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I. APPROVAL OF THE INSTALLATION QUALIFICATION PROCEDURE
Both SHREE PATH LAB, REWARI and AGAPPE DIAGNOSTICS LTD are jointly responsible for the
installation of BC 3000 PLUS with serial number RJ-99128744 at “Shree Path Lab, 1st Floor,

Ratan Ultrasound Centre, Opposite Government Girls School, Circular Road, Rewari” as per

the attached INSTALLATION Qualification Protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.
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Name i SURAJ KUMAR Signature : 8 —

— ST o T e SO e T
Designation ' | Manager - Customer Service r T
Title Company | : | AGAPPE DIAGNOSTICS LTD 7 Date : 25/AUG/2020 j

| T s =k | "

Validation Team from SHREE PATH LAB, REWARI

N : |<ciiro/ Ly Signature : @
__T i T ke ignature /,&*Lh_;
| | Dr. Kamal Kant
Designation | :| M.B.B. S., M.D.
e e DMC - 58271
Department Shree Path Lab Date : 15[ 082020
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3. Startup check

Purpose: To make the instrument READY for operation

Summary: Instrument checks functioning of different parts of the instrument automatically; if
there is an error code, initialize the system and follow corrective action instructions provided

for the error message.

Procedure:
* Check the room temperature and switch on the Air Conditioner

e Check the UPS.
* Switch on the BC 3000 plus system by pressing the main switch.

Wait for the instrument to get ready after initialization
The machine is ready for next step if it displays “READY” on the Status Area
If not, initialize by pressing the initialize again after solving the error displayed

Follow instructions provided for the error message

Acceptance criteria:

* No error Messages displayed

PARAMETER pné /AIL

Parameter values for verification: No Error Messages

4. Priming
Purpose: To check the internal tubing’s and flow of liquids
S No Activity Done By Date
01 Do wash using the maintenance screen SURAJ KUMAR 25/AUG/2020

Acceptance criteria:
* No error message or air bubbles in the internal tubing’s

* Allthe dilutor working well without air bubbles / leakage

PARAMETER PASS FAIL
Parameter values for verification: No Error Messages
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" IV."OPERATIONAL QUALIFICATION

A. Instrument Identification Verified

Model Name : BC 3000 PLUS
Serial Number : RJ-99128744

B. Following is a list of tests to be performed and verified:

NAGADPIPCE

Date: 25/AUG/2020

L?t Test Name Test purpose Verified By and date
To make the equipment ready for SURAJ KUMAR
oL fomrtto operation 25/AUG/2020
; ; ; SURAJ KUMAR
02 | Daily maintenance To clean appropriate modules 25/AUG/2020
SURAJ KUMAR
o .
03 | Calibration To calibrate the system 25/AUG/2020
To confirm that the system is
; SURAJ KUMAR
k lib i ithi
04 | QCchec cali .ra.lted_ and working within 25/AUG/2020
specifications
05 Reproducibility To check the precision SURAJ KUMAR
check [CV %] after calibration 25/AUG/2020
Sample SURAJ KUMAR
06 rogramming and To run the samples
i Al ML SR 25/AUG/2020
Analysis
Shut down SURAJ KUMAR
07 To sh
procedure 0:shul doWn e S¥stain 25/AUG/2020
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| | AUTOMATED HEMATOLOGY ANALYZER

MODEL: BC 3000 PLUS

AGAPPE DIAGNOSTICS LTD.

ADL/DO/SER/IOP/0069/21-22




Approval of the PQ procedure

Instructions
' 1
I Scope 5
1Y) Performance Qualification 6
|
L ea—stalie —
Vv | Comments | 14
| e sl : i o
Vi ‘ System Certification 15




B, REWARI and AGAPP|
BC 3000 PLUS with serial number RJ-99128744 .
ﬁaor Ratan Ultrasound Centre, Opposite Government Girls School, Circular Roa
- as per the attached PERFORMANCE Qualification protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD,

Name SURAJ KUMAR | Signature:
f Designation :  Manager - Customer Service |
|
_ =L i————— . |5 - =
' Title Company | d AGAPPE DIAGNOSTICS LTD |' Date : 25/AUG/2020

