PROFICIENCY TESTING REPORT
PAL QUALITY 4 AWCE PROGR:

program as per ISO/IEC 17043:2010 standard /

Organized By Department of Hematology, AIMS, New Delhi-110029 aie e

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

EQAP CODE No. : 1348 Distribution No.: 151-D Month/Year: August/2020
Instrument ID: MEDONIC CELL COUNTER M-16GP

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: 27-11-2020[Finall.
CBC and Retic Assessment

B Among Lab (Accuracy Testing) Within Lab (Precision Testing)
Your |[Consensus Yours |[Consensus
Test Your | Your |Results| TeSull |Uncertainty Results| Result |ypcertainty
S.No. £2 : Z \p; Diff. of 2 ; z
Parameters Result/Result|Sum of| Sum 0 of Assigned|c "~ Diff. of - O 2 lof Assigned|c
1 2 2 (Xgl,‘;g:d Values 2 (X?l‘“esd Values ’
si signe
= Value Valne) Values| “yvijue)
WBC x107p1| 1 4.4 4.1 8.5 9.8 0.0460 -0.91| 03 0.1 0.0060 1.93
RBC x10°pui| 1 | 331 | 33 6.61 6.4 0.0060 118 | 0.01 0.03 0.0010 -0.54
Hb g/di 1 104 10.4 20.8 234 0.0210 -4.38 0 0.1 0.0070 -1.28
HCT% 1 38.7 38.2 76.9 72.05 0.1860 8.79 0.5 0.3 0.0200 0.54
MCV-fl 1 116.9 | 1156 232.5 223.5 0.4950 0.51 1.3 0.3 0.0230 2.25
MCH-Pg 1 31.6 314 63 73.2 0.0760 -4.91 0.2 0.3 0.0200 -0.34
MCHC-g/dl 1 27.4 26.8 54.2 65.3 0.1640 -1.81 0.6 0.3 0.0200 1.01
PIt. x10%ul | 1 363 | 198 561 512 1.38 128 | 165 6 0.32 27.68
Retic % 2
P.S . Assesment
YOUR REPORT CONSENSUS REPORT
Nrbes=6-8 , Poly=14-15 L=4-5, E=0-2,
DLC% 3 Mono/Promono=0-2 , B1=10-12 Poly: 25-50, Lymph; 2-7, nRBC/Mono/Eo/Blast/Pro: 0-5, Myelo: 20-35,
° P.M.=22-24, Mye=18-20, Meta=20-22, Meta: 15-25, Baso: 0-3
Other=
RBC NORMOCYTIC NORMOCHROMIC, V Predominantly: Normocytic Normochromic. Moderate: Anisocytosis.
3
Morphology MICROCYTES, MACROCYTES Mild: Microcytic
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EQAP Code No.: Instrument ID: MEDONIC CELL

1348 Distribution No.: 151-D Month/Year: August/2020 COUNTER M-16GP
COMBINED DATA VALUES OF TOTAL PARTICIPANTS
Total % of Labs with Z | % of Labs with Z | % of Labs with Z
Test participants | o .1 o Score 0-2 4} Score 2-3 Score >3
S.No.| covered in -
parameters the current | '®SP0ded | Ayong | Within | Among | Within Among | Within
dist. labs lab labs | lab labs lab
WBC x10°/ul 1 450 { 363 . 88.43 86.23 4.68 5.79 6.61 7.71
RBC x10°/ul 1 450 363 88.43 88.98 4.96 . 6.06 6.34 4.68
Hb g/dl 1 450 363 85.12 90.91 6.34 441 8.54 4.68
HCT% 1 450 363 94.77 92.29 3.03 2.75 1.93 4.68
MCV-fl 1 450 363 97.8 92.29 0.55 3.03 1.1 4.13
MCH-Pg 1 450 363 88.98 90.91 5.51 5.23 4.96 3.03
MCHC-g/dl 1 450 363 96.97 87.05 1.38 6.06 1.38 6.06
Plt. x10%/ul 1 450 363 90.08 90.63 5.23 5.51 4.41 3.58
ReticCount% 2 450 322 93.17 83.85 4.35 1.55 2.8 16.15
PS Assessment| 3 450 352 Acceptable:75.4%, Warning Signal:24.6%,Unacceptable :0%

‘Comments:

1). Among Lab (EQA) : CBC result for HB & MCH unacceptable, please check calibration/human
error.Remaining results acceptable.,Retic Results not reported, PS partially correct

2). Within Lab (IQA) : Difference in the CBC measurement values for PLT unacceptable, may be due to
random/human error.

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 (%-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.ishtmaiimseqgap.com.

