Ace Medical Solutions (India) Pvt. Ltd.

An I1SO 9001-2015 Certified Company
No : 3/751, 1st Cross Street, Surveyor Colony, K.Pudur, Madurai - 625 007. Healthcare

Phone : 0452 - 2561691 Mobile : +91 94434 74610

GSTIN. 33AAHCA8053H1ZR = DL No. MDU/4205/20B,MDU/3971/21B

CALIBRATION CERTIFICATE

e CIN:U33110TN2009PTC072140

Customer | M/S. New Green Lab& Biopsy Centre, Certificate No: | AMS/LAB/2889808
Name & | #1/786, Bharathi Nagar 7" Street, Issuing Date: 25/09/2021
Address: Ramanathapuram — 623 503 Page No: 1 of 1
Details of Device under Calibration (DUC):
DUC: Bio Chemistry Analyser Id. No: NGC/LAB /BCA/001
Make: MISPA VIVA Department: Laboratory
Model: V1.190907 Calibrated On: | 24/09/2021
SI. No: 212030355476 Calibration
Type: Semi Auto Due Suggested: | 23/09/2022
Range & - DUC Condition
Least Count: on Receipt: OK
Traceability Details:
SLNo. Test Equipment Make Certificate Number Valid Up to
1 Electrical Safety Analyser | RigelSafeTest60 | PSG/CIRD/BMCC/5507/2021 | 18/01/2022
2 Thermo Hygrometer Beetech/088 PC/01/21/ATL/0194-01 22/01/2022

Room Temperature: 25°C+2 Room Humidity: 30-60%

(At the time of Calibration)

ESA Test Results:

SL.No Parameter ESA Reading | Unit | Normal Range Condition
1 Current 0.228 mA 500 Normal
2 Frequency 50.1 Hz 49 -50 Normal
3 Mains Voltage Line - Neutral 225.6 Volts 220 - 240 Normal
4 Mains Voltage Line - Earth . 114.9 Volts 220 - 240 Abnormal
5 Mains Voltage Neutral - Earth 111.2 Volts <7 No Earth

*Electrical Safety: Please check the attached log sheet

SL.No Parameter Measured | Standard Correction Unit
1 Lamp Voltage 11.83 12.00 -0.17 Volts
2 Detector Sensitivity -0.00 0.0 0.0 % Absorbance
3 Sipper Volume 365 400 235
4 Peristaltic Pump pressure -13.69 -15.00 +1.

Note:

1. Calibration Points were selected as per customer request.
2. Each reading were taken by Repeatability Test (i.e.) cach reading in a row is a mean
3. Results Reported are valid at the time of and under the stated conditions of ineasureme

Calibrated By:
(Calibration Engineer)

6%

O aceagm@gmail.com @ww.acemedical.in

Approved by:

(Technical Manager)

et

H 93455 56140, 93455 56148
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INSTALLATION QUALIFICATION

Name of the instrument MISPA VIVA
Semi Automated Analyzer

Instrument Model

Serial Number 212030355476

Date of installation 12/Sep/2020

Installation of Semi Automated Analyzer ‘Mispa Viva' at New Green Lab & Biopsy Centre,
1/786, Bharathi Nagar 7th Street, Ramanathapuram involves the following checks done by
the authorized Agappe Personnel as per the installation requirements given in Mispa Viva

operation manual (OM), the respective sections and page numbers are given below

SNo | Service Section & Ref. page of OM | Status Checked by
Section2.2t02.5

1 | Installation requirements Page 11 to 13 OK | Senthilkumar R
For Agappe Diagnostics Ltd. Customer: New Green Lab & Biopsy Centre,
Ramanathapuram
Name : Senthilkumar R Name : M AMURUWGAPR ASATH
Date - Date

Signature  : }/‘/ Signature: Y

Nevy Green Lab
& Biopsy Centre

1/786,7th Street

! Bharathl Nagar:
/s Ramanathapuram.

AGAPPE DIAGNOSTICS LTI, 15090052015 | ENIS0 134852016 CERTIFIED COMPANY | CIN ; U24239MHI998PLCIISAL
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LA ADL/DO/SER/IOP/0060/21-22

OPERATIONAL QUALIFICATION

SYSTEM CERTIFICATION
Study data has determined that the system described in this document either meets all the criteria
outlined in the Operational Qualification protocol.

SNo | Service Section & Ref. page of OM | Status Checked by
g . Section3to 4 .
1 0] t | K thilk R
perational requirements Page 14 to 38 0] Senthilkumar
SNo | Protocol Status Performed by
i System Initialization OK Senthilkumar R
2 Temperature check OK Senthilkumar R
3 Filter check OK Senthilkumar R
4 Aspiration tube check OK Senthilkumar R
5 Reproducibility of Test OK Senthilkumar R
6 Printer Test OK Senthilkumar R
2 System menu check OK Senthilkumar R
8 QC validation OK Senthilkumar R
Data Sheets attached

THE SYSTEM IS READY TO USE

AGAPPE DIAGNOSTICS LTD. 005 P New Green Lab & Biopsy Centre,
far™ O Ramanathapuram
Authorized Signatory 2 y /f Authorized Signatory

N MURL\,G‘IA PRA AT

Name : Senthilkumar R Name
Designation  : Manager - Customer Service Designation : “r* AR Toa)d WARGE
Date : Date *  New Green Lab

& Biopsy Centre

1/786,7th Street,
Bharathi Nagar,

AGAPPE DIAGNOSTICS LTD. |soooomons|£ulsomas:zmecemmtncoummﬁﬂﬁﬁ'ﬁﬂ&'dfﬁi“-

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE

Agappé Hilk, pattimattom (P0), Dist. Ernakislam, Kerala - 681 562, India. z’ﬁtg l;lm No. 32, KINFRA Small industrial Park. :Olﬁ.LM:vllcu Malr ll;,‘ Plot;l:o l&) IBIM ON. Sector v,
. 0 Email. Fagappe.in . Cochin, Kerala, Indla - 686 721. Tel: +9] 484 276 7477. it Lake City, Kotkata - 5
IR - Tel: +91 33 4003 0451 | Fmall: kalkattaoflicedagappe in
15TERED OFFICE] DELH OFFICE DBANGALORE OFFICE
:‘3’.‘;“:',!":“3,,5:‘ saringh Eusines: Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, §:6.I1" Tlaor, Red Cross Dhavan, No:26 Race Courso Road,
Sahar foad, Parshada, Andneri (£ast), Mumbal - 400 099, India. HNeew Delhi - 110 015, India. Bangalore 560 001 Tel: #9180 2220 8288
Teh. ¥l 22 4300 8000 | Emall: mombalofficedagappe.in Tel: #9111 4554 B416 | Emall: delhiollicegpagappe. In Emalk: bangalorcolliceggagappe in

INER IN DIAGNOSTICS
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ADL/DO/SER/IOP[0060/21-22

PERFORMANCE QUALIFICATION

SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all the criteria
outlined in the Performance Qualification protocol.

