Zybio Inc.

Calibration Certificate

Instrument . 5-Part Differential Hematology Analyser

Laboratory  :  Antlia Lab and Diagnostics Pvt. Ltd.

Supported by : Zybio Inc.
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Zybio Inc.

Calibration Certificate Protocol

This Calibration Certificate protocol is performed in the lab: Antlia Lab and diagnostics Pvt. Ltd.
Installation located at: House no. 192, Grant Estate Road, Jharkhand-814101

e Zybio Inc. is responsible for Calibration of all following attached protocol.

» An authorized Zybio Inc. representative will physically check the system and

e proceed for the Calibration.

e This Calibration protocol will be followed as specified by the manufacturer.

e Calibration checks will also be performed to verify that the instrument has
been calibrated with proper connections and utilities.

e On completion of the Calibration all the necessary documents of the System
checks will be used to evaluate the instrument Calibration in accordance with
the manufacturer's protocol and intended use.

e An authorized Zybio Inc. representative will verify the documents of the system
checks and approve the same.

e Successful completion of this protocol will verify that this instrument has been
Calibrated in accordance with the intended usage.

e Any exceptional conditions encountered during the certification studies will be
identified for review and documented in deviation report. Exceptional
conditions will be investigated and appropriate course of action will be

determined.

Prepared by: Zybio Inc.

Name: Kumar Navendu
[Title: Area Service Manager Sign: Rt Moo Date: 20/02/2022

\Approved by:

Name: Dr. Sattay Dutta §<~1’-Yﬂ :

Title : MD. Pathology Sign: Date: 20/02/2022
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Calibration Requirement:

Compliance
iption
Sr. No. | Descrip Yes/No
1. Environmental conditions as per required. I YES I
2. Physical Space Requirement as per required. I YES I
3. Electrical Requirements. I YES J
4. UPS connection available. / . /

1. The instrument has been checked for the following:

' Checked
Sr. No. Verification
Yes/No
1. Instrument is identified
YES
Serial Number: 25210701632
L 2. I Accessories / consumables are listed I YES 1
3. System checked for any External / physical YES
damage
4, Instruction for Use Manual provided by the
Manufacturer YES

--------------------------
---------------------------------------------------------
-----------------------
--------
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Zybio Inc.

Calibration Certificate Procedure

General Requirements

1. Running in an indoor environment. This instrument is designed for indoor use only.
2. Ambient Temperature: 20 to 30 degree C

3. Running Humidity: 30 to 80%

4.

o

Running in a well — ventilated place
6. If ambient temperature and relative humidity are notin range, please

use Air Conditioning
7. Instrument should not be Ran at a place which is exposed to extremely high

or low temperature

communication facility
10. This instrument must be protected against splashing water.
11. Avoid shock and vibrations.
12. Avoid installation Nnear devices causing potential interference, such as

hazardous gas may be present is not permitted.

Electrical Requirements

1. Input Supply: 100- 240v with proper grounding
2. Power Supply: Number of Three Pin Plug Points: one

Floor 1 to Floor 4, Building 30, No.6 of Taikang Road,
Block C of Jiangiao Industrial Park, Dadukou District,
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Calibration

Horizontal position checking: ’ —— l
lfalibration Item _ ’ — l
Sample probe is located In the center at aspiration position
Sample probe is located in the center at WBC chamber I YES I
’Emple probe is located In the center at RBC Chamber I YES l
Vertical position checking I —— I
Calibration Item
Sample Probe Is Located In Down At Aspiration Position I YES I
Sample Probe Is Located In Down At WBG Chamber , YES !
Sample Probe Is Located In Down At RBC Chamber I YES I
Movement checking
t:alibration Item ’ Yes/No ’
| vEs |

b/ertical and Horizontal movement runs smoothly.

Report Sign Off:

hepared by: ;Zybio Inc. 7
Name: ’Kumar Navendu 7
Date: 20/02/2022 7

Sign; Forest Mook

htle: Area Service Manager

IAiproved by: I

hame: ,Dr. Sattay Dutta
trme : MD. Pathology ] Sign: ! Date: 20/02/2022
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Zybio Inc.

INSTALLATION QUALIFICATION

Instrument: 5-Part Differential Hematology Analyzer 75

Laboratory: Antlia Lab and Diagnostics Pvt. Ltd.

Supported by: Zybio Inc.

------------------------------------------------------------------------------------------------------------------
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'Y zybio Zybio Inc.

INSTALLATION QUALIFICATION PROTOCOL

This Calibration Certificate protocol is performed in the lab: Antlia Lab and diagnostics
Pvt. Ltd. Installation located at: House no. 192, Grant Estate Road, Jharkhand-814101

Zybio Inc. Ltd. is responsible for installation of 5—Part Differential Hematology
Analyzer Z5.

An authorized Zybio Inc, representative will physically check the system and
proceed for the installation.

This installation protocol will be followed as specified by the manufacturer.
Installation checks will also be performed to verify that the instrument has been
installed with proper connections and utilities.

On completion of the Installation all the necessary documents of the System
checks will be used to evaluate the instrument installation in accordance with
the manufacturer's protocol and intended use.