Validation Team from SHREE PATH LAB, REWARI

S s ——
li Name B e 1ol Seinr Signature : @’EM/","’, j
— —ll—i Dr. Kamal Kagt — =
| : : . M.B.B.S., M.D.
| Designation DMC - 58271
. |' ‘Shree Path Lab— -
. - 20 to
(PPN || prereietogy |Dste : acfedfeere
Customer Authorizations: Dr. Kamal Kant
M.B.B.S., M.D.
Name : vl et o Li— DVIC - 58271
= Shree Path Lab
Title : PERFORMACNE QUALIFICATION Signature  : @10;1_‘:‘,‘;-
Date ; 2sletfreis

Site : Rew c v
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and dated.
S
. The concerned employees of SHREE PATH LAB, REWARI verify each result and sign in

each page. The member of the validation team will carry this out.

3. ALL deviations from the acceptance criteria detailed in this document will be noted in
the COMMENTS section at the end of the PQ protocol. All resolution to such

problems will also be noted in the COMMENTS section and must be resolved prior to . o

issuance of a SYSTEM CERTIFICATION.




Trained, knowledgeable personnel will perform qualification studies. Any exceptional
conditions encountered during the qualification studies will be identified for review.
Exceptional conditions will be investigated and the appropriate course of action determined.

All documents will be initialed and dated.




Test purpose

Verified B

To make the equipment
ready for operation

SURAJ KUMAR

WBC<0.3 SURAJKUMAR  25/AUG/2020
RBC<0.03 SURAJKUMAR  25/AUG/2020 |
03 | Back ground Count TOEIEtk the PLT<10 SURAJ KUMAR  25/AUG/20
background = AUG/2020
HB<1 SURAJ KUMAR  25/AUG/2020
HCT<0.5 SURAJ KUMAR  25/AUG/2020
[ mionctteagents | L reagent SURAJ KUMAR  25/AUG/2020
J/consumables
05 | Calibration Check focDaie the sysiom SURAJKUMAR  25/AUG/2020
when required
To confirm that system and
06 | QC check reagents are acceptableand | ¢ 00y UMAR  25/AUG/2020
working within
specifications
WBCS 2% SURAJ KUMAR  25/AUG/2020
0,
i AEE O SURAJ KUMAR  25/AUG/2020
07 | Reproducibility check | precision PLT< 4% SURAJKUMAR  25/AUG/2020
[CV %] HB< 1.5% SURAJ KUMAR  25/AUG/2020
MCV<1.0% | SURAJKUMAR 25/AUG/2020
Lo TG R S — SURAJ KUMAR  25/AUG/2020
and Analysis
09 | Shut down procedure | To shut down the system SURAJ KUMAR  25/AUG/2020

APPE DIAGNOSTICS LTD. 5090012015 [E8150 32652016

EQUIPMENT PLANT :
1/588-CB, Block No. 32, KINFRA SmallIndustrial Pask,
ellac, Cochin, Kerale, India - 686 721. Tet: +91 484 276 7477,

AGE!
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Check the room temperature and switch on the Air Conditioner =

ror message.

Check the UPS.

Switch on the BC 3000 plus system by pressing the main switch.

Wiait for the instrument to get ready after initialization

The machine is ready for next step if it displays “READY” on the Status Area

If not, initialize by pressing the initialize again after solving the error displayed

Follow instructions provided for the error message

Acceptance criteria: System to display “READY” status

PARAMETER ﬁé %n.

Parameter values for verification: “READY” on Status Area




for Daily Maintenance

Activity

01 | Empty waste container SURAJ KUMAR
| 02 | Check Diluents SURAJ KUMAR 25/Aueﬁoﬁd
03 Check Lyse SURAJ KUMAR 25/AUG/2020
04 | Check Rinse SURAJ KUMAR 25/AUG_I'2020
05 Clean Wipe Block SURAJ KUMAR 25/AUG/2020
06 | Clean out side area SURAJ KUMAR 25/AUG/2020
07 ;‘r;ast:“r‘;gggf:d frioveoutadted g SURAJ KUMAR | 25/AUG/2020
08 | Check startup screen SURAJ KUMAR 25/AUG/2020
09 Perform Quality Control SURAJ KUMAR 25/AUG/2020

