi, ameliyat dncesi saglik durumu ve ayrica cerrahin cihaz
konusundaki deneyimi ve bilgisi géz 6niinde bulundurulmalidir. Implant 6mri ve stabilitesi bu degiskenlerden etkilenebilir. Cerrahlar, hastayi bu
faktorler konusunda bilgilendirmelidir.

X-ray Rontgen sablonlari kullanilacak Grindn biydklGgini tahmin etmek igin kullanilir. Bireysel bir hasta igin tGriin boyutunu nihai olarak
hastanin anatomisi belirler. Kemik haziriginin derecesi en kigiuk boyuttan baslanilip kanayan kansel6z kemige ulasilana kadar devam
edilerek oyma ve/veya delme ile intraoperatif olarak belirlenir. Nihai implant konumunu ve eklem hareket araligini degerlendirmek igin
deneme protezleri kullanilmalidir. Cerrahi sirasinda segilen son implant blyUkligli preoperatif degerlendirme sirasinda baslangigta
planlanan biyiklikten veya 6n denemeler sirasinda segilen kombinasyondan farkli olabilir.

e Cimentolu Uygulama. Prosediriin basarisiz olmasina yol agabilecek baski konsantrasyonlarinin énlenmesi igin kemik ¢imentosu icinde gomuli
bulunan bitin protez bilesenlerine tam destek saglamak lzere dikkatli olunmalidir. Protez bolgesinin kapanmasindan énce kemik pargaciklari,
kemik ¢imentosu pargalari ve metal kalintilarin komple atilmasi dahil komple temizlik yapilmasi, protezin artikiler ylzeylerinin hizli aginmasini
onlemek igin kritik 6neme sahiptir. Distal Santralizorlerinin gimentolu total kalga artoplastisinin bir pargasi olarak kullanilmasi amaglanmistir.

e Cimentosuz Uygulama. islemin basarisi agisindan cerrahi miidahale sirasinda yeterli fiksasyonun saglanmasi kritik &neme sahiptir.
Cimentosuz femoral stemler ve asetabiler kabuklar yerel kemik igerisine tam olarak uymalidir ve bu durum titiz operatif teknik ve belirli
aletlerin kullanimini gerektirir. Kemik stogu, cihazi desteklemek igin yeterli olmalidir.

e ASLA bu metalleri ARTIKULASYON YAPMAYAN temas yiizeylerinde kombine etmeyin:
- Paslanmaz gelik Moduler Bas / kobalt krom alasimli Femoral Stem

e implanti femoral kemik hazirhgl bolgesi 6tesinde oturtmaya kalkismayin. implantin hazirlanan femoral kemigin 6tesine oturtulmaya
zorlanmasi kemigin kirilmasi riskini artirabilir. Bazi durumlarda proksimal gévdenin kaplamali veya kaplamasiz bir kismi proksimal rezeksiyon
seviyesinin Gzerinde goérinir durumda olabilir.

e Daha kiglk boyutlardaki femoral implantlar daha dar intramediller femoral kanallara sahip hastalar icin amacglanmistir. Bu implantlarin
geometrisi daha dar intramediller femoral kanal anatomisine uyum saglamak amaciyla kigiltilmustir ve bu durum implantin yorgunluga
dayanikhlik ve yik tasima 6zelliklerini de azaltir.

o Modiiler Bilesenler (Femur Basi ve Stemler, Modiler Boyunlar ve Proksimal Gévde). Femur baslari, modiler boyunlar ve proksimal ve distal
stem daralan kisimlarinin gizilmesinden kaginilmalidir. Bu bilesenlerin tekrarlanan kurulmasi ve pargalarina ayrilmasi daralan kisimli eklemin
kilitleme hareketini olumsuz etkileyebilir. Kurma 6ncesinde uygun kilitlenmeyi saglamak Uzere proksimal goévdenin disi oturma kisminin
icinden cerrahi kalinti temizlenmelidir. Pargalara ayrilmayi 6nlemek igin bilesenlerin sikica oturdugundan emin olun. Femur basi, femoral
bilesenin boyun daralan kismi, modiler boyun daralan kisimlari, viicut daralan kismi, ve proksimal gévdenin disi oturma kismi kurma
oncesinde mutlaka temiz ve kuru olmalidir.

