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Installation Qualification for Avantor H33s Sr.No :TH23012078

Customer Name *SHEI NATH BABA HOSPITAL & RESEARCH CENTRE
CustomerAddress :Nagra Ballia Uttar Pradesh 277001
Contact Person :Dr. ANKIT KUMAR

Instrument Model : AVANTOR H335

Serial No. 1 TH-23012078

Date Of installation :01-03-2022

The instrument was installed And was found to be working satisfactory. Preliminary Customer
Training was provided And standardization of the parameters Were done. The results were
found to be within the expected range and system found to be working satisfactorily.

Customer: Shri Nath Baba Hospital & Research Centre Nagra Ballia Uttar Pradesh 277001

MRIN,Technical Services Department

Mame : Kali Contact Person :WVarun KSharma

: Sr. Service Engineer

Designation Designation : Asst. Application Manager

1

Signature : S £V
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Installation Certificate For H33s Sr.No:TH23012078

This is to certify that the instrument H33s Sr.No :TH23012078 is successfully installed and comminssioned at
: Shri Nath Baba Hospital & Research Centre Nagra Ballia Uttar Pradesh 277001, : and thelnstallation
Protocol/ checklist has been Successfullycompletedfor the above Instrument.

Date of Installation :01/03/2022

MRIN, Technical Services Department

Mame Kali ©

Designation :5r.Service Engineer



f\J avantor:

Installation Qualification for Avantor H33s Sr.No :TH23012078

Customer Name  :5Shri Nath Baba Hospital & Research Centre Magra Ballia Uttar Pradesh 277001

Instrument Name : H33s4585

Serial No : TH23012078
Initial Inspection of the unit carried out and the details are as follows:

System Condition Report:

Found the system to have been delivered in satisfactory condition and no external physical
damaged observed on the same,Package was kept in good Condition as per the directional
indicators like not tilt, indicating the systern has not been subjected to mechanical shocks or
stored inany manner, 30 as to cause any damage to the same.

Found all the required accessories as required.
Intallation Procedure And Checklist Attached for the records.
External Requirement for Installation:

1. Inputvoltage of 220V-240V/50Hz or 60 Hz.

2. Recommended operating Temperature is 15-30 degree Celsius, with in Relative
Humidity 30-85% and Atmospheric pressure 70-106kPa.
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Installation Qualification for Avantor H33s Sr.No :TH23012078
Carried out all the installation procedures as per the installation procedure and checklists.
Carried out all the necessary checks and alignments.
Carried out all the necessary system checks and tests.

Handover the Instrument for operatos Training And Qualifications

For MRIN, Technical Services Department

Name :Kali €

Designation :5r.Service Engineer
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Performance Qualification for H33s Sr.No :TH23012078

Calibration Parameters

Checked and found all the control [parameters to be with in the acceptable CV limits and in

range.

Checked and found all controls to be within The acceptable SD.

System Certification:

Study data has determined that the system described in this document either meets
thenecessary criteria outlined inthis Performance Qualification Protocol, or exceptional

conditions have been identified and documentation included.
The system is ready for Specific Usage.

Protocol Performed By:
Name : Varun Kumar Sharma

Designation :Asst. Application Manager

PERFORMANCE QUALIFICATION DONE BY
Name :Varun Kumar Shrama
P L

Designation :Asst. Appplication Manager



Operation Qualification for H33s Sr.No :TH23012078

System Certfication:

f\J avantor:

Study data has determeined that the system described in this document either meets all criteria

outlined in this Operational Protocol, or exceptional canditions have been identified and

documentation included,

Exceptional Conditions, If any Have been Addressed.

The Syatem is ready for specific usage.

Protocol Perfarmed by :MRIN, Ahmedabad

|
. !

