e YTBEPXKIAIO
/l ey, »,"--\‘\ Jupexrop
(3 QWII;HI/H/D\&'H»}). JI.W. Menzeneesa)

2 “
-~ _JK.B. I'oronuuckuii

94 @é 2016

AHaIU3aTOPBI reMaTOJIOrHYECKHE aBTOMATUYECKHE BETEPUHAPHBIE MO-
neneit BC-2800Vet u BC-5000Vet.
MI1-209-025-2016.

Merouka IMOBEPKH

A 965552%6

—~ / PaspaGoTan
o< 7‘-: Pymo/ao’nn'renb naboparopuu
/% ~/ B.HU. Cysopos
378
//
Cankr-Ilerep6ypr

2016 .



Hacrosmas MeTOAMKa paclpoCTpaHseTcs Ha aHAIW3aTOPhl FEMaTOJIOTHYECKHE aBTOMaThye-
cKue BeTeprHapHbIe Mozeneit BC-2800Vet u BC-5000Vet (nanee — anann3aTop) MpeAHa3HAYCHBI
JUTA M3MEPEHHH CYETHOM KOHLEHTPALMK JICHKOLUTOB U 3PHTPOLUTOB, & TAK)Xe MacCOBOH KOH-
HEeHTpalUK reMOrIoOHHa B KPOBH.

WurepBan Mexay NoBepkaMH — 1 rof.

1. Onepanuu nNoBepKH

1.1. ITpy NpoBEIEHHM TOBEPKH AOJDKHEI BBIMOJHATCS ONEPAlNH, YKa3aHHbIE B Tab. 1.

Tabnuna 1
O6s3aTeIBHOCTH MPOBECHUSA
HauMeHOBaHHE TOKYMEH- ornepanyuu
HanmeHoBaHUe onepanuu Ta, B KOTOPOM HM3JI0XKEHA
IIpu nepuo-
METOANKA MOBEPKU [Tpu nepuu- 3
. IWYEeCKOH mo-
HOM MoBepKe
BEpKE
1. BuemHnuii ocMOTp n. 5.2 Ha Ja
2. OnpoboBaHue m. 5.3 Ha Ha
3. [TonTBep>XOCHHE COOTBETCTBUS
P . 5.4 Tla Tla

IpOrpaMMHOr0 0becneueHus

4. OnpeneneHue METPOIIOTHYECKUX

XapaKTCPHUCTHK!

OHpCIICJICHI/IC OTHOCPITCJIBHOﬁ mo-
TPpellIHOCTH aHaIu3aropa rpu nu3-

P pa ript m 5.5 Ila Ila
MCpCHI/II/I KOHI_ICHTpaI_II/II/I JICUKOIIN-
TOB, SPHTpOIlI/ITOB H FCMOFHOGI/IHa

2. CpeacrBa noBepKH

[Ipn mpoBEeNEHMH MOBEPKH NODKHBI NPHMEHATHCS CPEACTBA M3MEPEHMH M 000pynoBaHwe,

NpUBEAEHHBIE B TabJ1.2.

Tabmuna 2.

Howmep m.n. MeToauku
MOBEPKH

HoMep HOpMaTHBHOTO IOKYMEHTa, PErTIaMEHTHPYIOIIECTO TEXHHUCCKHE
TpeGOBaHMs K CPeACTBY MOBEPKH U (MJIM) OCHOBHBIC TEXHHYECKHE Xapak-
TEPUCTHKH CPEACTB MOBEPKH

I'CO 10669-2015 cocraBa GOpMEHHBIX 371EMEHTOB kpoBH — «I'E-

5.5 MATOJIOT'MYECKU KOHTPOJIb» (kommiekr TK-BHUKM)».
Jo3atops! muneroynsie 3A0 “ Jlabeucreme-CI16”, Ne T'ocpeectpa 14741-
m 5.3 99; mocyna mepHas aboparopHas creknsgnHas no 'OCT 1770-74; uunuH-

APBI MCPHBIC, KOJIOBI INIOCKOJAOHHBIC KOHUYECKHE.

[IpuMeyanue - JIOMycKaeTcss MCIONB30BAaHHE APYTHX CPEACTB MOBEPKH, 00eCnedHBaIOMMNX
METPOJIOTHYECKHE XapaKTEPHUCTHKH, IPUBEICHHBIE B Tab1.2.

