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Customer: Vioma Lifesciences Pvt Ltd Page 1 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Installation Qualification for Mindray BC 760 Sr. No.:- DG7-32000377

Customer Name : Vioma Lifesciences Pvt Ltd
Contact Person : Mrs Shilpa Surpur
Instrument Model : BC760

Serial No. : DG7-32000377

Date Of installation :22/06/2023

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: Vioma Lifesciences Pvt Ltd

Service Engineer Customer

Name: Nandkumar Zagade Name: Dr Niraj Gujar

Signature: Signature:
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Customer: Vioma Lifesciences Pvt Ltd Page 2 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Installation Certificate For BC 760 Sr. No.- DG7-32000377

This is to certify that the instrument BC 760 Sr. No:- DG7-32000377 is
successfully installed and commissioned at :

Vioma Lifesciences Pvt Ltd

Indofill Industries Ltd , Off Swami Vivekanand Road , Azad Nagar, Sandoz Baug,P.0.Thane
West , Maharashtra-400607

and the Installation Protocol/ checklist has been Successfully completed for the
above Instrument.

Date of Installation :22/06/2023

MBQ, Technical Services Department

Service Engineer Customer

Name: Nandkumar Zagade Name: Dr Niraj Gujar

Signature: Signature:
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Customer: Vioma Lifesciences Pvt Ltd Page 3 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Installation Qualification for Mindray BC 760 Sr. No.:- DE5-230000074

Customer Name : Vioma Lifesciences Pvt Ltd
Contact Person : Mrs Shilpa Chati
Instrument Model : BC760

Serial No. : DG7-32000377

Date Of installation :22/06/2023

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 system has not been
subjected to mechanical shocks or stored in any manner, so as to cause any
damage to the same.




MEd ViSinn Biomedicals Pvt. Ltd.

Customer: Vioma Lifesciences Pvt Ltd Page 4 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Found all the required accessories as required.
Installation Procedure And Checklist Attached for the records.

External Requirement for Installation:

1. Input voltage 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.

Installation Qualification for BC 760 Sr. No.:- DG7-32000377

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 operators Training And Qualifications

Technical Services Department

Service Engineer Customer

Name: Nandkumar Zagade Name: Dr Niraj Gujar

Signature: Signature:
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Customer: Vioma Lifesciences Pvt Ltd Page 5 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Performance Qualification for Mindray BC 760 Sr. No.:-DG7-32000377

Calibration Parameters

Checked and found all the control [parameters to be within 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 the
necessary criteria outlined in this Performance Qualification Protocol, or exceptional
conditions have been identified and documentation included.

The system is ready for Specific Usage.
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Customer: Vioma Lifesciences Pvt Ltd Page 6 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Operational Qualification:

System Certification:

Study data has determined that the system described in this document either meets all criteria
outlined in this Operational Protocol, or exceptional conditions have been identified and
documentation included.

Exceptional Conditions, If any Have been Addressed.

The System is ready for specific usage.

Customer Authorization: Vioma Lifesciences Pvt Ltd
Indofill Industries Ltd , Off Swami Vivekanand Road , Azad Nagar,
Sandoz Baug,P.0.Thane West , Maharashtra-400607

Service Engineer Customer

Name: Nandkumar Zagade Name: Dr Niraj Gujar

Signature: Signature:
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Page 7 of 8

Customer: Vioma Lifesciences Pvt Ltd

Equipment: BC 760 Auto Hematology Analyzer
Title: 1Q,0Q & PQ DOCUMENT MBQ/NKZ/031072023/BC760

Operations Qualifications for BC 760 Sr. No.- DG7-32000377

1. Verified all the Mechanical Movements : Done
2. Verified Hydraulics : Done
3. Verified Electrical Systems : Done
4. Verified the all reagents Systems : Done

Technical Services Department

Service Engineer Customer

Name: Nandkumar Zagade Name: Dr Niraj Gujar

Signature: Signature:
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Customer: Vioma Lifesciences Pvt Ltd

Page 8 of 8

Equipment: BC 760 Auto Hematology Analyzer

Title: 1Q,0Q & PQ DOCUMENT

MBQ/NKZ/031072023/BC760

Instrument Setup

1. Assembled the instrument accessories.

2. Removed the shipping Clamps.

3. Connected the LD LYSE REAGENT .

4. Connected the LH LYSE REAGENT

5. Connected the FD DYE REAGENT

6. Connected the DILUENT REAGENT.

7. Connected the Waste Tubing

8. Connected the Power cord and connection cord.

9. Initialise the machine and follow the installation procedure.

Operational Instection

1. Checked and found Mechanical Movements OK.

2. Checked and found Hydraulics OK.

3. Checked and found Electricals OK.

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

Service Engineer

Customer

Name: Nandkumar Zagade

Name: Dr Niraj Gujar

Signature:

