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littallation Qualification lor FullvAutomati. HematotosAnatvser BC-5OOO sr.NolSS,
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The instrumenlwas lnstaled And was lound to be workingsarisfac.ory, pre imtnary Customer
Tra ningwas provlded And standardization ofthe parameteB Were done. The resutts wer€
found ro be within the expecred range and system found to b€ workinesati5tactor v
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Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

rnst.llation 
^ualificrrion 

lor Fullv Auromat,. HemaroloR Analvser Bc 5000sr, No: ss

Thislsto cenifvthat the instrum.nt Bc-5000 sr. No: ss-35005597 is su.cesrfullv install€d

and .omminsslored at Shuhham Hospital,Khajuri Varanasi U.P.- andthe lnstallation

Protocol/ checkllst has been Su.cessiullv completed for th. above lnstrument,

forAspen Dlasnostlcs Plt Ltd

T€chnical Services Department

I Area Manager Sal6 & s.rui.€
', :-^*\, -. v"r <a. .rP1 ettLananpt, 

",, f,,,1,,,. J,i f
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Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

rnrtallatio, Qudlification lor FullvAutomatl. H.matolo4Analvi.r Bc-50o0 Sr. No:.55.

Bllariaga^l Poad Lak5hnampurazamsarh - U.P.

lniriallnsoedion oflhe unit.aried out and thedetaih a.e as followsl

svst€m condltlon Repon;

found the rystem to have been dellvered ln satisfactory condltion and no externa phystcat

damaged observed on the same,Package was k€pt n good Condition as perthe direcri.nal
ndicato6 like noi tilt, ind catinB the svstem ha5 nor been subjectedto mechani.at 5hocks or

stored ln anymanner, so as to cause any damage to the same.

Found all th. requlred a..essories at r€quired,

lnt.llatlon Proc€dureAnd checklht attached for rhe re.ords.
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Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

External R€qllrement for Installatlonl

1. lnputvoltaaeof220v-240v/50H2 or 50 Hz.

2. R€.ommended 6peratinsTenperature 1515-30 d.g.e€celtius, wlth ln Relatlve

Humiditv 30{5% and Atmospheric pr€seure70 106kP..

rn<rill,l.n ou:liti..tion for Fullv Automrtlc Hem.toloEvAnalvser 8C.5000 5r. No:55-

caded out allrhe installation procedureras pertheiNlallation procedure and checklistt.

cariied out all the necessarv.hecks and.lisnm€ntt.

canied outall the n€cessarysystem.he.ks and t€sls.

Handover the lnrnument lor operatos Trainins Ard Q!allf lcallons

ForAspen Dla8nostics Pvt Lrd

Technlcal 5ervlces Department

Name : Pivankshh

Desisnation I Area Man.ser s.hsq.s€ruk€ . r

"/,,..\A'd ' ' Uq*-:.-^."n
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Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

The svsrem i5 ready for spe.ific Us.8e,

Performan.€ Ouallrlcation for FullvAutomattc HetoatotowAnatvser Bc-5000 . SS-4EOOOS3s

che.k€d and found all rhe .onrrol lparameteG to bewirh inrhe ac.eptabtecv timttsand tn

che.ked andloundall conholsrobewithinThea..eptabteSD.

study data has derermined thatthesystem descnb€d inrhh document etther heets
thenecessary crlteria outlined inthk P€rfornance quallicatton protocot, or exceptionat
conditions have been identili€d and document.tton tnctuded.

:P|YUSBSINGH

Derignatior :Appll.atlon

PERFORMANCT QUALIFICATION DONE BY

:9IYUSHSINGH Designation :Applj.ation

&32,GI (ohorRoodlnd!stolAeo Delhi-110033 Ph.:45201100, for9l ll 27{13437 45201193
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Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

Operatio.al Oualm.atlon:

Svsteh cert,iGtlonr

Studydata has determeinedthatthe system de$rtbed in thls document either meets aI cdteria
oudined ln this Operat onal Protocol, or exceptionat condirions have been tdeirified and
documentat on includ€d

Exceptiona Condiuons, f any Have beenAddre$ed.

Thesyatem ir readylorspecin.u#ge.

protocolPerformed by : ForA5p€nDiagnostict pw Ltd

Designation: Area ManagerSales &seryice

CustomerAuthorization ::VedantaHospitzt

3 lariagani Road Lakshirampurazafr sarh-!.p.

?,*r.**,0.
cofr pany R€presentariv€ Name And 5i8n customer Name and sisn

Date: aqloS [2
-:rca ;lLanl tetI o., Di.s.6rj.! pvl

D.lbi-110013

1.32 G.L KodolRood ndurt. Aleo,Dehi-llO03, th,r4520ll00 lorCl-ll-27413437.1520tt93
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Aspen Diagnostics Pvt. Ltd'
(Rapid Diagnostic Group Of companies)

op€ration oualafl@tlon for Fullv Auromati. HemarolowAnalvuer Bc 50!!

