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KOMMUNJE HEALTHCARE Mob : 8088314654
CALIBERATION REPORT

Gus_torner Name : BM Lab and Digital X-ray
Equipment Name: EM 200 Biochemistry Analyzer

Make :ERBA
Serial Number : NA Asset ID :BM/BA/01
Date of Calibration :11-03-2024 Calibration Due date :11-03-2025
Item to be checkedireplace Check Comments
Dl water Filter Replace
Replace Laundry dispense
tubings
) Replace the Laundry aspiration
Tubirg tubings.
Replace the detergant tube
Clean the waste tubings.
Clean probes internally/externally
Arm assemblies Check the centering
Clean troughs ! drainslopto
coupler assemblies.
Clean optointerruptor& couplar
Tray assemblies gssemblies
Clean the container assemblies.
Detergant Filter Replace filter
Lamp Replace \
Frnas Check replace if blown Chackad , afo
Claan probes &)

Clean the optos

Laundry Assambly Check opto couplar connections
Clean the dust on shafts

Clean stirmer paddles externally
Clean stirrer troughs & Drains
Clean the cpta coupler assembly.
Clean the dust on Shaft

Check the electrical motor
connechons.
Claan the syringe path

Stirrer assembly

Syringe assemblies |~ e ot assembly.
Clean the transport assembly
Sampler Rack Merack the motor connections

assembly(XL 1000) (== pler assemblies

Clean cuvettes.

RCT cuvette ring Check the heater/'sensor
connections.

set
Clean the opto coupler assembly.
Clean the heat sink
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KOMMUNIE HEALTHCARE Mob : BOBB3 14654
-
Itom to be checked/raplace Chock Comments
Reagon| cooling | Clean the haat sink ey
assembly Claan tha Fans ~r
Purging Parfarm Cal & &Cal B pusging -
| L.
Call olibrandn 0 !
Calibration '
brale |SE w §T amd ALT _{_u-: qu. r.::.:'.‘q 4]
Probe wash 1 L """"1
Parform proba wash ot 7 -‘BJ C..Ih-Jﬂ o ﬂ
Itom to bo chackedireplace Check Comments
b Parform Aulowash -....a”"
Check ihe sifrrer centering uir"‘
Seftware Adjusiment Sohack the (i1 probe conierinp v-ff-
Check the B2 probe cantering e
Check the laundry cantering a
Chack tha flow of DI water from o
R1R2 probes . Clean path il nol proper,
SPT/probes/roughs Check the flow of O waler from -
troughs adjust if required.
Bii) Execuie scan disk if reguired -
Defragmentation HOD if required o NOF Mt o fwared
Check program verson ,,-"'f )
Check the 1 bar pregswe e =
Check Rel temperature] 37°C) o]
Data verification afier Check control material data ar B
BM sample data
Check RGT tamperature] below ]
12°G)
Check fitter gainsfcell blank s
Clean Instrument extafor panefa.
Exderior Instrument Clean periphesal equipment (Printer | v
monilor trafiay @le)
Operation testing
Crperation Review

-,_,J-('! Backup done

-~ Test Laniary Standardization Checked - Passed

&~ Checked all the seltings
~" Linearity and 50 is checked as per calibration of the Equipment

Engineer Nama: '?Y'D-D‘E-t-r K\W Cuslomer Name: -j ; M Tou

Signature : \ Sign & Bla%
. o\
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BM Laboratory
EM 200 calibration History

Test: SGOTD
Calibration date: 11 March -2024 12 :23:20  Acceptable limit(%) :15
_| Pos | Consumable Lot No Conc Delta Abs Factor
/Min
S1 | BLANK 1234 0.000 -0.0009 0.0000
1S2 | MULTI CAL 2310072 |96.400 -0.0381 -2587.9197
Calibration date;11 March -2024 12 :23:20

R1 Lot No :S022371-309
R2 Lot No:S022371-309

Indication: Successful Calibration
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BM Laboratory