Signature:
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FQC Inspection& Verification Record

g 7

‘1 A5 THE/ATHEE
F\t SNﬁ D& 7- 32009 3']7 W#/Ordering No. Qéﬂé“‘j 397 Y/ 4462.89
[ RS FEamELE
Ig\mduct No. ;Dgﬂ« pAOGOQI Product Model B~ 7éo [I;J
1 7= & R 4 15 Bh i 3 40 43 AT A TERE 3128
\ Product Name Auto Hematology Analyzer Engineering Code PCSCNS
L )Ft.f#ﬁ% Q-3128-CTO i 7.0
ile No Version
X2 FR BHL FQC KM TE / /
File Name FQC Inspection
= RS/ RS EHEH
e Fe 2l Model/No Expiry Date
Inst;uments 1 BN |2/00000/3(7 2003 WS- (8
aE BEET
2 Hygrothermograph 1599000 2309 2032 1§ B
Fs BFR #Hs HFHBEH
NO. Name M.F.. /Lot No Exp Date
15 DS Diluent 2022 0§02 2004 - 09~ )3
& D 20220920 | 202494~
3 LH . )0)199070/ dary- o‘f-ob
/ Tum FRHL p
) Tum Particle D 19 204 ~ 573
¥ ESR &
BRI 5. 5 e
I reagent 20)2 OWL 20y o&- 'l
Reagent &
Sample Type 6. FD 292 g)/.n[ 202)- 77 - 9‘]
s FEERHE
i BC-6D/BR60 MBa[LIANV 20,9319
BHED
8 Calibrator PLUVS 9333 Qp3- 93-S
9. DR / /
10. FR / /
11. #f1 (& #% ¥ BC-RET 7 /
LC ¥ M 77
2. LC Lyse / /
CRP iz f I
ke: CRP Control / /
CRP FLRZ R
e CRP Latex / /
SAA RFZdh T
Lo, CRP Control / /
SAA FLER
3 SAA Latex / /
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i&‘:kﬁ%?ﬁ Q-3128-CTO-7.0
F T WHET | L | -
2 | BERE | pusmmn KA R i i Kottt Rkt
NO Instecnon Description Requirement Lower Upper Result Conclusion
s | A R ; s ¥ Limit a|e RGeS
j A RIS A 2 B A
| BETHNKE | BREFEN RN 200, BE 15C
j B IA ~32°C, ¥RJ¥ 30%~85% /Time of i g
1 1. ! ‘ Temperature | temperature balance for the analyzer and A F TR Sk NG [UPASs CIFAIL
3 ; | Balance&Enviro | associated reagents shall be no less than 2
| | | mment confirm | hour, Temperature 15°C~32°C, Humidity
o e 1 30%R5%
| | | Ews Fa LB LA G o
FRREE | B8, FHIS R4, F4 2-0030-130 ; s (A L
5 ‘ =p) » ff8 < S K CING ASS [JFAI
SIMBRE | Label A Z1-3128-CTO-01/Refer to relative FER AH
Appearance ‘ requirements in process document
;. | BRI File EWIRIEM. 5t/ Refer to relative TR | xR Q& NG fefhss CIFAIL
| requirements in process document
‘ } SHTER M TR IR, TF
. 50 XERAR, DRE, EE AW | run | rup ok One | mwehss ORAIL
