Avantor Performance Materials India Limited

A " . Requs Arcada, 3 Foor, Aradia Cetie,Roor No.320
AN | OR Premise No. 31, . Ambedkar Sarani, olkata- 700046, India

PERFORMANCE MATERIALS ke wr:::;m'mt:ﬁ;iﬁ

Date- 17.02.2023

To Whom It May Concern

This is to certify that 5 part Hematology Analyzer Model — Mindray BC5150

( Sn.No. - SR-7A002438 ), installed at, SHRIMEDSCAN IMAGING CENTRE (
Department of Pathology ) ; has been calibrated as per the manufacture’s recommendation
on 16.02.2023

Calibrator used: SC CAL PLUS (Hematology Calibrator) of MINDRAY

Control Used: BC 5D (Hematology Control) of MINDRAY

The decontamination procedure has been performed as per the manufacturer’s guidelines.

CALIBRATION DATE: 16.02.2023
CALLIBRATION DUE ON: 15.02.2024

For,
Avantor Performance Materials India Limited.

,ﬂwe 1'; .kadﬁ"'-

Aveek Sikdar (Area Service Manager)
Authorised Signatory

Registered Office : 17th Floor, Building No. 5, Tower C, DLF (yber City Phase-lll, Gurgaon-122002, Haryana, India
(IN: U24209HR1991 PLCO48501



SC-Cal Plus Information

‘ ' | Components
Product . :
| ' RBC WBC Platolet | Other
' SC-Cal Plus ! Human | Bovine Porcine NiA
I J

The croducts listed above. manufactured by R&D Systems, Inc. contain human material that have been
tested for all currently required FDA tests. Therefore, each human donor has been screened and found
acceptable to donate blood for use in transfusion, and R&D Systems maintains traceability to each unit of
human blood used in production of all whole blood products. The following cautionary staterment:

POTENTIAL BIOHAZARDOUS MA TERIAL

"@\WARNMG: POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro
diagnostic use. Each human donor/unit used in the preparation R&D Systems’
products has been tested, and yielded non-reactive / negative results, according to
FDA guidelines as contained in 21 CFR 610.40(a)(h).

Specffically, a sample from each donation used has been tested by FDA-licensed
lests and found nonreactive / negative for:

Antibodies to human immunodeficiency virus (anti-HIV 1.2), hepatitis C virus (anti-
HCV), and antibodies to Trypanasoma cruzi (T cruzi, the causative agent of Chagas
disease), and nonreactive for hepatitis B surface antigen (HBsAg)
Nucleic acid tests (NAT) for HCV ribonucleic acid (RNA), HIV-1 RNA, HBV
deoxyribonucleic acid (DNA) and West Nile virus (WNV) RNA
3 Serologic test for syphilis
Because no test method can offer complete assurance that infectious agents are
absen!, material should be handled as potentially infectious. When handling or
disposing of vials follow precautions for patient specimens as specified in the OSHA
Bioodborne Pathogen Rule (29 CFR Part 1910, 1030) or other equivalent biosafety
procedures

M3

RiU Systems, Inc. also manufactures some products that contain cellular components from non-human
arimal sources including bovine, porcine, caprine and avian cells. Both human and non-human cellufar
Malenals are chemically fixed with either glutaraldehyde or formaldehyde, washed extensively. and are
8uspended in anti-microbial solutions upon formulation into product

In @il cases, the raw malenals are sourced from either USDA and/or FDA inspected establishments n tha
Uniled Stales The animals are verified to be clinically healthy at the time the matenals are collectad as
Judged by onsite velennarians

H&D Systems, Inc s & registered Medical Device Establishment under the U S | ood, Drug and Cosmetic
ACL registration number 2182501 R&D Systems, Inc s roulinely inspected by the F DA

Products are manufactured under the Food and Drug Administraton's Good M.inuracturrng FPractices
Regulations: they are freely marketed in the U S and are in comphiance with all U S laws and regulations
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ASO03-018 Rav, 12121