EM 200 calibration History

Test: SGPTD

Calibration date: 11 March -2024 12 -:22:21

Acceptable limit(%) :15

Pos | Consumable Lot No Conc Delta Abs | Factor
/Min

S1 |BLANK 1234 0.000 -0.0009 | 0.0000

S2 | MULTI CAL 2310072 [91.300 |-0.0326 | -2871.0691

Calibration date:11 March -2024 12 :22:21

R1 Lot No :5032310-311
R2 Lot No:S5032310-311

Indication: Successful Cal

ibration




Calbration Raw Data (SGPT)
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Calbration Raw Data (8GOT)
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XL MULTICAL (€ Lot No.: 2310072 Expiry: 2025-04

XL SysPack
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| : 654
KOMMUNJE HEALTHCARE Mob ; 808831465

Control: Biorad Lot Number :89730 Expiry :31-01-2026 ( Control Level -1)

Parameter: AST Mean value : 41.1U/L Range :33 -49.2 U/L

SINo Values
1 4]1.1
3 E— 409
—— 39.7
. 405
5 40.2
s 408
: 405
8 40.9
g e 41.5
5 413
11 39.5
5 397 K
w5 398
14 40.7
15 41.7
T 4038
17 40.8
18 40.7
19 0.8
a0 41.2
_
Caleulated Mean: 4067  SD: pp4 CV:1.56

Acceptable Limit for OV ig 19 7




KOMMUNJE HEALTHCARE Mob : 8088314654

Linearity and SD and CV checked

Control: Bio-Rad Lot Number: 837380 Expiry :31-01-2026 ( Control Level 1 )

Parameter: ALT Mean value : 26.5 Range :21.1 -31.9 U/L

Sl Mo Values |
1 26.9

2 26.5

3 27.1

4 27.3

5 27.4

6 26.8

T 26.5

8 ¥ 26.4

9 26.8

10 27.2

11 27.1

12 27.3

13 26.6

14 26.8

15 26.7 il
16 26.9

17 26.9 )

18 26.8

19 27.1
30 27.0 |

Calculated Mean:26.91 &S0 0.28
Laniary Check Passed

Acceptable Limit for CV is 2.7
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Lyphochek Assayed Chemistry Control

Levels 1 and 2

C-M15-8 Lewod 2 125 5mil
NI MiniPax 2 a5mil

C-310-6 Lewnd 1 12 % 5ml cemﬂ

Leved 1 BTE
Leved 3 25732

89730

E EXP 2026-01-31

hitps:/f'www.myeinserts.com/89730

INTEMDED USE

Lyphochek Assayed Chemistry Control is Intendad for use as an assayed quality
control serurm to monitor the pracision of laboratony testing procedures lor the
pnalytes lsted in this packaps insert

SUMMARY AND PRINCIPLE

Thet use of quality control matertals s indicatad as an objective assesamant of
e precision of methods and techniques in use and s an integral part of good
labaratory prachices. Multiple levels of control are avaiahls to sflow monitoring
al the test system's reliabiity.

For customers in Germany: Ouality conbred meterials are reguirad lor assessment
of laboratory performence s described In the “Guideline for Quallty Assurance
of Medical Laboratory Examingtions following the Garman Medical Association”
{Rili- B8 reguiation).

REAGENT

This product 15 prepared from human serum with sdded chemicals, purified
biochemical material (fiszsue extracls of human and anlmal orgin, Sharapaultic
drugs, stabilizers and presarvaiives, This product is provided in hyophilized farm
ior increased stability.

STORAGE AND STABILITY

3

Thiz peoduci will be stable unfl the expiration date when stored
uncoened at 2 to 8°C.