Report authorized by,

Dr. Seema Tyagi (Prof.)
PT Co-ordinator: ISHTM-AIIMS-EQAP
Department of Hematology, AIIMS, New Delhi
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@) PRIME AGENCIES

for your lab needs...
Instrument Service Report / Ref. No: 1 0 6
Message Received i t
Customer Name : P g ppAAM HOSPITALS By: M. S ronw Work carried out at
: . E A7 site
Address : pg 4 4 .
Madi g ada , wafuy, Date: Time: [0 Service Centre
Hydeyabed - sooes'c , T langaua, Nature of Visit
. Visit Date : \l4 =} 1 - 2020 [ Installation
Contact Person : M ¥s. A Yue ~4Preventive Maintenance
: Timein: (-4 I P/7 - ~=1"Applications
Contact No : Bl Hiokdown
EMail ID : Time out : é 2 10 P M. D Emergency
[ Others
Warranty e : Service Contract Charge Call
Particulars of Instrument j : Customer’s Complaint
Instrument Name | predonie 132 B Q:%;L'C\ s pra, Aed clibydis.
Serial No. 1Y 304 :
Description of workdone/ Remarks : Part Replaced
(’l«pgkoc‘ e im sF e, pr dowe Art No. Description Free/ To pay

er! Céy‘/’: bYﬁth(&’ ’Lf-"l"z‘”‘ ‘f@lﬂ,e CJLL' bgatO’ ¥ l‘é‘t MO ‘022’0'0@.

o

g
plso pespormrcd Low Controls ol Soe gl 40 SRl

Warranty :

Customer Remarks :

Service Charge Rs. Spare Replaced Rs. Total Rs.

]
-~

This is to Certify that the above mentioned instrument has been installed/serviced/ Referred to service centers and

working satisfactory
gﬁa b ( Zg Lo
Nami€ & Signature of Engineer Date 14 ) 1’?/) 22 2® “Signature of Customer & Seal

Franchisee:

. H.No. 8-3-167/A/34, Vikaspuri Colony, Near A.G. Colony, SR Nagar, Hyderabad - 500 038.

INDIA Mobile: 9392995440, 9392995442, 9392995443, e-mail: primeagencies.bio@gmail.com
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Domnarvsgatan 4

' SE-16353 Spanga, Sweden

Lot 2 Open vial stability 5 days !

Calibrator 22010-34 2021-01-15 _I

Medonic

Parameter RBC 10 /L MCV L PIt 1071 MPVIL | WBC10/L | Hgb g/dL

CA620/530 4.16 75.3 257 9.7 8.7 11.6

Medonic M-series / M32 4.16 78.1 238 9.7 8.4 1.7

Range + ° 0.10 2.0 15 1.5 0.3 0.2

Swelab

Parameter® __|RBC10”L | wmcviL | Pit10%L MPVfL | WBC10%L | Hgbg/dL

AC9xxeo+ 4.16 80.0 236 10.5 7.6 11.6

Swelab Alfa / Alfa Plus 4.16 79.3 244 10.3 8.4 1.7

Range # ° 0.10 2.0 15 15 0.3 0.2

1 2 3

bg TpaiHoCT Ha 0TBOPEH (hnakoH 5 AHK MapameTbp O6xsat

hr Stabilnost otvorene bogice 5 dani Parametar Raspon

cs Stabilita oteviené ampulky 5 dny Parametr Rozsah

da Aben ror stabilitet 5 dage Parameter Omrade

et Stabiilsus avatud viaalis 5 p&evade arv Parameeter Vahemik

fr Stabilité en flacon ouvert 5 jour Paramétre Intervalle

de Stabilitat gedffneter Flaschen 5 tage Parameter Bereich

el Alatipnon SeiyuaTtog PETd TRV amooppdyion 5 nuépa MapdueTpog Avapevopevo elpog a

it Stabilita della fiala aperta 5 giorni Parametro Intervallo

Iv Atvert flakonu stabilitati 5 dienas Parametrs Diapazons

It Stabilumas atidarius buteliukg 5d. Parametras Intervalas

no Apen rar/glass stabilitet 5 dager Parameter Omrade

pl Trwato$¢ po otworzeniu fiolki 5 Liczba dni Kryterium Zakres

pt Estabilidade apds abertura do frasco 5 dias Parametro Intervalo

ro Termenul de valabilitate al fiolei desfacute 5 zile Parametru Interval

ru CTabunbHOCTL BCKPLITOro thnakoHa 5 pHen MapameTp AnanasoH

sr Proizvod stabilan nakon otvaranija pakovanija 5 dana Parametar Opseg

sk Stabilita otvorenej injekénej liekovky 5 dni “ Parameter Rozsah

sl Stabilnost odprte stekieni¢ke 5 dni Parameter Obmocje

es Estabilidad de la capsula abierta 5 dias Parédmetro Intervalo

sv Hallbarhet fér 8ppnad flaska 5 dagar Parameter Intervall

tr Acik sise stabilitesi 5 gun Parametre Araligi
0
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N
)
N
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For CA620 with barcode reader

R

1. Goto Menu 7.4.1
CAB20 Main Menu Pro

S. Setup menu...

B. Service menu...
EFETET

8. System flow menu...

7.2 Control L-J plots
7.3 X-B L-Jplots
75 SetSEQ= 1

2. Scanin the calibrator/control in se

Mfg: CA Boule reag.

