ACHN «LLEHTP BHELUHEIFO KOHTPOA KAYECTBA KTMHUYECKUX TABOPATOPHbIX MCCI’IE,D,OBAHMﬁ»
109316, r. MockBa, Bonarorpaackuit npocnekT, 4. 17, ctp. 1, nom. 2/1, ACHMN «LBKK», Ten. (495) 225-50-31, labs@fsvok.ru

MPOrPAMMA
NpoBepKM KayecTsa Mccae0BaHUA NO U3SMEPEHUIO

22 remaTo/IOrMYEeCKUX NOKasaTesieii KpoBU Yesl0OBEKA C UCNO/Ib30BaHUMEM aHa/IM3aTOPOB
(Advia, Sysmex, Coulter, Pentra, Abbott, Mindray,Nihon Kohden, 5-diff-1, 5-diff-2),
AnddepeHumpyOLWUX NeAKOLUTBI Ha 5 nonyaAuMii, NOCcpeaCcTBOM MeXK1abopaTopHbIX CINYEeHUI

MNpoBaiiaep
MexKnabopaTopHbIX
CANYUTENbHbIX
ucnbiTaHnii (MCH)

Accoumayma cneunanncTtoB HEKOMMEPYECKOE NapTHEPCTBO «LLeHTp BHelHero
KOHTPO/1 KaYecTBa KANMHUYECKMX NabopaTopHbIx uccnenoBaHuii» (ACHM «LUBKK»).

KoopauHatop
pasgenos MCU

K.m.H. CanyHoBa WpuHa OmuTpuesHa

Appec n TenedoH
KoopZAuHaTtopa

109316, r. Mocksa, Boarorpaackuii npocnekT, 4. 17, ctp. 1, nom. 2/1, ACHN «LBKK»,
Ten. (495) 225-50-31.

Kputepun Bbibopa
y4acTHmkos MCH

Hannune KoHTpakTa/morosopa ¢ y4acTHMKOM MCU Ha oKasaHme yCIyr o BHeLWHeN
OLLEHKEe KayecTBa BbINO/IHSEMbIX UM UCCNeA0BaHNA MyTEM MeK/1abopaTopHbIX
CIMYUTENbHBIX UcnbiTaHni B MCU « DCBOK-2026».

n/n | KatanoxHbin | HaumeHoBaHue nporpammbl MCU
HoMep

1 03-06 remountometpusa 5-diff (Advia)

2 03-07 remoumntometpus 5-diff (Sysmex)

3 03-08 remountometpua 5-diff (Coulter)

4 03-09 remountometpusa 5-diff (Pentra)

5 03-10 remoumtometpus 5-diff (Abbott)

6 03-11 remountometpusa 5-diff (Mindray)

7 03-12 lremoumtometpus 5-diff (Nihon Koden)

8 03-13 remoumtometpus 5-diff -1(ana Bcex aHanmsatopos
He yKasaHHbIX B nyHKTax ¢ 03-06 no 03-12)

9 03-24 remoumtometpusa 5-diff -2 (c yennuyeHHbIMm 06bEMOM
OrnK)

Konnyectso, TMnN
npeanoaaraemblx
y4acTHMkos MCH

1300 KAMHMKO-ANArHOCTUYECKMX NabopaTopuit, BbIMONHAOLWNX U3MepeHne Ha «5-diff»
remaTo/IorMYecknx aHaIM3aTopax, CoOCTaBAAOWMX OCHOBHbIe 7 rpynn:
remoumntometpua 5-diff (Advia), FemountomeTtpua 5-diff (Sysmex), FemouuTomeTpus
5-diff (Coulter), FemoumntomeTpus 5-diff (Pentra), Femountometpua 5-diff (Abbott),
remoumtometpua 5-diff (Mindray), Femouymtometpus 5-diff (Nihon Koden)

a TaKKe gns aHanM3aTopoB APYrMX NPoU3BOAUTENEN, NPeacTaBAeHHbIX B KOJ.