Name:Kali

Diesignation: 5r. Service Engineer

Customer Authorization  :Shri Nath Baba Hospital & Research Centre

Magra Ballia Uttar Pradesh 277001

Name . Dr,ANKIT
Designation: Lab Owner

Company Representative Name And Sign Customer Name And Sign

5 —

Mr.Kali © Dr. ANKIT KUMAR

Date: 01/03/2022 Date: 01/03/2022



Operation Qualification for H33s Sr.No :TH23012078

1. Verified all the Mechanical Mavements
2, Verifeied Hydraulics
3. Verified Electrical Systems

4, Verified the all reagents Systems

MRIN, Technical Services Department

Name :Kali ©
Designation :5r. Service Engineer

Date :01/03/2022

rDone

rDone

:Done

rDone
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Instrument Setup

Assembled the instrument accessories,
Remaved the shipping Clamps.

Connected the LYSE REAGENT .

Connected the DILUENT REAGENT.

Connected the Waste Tubing

Connected the Power cord and connection cord.

Initialise the machine and follow the installation procedure.
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Operational Instection

1. Checked and found Mechanical Movements OK.
2. Checked and found Hydraulics OK.

3. Checked and found Electricals QK.

4, Checked with Controls And Samples, Results Are found OK.

MRIN, Technical Services Dpartment

MName : Kali

Designation :5r.Service Engineer

f\J avantor:
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BC30
HEMATOLOGY ANALYSER

CALIBRATION CERTIFICATE

FOR

: SHRI NATH BABA HOSPITAL & RESEARCH CENTRE
BY

AVANTOR PERFORMANCE MATERIALS INDIA LIMITED
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CERTIFICATE OF QUALITY

CONTROLS
INSTRUMENT NAME : BC30
SERIAL NUMBER : TH-23012078
CUSTOMER NAME : SHRI NATH BABA HOSPITAL & RESEARCH CENTRE
ADDRESS : Nagra Ballia Uttar Pradesh 277001

THE UNDERSIGNED PERFORMERS CERTIFY THAT THE INSTALLATION QUALIFICATION
PROTOCOL HAS BEEN SUCCESSFULLY COMPLETED FOR THE INSTRUMENT STATED
ABOVE.

ENGINEER
Ry 3T
Signature Eﬂ'&t
MName T Jinesh Vadera
Dezignation : Regional Service Manages
Company - AVANTOR PERFOBRMANCE MATERIALS TNDIA LIMITED
LABORATORY
Sighature LR [

Name Varun K Sharma
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PQ BEFOR CALIBRATION

PQ Protocol: -

1. Background check

(EN]

. Beproducibility Check

3. Carry over check

BACKGROUND CHECK:

Serial No. TH-23012078
Mode WB
Substance Blood sample
Number of
Summariez 5
Mode WE
Select Date/Time Operator | WBC RBC HGB HCT PLT
18-12-2023
5| Yes 12-17 SErviCe o o o 0 0
18-12-2023
4| Yes 12:16 service O O o 0 O
18-12-2023
3| Yes 12:15 sErvice o o o 0 a
18-12-2023
2| Yes 12:14 Service O 1 0O 0 o
18-12-2023
1| Yes E}E SEMVICE _£_I_ o 0o 0 E_I_
Limit 02 0.02 0.1 0.5 5
Result Pazs Pazs Pass Pass Pass
Mumber of
Surmmaries 5

