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CERTIFICATE OF CALIBRATION

Customer Name : Precise Health Care

Address of the customer : 27/1, 4th Main, Dattareyanagar, Hosakarehalli, Bangalore
Date of Calibration : 25/JAN/2024

Calibration Due on :24/JUL/2024

Instrument Model : BC 3000 Plus - 3 Part Hematology Analyzer

Serial No. :RJ-9C129347

Date of Installation :11/APR/2014

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.
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Authorized Signatory
Name: Nijin C
Designation: Engineer - Customer Service

AGAPPE DIAGNOSTICS LTID. 15090012015 |EN IS0 13485:2016 CERTIFIED COMPANY | CIN : U24239MHI998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, india. X/588-C8. Block No. 32, KINFRA Small Industrial Park, 406, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: - 91 484 286 7000 | Email: agappegdagappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. salt Lake City, Kolkala - 700 091.
Tel: +9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELH| OFFICE BANGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 57 Floor, DLF Tower, Shivaji Marg, 5-6. 11" Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbal - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 DOL. Tel: +91 80 2228 8288
Tel: <91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 B416 | Email: delhioffice@agappe.in Email; bangaloreoffice@agappe.in

YOUR BESTEARTNERIN BIAGNDSTICS




NAGAPIPGCE

DETAILS OF CONTROL RUN
Instrument Model : BC 3000 PLUS - 3 Part Hematology Analyzer
Serial No :RJ-9C129347
Date of Control Run :25/01/2024
Control Used : HEMATOLOGY TRI LEVEL CONTROL
Lot No : 32310038
Expiry : 05-03-2024

The results of the repeatability test are summarized in the following table. Refer the attached control

sheets for details.

Sample No WBC K/uL | RBC M/uL | HGB g/dL MCV fL PLT K/uL

1 8.1 431 13 82.9 247

5 7.9 438 13 82.9 252

3 8.2 436 132 82.9 245

P 7.7 4.40 13.1 82.9 241
—— 7.8 42 12.8 84.1 231
oV % 2.7 0.08 0.73 0 1.8

= o 101.1 103.4 100.9 99.8 106.3

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 repeatability and precision.

Next Calibration due on 24/JUL/2024
For AGAPPE DIAGNOSTICS LTD.
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Authorized Signatory
Name: Nijin C

Designation: Engineer - Customer Service

AGAPPE DIAGNOSTICS LTD.

CORPORATE OFFICE / REAGENT PLANT
Agappe Hills, Pattimattom (PO). Dist. Ernakulam. I(a'aja 683 562, India.
Tel: » 91 484 286 7000 | Email: agappe@agappe.

MUMBAI [REGISTERED OFFICE)

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India.
Tel: +91 22 4300 8000 | Email: mumbaicfficegiagappe.in

EQUIPMENT PLANT
X/588-(B, Block No. 32, KINFRA Small Industrial Park,

Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

DSM 540, 5” Floor, DLF Tower, Shivaji Marg,
NewDeihl 110 015, India.

Tel: +91 11 4558 8416 | Email: dethiofficetagappe.in

150 9001:2015 | EN IS0 13485:2016 CERTIFIED COMPANY | CIN : U24239MHI998PLCI15413

KOLKATA OFFICE

406, Merlin Matrix, Plot Nu-lo Blotk DN, Sector V.

Salt Lake City. Kolkata - 700

Tel: 49133 4003 0451 | EmiJP koltananﬂ'te@agappe in

BANGALIJI?IOFFIEE

S-6, I Floor, Red Cross Bhavan, No-26 Race Course Road,
Bangalore - 560 001. Tel: +91 80 2228 8288

Email: bangaloreoffice@agappe.in

YOLR BEST PARTNER IN DIAGNOSTICS
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CALIBRATION DATA

NANGAPIPGCE

CHANNEL FACTOR DATE
WBC 1011 25-01-2024
RBC 103.4 25-01-2024
HGB 100.9 25-01-2024
Mcv 99.8 25-01-2024
PLT 106.3 25-01-2024

For AGAPPE DIAGNOSTICS LTD.
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Authorized Signatory
Name: Nijin C
Designation: Engineer - Customer Service

AGAPPE DIAGNOSTICS LTD.