Nccnepyemblit
maTtepwvan

KpoBb (MMUTAHT KpOBM YenoBeKa)

M3mepaemble
nokasartesnu

AbcontoTHoe uncno 6asodpunos (BASO), abcontoTHoe uncno nerikountos (WBC),
abcontoTHoe uncno aumeountos (LYMP), abcontoTHoe uncno moHoumtos (MONO),
abcontoTHoe umcno HelTpodumnos (NEUT), abcontoTHoe uncno sosmHodpunos (EOS),
rematokput (HCT), remorno6un (HGB), neitkountsl WBC (WIC/ WOC), oTHoCcUTeNbHAA
WKMPWHA pacnpeseneHns spuTpPoLMUTOB No obbemy — KoadoduumeHT Bapmaunmn (RDW-
CV), oTHOCMTe/IbHaA WKWPKUHA pacnpeseneHns 3puTPoLMTOB No 06beMy, CTaHAAPTHOE
OTKNoHeHue (RDW-SD), npoueHTHoe coaepXaHune 6asodpunos (BASO), npoueHTHoe
coaeprkaHue nerkountos(WBC), npoueHTHOe coaep:kaHue nnmdoumTtos(LYMP),
npoueHTHoe cogepkaHune moHountos(MONO), npoueHTHOe coaeprKaHue
HenTpodunos (NEUT), npoueHTHoe coaepkaHue sosnHoodunos (EOS), cpeaHee
cogepxaHue remornobuHa B aputpoumute (MCH), cpeaHme o6bembl TpomboumTa
(MPV), cpeaHune ob6bembl aputpoumta (MCV), cpeaHsaa KOHLUEeHTpauma remornobuHa s
apuTpoumTe (pacyeTHbI NoKasaTenb) (MCHC), cpeaHAs KOHLEHTPaLMA remornobuHa s
apuTpouuTe (M3MmepAaemblit nokasatens) (CHCM), TpomboKput (PCT), TpoMBOLMUTBI
(PLT), wmnpuHa pacnpeaeneHns KOHUEHTPaLUMM remornobuHa s aputpoumTtax (HDW),
WKMpWHa pacnpegeneHna Tpombouuntos (PDW), wWnpuHa pacnpegeneHns sputpoLmMToB
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(RDW), aputpoumTsi (RBC)

OnucaHue obpasua
ONA NPOBEPKU

[leBATb TMNOB CycneH3ui, coaepKalmx cTabnansnpoBaHHbIe 3PUTPOLMUTLI U
NeNKouMTbl YeNoBeKa U/MAN MAEKOMUTAIOLLMX UAN UX UMUTAHTbI, KOMMNOHEHTbI,
aHaNornYHble TpoMbOUUTaM, B PacTBOPE C KOHCEePBaHTaMM M cTabuamsaTopamu B

