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Certificate of Analysis

Product name: EC 90 Serial No.: 4029-2-202205

Catalog No.: INS00079 Manufacturing Date: 06/2022

Results of testing

[ Testing — [Limieriterion Test results BOHAKS, s
: Instcument QC o | pass ) | pass ok
‘ _QC measurements more than 91,7% valid 100 % ..ok __
) Conclusive SW check pass pass - ok - S
Completeness . lpass i o _pass ok SR

-
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Quality Manager COA_EC 90 _257-1

Erba lachema s.r.o., Yarasel Z2VY970ed, G2 OO0 Brno, Crech Hepublic

ldentic ation number 2069 15 46 | ay rdentincatioon nurmber: C7226910846

Incorporated sn e Corpirmere 1al feeseyioter ovisnmtanicod by the Hegpanal Caourt in e, Se tian ( el A5a40
fel 042051/ 077131, ¢ ynan iag oot sce Darannliean con, wWww erbalacherma.com

www.transasia.co.in




Transasia Bio-Medicals Ltd., Transasia House, 8 Chandivali
Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : transasia

Erba Lachema s.r.o.

KONTROLNI PLAN

Studio Road, Andheri (East), Mumbai - 400 072
@transasia.co.in CIN : U33110MH1985PLC036198

"TRANSASIA _

UNMATCHED SERVICE

_ NCE 1979..,

Plan kontrol ¢ Vydani ¢ Vydal / konlnkt g
10020690 4 PROKESOVA
Cislo dilu Index zm\an.y‘ T ljn;(un vydani
10020690 0 11052022
Nazev ditu Datum tisku
EC 90 30 06 2022
Tvorda KP - Gtvar
Cislo Parametry Specifikace Kontrolni metoda
oper Vysledky
Tolerance
‘ 1 SOP 257-1
2 Funkéni zkousdka (system check) viz Prolokol o kontrole
3 Etiketa phistroje padle korekturniho vzorku
£ Etixeta na krabici podle koreklurniho vzoru
) y 1/
LU AL TN
5 U2nsateisky manual podle korekturniho vzory
© Verze software
7 Kompletnost dle 2VS
8 2Zaznar o wyiobt barze
/ /' ) ¢ “’ /
Struna 1z ] / CAENT Az Nowaae
L7, /(" >
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System QC protocol

EC 90 Analyzer

| Serial number of product

4029-2-202205 Manuf.xclurmg Date Toor022

Hulatova

— . L

SW version 1.10.1 Test pcrformcd by

EC cartridge lot 2111139 Test performed at 30.06.2022

No. | Performance content | Limit/Criterion Sample Notice Pass/Fail |

1. | Final QC intrument valid protocol - 5 - % ’

‘ Basic QC measurements
S Frba Norm | 100 % v )
QC measurement less than 8.3% of all values are Lot: 2105150A

1 performance out of target rangc Erba Path 100 % I v

3. e : =

. ol 2203101

! ~ Conclusive system check -
[ 41l tasks & y s ser SW - B
g SW check 1l I:\SITSFOUIC! be done per SW, v
‘ no SW-lreeze
r_‘» Mcchanical check T ho mechanical dummzu detectable | - - v

6. Bt it opcrmi:);; 7{10 addilionlal mulnl'cnnncc for put - i /

into operation required
_ o Cleaning, visual tube check, -

7. Closing activitics ) caning, visual lbe ehee v
é shutdown

Disposition Name Date Signature

Pass/Fail Hulatov4 30.6.2022 iwhera i, e |

CLC 90_System QC protocol _1 100522
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Serial number: 4029-2-202205 Materials Lot Number
Date: 30.06.2022 €C cartridge plus ICa 2111139
Technician Hulatova Elite H Clean 20210306 Tl P
Qc Target values
. Na I Result K } Result iCa ‘ Result a ! Result Control miatertal it No range X range iCa range a range
1 1234 oK 404! ox 0,57 ok 2 oK 109,0 3,58 0,44 73.7
A 1242 o a.vi ok 057, . or :g; o Erba Norm/2105150A| 121 . 397 053 { 062 837 5
2.
:E: ; o ke aay.ox osg| ox H50 e Erba Path/2203101 | 174 :: 6ea | :z: 111 :i; 130 :"‘:
E s !
& E Requirement 8,3% of all QC measurement can be out of the range
7 Material Erba Norm Erba Path
8 | | Values OotR 0 0
9 | i | Total measur. 12 12
Mean | 1242 | 410 [ - 0,57 - 89,90 | % 0,0 0,0
Result OK oK
N3 | Result K | Resut iCa_ | Result al Result
4 170| ox 6,6 ox 1,09] ox 127,1] ox
2 1706 ox 6,7 oK 1,09 oK 12723 oKk
_ 3| 169.8° oK 6,62 ox 1,08 ok 1282 Ok
z . |
" S \
z 6 ' |
, |
: | 1
9) | |
Mean| 1700 | - 6,62 | 1,09 127,30 '
ANALYT_NASTROJ_1_P1_160921 S0P 257
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Cislo vytisku:

TR—— .
r Id ~ v Ll
Zaznam o vyrobé pristroje ... ...
o A4 0
Produlkt e EC 90 Podminky testy muwwnian: ..o oc /. e,
- e ) ) ) OSSP Seas, —
Katalogove &islo WCastzoy vwneat. INS00079 VYrobni &ISlo arston-bony: AT o - b Gl |
- —