An authorized Zybio Inc. representative will verify the documents of the system
checks and approve the same.

Successful completion of this protocol will verify that this instrument has been
installed in accordance with the intended usage.

Any exceptional conditions encountered during the qualification studies will be

identified for review and documented in deviation report. Exceptional conditions
will be investigated and appropriate course of action will be determined.

Prepared by: ’ Zybio Inc.

Name: lKumar Navendu

LTitle: Area Service Manager Sign: ’%M [ Date: 20/02/2022

Approved by: /

Name: [ Dr. Sattay Dutta fﬂ*"] ot

LTitle : MD. Pathology Sign: Date: 20/02/2022
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Zybio Inc.

INSTALLATION QUALIFICATION PROTOCOL

This Calibration Certificate protocol is performed in the lab: Antlia Lab and diagnostics
Pvt. Ltd. Installation located at: House no. 192, Grant Estate Road, Jharkhand-814101

* Zybio Inc. Ltd. is responsible for installation of 5-Part Differential Hematology
Analyzer Z5.

* An authorized Zybio Inc. representative will physically check the system and
proceed for the installation.

* This installation protocol will be followed as specified by the manufacturer.

* Installation checks will also be performed to verify that the instrument has been
installed with proper connections and utilities.

* On completion of the Installation all the necessary documents of the System
checks will be used to evaluate the instrument installation in accordance with
the manufacturer's protocol and intended use.

* An authorized Zybio Inc. representative will verify the documents of the system
checks and approve the same.

* Successful completion of this protocol will verify that this instrument has been
installed in accordance with the intended usage.

* Any exceptional conditions encountered during the qualification studies will be

identified for review and documented in deviation report. Exceptional conditions
will be investigated and appropriate course of action will be determined.

Prepared by: Zybio Inc.

Name: Kumar Navendu

Title: Area Service Manager ! Sign: %MMH Mowatnch Date: 20/02/2022

Approved by:
Name: Dr. Sattay Dutta jat'ye_ '
Title : MD. Pathology Sign: Date: 20/02/2022
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Z5 lnstallation Site Requirements
Generg] Requirements

1. Insta]| in an indoor environment. This instr

S. Insta in a well - ventilateq place

6. If ambient temperature and relatiye humidity are not in range, please
use Aijr Conditioning

7. Instrument should not be Ran at a place which is
or low temperature
8. Instrument should not be Ran at 5 Place which js exposed directly to sunlight

9. Avoid Install in pPlace where instrument May be exposed to radio interference
Such ag Persong| Computer, Centrifuge Separator, Wwireless radio and
by

€xposed to extremely high

Electrical Requirements

1. Input Supply: 100- 240V with proper grounding
2. Power Supply: Number of Three Pin Plug Points: one

------------------------------
----------------------------------------------------------------
--------------------
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Parameter range & unit setting

N | Yes
Sample run
V[ Yes No
Shutdown of Analyzer
V| Yes No
Report Sign Off:
Prepared by: Zybio Inc.
Name: Kumar Navendu
Title: Area Service Manager Sign: %/’\’J‘f ¥ Ioroetosh Date: 20/02/2022
Approved by:
Name: Dr. Sattay Dutta ’;-7 a.
Title : MD Pathologist Sign: Date: 20/02/2022

Deviation: None

Conclusion: This report certifies that the instrument operation is as per

the specification recommended by the manufacturer.
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Zybio Inc.

OPERATION QUALIFICATION

Instrument: 5-Part Differential Hematology Analyzer z5

Laboratory: Antlia Lab and Diagnostics Pvt. Ltd.

Supported by: Zybio Inc.

------------------------------------------------------------------------
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Zybio Inc,

OPERATIONAL QUALIFICATION PROTOCOL

The Operationg| Qualification protocol Specifies the methodology for the installation of
the specifieq System ang calibration after Successful installation qualification,
Successfy| Completion of the Procedure identifies that the system has been installed

according to the specified protocols ang is ready for Operation ang subsequent
Performance analysis.

REFERENCES
\

1. User Manual z5

OPERATIONAL QUALIFICATION SCHEDULE

The following activities Mmentioned beloy have to be performed to complete the operationa|
Qualification

Fluidic Initialization

Yes D No

Successful blank run after fluidjc initialization

Yes D No

System time setting
a) Enterinto “setup” => “System time” to set date & time

System time setting
[ [¥es [ Ino

Print setting
a) Enter into “setup” => “Print “to set printer setting(internal / external) /laboratory name

Printer Seting

Floor 1 to Floor 4, Building 30, No.g of Taikang Road,
Block C of Jiangiao Industrial Park, Dadukou District, Changgqing, China 400082
Tel: +86 (0)23 6865 5509 Fax; +g¢ (0)23 6869 9779  Email; info@zybio.com Website: Www.zyhio.com




Zybio Inc.

This Calibration Certificate protocol js performed in the lab: Antlia Lab and diagnostics
Pvt. Ltd. Installation located at: House no. 192, Grant Estate Road, Jharkhand-814101

This protocol defines the documentation that wij be used to evaluate the instrument and
documented in accordance with Manufacturer's specifications and intended use. Successful

completion of thig protocol will verify that the instrumentation identified has been operational in
accordance with manufacturer's Specifications and intended use.