8 | KavecTBa NA1acTUKOBbIX GIAKOHAX C FTePMETUYHO 3aBUHYMBAIOLLMMUCA NPOBKaMM.
uccneoBaHuUm O6bem OMNK 1,0 mn 1 3 mn (gna 5-diff-2) .
(OnMK) CeeaeHus o ctabunbHocTh OMMK: ctabunbHocTb OMNK nocne BCKpbITUA dpakoHa — OT
14/20 gHeit npu TemnepaType 2 — 8°C B 3aBUCMMOCTM OT TUMa CyCMNeH3nn.
9 TpeboBaHusA K XpaHWTb B NIOTHO 3aKPbITbIX pakoHAxX Npu TemnepaType 2-8°C A0 OKOHYAHMA CPOKA
xpaHeHuto OMK rogHoctu (oT 2,5 Ao 3 mecaueB B 3aBMCMMOCTM OT nporpammbl MCH).
TpeboBaHuA K
pacnpegeneHuto o
OnK Kaxkaomy y4acTHURY byaeT npesocTtasneHo no aAga OMNK AByX KOHLEHTPALWN B O4HOM
10 umnKne.
TpeboBaHuA K
WN3rOTOBNEHUIO U
KOHTPOJI1O Ka4yecTBa
Mepbl
npegoctopoxkHoctu |1. OMNK paccbinatotes B NabopaTtopumm 6e3 ykasaHmA LieseBbiX 3HAYEHUA U3MePAEMbIX
no rokasaTeneu.
11 npepoTepaweHuto | 2. OMNK noctasnAwoTcA B nabopatopun B 3ainMppoBaHHOM BUAE.
CroBopa mexay 3. TpebosaHue Ko Bcem KJ1 npeacTaBnATb pe3ynbTaTbl UCCAELOBAHNMN K KOHKPETHOM
YY4aCTHUKAaMM MAN  |HA3HAYeHHOW aaTe.
danbcndumkaumnm 4. KoHPuaeHUMaNnbHOCTb U OTCYTCTBME AOCTYNA K pe3ybTaTam Apyrnx nabopaTopuid.
pes3ynbTaTos
1. Mporpamma MCU.
2. ONK 1 MHCTPYKLUMA NO BbINOJHEHWUIO UX UCCIeA0BAHMA.
Yro 3. Bo3mMOKHOCTb BBOAA M OTMPABKM pe3ynbTaTos uccaenosanusa OMNK 8 aMuHom
KabuHeTe MHTepHEeT-NopTana Uan ¢ UCNoAb30BaHMEM ByMaXKHOTo 6aaHKa.
12 | npepgocTaBnsetca . .
yuacTHiKam MCH 4. OTYeT NO NPOBEpPKE KayecTBa UCCe0BaHNI 1abopaTopum, BKAKOYAOLWMIA
KOMMEHTapuu 1 Tabauubl.
5. CBnaeTtenbCcTBo o permctpaumn, Cenaetenscrso/CeeaeHns o6 yyactum 8 MCU.
Mpoueaypbl Ana
NCNbITaHWUM
(meToabl
13 | nsmepeHui) MpoBepKa og4HOPOAHOCTM U cTabuabHoCTH - B cooTBeTcTBum ¢ FOCT P 50779.60-2017.
NnpoBepKu
OAHOPOAHOCTU U
cTabunbHoctn ONMK
TpeboBaHuA K
14 | nogrotoske OMK K |_|0,£|,I'0TOBKauO|_||'( K U3MEepeHMAM J0JIKHA I'Ip(zMBBOAVITbCFI B COOTBETCTBUM C
WMHCTPYKUMeEN No BbiNONHeHUIO nccnegosanmin OMMK.
N3MepeHnAM
15 MeToauKn YyacTHUKM JomKHbl uccnegosatb ONK B perkume npoBefeHMA KOHTPOA KavyecTBa C
n3mepeHma py4YHbIM 3ab6opom nNpobbl.
YyacTHUKM npepocTtaBaatoT MpoBaligepy NPOTOKOA pe3ynbTaToB U3MepeHUin B Gopme,
16 ®opma O0TYETHOCTU |ONpeneneHHON B IMYHOM KabUHeTe MHTepHEeT-NopTana nam BymaxkHbim 61aHKOM
Y4aCTHUKOB BBOJA W OTNPaBKM pe3ynbTaToB uccnenosaHus OMMK, B COOTBETCTBMM C MHCTPYKLMEN NO
npumeHeHuto OMK.
KpuTtepum oueHKn OueHka npoBOAMTCA B rpynne pe3yabTaToB, COr1aCHO NPaBuAaM YCTAaHOB/IEHHBIM B
KayecTsa FOCT P 50779.60-2017 «CraTtuctnyeckme metoapl. lNpumeHeHmne npm nposepKe
17 | uamepeHun, meTos | KBaNUPUKaLMM NOCPELCTBOM MEKIAOOPATOPHBIX UCMbITAHNIAY
CTaTUCTUYECKOTO
aHanu3a
18 | MNMpouncxoxkaeHue LleneBoe 3HauyeHue ycTaHaBamBaeTca B npouecce MCU Kak cpeagHee apudmeTnyeckoe
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NU3MepeHUM
LeNeBbIX 3HaYeHUM
OTMK.
MeTponornyeckas
NpPOCNEXMBAEMOCTD.
HeonpegeneHHOCTb.

