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NocTtaHoBneHue npasutenbcTBa N2102 ot 05.02.2015

"O0 ycTaHOBMNEHUM OrpaHNYeHns gonycka OTAeNbHbIX BUOOB
MEANLIMHCKUX U3OEeNnii, NPoONCXoasaLLmMX N3 MHOCTPaHHbIX
rocyaapcTB, AJS LieNnen ocyLecTBEHUs 3aKynoK ans
obecnevyeHns rocygapCcTBEHHbIX U MYHULMNANbHbIX HYXA"

24.42.13.391 Habopbl (KOMMNSIEKTLI) peareHToB And
reMaTofiorm4ecknxX aHanmn3aTopos

24.66.42.389 Habopbl (KOMMNSIEKTLI) peareHToB AN
reMaTofiorm4ecknxX aHanmn3aTopos

Ecnu K y4acCTnO B 3J1IEKTPOHHOM ayKUMUOHE AOonyLleHbl ABa U bornee Y4aCTHUNKOB,
npeasaralollnx oTe4eCTBeHHbIE pealreHTbl pa3HbIX npomsso,u,menef/'l n nMmerLmne
CepTI/ICbVIKaT CT-1, 3aaBKM ocTanbHbIX YH4aCTHNKOB OTKITOHAKOTCA



[MaBHOE: 0becneynTb Ka4yeCcTBEHHOE BbINONHEHNE
BCEro rnepeyHd HeO6XOD,I/IMbIX dHalin3oB

HE3aBNCUMO OT BHELLHUX yCﬂOBMVI
/TR

OpurnHanbHble AnbTepHaTUBHbIE

peareHTbl peareHTbl
Pe3kuin poct cebecTtoMmocTn aHannsa [looxoaaT nNu AaHHble peareHTbl Angd
N3-3a cKayka Kypca MMeroLLLerocsl aHanmsartopa?
Bo3moxHble nepeboun ¢ noctaBkamu MoxHO nu foBepsiTe NonyYaemMbim

pe3yribrataM aHarsl n3a?

BHe3arnHble N3MEHEHNA MexaHn3Ma

B3aVUMOAEICTBIS C NOCTABLLIMKOM He ucnoptutcs nn npnbop 13-3a HOBbIX

anbTepHaTUBHbIX peareHToB?




OpurnHanbHble peareHThbl

[[@apaHTnn npomsBoanTENS
aHanusartopa

[@apaHTnM KavyecTBa

Bbicokas ueHa

,D,J'II/IHHbIe CPOKU NMOCTaBKU

[onrocpoyHble obsa3aTenscTea
JIFTY no 3akynke




AnbTepHaTUBHbIE PeareHThl

OTKas oT rapaHTUMNHbIX
00A3aTeENLCTB CO CTOPOHDI
NnocTaBLLUVKa aHanua3aTopa

[locTynHas ueHa

YOo0OHbIN Nopsigok paboThl €

LIl S el Puck yxyaLweHns TO4HOCTM

nosly4aemMblxX pesynbTaTtoB
KopoTkne cpoku noctaBku
Puck nongs 3aTtopa
[@apaHTUKN CO CTOPOHbI

Nnpon3BoaNTENA pealreHToB




OpurnHanbHblIe N anbTepHaTUBHbIE peareHTbl:
pas3nuina dpopmManbHbI

YacTo nponsBoanTenn aHann3aTtopoB He
NPOMN3BOOAT peareHTbl CaMOCTOATENBbHO, OHMU
TOXe ULLYT HaJeXHOoro napTHepa u
npuceamBaloT BbIODpaHHbLIM peareHTam cBoe UMS

MOXXHO NPUroTOBUTL anbTepHaTUBHbIE
peareHTbl, KOTopble OyayT paboTatoT He XyXKe,
4YeM OpUrMHarnbHbIE



AnbTepHaTUBHbIE PeareHTHI

KOC (KnnHukan OuarHocTtuk ConowH3) — nponssoguTerb
remaTtonorm4yecknx peareHtoB. KomnaHus ocHoaHa B 2009,

Becb npouecc nsrotoBneHns n oacoBku OCYLLECTBMNAETCS Ha
cobcTBEHHOW NPOM3BOACTBEHHOW Base, rae NpUMEHSIETCS TOMNbKO
3apybexHoe cbipbe. B KOC Beaetcs HenpepbIBHbIM KOHTPOSIb Ka4YecTBa
NPOAYKLUMN Ha BCEX CTagunAX TEXHOSIOMMYECKOro npouecca WU3roToBfeHUs
peareHToB.

B 2010 rogy KOC nonyyuna ceptudukart coorsetcTeus ISO 13485.
Bce peareHTbl NpoLwnn ycnewHyo anpobaumio Ha reMaToniormyecknx aHanuaaTtopax, Yto
rapaHTUpyeT JOCTOBEPHbIN aHann3 KpoBU, a Tak Xe HagexHyto paboTy camoro npubopa.

