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Ortho Clinical Diagnostics

I.  APPROVAL OF THE 1Q PROCEDURE:

AJ Hospital & Research Centre, Mangalore and Ortho Clinical Diagnostics are jointly
responsible for the Installation of VITROS ECI, Sr. No. J30005326 the AJ Hospital & Research

Centre, Mangalore.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Mr. Deekshith
o~ Title : Service Engineer Signature: @g@/
Company : Ortho Clinical Diagnostics Date:16/09/2020

Validation Team from: AJ Hospital & Research Centre, Mangalore.

3

Name : Mr. Mohammad Hashir Signature:

oo

Designation  : Quality & Technical Manager Date: }o/ to

—

Department  : Laboratory

Name : Ms. Nivya Sudhakaran Signature: @U"‘
Designation  : Lab Technologist Date: 2 Ollbl 2020

- Department  : Microbiology

Customer Authorizations:

Name : Dr. Roopa
Title - . Lab Consultant Signature: ;

Site : Al Hospital & Research Centre, Mangalore Date: 20\]0‘10@
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[. APPROVAL OF THE OQ PROCEDURE:

AJ Hospital & Research Centre, Mangalore and Ortho-Clinical Diagnostics are jointly responsible

" for the Operational Check of VITROS ECI, Sr. No. J30005326 in AJ Hospital & Research Centre,

Mangalore.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name : Mr. Chiranth M
Title . Application Support Signature: @%
Company : Ortho Clinical Diagnostics Date: 23/09/2020

Validation Team from: AJ Hospital & Research Centre, Mangalore.

Name : Mr. Mohammad Hashir Signature: ._,@/Z/

Designation  : Quality & Technical Manager Date: Jo)1e) X<
Department  : Laboratory

Name : Ms. Nivya Sudhakaran Signature: @%
Designation  : Lab Technologist Date: 20/[0/20 20

Department  : Microbiology

Customer Authorizations: AJ Hospital & Research Centre, Mangalore.

-

Name : Dr. Roopa
© Title : Lab Consultant Signature:zf%
Site : AJ Hospital & Research Centre, Mangalore Date: (m]m,w?/@




Ortho Clinical Diagnostics

VIII. System Certification

Study data has determined that the system described in this document meets all criteria
outlined in this Performance Qualification Protocol. Exceptional conditions, if any, have

been identified, addressed and documentation included. The system is ready for specified

usage.

-

Report Performed By: M/s Ortho Clinical Diagnostics Representative :

e o

Name . Mr. Chiranth M Signature: @N%

Designation - Technical Support Associate Date:23/09/2020

Company . Ortho Clinical Diagnostics Ltd

_/__—————/,_d
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Customer Authorizations:

Name - Dr. Roopa Signature :

Designation : Lab Consultant Date:

Site . AJ Hospital & Rescarch Centre, Mangalore
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