Acceptance criteria: System should be “Ready” after daily maintenance without any error

PARAMETER PASS fi/\ll

Parameter values for verification:

System found “Ready” after daily maintenance




Checking the
blank pulse PLT SURAJ KUMAR

Acceptance criteria:
e No error Messages displayed
e All reagents sho%how acceptance

PARAMETER PASS AlL

Parameter values for verification: No Error Messages

Test 04: Inventory of reagents /Consumables
Purpose: To check the quality of reagents

SNo | Activity Done By Date
01 Diluent SURAJ KUMAR 25/AUG/2020
02 Rinse ~ SURAJ KUMAR 25/AUG/2020
03 Lyse SURAJ KUMAR 25/AUG/2020 l

Acceptance criteria:

e No cloudiness or background abnormal message

e Allreagents sho\Wow acceptance
PARAMETER PASS I;A/IL

Parameter values for verification: No Error Messages

E DIAGNOSTICS LTD. 15090012015 [EN1S0 1348520161

IPMENT PLANT
(5, Block No. 32, KINFRA Small Industrial Park,
,Cochin, erata, India - 686 721, Tel +91 434 276 7477,
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_Sfifl!lii.- Activity Done By

~ | 01 | Preparation of the cal material SURAJ KUMAR 25/AUG/2020
07 Pgrfqrming Callbrat_lon with calibration SURAJ KUMAR 25/AUG/2020 |
programming screen |

Acceptance criteria: Calilyﬁtion data shows concordance values in triplicate measurement

PARAMETER PASS I;ML

Parameter values for verification: No error message in the printout

Test 04: QC check

Purpose: To confirm that systems, reagents and consumables are acceptable & working
within specifications for each assay used.

Procedure:
S No. Activity Done By Date
01 Preparing control material SURAJ KUMAR 25/AUG/2020
02 Creating QC file SURAJ KUMAR 25/AUG/2020
03 QC sample programming and analysis SURAJ KUMAR 25/AUG/2020

Acceptance criteria: QC results within specified limits mentioned on the control product

insert
/

PARAMETER PASS F}ll.

Parameter values for verification: QC values within + 2SD

PE DIAGNOSTICS L‘l‘l.'.:l 150 9001:2015 |EN150 1




| Preparing control material/ sample SURAJ KUMAR i

02 | Running triplicates SURAJ KUMAR

A" Acceptance criteria: Results CV within ::.pﬁified limits
PARAMETER PASS | pﬁﬁ

Parameter values for verification: CV% within the limits

Test 06: Sample programming and Analysis

Purpose: To run the samples

Procedure:

[ S No. | Activity Done By ( Date
01 Preparing and Processing of samples SURAJ KUMAR 25/AUG/2020
02 Programming samples SURAJ KUMAR 25/AUG/2020
03 Aspirating the samples | SURAJ KUMAR 25/AUG/2020
04 Viewing samples in process SURAJ KUMAR 25/AUG/2020
05 Review results: Monitoring results SURAJ KUMAR 25/AUG/2020

Acceptance criteria: 'Synples Analysis without any error

PARAMETER PASS Fyf

Parameter values for verification: Sample analysis without any error




s i
o ._ s No. _' Activity DoneBy |  Date i
. : °. 2 01 | Preparing the system for shut down SURAJ KUMAR ZS'IAUGfiiﬁB.: | i-{ =
02 | Following the on screen instructions SURAJ KUMAR 25/AUG/2020
03 | Switch off the instrument when prompted SURAJ KUMAR 25/AUG/2020 !
|

Acceptance criteria: Shut down without any error

o

PARAMETER PASS Fﬁ({ L

Parameter values for verification: Shut down without any error

DIAGNOSTICS LTD. 1509012005 [N1501348
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> technicians have received basic user trainin

1 described in this Operational Qualification.