SNo Protocol

Status Performed by
1 Touch screen response OK Senthilkumar R
2 Sample repeatability 0K Senthilkumar R
3 QC respanse OK Senthilkumar R
Data Sheets attached

THE SYSTEM IS READY TO USE

AGAPPE DIAGNOSTICS LTD. New Green Lab & Biopsy Centre,

Ramanathapuram Q . Tl
b
Authorized Signatory Authorized Signatory
AN

Name : Senthilkumar R Name : N , KhaRY ap &

P ARRG e
Designation  : Manager - Customer Service Designation : \_ R ™€ WakGe
Date

Date

New Green Lab
& Biopsy Centre
1/786,7th Street,
Bharathi Nagar.
Ramanathapuram,

AGAPPE DIAGN OSTICS LTID. 15090012015 | EN 150 13485:2016 CERTIFIED COMPANY | CIN U24239MH1998PLC 115413

CORPORATE OFFICL / REAGENT PLANT EQUIPMENT PLANT

( TA OFFICE
Agappe Hilis, Pattimartom (P0), Dist. Emakulam, Kerala - 683 562, India X/588-CB, Block No. 32, KINFRA Small nd 106,
A ( makulam, . India. . Bl : ustrial Park, 406, Merlin Malrix, Plot No-10. Block-
Tel: + 91484 286 7000 | tmail: agappetagappe in Kellad, Cochin, Kerala, India - 686 721. Tel: +9] 484 276 7477, Salt ake Ciy, Kokata - 100091+ 2e0or V-
Tel: «9133 4003 0451 | Email: kolkattaaflicegiagappe.in
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P . s . . E 3 5 o h o]
Tel:+9122 4300 8000 | Emall. mumbalofficesyagappe.in Tel: +O1 11 4558 8416 | Emall: delhiolficeghagappe.in Eanigone - SS00L Tehi 9130 220 oM

Email: bangalorealticeiiagappe in
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BIT 00010, S 27-Mar-2022 12:21:11
BIT 0.1777 - 7 : . 27-Mar-2022 12:21:29
UREA -0.0050 - 27-Mar—2022 12:21:47
UREA -0.1504 - 25172 27-Mar-2022 12:22.05
CRE 0.0005 - 26173 27-Mar-2022 12:2223
CRE | oo3ta- ! 25174 27-Mar- 2b22 1222 41
GLU | i' 0.0488 - 25175 27-Mar-2oéé 1‘223 35 i
S Lc LU 0.7487 - 25176 27-Mar-2922 1"2 és 53"“ i
TRIG. | 00114 - 25177 27-Mar-éozé 122491 e
TRIG i B 0.2484 - | 25178 27-Me‘|r"-‘2(‘)::2I2‘ 12;24,:;0';‘3
CHOL 3 : 0.0759 - 25179 27-Marr-_20'52'!2' ?1‘;2‘;“‘.'«_7‘;11:4& i
CHoL 0.3428 - 25180 27-'Mar-r‘202‘2“ 1";::‘2!5?06‘ |
UA 0.0027 - 25181  27-Mar-2022 12:25:24 )
LA 0.0781 - . 25182 27-Mar-2022 12:26:42
ALED 0.0793 - ; 25183 27-Mar-2022 12:26:00
ALBD 06207 i 26184 27-Mar-2022 12:26:18 !
PRO 0.0880 - 25185 27-Mar-2022 12:26:36
| Lhian i
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 01.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 94.7
2 UREA 36.78 31.27-42.30 39.8
3 CREATININE 1.1 091-1.29 1.18
q URICACID 6.12 5.20-7.04 6.15
5 CHOLETSEROL 140.73 119.62 - 161.84 141.1
6 TRIGLYCERIDES 109.19 92.81-125.57 110.5
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.52
8 TOTAL PROTEIN 5.9 5.02-6.79 5.97
9 ALBUMIN 3.52 2.99-4.05 3.62

'

>
')
pilabchargasianab
& Biopsy Tentre
1;,786,7th Street,
B arathi Nagar,
Q;Ah-(‘»nx:-nhar'nH:avﬂ.




INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 02.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE |INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 86.7
2 UREA 36.78 31.27-42.30 37.8
3 CREATININE 1.1 0.91-1.29 1.19
4 URICACID 6.12 5.20-7.04 6.25
5 CHOLETSEROL 140.73 119.62 - 161.84 140.5
6 TRIGLYCERIDES 109.19 92.81 - 125.57 110.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.45
8 TOTAL PROTEIN 5.9 5.02-6.79 6.17
9 ALBUMIN 3.52 2.99-4.05 3.62

ol

Lab Incharge Sign

MNew Green Lab
& Biopsy Tentre
1/786,7th Street,
Bharathi Nagar,
Ramanathapuram.




INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 03.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE

1 SUGAR 85.96 73.07 - 98.86 89.1
2 UREA 36.78 31.27-42.30 38.5
3 CREATININE 1.1 0.91-1.29 1.25
4 URIC ACID 6.12 5.20-7.04 6.15
5 CHOLETSEROL 140.73 119.62 - 161.84 145.5
6 TRIGLYCERIDES 109.19 92.81-125.57 116.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.51
8 TOTAL PROTEIN 5.9 5.02-6.79 6.1
9 ALBUMIN 3.52 2.99-4.05 3.61

Lab Incharge Sign

Mew Green Lab
& Biopsy Tentre

1/786,7th Street,
Eovar vy ~Nagar,

RAafitanarhapuram.




INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 04.03.2022  LEVEL-1
SNO  |TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 90.9
2 UREA 36.78 31.27-42.30 37.7
3 |CREATININE 11 0.91-1.29 1.15
4 URICACID 6.12 5.20-7.04 6.14
5  |CHOLETSEROL 140.73 119.62 - 161.84 141.7
6 TRIGLYCERIDES 109.19 92.81-125.57 110.2
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.52
8  |TOTALPROTEIN 5.9 5.02-6.79 6.41
9 |ALBUMIN 3.52 2.99-4.05 3.65
0.5
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 05.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 88.8
2 UREA 36.78 31.27-42.30 36.9
3 CREATININE 1.1 0.91-1.29 1.19
4 URIC ACID 6.12 5.20-7.04 6.15
5 CHOLETSEROL 140.73 119.62 - 161.84 140.5
6 TRIGLYCERIDES 109.19 92.81-125.57 111.7
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.49
8 TOTAL PROTEIN 5.9 5.02-6.79 6.34
9 ALBUMIN 3.52 2.99-4.05 3.61
Y
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 06.03.2022  LEVEL -1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 86.9
2 UREA 36.78 31.27-42.30 38.7
3 CREATININE 1.1 091-1.29 1.25
4 URIC ACID 6.12 5.20-7.04 6.25
5 CHOLETSEROL 140.73 119.62 - 161.84 145.5
6 TRIGLYCERIDES 109.19 92.81-125.57 112.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.51
8 TOTAL PROTEIN 5.9 5.02-6.79 5.98
9 ALBUMIN 3.52 2.99-4.05 3.35
V"
Lab Incharge Sign

Mew Green Lab
& Biopsy Tentre
1.}&'86 7th Street,

Ecararni Nagar
Ramanathapuram.




INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 07.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 85.5
2 UREA 36.78 31.27-42.30 37.7
3 CREATININE 11 0.91-1.29 1.15
4 URICACID 6.12 5.20-7.04 6.15
5 CHOLETSEROL 140.73 119.62 - 161.84 141.5
6 TRIGLYCERIDES 109.19 92.81 -125.57 115.5
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.52
8 TOTAL PROTEIN 5.9 5.02 -6.79 6.24
9 ALBUMIN 3.52 2.99 - 4.05 3.48
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INTERNAL QUALITY CONTROL
MISPA VIVA - SEMI AUTO ANALYZER
NORMAL CONTROL DATE : 08.03.2022  LEVEL-1
SNO  |TESTNAME MEAN VALUE INTERVAL VALUE TESTVALUE
D—
1 |SUGAR 85.96 73.07 - 98.86 88.2 |
5 |UREA 36.78 31.27-42.30 395
3 |CREATININE 1.1 0.91-1.29 T
4 |URICACID 6.12 5.20-7.04 .
5  |CHOLETSEROL 140.73 119.62 - 161.84 1835
6  |TRIGLYCERIDES 109.19 92.81-125.57 1145
7 |TOTALBILIRUBIN 1.46 1.10- 1.83 1.55
8  |TOTALPROTEIN 5.9 5.02 - 6.79 6.05
9 |ALBUMIN 3.52 2.99 - 4.05 3.45

v
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e Gireen Lab
IO PSY Tentre

2, 7th Street,
' =Y Nagar,

~ivtai=tThapuram.



INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE :09.03.2022  LEVEL-1

S.NO  |TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 |SUGAR 85.96 73.07 - 98.86 90.2
2 |UREA 36.78 31.27-42.30 38.4

3 |CREATININE 1.1 0.91-1.29 '
4 |URICACID 6.12 5.20 - 7.04 o
5 |CHOLETSEROL 140.73 119.62 - 161.84 e
6 | TRIGLYCERIDES 109.19 92.81- 125.57 e
7  |TOTALBILIRUBIN 1.46 1.10-1.83 =
8  |TOTALPROTEIN 5.9 5.02 - 6.79 :'52
.02-6. 15

9  |ALBUMIN 3.52 2.99-4.05 35
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMALCONTROL ~ DATE:10.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 89.5
2 UREA 36.78 31.27-42.30 37.5
3 CREATININE 11 0.91-1.29 1.2
4 URIC ACID 6.12 5.20-7.04 6.39
5 CHOLETSEROL 140.73 119.62 - 161.84 142.5
6 TRIGLYCERIDES 109.19 92.81-125.57 118.7
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.55
8 TOTAL PROTEIN 5.9 5.02-6.79 6.2
9 ALBUMIN 3.52 2.99 -4.05 3.58
5
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 11.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 88.1
2  |UREA 36.78 31.27-42.30 38.2
3 |CREATININE 11 0.91-1.29 1.19
4  |URICACID 6.12 5.20 - 7.04 6.25
5  |CHOLETSEROL 140.73 119.62 - 161.84 144.4
6 |TRIGLYCERIDES 109.19 92.81-125.57 120.5
7  |TOTALBILIRUBIN 1.46 1.10-1.83 1.6
8  |TOTALPROTEIN 5.9 5.02-6.79 6.1
9  |ALBUMIN 3.52 2.99 - 4.05 3.6
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMALCONTROL ~ DATE:12.03.2022  LEVEL-1
SNO _ |TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 |SUGAR 85.96 73.07 - 98.86 805
2 |UREA 36.78 31.27-42.30 37.2
3 |CREATININE 1.1 0.91-1.29 115
4  |URICACID 6.12 5.20 - 7.04 5.96
5  |CHOLETSEROL 140.73 119.62 - 161.84 1346
6  |TRIGLYCERIDES 109.19 92.81 - 125.57 119.5
7 |TOTALBILIRUBIN 1.46 1.10-1.83 1.45
8  |TOTALPROTEIN 5.9 5.02 - 6.79 5.88
9  |ALBUMIN 3.52 2.99 - 4.05 3.45
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER
SNO  |TESTNAME MEAN VALUE INTERVAL VALUE — [TEST vALUE ]
RIS SR t — ]
Y _—‘hsaa"ﬁ £5.96 7307 - 98 26 | 235 |
2 |UREA 36.78 1127 4230 | ws |
3 |CRIATININE 11 091-1.29 118 ,
4 |URICACID 6.12 5.20 - 7.04 6.15
5 CHOLETSEROL 140.73 11962 - 161 84 138.4
6  |TRIGLYCERIDES 109.19 928112557 121.5
7 |TOTALBILIRUBIN 1.46 110183 14
8  |TOTALPROTEIN 5.9 502 -6.79 5.98
9 |ALBUMIN 3.52 2.99-4.05 T

9%
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
85.96 7307 - 98.86 888
:la Zﬁ:ﬂ 36.78 3127-4230 85
: 1.2
3 CREATININE 1.1 091-129 12
4 URICACID 6.12 5.20 - 7.04
5 CHOLETSEROL 140.73 119.62 - 161 84 135.4
6 TRIGLYCERIDES 109.19 92.81 1 ;235.57 1:2:
7 TOTAL BILIRUBIN 1.46 I;g - 6.79 6_05
8 TOTAL PROTEIN 5.9 5.02-6. 3_-‘
9 ALBUMIN 3.52 2.99-4.05
~
-
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMALCONTROL ~ DATE:15.03.2022  LEVEL-1
S.NO  |TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 |SUGAR 85.96 73.07 - 98.86 82.5
2 |UREA 36.78 31.27-42.30 37.4
3 |CREATININE 1.1 0.91-1.29 1.15
4 |URICACID 6.12 5.20 - 7.04 5.95
5  |CHOLETSEROL 140.73 119.62 - 161.84 1415
6 |TRIGLYCERIDES 109.19 92.81-125.57 111.5
7 |TOTALBILIRUBIN 1.46 1.10- 1.83 1.45
8  |TOTALPROTEIN 5.9 5.02-6.79 6.15
9  |ALBUMIN 3.52 2.99-4.05 3.65
N
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 16.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 80.8
2 UREA 36.78 31.27-42.30 35.5
3 CREATININE 1.1 0.91-1.29 1.05
4 URIC ACID 6.12 5.20-7.04 5.9
5 CHOLETSEROL 140.73 119.62 - 161.84 129.5
6 TRIGLYCERIDES 109.19 92.81-125.57 105.1
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.25
8 TOTAL PROTEIN 5.9 5.02-6.79 5.88
9 ALBUMIN 3.52 2.99 - 4.05 3.42
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INTERNAL QUALITY CONTROL
MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL ~ DATE:17.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1  [SUGAR 85.96 73.07 - 98 .86 89.2
2 |UREA 36.78 31.27-42.30 38.5
3 CREATININE 1.1 091-1.29 1.15
4 |URICACID 6.12 5.20 - 7.04 6.25
5  |CHOLETSEROL 140.73 119.62 - 161.84 138.5
6 |TRIGLYCERIDES 109.19 92.81-125.57 108.2
7  |TOTALBILIRUBIN 1.46 1.10-1.83 1.45
8 |TOTALPROTEIN 5.9 5.02-6.79 6.1
9 |ALBUMIN 3.52 299-4.05 3.55
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INTERNAL QUALITY CONTROL