Hedue

Jinesh Vadera

Regional Service Manager



REPRODUCIBILITY CHECK:
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Senal Nao. TH-23012078
hode WB
Substance Blood
zample Nuomber of
Summaries 5
Lot No. patient sample
Zelect | DatefTime Operator | WBC RBC Hiz8 MOy PLT | Lymph%% | Mid% | Gran®% | ADW-CV | RDW-5D MY
0 Yes 18-12-2023 1542 | service 117 | =57 | 143 | =855 357 32| 151 13 157 425 | 102
19| ¥ | FI2HE1A | setvee 111 | 544 | 188 | 889 | 3s0| 383 155 | s02 153 506 | 105
13 | Yes LS00 | werwie 131 | 56| 143| &38| 38s 336 | 1s51| =33 155 495 | 104
17 | Yes 18-12-2023 1538 | service ip9 | 574 | 144 | =39 | 390 22| 163 =0.3 153 505 | 104
15 | Yas 18-12-2033 1538 | servics 113 | SE3| 143 | =37 | 392 233 | 152 49.9 153 503 | 104
i5 | Yes 18-12-2023 1537 | service 113 | 572 | 144 | B39 | 388 353 | 153 494 158 01| 104
14 | ¥es 15-12-3023 1538 | senice 112 | 571 | 143 20 | 232 325 | 161 513 153 504 | 1032
13 | Yes 18-13-30%3 1505 | senars 112 | 561 | 144 | 825 | 333 231 | 158 513 158 5G| 103
13 | Y=5 15-E2-2073 1458 | service 111 | 521 | 143 | ‘882 | 370 335 | 154 szl 158 497 | 104
11 | Yes 18-12-2023 1457 | service 11 55| 143 | =33/ 388 332 | 155 s13 153 303 103
10 | Yes 13-12-2023 14355 | service 11| ‘553 | 142| £33 | 332 318 | 185 315 157 433 | 104
g | Yes 18-12-2023 2454 | service 11| 557 | 1432 53 | 331 351 | 1532 197 53 SOS | 103
g ] Yes 18-13-3033 1451 | servics i11| 552 | 142 | .82 | 323 34| 157 =03 157 497 | 103
7| Yes 1E-13-2023 14:48 | servics 109 | 549 | 142 | B38| 333 356 | 149 485 158 5ol | 105
6| Yes 15-12-2023 1445 | service 111 | 5587 | 142 &3 | 333 345 158 497 18 506 | 104
g | Yes 18-13-7073 1442 | senacs 111 | 557 | 1432 20 | 322 345 | 158 497 iE SGE | 104
4| Yes 15-£2-2073 1438 | service 113 | 573 | 141 | ‘889 | 415 a3 164 305 158 50| 104
3| Ye= I512-2033 1435 | service 111 | 563 | 142 | 291 | 404 3c1| 157 4832 153 505 | 104
2| Yes 18-12-3023 1431 | ==nvice 115 | 551 | 144 | B31 | 397 239 | 151 =0 157 501 | 103
1] Yes 151290233436 | servee 132 | Ss54| 142 | 83s | 373 347 | 157| ass 157 489 | 104
IMean 11| 558 | 1432 | =29 | 3§ 343 | 1578 | 4983 1587 5020 | 1038
50 0170 | 0,075 | D074 | D097 11 1.225 | 0487 o551 0.123 0343 | D06
Min 117 | SEs | 142 28 | 373 3z | 161 501 57 435 | 1032
[FE 9 | 578 | 144 £ | 380 EL 155 517 18 506 | 103
R 03| o1 a4 o1 14 12 18 11 o3 1 az
d{Min} 0| d01 o a 1 ol 02 02 o1 az o
di Mz &2 | aar S o1 10 oE 1 il 02 0 01
oV 1530 | 1348 | 0519 | 0108 | 32 32| 3087 1 077 0.684 | 0.609 |
Lirmit{4s) 13 1z 15 0s 1 1z = 12 ER iz a
R=suit Pazz Pasz Tazz Pass Pazz | Pasmz Fasmz Pasz Pasz Pazz Pazs
et
Jinesh Vadera

Regional Service Manager
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CARRYOVER

3 consecotive analvses of 2 patient sample with high analyte concentration (H1, H2, and H3) were followed by
3 conzecutive analyses of 3 patient sample with low analyte concentration (L1, L2 :and L3). Carryover (%) was
caleulated from the formula: 100 ®{LI1-L3)/(H3-L3).