e Kobalt krom femur baslar, kobalt-krom-molibden, titanyum alasimli femoral stemler ile kullanilmak Gzere tasarlanmistir
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e fiksasyon vidalari, kabugun saglam sekilde sabitlendiginden emin olmak ve liner bilesenine miidahale etmesinden kaginmak i¢in tamamen
oturtulmahdir. Implante etmeden once segilen kabuk ve linerin uyumlu oldugundan emin olun. Liner bilesenini kabuk bileseni igerisine
oturtmadan once kabugun igerisindeki cerrahi kalintilar temizlenmeli ve kabuk tamamen kurutulmalidir. Kalinti ve sivi varligi linerin kabuk
bileseni igerisine kilitlenmesine engel olabilir. Linerin kabuk igerisine dizgiin bigcimde oturtulmamasi linerin kabuktan ayrilmasina yol
acabilir.

e Seramik femur baslari ve asetabdler linerler gizilmis veya daha 6nce montajlanmis metal konik kisimlara yerlestirilmemelidir yoksa seramik
kirilmasina yol agabilir.

o Seramik bilesenlerin kirilmasi ciddi bir komplikasyondur. Gérinilrde hasar olmasa bile dustrildiginde kullanilmamasi gereken seramik
cihazlar konusunda 6zel dikkat gosterilmelidir. Seramik cihazlari sokmak igin sadece plastik bir ug kullanin. Hastalara herhangi bir olagandisi
ses ve/veya ani agriyi bunlarin her ikisi kirik endikasyonlar olabileceginden bildirmeleri énerilmelidir. Revizyon karari ertelenmemelidir
¢linkl seramik pargalar ¢cevre yumusak doku ve metal bilesenlerde siddetli hasar olusturabilir. Seramik kiriklardan sonra revizyon sonuglari
dikkatli debridmandan sonra bile dokuda mevcut kalan seramik kalintilar nedeniyle olumsuz etkilenebilir. Seramik kiriklardan sonra
revizyonlarda kullanilan polietilen ve metal bilesenlerde hasar bildirilmistir. Cerrahlarin bireysel agidan tim implant segeneklerini dikkatle
degerlendirmesi onerilir. Femur stemleri ve asetabiiler kabuklar dahil tim bilesenlerin g¢ikarilmasinin dokuda seramik kalintilara bagh
hizlanmis asinmayi 6nlemeyebilecegine dikkat edilmelidir. Bazi yazarlar kismi veya tam sinovektomi 6nermistir.

Postoperatif

e Cihazlarin beklenen émriini tahmin etmek zor olsa da Cihaz dmri Sonludur. Fonksiyonel cihaz 6mrd, hastanin agirligi, aktivitesi, hastanin
kemik kalitesi gibi degisken faktorlere baglidir, bu nedenle tam fonksiyonel dmriini belirtmek miimkin degildir. Eklem degistirme Implant
cihazlarinin uzun sireli takipteki performansi ve givenligi ile ilgili literatlr taramasina gore, Cihazlarin tahmini fonksiyonel 6mri yaklasik 10
ila 15 yildir. Bu tahmini 6mdr, hastanin agirhgi, aktivitesi, hastanin kemik kalitesi ve cerrah deneyimi gibi degisken faktorlere bagh olarak
degisebilir.

e Hastaya rekonstriiksiyonun sinirhliklari hakkinda ve yeterli fiksasyon ve iyilesme saglanana kadar protezin tam agirligi tasimaktan korunmasi
hakkinda bilgi verilmelidir. Hasta, faaliyetlerini kisitlamasi ve degistirilen eklemi makul olmayan baskilardan ve olasi gevsemeden, kiriktan
ve/veya asinmadan korumasi ve doktorun bakim ve tedavi ile ilgili talimatlarina uymasi konusunda uyarilmalidir. Bilesenlerin gevsemesi
asinma pargalarinin daha fazla tretilmesine ve kemigin hasar gérmesine yol acgabilir ve boylece basarili revizyon cerrahisini zorlastirabilir.

e Prostetik bilesenlerin konumu ve durumu ile bitisik kemigin durumunu izlemek (zere periyodik, uzun vadeli izleme tavsiye edilir.
Bilesenlerin yer degistirmesi, gevsemesi, egilmesi veya catlamasiyla ilgili uzun vadeli degisikliklere iliskin kanitlar bulmak tzere erken
ameliyat sonrasi kosullarla yakin karsilastirma amaciyla ameliyat sonrasi periyodik X-ray rontgenler tavsiye edilir.

e Hastaya her turll agri, hareket araliginda azalma, sislik, ates, gicirti, tikirti, takirti, sirtinme veya ezilme seslerini ve beklenmedik durumlari
bildirmeleri tavsiye edilmelidir. Hastanin gicirti, tikirti, takirti, strtiinme veya ezilme sesleri bildirimi, bu tir durumlar bilesenlerde
implantlarin mukavemetini riske atabilen konum degisikliklerini gosterebileceginden dikkatle degerlendirilmelidir.