NORMAL CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

DATE:18.03.2022  1EVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 92.5
2 UREA 36.78 31.27-42.30 40.2
3 CREATININE 11 0.91-1.29 1.2
4 URIC ACID 6.12 5.20-7.04 6.5
5 CHOLETSEROL 140.73 119.62 - 161.84 140.2
6 TRIGLYCERIDES 109.19 92.81-125.57 110.5
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.53
8 TOTAL PROTEIN 5.9 5.02-6.79 6.25
9 ALBUMIN 3.52 2.99-4.05 3.6
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE:19.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 |SUGAR 85.96 73.07 - 98.86 88.8
2 |UREA 36.78 31.27-42.30 39.5
3 |CREATININE 11 0.91-1.29 1.12
4 URIC ACID 6.12 5.20-7.04 6.45
5  |CHOLETSEROL 140.73 119.62 - 161.84 138.5
6 |TRIGLYCERIDES 109.19 92.81-125.57 108.4
7  |TOTALBILIRUBIN 1.46 1.10-1.83 1.6
8 |TOTALPROTEIN 5.9 5.02-6.79 6.2
9 |ALBUMIN 3.52 2.99-4.05 3.5
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 20.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 |SUGAR 85.96 73.07 - 98.86 90.1
2 |UREA 36.78 31.27-42.30 38.1
3 CREATININE 1.1 0.91-1.29 1.24
4  |URICACID 6.12 5.20-7.04 6.55
5  |CHOLETSEROL 140.73 119.62 - 161.84 138.4
6 |TRIGLYCERIDES 109.19 92.81-125.57 110.8
7  |TOTALBILIRUBIN 1.46 1.10-1.83 1.53
8  |TOTALPROTEIN 5.9 5.02-6.79 6.35
9  |ALBUMIN 3.52 2.99-4.05 3.65
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE:21.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE "TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 89.1
2 UREA 36.78 31.27-42.30 37.5
3 CREATININE 11 0.91-1.29 1.15
4 URIC ACID 6.12 5.20 - 7.04 6.25
5 CHOLETSEROL 140.73 119.62 - 161.84 139.5
6 TRIGLYCERIDES 109.19 92.81-125.57 99.5
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.25
8  |TOTALPROTEIN 5.9 5.02-6.79 5.74
9 ALBUMIN 3.52 2.99-4.05 3.42
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE :22.03.2022 LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 90.7
2 UREA 36.78 31.27-42.30 38.4
3 CREATININE 1.1 0.91-1.29 1.22
4 URICACID 6.12 5.20-7.04 5.89
5 CHOLETSEROL 140.73 119.62 - 161.84 135.1
6 TRIGLYCERIDES 109.19 92.81-125.57 101.2
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.35
8 TOTAL PROTEIN 5.9 5.02-6.79 5.68
9 ALBUMIN 3.52 2.99 - 4.05 3.55
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE:23.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 91.4
2 UREA 36.78 31.27-42.30 39.5
3 CREATININE 11 0.91-1.29 1.15
4 URIC ACID 6.12 5.20-7.04 5.95
5 CHOLETSEROL 140.73 119.62 - 161.84 145.5
6 TRIGLYCERIDES 109.19 92.81-125.57 111.5
7 TOTAL BILIRUBIN 1.46 1.10-1.83 14
8 TOTAL PROTEIN 5.9 5.02-6.79 5.8
9 ALBUMIN 3.52 2.99 - 4.05 3.65
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INTERNAL QUALITY CONTROL

NORMAL CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

DATE : 24.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 [SUGAR 85.96 73.07 - 98.86 94.5
2  |UREA 36.78 31.27-42.30 40.1
3 |CREATININE 1.1 0.91-1.29 1.21
4 URIC ACID 6.12 5.20-7.04 6.05
2 CHOLETSEROL 140.73 119.62 - 161.84 142.5
6  |TRIGLYCERIDES 109.19 92.81-125.57 108.4
7  |TOTAL BILIRUBIN 1.46 1.10-1.83 1.35
8  |TOTALPROTEIN 5.9 5.02-6.79 5.74
9  |ALBUMIN 3.52 2.99-4.05 3.45
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE :25.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 89.4
2 UREA 36.78 31.27-42.30 38.4
3 CREATININE 11 0.91-1.29 1.01
4 URICACID 6.12 5.20-7.04 5.89
5 CHOLETSEROL 140.73 119.62 - 161.84 137.6
6 TRIGLYCERIDES 109.19 92.81-125.57 107.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.42
8 TOTAL PROTEIN 5.9 5.02-6.79 5.78
9 ALBUMIN 3.52 2.99 - 4.05 3.65

N2

Lab Incharge Sign

New Green Lab
& Biopsy Centre

1/786,7th Street,
Bharatnh! Nnagar,

Ramanathapuram.




INTERNAL QUALITY CONTROL

NORMAL CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

DATE : 26.03.2022 LEVEL - 1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 |SUGAR 85.96 73.07-98.86 81.4
2 |UREA 36.78 31.27-42.30 37.1
3 |CREATININE 1.1 0.91-1.29 0.98
4 |URICACID 6.12 5.20-7.04 5.75
5 |CHOLETSEROL 140.73 119.62 - 161.84 138.4
6 |TRIGLYCERIDES 109.19 92.81-12557 110.1
7 |TOTALBILRUBIN 1.46 1.10-1.83 1.45
8 |TOTALPROTEIN 5.9 5.02-6.79 5.85
9  |ALBUMIN 352 2.99-4.05 355
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE : 27.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 90.8
2 UREA 36.78 31.27 -42.30 39.4
3 CREATININE 1.1 0.91-1.29 1.15
4 URICACID 6.12 5.20-7.04 6.25
5 CHOLETSEROL 140.73 119.62 - 161.84 140.5
6 TRIGLYCERIDES 109.19 92.81 - 125.57 110.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 15
8 TOTAL PROTEIN 5.9 5.02-6.79 6.25
9 ALBUMIN 3.52 2.99-4.05 3.95
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE:28.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 88.4
2 UREA 36.78 31.27-42.30 37.8
3 CREATININE 11 0.91-1.29 1.05
4 URICACID 6.12 5.20-7.04 6.15
5 CHOLETSEROL 140.73 119.62-161.84 142.5
6 TRIGLYCERIDES 109.19 92.81-125.57 1114
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.35
8 TOTAL PROTEIN 5.9 5.02-6.79 5.88
9 ALBUMIN 3.52 2.99-4.05 3.44
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER
NORMAL CONTROL DATE : 29.03.2022  LEVEL-1
S.NO TEST NAME MEAN VALUE INTERVAL VALUE TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 90.7
2 UREA 36.78 31.27-42.30 38.4
3 CREATININE 11 091-1.29 115
4 URIC ACID 6.12 5.20-7.04 5.94
5 CHOLETSEROL 140.73 119.62 - 161.84 141.2
6 TRIGLYCERIDES 109.19 92.81-125.57 115.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.28
8 TOTAL PROTEIN 5.9 5.02-6.79 5.64
9 ALBUMIN 3.52 2.99 - 4.05 3.33
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE :30.03.2022  LEVEL-1

S.NO |TEST NAME MEAN VALUE INTERVAL VALUE 'TEST VALUE
1 SUGAR 85.96 73.07 - 98.86 84.7
2 UREA 36.78 31.27-42.30 36.5
3 CREATININE 1.1 091-1.29 1.22
4 URICACID 6.12 5.20-7.04 6.15
5 CHOLETSEROL 140.73 119.62 - 161.84 138.4
6 TRIGLYCERIDES 109.19 92.81-125.57 108.4
7 TOTAL BILIRUBIN 1.46 1.10-1.83 1.35
8 TOTAL PROTEIN 5.9 5.02-6.79 5.64
9 ALBUMIN 3.52 2.99-4.05 3.45
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INTERNAL QUALITY CONTROL

MISPA VIVA - SEMI AUTO ANALYZER

NORMAL CONTROL DATE:31.03.2022  LEVEL-1

S.NO TEST NAME MEAN VALUE INTERVAL VALUE 'TEST VALUE
1 |SUGAR 85.96 73.07 - 98.86 86.4
2 |UREA 36.78 31.27-42.30 37.5
3 |CREATININE 1.1 0.91-1.29 1.21
4  |URICACID 6.12 5.20 - 7.04 5.88
5 |CHOLETSEROL 140.73 119.62 - 161.84 135.4
6 |TRIGLYCERIDES 109.19 92.81-125.57 104.5
7  |TOTALBILIRUBIN 1.46 1.10-1.83 1.25
8  |TOTALPROTEIN 5.9 5.02-6.79 5.75
9  |ALBUMIN 3.52 2.99 - 4.05 3.25
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2)

2.1)

2.2)

2.3)

INSTALLATION

Unpacking and Installation

Place the shipper containing the analyser in upright position and remove the BOPP tape
Carefully lift the analyser with the supporting cushion packing and place on clean table

top. Do not use any sharp objects or gadgets to unpack the shipper as they can cause
damage to the analyser inside.

After unpacking the shipping package, please verify the product does not have any
damage from shipment and make sure all listed components are included.