1. Ve iied al the Me.hanica Movemenis

3 Verlfed Electri.al Syslems

4. Verlfledthea reaBenrsSystems

ForAspen Diagnodcs A Ltd

lechnl.al Servi.es D.padment
ud,I D.lbi-Irooll

' Yn 
_slL\*-\

, *"^* ('lYG; I <tt'J*
Desi8nation : Area Mana8ersaler& servi.e

s.s2 cr(orio Roodlid6tiol&eo,oelh 110033 Ph.:45201100, for:91-ll 2t413437 45201193

6.mo : drindol@dqc in wropiddlogioilc li
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Aspen Diagnostics Pvt, Ltd.
(Rapid 0iagnostic Group Of Companies)

1. Asembledrhe instrumentacc€ssorles.

2. Removed the rhippine Clamps.

3, CONNCCtCdIhE LH LYSE REAGENT.

4. CONNECtCdthE DILUENTREAGENT,

5, COiNECtCd thE DIFFLYSE REA6ENT

6 Conne.ted the Waste TubinE

7 ConnectedtheCom6uiicaton Cable.

3. Connected the Powercord and connecUon cord.

9. Coonected the Exte.nal Printer.

10. ditialke the machlne and follow the instal ation procedure.

3.32 G.T. (omo Roodliduslio Areo,0ehll0033,Ph 45201100, Ior 9l ll 27413437 45201193

e.ho : dtindol@dlc in wvrcpiddioqioslc ii
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A Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

1. checkedandfound Mechanical Movemenis oK.

2 Checkedandfound HydraulicsoK.

3 Che.kedandfound Ele.trcasOK.

4 Che.kedwlthControsAndSamples, ResultsArefoundOK.

For aspen oiagnostlG IM Ltd

Tech nlcat servlc€e Departm€ nt
' ).D Di,8!!qca rvr Ltd

.D.lhi-lt00l3
V._"-rc,,.\ 

^: P,ivanr sln"pi' I <;'.r\^-
Desi€nation I Area Manaser sales & Servi.e
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Aspen Diagnostics Pvt. Ltd.
{Rapid Diagnostic Group Of Companies)

jUirdra} BC-51)l)0 llotrrrbloqr AnatrT$

Vcr\nr: I Ll

Dilccr'Jccrne 0r l2?010.. .. .

aoDl rLnrLrc,:.. .. ...

llc{d ol dopdiionr:Mr. !HEKHIR Yr\DAV

QuaLiryOlli.cr........... ........... .....

L) !cM.i:.. .......... ........... .,....... ....

The BC 5000 rcdbnns speedy and acrrale amlysh of25 ptra clen jn blood (Whole

wBc. LYM%, l\'roNoo/o, BAso%. Eos%_ NEr.r-tlz . LyM, ,MoNoH. BASOI].EOS#.

NEUT,, RBC coud, Henroglot,i[ HC l. VCV, MCH, MC]IC, RDW CV, RDW-SO. pLT,

PDW, MPV, P-LCR. PCT. P I,CC)

The BC.5000 emDlol,s rhrec,jet*ior blocks.nd rwo kinds otreaAenrs tor biood anllysh.
'lhe WBCcoml is 

'neasured 
by the WBC deredor btock using rhe Ti-arule tdser soarrer.

The RBC counr and pldcleh a'e laken by rho RBC deteclor btock. ate using thc DC

detection me$od.lhe HCB dcrecb blek mcasutos ihe hemoetobin codcentottotr ring
rhenohcyanide hemoclobinmerhod.

Abour 2-l mlolvenoN btood coltc.lld inro EDtA lubes.

Specifrcns should be lEnspo cd rr 
'oom 

rcmpuarure tB - 26.C aid can bo rore tn rhe

refiigerororof2-3'C !pto6 hou^..lliortJ in ! Efiigeralor, samptesshould be durned t!
oom kr oera.u... n' rpp o\im-re J r0mrtrr..ocr.: ,).i.

Rcccprion olsamples shotrld $ Ecordod. and rccorn tiDe ot.rcceprior pay ftentjon lo
sarnple identificar ion an d labelingollLLbs. Cr ircin lbr r.jec inn, henjarorosl slj.cntrctr\

L When the ideDrificarion i! missing/inadequorc.