‘ Appearance /Refer to relative requirements in process
HEERSER | document
‘ WE &M, B | RETMERR. FIS; SEEER, Gé
ot 4 P%/PCBA, Toraft; BR4T %2 B /Refer to relative TR | AR K CING (WPASS [JFAIL
| Tube,Cable requirements in process document
& | WBC< 0.10x 10°/L 0.00 010 | ao) | x10%L | @PASS CIFAIL
i ; Bf?ﬂ*f@?d RBC< 0.02x 101%/L 0.00 0.02 o | x10%1L | QPASS CIFAIL
18 | mamm 'oicégguu; HOBS e/l . : oL Veilta o (e A
T PLT< 3x10°/L 0 3 0 | x10%L | DPASS OFAIL
| 10. check BHREAT |NRERBRZITEER TR | FBR 0K ONG MPASS CIFAIL
| | Analyzer Consistent with order requirements
: S 3 :
1. J Conﬁrgeusrt'anon li\??fﬂ—'ﬁﬂiﬂﬁﬁ/Label consistent FEE | FBR 0K CING oPASS CIFAIL
with model
e Ey 5%Z-110-008296-00-01 3k {4 & A5 15 85”
| 12, | Version SUBTECREB b _ﬁg“g‘“d AR | AR | WOK ONG CWpASs COFATL
‘ 1 R with the document Z-110-008296-00-01 or
Z g = Temporary ECR
| 2IEER [eEew ER
s | OFEE 5 E | #WSERATETEZA/Meet the N o e
g ‘ B | /Voltage, Temp requirement of interface ez RS J
‘ | Staarame;eric &Pressure
meand tus chec 3 9
‘ P ATRE
1 Adjuse | FERBEHERAMREH
14. | I’ ¥ES /Refer to relative requirements in process TR | TR ok TG #PASS OFAIL
[ 0 NO document
15. +DIFF FS B OATE TR | AR | 1%i¢2 FIPASS CORAIL
| 16, | 7um FRAL *DIFF FS CV 0 3. 9% 23 % UPASS OFAIL
[ 17. | 7um Particle | 4DIFF SS BAMIE TR | AR 1003.3) ZIPASS CIFAIL
| 18, | #DIFF SS CV 0 20. 0% hot] % JZIPASS OIFAIL
|19, | AFREBR [ BEME LA | DIFF FS<t5.0% 5.0% | 50% | o0 % \GPASS OIFAIL
[ 20. fﬁ"c‘}’;}k c%fﬁwﬁfc DIFF SS<£5.0% e e ©PASS DIFALL
1brator
21, Pasioa DIFF FL<%5.0% S50% | 5.0% | a6 % APASS OFAIL
22 RET FS<+5.0% -5.0% 5.0% % OPASS OFAIL
23, 3:;53 RET SS<+5.0% -5.0% 5.0% % OPASS OIFAIL
24, RET FL=£10.0% -10.0% 10.0% % OPASS [OFAIL
25. WBC< 0.10 % 10°/1 000 | 010 | 9 [ x10%L |ZPAss OFALL |
26, RBC< 0.02x 10'%/ L 0.00 0.02 0 x10%/L (\NQPASS OJFAIL
27, | EEME LER HGB< 1g/L 0 1 (1] g/L  |NQPASS [JFAIL
28. | /OV blanltc JOV-WB PLT< 3 x10°/L 0 3 4] x 10% L PASS [IFAIL
count tes
FR-CRP< 0.20mg/ L OPASS [JFAIL
29 O Yes I/ NO 0 0.20 mg/ L
30, SAA< 2.0mg/L 0 2.0 mg/L | OPASS OFAIL