This protocol is to be reviewed and approved by the head of the department and QA.

Any exceptional conditions encountered during the qualification studies will be identified for
review and documented in deviation report. Exceptional conditions will be investigated and
appropriate course of action will be determined.,

Prepared by: Zybio Inc.
Name: Kumar Navendu

Title: Area Service Manager Sign: %/"‘Mﬂ Mool ‘ Date: 20/02/2022
Approved by:

Name: __|Dr. sattay Dutta S“H‘* ’

Title : MD Pathologist Sign: ( Date: 20/02/2022
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zybio

Zybio Ine,

Parameter range & unit setting
| \';‘SD

Sample run

Yes r’:‘?\‘o

Shutdown of Analyzer

[ ves e

Report Sign Off:

| Prepared by: Zybio Inc.
3\_*——_‘_,»-;;,,. S —

|

| Name: Kumar Navendu
— e e

| Title: Area Service Manager Sign: ’1{ At I Jows b Date: 20/02/2022
L e e- L)t LU 60T M 2

i Approved by:

] Name: Dr. Sattay Dutta

’ Title : MD Pathologist \( Sign:
e bng

Date: 20/02/2022

Deviation: None

Conclusion: This report certifies that the instrument operation is as per
the specification recommended by the manufacturer,
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Zybio Inc.

Parameter range & unit setting
YesD

Sample run

[ V] Yes [ Ino

Shutdown of Analyzer

Yes DNO

Report Sign Off:

Prepared by: Zybio Inc.

Kumar Navendu

Sign: %Mm, Mowtnol Date: 20/02/2022

Title: Area Service Manager

Approved by:

Dr. Sattay Dutta

Title : MD Pathologist Sign: Date: 20/02/2022

Deviation: None

Conclusion: This report certifies that the instrument operation is as per
the specification recommended by the manufacturer.
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Zybio Inc.

OPERATIONAL QUALIFICATION PROTOCOL

The operational qualification protocol specifies the methodology for the installation of
the specified system and calibration after successful installation qualification.
Successful completion of the procedure identifies that the system has been installed
according to the specified protocols and is ready for operation and subsequent
performance analysis.

REFERENCES

1. User Manual Z5

OPERATIONAL QUALIFICATION SCHEDULE

The following activities mentioned below have to be performed to complete the operational
qualification

Fluidic Initialization

v | Yes No

Successful blank run after fluidic initialization

v | Yes No

System time setting
a) Enterinto “setup” => “System time” to set date & time

System time setting
v [Yes No

Print setting
a) Enter into “setup” => “Print “to set printer setting(internal / external) laboratory name

Printer Seting
v |Yes No

------------------------------------------------------------------------------------------------------------------
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Zybio Inc.

PERFORMANCE QUALIFICATION

Instrument: 5-Part Differential Hematology Analyzer Z5

Laboratory: Antlia Lab and Diagnostics Pvt. Ltd.

Supported by: Zybio Inc.

Fioor 110 Floor 4, Building 30, No 6 of Taikang Road,
Block C of Jsngiao Industrial Park, Dadukou District, Chongqing, China 400082
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PERFORMANCE QUALIFICATION

Instrument: 5-Part Differential Hematology Analyzer 25

Laboratory: Antlia Lab and Diagnostics Pvt. Ltd.

Supported by: Zybio Inc.
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Zybio Inc,

PERFORMANCE QUALIFICATION PROTOCOL

This Calibration Certificate protoco] js performed in the lab: Antlia Lab and diagnostics Pvt, Ltd,
Installation located at: House no, 192, Grant Estate Road, Jharkhand-814101

This protoco| will define the documentation that will be used to evaluate the instrument and
documented in accordance with the user specification requirements, Successfyl completion of this

protocol will verify that the instrument performance consistently meets pre-determined specifications
under normal conditions,

Prepared by: , Zybio Inc. ]
Name: }(umar Navendu |
Title: Area Service Manager Sign: %/wu.q MJomarcd J Date: 20/02/2022
u!\pproved by: "
—_—
Iﬁme: Dr. Sattay Dutta Qb{?q ]
Iﬂ:le : MD Pathologist Sign: ’ Date: 20/02/2022

------------------------------------------------------------
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Zybio Inc.

PERFORMANCE QUALIFICATION PROCEDURE

1. Testruns Successfully.
Performance | Yes/No i
Blank run completed successfully within setting time | Yes |
Results of blank run are within acceptable range ’ Yes l
Sample run completed successfully within setting time [’ ::SS ”

Results of Sample run are within acceptable range

Prepared by:

I Zybio Inc.

Name; I Kumar Navendu

Title: Area Service Manager ] sign: %/\wa Ao

’ Date: 20/02/2022

Approved by:

Dr. Sattay Dutta

Title : MD Pathologist Hgn:

LIQ\J__J\J\J

I Date: 20/02/2022

Deviation: None

Conclusion: This report certifies that the instrument is qualified to perform as

per manufacturer's specifications,
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