B 2015 rogy komnanus KOC nonyymna AKT rogoBon akcnepTtusbl n ceptucpukar CT-1.
KOC nonb3yetca npedepeHuusimm B KOHKYpcax Kak OTe4eCTBEHHbIV NPOM3BOOUTENb.

PearenTbl KOC pa3pabotaHbl ans aHanmsatopos: Horiba ABX Micros, Siemens Advia,
Beckman Coulter AcT, Nihon Kohden MEK, Erma PCE, Mindray BC, Abbott Cell Dyn,
Diatron Abacus J. n gp.



Kak nOHATbL, NOAXOOAT NMU anbTepPHaTUBHbIE
peareHTbI?

[MpoBecTn HebobllOe cpaBHEHUE ¢
MCMONb30BaHNEM KOHTPOJIbHOM KPOBU U KPOBU
nauueHToB



CpaBHeHUe anbTepHaATUBHbIX reMaTO/IOrMYeCKUX
peareHToB K1C c opurMHanbHbiMun peareHTamm

Mindray, BC-2800 Horiba ABX, Micros 60
PeareHTbl: PeareHThil:

1. Mindray M-30D Diluent, 20 L. 1. ABX Minidil LMG, 20L.

2. Mindray M-30CFL Lyse, 500 mL. 2. ABX Minilyse LMG, 500 mL.

1. KOC. PearenT ansa passeaexuns, 20 n. 1. KOC. PeareHT ans passeaexust, 20 n.
2. KOC. Jlnanpytowmin pacteop, 1 1. 2. KOC. Nuaupytowmin pactesop, 1 .

o —




CpaBHeHMe peareHToB Ha KOHTPOJbHOW KPOBU
Para 12 Extend, Streck

Mindray, BC-2800

WBC

Para 12 Extend. Normal

Horiba ABX, Micros 60

PeareHTbl M SD CV,% PASSPORT
Mindray 8,12 0,08 0,93 8,1+1,0
KAC 8,07 0,08 1,01
RBC
Para 12 Extend. Normal

PeareHTbl M SD CV,% PASSPORT
Mindray 4,27 0,03 0,72

4,27+ 0,4
KAC 4,3 0,01 0,29

WBC
Para 12 Extend. Normal
PASSPORT
PeareHTbl M SD CV,%
Horiba 8,3 0,08 0,98
8,3+*0,6
KOC 8,09 0,07 0,85
RBC
Para 12 Extend. Normal
PeareHTbI M SD CV,% PASSPORT
Horiba 4,3 0,03 0,63
4,22+ 0,2
KOC 4,31 0,1 2,24

* YcpegHeHne no 7 UsMepeHnam




CpaBHeHMe peareHToB Ha KOHTPOJIbHOW KPOBU
Para 12 Extend, Streck

Mindray, BC-2800

Horiba ABX, Micros 60

HGB HGB
Para 12 Extend. Normal Para 12 Extend. Normal
PeareHThl M SD | CV% PASSPORT PeareHTbl M SD | CV.% PASSPORT
Mindray 115,7 0,8 0,7 Horiba 120,4 0,5 0,4
118 £ 10 120+ 6
KOC 115,3 1 0,9 KOC 117,6 0,8 0,7
MCV
Para 12 Extend. Normal MCV
Para 12 Extend. Normal
PeareHThbl M SD CV,% PASSPORT
PeareHTbl M SD CV,% PASSPORT
Mindray 85,1 0,2 0,2
88,8+7,0 Horiba 80,3 0,5 0,6
KOC 85,4 0,4 0,5 856
KOc 79,4 0,5 0,7

* YcpegHeHne no 7 usMepeHnam




CpaBHeHMe peareHToB Ha KOHTPOJIbHOW KPOBU
Para 12 Extend, Streck

Mindray, BC-2800

Horiba ABX, Micros 60

HCT
Para 12 Extend. Normal HCT
Para 12 Extend. Normal
PeareHTbl M SD CV,% PASSPORT
PeareHTbl M SD CV,% PASSPORT
Mindray 36,4 0,8 2,2
38,145 Horiba 0,346 0,003 0,754
KOC 36,8 0,2 0,4 0,359 £ 0,030
KOcC 0,343 0,008 2,298
PLT PLT
Para 12 Extend. Normal Para 12 Extend. Normal
PASSPORT
PeareHTbl | M sD | cv% PASSPORT Pearehter | M SD CV,%
: Horiba 244 7 2,9
Mindray 232 6 2,7 PRt 232 + 30
KOC 230 5 2,3 KOC 243 8 3,2

* YcpegHeHne no 7 UsMepeHnam




CpaBHeHNe peareHTOB Ha KOHTPOJIbHOW KPOBWU

Para 12 Extend, Streck

Mindray, BC-2800

Horiba ABX, Micros 60

LYM%
Para 12 Extend. Normal
PeareHTbl M SD CV,% PASSPORT
Mindray 28,1 0,4 1,3
26,4+9,0
KOC 28,1 0,4 1,5
GRA%
Para 12 Extend. Normal
PeareHTbl M SD CV,% PASSPORT
Mindray 61 0,3 0,5 63,1%9,0
KOC 61,4 0,5 0,7

