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Mporpamma

NpoBepKu KauecTBa UccaeA0BaHUi No onpeaeneHuto cybnonynsauMoHHOro coctaBa
nmmooumnToB nepudepuyeckoin KPoOBU MeTO40M NPOTOYHOU LUTODNYOPUMETPUN

nocpeacTBOM MeXK1abopaTopHbIX CINUEHUN

1 Mposaiaep Accoumauma cneunanncTtoB HEKOMMepPYECKoe NapTHepPCTBO «LLeHTp BHelwwHero
MeK/1abopaTopHbIX KOHTPO/IA KauecTBa KAMHUYECKMUX nabopaTopHbix uccneaosaHuin» (ACHM «LUBKK»).
CNNYUTENBHbIX
ucnbiTaHnii (MCH)

2 KoopanHatop LLnpokos Banepuit HuKonaesmu.
pasgena MCU

3 Appec n TenedoH 129090, r. Mocksa, nn. Manaa CyxapeBcKas, 4. 3, ctp. 2, ACHIM «LLBKK», KomH. 32,
KoopauHaTopa Ten. (495) 225-50-31.

4 KpuTepumn Bbibopa Hanunune KoHTpakTa/morosopa ¢ y4acTHMKOM MCU Ha oKasaHme yCIyr o BHeLWHeN
yyactHukos MCU OLLEHKE KayecTBa BbINOJIHAEMbIX UM UCCeA0BaHUIM NMyTeM MeX1abopaTopHbIX

CANYUTENBHDIX UCMbITaHW MCU « DCBOK-2024»
n/n | KatanosHblh Homep HanmeHoBaHue nporpammbl MCU
1 03-16 MpoToyHan untodayopumeTpus

5 KonnyectBo, TMN 150, KAMHMKO-ANArHocTuyeckme naboparopumu.
npeanonaraembix
y4acTtHmkos MCH

6 Nccnepyemblit KpoBb (MMUTAHT KPOBM YenoBeKa).
martepuan

7 N3mepaemble KOHUEeHTpaLMM KOMNOHEHTOB KPOBW Ye10BEKA: OTHOCUTENIbHOE U abcontoTHoe
nokasartenu copepaHue T u B-numdountos, T-xennepos, T-UUTOTOKCUYECKUX CYNPECCOPOB,

HaTypasibHbIX KUNNEPOB.

8 OnucaHue obpasua Munakuii obpasel, cTabMan3MpoBaHHbIX YHENOBEYECKMX IPUTPOLUTOB U IEMKOLUTOB
ONA NPOBEPKMU yesloBeKa C HanumMem KneToyHbiXx mapkepos CD3, CD4, CDS, CD16, CD19, CD56.
KauecTBa O6pasubl pachacoBaHbl BO paaKoHbI (MPOBUPKM) C AMaMETPOM FOP/IbILLKA,
nccnegosanuii (OMNK) | yaobHbim gns 3abopa npobbl aBTomaTuyeckon nuneTkon. 06bem ONK — 1 ma.

CeeaeHus o ctabunbHoCcTM M ogHopogHocTy ONMK:
KoaddnumneHT mexkdnakoHHoM Baprauum < 5%.
CTabunbHOCTb KOMNOHEHTOB BO BCKpbITom OMK npw 2 - 8°C 3 axA.

9 TpeboBaHuA K CpoK rogHoctn — He bonee 5 mecaues npu Temnepatype 2 - 8°C co AHA MNOCTaBKM.

XxpaHeHuto OMNK TpaHcnoptnposka OlK npousBogutca ¢ cobatogeHnem X0/i1040BOM Uenu, B
TEPMOKOHTEMHEPAX KYPbEPCKON MOYTOM B MPUCYTCTBUM ABYX X1aL03/1EMEHTOB,
oxnaxkaeHHbix ao 4°C. Jonyckaetca xpaHeHue OlK B TeyeHue 3 gHel nocne
BCKPbITMA Npu TemnepaTtype 2 - 8°C.

10 TpeboBaHua K Kaxkaomy ydacTHUKY byaeT npeaoctasneHo no ogHomy OMNK B ogHOM LuKne.
pacnpeaeneHuo
OTMK.

11 Mepsbl npegocTo- 1. OMNK paccblnatoTca B labopatopumm 6e3 ykasaHus LuenesblX (MpunucaHHbIX)

POXKHOCTM NO
npesoTBPaLLEHMIO
CroBopa mexay
YYaCTHUKaMM MK
danbcndmkaumm
pe3ynbTaToB

3HAYEHUI M3MepAeMbIX NOKasaTene.