Training program Initials
1. | Instrument Setup oK 25/AUG/2020 |
2. Syé‘tem Operation OK 25/AUG/2020 |
3. | Basic trouble shooting and Maintenance OK 25/AUG/2020

2. Operator Training

The users responsible for the operation of this eq uipment have been trained in the proper

usage of the system. Training focused on the basic operation and maintenance of the

system.
S No. | Operators Department Initials Date
,-"
1 Prr€ 1 S:’vl_; [1-¢ w.aé-:-tw‘;; ﬂ 2S5 |otfr 00
Wo?f‘l—@%
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'-he system is. ready for Performance Qualification.

‘Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : SURAJ KUMAR

Designation : Manager - Customer Service Signature

Company : AGAPPE DIAGNOSTICS LTD. Date : 25/AUG/2020

Customer Authorizations: SHREE PATH LAB, REWARI

Name i P Kook koo

Designation : . Kamal IKart

Signature  : @\jﬁ“_‘ﬁf’ﬂ
M.B.B.S., M...o .

Company : DMC - 58271 Date -
Shree Path Lab
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. CERTIFICATE OF CALIBRATION
Customer Name : Shree Path Lab
Address :
of the customer : Opposite Government Girls School, Circular Road, Rewari
Instrum
ent Model| : BC 3000 Plus - 3 Part Hematology Analyzer
Serial No.
No : RJ-99128744
Date of Installation : 25082020
Date of Calibration : 0303/2022

This is to certify that the above-mentioned product has been calibrated for CBC parameters

(WBC, RBC, HGB, MCV, PLT) according to the standard operating procedure given by the MINDRAY

The reference instruments used for value assignment are managed by the traceability system in
Shenzhen Mindray Bio — Medical Electronics Co., Ltd, and these are traceable to the International

Standards such as ICSH/WHO, NCCLs.

For Agappe Diagnostics Ltd.,

o
Authorized Signatory
Name: Suraj Kumar

Designation: Manager Customer Service

1S0 9001:2015 | EN 150 13485:2016 CERTIFIED COMPANY | CIN : U24239MHI998PLELISAE

AGAPPE DIAGNOSTICS LTD.
EQUIPMENT PLANT KOLKATA OFFICE
CORPORATE OFFICE / REAGENT PLANT X/588-CB. Block No. 32, KINFRA Small Industrial Park, 406, Matrix. Plot No-10, Block-ON, Sectar V.,
Aganpe Hilfs, Partimattom (POJ, Dist, Ermaklam, Kerala - 683 562, Inda. Wellad, Cochin, Kerala, India - 686 T21. Tek: +91 484 276 7477, Salt Lake City, Kolkata - 700 091,
Tel:+ 91 484 286 7000 | Emai: agappeagappe.n Tek: <91 33 4003 0451 | Emall: kolkattaolficedagappe.in
. DELHI OFFICE BANGALORE OFFICE

foﬁ?é!“ﬁ?ﬁﬁm nr;cs] DSM 540. 5" Floor, DLF Tower, Shivaji Marg. 5-6, 1" Floor, Red Cross Bhavan, No:26 Race Courye Road,

- 4 Floor, Jaisingh Business Centre, 119, i+ 110 015. india 2 - 560 001, Tek: «91 B0
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. ?: m 4558 8416 | Email: delhictficegagappe.in m‘:ﬁwmmmu

Tel:+91.22 4300 B0OO | Email: mumbaiofficegagapnen
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Authorized Signatory

WWW.agappe.com
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DETAILS OF CONTROL RUN

Instrument Mode|
J + BC 3000 PLUS - 3 Part Hematology Analyzer

Serial No
: RJ-99128744

Date of Control Ryn 0F|oS fv_ 21
3 (") 0.

Control Used D-chec 1< D
Lot No 5

: _'l'U _‘!p?_ oL
Expiry

P oS |o¢ |z 022
. Refer the attached control

—
m WBC K/uL | RBC M/uL | HGB g/dL MCV fL | PLT K/pL
h = M 05y | 5.0 | 358 | 8¢
- SRR he | jus | e32 | zus
l 3 16+ 2= 5.6 19+ 0 842~ | Bol
, Instrument Mean = Al SN 12 .20 .09 226
Range 0:8-84.4 |6:20- 00| L0-2% | 40-)5° | (a-99¢9
CV % 2 Gy P b 8§72, 085y, S 7