Beconstituied and Refrigerated: After reconstituting and storing tightly capped
a1 2 to 8°C, this product will be stable as follows:

- All analytes: T days

Excapl:

-T4 (Free). Acid Phosphatase (Total) and Prostafic Acid Phosphatase
{PAF): 3 days _
Reconstituted and Frozen: When reconstituted and stored tighty capped
al <10 fo -20°C, this product will be stable as follows:

- All analyles: 30 days
Except:

- Tobramycan: 20 days

= T3 (Fres): 10 days

Once thawed, do not refresze
Thizs product | shipped undes
FROCEDURE

This product should be treated the same as patient specimans and run in
acrordance with the instructions accompanying the instrurent, kit, or reapent
being usad, _

Using a volumetric plpet or equivalent, reconstitute each vial with 5.0 mlL of
distilieq or deionized water. Replace the stopper and allow this product b stand
for approsdreately 20 minutes swiring cccasionally.

Before sampling, gently swirl the vial several times to ensure homogeneity. f
performing trace metal analysis, do nol mix by Ewersion. After each use,
prompty replace the stopper and return to the appropriste storage condltion,
Disposs of any discarded materials in accordance with the requirsments of yaur
local waste management authorities. In the event of damage 1o packaging,
tontact the Jocal Bio-Red Laboratories Sales Office or Bio-Rad Labaratories
Technizal Services.

LIMITATIONS
1. Thig product should not be wsed past the expiration date. o
2. I there is evidence of microbial contamination or excessive turbidity in the
recongtituted product, discard the vial,
3, This product is not imtended for uSe &5 a standard.
WARNING

.ri\ Blotoglcal source material. Treat as potantially infectious.
Each tuman donor unit used to manufacture this product was tested as required
by FDA accepted methads. Tests results were non-reactive or nedative for
eviderice of Infection due to Human Immunodeficiency Vi (H), Hepaitis 8
Virus (HBY) and Hepatitis © Virnus (HCW). Thiz product may also contain other
human saurce materals for which there are no approved tests. In accordanca
with gead labaratary praciice, &l human gource material should be considerad
potentially mfectous and handled with the same precautions wsed with
patent specimens.
Hazard (H) and Precautionary {F) Statements
EUHZ08 Confains Gentamicin, sulfate (safy May produce a0

allargic reackion.
Sefety Dats Sheet (S05) avallanle for professsonal users on wiww. Dio-rad, com.
SPECIFIC PERFORMANCE CHARACTERISTICE
Thig product is a freeze-dried product manufactured under righd quality control
standards. To obtaln consistent assay values, the confrol reguires proper storage
and handling a5 described.
ASSIGNMENT OF VALUES
The: man values and comesponding £330 renges in the Assignment of Viiges
Data Charls (availzble saparately) were derlved from replicate analyses and are
ggecific for this lol of product Dala from Unity™ Interlaboratory Program are
inciuded In the determination of soma ranges. The tests listed were parformed
by the mandacturer andior independent laboratories using manufacturer
supported reagents and a representative sampling of this ot of product. K is
resemmendad that each |aboratory establish its own acceptable ranges and use
thogs prowided only as gukdes. Laboratory established ranges may vary from
those listed during the life of this contral, [Customers in Germany have to follow
the requiremants gs described in the Rili-BAK reguiation] Variations over tima
and between kaboratories may be caused by difarences in labaratory technigue,
instrumentation and reagants, or by manufscturer test method modifications.

Unity™ Interlzboratory Program is a proprietary Bio-Fad software P
hﬂ-‘lil'l ft'l En 2 bilion datapui frumﬂ'l_luﬁndli_- of labgratnries.

Hg

1. -1 ji! P (TETAN E DATAGHARTS ':':'";E‘:_,ﬂ;'{'_,
The Date Chats are  awilable  through  the Mmg{]“"ﬁf

www myainserts. convB9730. Follow the directions ai the wehsite recaive

emall notifications of insert updates. Altemate methods for receiving data charts
are avallable by contacting your lacal Bio-Rad Labaratacies Offica, :

IMPORTANT PRODUCT INFORMATION

[:Ii:] Significant changes are highlighted!