3. Tpe6oBanus 0€30aCHOCTH

3.1.ITpy mpoBeNcHHH TIOBEPKH MOJDKHBI GBITH COGMIONEHHI Clefyomue TpeGoBaHHs Gesonac-

HOCTH:

3.2. K pabore ¢ npubopamu, HCHIONL3YEMBIMH IIPH MMOBEPKE, NOMYCKAKOTCA JIMNA, MPOLIEIINEe
HHCTPYKTAX M0 TEXHHUKE G€30I1aCHOCTH NpH paboTe C 2JIEKTPO- ¥ pafON3MEPUTEILHBIMHA TIPH-

6opamu.

3.3. Tlepen BKITFOUEHHEM AOJDKEH OBITH MPOBEAEH BHEIIHUH OCMOTP NPHGOPOB C LIEIBIO OMpe-
IEJICHUs UCTIPABHOCTH U DJIEKTPUUECKOH 6€30MaCHOCTH BKIIFOUCHHUS UX B CETb.




4, Yc10BHS IOBEPKH U MOAr0TOBKA K Hel

4.1. Ilpu npoBEACHUH NOBEPKH JOIDKHBI OBITh COOIIOCHEI CIEAYIOUIHE YCIOBHUSL:

¢ TemIepaTtypa OKpyKaromero Bo3ayxa ot 15 go 30 °C

¢ OTHOCHTE/bHas BIaXHOCTH 0T 20 1o 85 %

¢ OTKJIOHEHHE HalpsHKEHHs IIUTAHHs OT HOMHHAIBHOTO 3HaueHus (220 £4,4) B

¢ arMocepnoe nasnenue ot 50 10106 klla

4.2. Ilepen npoBeeHHEM NTOBEPKH HEOOXOMMMO O3HAKOMHTBCS C PYKOBOJCTBOM ITO 9KCILTYa-
TaIlMH ¥ BBITOJHUTH CICAYIOMIHUE MMOArOTOBHTENIBHBIE pAOOTHI:

¢ IPOBEPUTDH HATMYHE U CPOK FOJHOCTH CTaHIAPTHEIX 00pa3slioB, pCAaKTUBOB U MaTePHAJIOB;

¢ [IPUrOTOBHMTH MIOBEPOYHBIE PACTBOPHI FeMOINIOONHA, IEHKOUTOB, 9PUTPOLIMTOB B COOTBET-
CTBHH C MHCTPYKIIMSIMH IT0 IPUMEHEHHIO CTAHAAPTHBIX 00PAa3IOB STAIOHHBIX MaTEPHAJIOB..

S.1IpoBenenne MOBEPKH

5.1. IloaroToBKa K MOBepKe

[ToArOTOBUTHL AaHANH3ATODP K paboTe B COOTBETCTBHU C TEXHHUESCKOH JOKYMEHTalHeH GpupMbI-
WU3rOTOBUTEIIS.

[Tpu noaroToBKE K NOBEpPKE HEOOXOAUMO:

e  OCYHIECTBUTH NPOTPEB aHAIN3ATOPA B COOTBETCTBUH € IKCILIyaTAlIMOHHOM JOKYMEHTAIH-
ei;

®  IIPOBEPUTH PabOTOCIIOCOOHOCTD AHANIU3ATOPA B PEXKUME H3MEPEHHUS

e  [IPOBEPUTH OTCYTCTBUE HA JUCILIEE aHAIN3AaTOpa NPEeIYNPEKAAIOIHX COOOIEHUH

® [OBEPKY NPOBOAMTH B PEXKHUME M3MEPEHHI, B KOTOPOM pa3Mep 3PUTPOLMTOB Haubolee
npuOIKEH K pa3Mepy SPHTPOLMTOB y YeNoBeKa (Harmpumep, codaka).

5.2. BHemnuii ocMoTp.

5.2.1. Ilpu npoBeACHUH BHEITHETO OCMOTPA JOJKHO OBITh IIPOBEPEHO:

- OTCYTCTBHE MEXaHHYECKUX MOBPEKACHUH BIHSIOMHUX HAa TOYHOCTh [TOKA3aHHM KOMIUIEKCA,
- HAJIMYHE U IIPOYHOCTH KPEIUIEHHUS! OPraHoOB YIPABICHHUS U KOMMYTALlUH.

5.2.2. Anaym3aTopsl, 3a0pakoBaHHbIE IIPH BHEIIHEM OCMOTpE, JaJIbHEHIIEH MOBEpKe HE MO~
Jexar.

5.3 OnpoboBannue.

5.3.1 IlpoBepka ob6mei paboTOCIOCOOHOCTH.

Bkirounts nuTande aHanusaTopa. CorsacHo PyKoBOACTBY IO 3KCIUTyaTalldd BBINOJHATH MPO-
neaypy 3amycka. AHaIH3aToOp JONMycKaeTcs K JaIbHEHIIEMY NPOBEACHHIO padoT, €CIIM NPHCYT-
CTBYeT COOOIIEHHE O FTOTOBHOCTH aHaTH3aTopa K pabore.