CDRPORATE OFFICE IREAEENT PLANT EQUIPMENT PLANT
Hills, F {PO), Dist. Ernakulam, Kerala - 683 562. india. X/588-CB. Block No. 32, KINFRA Small Industrial Park,
Tel: + 91 484 286 7000 | EmaL agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.
MUMEAI [REGISTERED OFFICE] DELNI OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India.
Tek: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel:+91 11 4558 8416 | Email: delhiofficeagappe.in

150 9001:2015 | EN IS0 13485:2016 CERTIFIED COMPANY | CIN : U24239MHI998PLC115413

KOLKATA OFFICE

406, Merlin Matrix, Plot No-10. Block-ON, Sector V,
Salt Lake City. Kolkata - 700 091

Tel: +91 33 4003 0451 | Email: kolkattaoflice@agappe.in

BANGALORE OFFICE

5-6. II” Floor, Red Cross Bhavan, No:26 Race Course Road,
Bangalore - 560 00L. Tel: +91 80 2228 8288

Email: bangalorecffice@agappe.in
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L-J Results(File 6)
Lot No.: 309262
Time: 24-01-2024 1747

WBC 15.7 143 -193
- 46
Lymph# 3.3 16 -4
Gran# 115 82- 17,&
Lymph% 210 130 - 250
Gran% 73.0 2.3 - 897

HGB 17.2 165 - 185
REC 5.36 460 - 620
HCT 486 433 - 563
MCV 90.7 855 - 97.5

MCH 32.0 286 - 356
MCHC 353 293 - 409

PLT 422 360 - 536

L-J Results(File 5)
Lot No.. 309261
Time: 24-01-2024 17:45

weC 7.1 6.9-87
Lymph# 24 14-34
Gran# 4.2 38-60
Lymph% 340 214 -394
Gran% 587 525-725

HGB 123 120-1386
RBC 420 370-470
HCT 350 3072-412
MCV 834 781 - 901

MCH 292 266 - 33.6
MCHC 351 208 - 420

PLT 216 189 - 273

L-J Results(File 4)
Lot No.: 309260
Time: 24-01-2024 17:40

WBC 23 18-30
Lymph# 1.3 07-19
Gran# 08 04-14

Lymph% 567 409 - 609
Gran% 337 291 - 49.1

HGB 66 65-77
RBC 254 220- 280
HCT 201 163-237

MCV 79.4 725- 845
MCH 259 231-325
MCHC 328 266- 444

PLT 70 52 - 92




L-J Results(File B)
Lot No.: 300262
Time: 25.01-2024 11:39

WEC 153 143-193
Lymph# 32 16-46

Grang# 112 g2- 174
Lymph% 210 13.0- 250
Gran% 73.0 623 - 89.7

HGB 174 165 - 185
RBC 533 460- 6.20
HCT 180 433-563
MCV 901 855 - 975

MCH 300 286- 356
MCHC 356 203 - 409

pLT 423 360 - 536

e —

L-J Results(File 3)
Lot No., 309261
Time: 25-01-2024 11:38

WBC 71 60 -87
Lymph# 2 14-34
Gran# 42 38-60

Lymph% 34.2 21.4 - 39.4
Gran% 58.5 525 - 725

HGB 123 120-136
RBCY 447 370-470
HCT 347 302-412
MCV 834 781 -901
MCH 204 266 - 336
MCHC 354 298-420
PLT 219 189 - 273

L-J Results(File 4)
Lot No.: 308260
Time: 25-01-2024 11:36

WBC 23  18-30
Lymph# 13  07-19
Gran# 08 04-14

Lymph% 57.1 409 - 60.9
Gran% 328 201 - 491

HGB 6.8 65-77

RBC 252 2.20- 280
HCT 19.6 163 - 237
MCV 78.0 725 - 845
MCH 26.9 231-325

MCHC 346 266 - 44.4
PLT 68 52 - 92
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32310038
AGAPPGE LoT L-42309260
H-42309262
Hematology Control (Tri Level) naL
LOT SPECIFIC ASSAY DATA EXRIRY 2024-03-05