(reomeTpuryeckoe) 3HaYeHMe pe3ynbTaToB UccnesoBaHua OMK, NnoayYeHHbIX rpynmnow
YUYaCTHUKOB, UCMONb30BABLUMX OL4HY U TY ¥Ke aHa/IMTUYECKYHO CUCTEMY UK
06beAnHEeHHO 04HOPOAHON COBOKYMHOCTM Pe3yNbTaToB HECKO/IbKUX rpynn
nabopaTtopuit, MICNONb30BABLLMX POACTBEHHbIE aHAAN3ATOPbI.

MeTponornyeckan NPoCAeXnMBaemMocCTb B JaHHOM BUAE UCNbITaHUIA He NPUMEHUMA.
HeonpeaeneHHOCTb cpeaHero XxapakTepusyeTcs OTHOCUTE/IbHbIM CTaHAAPTHbIM
OTK/NIOHEHMEM pacnpeaesnieHnn pesynbTatos ydacTHUMKos MCU 1 BbluMcaseTcs no

S
cneaytouleit popmyne: cTaHaapTHaA HeonpeaeneHHoctb M =1,25—.

Jn

19

CTeneHb rnacHocTm
pesynbTaToB U
3akatoueHnin MCU

[ns yyactHMkoB MCU cobatogaeTtcs NpuUHLMN KOHPUAEHLMANBHOCTHU:

1. Kaxkgomy yyacTHMky MCU npucBamBaeTca KOA4OBbIN HOMEP, KOTOPbIM M3BECTEH
TONIbKO coTpyaHuKam ACHIM «LUBKK» n camomy y4yacTHUKYy.

2. MpoBangep obasyeTcs He nepeaasaTb pesy/bTaTbl U 3aKAtodeHns MCU TpeTbum
Nvuam 6e3 cornacua y4acTHuKa.

KoHpUAeHUMAaNbHOCTb MOXKET ObITb OTBEPrHYTa YYAaCTHUKOM C LLe/Iblo 06CyKaeHUA U
B3aMMOMOMOLLM, NPU BbINOJHEHMW PabOT B 3aKOHOAATENbHO peryanpyemon obnactm
WAN C LUeNblo Npu3HaHusA. B 60NbLUMHCTBE C/lyYaeB pe3yibTaTbl MPOBEPKM KavecTBa
MOTryT ObITb NPeAOCTaBNEHbI COOTBETCTBYIOWEMY OPraHy CaMMMK Y4aCTHUKaMM.

3. B uckaoumMTenbHbIX cayyanx, Koraa opuumanbHblit opraH TpebyeT oT npoBanaepa
MCW npegoctaBieHns emy pesyibTaToB NPOBEPKM KAauecTBa, YYaCTHUKMU A0KHbI ObITb
yBeZLomMAeHbl 06 3TOM MUCbMEHHO.

20

[elictBua B cnyyae
yTepu uam
nospexaeHua OMNK
npu
TPAHCMOPTMPOBKE
3aKa3umKy

Mpun 06HapyKeHUN HeCOOTBETCTBMA NOCTaBAeHHbIX OMNK npunaraeMbim OKYMEHTaM, a
Takxke nospexaeHna OMK, genatowmx Mx HeNPUrogHbIMKU AR UCCAeA0BAHUA, KOMMC-
cu1A 3aKasymKa CoCTaBaAET U NognucbiBaeT AKT HecooTBeTcTBUA (popma AkTa (obpa-
3el) npeacTaB/ieHa Ha caite lMNposaliaepa MCU) n yBegomnset 06 stom MNpoBsaiiaepa B
TeyeHue 5-Tn paboumnx gHel ¢ MOMeHTa noayyeHus. MpoBaiaep paccmaTpmBaeT AKT
HECOOTBETCTBMSA U B C/ly4ae ero 060CHOBaHHOCTM MOBTOPHO HaMNpPaBAseT 3aKa3unKy
OMK ¢ MHCTpYKLMEN NOo BbINOJAHEHUIO ncciesoaHunin OMMK.
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