Serial No.  TH-23012078
AMode WEB
Substance  QC-Mindray

Mode Wwea
Date/Time Operator | WBC REC HGE PLT
High-Lewvel 1 18-12-2023 12:25 Service 213 568 74 632
High-Level 2 18-12-2023 12-26 Service 215 566 ¥r7 837
High-Level 3 18-12-2023 12:27 Service 215 5.66 175 B44
Low-Level 1 18-12-2023 12:28 Service 2.0 227 6.3 6G
Low-Level 2 18-12-2023 12:29 Service 21 2.24 6.2 65
Low-Level 3 18-12-2023 12:31 Service 21 222 6.2 66
Carryovera 0.00% 1 B0% 1.10% 0.40%
Limit3s 0.50% 0.50% 0.50% 1.00%
B, odsne
Jinesh Vadera

Regional Service Manager



\J avantor

QC Before Calibration
LOW CONTROL
File Mo. Lot Mo. Expiration Date O Test Panel Level
1 B1i23 05-02-2024 Low
Mo. Target Limit{#) 2
Date { / 18-12-2023
Time ! f 12:31
WBC{10°9/L) 35 15-25 2
Lymph#{10°9/L) 13 10-16 13
Mid#(109/L) 0.1 00—02 01
Grang{10°9/L) 0.2 0.4-0.8 0.6
Lymph3a(35) 62 529-769 647
Mid%:{%) 72 4.2-10.2 49
Granse{s) 261 19.9-399 30.4
RBC{10712/L) 252 425-473 238
HGB(z/dL) 6.2 55-53 63
HCT{%6} 206 15.7—-18.7 iv.4
MICWTL) 80.2 J2.2—823 76.3
MICH{pg) 245 28-33 275
WICHC[z/dL) 30.7 32.1-381 36
RDW-CW([3e) 156 13.2—-19.2 17
RDW-5D{fL) 504 425-545 46
PLT{10"9/L) 54 40— B0 ]
MPVIFL) 8 54-124 101
POW() 183
PCT{mL/L) 0.066
p-LCC{10°9/L) 20
P-LCA (%) 304

Jinesh Vadera

ERegional Service Manager




MEDIUM CONTROL
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File No. Lot MNo. Expiration Date QC Test Panel Level
2 B1123M 05-02-2024 WB Mormal
Mo. Tarzet Limit{#) 10
Date / ! 18-12-2023
Time ! ! 13:33
WBC{109/L) 58 10.8—75 21
Lymph#{1079/1) 5 47-23 27
Mid#{10M/L) 1 17-03 0.7
Grar#(10°9/L) 38 5434 47
Lymph3:(35) 51.4 39.4-234 328
Mid%aiza) 105 185-25 B4
Gran2s(3) 381 46.1-301 568
REC[10°12/1] 485 4944 452
HGB{g/dL) 125 13.0-120 138
HCT(3:) 423 469 —-37.7 396
MOV{FL) o1 2526 257
MCH{pz) 28 30.8-252 30
MCHC{g/dL) 307 355-259 35
ROW-CW([5a) 142 172—312 155
ROWW-SDHFL) 52.4 g0 4—422 473
PLT{10"5/L) 244 284- 204 284
MPVIFL) 21 L I=51 93
POW( ) 16.5
PCTImL/L) 0.263
p-LCC{10%)L) 57
P-LCR{%) 235

Jinesh Vadera
Regional Service Manager
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HIGH CONTROL
File Mo. Lot Mo. Expiration Date QC Test Panel Level
3 B1123H 05-02-2024 We High
Mo. Target Limit(&) 1
Date J / 18-12-2023
Time / f 12:22
WBCi10%9/L) 212 237-187 224
Lymph#{10°9/L) B9 10.6—7.2 53
Mid#{109/L) 18 20-12 1.7
Gran#{10°9/L) 107 12.4-90 11.4
Lymphos(35) 418 458-378 416
Midss(zs) 7.6 116—36 75
Gran3s(35) S0.6 SEE-425 509
RBC{10™12/L) 557 587 -527 535
HGB(g/dL) 17 17.8—16.2 L1558
HCT(2a) 587 60.2—-450 505
MRACW{TL) SB.2 1032 —-93.8 Q45
MCH pg) 30.5 336-274 296
MCHC{g/dL) 311 358-270 313
RIDW-CW(38) i43 173113 153
ROW-3D{fL) 57 65-49 523
PLT(IO™2/L) 495 555 - 435 H 585
WPVITL) 81 11.1-51 84
PDW ) 149
PCT{mL/L) 497
P-LCC{10%8/L) 80
P-LCR{34) 13.7