8°C

Assigned Values for Mispa Count (Version V3 .4.1- 002 Onwards)

Low Control Normal Control High Control
Target Range Target Range Target Range Unit
WBC 2.3 +0.5 7.1 +0.8 15.8 +2.5 K/uL
LY Mt 1.3 +0.6 2.5 +1.0 33 +1.3 K/ul
MID# 0.2 01 0.4 +0.2 0.7 +0.5 K/uL
GRA# 0.8 +0.5 4.2 +1.1 11.8 4.6 K/uL
LYM% 57.3 +10 34.9 +9.0 21.1 +6.0 %
MID% 8.1 +4.0 5.6 +3.5 4.4 +3.0 %
GRA% 34.6 +10 59.5 +10.9 74.5 +13.8 %
HGB 7.3 + 0.6 125 +0.9 16.9 o i g/dL
RBC 2.5 +0.3 4.1 +0.4 5.26 +09 M/pL
HCT 20.5 +3.7 35.7 + 5.5 49.2 +6.9 %
MCV 81.9 £73 86.9 +8.0 93.5 +8 fL
MCH 29.3 +4.1 30.5 +3.5 32.1 +3.5 pg
MCHC 35.8 6.8 35.1 +8.5 34.4 6.1 g/dL
RDW CV 13.5 #.5:0 12.9 +5.0 131 +5.0 %
RDW SD 39.3 +10.0 40.2 +10 42.8 +10 fL
PLT 82 +18 242 +32 473 65 K/uL
MPV 9.5 +2.2 9.6 +2.0 9.9 +1.8 fL
PCT 0.078 + 0.050 0.232 +0.100 0.467 +0.2 %
PDW 9.8 +3.0 14.1 +4.0 16.2 +5.0 %
PLCR 40.1 +7.0 41.5 +8.0 48 +10 %
Assigned Values for BC 3000°"s (Version 5.12.0.69 Onwards)
Low Control Normal Control High Control
Range Target Range Target Range Unit
WBC 2.4 +0.6 7.8 +0.9 16:8 £2.5 K/uL
LYM# 13 +0.6 2.4 +1.0 31 #1.5 K/uL
MID# 0.2 +0.1 0.5 +0.2 0.8 0.5 K/pL
GRA# 0.9 +0.5 4.9 1.1 12.8 +4.6 K/pL
LYM% 50.9 +10 30.4 +9.0 19 +6.0 %
MID% 9.9 +4 7.0 +3.8 49 £35 %
GRA% 39.1 +10 62.5 +10.0 76.0 +13.7 %
HGB 7.1 0.6 12.8 +0.8 17.5 +1.0 g/d
RBC 2.5 +0.3 4.2 +0.5 54 +0.8 M/puL
HCT 20.0 +3.7 35.7 55 49.8 +6.5 %
MCV 78.5 +6 84.1 6 91.5 6 fL
MCH 27.8 +4.7 30.1 +3.5 32.1 +3.5 pg
MCHC 35.5 +8.9 35.9 +6.1 35.1 +5.8 g/dL
RDW CV 16.2 +5.0 15.5 +:5.0 15.1 5.0 %
PLT 72 + 20 231 +42 448 + 88 K/uL
MPV 10.4 +2.0 10.3 +2.3 10.7 +2.4 fL
ADL/QCD/F0Q/020/2015/R00 Page 1 of 2
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Lot No . 309262

Time: 29-01-2024 18.04

WBC 18.0
Lymph# 38
Gran# 131
Lymph% 21.0
Gran% 726
HGE 180
RBC 566
HCT 507
MCV 396
MCH 318
MCHC 355
PLT 465

