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Calibration Certificate

Name & Address of Customer: Department of Central Pathology

Government Medical College and Hospital

City: Purnia State: Bihar PIN:
Phone

E-mail

Name of Instrument: Astira (240/400)

Type: Random Access Fully Automatic Biochemistry Analyser
Serial No: 23ST240PCS0401

Calibration Date: 11/09/2024

Next Calibration Due: 10/09/2025

This is to certify that above said instrument has been validated of hardware calibration for

Filters, Aspiration, and Temperature & Lamp according to the procedures provided by Q-line
Biotech India

This calibration is carried out by using Standard Operating Procedures (8.0.P.) provided by
Q-line Biotech India, shown in the attachment.

These instruments conform to CE-IVD & EU directives of use. Calibration carri 2
: ed

by: - Mr Pradyuman Nath Gupta out on site

Signature & Stamp

Name of Engineer/ Application Specialist: -Ajit Mohar Dubey-\
[¢s] White

Asst. Sr. Manager-ASbi'ical?G\é /
NN 42y /

Y
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Encls. - SOP of Validation/Calibration along with data.
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Validation / Calibration - SOP

Astira

Power Supply Measure Input power Supply Voltage:229 V (230 VAC £10V)
Check Earthling: 22 V(0-5V)

)
.‘.

*
L4

Ambient temperature: 26° C (10-35°C )

Cuvette blank Check
% p 340nm p 405nm p 505nm p 546 nm p 578 nm p 620 nm p 660 nm p 700 nm
% The light check value shall be less than or equal to 18000.

Filter \ Cuvette blank Check (8000-Range 18000) \ Status L
340 15003 ‘| Pase lh
| 380 14190 \ Pass \
405 14384 | Pass ]
450 13134 \ Pass \
480 12883 { _— H
505 12674 ‘ o \
546 12472 ‘ Pass \
12339 \ Bass \
12231 Bate \
12031 Pass l
11930 ke I
11757 Pass }
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Light Intensity Check

The light check value shall be less than or equal to 18000.

Filter Light Intensity check (< 18000) Status o
340 15334 e —
380 14531 Pass
405 14700 Pass
450 13398 Pass
480 13123 Pass
505 12856 Pass
546 12649 Pass
570 12495 Pass
600 12365 Pass
660 12136 Pass
700 11990 Pass
800 11729 Pass
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Reagent Calibration of the Instrument

Customer is advised 1o verify the hardware calibration by reagent calibr

the calibration of all parameters.

User can do the same & attach the res sults in se
with Level 1& level2 controls. All control values should fall within

Data sheets of the same should be attached along wilh this document.

%» Close the cover,

% Switch Off the instrument.

% Clean the instrument.

Test Name QC Range L&El 'Ob{:;ined V—alue ‘_QE_R_a'r;;;;chcl_z_ Ol:gtamed Valde |
Albumin | 3.06(2.53-3.63) 303 | 4.68(3.84-552) | 4.9
ALP 158(130-189) 162.8 | 271(222-320) 2738
ALT 47.4(38.955.9) | 46 | 134(109.9-158.1) | 1359
AMY 82(67-97) | 88 | 239(196-282) 243.3
AST 47.4(38.9-55.9) | 47.2 129.5(1062-
152.8) 136.9
CALCIUM 8.68(7.63-9.71) | 8.9 i
13.17) 11.79
CHOLESTROL | 116(99-133) 116.8 157(133-181) 164.7
CREATININE | 0.72(0.58-0.85) 0.8 272(223321) | 25
Frme. 101(85-117) 79.2 188(158-218) 189.2

Recommended Spares for replacement: NIL

ation. Use Calibrator for

parate sheet with factors after verifying the same
acceptable range.

» Ensure all the Recommended Spares / Consumables have been replaced. (if
not done during PM and required)

We hereby certify that Validation have been carried out under the MOU. Hardware Cali
Lamp, Filters & Temperature has been done successfully. B RikoRalizin ol
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Please perform the standardization / Calibration and verify by evaluating controls before
processing patient samples.

Next Calibration is due on: 10/09/2025

Signature of Application Specialist

Place

Datex
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< Analyzer Status: 37.0° C Testaing 15 completed. %% Sample Disk Status.: l- . §
Adding watcr to cuvctte Testing 1 disk. Ry i
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Daily QC