Power supply cable, RS 232 cable, Waste Bottle, Waste tube, Touch pen, Paper roll, User

manual, Installation report, Warranty Card, Dust Cover, Pipette 100-1000 ML & 5-50 pL &
micropipette tips.

Installation Environment

* Mispa Viva should be installed in a clean environment and it should be placed on a flat
table surface.

* Keep 200mm distance between the analyser and wall for the proper ventilation, For
the long life of the analyser these temperature conditions should be followed and the
site should not have direct sunlight. The recommended room temperature and
humidity are

a) Temperature: 15-35°C (operating) and 5-50°C (non-operating).

b) Relative humidity: 20-80% (operating) and 0-90% (non-operating), without
condensation,

c) Altitude: Less than 2000m (operating)
Printer and paper installation
= Pull up the printer cover on the left top of the analyser.
* Place the paper roll in the indented area.

« Close the printer cover.

11



2.4)

Power supply connection

Follow the steps.

Before connecting the power cord, check the AC power supply corresponds to
the value that is stated on the analyser label.

Make sure that your AC main line has an efficient ground line. Bad ground line
connection may affect analysis result and damage the analyser.

Connect power cord to the port, at the rear panel of the analyser.

sowsRswimen  OM2

KEYBOARD ©

A
-

POWER SOCKET

A Caution

Connect the power plug to a good grounded AC wall outlet, preferably one that is not
shared with other electric appliance and with low function of line voltage compared
to the standard voltage specified (10-15%).

Keep the analyser away from other appliances that generate high frequency electric
noise (eg: radiological instrument).

Before installing the analyser or connecting the power, make sure that the analyser is
turned off.

Make sure that your AC main line has an efficient ground line. Bad ground line
connection may affect analysis result and damage the instrument.

12



2.5) Connecting waste bottle

»  Toavoid the spilling of waste water around the analyser, make sure that waste outlet
tube is connected to waste bottle properly.

2.6) Testtrial

A Do not operate the touch screen with sharp objects such as pin, pen tip, nails
etc as they can cause scratches and damage on display screen

+ Turn “ON" the power switch, present at the back of the analyser.

» Analyser gets switched on. The analyser will perform the start-up function and
display the main screen after successfully completing the start-up function.

+ Perform wash function by selecting the wash function from main menu.
* Oncethe analyser stabilized, request to perform1-2 tests and evaluate the test results,

* Confirm that the analyser is working as per specifications.

13



3)

b)

d)

BASIC OPERATING INSTRUCTIONS

How to aspirate liquid

Dip aspiration tip inside the cuvette, Ensure that aspiration tube is completely immersed
into reagent to avoid any air to be aspirated. Press the aspiration switch, which present
at the front of the analyzer. The analyzer will aspirate correct amount of liquid as per the
pre-programmed volume. Aspiration automatically stops after aspirating the
programmed volume. The recommended minimal aspiration volume is 300 L (0.3mL).

In order to reduce the carryover and interference, the analyzer is programmed to have air
gap between two aspirations,

Instructions for the correct aspiration

Prepare the reagent and sample in the disposable cuvettes based on the selected test.

Dip aspiration tip inside the cuvette. Make sure that the aspiration tip-laying corner
of the cuvette, for the complete aspiration of the set volume.

Press the aspiration switch, so that sample will aspirate automatically and make sure
that aspiration completed before removing the cuvette.

Manual reading mode (Cuvette Mode)

In case of cuvette mode, user need not have to wash the tubing.
Set the cuvette function ‘ON’ in the setup function.
Start the test /QC run process.

Remove the flow cell and keep it in flow cell resting slot. Place cuvette in the
measuring slot of the instrument with reagent then close the lid, when the analyzer
gives the instruction “insert cuvette”,

Make sure that at least 1000 pL (1.0 mL) reaction volume [reagent volume + sample
volume] are taken in the cuvette and also ensure to position the cuvette correctly {the
optical surface of the cuvette should be horizontal to light path}.

Alf the cuvette function turned ON, make sure that cuvette inserted in the
slot before starting the test.

Reset and Turn off

To reset the analyzer by turning off the main power switch at the back of analyzer,
Wait for 10 sec.

Turn “ON" the power switch.

14



Automatic lamp and display sleep function

+ Lamp and LCD sleeping function enabled to increase the life time of lamp and to save
the power.

« User can set the sleeping time based on their needs, using setup function.
Operation through PC

« Turn on the analyzer.

« Connectserial port to com 1.

» Select PC connectivity icon in the setup menu of the analyzer.

Press “connect” button in the PC software, connectivity will be established.

* Follow the procedure same as analyzer.

Quick Start - ON Cuvette Made HI
Auto Print - ON Print Graph n

Temperature Pump

Operation through External Keyboard

* Turn on the analyzer.
» Connect external keyboard PS2 port of the analyzer.,
* Make use of the mentioned keys for different functions.

* Useup, down, left and right keys for the navigation,

el

o Use - key to accept the functions.

15



Use . key to exit the function.

“

Make use of numeric, alpha numeric “+" “ " “/"and * " keys for the data entry.

4) ANALYZER SETTINGS AND FUNCTIONS

4,1) Start-up
« Turn “ON" the power switch located behind the analyzer.

« Analyzer will start the initialization process and “welcome screen” gets displayed with
analyzer name, Agappe Diagnostic’s company logo along with date and time.

13/03/15 11:30 AM

MIISTI2ANIN/A

« Temperature stabilization will start after the power on. And it will displays the main

menu.

4,2) Main menu

Mispa viva designed with seven functions -TEST, QC (Quality Control), PRG (Program),
ABS (Absorhance), HISTORY, SETUP, and WASH. Every functional key is linked to the

different functions of the analyzer.

16



4.3)

ACAPPC

Test Function

Mispa Viva is a semi-automated analyzer, designed for the estimation of clinical chemistry
and immunochemistry assay using kinetic, fixed time and end point methods.

« Select test function from the main menu.

All 200-test names will be displayed in 8 screens of 25 tests per screen.

« Select print button to print the saved test names and its assigned number.

« Select particular test to run the process (The analyzer supplied with pre-programmed
test names or the user can write their own test names using program menu [see 4.4])

Select exit button to exit in to main menu.

025 zrr ‘ s:-n | lm-us | 126150 |m-m [m-m
Empty Empty Empty Empty Empty
Empty Empty Empty Empty Empty
Emply Empty Empty Empty Empty
Fmpty Empty Empty Empty Empty
Empty Empty Empty Empty Empty

SELECT A TEST TO PROCELD

» Select any test name from the list to proceed in to test run process.

* Analyser will load and display the selected test run screen. (as below)

17



A . 70
Name m
Factor

ABS 0.0000 J
Aspirate Water _CE_L E@ ‘@ iR

Selected test name will display on the information bar along with current temperature
status.

It has three different temperature conditions, Green color indicates the stable
temperature condition, Red color indicates unstable temperature condition and
orange color indicates analyser is obtaining stable temperature. Therefore, user can

review the analyzer temperature before starting test run process.

User need to enter Patient name (if required) and Pt ID (mandatory) before aspirating

the sample. Otherwise, analyzer will increment the Pt ID based on the analyzer setup.

Analyzer display’s factor and reagent blank if any.

Analyzer will prompt for the water aspiration, take a test tube containing minimum

1.0 mL or above DI Water, dip the aspiration probe into the tube. Then press
aspiration switch to aspirate water.

If analyzer temperature is not stable, then user will get the warning message along
with selection “Wait for temperature stabilization”, select “yes” for temperature

stabilization or select “no “and continue.