2. ONK noctasnstoTcsa B nabopaTopun B 3alMPPOBaHHOM BUAE.

3. TpeboBaHuMe Ko Bcem K[J1 npeactaBnATb pe3yibTaTbl UCCEA0BAHUN K
KOHKpPETHOM Ha3Ha4YeHHOW aaTe.

4. KoHpuaeHumanbHoCTb noctynatowmx B ACHIM «LIBKK» pe3ynbTaToB 1 OTCyTCTBUE
[0CTyna K oueHKam gpyrux nabopatopui.
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12 Yto npepocrasnsaetca | 1. Mporpamma MCH.
y4yacTHMKam MCH 2. ONK 1 MHCTPYKLMA NO BbINOJHEHUIO UX UCCAen0BaHUA.

3. BO3MOXKHOCTb BBOZA M OTNpaBKu pe3ynbTatos uccnegosaHma OlK 8 anyHom
KabuHeTe MHTepPHEeT-NopTana Uan ¢ UCNoAb3oBaHMEM BymakHOro 6aaHKa.

4. OT4eTbl (NPOMENKYTOUHbIE M UTOTOBbIE) MO NPOBEPKE KayecTBa MCCAeL0BaHUM
nabopatopuu, BKAKOYAOLWME KOMMEHTapPUN U Tabanubl.

5. CBMAETeNbCTBO 0 pernctpaunn, Cenaetenscrso/CeeneHunsa 06 yuactum 8 MCU.

13 Mpoueaypsb! AnA Mpoueaypbl NPOBEPKM OLHOPOLHOCTU U CTaBUABHOCTU, ONUCAHHbIE B
ucnbiTaHuit (metoabl | FTOCT P 50779.60-2017 «CTtaTucTUyeckme meTtogbl. [pumeHeHne npu nposepke
nU3MepeHui) KBa/IMdMKaLUM NOCPEACTBOM MEKIAO0PaATOPHbIX UCMbITAHUN Y.
npoBEpKn
04HOPOAHOCTU U
ctabunoHoctn ONMK

14 TpeboBaHua K Moparotoska OlK K namepeHnam 40/1KHA NPOU3BOANTLCA B COOTBETCTBUMN C
noarotoske OlK K WHCTPYKLUMEN MO BbINOAHEHUIO nccnegosaHuii OMK.
n3mepeHmam

15 MeTtoamku YuyacTHUKM aonxHbl uccnegosatb ONMK Kak 06bl4HbIe NPo6bl NALMEHTOB, MO TOM XKe
n3mepeHun MeTOAMKe, B TEX e aHAIMTUYECKNX CEPUAX U B TEX }KE YCNOBUAX.

16 dopma oTyeTHOCTH YyacTHUKM npegocTaBaAtoT MpoBangepy NPOTOKON pe3ybTaToB U3MEPEHUI B
YYacCTHUKOB dopme, onpeaeneHHOM B AMYHOM KabuHeTe MHTepHET-NopTana Uan BymarkHbim

61aHKOM BBOAA W OTNpPaBKM pe3yabTaToB nccnesosanHma ONK, B cOOTBETCTBUM C
WMHCTPYKUMel no npumeHeHuto OMK.

17 Kputepumn oueHku Pe3ynbTaTbl onpeaeneHma oTHOCUTENbHOTO M abCoNOTHOMO coaeprkaHma T u B-
KauyecTBa nsmepeHui, | ammdoumnTos, T-xennepos, T-LUTOTOKCUYECKMX CYNPECCOPOB, HaTypanbHbIX
meToz, Knnnepos B OlK npusHatoTca yA0BAETBOPUTENbHBIMW, €C/I OHN HAXOAATCA B
CTaTUCTUYECKOro npeaenax Aonycka Ana NOrpewHoCcT e4UHUYHOIo U3MepeHus, PacCUMTaHHOMO Ha
aHanusa OCHOBAHWUM AaHHbIX, NONYYEHHbIX BO BCeX NabopaTopumax. OueHKa NnpoBoguTca

COornacHo npasmnam ycraHosneHHbim B FOCT P 50779.60-2017 «CraTuctmyeckune
MmeToabl. lMprmeHeHMe Npu NpoBepKe KBanndmKaLmm nocpescTsom
MeKN1abopaToPHbIX UCMbITaHUIAY.