SC-CAL PLUS

HEMATOLOGY CALIBRATOR

| CALIBRATOR |
[LOT] pLUS0223
E‘ 2023-03-05
R +*
Instrument | Parameter Calibeation Values Acceptable Range
| BC-6800 BC-H5600 WO & 101 T A Add . B.Bd
| ROCs 10" 4,52 444 - 480
| WO i 132 130 - 134
MOV n LU pae - 929
§ ~ PLT & 101 261 249 - 273
| BC-6800PIm LN .65 A% - BAS
| BCHT00PIUs RBCx 10", 457 444 - 480
BC-S600PHs HGB giL 133 131 - 135
. MEV L 81.1 B9.1 - 9341
e e - | PLTa 10" 758 246 - 270
BC-6200 WEC = 105 B.54 B.74 - 9.14
| BCH100Pus. BC£E100 RBCx 10™n, 4,59 451 - 487
BC £000PIus. BC 5000 HGH gil 135 133 - 137
MCWV 81.8 B9.E - 936
L PLT x 10"L 262 250 - 274
BC-5800, BC-5600 WEC x 0L B.99 878 - 919
RBCx 10"iL 4,81 451 - 4.89
HGB giL. 136 134 - 138
MCV L B5.8 839 - 879
L PLT x 107L 270 258 - 282
BC-5390 WEBC x 107L 9.40 9.20 - 9.60
RBCx 107L 4.59 4.51 - 467
HGA giL 133 131 - 135
MCVIL 815 81.5 - 855
l PLT x 10"L 262 250 - 274
| BC-5390CRP, BC-S1B0CRP WBC x 107 0,44 9.24 . 054
BC-5110CRP RBCx 10"L 4.57 449 - 4,
BC-s100CRP HGB giL. 134 132 - 138
MOV L 838 B18 - 858
I PLT = 10%L 259 247 - M
BC-53B0. BC-5180 WEC x 10°1L 9.20 9.00 - 9.40
BC-5300, BC-5300Vat RBCx 10™L 4,55 447 - 483
BC-5100, BC-5100Vet HGE piL 134 132 - 138
[ Soffware version lower MGV 1L 88.0 BED - 90.0
Ehan 124 00, 16860 PLT x 10%L 258 246 - 270
| BC-5380, BC-5180 WBC x 10" 5.30 9.10 - 9.50
| BC-5300, BC-5100 RBCx 10'L 4.54 446 - 482
| (Soffware version HGA gL 135 133 - 137
1.24,00. 16860 or higher) MCV L B&.1 841 - 8B
PLT x 10%L 261 249 . 273
" BC-5000, BC-5000ver WEC » 107 8.98 878 - 918
| BC-5150, BC-5140 RBCx 10"1L 4,54 446 - 462
BC-5130, BC-5120 HGB giL 132 130 - 134
MCV L B7.2 85.2 - ga.2
= FLT & 10" 258 247 - M
BC-700{B). BC-700[R], BC-720[R], | WBC x 10"IL 9.10 8.90 - 9.30
| uc.mnm]_u.c.rnm_a;c.rum], RBCx 10"iL 4.58 450 - 466
BC-700[B] CS, BC-760(B] CS, HGE gL 134 132 - 136
BC-700[R) CS, BC-T60[R) CS MCV L 91.5 B9.5 - p1s
PLT x 10%L 255 243 - 287
ESH mamih 13.83
 BC-7500(B) CAP, WEC & 101 9.04 B.84 . 9.24
BC-T500[R) CRP, RBCx 10" 4.58 450 - 468
BC-T500[N] CRP, HEGE giL 135 133 - 137
BC-T500[NR) CRP MCV L 90.5 88.5 - 925
PLT & 10°1 287 1 245 - 269

Belote Lsing, refer 1o he insiraciion shes 154 mmny ireotiong
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ASE03.018 Rev, 12121

SC-CAL PLUS

HEMATOLOGY CALIBRATOR
| CALIBRATOR |
[L6T] pLUSD223
E 2023-03-05
LS 2
[ instrument Paramialer | Calibration Values .h::;n;lhiﬂ::ﬂl'
[ BC. 2300 WBE » 1071 9.2 0 -8
bkt o RECE 10" 4.61 453 - 4.69
WG gL 135 1313 - 137
MCV L As.2 832 - BT7.2
PLT = 10%L 270 #58 - 282
[ BC.3200, BC-3000 CT WAC 5 10'IL 8.7 95 - 9.9
RBCx 1071 4.64 4,56 - 4.72
HGE gil, 136 14 - 138
MCV L B8.7 BA.T - BA.T
PLY = 10%L 262 250 - 274
[ BC-3000 Plus, BC-2000 WBE % 107IL 95 93 - 97
BC-1800 RBCx 10"iL 4T 463 - 479
HEE piL 137 135 - 138
MCV L 858 838 - AT.8
PLT x 10%L 284 252 - 276
BC-2800, BC-2600 WEE z 10" 83 9.1 - 85
BC-2800VeL BC-2600Ve RBCx 10" 4,60 4,52 - 4,68
HGE gL 136 134 - 138
MCV 1L B7.2 852 - §8.2
PLT x 10%L 267 245 - 288
BC-2300, BC-2100 WBC % 1071L 8.3 91 - 8.5
RECx 10" 4.44 434 - 4,54
HGH g/L 135 133 - 137
MOV IL BS.7 837 - ar7
PLT = 10" 255 240 - 270
BC-I0s. BC-21s WaC x 1071 9.2 90 - 9.4
BC-30, BC.30s, BC-30g RBCx 10" 4.49 439 - 450
BC-31, BC-31s HOE giL 136 134 - 138
I MEW L 68.2 B6.2 - 9p.2
. PLT x 10%L 281 246 - 278
| BC-10, BC-10g, BC-11 WEE = 107/ 8.0 B8 - 92
BC.20, BC-21 RECK 10" 4.48 430 - 459
HGE giL 135 133 - 137
Move BA.2 86.2 - o032
PLT x 90"L 253 238 - 268 |