This is to certify that the above-mentioned product has been calibrated for CBC parameters (WBC,
RBC, HGB, MCV, PLT) according to the standard operating procedure given by the Mindray

The control run after calibration shows good repeata bility and precision

Next Calibration due on 02/07/2022

For Agappe Diagnostics Ltd.,

Name: Suraj Kumar

Designation: Manager Customer Service

AGAPPE DIAGNOSTICS LT, 15090012015 |ENIS0 134852016 CERTIFIED COMPANY | N : UZA239MHIS089

Agappe Hills, par
Tel: + 91 484 286 7000 | Email

MUMEAI [REGISTERED OFFICE)

CORPORATE OFFICE / REAGENT PLANT ) st KINFRA Small Industrial Park, 'llfil“ Matrix, Plut No-10, Block: DN, Sector
{PO), Dist, £ Kerala - 653 562, Incia. %&m-mmm-mmmnn Mm_ . Kolkata - 700091, 8
agappedagappein Tek: 491 33 4003 0451 | Email: kolkaltaolficesagappe.in
BANGALORE OFFICE
: " Floor, Red Crass Bhavan, No-a Counse Road,
loor, Jaisingh Business Centra, 119, - ; mm“mu«unmu‘:
bangaloreciticegiagappein

4018402, 47F
Sahar Road, pa

fsiwada, Andher (E2st). Mumbal - 400 099, India.
icedagappe.in

Tek: +91 22 4300 8000 | Emaik: raymbaioffy










PROFICIENCY TESTING REPORT

ISHTM-AIIMS EXTERNAL QUALITY ASSURANCE PROGRAMME

NABL accredited program as per ISO/IEC 17043:2010 standard

Organized By Department of Hematology, AIIMS, New Delhi-110029

Page 1 of 2

Duration of stability testing - minimum upto 8 days at ambient temp. after dispatch of specimens

EQAP CODE No. : 4249
Instrument ID: R]-99128744

Name & Contact No. of PT Co-ordinator: Dr. Seema Tyagi (Prof.), Hematology, AIIMS, Delhi,
Tel: 9013085730 , E-Mail : accuracy2000@gmail.com

Date of issue & status of the report: 28-03-2022[Final].
CBC and Retic Assessment

Distribution No.: 154-K

Month/Year: January/2022

NABL Certificate No.
PC - 1002

Among Lab (Accuracy Testing) Within Lab (Precision Testing)
Your |Consensus Yours |Consensus
Test  |g No.| Your | Your |Results result \yncertainty 7 |Results Result |yncertainty 7
Parameters Result|Result|Sum of| Sum of 2 |4f Assigned Score| Diff- of Diff. of 2 |of Assigned Score
1 2 2 (Xal_uesd Values 2 (Xgl_“esd Values
ssigne signe
Value Value) Values Value)
WBC X103/u1 1 7.7 7.5 15.2 16.96 0.0760 -0.93 0.2 0.17 0.0130 0.20
RBC XIOG/]ll 1 4.08 4.07 8.15 8.89 0.0130 -2.38 0.01 0.04 0.0030 -0.58
Hb g/dl 1 11.5 11.3 22.8 21.9 0.0310 1.21 0.2 0.1 0.0090 0.67
HCT% 1 31.7 31.4 63.1 71.7 0.1730 -1.97 0.3 0.4 0.0270 -0.27
MCV-fl 1 77.9 77.1 155 161.8 0.3460 -0.77 0.8 0.2 0.0220 2.02
MCH-Pg 1 28.2 27.6 55.8 49.3 0.0870 3.10 0.6 0.2 0.0160 1.80
MCHC-g/dl 1 36.2 35.9 72.1 60.9 0.1530 2.91 0.3 0.3 0.0190 0.00
Plt. x103/]11 1 355 336 691 811 3.57 -1.37 19 10 0.70 0.87
Retic % 2 1.1 0.7 1.8 7 0.16 -1.12 0.4 0.3 0.02 0.45
P.S . Assesment
YOUR REPORT CONSENSUS REPORT
Nrbcs=8.00 , Poly=50.00 L=15.00,
DLC% 3 E=4.00, Mono/Promono=, B1=3.00 Poly: 55 - 69, Myelo: 4 - 10, Meta: 4 - 9; Lympho/Promyelo: 1 - 10;
0 P.M.=2.00, Mye=6.00, Meta=18.00, Blast/nRBC/Eos/Baso/Mono: 0 - 5
Other=
RBC i . i ic: . Ani ;
3 |NORMOCYTIC NORMOCHROMIC Pyedomlnaptly. Normocyt.lc/No.rmochromm, Mpdergtg. Anlsopyt051s,
Morphology Microcytosis, Hypochromia; Mild: Macrocytosis, Poikilocytosis
Diagnosis | 3 CHROINC MYELOID LEUKEMIA- Chronic Myeloid Leukemia ( CML )