143 -193
16 - 46
82-174

13.0- 250

623 - 89.7

165 - 185

460 - 620
433 - 56.3
855 -975
286 - 356
293 - 409

360 - 536

J L-JReslits(File 6)
Lot No = 309262
Time: 30-01-2024 2016

WBC 178 143 - 183
Lymph# 3.9 16-46
Gran# 12.9 82-174 -
Lymph% 21.7 13.0- 250
Gran% 723 623 - 89.7

HGB 18.0 16.5 - 185
RBC 5.80 460 - 620
HCT 523 433 - §6.3
MCV 90.3 855-975
MCH 31.0 286 - 3586
MCHC 344 293 - 409
PLT 474 360 - 536

L-J Results(File 5)

Lot No.: 309261

Time: 29-01-2024 18:02

wBC 81

Lymph# 2.7
Gran# 48
Lymph% 33.7
Gran% 584
HGB 130
RBC 431
HCT 357
MCV 829
MCH 30.1
MCHC 36.4
PLT 247

69-87
14-34
38-60
21.4 - 39.4
525 - 725

120- 136

3.70 - 470
302- 412
78.1 - 90.1
26.6 - 336
208% 420

189 - 273

L-J Results(File 4)

Lot No.: 309260

Time: 29.01-2024 1758

WBC 27
Lymph# 15
Gran# 09
Lymph% 56.9
Gran% 331
HGB 7.2
RBC 261
HCT 203
MCV 781
MCH 27.5
MCHC 354
PLT 79

b

18- 30
07-19
04-14
409 - 809
29.1 - 481

65-77

220 - 280
16.3- 237
725 - 845
231- 325
266 - 444

52 - 92

L-J Results(File 5)

Lot No.: 309261
Time. 30-01-2024 20:12

wBC 7.9 69-87
Lymph# 27 14-34
Gran# a7 38-60

Lymph% 34.6 214 -394
Gran% 58.5 526 - 725

HGB 130 120- 136
RBC 438 370-470
HCT 363 302-412
MCV 820 781 - 901
MCH 206 266- 336
MCHC 358 298- 420
PLT 252 189 - 273

L-J Results(File 4)
Lot No.- 308260
Time 30-01-2024 20:08

WBC 26  18-30
Gran# 09 04-14

Lymph% 579 409 -609
Gran% 330 291 - 491

HGB #A 65-77

RBC 262 220-280
HCT 203 16.3 - 23.7
MCV 776 725 - 845

MCH 270 231-325
MCHC 349  266- 444

PLT 82 52 - 92




L-J Results(File 8)
Lot No.: 309262
Time: 31-01-2024 1551

WBC 172 143-193
Lymph# 36 16-46

Gran# 1286 82-174
Lymph% 210 13.0 - 250
Gran% 731 623 - 897
HGB 17 8 16.5 - 18.5
REBC 559 480 - 620
HCT 50.3 433 - 563
MCV 90.1 855 - 97.5
MCH 318 286 - 356
MCHC 353 293 - 409
PLT 466 360 - 536

WNBC

L-J Results(File 5)
Lot No.. 308261
Time: 31-01-2024 15:49

WBC 82 698 -87
Lymph# 2.8 14 - 34
Gran# 4.8 38-60
Lymph% 340 214 - 39.4
Gran% 586 525 - 725
HGE 132 12.0 - 136
RBC 436 370 - 4.70
HCT 361 302 - 41.2
MCV 829 78.1 - 80.1
MCH 302 26.6 336
MCHC 365 208 - 420
DLT 245 189 - 273
MWEC

L-J Results(File 4)
Lot No.: 2092860
Time: 31-01-2024 15:47

WEBC 26 - 30
Lymph# 15 0 7 =159
Gran# (O <] 04-14

Lymph% 56.8 409 - 609
Gran% 387 291 - 491

HGB 7.1 65-77
RBC 266 220-280
HCT 207 163 -23.7
MCV 779 725- 845
MCH 266 231-325

MCHC 342 266 - 44 4
PLT 78 52 - 92

L-J Resuits(File 6)