B

Jinesh Vadera
Regional Service Manager
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CALIBRATION FACTOR DATA

The calibrator of below mentioned lot no. has been run Ten times and its MEAN and CV% 15
calculated automatically and the factors are automatically obtained by the instrument.
Calibrator Lot No. BC10923C-1

Calibrator Exp. 27012024
Instrument BC30
Sr. No. TH-23012078
Calibration Date 15-12-2023
Select | WBC RBC HGB MCV PLT
10Ag/L | 100132/L | g/dL fL 1078/L
Target 8.3 4.11 13.'_3 956.4 244
) 1] ves 85| 416 13.9 96.3 243
2| Yes 8.5 4.11 13.8 96.1 245
3| Yes 2.6 412 13.8 896.1 243
4| Yes B.6 4.11 13.7 96.2 240
5| Yes 8.5 4.17 13.8 96.1 240
6| Yes 85 4.16 13.7 896.1 244
7| Yes B.6 4.15 13.9 96.1 246
8| Yes B.S 413 13.7 898.8 243
9| Yes 8.5 4.14 13.7 897.9 243
10 | Yes B.6 4.14 13.6 96.1 24!]5
Mean B.S 4.14 13.8 90.1 244
cv (2 0.6 1 0.7 0.2 3.2
MNew Factor (38) 100.62 99.26 99.63 98.7 94.42
Old Factor (25} a7 100 94 100 100 |
CALIBRATION FACTOR: -
Parameter Calibration Factor (%) Date
WEC 100.62 15-12-2023
REC 00.26 18-12-2023
HCG 99.63 18-12-2023
MCV 08.7 18-12-2023
PLT 094,42 18-12-2023

Next Calibration Due Date 15-12-2024

For Avantor Performance Materials India Limited

ede?

Jinesh Vadera
Regional Service Manager
+01 9520442240
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QC After Calibration
LOW CONTROL
File No. Lot No. Expiration Date QC Test Panel Lewvel
1 B1123L 05-02-2024 WB Low
Mo Target Limit(4#) 1
Date Fi 7 18-12-2023
Time i [ 20:21
WEC[{10"8/L) 35 40-30 a
Lymph#{10~9/L) 21 24-18 23
Mid#{10"g/L) 0.6 09-06 0.8
Grang{10°9/L) 09 1.2-06 11
Lymphas(3s) 576 45.5—66.6 84
Mid3a{os) 163 253—73 15.8
Gran%e{3a) 261 351-171 25.8
RBC{10712/L) 252 277 =227 243
HGB(g/dL) B2 BE—55 BB
HCT(3a) 206 239-—-173 192
MOV (TL) B0 2 B5.2-752 79
MICH(pg) 246 295—197 273
MCHC(g/dL) 307 3BE-726 345
RDW-TW(32) 156 186—-1256 183
RODW-SD{fL) 504 554-—-424 533
PLT{10"9/L) 54 34-74 51
MPVIfL) 2 11-5 B5
PDWI( ) 153
PCT{mL/L) 052
P-LCC{109/L} 10
P-LCR{3%) 155

Je

Jinesh Vadera
Regional Service Manager



MEDIUM CONTROL
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File No. Lot MNo. Expiration Date QC Test Panel Level
2 B1123M 05-02-2024 B30 Normal