REAM, MRFREERATFE.
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REHR: HWEH Q-3128-CTO-7.0
o o ves A No |
Sic WBC<2.5% 00% | 25% | )| GPASS OFAIL
32, RBC<1.5% 0.0% | 15% | o4 NPASS CIFAIL
a5 0.0% 1.0% %
- HGB<1. 0%#f# (R) <3 ; ° - = ”'j CPASS OIFAIL
35 | MCV<1. 0% 0.0% 1.0% | o)X % \APASS LJFAIL
36+ PLT-1<4.0% 0.0% 40% |y % {apASS [IFAIL
375 New#<6.0% 010%. | T6i0% Al % PASS OFAIL
38, Lym#<6.0% 00% | 60% | LE % IPASS CIFAIL
39, Mon#<16.0% 0.0% | 160% | ; 8 % JPASS LFAIL
40. 0.0% | 20.0% b %
— Eos#<20.0% or £0.12x10%/L(d) ’ ] 5.9 —— UPASS OFAIL
41, 002 | 012 |[gor | 0L
it 0.0% | 300% | 9bh % QPASS OFAIL
‘ Bas# <30.0%o0r+0.06x10%L(d) -
43, -0.06 006 | o9 | x10L
s 0.0% | 250% | 37 % NZPASS CIFAIL
— IMG#<25.0% or £0.12x10%/L(d) -
45. 012 | 012 [om | xioL
46. Neu%<6.0% 00% | 60% | ;v % \ZPASS CIFAIL
47, Lym%<6.0% 0.0% | 60% | 19 % \PASS CIFAIL
43, Mon%<16.0% 0.0% | 160% | 49 % \GPASS CIFAIL
49, 0.0% | 20.0% %
Eos%<<20.0% or £1.5% (d) e BSEG \ZPASS CIFAIL
50, (BC-6D) 15% | 15% [ob | % @
51. 0.0% | 30.0% %
Bas%<30.0% or £1.0% (d) - BN {ZPASS OIFAIL
52. 1.0% | 10% | 0o | % @
538 0.0% | 25.0% %
. &%/ FE IMG%<25.0% or +1.5%(d) - 0Ll {ZPASS CIFAIL
S | ZaEme 15% | 15% | 43 | % @
L T HCT< 1.5% 0.0% 1.5% 09 % KPASS CIFAIL
56+ MCHS< 1.5% 0.0% 1.5% o % PASS CIFAIL
STl | demvlopen MCHCS 15% 0.0% | 15% | b % {PASS OFAIL
58 | repeatability RDW-CV< 2.0% 0.0% 2.0% wh % {JPASS OFAIL
59, RDW-SD< 2.0% 0.0% 2.0% A \ZPASS OFAIL
60- MPV< 3.0% 0.0% 3.0% 1o % [APASS [JFAIL
61, PDW< 10.0% 0.0% 10.0% 0] % LJPASS OIFAIL
62- PCT< 5.0% 0.0% | 5.0% 24 % \ZPASS CIFAIL
63. P-LCC< 15.0% 0.0% | 150% | 4y % QPASS OFAIL
64- P-LCR< 15.0% 00% | 150% | 5, % {PASS CIFAIL
T
65+ 0.0% 25.0% % {APASS OFAIL
NRBC%<25.0%2 +1.5%(d) -~ el 800
66 15% | 15% |99 | %@
67- 0.0% | 25.0% 5) 5 ASS OIFALL
NRBCH<25.0%5 +0.12 X 10%L(d) = S L) \oE
68+ 002 | 012 |gofy | xi0n
69+ ESR<5% 00% | 50% | oy % \APASS OIFAIL
70+ IPF< 25.0% 0.0% 25.0% % OIPASS CIFAIL
1 70~ |
71. RET#<15.0% 0.0% | 15.0% % OPASS CIFAILL
| 71> |
7. RET%<15.0% 00% | 15.0% % OPASS OIFAIL
| 72- |
73. IRF< 30.0% 0.0% | 30.0% % OPASS OFALL
= | 3
- gcygT/BRso LFR<30.0% 0.0% | 30.0% % OPASS OIFAIL
| 74~ |
754 7 NO MFR< 50% 0.0% | 50.0% % OPASS CIFAIL
| 75~ ]
: 0.0% 09
6] HFR <100%8% +2.0%(d) oLl L00.0% ) IPASS| EIRALL
7. | 2.0% | 20% | %@
|78, RHE<5.0% 0.0% 5.0% % OPASS OIFAIL
79. PLT-0<4.0% 0.0% 4.0% % OPASS CJFAIL
E CRP I 3
80~ 3 vesd No | FR-CRP<4.0% 0.0% | 4.0% % OPASS CIFAIL
e