Verze PCB (NR vasisny

PowerPch -y T HeadPch W A4 ProximityPcly 1y
——— - i e nec—
CPUPch BubblePcb 3 P, PrinlerPct 1
Wi - N L ) :
Montazni racovisté vimsercher: Zavada jnm e Zavada (won
v ; B = T = G )
Pracoviste 1 /avrkbanch ¢! Pracovisté 3 ok i e P
(ESE NNl 8 JaNe 3% = gralure) (v 0 EOdRIE! (Cate and vigatian: Vo T |
i = e Pt
| Pracovnsrtég Crmrbech 23 e s Pracovislé 4 wasien 1) )'t & i T
1O 3 TdE) (332 30 ¥ gt w) Parc ey~ (aaum 2 pedpin) (Walmwnd agaaiesy | AL T ~
ik oiome 2 LA 4 SR -

Zakladni HW test (Buslc Ky teet)

Kontrola pojpistky ichm sy e ne e Pilstrajamu. .« 2SOV 2 AT |
e T O s it W

Kontrola hlavniho VYRINAER :rasekirg men aiar: PHsLIO) tiaew | O-aff; 1-0n l
_— _—— —_— — -

Funkéni test

i - .
1 Zapnu‘d%—pﬁhlééenl-rinslalace SW it st seng + estal s SW 0K/ nQK
s g Sk il il

= =
Loader version

i
e e Version ] - 4 s | Jazykova verza
IOAT etar warsiar) T LT R TN ) v "LJ“—'_L"';.? I_W .":w_.: 2 -
Kontrola nacteni tipu RFID na kazeta LEhacking RFIC wodule) [ S/ HW OK/ nOK L !
Kontrola ¢lacky ¢arovéha koduy (s g Loewtn s acar) Swe/ HV;/ PANIEENT Ly uy 7 |-
Kontrola konektora USEB {Crocking UsU-tireat iy Swy/ HV;/ QK/ nOK L - i

Er

MAC adresa s eesums 2 2 - EC - 9 - 00 - ,">’.">~ e it Eh 3123, W

AL AT e fa D2FR.C0.00.31.23,

leramna.e for SM 2123 1MAC whame ia 27-FEC-222131 23y

R S S S
UloZeni verzf HWW a SN (PCB.} 1Rusci Y veracn and suy SW/ HW
Kontrola tliska FOY (Tor arny e SWL W OK/ nDK
Kontrola LAN pripojeni i ce na seea et | Swiiw OK/ nOK
St SUSEEESIRS S S
Kontrola pumpy irsa g, ST UK/ nOK Y
. _— — —_— = -
Kontrola ventilQ i, v e ) ;
Nnirola v Aty L SW/HW 0K/ NOK i e |
. i, vz s, Loova LTys LT I | [F
i B8 I RS T
| Kontrola senzoru otevien| PEKY Jehly crerkng o o) SW/HW OK/ noK .
Kontrolz senzoru vzdalesniosti u JENY soreen srovimity oneane T — U
) ' A/ HAY 0K/ nOK | /
Zavlena p2xa [doses nap) (350-500) 7 VZ[ e AN — e | =
. -_—
Kontrolz ILED osvétleni za jehlou ccrick LED 3 came 4 iy ) )
- % SW/ HW QI naKk ;
Corveng, Vzelera, o mcdra, L wypnuto | 1Fad, grecn bisc, ofly) b
Senzor bublin s.cew v, ~
SENZOF (Zrves Rozsah (zange Vysledek (xenry
Prazdng systerm wmw,, = 500 - Ly
Yypoclena hodnota <70% hodnoty vy Sy
L2 LY 42 ) A
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Cislo vytisku;

Test S lSErsim U_latol'eln (dndany‘ 2 MTEK) (€16 N0 W 8 =Liaier dletom | o 1 TERD

Senzor jsansw) Poloha 1 (zdporny signdl) [ Poloha 2 (lladny signal)
Position 1 (NegnIva Ransees signol) Position 2 (Pualivs vanmnen rigazyy
Rozsah hod hodnoly [mv) stledekTRozsah hodnoty (mv] | vysledek
—_— LR (4w ully (Rrym) (1ssully |
Na aas 516 A ] 203 212 | /,/ !
K VA 386 152 159 Doy ”
TN N
Ca L1 128 , 50 53 A } |
s PSR . A0 :
o] 247 258 | Ao o m |6 | g
: R R ) ] oy
| VOUIVOST iy 4270 5220 ) e 5690 I 69/0 v -//
St i I 7
Test s roztoky - testovaci kazeta (testovaci roztok) wes st e
. Vodivost (cora sy, Rozsah hodnoty [ade- | Vysledek Rozsah stability [adc-csv] | Vysledek
LCSV] 1R3¢ 1 1wy (RAsid] (Ranas b sty (ferit)
Cal1 trasa roztoku TS1 (ca I 8000-10000 I ¢ { <30 ,,,-3,,,'4 7
l Cal2 trasa roztoku TS2 «ca s $500-7500 jf-’ F <30 l e
— — e
Vystupni test (montazni linka) ¢ e ]
€M 0 pudoia) Zillt i
SpIN&No v s,
e wd £ynane) I .
Test se vzorky (QC laboratof) s A UG
Sping (valum 3 cogsis) .')L"?
PINEND (Mg (dote & sgnwire)

Koneéné OPerace (civiywwias

- ) 1]
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Viozeni rozpérek do ventilt a uvoinieni Krytu pumpy PFistro] e - OK/ nCK i W/ i
(st
il m=l ¢oacets ir10 vakeas, o 0Eaa MR ) ) ‘ 3 ! l
{ . /
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reean

SKrabance ] (iserirg 5-c Ipt onl fpe :
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o N PR vtiovu.e |

e [ l”ll”"lmm"l”llIH’HUIWHHHH’””Hl il

Y T i 40292207205 b o

Clslo atost: 12201219 204 2008 Hidahna
<V 00 Hidatw

Komentar. e e, oL

Strana 2 7 4 Datum teinnosti 03.08.2022