- Dsle
2C raTe ZCctho ternste  satoietipe  tesil C DfectveDat bres tmpetVauve D cwilsted unt 2g2408-11
: CLITREL-1 21-1200 AGR Seram 205 1 ? 7 20240%-11
: QLITROLL 1-1200 ALE Serur 103 WL 1 308 0.27 2l 232305-11
2 QUTRCL-1 I-1E AFDEE) Serm ®L3 W2TCIBL 1 153 = i 29740911
: CLTROL-1 21-12C0 ALT Serum 338 02503311 L 43.2 415 <-3 A 2024 05-11
3 ELTROL-1 1-1260 AT Seram % 01590331 2 1.2 4.35 Ut 20240511
5 ELITRCL-1 21-1206 e Serum 555 20250331 1 ez 75 <35 ud roebiuidin
5 ELTTROL-1 911300 amr Cersm 88 05933 2 a2 7.3 " 2324-0%-11 09:5830
H ELITRCL-1 21-1260 AST Serur 47.2 0250331 1 47.4 428 A o e s -
H ELMR2IL-1 21-1200 cun Serum £.35 1 2 2 i 52:55
: . 2024-09-11 19,5210
i CLITROL-1 IM-1Z00 CALCLM Serim 85 015€3M 1 8.67 52 v 2 i 5
i a1 iz oL Seum 1163 250331 1 115 23 et oot i aien
12 CLITROL-1 21100 OLMOLRET  Serum 433 1 2 9 S 095253
I ELrRCL-1 DI-1200  CREATUafe)  Serum 65 0250331 1 072 0.5 > +15D moik W21 03:50:5 ;
i fLmRaL-1 2t-1200 oEL Senm 0.8 20250331 1 1.36 0.5 <20 meih 20248511 09.52:53 i
i frRoL N-1200 = Serum 145 1 ° 2 20246511 08:52:33 ?
1€ ELITRAL-1 51-1200  GLUCOSE Serm 318 0150331 1 o1.§ 635 mofd 202409-11 03:58:53 !
by ELITROL-1 01-1200 HOLC Serur 6.3 0250331 1 2 23 il 202403-11 (ER !
i CLTROL-1 911200 oM Serum 64.1 2563 1 151 145 <-350 UA 20240511 14803 !
1 amaL-1 91-1200  (DLHDLRAT  Serum in 1 0 0 2024-05-11 09:58:53
* arroL-1 31-1200 < Cerum 9.1 0150331 1 63 45 5430 moid 20240311 03:55:35
2y ELITRCL-1 1206 pLc Cerm 65 0150371 2 63 43 oM 202405-11 ana
z ELFROL-1 211200 LIPASE Ser.m #0331 1 e £3 A 023511 095
= CLmR2tL-1 11200 TEL Serum 6 0/0FN 1 175 0.1 i, 20340513 03.52:59
R OaroL-1 01-1200 ™ Serum 44 20256331 1 408: 0.25 <-150 gL 2024-09-11 LERARE
= ELITROL-1 011200 TRIG Serum 72 0250331 1 191 ;] <250 el 2024-09-11 09.52:5%
Hztory Data Qu_erv Pt Reacton Curve QC Chart Edis 0
Query Condition:Qz Date = 20140311 QCHame = ELITROL-1; OCLot No. = ; .
. e US res’s e

Ctandhy Time Left 00:04:28 Q @ G {:’ @
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Y4 Sample Disk Status..
Testing 1 disk.

et D

Aol LT e
ST IDLI-09-01 12,83 Wed.

A k:-) Lstiva {Operate)

b= Aualyzer Status: 37.0° C Testing is completed.
Adding water Lo cuvelte

CCnzme CChiNe ranzme  sargle T rssut CEMectve Dot ores wrostvalue  SD 2sultsEn (1 Cate Tra
HITROL2 S2-22:0 AR Serur 2.:3 L ¢ o 240311
H arao-2? o-1210 aB Sefum 49 nOMILN L 453 o4 ade 2401
? ArRoL-2 0i-1210  APDER) Sarum 738 XeQi i it 245 uL 24-08-11
AR 02-2210 [h Sarum 1353 MWAL31 3 134 12,05 uL Fab Lo it
£ TR 82-3210 aMy Seeum M13 20MLL] 1 ] S UL 30811
€ arso-2 -1 asT Serun 1369 XeL11 1 155 11.65 us 20811
7 ATROL-? 02-210 BN Senm T i ] ] n2405-11
] TTTROL-2 cACUM Teum ™ W01 1 n% a7 oo X151
3 TLITROL-2 o Seum AT XXESLN 1 197 12 L MmN
1 armoL 2 022210 OHOLMOLRAT  Seur 425 1 L) ¢ Le09-11 '
u ELMROL 2 CREAT(Ja%e)  Serur 5 xwein 2 n 024 L 240511 [
u ELTROL 2 Seum 34 26Q:31 1AM 645 roe Deosul |
13 ArRoL 2 Serum 6 H ] e X409 10 |
1 SITRoL-2 Seum BT3 ExOIM L - 2] mg/e 22403 10 |
15 -Sei e B serum 3 H 3 -} X3405-0 f
1= BLIROL-2 Lerum I 2wory L LH 7 > 42D egeL 230511
v EIRO-D Seruv 118% X011 2 Ll 7 > 3O el 20230511
"y =IO Serum LY  WWLIL 2 3] 7 g dL 20240811
1~ her 5 B Serum ax:  m2MS1M L 1s H <-XD Ut o7408-11 {
b ot ] Serun 69 I L [ o8 L1 bt DR Y |
n ares.? Carr £ 02L1-31 1 Tar 042 g’ 211 A
b -] -y 7e B v #9  AML1-N 1 1 i3 il bl St 3]
2 nrea -2 Setum 122.5 bsb St | ] 1145 LK1 g 2240511
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