CHRONIC PHASE




Page 2 of 2

COMBINED DATA VALUES OF TOTAL PARTICIPANTS

"l:o.tal % of Labs with Z | % of Labs with Z | % of Labs with Z
participants Score 0-2 Score 2-3 Score >3
: Total No.
Test parameters|S.No.| covered in the ded
current dist. | F€SPonded | Among | Within | Among | Within | Among | Within
154--K labs lab labs lab labs lab
WBC X103/]11 1 268 266 83.46 87.97 4.14 4.51 124 7.52
RBC X106/].ll 1 268 268 87.31 91.04 7.46 3.36 5.23 5.6
Hb g/dl 1 268 268 89.55 91.79 6.34 4.1 4.11 4.11
HCT% 1 268 265 92.83 91.32 3.77 3.4 3.4 5.28
MCV-fl 1 268 264 93.94 94.32 1.52 2.65 4.54 3.03
MCH-Pg 1 268 264 89.02 90.91 6.82 3.41 4.16 5.68
MCHC-g/dl 1 268 265 92.83 91.32 4.15 4.53 3.02 4.15
Plt. X103/]11 1 268 265 92.83 89.43 3.4 5.66 3.77 491
ReticCount% 2 268 268 92.16 83.96 3.36 6.34 4.48 9.7
PS Assessment | 3 268 233 Satisfactory :85.03%, Borderline Sat. :12.35%, Unsatisfactory :2.62%

‘Comments:
1). Among Lab (EQA) : Results acceptable.
2). Within Lab (IQA) : Precision acceptable.

Note-1: EQA (External Quality Assurance) : Your Performance among various of participating labs in PT, to determine
the accuracy of your results.

IQA ( Internal Quality Assurance) : Your Performance of comparison of two consecutive measurement values within
your lab to test the precision of your autoanalyzer.

Note-2: Z score among & within lab were calculated, as per to ISO/IEC 13528:2015 standard. Z score among lab
(EQA)= (Your Result Sum of two values - Consensus Result sum of two values)/(Normalised IQR)

Z score within lab (IQA)= (Your Result Difference of two values - Consensus Result difference of two
values)/(Normalised IQR)

IQR = Quartile 3 - Quartile 1 of participant data, Normalised IQR = 0.7413 x IQR

Note-3: Z score 0 to +2: Acceptable, Z score +2 to +3 :Warning Signal, Z score > +3 : Unacceptable [As per ISO/IEC
13528:2015 standard]

Note-4: Z score value between“0 to =2” are texted in green colour. Z score value between“+2 to +3” are texted in
orange colour. Z score value > +3 are texted in red colour.

Note-5: Homogeneity and stability testing of PT sample were done as per ISO 13528:2015 standard. To pass
homogeneity test, between sample SD (Ss) should be smaller than the check value (0.3*SDPA). To pass the stability
test, average difference in measurement values of first and last day sample (x-y) should be smaller than the check
value (0.3*SDPA).

Note-6: ISHTM-AIIMS-EQAP does not subcontract any task of its scheme
Note-7: Participants are free to use methods/analyzer of their own choice.
Note-8: Proficiency testing (PT ) samples are sent quarterly to each participant.

Note-9: All the necessary details regarding design and implementation of PT, are provided in the instruction sheet as
well as on programme’s website www.ishtmaiimseqap.com.

Report authorized by,

Wy
Dr. Seema Tyaqgi (Prof.)

PT Co-ordinator: ISHTM-AIIMS-EQAP
Department of Hematology, AlIMS, New Delhi