5.3.2 IlpoBepka pabOTBI CHCTEM aHAIM3ATOPa MPOBOJUTCS C IOMOUIBIO KOHTPOJIBHBIX MAaTCPH-
QJTOB MIPOU3BOJIUTEIS.

5.4. IlonTBepxkaeHue coorBercTBus [10

[Ipu mpoBeICHNH MOBEPKH aHAIU3ATOPOB BEIIONHSAIOT onepaiuio «IloaTBepxaeHHEe COOTBET-
CTBHSL IporpaMMHoro obecnedeHus». Onepanust «IloaTBepKIEeHHE COOTBETCTBUS IPOrPaMMHOrO
obecrieueHnsI» COCTOUT M3 ONpE/ENeHHss HoMepa BepcHH (MICHTH(HKAIMOHHOIO HOMEpa) IMpo-
rpaMMHOro 00€CICUCHHS.

IIporpammuoe obecriedeHue HACHTA(GHIHUPYETCs NIPH BKIIOYEHHH aHanu3aTopa. Bepcuio mpo-
rpaMmHoro obecrieueHust Moaenu BC-2800Vet MoXXHO MPOCMOTPETH B IIIABHOM MEHIO B pasfene
«O6cnyx)uBanuey, Bo Bkiaake «Konpurypamus»; Mogenu BC-5000Vet - B rmaBHOM MEHIO B pas-
nene «CoctosiHue», BO BKIazake «VIHGopMaIus 0 BEpCHUY.

AHaM3aTOPBl CYMTAIOTCS MPOLICAMIMMH MOBEPKY, ecinud Homep Bepcun CH coBmagaer ¢ Ho-
MEpPOM BEPCHHU HIIM BBIIIIE HOMEPA BEPCUH, YKa3aHHOIO B OITUCAHHMHU THIIA.



5.5. OnpenesieHne MeTPOJIOTHYECKHUX XaPAKTEPHCTHK.

5.5.1. OmnpeneneHre OTHOCHUTEIBHON MOTPEITHOCTH aHAIM3aTOpa P WU3MEPEHHH CYETHOU
KOHIIEHTPALlMH 3PUTPOLKUTOB, JEHKOLKTOB U MacCOBOH KOHIIEHTpPALlMM IeMOrIoOWHa NPOU3BO-
IMTCA C MCIONB30BAHMEM IOBEPOYHBIX PACTBOPOB, MPUTOTOBIEHHBIX Ha ocHoBe I'CO 10669-
2015 cocraBa GOpPMEHHBIX 3JIEMEHTOB KPOBH — «TEMATOJIOT'MYECKHI KOHTPOJIb» (xom-
wiekt 'K-BHUUM)».

5.5.2. TloaroroBbTe MmoBepoYHble pacTBOphl Ha ocHoBe 1'CO 10669-2015 cornacHO HHCTpYK-
uu Ha ['CO.

1) T'CO9624-2010 «Hopman.

2) TI'CO 9624-2010 «IlaTtomorus».

5.5.3. TIpo6upKy ¢ IIOBEPOYHBIM PacTBOPOM IIOMECTHTE B MECTO I 3abopa npod ¥ HaXMHUTE
KHOINKy 3a6opa Npo6HI Ha TIepe/Heii maHeny aHaiu3aTopa (paBuia 3a6opa npoObl BEIOHSATE
COrJacHO yKa3aHusIM PyKOBOJCTBa I10 IKCILTyaTaLlUH).

5.5.4. B r1aBHOM MEHIO aHAIM3aTOpa BRIOMPAIOT pexuM “AHanu3 obpasia LeIbHOH KPOBH C
OTKpBITOH npoOupKon™.

[TocnenoBaTebHO BHIOEpETE B INIaBHOM MeHIO B myHkTe m3mepeHue pexum WBC, RBC u
HBG - onpeneneHye CUeTHOM KOHLEHTPAIMH SPUTPOLIMTOB H JICHKOILMTOB ¥ MAacCOBOM KOHIICH-
TpalH¥ reMorjJo0nHa; BEIIOTHUTE ONEpalluy COIIaCHO MOINYHKTOB MEHIO.

Pesynerars! onpepeneaus WBC, RBC u HBG BeIBOAATCA Ha 9KpaH aHAIM3aTopa U COXpaHs-
IOTCS B IIaMSATH aHAIU3aTOPa.