Fapa 1

Erglsh = 2002-02 » sca0g




Lyphochek Assayed Chemistry Control, Levels 1 and 2

INSTRUMENT (1) == =
Lawed 1 - 88731 Leval 2 - 83732
Units: Maan Range Maan Range
BIOSYETEMS IABOATEATS 5] {zontinued) L _
Mapnesium (il g | e 2.24 178 - 269 361 ~ 40
| Prosahons Phosphomalybaats method M, 3,54 280 - 415 745 611 — 479
Proted Senum {Tosl) {Burat) piiL G54 611 - 777 4.54 40 - 508
Trglyeerides (Gycers) phesolions oeydssa/pororydass) gL 156 133 - 179 W3 7432 - 100
e fUrease, V) 12} mighiL 2.4 75 - 373 972 T4 - 108 |
Uric Acid {icase, colodimatric) mydL 452 ifd - 520 882 7E0 - 10T |
ERBA XL SERIES {5}
e cirl S prey e 151 - 77 | 27 M - 313
Mbasnin (indi Maskal Only} L 475 462 - 488 27 23 = 14
| Mikaling Phosphatasa (FCC Optmized) (2) L 121 470 - 145 484 39— 5&7
Alkaline Phosphatasa (ndin Markst Oniy) (2) L 143 13 - 173 571 457 — 685
-._21 SHT 21 m 258 07 - 309 .2 753 - 113
ALTSGET (Modited BCC) (india Markat Oniy) (2) . 2.5 i - M3 a5 | TE - 114
hmass 2 m 583 466 - 700 7 25 - am
" SG0T (2 uL an N0 - a8z 204 162 - 246
ASTSEOT (Miditied IFCC) (india Markat Only (2) s 419 535 — 50.3 204 152 - a6 |
Bdirubin {Dirget) /L 0510 0390 - 0530 1.04 0 - 1.3
Bilintin {Direct) (DCA) mgidL 0,520 0400 — 0640 137 104 ~ 170
Bilinioin (Total) midl 122 0920 - 152 .04 an - 817
BArutin Tatal) (DCY mpdl 1.28 0.950 — 1.6t 4.0 167 - 613
Tk gL 928 790 - 107 123 05 - 141 |
Cacium (indla Market Onty) gL 9.35 T84 - 108 122 104 - 140
Carbon Dicxide (C02) mEgL .4 A - 416 185 143 - 22
Chinde mEgL 87.5 BTE - 7 BT 3 — 931
[ Criarite fhlerciric Thiocyanglel mEql. 473 526 - 112 303 768 - 104
Coutesterct DL 7] mgfdL 541 474 - 708 LT 198 - 204
Cholestarol {HOL) India Market Oniy) mp'dl Tz 613 - 850 274 20 - 328
00 gL 124 100 - 148 50.4 474 - 714
:mmummmm aly) =18 145 15 - 175 To.7 566 = HAR
| Chuestaerl (Tozal) ML T im - 7 104 BaO — 119
5 uL 7880 144 — 5216 2125 1699 — 7551 |
mium' Sy liL 128 111 — 16§ 404 18 - 5a0
I PR mgidL 250 198 - 301 5.50 445 - BN
E e mgidL 1.65 132 — 1498 5.23 418 - B
Creatinine {Enzymatic) {india Markt Ordy) maiL 163 130 - 1.96 5.42 434 - B50
Barnima Sistanmitransterss (GGT) (2) u e 835 - 73d 15 132 - {08
s gL, 7.5 A3 - n 303 258 - 248
| Ghuctss Heokinase) India Market Only) mgidl B5.2 723 - 8. st 248 - 33
s gL B2 N6 - %8 2ur 252 — 4z |
™ bl 208 163 - 247 56.7 453 - @1 |
oo gy Pl 115 .0 - 13 136 8 - 13
| Lcete Datyerogernase (.0 2] w 334 oo - am B3z BS7 - agn7
P m 574 860 - BAG 733 586 - mng |
1o mEyL - 720 2 1B - 281 ]
Magnesim mghiL - 248 418 i85 - 43
_Phasphoris findia Markat Cnly) mg/dl - 4 590 B85 - 785 |
_Presphorus (New Formulation) s A re S - ai
P— mEgiL - 410 | 55 501 - 65