Product: Cal

Lot: 22010-34
ID: 2201034+
Exp.: 15-Jan-2021
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S
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For Medonic M-series / M32 with barcode reader

M-Series:
1. In the Main Menu go to “Q/C Menu" “Enter Con/Cal” “ Control/Calibrator Assay Value Input”
2. Scan in each blood calibrator/control column by column, sequence 1to 9

M32:
1. In the Main Menu go to “Quality Control” “Input Assays”

2. Scan in each blood calibrator / control column by column, sequence 1to 9
Instr.:  M-series
Lot: 22010-34
Prod.: Cal
ID: 2201034+

Xp.: 15-dan-2021
oul

IO

E
1:

CBA

2: [ VA
3: [IUIN W
4: [V

5: [N

41610781201170299904

6: [N

23815097159990799908

|08403999109991199912 l”'

AT

©799913999149991599916

o: {IINNMINIT

11117916281755349884

|

[




For Swelab Alfa / Alfa Plus with barcode reader

2. Scan in each blood calibrator/control column by column, sequence 1 to o

1. In the Main Menu go to “Quality Control” “Input Assays"
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Call us at: +91-40-2304 2,, 77/ 37?7
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maternity”
matters

Exclusive maternity wing from Pranaam Hospitals
(A unit of Pranaam Hospital Pvt. Ltd.)

For queries please write to us: pranaam@pranaamhospitals.in
Recognised by: ESI, Goyt. of T.S. & all major TPA’s
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maternity”
matters

Exclusive maternity wing from Pranaam Hospitals
(A unit of Pranaam Hospital Pvt. Ltd.)

Callus at: +91-40-2304 2777 / 3777

Please book your appointment online: www.pranaamhospitals.in

Ear Medicine Doaor Dalivary « () 001 QBRI OQ8AA

For queries please write to us: pranaam@pranaamhospitals.in
Recognised by: ESI, Govt. of T.S. & all major TPA's
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Exclusive maternity wing from Pranaam Hospitals
(A unit of Pranaam Hospital Pvt. Ltd.)

Callus at: +91-40-2304 2777 / 3777 For queries please write to us: pranaam@pranaambhospitals.in
Please book your appointment online: www.pranaamhospitals.in Recognised by: ESI, Ggvt. of T.S. & all major TPA’s
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Exclusive maternity wing from Pranaam Hospitals
(A unit of Pranaam Hospital Pvt. Ltd.)
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Call us at: +91-40-2304 2777 / 3777 For gueries please write to us: pranaam®@pranaamhospitals.in
Please book your appointment online: www.pranaamhospitals.in Recognised by: ESi, Govt. of T.5. & all major TPA's
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(A unit of Pranaam Hospital Pvt. Ltd.)

Call us at: +91-40-2304 2777 / 3777 For queries please write to us: pranaam®@pranaamhospitals.in
Please book your appointment online: www.pranaamhospitals.in Recognised by: ESI, Govt. of T.8. & all maior TPA's
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Exclusive maternity wing from Pranaam Hospitals
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Call us at: +91-40-2304 2777 / 3777 For queries please write to us: pranaam@pranaamhospitals.in
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Callus at: +91-40-2304 2777 / 3777 For queries please write to us: pranaam®@pranaamhospitals.in
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®

oranaam - maternity®

matters

Exclusive maternity wing fram Pranaam Hospitals
(A unit of Pranaam Hospital Pvt. Ltd.)

t.lm?gi hospitals

Callus at: +91-40-2304 2777 / 3777 ‘ For queries please write to us: pranaam@pranaamhospitals.in
Please book your appointment online: www.pranaamhospitals.in Recognised by: ESI, Govt. of T.5. & all major TPA's
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PROFICIENCY TESTING REPORT
ISHTM-AIIMS EXTERNAL QUALITY ASSU RANCE PROGRAMME
NABL accredited program as per ISO/IEC 17043:2010 standard
Organized By Department of Hematology, AIIMS, New Delhi-110029

NABL Cerlificate No.
4 Cpeqogz

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

EQAP CODE No. : 1348 Distribution No.: 150-D Month/Year: February/2020
Instrument ID: MEDONIC CELL COUNTER M-16GP

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: 25-08-2020[Final].
CBC and Retic Assessment

