SIEMENS ...,
Installation Qualification for CT STATUS:

Customer Name : G1 PATHOLOGY LAB SERVICES

Address : 10/4 VADGAON KHURD, SINHGAD ROAD;
NEAR LOKMAT OFFICE NANDED CITY ROAD,
PUNE-411041

Instrument Model & CLINITEK STATUS

Serial Number - 302844

Initial Inspection of the Unit carried out and the details are as below:
System Condition Report:

Found the System to have been delivered in satisfactory condition and no external physical damaged
observed on the same. The Tilt-Indicator and the Shock-Indicators on the Packaging were found to be
in Good Condition, indicating the System has not been subjected to mechanical shocks or stored in any
manner, to cause any damage to the same.

Found aff the required accessories as required.

installation Procedure & Checklist Attached for records.

External requirements for Installation:
I input Voltage of 220V / 50 Hz { UPS out-put )

2 Recommended Operating temperatures is 22 — 26 Degree Celcius, with relative Humidity 20 —
20% { No Condensation J.
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Instaillation Certificate for CT STATUS

This is to certify that the CT STATUS Instrument Serial No. 302944 is successfully installed and
Commissioned at SRL Diagnostics, Satna and the Instaflation Protocol / checklist has been successfully
completed for the above Instrument.

SIEMENS Healthcare Pvt. Lid. Customer
Name Abhay Gautam | Name ' SURAI RATHOD
Designation ; Suppoft Engineer Designation Head of the Department
Signature j T Signature
: | e ég gﬂgﬂ
Date - 17/03/2021 Date 17/03/2021
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installation Qualifications for CT STATUS

Carried out alf the Installation Procedures as per the installation Procedure & Checklists.
Carried out all the necessary checks.

Carried out al{ checks and tests for Movement for Moving Table.

Carried out set up procedure as per the customer requirement.

Checked the Touch Screen Calibration

Handed over the instrument for Operators Training & Qualifications.

For SIEMENS Healthcare Pyt. Lid.
Name Abhay Gautam
' Designation Support Engineer
' Date 17.03.2021
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CT STATUS Installation Qualification (1Q)

Customer Name G1 PATHOLOGY LAB SERVICES
Department ' SURAJ RATHOD

Contact Person Pathology

instrument Model CLINITEK STATUS

Serial Number 302944

Date of Installation 17.03.2021

instaflation Checks & Protocol done as per Checklist attached.

The Instrument was installed and was found to be waorking satisfactorily. Preliminary Customer
Training was provided, and standardization of some parameters was done. The results were found to
be within the expected range and the System found to be working satisfactorily.

SIEMENS Healthcare Pyt. Ltd Customer
Name ' Abhay Gautam ' Name SURAI RATHOD
Designation | Support Engineer Designation Head of the Department
Signature | e ® Signature g 9
Date 12.07.2021 Date 12.07.2021
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Instrument Set Up

1. Take out the instrument from box and removed the packing carefully.

2. Plugged the Adaptor of the instrument to available Voltage Protection
device. '

3. Set up and configure the instrument.

4. Installed the Moving Table.

5. Installed the Printer Paper.

Operational Inspection

1. Checked the Movement of Moving Table

2. Checked the Calibration of Touch Screen.
3. Checked the Lamps Voltage.

4. Checked the Movement of Strip.

5. Checked the Instrument with Check-stick.
For SIEMENS Healthcare Pvi. Ltd.

Name : Abhay Gautam

Designation : Suppert Engineer

Date :12.07.2021
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Operations Qualifications for CT STATUS

1. Verified the Calibrations of Touch Screen

2. Carried out set-up of parameters

3. Carried out Daily Cleaning Procedures

4. Carried out manuat set-up

5. Carried out Calibration of Moving Table

6. Imparted Operator’s training and maintenance

Unrestricted
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Operational Qualification:

System certification

Study Datz has determined that the System described in this document either meets all criteria
outlined in this Operational Qualification Protocol, or exceptional conditions have been identified and
documentation included.