HumiloLogy depiflmentpeconal are rcquncd ro be knoBtcdgexble of lhispm.cdu.e.
Nc\yemployees!rctminedand assclsed lbr.ompelence bclbre rhcrcln handtc parienl

-ltc 
head ol rhe depanhcnr mtr! resolvc .iy probtcm siih rlrc proce$ and djfljcuhics

r D.. Djrsn,ri., /"r Lrd.
D.lhi-lt()ol.l

e.mo r dihdor@rdgc ii,wrdpiddiosiollc in

)!r'.^
&32 G.t(omorRood ndur.io Areo,0ehi-tt0033,Ph d520f 00, tor 9t-l]-274t3437,45201199
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2. Insullicient quanli!

l. I Dopprcpriare conrainer

4. I.apprcprialehtupori/sroj"ge

5. Unkn own du ratio n of delay

[qtri[0.n] & llcN rcqlircd]

Mi'rdrsy BC 1000 aMlyzcr

CBC: Complete hlood counl

EDTA: Ethylenediomi.c lorra acelic acid

LYM%: Lynphoclrc per.enlagc

LYM,: Llinphocyre abso lute va luc

MON%: Monocytc pc(entqe

MON#| Monoclre drsoLute vallLc

SASO%: Basoph i I percema8e

BASO#: Basophil absolure value

EOS%: Eosinophil percentage

EOS#| Eosinophil absoluE valuc

NEU%: Neunophil percemase

NEUS: Neutrophil absolule valuc

MCV: Mcan Corpuscular VoLume

MCII: Mean CoQuscnl.r Hemogtobin

Mirtrlm\ }r,a1 Prul[ cteitr\c,



MCHC, Mean Corpuscular Hem€lobin CuoBnhtion

RDW{V; Red ccl I Dktibut ion Widrh C@llicicnt Variaiion

RDW-SD: Red cell Dhribution width Slandard Deviation

MPv: Mean Pldlelel Volumc

PDwrr Plarelei Distriburion vidrh

P LCR| Pl.telcl largcr ell rallo

lrLCC : Platelel larger ceLl court

L Check to see that thc rca8cnh needed lor lhe number ol (hc sanPlcs to bc proccscd

for the day .re avaihble.

2. Tuin ON lhe po$rr switch on the righrsidc olnE unit. Selt'dEcli aurorinse, ond

b.ckSrcundchslt will bcsutomrricaLl, ptrlomed, rid rhe Gr@n Lighl (rcadyfor

analysis) uill appcar.

llcT .0.50%

3. When aulo rinse dnd backgromd chc.k arc nornally complered, "Grcen Liehl h

4. Perrom qualiry contol malysh or 3 LeveG olcontrolblood motelial(low, nornal

,nd high) to verit that the lnn.unrnr is pertonning withii the specifred hnges of

lhe quoliry contol marerial.

5. lfthe Esuh olqualil, co slii acccprable mnge inp( rourblood smDlcs.

6. lnpul fum the Touoh SoEen.

7. Pres lNcxr Sample] ke! in $e Ready n.nD.

3. Enr.rins patienl lD, sampLe lD, Patientnaine,elo



9. Pr.s [OK] kcy, This vill tu thc *mplc N.. and rhc rats beames Eady for

10. Mix theemple sufiicienrl) belore.Mlysh.

I L Renove iheplug!hiLe tlkitre corc not to !llorv blood scrner

12. Sel dE tube io iheemple probe. aDd in rhatcondiiion. prcs rhc shn switch.

l3. rhetr lhe BEEPcomes rcmolc rhe tubc.

14. Aner th!i, $e unnexecuEs autoraric.nalysis and dhnliys rhe resulr on thc LCD

15.Then lhe Mir tums ro lhe jsdr- srt|s. becomiig ready for onalysis ollhc ncxr

qtrxlilr cotrkol ptucedu.es:

l. Ar rhe bdginningoleach work shiri, allpnamereE are resl.d with btoodconh!1.

2. The I leveh incLL'der AbnonnalLorv. N oirnal, Abnorm al H i8h

l. Contok a,t sored at 2 8'C and broughr to rcom temperflture before Ne.

4. Cont h are genrly invened eighi ri'nes accordi'rglo the nDn0tAcnrcls indrucrion

5. from the LcD $ren. pie$ [Qal.

6. Select the apprcpriare Qc nh (i.c.. low, nonnalor hish) input Qc SETLTP, savB

thein . Run rhc QC SAMPLE in co.rct file .

