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IMPORTANT NOTICE
The users of the Winloc Anterior Cervical Plate System acknowledge that they have read and agreed to the
statement in this instruction, ensure that you are familiar with appropriate surgical technique.

DESCRIPTION

The Winloc Anterior Cervical Plate System consists of wide range of cervical plates and screws. The bone
plate design can prevent screws from backing out and can be combined with expandable bone screws,
enhancing stability of fixation and leading to improved therapeutic results. The instruments are designed for
implantations of the Winloc Anterior Cervical plate system. The method of implanting is described in the
Winloc Anterior Cervical Plate System Surgical Technique.

MATERIAL

All components of the Winloc Anterior Cervical plate system are made of Titanium alloy (Ti6Al4V, ASTM
F136/ISO 5832-3), which are biocompatible, corrosion resistant, non-toxic under biological conditions and
interferes as little as possible with imaging processes such as X-ray imaging and computer tomography.

INTENDED USE

The Winloc Anterior Cervical Plate System is intended for the anterior surgical stabilization of the cervical
spine. The implant enables the immobilization of the fusion mass until consolidation of the implant or bone
transplantation.

INDICATIONS

Degenerative disc

Disease

Spondylolisthesis

Trauma (i.e., fracture or dislocation)

Spinal stenosis

Deformities or curvatures(i.e., scoliosis, kyphosis,and/or lordosis)
Tumor

Pseudoarthrosis

Failed previous fusion

CONTRAINDICATIONS

Patients with acute infection, whether superficial or deep

Bony abnormalities, unable to ensure fixation of bone screws

Pathological obesity

Open wounds

Patients with a history of material allergy or who tend to react to foreign bodies

The physician must consider carefully before treating patients who are in a generally unfavorable medical
or psychological state and who could be made worse by the procedure

Pregnancy

WARNING AND PRECAUTIONS

e Appropriate size selection, material, shape, placement, and fixation play a critical role in implant service
life that the decision of selecting proper implant is very important. Implant being properly selected
minimize potential risk of implant failure to the least, thus, close approximation of the size, shape,
material, strength of implants to the skeleton of the individual patient renders maximum result to the
implant service life.

The resistance of metallic internal fixation devices differs from that of healthy bones. Hence, it is difficult
to anticipate the point of damage for the implant when subjected to body weight without supplementary
support.

Implants may collapse under excessive load, leading to delayed fusion or non-fusion. Therefore, the
internal fixator must share the load until the physician verifies bone healing.

Delayed or non-union healing may result in shortened lifespan of implants due to metal fatigue. The
surgeons should avoid notching or scratching the implants which will contribute to early fatigue of the
implants.

Mixing metals or contact between dissimilar metal, such as titanium screws used with a stainless steel
bone plate will accelerate the corrosion process of stainless steel. Therefore, devices that come into
contact with each other should be made from similar or compatible metals.

Implant should not be reused and should be discarded upon removal.

Utilizing X-Ray during surgery for positioning and realignment is crucial in reducing complications.

The surgeon must be thoroughly knowledgeable of the mechanical and metallurgical limitations of the
Winloc Anterior Cervical Plate System implants. Adequate training, careful reading of the technical
manual and experiences in the surgical technique is advised before using the Winloc Anterior Cervical
Plate System.

The patient’s activity degree will have a significant impact on the useful life span of any temporary internal
fixation devices. The Patient must be informed that any activity increases the risk of loosening, bending
or breaking the device, especially before proper bone grafting and normal healing of bone tissue occurs.
Correct handling of the implant is extremely important. Contouring of metal implants should only be
performed with proper bending equipment.

POSSIBLE SIDE EFFECTS

The following are specific adverse effects which should be understood by the surgeon and explained to the
patient. These do not include all adverse effects which can occur with surgery in general, but are important
considerations particular to metallic internal fixation devices. General surgical risks should be explained to
the patient prior to surgery.

In case of claim of dissatisfaction of the identification, reliability, safety, efficacy, performance, or any
defect

Upon receipt of implant, implant defect or damage to the package or insert

Any serious side effect on patient health or safety, or any life threatening issue or death

“ Manufacturer
;‘9 A-SPINE

A-SPINE Asia Co., Ltd.

20F., No. 80, Section 1, Chenggong Road, Yonghe District, New Taipei City 234634, Taiwan
Tel: (886) 2-2926-7088 / Fax: (886) 2-2926-8807

E-mail: service@aspine.com.tw
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The potential complications of spinal surgery may include: urological and reproductive d
gastrointestinal disturbances, vascular circulatory system dysfunction (including thrombosis), bronchial
and pulmonary obstruction (including embolism), Bursitis, haemorrhage, myocardial infarction, infection,
paralysis, or death.

Injury to the dura mater and arachnoid mater caused by surgery. Peripheral nerve i nerve
injury, localized ossification, vascular and neural disorders.

Pain, discomfort or abnormal sensations due to presence of the device.

Improper installation, inflammation, premature loading, and trauma may result in loosening, bending,
fracturing, or detachment of the implant.

Sensitivity or allergic reaction to a foreign body

Decrease in bone density due to stress shielding

Delayed union, nonunion or pseudoarthrosis

Sensitivity in skin or muscle patients could lead to skin ulceration or other complications

Inadequate excision of intervertebral discs or failure to reposition muscles such as the sternocleidomas-
toid can cause compression or injury to the nerve roots

In the case of a serious adverse event, additional surgery might be required

CLEANING & STERILIZATION

e Allimplants and instruments should be cleaned by ultrasonic cleaner with fresh cleaning solution for 10
minutes. Neutral or weakly alkaline cleaners are recommended to avoid the choice of detergents and
disinfectants containing the following ingredients: strong organic acids, oxidizing acids, strong alkaline
solutions, chlorine and iodine.

