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Control of the Manual

1. The holder of the copy of this manual is responsible for maintaining it in good and safe condition and in a readily

identifiable and retrievable.

2. Theholder of the copy of this Manual shall maintain it in current status by inserting latest amendments as and
when the amended versions are received.

3. Administrative Manager is responsible for issuing the amended copies to the copyholders the
copyholder should acknowledge the same and he /she should return the obsolete copies to the
Administrative Manager.

4. Theamendment sheet, to be updated (as and when amendments received) and referred for details of

amendments issued.

5. Themanual is reviewed once a year and is updated as relevant to the hospital policies and procedures. Revew and
amendment can happen also as corrective actions to the non-conformities raised during the self-assessment or

assessment audits by NABH.

The authority over control of this manual is as follows:

e

The procedure manual
and the photocopies of
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1.0 PURPOSE

1.1 To ensure that all implan
1.2 To ensure that impla
integrity. .
1.3 To ensure that the
accurately recorded

able whenever required for patient care.
manner that maintains their sterility and

Il implantable prostheses used are

2.0 SCOPE

2.1 This policy apy
hospital.

1 used for patient care in the
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4.0 POLICY

4.1 Implantable prostheses and medical devices used in the hospital shall be selected based on
scientific criteria and in accordance with national and international guidelines.

4.2 Quality certificates for all implantable prostheses and medical devices shall be maintained by the
hospital.

4.3 All implantable prostheses used in the hospital shall meet the following selection criteria:

4.3.1 The implant shall have FDA approval, CE certification, or other recognized quality
certification from a reputed organization.

4.3.2 The implant shall be associated with minimal post-operative complications.

e 4.3.3 The implant shall be of appropriate size.
4.3.4 The implant shall be suitable for the age and clinical condition of the patient.

4.4 Patients and their family members shall be counseled by the treating consultant regarding:

e The use of implantable prostheses and medical devices

e Expected benefits and possible risks

4.5 Post-procedure precautions related to the implantable prosthesis shall be clearly explained to
the patient by the treating consultant.

4.6 The batch number and sel
following:

antable prostheses used shall be recorded in the

5.2 Master OT reg
5.3 Discharge
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