Lot No.: 309262

Time: 01-02-2024 14:26

WBC A
Lymph# 36
Gran# 125
Lymph% 211
Gran% 7289
HGB 180
RBC 564
HCT 506
MCV 898
MCH 319
MCHC 355
PLT 465

143 - 183
16-46
82-174
13.0- 250
623 - 897

16.5 - 185

460 -620
433 - 56.3
865-975
286 - 356
293 - 409

360 - 536

L-J Results(File 5)

Lot No.. 309281

Time: 01-02-2024 14:24

69-87
14-34
38-860
214 -394
525 -¥25

120 - 136

3.70 - 470
302 - 412
781 - 90.1
266 - 336
298 - 420

189 - 273

L-J Results(File 4)

WEBC Tt
Lymph# 26
Gran# 46
Lymph% 338
Gran% 591
HGB 13.1
RBC 440
HCT 364
MCV 829
MCH 297
MCHC 358
PLT 241
Lot No.: 300260
Time: 01-02-2024
WBC 52
Lymph# 15
Gran#
Lymph% 57 4
Gran% 324
HGB 7.2
RBC 2.71
MCH 265
MCHC 341
PLT 85

PP

14.23

18-30
07-19
04-14
409 - 609
291 - 491
65-77
220 - 280
16.3 - 237
725.845
231.325
266 - 444

52. 92




L-J Results(File 6)

Lot No.: 309262

Time 02-02-2024 13:31

wiC 117
Lymph# 37
Gran# 129
Lymph% 211
Gran% 727

HGB 17.9
RBC 5.59
HCT 496
MCV 889
MCH 32.0
MCHC 360
PLT 450

143 - 193
16- 486

82-17.4
130 - 250
623 - 897

165 - 185

460 - 620
433 - 56.3
855-975
286 - 356
203 - 409

360 - 536

L-J Results(File 5)

Lot No.. 309261

Time: 02-02-2024 1328

WBC 8.1
Lymph# 28
Gran# 438

Lymph% 341
Gran% 59.1

HGB 13.0
RBC 438
HCT 36.2
MCV 827
MCH 296
MCHC 358
PLT 245

i

69 -87
14-34
38-60
21.4 - 304
525 - 725

120 - 136
3.70 - 470
302 -41.2
781 - 90.1
266 - 336
208 - 420

189 - 273

L-J Results(File 4)

Lot No.. 309260

Time: 02-02-2024 13:25

WBC 27
Lymph# 16
Gran# 0.9

Lymph% 584
Gran% 31.7

HGB 6.9
RBC 260
HCT 203
MCV 783
MCH 26 5

MCHC 3389
PLT 86

18- 30
07-19
04-14
409 - 609
291 - 491
65-77
220 - 2.80
16.3:- 23:7
725 - 845

231 - 325
266 - 444

52 - 92

L-J Results(File 8)
Lot No.: 309262
Time: 03-02-2024 1549

WEBC 17.6 143 - 193
Lymph# 37 16-46
Gran# 12.9 82-174
Lymph% 209 13.0 - 25.0
Gran% 73.1 62.3 - 89.7
HGB 18.0 165 - 185
RBC 570 460 - 6.20
HCT 509 43.3 - 56.3
MCV 884 855 - 9756
MCH 31586 286 - 356
MCHC 353 293 - 409
PLT 461 360 - 536
L-J :
#9* No.: ms'fzzu’ts(F"e 2
ime:
03-02-2024 15:47
EN oG 2 6.9
ymph# ) -87
Gran# 2.8 14.34

4 ;
Lymphes 335 3860

HGB

G 214 .
ran% 595 52;- ;29;

REC 4.5 J20-136
HCT 382 370. 479
moy 85 30240
MCH £28 78y .p07
MCHC 3o 286-336
8- 4
= a0 180 27250
e —

L-J Results(File 4)

Lot No.- 309280

Time: 03-02-2024 15:45

WBC

2
Lmpns 13 5220
G 585 84714
Eran% 342 ‘213? 28?
RSCB . L oedn
266 229

MCH 37 12%-845
gcr—nc 349 22'; . ::’f f
= 87  52.gp




