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E PLATE, BONE EW, PINS & WIRES INSTRUCTION FOR USE (I

Instruction concerning for below mentioned Bone Plate, Bone Screw, Pins & Wires made by

Ortho Max Mfg. Co Pwt. Ltd.

CONTENTS

¢ The Device package contains single use implant (Bone Plate, Bone Screw, Pins & Wires) of the Ortho Max Mfg. Co
Pvt. Ltd.

DESCRIPTION
¢  The Bone Plate, Bone Screw, Pins & Wires are single use device supplied Non-sterile. The devices are available in
Titanium Gr.2, S5316L, S$316LVM for Bone Plate & Titanium Gr.5, S5316L, SS316LVM for Bone Screw, Pins & Wires
with different sizes.

INTENDED USE
Bone Plate
e These implants are used in human body to unite bones of different parts of the body. Plates are of different types
which used in different parts of human body e.g. One third tubular plates are generally used in forearm bones
along with Cortical & Cancellous screws, mini bone plates, small T —plates are generally used in lower end of
Forearm Bone, mini straight plates are used in phalangeal fractures, mini T & L plates are used in fractures of the
distal or proximal ends of phalanges
Bone Screw
¢  These implants are used in human body to unite bones of different parts of the body. Screws are of different types
e.g. Mini bone screws, Cortical screws, Cancellous screws, Cancellous Cannulated screws, Malleolar screws, locking
bolt, lag (DHS/DCS) screws, spinal screws, shaft screws, plug screws.
Wire
e  These implants are used in human body to unite bones of different parts of the body. Wires are of different types
which used in fractures of bones serving as ligament or muscle attachment. Wires are mainly indicated for both
temporary and definitive fixation.
Pins
¢  This implants are used in human body to unite bones of different parts of the body. Pins are of different types
which generally used with external fixator implants in Tibia, Femur & forearm bones.

Correct selection of the implants is extremely important:

¢  Responsibility of the proper selection of patients, adequate training, experience in the choice, placement of the
implant & the decision to leave or remove implant postoperatively, rests with the surgeon.

e  Our Bone Plate, Bone Screw, Pins & Wires are available in variety of configurations, these shall be used in
combination with related corresponding implants & instruments made by Ortho Max Mfg. Co Pvt. Ltd. only.

e The product should be used in combination with the devices made up similar material only. .(Titanium Gr.5
implants with Titanium Gr.5 implants, Titanium Gr.2 implants with Titanium Gr.2 implants, 55 316L implants with
SS 316L implants & SS 316LVM implants with 55 316LVM implants)

e  The Surgeon should discuss the expectation of the surgery inherent the use of the product with the patient.
Particular attention should be given to a discussion postoperatively & the necessity should be focused for periodic
medical follow-up.

¢  The Correct selection of the product is extremely important. The product should be used in the correct anatomical
location, consistent with the accepted standard for the internal fixation. Failure to use the appropriate product for
the application may result in a premature clinical failure. Failure to use the proper component to ensure adequate
blood supply & provide rigid fixation may result in loosening, bending or cracking of the product and/ or bone
fracture.

CONTRAINDICATIONS
Do not use the Bone Plate, Bone Screw, pins & Wires in cases of:
¢ |nadequate bone quantity and/or bone quality
¢  Hypersensitivity to metal or allergic reaction
e  Early or Late Inspection, both deep and / or superficial
e  Patients with limited blood supply
¢  Patient within whom co-operation or mental competence is lacking, thereby reducing patient compliance
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Cleaning Procedure:

New products must be carefully cleaned before initial sterilization. Only trained personnel must perform cleaning
Equipment: various sized soft-bristled brushes, lint-free cloths, syringes, pipettes and/or water jet, neutral enzymatic cleaner
or neutral detergent with a pH 7.

¢  Rinse Implants under running cold tap water for a minimum of two minutes. Use a soft-bristled brush to clean the
Implants.

¢  Soak Implants in a neutral pH enzymatic cleaner or detergent solution for a minimum of ten minutes. Follow the
enzymatic cleaner or detergent manufacturer’s instructions for use for correct exposure time, temperature, water
quality, and concentration.