If there is no saved reagent blanks in the analyzer, message will pop up “No saved
reagent blank”, and it will prompt for the aspiration of reagent. Take a test tube

containing minimum 1.0 mL test reagent, press the aspiration switch,

If pre-set factor is not programmed, then “no saved factor” will be displayed on the

graph and it will directly prompt for standard aspiration based on the program,

18



4.A)

Aspirate standard (tube containing reagent and standard) by dipping the aspiration
probe into the standard tube and pressing aspiration switch.

Analyzer will automatically perform the calibration and will display the message “do

you want to save the factor/curve”,

Select “Yes” to save the factor/curve or select “No” then analyzer gives next selection

message “Do you want to rerun” select “Yes” to rerun or select “No” and go with

existing factor.

Analyzer prompts for sample aspiration,

Aspirate sample (tube containing reagent and clinical sample) analyzer will display

the calibrated factor, absorbance result of the sample and real time graph will be
plotted.

Aspirate the next sample tube,

Continue aspirating samples one after another until all the samples are measured.

Select wash button to do the wash function.
User can do the recalibration by selecting calibration function.

Select “exit” to exit in to test name screen or select “home” go to the main screen.

Kinetic

Perform the Kinetic assay for the sample using the reagent procedure as per

instructions detailed in respective product insert supplied by reagent manufacturer.

Analyzer will prompt for the water blank aspiration,

Aspirate the water blank by taking minimum 1.0 mL of DI water in a test tube, dip the

aspiration probe into the tube and pressing aspiration switch.

If the ABS is out of range, analyzer will display the message “Low light” select “Ok”

button, So analyzer will prompt for the same process.

In case of kinetic with reagent blank, analyzer will display saved reagent blank value
if any,

19



4. B)

 Ifthere is no saved reagent blank, it will show the message “no reagent blank” on the
graph and it will prompt for the new reagent blank. In such instances, aspirate the

reagent by pressing aspiration switch.
* Analyzer will display the ABS value,
> =

* Analyser prompts for the standard aspiration. Aspirate standard (tube containing
reagent and standard) by dipping the aspiration probe into the standard tube and

pressing Aspiration switch

*» Analyser will measure the absorbance and display the STD ABS value along with the

graph.
L Number of standard=0
» Analyzer will make use of the programmed factor.
» Analyzer will prompt for the sample aspiration.

» Aspirate sample (tube containing reagent and clinical sample) ensuring that
aspiration probe is dipped into the sample tube and press aspiration switch for each

aspiration,
« Aspirate sample tubes one after another.

« Analyzer will display and print the calculated result along with relevant flags for each

sample.
Fixed Time

« Perform the fixed time assay for the sample using the reagent procedure as per

instructions detailed in respective product insert supplied by reagent manufacturer.
« Select the Test function
« Analyzer will display the message “Aspirate water”

«  Aspirate the water blank by taking minimum 1,0 mL of DI water in a test tube and

pressing aspiration switch,

20



In Case of reagent blank:

After the aspiration, analyzer will display the saved reagent blank value if any along with

selection box.

Select “No” to use existing value or select “Yes” and aspirate the reagent.
*» Analyzer displays old and new reagent blank value.

« Select “Yes" switch to save the new value

« If"No” switch selected, analyser will display the selection box, if user wants to rerun

select “Yes” and do the process or Select “No” and go with old reagent blank value,

If Num f >/=

 Analyzer will prompt for standard aspiration. Aspirate standard (tube containing
reagent and standard) by dipping the aspiration probe into the standard tube and

pressing Aspiration switch

 Analyzer will measure absorbance of the sample and plot the real time graph of

reaction.
 Ifthe standard is more than one, continue the same procedure as detailed above.
e Analyzer will display the calculated factor along with selection box.
o Select “Yes" to save new factor.
e Orselect “No” so analyzer will prompt for the STD rerun process

» Select “Yes” to rerun and do the same process.

Or select “No” and go with existing factor.
If Number of standard =0

 Analyzer will make use of the saved factor.
« Analyzer will prompt for sample aspiration.

» Aspirate sample (tube containing reagent and clinical sample) ensuring that
aspiration probe is dipped into the sample tube and press aspiration switch for each

aspiration,

21



4.0)

Aspirate sample tubes one after another,

Analyzer will display and print the calculated results with relevant flags for each

sample.

End Point

Perform the Endpoint assay for the sample using the reagent procedure as per

instructions detailed in respective product insert supplied by reagent manufacturer.

Select Test function

Aspirate the water blank by taking minimum 1,0 mL of DI water in a test tube. Dip the

aspiration probe into the tube and press aspiration switch.

If the ABS is out of range, analyzer again prompts for the water aspiration.

Continue the same process as above,

In case of reagent blank

Analyzer will display the saved reagent blank if any and will prompt for new reagent
blank.

Select “No” to go with saved reagent blank or select “Yes”.
Analyzer will prompt for the “aspirate reagent blank”

Aspirate the reagent by dipping the aspiration probe into the tube containing only

reagent by pressing aspiration switch,

Analyzer will display old reagent blank and along with new reagent blank
Analyzer will display “do you want to save the reagent”

Select “Yes"” to save the new reagent blank or select “No”

Analyzer will prompt for the rerun, select “Yes” to rerun and proceed the same or

select “No”, and go with old reagent blank.

Analyzer will prompt for the STD aspiration.
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« Aspirate standard (tube containing reagent and standard) by dipping the aspiration
probe into the standard tube and pressing aspiration switch

« Ifthe STD repeat is more than one, Analyzer will prompt for STD aspiration.

« Aspirate the standard again by pressing the aspiration switch and do the same process
with same STD.

« Ifthere is, more than one standard analyzer will prompt for the next STD aspiration
after finishing standard repeat.

» Aspirate each standard as above until all standards are aspirated.

«  After finishing all STD and repeats, analyzer will display the calculated factor along

with the message “Do you want to save new factor”

e Select “yes” to save new factor. Or select “No”.

Analyzer will prompt for rerun. Select “Yes” to rerun and do the same process or select

“No” and go with saved factor.
If Number of standard=0
« Analyzer will make use of the saved factor.
« Ifthe sample blank is selected, analyzer will prompt for sample blank.
« Aspirate the sample blank.
» Analyzer displays the ABS of sample blank along with graph.
» Analyzer prompts for the sample aspiration.

+ Aspirate sample (tube containing reagent and clinical sample) ensuring that

aspiration probe is dipped into the sample tube and press aspiration switch for each

aspiration,
« Aspirate sample tubes one after another.

« Analyzer will display and print the calculated result along with relevant flags for each

sample,
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4.4)

Program function

To run any test, operator needs to program the analyzer for different tests.

Select program function from the main menu.

All 200-test names will be displayed in different screens based on eight different

categories.

1:2% 2650 | 5175 | 76100  101.12§ 126150 151175 176200

Empty Empty Empty Empty Empty

Empty Empty Empty Empty Empty

Empty Empty Empty Empty Empty

Empty Empty Empty Empty Empty

Empty Empty Empty Empty Empty
SELECT ATEST TO PRCGRAM

Select particular test key to program the test parameters.
Analyzer will load and display program entry screen.

Item code for each test is unique and the user does not have the authority to edit the

item code.
Selected test name will display in the status bar, user can edit the test name.
Toggle in to different functions among Basic, Time, Volume, Calibration and others.

Based on the selection, parameter that needs to be entered will be displayed on the

screen.

Make use of the toggle function and the keyboard to input all details.
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Description of each function
Basic

e Analyzer display item code. Operator does not have the authority to edit the item
code.

e Selected test name will be displayed on the status bar. User can edit and save the test
name.

o User should use toggle key in each screen to select desired option.