18 MNpoucxoxaeHune LleneBble (npMnncaHHble) 3Ha4YeHMA ycTaHaBAMBatoTcsA B npouecce MCU Kak
U3MepeHUi LeneBbix | cpegHee apuomeTnyeckoe (reomeTpuyeckoe) 3HaYeHne pesybTaToB
(npmnuncaHHbIX) nccneposaHua OfK, nony4yeHHbIX BCEMWU YyHaCTHUKaMU pasgena.
3HaveHu ONK. MeTponornyeckas NpPocNeKMBaeMoCTb B JAHHOM BUAE UCMbITAHUA HE MPUMEHMMA.
MeTponorunyeckas HeonpeaeneHHOCTb cpeaHero xapakTepmsyeTca OTHOCUTENbHbIM CTaHAAPTHbIM
NPOC/NEXMBAEMOCTb. | OTK/IOHEHMEM pacnpegeneHusa pesynbTatos y4actHMkos MCU 1 BbluncnaeTca no
HeonpegeneHHoOCTb. S

cnepyowmm popmynam: CTaHAAPTHAA HeONPeaeNeHHOCTb M = —=, PaCLUIMPEHHasn
Jn
HeonpeaeNneHHoCTb: U =1, , L rae ty,— Kputepunin CTblogeHTa € Yncaom
N
cTeneHein ceoboabl f = n — 1 n ypoBHem 3Hauumoctn « = 0,05.
19 CreneHb rnacHoCcTH [ns yyactHMkoB MCU cobatogaeTtcs NpuUHLMN KOHPUAEHLMANBHOCTH:

pe3ynbTaToB U
3aKknueHnin MCHU

1. Kaxkgomy yyactHMky MCU npucBamMBaeTca KOA4OBbIN HOMEP, KOTOPbIM M3BECTEH
TONIbKO coTpyaHuKam ACHIM «LUBKK» n camomy y4acTHUKYy.

2. MpoBangep obasyeTcs He NnepeaasBaTb pe3y/bTaTbl U 3aKntodeHns MCU TpeTbum
Nvuam 6e3 cornacua y4acTHuKa.

KoHpUaeHUMaNnbHOCTb MOXKET HbITb OTBEPrHYTa YYaCTHUKOM C LLe/Ibto 0bCyKaeHUs
M B3aMMOMOMOLLM, NP BbINOJHEHUMN PAabOT B 3aKOHOAATENIbHO PEryanpyemoli
061aCcTV UK € Lenbto NPU3HaHUA. B 60nblUMHCTBE CiyYaeB pe3y/bTaTbl NPOBEPKU
KayecTBa MoOryT OblTb NpeAoCTaB/eHbl COOTBETCTBYOLLEMY OpPraHy CaMUmM
YYaCTHMUKaMM.

3. B uckAoumMTenbHbIX cayyanx, Koraa oduumanbHblil opraH TpebyeT oT npoBanaepa
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MCU npepocTaBaeHuns eMy pe3yibTaToB NPOBEPKMN KauecTBa, YY4aCTHUKM SO/KHbI
6bITb YBEAOMNEHBI 06 3TOM NMUCbMEHHO.

20

[JevictBua B cnyyae
yTepu unm
nospexaeHuna OMNK
npu
TPAHCNOPTMPOBKE
3aKa3umKy

Mpu 06HapyKeHUN HECOOTBETCTBUSA NocTaBeHHbIx OMNK npunaraembim
OOKYMeHTaM, a TakKe nospexgeHua OMNK, genatowmx nx HeENpUrogHbiMm ans
nccnefoBaHUA, KOMUCCUA 3aKasuMKa COCTaBAAET U NOANUCbIBAET AKT
HECOOTBETCTBMA N yBegomaseT 06 aTom lMNposaiaepa B TedyeHne 5-Tm pabounx gHen
C MOMeHTa nosiyyeHus. Mposaiigep paccmaTtpuBaeT AKT HecooTBeTcTBUs (dopma
AkKTa (0bpaseu) npeacraBneHa Ha cante Mpoeangepa MCU) u B cnyyae ero
060CHOBAHHOCTM NOBTOPHO HanpasAaseT 3aka3umky OlMK ¢ MHCTpyKumen no
BbINOJIHEHUIO UccneaoBaHuin OMK.
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