Belote useng. reler 1o th instraciion shmel for minng dineciions,
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Calibration verification Mindray BC 5150

Seria! No. | 7A002438
AL-WB-CBC
Subsiance SC-CAL PLUS
Number of Summaries l 10
| Lot No. | PLUS0223 -
I Runnmg cycle no Select Date/Time Operator WBC RBE ] HGB MCv 1 PLT ]
Yes 16-02-2313:14 | service 9 467 | 135 913 268 |
\ 9 Yes 16-02-23 13:13 service 8.99 4.58 ' 136 | 915 258 ]l
8 Yes 16-02-23 13:11 service 9.06 466 | 136 916 | 263
[7 Yes 16-02-23 13:10 service 8.98 a6l | 135 913 | 273 |
I ' Yes 16-02-23 13:09 service 922 4.54 13.5 912 | 265 |
'5 | Yes 16-02-23 13:08 service 895 4.67 13.6 912 | 267 |
‘4 ' Yes 16-02-23 13:07 service | 899 4.66 13.6 915 | 265 |
E Yes 16-02-23 13:06 service 9 46 13.5 914 | 263
2 Yes 16-02-23 13:05 service | 889 4.64 13.6 916 | 265
1 Yes 16-02-23 13:04 service 9.03 4.58 13.5 91.9 262
Mean 9,01 4.62 13.6 915 265
sD 0.086 0.046 0.04 0.22 4
Min 8.89 454 13.5 91.2 258
| Max %22 487 | 13.6 91.8 273
R 033 0.13 0.1 0.7 15
d(Min) 0.01 0.01 0 0
d(Max) o021 008 | o1 | o5 s |
ove T . | 1 03 0.2 15 |
Limit(%) - 25 15 1 1 a
Acceptable Range B.74-9.14 4.51-4.67 | 13.3-13.7 | 89.6-93.6 250- 274
Result Pass Pass Pass Pass Pass

1|Page




CALIBRATION DATA

Calibration_7A002438

e —

AotNo.  [pwsozs Expoate P
(Operator | Admin ———|Calibration complete time | _ 16/02/2023 ]
W calibration [
WBC | RBC [ , Mcv PLT
Running Cycle No. | Select | Target 8.94 | 4.59 . 916 262
WB 1# | Yes 8.72 | 4.54 : ,- 921 245
WB2# Yes 8.75 YT 240
| WB 3 Yes 8.99 4.51 . ' 91.6 245 |
ws ax Yes 8.94 | 453 ! 91.4 239 s
| WB 5# Yes | 9.01 | as8 ; 24
| WB 6# Yes 9.01 | 449 241 ’
WB7H Yes _ &n 445 230
 WB s Y | 8% | 449 S— S
| wB o# o Yes 8% | 447 916 241
| W 108 I 2| e ] 13 | ee | aw
Mgan 8.92 . 4.49 13.3 _ e17 239
% | 187 | 0641 017 0.28 22
Old Factor (%) i 97.28 | 100 99.12 ‘ 100 111.07
NewFactor (%) | 10026 | 001 | 10114 9988 109.59 |

1|Page



CARRY OVER DATA

| SerialNo. 7acuaess |

. Mode CT-wB-CBC |

| Substance  Bloodsample | _

i . Date/Time | Operator | wec | Rac HGB HCT s 1A

_ High-levell 1602-231218 | sewice | 852 | 627 16.2 49.9 289
High-level 2 | 16-02-23 12:19 4' service 873 | 633 16.2 50.3 293
Highlevel3  16-02-2312:20 | service | 871 | 6.8 16.2 50 297

| lowlevell 1602231221 | sevice | 0 | o 0 0 0

_ Low-level2 16-022312:22 | semvice | o 0 0 0 0
low-level3  16-02-231223 | sevice | 0 0 0 0 0

| Carryover%s - _“ 0.00% | 000% | 0.00% 0.00% 0.00%

Limits; — L so% | s | am [ am | am

1|Page



Precision-AUTO LOADER

Serial No. | TADC2438
Mode | CT-wB-cBC
' Subnam _ Blood sampie
Number of Summaries 10