5.5.5. TTocnenoBaTeIbHO MEHSAS IIOBEPOYHBIA PACTBOP, [IPOBEAUTE U3MEPEHHS KOHIICHTPAIIUH
aHaJIMTOB (3PUTPOLIUTOB, JIEHKOIIMTOB U reMOrI001Ha).

5.5.6.3HaueHne IOTPEITHOCTH IIPH U3MEPEHNH CUETHON KOHIIEHTPALMM SPHTPOLHUTOB H JIeH-
KOI[MTOB ¥ MacCOBOM KOHIIEHTPAIlUK FeMOTJIOONHA pacCUHTHIBaeTCs o hopMye:

A= ——=-100% (1), rae
o .

- X; — pe3yJIbTaT U3MEPEHUs U1 i—TO IOBEPOYHOTO PacTBODA,

- Xj, — 3HaYCHHUE CYCTHOM KOHIIEHTPALMH SPUTPOLUTOB H JEHKOLHTOB, a TAKXKE MaCCOBOM
KOHIIEHTPAI[{H T'eMOTJIOOMHA B COOTBETCTBYIOILIEM [IOBEPOYHOM PACTBOPE.

Pe3ynbTaThl CUMTAIOTCS MOJIOKUTEIBHBIMY, €CITH 3HaY€HHE Aj IPH U3MEPEHUH KOHLECHTPAIUH
SPUTPOLIUTOB U JIEHKOLMTOB He MpeBhImaeT * 15 %, a npu U3MEpEHUH MacCOBOM KOHUECHTPAIIUH
remornobuna + 10 %.

6. OdopmieHne pe3yIbTaTOB MOBEPKH

6.1  AnHanu3zaTop, IOBEPEHHBIH [0 HACTOAIIEH METOAMKE ¥ OTBEYAIOIMI BceM ee TpedoBa-
HHSAM, OPU3HACTCA TOMHBIM K IPUMEHEHHIO M Ha HETO BBIIAETCA CBUAECTENBCTBO O IMIOBEPKE yCTa-
HOBJIEHHOH (OpMBI.

6.2  AHanu3aTop, HE COOTBETCTBYIOINWH XOTS OBl OJHOMY TPEOOBAaHHUIO HACTOSAIIEH METO-
JIVKM, K IPUMEHEHHIO HE JOIYCKAeTCs ¥ Ha HETO BBIAAETCA U3BEHICHHH O HEIIPUTOJHOCTH C yKa-
3aHUSAMH [IPHYHH HENPUTOAHOCTH.

6.3  PesynwraThl noBepku odopmisitotes B Buae nporokoina (IIPUJIOXEHHUE A).



[TPOTOKOJI ITOBEPKH

[TPUIIOXKEHHME A

Haumenopanue npuGopa: AHAIH3aTOP reMaTONOTHYECKUH aBTOMaTHYECKUH BETEpUHAPHBINA MO-
nemu BC-2800Vet / BC-5000Vet

[TpyHaIIEKHUT:

3aB. HOMep

JlaTa moBepKH

VYc10BUsS IOBEPKU: TeMIIEpaTypa OKpYXakolero Bo3ayxa

aTMOC(I)CpHOC JaBJICHHUC

OTHOCHTECJIbHAA BJIAXHOCTH

[e] C;
klla;
%.

IToBepKa OCYIIECTBISETCS 10 AHATH3aTOPBl TEMATOJOTHIECKHE aBTOMATHYECKHUE BETCPUHAPHBIC
Mmozeneit BC-2800Vet u BC-5000Vet. MIT-209-025-2016. MeToauka noBepku

- cpenctsa nosepku: ['CO 10669-2015 CocraBa $popMeHHBIX 3eMeHTOB kpoBH — « EMATO-
JIOTUYECKHHU KOHTPOJIb» (kommnext [ K-BH""UM)».

PE3YJIBTATBI IIOBEPKH

1.Pe3ynbTaThl BHEIIHETO OCMOTpPA
2. Pesynprarer noarsepxaenus 110
3.Pe3ynpraTsl ompoOoBaHUs

4 Pe3ynpTaThl ONMpPEAEICHHS OTPEMIHOCTH B paboyHX JIHana3oHax H3MEPEHHH!

ITpenen no- MaxkcuMasibHO€e 3Haue-
HauMeHoBaHuUe Enunnua HsmepeHHOE .
. nycKkaeMo# HHE MMOTPEUIHOCTH, 110~
XapaKTEPUCTUKU | H3MEpEeHHH 3Ha4YeHHUe 9
TMIOTPEIIHOCTH | JIyYEHHOM IIpH IIOBEPKE
- JleftkouuTs!
- DpHUTPOLHUTEI
- TI'emornobun

4. 3aknoueHne

IToBepurens