EE I MAERRERA A,
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Q-3128-CTO-7.0

e
o — T OPASS OIFAIL
81, S o SAA<S.0% 0.0% 8.0% 1
O YESNJ NO | —TT%” PASS, COFAIL
82. WBC<3.5% 0.0% 3.5% g/—____,_ T
% XZPASS CIFAIL
83. RBC<2. 0% 0.0% A A A OSLIEES e el
" \[#PASS OFAIL
84, HGB<2.0% 0.0% 2.0% LL__/———————
% | [2PASS OOFAIL
85. MCV<3. 0% 0.0% 3.0% 0
#PASS OFAIL
86+ | PLT-I<8.0% 0.0% 8.0% Mo At e Rl
; ASS CFAIL
|87 Neu#<12.0% 0.0% | 120% | 32 % L
beoud ASS [JFAIL
| 88. | Lym#<12.0% 00% | 120% | X% % L
e OFAIL
89 | Mon#<32.0% 0.0% | 320% | [ % e
| 90. | 0.0% 40.0% ‘ %
o Eos# <40.0% or +0.24x10%/L(d) . £ T GPASS LIFAIL
[ e -0.24 0.24 —[ x
e /TR (BC-6D) n.0b
[ 92 TREES 0.0% 60.0% ] %
1 max Bas#<60.0%or+0.12x10%/L(d) 2.9 \(ZPASS [IFAIL
5 e 012 | 012 [ x10°/L(d)
{ Close/open 0.0%
| 94, | Prediluent Neu%<12.0% 0.0% | 120% [y~ % \IPASS OOFAIL
[_ | repeatability %
= Lym%<12.0% 0.0% | 120% |Xb \(2PASS CIFAIL
| 96, Mon%<32.0% 0.0% | 320% |g2, % \JIPASS IFAIL
| 97. 0.0% | 40.0% %
E0s%<40.0% or +3.0% (d) - - 5‘7 \JPASS OFAIL
| o8, 30% | 30% [g1 [% @
| 99, 0.0% | 60.0% |354 %
e Bas%<60.0% or +2.0% (d) t \}PASS OFAIL
| 100. 20% | 20% |9¢ |% @
| 101. HCT< 3.0% 00% | 30% || % \gFPASS DIFAIL
‘v s <3009 5 % OPASS OFAIL
| 102, | BC.RET/BRS0 | RETAS30.0% 0.0% | 30.0%
| 103. | O YES RET%<30.0% 0.0% | 30.0% % LIPASS LIFAIL
e NO
| 104, 7 PLT-0<8.0% 0.0% | 80% % [IPASS CIFAIL
| 105 GHEE WBC-BF: <0.001x 10°/L 0.000 | 0001 | ¢ x10%/L | \OPASS CIFAIL
| 106. /blank RBC-BF: <0.003x 10'%/L 0.000 0.003 | x1012/1L | \IPASS CIFAIL
107 ; =g | WBC-BF: <0.3% -0.3% 0.3% % ASS CIFAIL
G | FEEEER C oh Y O
108.| Bodyfluid | /Carryover | RBC-BR. <0.3% 03% | 03% | @ % \QPASS OIFAIL
test
109, mm gy | TPCEF <30k 0.0% | 300% | fo % 2PASS CIFAIL
110. #/Body fluid | RRC-BF. <40% or 0.0% | 400% | b %
11. repeatability | 43 (Range) <0.007x 10'%/ L 0.000 0007 |, | <o OJPASS (OFAIL
: W ER :
TEFED x WL 28h5 4= 5 B2 B 4844 /The machine < -
s HE %ﬁ?gﬂe version shall match its configuration TR 2 \Q’OK EING OPASS DIFAIL
/Purch P
order | EEAN S
L8 lince /Lanhgu]z:.ge 15 & LEHi/language is correct. TR | TR A0K ONG OPASS OIFAIL
chec
MIES HEFENR | ERTEERS HAGEERIE/AL date
s e 7#/Data export | exported and saved as proces AR | AER | 0K ONG ~APASS CJFAIL
and save documentation requirement
ek | MITEER | BIZERBFTAEY, TANEE
115, Parkinp /Carryout ’H'/P:ack-upasprocess documentation AR | AR | \UOK ONe \02PASS [JFAIL
pack-up requirement and performed properly
Gl o (B2 Ol #% T ZER#1%/Clean as process { of =5
AR TEVERD el documentation requirement AR | BER SiEl "OPASs OFALL
EE/Clean | manmpeE s
S . T ZEK[E % /Fixed as process
117.| and Fixation M % P
;iv):;%oim documentation requirement TR | TER OK CING {JPASS OFAIL

REAE, SR RRERA A .
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REHER: WE Q-3128-CTO-7.0

ST HE e HUE 5% MAE HE/Delivery receipt and AR | FHR 0K NG (JPASS OIFAIL

/Delivery receipt | tractability table inspection as requirement

REARR

FoalTest | SAERRE A
X IApoentiine ?ﬁIZ??ﬁﬁﬁ/m.spectasproccss THE | FEE 10K CING APASS CJFAIL
inspection documentation requirement
BA&RF4/ BE(RAY/
120| Overall Overall &4 | A4H  PASSFALL F$R | FER | ~Jok ONG | \ApAsS DFAIL
Evaluation Evaluation

BB LS L —@\M QL E M/ Test date_ 2093-@2=1F

(1) BfEARSERSRIDERL RAS BAERZRES.

(2) R RS0 B ASHRMIRR N, TRF T E RS 0K 5N, FERRLEHFRS PASS S FALL.
2) BFREARASRNTERREEHSIBR, REERPHEA.

@ RETEFEN, RESRALRNGHE, RFCREE.

irections

(1) The operators fill the results in the appropriate tables refer to the template.
(2)In the result row, fill the form with test data in digital or OK/NG, fill the conclusion row in PASS or FAIL.

(3)For inspection items not applicable to certain configurations, mark checkbox with “No”, and leave the "Conclusion” cell
blank.

(4) the item which carry “*” are just for reference, not the criterion for the final result.

g, RIRERURER AR A . ESHH*ES R