9. Control values mtrsr bc *irhin lhree standard ,levi.tions, orhevke rhe

me6urement haslo bc rep.ardJ. ilrheconrDl slill ourof mnSe:

a. ch{kopciarionolrhqh..hine, ensuring it kclean aid rh.rdlLreqtri.ed sup| ies

are prcsedr in sumcient qGntilies.

b. Check re0gena tbr crpnaddn darus ard lot numbes. Ensure rhar alL @hi|c

lires are ir appopaalc rcc$tade whec applicable, Ilthh does not solve ilE

r' rEpae nervconnolG) ud rry.erh.
r' Iflhec..tols are still oui, intim yoursupeflkorro chcck rhe opeBtors manual,or

Halibrare innnhcnr and rfcoDlok are $itl our.. Cdnracr Medicat Matnrcn cc

rvhere applicable, or scnicins ensinee.,

I



7. Allcorlroldara are managed using sorNee rhal provides gmphicat,epons {Lcvey

3. Dilurc rhe sample if Whne btood lctl oounB >5l]0,0O0 tnrn3 and ptaretet colms

>5,000,000/mm3 are o[sidel]re nearit] spectfioadons olrhe ii$rurhcnr.



Hi8h

Lnniiations/ l,trcrft rn,g srbuDce:

1lt lollo*ing h a lkt ol po$iblo sub$arces thdr mtry inrerfeic with lhe listed

l. wBc: plareler aggr40tioij eimr ptarelch, nuctelred RBcx crloglobutins.

lyseresisrant RBCS in patienr \iih haemogtobinopdhies, scvcre tiver diser* or

2. RBC: Co ld a8g lutinins, severe in ic rloc)1osi, tagmenred RBCS targentrfrbeNof

gianr plateleii in virro haemolysir.

l. HGB] l,ipemia. abnormal proteins iI btood plsma, seveE Ieukoclres (above

100,000/rl). The efled orabDomaL proreins and Lipchia may be rehoved by

pl6ma rcplacefrenlorplasm0 blank prceduEs.

4. HCT: cold agdluriniN, lcukooyrosis (above t0o,00o4rl), abnomat rtd .eI

5. PLT: Pscudorhrombocyiopenia. ptarelcr aggreearjon, increed nicror(rrosh,

6. Low samplc vokme of<1 ml- mr, dihne patienr samples wnh EDTA in rhe

colhiion rubr givilg faketJ,los rrsrls. tla towsample votumc k expmred, usca
pediatric EDTA lubei titl to rhe second tinc and mix*elt.

7, Dilulerhe sample ilWhib blood ce couih:5l)l],OO() /mn3 and plaEter comrs

:5,000.000/nml ae ousidcrhe lirrecr r, sp(ificationsofrhu inslrumcnr



I(.r|,chri. olrhcrr\nhrl

Cctuirdi*asesruarc defi rcd br- rn rb$ ur. incrctuc.rdcc,eis. in rhenuduotr
o... -.)rur.Jl. .,!.dLe. ..r.(.r,.e i,

,{ccording to lab polic}.( rur.hared primils orcompurerized)



Aspen Diagnostics Pvt. Ltd,
(Rapid Diagnostic Group Of Companies)

Perf orman(e Qualifi cationr

lnstnrment Name - BC-sOOO

SerialNo- 55-46ooo58s

1- Pr€cision Test:- Precision ischecked running bioo.lsamples in 5 rep icates
& gettingCV% in within acceptance..

10^9/t <2.5% l>4.o0 Lo gltl t 30 PAssEr_)
RBC 10^r2lL

HGBs/dl
<r.5% (>3.s 10^12lL)

< 1.0% (11.0-18.0gldl) 4,2*
PA55ED

HCl % < t.s% l3oo -5o%) b'q
PLT 1O^3 t'62-

Checked Byr \

?or$-'^',vr
^ p.tr Dirgo6rics Pvt Ltd

D.ldi-ll00lll

&32,GI KomolRoodlndstolAreo Detht 1t0033 th.:4520I00, to*9t- 27c13437 4520|93
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X t,rm MedicalsAnd Diagnostic Services

Calibration Certificate. Automated Hemafolo

BC - 5OOO ( 

' 
PAPT HEMATOLOGY ANALYZEF )

EOgPi' VEDANTA HOSP TAL AZAMCARH - (U P )

Th s is cerlifo lh al Bc-5o00 (SPan H emalorooy ana yzer) have .al b6led daled .

. LOTNO. PLUS1221

AflerclbBlion O C Teslloral eve passed su..essru y

ArajiNo.528, GS s Encave,Tarna Ganeshpur, shrpu., varanasi 221003

Ce lNo 9454104886, 9794845476. E-mail r sismamedrcalvns@smail 6m



Aspen Diagnostics Pvt. Ltd.
(Rapid Diagnostic Group Of Companies)

Performance Ouallf l.ationr

lnstrumentName- BC-500o

SerialNo- SS-450O0545

ATTACHMENT:

Che(ked By
1 1 PASSEI)

z Q,C. Report 1 NO EACH

3 Sample Repeatablllty 5NO PASSED

checked Byrf". ,,p.\ r 
^

. !)" / 5d$rv\. tca.)llandlet
{ L,.r DjcBurrj(s pvr Lrd

D.l[i_lr00:11
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