» Select the wavelengthl from 340, 405, 505, 546, 578, and 630. And wavelength 2 from
340, 405, 505, 546, 578 and 630 from the pop up window.

e Set the unit from mg/dl, g/dl, mmol/L, mg/L, mEq/l, 1U/L, ng/mL, IU/mL, ug/dL, %,
u mol/L, ng/L, ng/mL, g/L, pg/mL, ng/dL, ug/L from pop up window.

e Setthe temperature to 37, 25, or 30 degree.

o Setslope of reaction to increase or decrease.

e Setthe blank to reagent, sample or water.

e Select decimal functionto 0, 1, 2, or 3.

Time

¢ Input incubation time from the range 0-10 sec.

o Setdelay and interval time from the range 3-999 sec.

e Set number of reading time from the range 3-10 sec.
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Volume
« Setreagent 1 & 2 volume from the range 0-1000ul.
* Setsample volume from the range 0-60000uL.
* Setaspiration volume from the range 300-1000uL.
= Setlinearity limit from the range 0-60000uL.
» Set DMAX|imit from the range 0.000-3.000uL.
Calib
*+ Setnumber of standards from the range 0-9.
* Set factor value from the range 0.0000-20000.000.
« Select standard repeat to 1, 2 or 3.
* Setstandardsto1,2or3.
» Setabsorbance from the range 0.000-3.000
= Setstandard concentration from the range 0.000-10000.000.
Other
¢ Setsample repeat from the range 1-3.
» Setnormal low and normal high from the range 0.000-1000.000.
» Setabsorbance low and high from the range 0.000-3.000
» Setslop intercepts value from the range 0.0000-1.000.
» Setslop value from the range 0.000-1000.000.
» Select DMAX ON or OFF by toggling.
« Select save key to save the set program.
« Select print key to print the data,
» Select exit key and exit into program name list.
4.5) Absorbance Function

In order to check the performances of the analyzer along with reagent, perform
absorbance check function, After doing absorbance check, user can analyzer the obtained
result.
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e T e e e

Temperature 37 deg Print Intrvl

Asp Vol 500

Select “Absorbance” from the main menu.

Input and save the different parameters like Filter, Temperature, Aspiration Volume,

Delay and Print interval.
Select “enter” key to proceed.

When temperature is not stable, a message will be displayed “temperature not stable
need to wait?” Select “Yes” for the temperature stabilization. Or select ‘No’ and

proceed.
Analyzer will adjust to pre-set filter and displays messages “moving to filter”.

On successful completion of Set Up activity, “aspirate blank” is prompted on display

screen. Aspirate blank by pressing aspiration switch.

“Aspirate sample” is prompted on screen. After aspiration, analyzer will plot a graph

and displays the ABS value.
Based on the programmed print interval limit the ABS will be printed.

When user wants to perform the process again, select “Set 0" so ABS will be set to

0.00. Follow the same process.

When auto print is “OFF”, analyzer will not print the details automatically and user

needs to select print key for printing,

Select “Reset” key to reset the enter function,
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* Select "Exit” key to exit the function.

Teme 1%ec)

Moving to filter RESET..|--SET = *’@N e

4.6)  Setup Function
In order to setup the analyzer function, select ‘Setup’ key from the main menu.
Temperature
« Select temperature function from the setup menu.
* Current temperature of the analyzer will be displayed in the screen.
« Select “Cool” function to down the temperature from 37°C
« Select “Heat” function to increase the temperature from 25¢C.

Pump

Select pump function to do the pump calibration.

« Input the pump delay. It should be within the 50-500.

+ Select calibration key.

« Aspirate 3000 ul DI water by pressing aspiration switch.
« Pump factor will be displayed.

« Select save function to save the pump calibration. Otherwise select exit and abort the
function,
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Date
« Select date function to edit the date.

« Enter the date in dd/mm/yyyy format and save the date. Analyzer updates the new
date.

Time
« Select time function to edit the time.

« Enter the time in hh:mm specified format and save. Analyzer updates with the new
time.

Sleep time

» User can set the sleep time, if the analyzer is not active within pre-set sleep time, it
will shift to sleep mode. By touching on the LCD screen, it is possible to shift change
in to normal mode of operation.

» Select the sleep time function from the main menu in hh:mm format
« Inputand save the sleep time. And it should be within the 60-60000 sec.
Quick Start

« This function can be turned ‘ON’ or ‘OFF’, if the quick start is turned ‘ON’ the analyser
directly displays the test selection screen without going into main menu. When quick
start is turned ‘OFF’ the analyser displays main menu. Select “save” key to save the
function.

Auto Txn

« Itcanbe turn‘ON’ or ‘OFF', Whenitis turned ‘ON’ the data is transferred automatically
from analyser to system. Select “save” key to save the function.

Cuvette

« It can be turn ‘ON’ or ‘OFF. When user required to perform the measurements in
cuvette mode, then turn ‘ON’ the cuvette function. Select “save” key to save the

function.
Auto Print

« Itcanbe turned ‘ON’ or ‘OFF’, when itis turned ‘ON “analyser automatically print data.
Otherwise, user needs to select print key to print the details. Select “save” key to save
the function,

Graph Print

« It canbe turned ‘ON’ or ‘OFF', when it is turned ‘ON ‘ analyser automatically print the
graphs, otherwise user needs to select print key to print the graphs. Select “save” key
to save the function,
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Lab Name

« User can enter the lab name.

+ Select “save” key to save the analyzer setup or select exit and abort the he function.
PC connectivity

« Connect the analyzer with PC through the Interfacing software via RS 232 by selecting
“PC connect icon” from the setup function of the analyser.

» User can do all the functions, which displayed in the main menu through PC.

Help

When ‘Help’ function selected, by default analyzer displays company contact details in
“contact us” function.

CONTACT US

AGAPPE DIAGNOSTIC LTD

X/588.-C8B, Block No.32 Kinfra Park,Nellad PO,
Ernakulam DistrictKerala . PIN:686721
|Customer Care No:0484 3198731
customercare@agappe.in |www.agapoe.com

When “operations” key is selected, analyzer displays basic operational guidelines. Select
Up/Down key to scroll the details up and down.

OPERATIONS

‘How to aspirate liquid Dip aspiravon tip inside the cuvette
Press the aspiration button, which present at the front of
the instrument, So instrument will aspirate correct amount
o' liguid as per the method which set Instrument
automatically stops the aspiration
~Instructions for the correct aspiration Prepare the reagent
anad sample in the disposable cuvettes based en the
method, wnich need to perform

Dip aspiration tip inside the cuvette. Make sure that the
aspiravion tip laying corner of the cuvette, for the complete

aspiration of the set volume
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«  When “Guidelines” key selected, analyzer displays instructions which user need to follow
for the efficient performance of the analyzer,

GUIDELINES

GENERAL GUIDELINES

Make sure that waste outlet tube is connected to waste bottle properly
-Do not usa corrosive detergent to wash the instrument

-Clean the external surface of the instrument every month with non-
abrasive detergent
DAILY MAINTENANCE

“Wash Tubing with distlled water or DI water before shutting down
analyser

‘make sure that tubing and flowcell is filled with clean distilled water
when not in use

*  When “system view” function selected, analyzer will displays all system view details

SYSTEM VIEW

Machine Version:1.1.1.1.1
Mechanical Version:1

LCD Board Version:1

LCD Software Version:1

Peripheral Canrol Board Version:1
Peripheral Contro! Software Version:1

4.7)  History Function

The analyzer is made with inbuilt storage capacity up to 5000 test results. The user can
review and retrieve these saved data by accessing “history” function, In the ‘history’

menu, user will get three options Test history, Date history, Patient ID history and CAL
history,
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oare wistory G PTiD HisToRY @ cal HisToRY

DATE PTID TEST NAME

TesT HisTorY G}

TEST NAME FROM DATE TO DATE

No of Test 274

4.7.a) TEST HISTORY

To view the results based on the test, proceed with “test history”.