Mo Target Limit(#) 1
Date ; / 18-12-2023
Time I ! 20:22
WEBC{10"9/L) =% 108—-88 106
Lymph#(10°9/L) 1 57—43 5.4
Mid#{10°9/L} 1 17-03 11
Grang{10°9/L) 3B 45-31 41
Lymph35(36) 514 594434 50.9
MWlid%a (6] 105 18.5—25 103
Gran®:(%) 381 46.1—-301 388
RBC{10+12/L) 485 49-44 44
HGB{g/dL) 125 13.0-—-120 iz8
HCT{3) 423 469 —-377 383
MOCW{L) o1 95— 26 B7.1
MCH{pg) 28 308-252 294
MCHC{g/dL) 307 355259 338
RDW-Cwizs) 142 17.2—11.2 15.7
ROW-SD({fL) 524 o0.4—444 504
PLT{10°9/L) 244 284 — 204 245
MPV(fL) 81 11.1-51 8.5
PODW() 15
PCT(mL/L) 2.07
P-LCC[10%9/1L) 36
P-LCR(ZE) 147

s

Jinesh Vadera
Regional Service Manager
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HIGH CONTROL
File No. Lot Mo, Expiration Date QC Test Panei Level
3 BilZ23H 05-02-2024 B30 High

Mao. Target Limit{&) 2
Date ! / 18-12-2023
Time ! / Z20:26
WEBC{10"8/L) 2127 237-187 229
Lymph#({10°9/L) g9 10.6—7.2 23
mMid#{10°9/L) 16 20-12 18
Grang{109/L) 10.7 12.4-90 116
Lymph3s(35) 418 458-378 415
Midss(sa) 75 11635 7.9
Gran% (%) 506 SEE—4158 50.6
RBC{I012/1) 557 587 -5.27 537
HEBlz/dL) 17 17.8—162 166
HCT(3:) 547 60.2—-49.0 51.7
MOVITL) 982 103.2-93.8 952
MCH{pgl 305 33.6—274 31
MCHC{z/dL) 311 359-27.0 377
RDW-CV{3) 143 17.3-113 15
RDW-5SD{fL] 57 B5-49 514
PLT{10"9/L) 495 555 -435 530
MPY(FL) 21 11.1-51 26
POW() 15
PCT{mL/L) 4.54
p-LCO{10"a/L) 79
P-LCR(34) 149

e

Jinesh Vadera
Regional Service Manager
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S30 CALIBRATOR

FOR MINDRAY HEMATOLOGY ANALYZERS

Lot BC10923C-1
a 2024-01-27
Calibration Values

Analyzer FParameter Values Range

WBC =109 85 3

RBC =10"4L 430 .10

BC-3600, BC-3300 HGB g/l 136 12
MCV flL 925 210

PLT A0 247 +15

WBC =10%1L 86 0.3

RBC =103 436 010

BC-3200, BC-3000CT HGB giL 136 +2
MCV fl 919 2.0

PLT =10%1L 243 +15

WBC =107/ 83 #3

RBC =10"IL 444 10.10

BC-2900, BC-1800. BC-3000 Plus |HGB all 137 +2
MCV L 922 20

PLT =10%L 236 15

WBC =10°/L 8.4 0.3

RBC 40" 417 .10

I N E
MCV fL 93.0 2.0

PLT =10°/L 262 115

WBC =10%L 75 1.3

RBC =103 404 .10

BC-2300, BC-2100 HGB g/l 133 +2
MCV flL 92.9 210

PLT =109 247 +15

WBC =10%/L 83 #3

R R RBC <1041 4.01 .10
BC-30s, BC-31s HGE aiL 135 +2
BC-30. BC-31. BC-30e — = — —
PLT =10%L 244 +15

WBC =10%/L 8.3 1.3

RBC <103 415 .10

Bc-ﬁ? EE:.-E? EJ}TDE i B = e
MCV fL 952 2.0

PLT =10%/L 259 +15

PN: 00531-20-84340-11.0