F.ADVERS ETKILERi KALCA ARTROPLASTISi iMPLANTLARININ arasinda sunlar olabilir:

1-Osteoliz (progresif kemik rezorpsiyonu). Osteoliz asemptomatik olabilir ve bu nedenle ileride ortaya ¢ikabilecek ciddi bir komplikasyonu
onlemek igin rutin periyodik radyografik inceleme hayati dnem tagimaktadir.

2-Erken revizyon gerektiren artmis asinma hizlarina yol agan pargalar.

3-Materyallere alerjik reaksiyonlar, histolojik reaksiyonlara sebep olabilen aginma kalintisi reaksiyonlari, psodotiimér ve aseptik lenfositik
vaskdlit ile iliskili lezyonlara (ALVAL) neden olabilen metal hassasiyeti.

4-Gecikmis yara iyilesmesi; Protezin gikarilmasini gerektirebilecek derin yara enfeksiyonu (erken veya geg). Nadir durumlarda, ilgili eklemin
artrodezi veya uzvun ampitasyonu gerekli olabilir.

5-Kemik gimentosu kullanimi nedeniyle ameliyat sirasinda kan basincinda ani disme;

6-Kan damarlarinin zarar gormesi veya hematom;

7-Cerrahi travmanin olasi sonucu olarak gegici veya kalici sinir hasari, periferal néropatiler ve subklinik sinir hasari ve sonugta etkilenen uzuvda
agri ve uyusukluk;

8-Venoz tromboz, pulmoner emboli veya miyokard enfarktiisti dahil kardiyovaskiler bozukluklar;

9-Travma, yorucu faaliyet, hatali hizalama, implantin tam oturmamasi, kullanim siresi, fiksasyon kaybi, kaynasmama veya asiri kilo sonucunda
protez bileseninde yorgunluk kirigi meydana gelebilir;

10-Uygun olmayan konumlandirma, travma, fiksasyon kaybi ve/veya kas ve fibréz doku gevsekligi nedeniyle protez bilesenlerinin yer
degistirmesi, gbcmesi ve/veya subliksasyonu;

11-Eklem hareketliligine engel olan veya olmayan periartikuler kalsifikasyon veya ossifikasyon;

12-Yetersiz tekrar birlestirme ve/veya erken agirlik tasima nedeniyle trokanterde birlesmeme;

13-Fazla kas gerilimi, erken agirlik tasima veya istemeden intraoperatif zayiflatma nedeniyle trokanterik avilsiyon;

14-Bilesenlerin yanlis segilmesi veya konumlandiriimasi, femoral garpma yoluyla ve periartikiiler kalsifikasyon nedeniyle yetersiz hareket araligi;

15-Femoral veya asetabiler perforasyon veya kirik; cihaz oturtulurken femur kirigi; travma veya asiri yilk binmesine bagl ve 6zellikle yetersiz
kemik stoku varliginda olusan femur kirigi;

16-Uzuvda istenmeyen kisalma veya uzama;

17-Bacak uzunlugu uyumsuzlugu, asiri femoral medializasyon veya kas yetersizligi nedeniyle etkilenen uzuv veya kontralateral ekstremitede
problemlerin artmasi;

18-Agri.
G.TASIMA VE STERILiZASYON

implantlar gamma radyasyon sterilize edilir. Spesifik sterilizasyon ydéntemi icin ambalajin hemen {izerindeki etikete bakilmaldir. Radyasyona
tutulmus implantlar minimum 25 ve maksimum 40 kiloGray gamma radyasyonuna maruz kalmistir.

Uriinler steril olarak saglanir ve i¢ ambalaji acik veya hasarli olmadikga steril oldugu kabul edilmelidir. i¢ ambalajin biitiinliigiinde bir bozulma
varsa, talimatlar igin Uretici ile irtibat kurun. Cihazi ancak dogru ebadin tespitinden ve ameliyat yerinin son implantasyon icin hazirlanmasindan
sonra aseptik ameliyathane teknigi kullanarak ambalajindan gikarin. Urlini daima pudrasiz eldivenlerle tutun ve Griine zarar verebilecek sert
nesnelerle temastan kaginin. Bu durum ozellikle, gozenekli ve HA kaplamali protezlerin kullaniminda ¢ok énemlidir. Gozenekli ylzeylerin veya
HA yuzeylerinin kumas veya baska lif cikaran malzemeler ile temas etmesine izin vermeyin.