Enter test name and date, then select search key.

Analyzer will displays the Serial No, Patient Identification number, Patient Name,
Date, Result, Unit and Flag.

Make use of line-up/down and page-up/down keys to scroll the data.

Select ‘print’ key to print the displayed results.

Input serial number and select ‘single print’ key to print the single result.

Select exit key to abort the function.

SEARCH RESULT .

s A W pes, ]
SLNO| PTID | PTNAME DATE RESULT uNIT FLAG
0001 | 000CCOL| «+ oo | 17-03-15 105.6 mg/dL L
0002 | GO00005| <+ oo | 17-03-15 1059 mefal L
0003 | 000000G| - | 170315 3%0.6 mg/dL H
0004 | 0000008 | <o | 17-D3.15 2026 mg/olL !
0005 | 0000011 .« | 18-03-15 4002 mg/dL .
0006 [ 0000012 | -+ | 18-03-15 2027 mg/dL "
0006 (0000012| - 120315 2027 mg/oL "

Mo of Result D5
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4.7.b) DATE HISTORY
To view the results in date wise, proceed with ‘date history’.

* Enter the date in the specified format and select search key.

» So analyser will load and display the Serial No, Patient ldentification number,
Patient Name, Test Name, Result, Unit & flag.

e Make use of line-up/down and page-up/down keys to scroll the data.

e Select “print” key to print the displayed results.

e Inputserial number and ‘select single print’ key to print the single result.

SLNO PTID PT NAME | TEST NAME RESULT UNIT FLAG
0001 | 000CQOL| - - i CHOL 105.6 me/dL L
0002 | 0000005] - - CHOL 105.9 me/al L
0003 | 0000006| - - - - CHOL 350 5 mg/dL H
0004 | 00000038 Cee CHOL 2025 mg/al N
0005 [ 0000011 e CHOL 2002 mg/dL

DOOG | COGOOL2| ~---oveeeeee CHOL 202.7 mg/dL "
0006 |ooooo12| CHOL 202.7 mglfoL

No of Result 05 | SLNO |

i T

4.7.c) PT ID HISTORY
To view the result in PT ID wise, select ‘PT ID function’ from the main menu.

e Enter the PT ID and select search key.

e Analyser will load and display the Serial No, Date, Patient Name, Test Name, Result
, Unit and Flag.

e Make use of line-up/down and page-up/down keys to scroll the data.

e Select ‘print’ key to print the all displayed results.

* Inputserial number and select 'single print’ key to print the single result.

¢ Select exit key to abort the function.
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SLNO | PT NAME DATL TEST NAME RESULT unIT FLAG

o001 | A 170315 | cnow 1066 mg/dL L
0002 | 170315 [ CHOL 105.9 mg/ol |
0003 |- - 170315 | cHoL 3% 6 me/fdL ..
0004 |--eeee) 170335 | CHOL 2026 mg/dl N
0005 |........| 180315 | CHOL 4002 mg/dL H
0006 |« vovo 18-03-15 | CHOL 2027 mgfdl |
0006 | oo | 180315 | CHOL 202.7 mg/al "

No of Result 05 |

4.7.d) CAL History

In order to view the date on which the test has been calibrated, proceed with “CAL
history” function.

¢ Select test name key of the CAL function.

e Analyzer will displays all the test name.

« Select any test name and the test calibrated date will be displayed.

¢ Ifany testis not calibrated, analyser will display “No calibration”.
4.8) QC Function

The analyzer designed with three levels of ‘QC function’. Select ‘QC SETUP’ function to
setup the quality control reference for each parameter. In order to run the QC, edit the
PTID to required QC level. Select ‘QC RESULTS' function to review the result of performed
QC. By selecting ‘QC GRAPH’ function, user can see the graphs of performed QC.
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QC SETUP | QC RESULT QC GRAPH

B

4.8.a) QC SETUP
To setup the QC reference select ‘QC SETUP’ function from the QC menu.
+ Select the test name from the list.
« Select QC level.
» Enter the Mean and SD of the selected item from control value sheet.

« Select ‘save’ key to save entered data, or select ‘exit’ key and abort the function.

Qc

35



4.8.b) QCRUN

To run QC, follow the procedure as below.
« Select the required test from Test menu.
« In PT name entry, select QC level which need to run.

« Select 'Yes' key to save the result to QC file. Or select ‘No’ key and abort the function.

T R — Y IR T N TS T

S ——————————— e e
i e [ [ o e et SR aE ) |

- P G e 0 P S 3;.‘9 1A

Name Qc1

AITCR L

Pt 1D 00000000

Factor 310

EI

ABS

Result 0.00 mg/dL

Aspirate Water

4.8.c) QCRESULT
To retrieve the results of performed QC select ‘QC HISTORY’ function from the QC menu.

« Select test name and QC level.

« Analyzer will display Target Mean, Target SD, observed Mean, SD and CV and it will
list out the result and SD of all the performed QC.

« Select ‘print’ key to print the details.

o Select “exit "key to exit.
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QcC Level les:Namem
Mean - No Res SD

To see the graph of performed QC, select ‘QC Graph’ function

4.8.d) QC GRAPH

Select the test name and the QC level.

Select ‘Show’ key to plot the graph.

Mean, SD and CV will be displayed along with the graph.

Select ‘Print’ key to print the details along with graph.

Select exit key to abort the function.

o« [EEE e scor |

I m e e eeeSEeeeESs00NEESssSeScssEeSEsssEEESSE® N
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4.9)

5)

5.1)

5.2)

Wash

After the completion of each test/QC run, it is recommended that the flow cell should be
washed with deionised water. This is possible every time even when analyzer is in RUN
mode.

« Select the "Wash” button from the main menu. The pump will drain out the water at
high speed from the flow cell.

« It is necessary to repeat the operation without water so that the water remaining
inside the analyzer can be expelled completely.

MAINTENANCE

Daily Maintenance

a) Flow cell cleaning using distilled water or any recommended cleaning solution through
wash function.

» Select “Wash" key from the main menu for the flow cell washing

 The peristaltic pump will aspirate the distilled water /cleaning solution.
» Use wet cloth to remove the spillage if any on the instrument.
Periodical Maintenance

» Every week perform at least two complete washing cycle using DI Water.

»  Wipe the external surface of the analyzer every month with non-abrasive detergent
using soft sponge.

» Wash the waste bottle interior with clean water or disinfectant if necessary.

A Do not use corrosive detergent to wash analyzer
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Specifications

Heads Specifications
Dimension 362x364x195(LxWxH)
Weight 6 Kg

Graphic display 5.7 inch

Patient name length

16 Characters

Maximum test result
capacity

storage

5000 test results

Light source

Halogen lamp 12V /20W

Photo detector

Silicon photodiode (range 300-1000nm)

Absorbance Range 0-250D
External Interface RS 232
Wave length 340-630nm

Wave length selection

Automatic via 8-position filter wheel, 6 standard
interference filter, 340nm, 405nm, 505nm, 546nm,

578nm, 630nm. Two free position for optional
filters.

Photometric range

0-2.50D

Flow cell system

30 uL flow cell with 10 mm light path, inter
changeable with disposable macro, semi-micro or
special optical glass cuvettes.

Temperature control

25°C, 30°C, 37°C

Reading time

1-999 sec

Incubation time

30-999 sec

Printer

Graphic, Thermal printer

Input Power

AC 85-265V, 50-60Hz, 90WA
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