Avoid the use of corrosive products and/or instruments including abrasive sponges and metal brushes.
Verify that all instruments are in operative condition prior to sterilization.

The implants and instruments are recommended to be sterilized with the A-SPINE designed trays and/or
cases.

Instruction for sterilization: the implants and instruments should be sterilized by steam autoclave
following the instructions of the sterilizer manufacturer according to the type of sterilizer used and the
method in accordance with the internal hospital guidelines to achieve the degree of sterility of 10°. The
suggested parameters are as follow:

- Steam Wrapped Gravity Cycle at 121 “C/ 250 °F for 30 minutes, dry time for 30 minutes.

- Steam Wrapped Dynamic-Air-Removal (Pre-vacuum) Cycle at 132 °C/ 270 °F for 4 minutes, dry time for
30 minutes.

After processing, please inspect the cleaning, damage and function of implants and instruments prior to
use.

PACKAGE, LABELING & STORAGE

e The implants and instruments are supplied NON-STERILE.

The implants are delivered in individual packages. The implant, package, and insert must be intact at the
time of receipt. All legal information required for this type of implant is given in the labeling and the insert
of each package.

The implants may be supplied as a complete set in specially designed trays or boxes, which can be
sterilized directly.

Be careful in handling and storage of implants. Cutting, aggressive bending, or scratching of implant
surface can significantly reduce the strength & fatigue resistance of the implants. This may cause cracks
or non-visible internal stresses that lead to fracture of the implants.

Implants and instruments should be stored away from the corrosive environments such as salt air,
moisture.

Routine inspection and trial assembly of the instruments and implants are recommended to verify if
damage occurred in storage or prior surgery.

SERVICE

When the following conditions occur, please contact A-SPINE, the authorized distributor or dealer. The
information should include product description, reference number, lot number, your full contact information,
and the type of incident, an accurate description of the incident and consequences, and other related
technical information to assist future investigation. Please indicate if a written report is required from
A-SPINE, the authorized distributor or dealer.
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1468-208N 16 20 45
1468-238N 16 23 45
1468-258N 16 25 45
1468-268N 16 26 45
1468-278N 16 27 45
1468-288N 16 28 45
1468-308N 16 30 45
1468-328N ———- 16 32 45
1468-338N 16 33 45
1468-348N 16 34 45
1468-368N 16 36 45
1468-388N 16 38 45
1468-398N 16 39 45
1468-408N 16 40 4.5
1468-428N 16 42 45
1468-448N 16 44 45
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1468-458N 16 45 45
1468-468N 16 46 45
1468-488N 16 48 45
1468-508N 16 50 45
1468-518N 16 51 45
1468-528N 16 52 45
1468-548N 16 54 45
1468-568N 16 56 45
1468-588N RIS FMBR 16 58 45
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1468-788N 16 78 45
1468-808N 16 80 45
1468-828N 16 82 45
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1468-968N 16 9% 45
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1468-008N 16 100 45
1468-028N 16 102 4.5
1468-048N 16 104 45
1468-068N 16 106 45
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1450-128N 4.00 12
1450-138N 4.00 13
1450-148N 4.00 14
1450-158N 4.00 15
1450-168N 4.00 16
1450-178N 4.00 17
1450-188N 4.00 18
1450-208N 4.00 20
1450-228N 4.00 2
1450-248N AR 4.00 24
1450-268N 4.00 26
1451-128N 4.00 12
1451-138N 4.00 13
1451-148N 4.00 14
1451-158N 4.00 15
1451-168N 4.00 16
1451-178N 4.00 17
1451-188N 4.00 18
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1451-208N 4.00 20
1451-228N 4.00 22
1451-248N 4.00 24
1451-268N 4.00 26
1452-128N 450 12
1452-138N 450 13
1452-148N 4.50 14
1452-158N 4.50 15
1452-168N 4.50 16
1452-178N AL 4.50 17
1452-188N 4.50 18
1452-208N 4.50 20
1452-228N 4.50 22
1452-248N 450 24
1452-268N 4.50 26
1453-128N 4.00 12
1453-138N 4.00 13
1453-148N 4.00 14
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1453-158N 4.00 15
1453-168N 4.00 16
1453-178N 4.00 17
1453-188N 4.00 18
1453-208N 4.00 20
1453-228N 4.00 22
1453-248N 4.00 24
1453-268N 4.00 26
1454-128N TR EMEIRET 4.00 12
1454-138N 4.00 13
1454-148N 4.00 14
1454-158N 4.00 15
1454-168N 4.00 16
1454-178N 4.00 17
1454-188N 4.00 18
1454-208N 4.00 20
1454-228N 4.00 22
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1454-248N 4.00 24
1454-268N 4.00 26
1455-128N 4.50 12
1455-138N 4.50 13
1455-148N 4.50 14
1455-158N 4.50 15
1455-168N 4.50 16
1455-178N 4.50 17
1455-188N B TR 4.50 18
1455-208N 4.50 20
1455-228N 4.50 22
1455-248N 4.50 24
1455-268N 4.50 26
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