Sadece tek kullanimlik olarak etiketlenmis cihazlar asla tekrar kullaniimamaldir. Bu cihazlarin tekrar kullanilmasi hastanin ciddi sekilde zarar
gormesiyle sonuglanabilir. Bu cihazlarin tekrar kullaniimasina iliskin tehlikeler arasinda cihaz performansinda 6nemli Ol¢lide bozulma, capraz
enfeksiyon ve kontaminasyon bulunmakta olup, bunlarla sinirli degildir.

Bir protez vicut dokulari veya sivilari ile temas ettikten sonra asla tekrar sterilize edilmemeli veya kullanilmamalidir ve atilmalidir. Tipsan, viicut
dokulari veya sivilari ile temas ettikten sonra tekrar sterilize edilen implantlarin kullanimi konusunda higbir sorumluluk kabul etmez.

UYARILAR:
- Ambalaj malzemelerinin timi implantasyon dncesinde implanttan CIKARILMALIDIR.

- Ameliyattan dnce paketlerde yirtik veya baska hasar olup olmadigi kontrol edilmelidir., steril bariyer bozulmussa Grinl Tipsan ’a
geri gonderiniz.

H.SAKLAMA KOSULLARI
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Tum implantlar temiz ve kuru bir ortamda saklanmali ve glines 15181 ve asiri sicakliklardan korunmalidir.

I.MANYETiK REZONANS GORUNTULEME (MRI) GUVENLIGi

MR ortaminda metalik implantlarin kullanilmasiyla iliskili tabiati geregi riskler mevcuttur; bunlar arasinda bilesen gdg¢mesi, 1si indiiksiyonu ve
bilesen(ler) yakininda sinyal enterferansi ve distorsiyonu vardir. Metalik implantlarin 1s1 indiiksiyonu bilesen geometrisi ve materyaline ve ayrica MR
glicl, suresi ve puls dizisine  bagh bir risktir. MR ekipmani standardize olmadigindan bu implantlar i¢in olusma olasiligi ve siddeti bilinmemektedir.

Tipsan Kalga Sistemleri MR ortaminda giivenlik ve uyumluluk agisindan degerlendirilmemistir. Tipsan Kalga Sistemleri MR ortaminda isinma veya
goecme icin test edilmemistir. Bu cihazlar test edilmediginden Tipsan bu implantlarla MR kullaniimasi agisindan ne glvenlik meseleleri bakimindan ne
de gorintileme dogrulugu bakimindan bir 6neride bulunamaz.

Bu bilesenler pasif metalik cihazlardir ve tim pasif cihazlarla oldugu gibi bazi goriintileme modaliteleriyle resiprokal enterferans olasiligi vardir; bunlar
arasinda MR igin goriinti distorsiyonu ve BT igin X 1sini sagilmasi vardir.

J.CIHAZIN iCERDIGi MADDELER

Cihazlar;

— insan kani veya plazma tirevi dahil olmak Gzere, bir tibbi maddeyi veya

— insan kaynakh dokular veya hiicreler ya da onlarin tiirevlerini veya

— (AB) 722/2012 sayili Tuzuk'te belirtildigi sekilde, hayvan kaynakl dokular veya hiicreler ya da onlarin tiirevlerini;

icermez veya ihtiva etmez

K.CIKARMA VE BERTARAF )
Tipsan Implantlar kalici implantasyon amachdir. Implantin gikariimasi gerekliyse,uygun enstriiman kullaniimahdir. Cikarilan implantlar, biyo-tehlikeli
Uranler olarak degerlendirilmeli ve enfeksiyon dnleme ve kontroli igin yerel ve ulusal dlizenlemelere uygun olarak imha edilmelidir.

L.IMPLANT KART
Cihaz ile birlikte bir fiziksel implant karti verilir, Saghk Kuruluslari/ Hastaneler bu implant kartini doldurmali ve Hastalara vermelidir

M.CiDDi OLUMSUZ OLAYLARIN RAPORLANMASI

Cerrahlar / saglik Kuruluslari, cihazla ilgili olarak meydana gelen ciddi bir olayi, Tipsan’a ve Olumsuz olayin yasandigi Ulkenin yetkili otoritesine
bildirmelidir;

N. DiGER BILGILER
“Givenlik ve klinik performans 6zeti” Raporuna erisim:
Tipsan, 2017/745 Tibbi Cihaz Regiilasyon’nun 32. Maddesi uyarinca “Giivenlik ve Klinik Performans Ozeti” raporu hazirlamistir.

Givenlik ve Klinik Performans Ozet (SSCP) raporu, Eudamed genel web sitesinden (https://ec.europa.eu/tools/eudamed) erisilebilir veya
dogrudan Tipsan'dan talep edilebilir.
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