Engliah = 2093.02 « 8330008




Lyphochek Assayed Chemistry Control, Levels 1 and 2

INSTRUMENT (1] N

| Leved 1 - BT Loval 2 - BUTI2

' Untts | Mean Aangn Mean Hange
| TRER XL SERIES (5) jocontmued) N
| Frosems Seum (Todal - oL a5 558 - 782 423 360 - 486
| Saem mEgL 149 134 - 184 127 115 — 139
| Trighpomdes ML 183 129 - 177 31 700 - 107
‘_TMMW&M magfdL 160 195 - 184 BTa 4 -
| e 8 miafdL B o5 — 347 102 87a — 17
| L Ao mgidl 5.21 443 - 59 107 g0 — 122

i SO Piale oot mgid 588 501 - 675 10.0 850 - 115 |

Fild! [10-GHEM Series () |
| — — — —t
e o 500 560 — 600 | 420 30 - 400 |

Abcire: Progphatase |ALP-PII IFCC) (2) LA 520 1.0 - 8240 3 28 - 3m

Alaine Phosphatase (ALP-PE JSCE) () 1% 164 132 - 1% L7 B64 - 127

ALTISERT @) uL 12.0 130 - 260 76.0 El0 - 85O
| Aease (2) UL 80.0 680 - @0 | s 29 - 381 |
| ASTRE0T ) uL 3.0 B0 — 460 210 86 — 232
| Bilumin (Direct) mgfdl 0201 <0100 — 0400 1.40 120 — 180

Bilrutin (Total) mgldl 110 0.E0 - 140 400 320 - 480

CaicaEm gL 9.40 810 - 107 128 1.2 — 143
| Carton Dgmige (002 miEnL 4.4 B/l - =400 17.9 120 - 240
| Cionce mEGL 2.0 80 — 86D 850 780 — 810

Cnkestired (HDL) (7) mgidL 8.0 D - =110 320 M0 - #.0

Crokesterel (Total) migidL 208 187 - 23 960 BED — 1D

Chclingsterase (2) Ui 251 20 - M7 B7.0 580 — T8O

Criestine Kinase (30 (2) Ui 140 18 - 16 515 445 - 533

P miiL 130 0l - 170 470 420 — 520
| Gamena Glutarmyiransferass (GGT) (2) L 43,0 3L — EAD 184 158 — 709
| - mayiil 7.0 620 - 210 258 24 - 283
| Lactate Deteyrrogenase L.0H) (2] m e 123 - 161 28 20 _ 3
7Ty Tr— UL 160 <100 - 310 18.0 <100 - 330
| Lipase 2) o [ 45.0 20 - 610 104 870 - 118 |

P mgiiL. 380 310 = 410 540 480 - B0

- mgtil. 210 270 - 36 70 660 — B40
i~—‘ mEgL 290 30 - 450 590 540 — G40
| Froen Sersm (Total gl 510 460 - 570 350 00 - 400
e mEgL 151 5 - 157 130 5 - 13
E mighdL 104 BED - 123 Ba.0 540 - 820 |
| Lies Mtymogen BUM) (4] ¢ mgidL 16.2 142 - 182 470 426 - 514

Ling Acid gL 420 370 - 480 iy 82 = 111
iaks Tauru (5) _

Hivmin ) il 430 266 - 495 270 243 - 287
'Tmnmmm L 125 100 - 150 403 404 - 582
_-,”-__TWM L 45 176 - X6 a5 TZE - 104
| Amytase 2) L 688 548 - B3 19 438 - 43
| ASTISGOT (2) [ 392 34 - 470 185 152 - 218

Blutin {Direct] mil 0.330 0190 - 0550 107 0BO0 — 1,33
o —

Bilirubin {Tataly - 144 454 A8 - 548

Cakciu (o-cresolphthalein complexont) - 10.0 125 113 - 138
| Chlorie - 102 41 na - aa |

Cholegtaral HOLY (7 - Th2 245 196 - 2404