Lot No 252301095
_ﬂunmr:;tv:le no | Select

10 . Yes

9 | Yes

B | Yes

7 . Yes
€ Yes

s Y
4 _:-;gs e
3 Yes

2 . ‘ \'_es

1 Yes

Mear

50

Min

Max T e
R _— s
o(Min) i N
d(Max)

V%

[lmﬂ_f%i

Resuly )

| Date/Time ) Operator |
1 16-02-2312.16 | service If
| 16-02-23 12:15 | service
| 16-02-23 1215 | service
1 16-02-2312:14 | service

1 16-02-2312:13 | service |
3_§%§3£LB__“SLM£G

. 16-02-23 12:12
. 1602-2312:12
L 1602-2312:11
160223120 |,

WBC

10.92 ‘

1052
10.64 f
1064
10.61
10.59 |

RBC
468

a7

4.69
47
472




BACKGROUND
Serial No 7A002438
Mode CT-WB-CBC
| Mode
_ Number of Summaries | §
. select Date/Time Operator | wec | Rec 'HeB et
B 6 | Yes |16-022312:06 | service [ 2 __’r
- 5 Yes 16-02-23 12:06 service | 0 [
| a | Yes 16-02-2312:05 | service [ o ]
L 3 Yes 1602231204 | service 2 ]
2 Yes 16-02-2312:03 | service Al'—o _'.’
| 1 Yes | 16-02-2312:02 | service } 2 !
 Limit o n _ 3 f
Result - ] s |

1|Page



FiaNo. 58

-

Type Mindray

Paramwter

Result
7.93
19

&=
B8

oo o

(=1
‘o I = |
L

1 n

w

QO Mg
B mwmp N

Lot No. MB(0123AN Level Normal
Mode AL-WB-CD o« ‘ple 1D MBO123AN
Unit  Parameter Result Unit  Time 16/02/2023 13:22
103 RBC 4.40 10*6/ul ’ Grapht
HGB 12.8 g/dlL

FE DIFF

HCT 404
MCV 919 L
MCH 291 pa
MCHC 316 g/dl
RDW-CV 148 o
RDW-SD 502 L

PLT 209 10*3ul
MPV 14 !
PDW 168

PCT 0.238

P-LCC 76 08
P-LCR 364

NRBC#H

NRBC%

16/02/2023:13:30

O “rgave ol



Fila Mo. 57 - Lot No. MBO123AL
Type Mindray Mode AL-WB-CD
Parsmeter Result Unit Parameter
WBC 401 10*3ul RBC
Mg 240 10°3ul HGB
Lymi 088 10°34L HCT
Mo 007 10%30ul MCV
Eos! 043 103l MCH
I : 002 t0*3ul MCHC
WMGa 0.0 *0*'3ul RDW-CV
4 615 RDW-SD
L z244 - PLT
| X 18 MPV
' 18 PDW
05 PCT
1.2 P-LCC
P-LCR
NRBC#

NRBC%

Result

2.40
6.1
19.7
822
255
31.0
17.6
52.9
52
1.2
15.8
0.058
18
337
0.350
8.72

Level

Qc

Unit
10"*6/ul
g dL

|

]
’,‘."1L

Low -

sla 1D MBO123AL

Time
Graph1

16/02/2023 13:21

RUO Para i

16/02/2023.13:30 Administratos



Fila No. 58 - Lot No. — i

MBO123AH Laval High Exp. Date 1
Type  Mindray Mode AL-WB-CD Qr *impla ID MBO123AH
Parameter Result Unit  Parameter Result Unit Time 16/02/2023 13:23
WEC 2135 1wl RBC 498 10%6l
Neull 1218 10*UL HGB 16.1 gL b
Lyrmd 691 103Nl HET 493 -
WMo 064 1030l MGV 990 n
Eos# 151 10°30L MCH 323 Pg
Bass on 0%l MCHC 32.6 gl
MG 013 1035l RDWCV 143 %
570 RDW-SD 52.4 n
| 24 PLT 3908 10A3L
1/ 30 MPV 1.5 fL
71 PDW 16.9
95 PCT 0.456
08 P-LCC 146 e
P-LCR 36.7 .
NRBC# 0.597 10Nl
NRBC% 2.80 '

16/02/202393:30