LYM%
Para 12 Extend. Normal
PeareHTbl M SD CV,% pASSRAR
Horiba 30,6 0,6 1,8
34+6
KOC 30,1 0,8 2,8
GRA%
Para 12 Extend. Normal
PASSPORT
PeareHTbl M SD CV,%
Horiba 64 1 1,5
56,9+7,0
KOC 63,9 0,6 1

* YcpegHeHne no 7 usMepeHnam
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CpaBHEHME peareHToB Ha Npobdax nauneHToB

Mindray, BC-2800 Horiba ABX, Micros 60
| WBC (Mindray BC 2800) | 401 | WBC (Micros 60)]
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2 BbIOOPKK MO 16 NnaumMeHToB



Mindray
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CpaBHEHME peareHToB Ha Npobdax nauneHToB

Mindray, BC-2800

| RBC (Mindray BC 2800) |
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y = 1,03( % 0,08)x - 0,03( £ 0,34)

Horiba ABX

Horiba ABX, Micros 60

|RBC (Micros 60)]

y = 0,96(  0,04)x + 0,20( * 0,17)

2 BbIOOPKK MO 16 NnaumMeHToB
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CpaBHEHME peareHToB Ha Npobdax nauneHToB

Mindray, BC-2800
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y = 1,01( % 0,03)x + 3,09( * 4,35)

2 BbIOOPKK MO 16 NnaumMeHToB
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CpaBHEHME peareHToB Ha Npobdax nauneHToB

Mindray, BC-2800

KOC

y = 0,99(  0,04)x + 1,68( * 3,69)

| MCV (Mindray BC 2800) |
R*=0,9739
70 75 80 85 90 95 100

Horiba ABX

110

100 -

90

80 -

70

60

Horiba ABX, Micros 60

| MCV (Micros 60)
P
/
//
// R?=0,9395
60 70 80 90 100 110

KOC

y = 0,98( * 0,06)x + 3,35( * 5,20)

2 BbIOOPKK MO 16 NnaumMeHToB
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CpaBHEHME peareHToB Ha Npobdax nauneHToB

Mindray, BC-2800
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2 BbIOOPKK MO 16 NnaumMeHToB



IlnAa Kaknx aHann3aTopoB NnoaxoAAaT
peareHTbl KAC?

Mukpoc 60, Aasua 60

MEK 6400/6410K

MicroCC-18, MicroCC-20Plus
Kynbtep AcT andod

MuHapen BC

Abakyc 1.

femanant 1260-1280, Asuc GA-60

n ap.



Npeumywiectsa ncnonb3osaHua peareHtos KAC

PearenTbl KAC nmetot ceptudumkat CT-1 u nonb3yrotca npepepeHummamm
npu NpoBegeHNN roCc3aKynokK

PeareHTbl KAC He cogepKaT B CBOEM COCTaBe BellecTs, BCTyNaoLWwmx B
pPeaKkuuto ¢ matepmanamm M3MepuTeIbHOM CUCTEMbI aHANN3aTOPOB,
NoO3TOMY OHM 6e3BpedHbl ANA aHa/In3aTopa U UX UCNOJIb30BaHUE He
MOKeT NPUBECTM K NONOMKe Npnbopa. NCcKatoyeHne cocTaBasaioT
oyuMuiatoLLmMe PacTBOpPbI C cogeprKaHmem rmnoxaopmuTa HaTpmA, KoTopble
ecTb B cocTaBe HabopoB peareHTOB Nt0H6Oro NnponssoanTens.
HeonpaBaaHHO YacToe Ux NCNo/1b30BaHME CMOCOOHO COKPATUTb CPOK
cnyx6bl aHanu3artopa.

KomnaHusa «MHTepmeamka CepBuc» rotoBa 0Ka3aTb TEXHUYECKYIO
noaaep KKy NtobbiM aHan3aTopam, KOTopble NCnob3ytoT peareHTbl KAC.

PeareHTbl KAC Bcerga ectb Ha cknage B MocKBe € OCTaTOYHbIMU CPOKaMM
rogHoctn 6onee 90%

Mepexoa Ha peareHTbl KAC cnocobcTByeT CHUMKEHMIO cebecToMMoCTH
aHanu3a B ABa U bonee pas.



BbiBOAbI

AJ'IbTepHaTI/IBHbIe oTedHeCTBEeHHble pealreHTbl MOTyT
pa6OTaTb HE XYyXe, HEM OPUTrnMHalibHblE
UMIMOPTHbIE.

[lepexoq Ha ansTepHaTuBHbIE peareHTbl KOC

MOXET CrnocobcTBOBaTb CHUXEHUIO PacXo4oB Ha
3aKyrKy peareHToB Npu CoOXpaHEHNN HEU3MEHHO
BbICOKOW HaQEXXHOCTU Nony4YaeMblX pe3ysribTaToB



CNACUBO

3A BHUMAHUE

Mpurnawaem Bac Ha cTeHA KomnaHun UHTepmeanka
ANA NPoAOoNKeHUA pa3roBopa