Exceptional conditions, if any, have been addressed.

The System is ready for specific usage.

Protocol Performed By: For SIEMENS Healthcare Pvi. Ltd.
Name : Abhay Gautam

Designation : Support Engineer

Date :12.07.2021
Customer Autharization:
Name : SURAIRATHOD

Designation : Head of the Department

Company Representative Name & Sign : Customer Name & Sign

Name: Abhay Gautam Name: SURAJ RATHOD
Date: 12.07.2021 Date : 12.07.2021

Signature: Signature:
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Perfarmance Qualifications for CT STATUS

Controls

Checked and found all level Controls to be within the acceptable SD

Datasheet of Calibration and Controls attached.

Kit: Multistix 105G

Controls: Positive Controls and Negative Controls

Materials used for Performance Qualification:

 SL.Ne Name of the material Lot Number Expiry date
3 Multistix 105G 30031020 03-22
2 Positive Control PC0361120P 28-02-22
3 Negative Control N C03611201N 28-02-22
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Parameters—> GLU BIL KET | pH PRO uBe NIT IEG | SG BLO
' . | 3216 1.015 |
6.0 | pmol/fL o Sl v )
] Negative | Negative Negative
| %l . ega 1.025 B
Ranges | Negative | Negative | Negative | 7.5 | Negative
RUN1 | Negative | Negative | Negative | 7.0 | Negative | 3.2umol/L Negative Negative | 1.020 | Negative |
RUN 2 | Negative | Negative | Negative | 7.0 | Negative | 3.2umol/L | Negative | Negative | 1.015 | Negative
RUN 3 Negative | Negative | Negative | 7.0 | Negative | 3.2umol/L | Negative | Negative | 1.020 | Negative
RUN 4 Negative | Negative | Negative | 7.0 | Negative | 3.Zumol/L | Negative | Negative | 1.020 | Negative
RUNS Negative | Negative | Negative | 7.0 | Negative | 3.2umol/L | Negative | Negative | 1.015 | Negative
Paositive Control:
Parameters—> GLU BiL KET pH PRO URC NIT LEU SG BLO
55-28 Trace— | 16-—-33 Positive Small - < o
Ranges | mmol/L | Positive | Positive | 28.0 | 1.0g/t | umolfL targe | 1.006 =
. i 200
RUN 1 14 mmolft | Llarge | 1.5 mmol/L 90 | 1.0g/L | 33 umolfL | Positive | 500 Leu/pl | 1.015 | Eryfist
| 14+ 29, Og/t |33 iti teu/ul | 1.015 |
14 mmolfL | Large | 1.5 ot/ >890 | 1.0g/L | 33 umol/L | Positive | 500 Leu/y 015 | 200
RUN 2 ] Ery/ul
14 mmol/L | Large 85 | 1.0g/L | 33 umol/L | Positive | 500 Leu/pL | 1.015 200
RUN 3 3.9 mmolfL =
14 mmolfL | Large | 3.9 mmol/L 85 1 1.0g/L 33 pumol/L | Positive | 500 Leu/pl | 1.015 ZQU
RUN4 Ery/pL
14 mmol/L | large | 85 | 1.0gft | 33 umolfL | Positive | 15 Lleuf/pl | 1.025 200
RUN S L 15 mmol/L Ery/ul
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Performance Qualification:

System certification

Study Data has determined that the System described in this document
either meets all criteria outlined in this Performance Qualification Protacol,
or exceptional conditions have been identified and documentation

included.

Exceptional conditions, if any, have been addressed.

The System is ready for specific usage.

Protocet Performed By : SIEMENS Healthcare Pvt. Ltd.
Name : Abhay Goutam
Designation : Support Engineer
Customer Authorization :
Name : SURAI RATHOD
Designation : Head of the Department

Company Representative Name & Sign

Name: Abhay Goutam
Date : 12/07/2021
Signature:
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Customer Name & Sign

Name: SURAJ RATHOD
Date :12/07/2021
Signature
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