¢  Rinse Implants with cold water for a minimum of two minutes. Use a syringe, pipette, or water jet to flush lumens,
channels, and other hard to reach areas.

e Manually clean Implants for a minimum of five minutes in a freshly prepared neutral pH enzymatic cleaner or
detergent solution using a soft-bristled brush. Clean Implants under water to prevent aerosolization of
contaminants.

Note: Freshly prepared solution is a newly-made, clean solution.

¢  Rinse Implants thoroughly with deionized (DI} or purified (PURW) water for a minimum of two minutes. Use a
syringe, pipette, or water jet to flush lumens and channels.

e Visually inspect Implants.

¢  Perform a final rinse on Implants using DI or PURW water.

e DrylImplants using a clean, soft, lint-free cloth or clean compressed air.

Note: Cleaning Agent Information: We used the following cleaning agents during internal processes of these cleaning
recommendations. These cleaning agents are not listed in preference to other available cleaning agents which may perform
satisfactorily- neutral pH enzymatic detergents (e.g. Prolystica 2X Concentrate Enzymatic Cleaner, Enzol, Endozime, and
Neodisher Medizym) and neutral pH detergents {e.g. Prolystica 2X Neutral Detergent).

We are suggesting following parameter for the sterilization;

Method Temperature Exposure Pressure

time
Steam 121 Deg C. 15 103421 Pa/ 0.1 MPa/ 15 psi
{autoclave) Minutes

Note: Recommended Steam Sterilizer (Autoclave) is Class B.

WARNING:
The use of implants for surgery other than those for which they are intended may result in damage/ breakage of implants or
patient injury.
¢  Theoperating surgeon and operating room team must be thoroughly familiar with the operating technique, as well
as the range of implants and instruments to be applied. Complete information on these subjects must be readily
available at the workplace.
e  The operating surgeon must be especially trained in orthopedic surgery, biomechanical principles of the skeleton,
and the relevant operating technigues.
¢ The patient is aware of the risks associated with general surgery, orthopedic surgery, and with general anesthesia.
e  The patient has been informed about the advantages and disadvantages of the implant & implantation procedure
and about possible alternative treatments.
e  Theimplant can be failed due to excessive load, wear and tear or infection.
¢ The service life of the implant is determined by body weight and physical activity. The implant must not be
subjected to overload too early through extreme strain, work-related or athletic activities.
s  Corrective surgery may be necessary if the implant fails.
¢ The patient must have his/her physician to carry out follow-up examinations of the implants at regular intervals.
INTRA-OPERATIVE
e  Prior to use, verify the integrity of the implant.
¢ Modification of the Implant Set is not allowed.
¢ Small bending of the Bone Plate, Bone Screw, Pins & Wires set is possible. when contouring this Bone Plate, Bone
Screw, Pins & Wires, do not over bend and / or bend back in original shape
¢  Use the appropriate Drill Guide, Drill and Tap set to make the holes and threading for the bone screws to avoid
damage of the screws, Bone Plate, Bone Screw, Pins & Wires & bone.
e Ensure sufficient rinsing in-situ for cooling and removing of potential wear material.
e Before locking the screw to the Bone Plate, Bone Screw, Pins & Wires, the bone has to be correctly repositioned.
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Do not re-use

Single use or use only once

Date Of Manufacture

Note: This symbol is accompanied by the date that the device was
manufactured. The date could be year, year and month, or year, month and
day, as appropriate.

Catalogue Number

R E F Note: This symbol be accompanied by the catalogue number relevant to the

device bearing the symbol.

Batch Code

L 0 I Note: This symbol should be accompanied by the batch code relevant to the

device bearing the symbol.

Do Not Use If Package Is Damaged

Do not use, if the packaging is compromised.

Caution

This symbol is to denote that there some warning or precautions associated
with device, which are not otherwise found on labels

Qty In Single Pack Number Of Quantity Packed

Material Raw Material used for manufacturing

morfho Max Manufacturers Company Logo

Mig. Co. P Lid.

Manufacturer

Ortho Max Mfg. Co Pvt. Ltd.
C-1-B/886/4, G.I.D.C. Estate,

Makarpura Vadodara - 390001 India.
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