Among Lab (Accuracy Testing) Within Lab (Precision Testing)
Your |[Consensus Yours |Consensus
Test | v | Your | Your [Results| result Uncertainty 7 [Results| Result Uncertainty|
Parameters Result|Result|Sum of| Sumof 2 |,¢ Assigned Diff. of| Diff. of 2 | ;¢ Assigned
1 2 2 values Values |Score| values Values | Score
(Assigned (Assigned
Value Value) Values Value)
WBC x10%pl| 1 1.8 1.8 3.6 3.8 0.0220 -0.30 0 0.05 0.0030 -0.67
RBC x10%ul| 1 | 362 | 361 | 7.23 7.77 0.0030 3.13 | 0.01 0.03 0.0020 -0.54
Hb g/dl 1 11.8 11.8 23.6 244 0.0180 ~1.80 0 0.1 0.0070 -1.35
HCT% 1 33.3 33.1 66.4 71.35 0.1530 -1.06 0.2 0.3 0.0180 -0.34
MCV-fl 1 92.1 91.8 183.9 184.2 0.3120 -0.03 0.3 0.2 0.0180 0.34
MCH-Pg 1 32.8 32.6 65.4 62.8 0.0550 1.85 0.2 0.3 0.0160 -0.45
MCHC-g/dl 1 35.7 35.4 71.1 68.1 0.1340 0.67 0.3 0.3 0.0160 0.060
Pilt. X103/u1 1 109000 { 104000 | 213000 245 2.52 6106.44]” 5000 4 0.26 1347.90
Retic % 2
P.S . Assesment
YOUR REPORT CONSENSUS REPORT
Nrbes=2-4 , Poly=55-65 L=5-8, E=4.6,
DLCY% 3 Mono/Promono=0-1, B1=2-4 P.M.=0-1, Poly: 55-65, L: 2-10, nRBC/Eo/Mono/Pro: 0-5, Myelo: 10-20, Meta: 10-20,
0 Mye=20-25, Meta=10-15, Baso: 0-2
Other=BASOPHILIS - 2-4
RBC 3 Normocytic Normochromic,target cells, Predominantly: Normocytic Normochrmoic. Moderate: Anisocytosis. Mild:
Morphology anisocytosis Microcytic.
Diagnosis 3 [CML - |Chronic Myeloid Leukemia ( Chronic Phase) : CML-CP
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;EL%P Code No-: pstribution No.: 150-D Month/Year: February/2020 ?g%”;ﬁg ¥4 : gg’;p ONIC CELL
COMBINED DATA VALUES OF TOTAL PARTICIPANTS
Total % of Labs with Z | % of Labs with Z | % of Labs with Z
Test patiidipants | o, Score 0-2 Score 2-3 Score >3
S.No.| covered in
parameters the current | FéSponded Within | Among | Within | Among | Within
dist. labs Iab labs Iab
WBC x10°pl | 1 450 3.09 37.96 7.1 1.85
RBC x10%pul | 1 450 6.17 5.86 6.79 7.41
Hb g/dl 1 450 8.33 2.78 21 3.09
HCT% 1 450 1.54 3.7 1.54 5.25
MCV-fl 1 450 0.31 8.33 0.31 5.56
MCH-Pg 1 450 : 7.41 2.78 5.56 3.7
MCHC-g/dl 1 450 324 89.81 123 6.17 0.62 3.7
Plt. x10%/pl 1 450 324 91.98 | 89.81 5.56 5.56 3.09 4.94
ReticCount% | 2 450 265 | 9509 | 8717 | 453 | 1132 | 075 34
PS Assessment| 3 450 310 Acceptable:95.5%, Warning Signal:4.5%, Unacceptable :0%

‘Comments:

1). Among Lab (EQA) : CBC result for BBC & PLT unacceptable,

error.Remaining results acceptable.

2). Within Lab (104)
random/human error.

please check calibration/human

: Difference in the CBC measurement values for PLT unacceptable, may be due to

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 co

your lab to test the precision of your autoanalyzer.,

Note-2: Z score among & within lab were calculated,
(EQA)= (Your Result Sum of two values - Consensus

Z score within lab (IQA)=
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 :W.

13528:2015 standard]

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

orange colour. Z score value > +3 are texted in red colour.

Note-5: Homogeneity and stability
homogeneity test, between sample

mparison of two consecutive measurement values within

as per to ISO/IEC 13528:2015 standard. Z score among lab
Result sum of two values)/(Normalised IQR)
(Your Result Difference of two values - Consensus Result difference of two

arning Signal, Z score > +3 : Unacceptable [As per ISO/IEC

are texted in

testing of PT sample were done as per ISO 13528:2015 standard. To pass
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,

Dr. Seema Tyagi (Prof.)

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



