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Mporpamma

NpPoBepKM1 KauecTBa UCCIeA0BaHNIT OHKOMapPKepoB CbIBOPOTKU KPOBM YenoBeKa (pasgenbl

«OHKOoMapKepbl», «OHKomapKepbl CA 125 n o6wuii MCA») nocpeacTtBom mexnabopaTopHbIX CAUYEHMIA

1 MNpoBanaep
MeK1abopaTopHbIX Accoumauma cneLnanncTtos HEKOMMepPYECKoe NapTHepPCTBO «LLeHTp BHellHero
CANYUTENbHbIX KOHTPOS KayecTBa KAMHMYECKUX nabopaTopHbIX nccneaosaHuiny (ACHM «LBKK»).
ucnbiTaHuii (MCHU)
2 KoopanHatop babkeeBa 31MHa PMHaATOBHa.
pasgena MCU
3 Agpec n TenedoH 109316, r. MocKkBa, Boarorpagckuit npocnekT, a. 17, ctp. 1. ACHM «LBKK», nom.
KoopAamHaTtopa 2/1, Ten. (495) 225-50-31.
4 KpuTtepumn Bbibopa Hanunume KoHTpaKkTa/morosopa ¢ ydactHMkom MCW Ha oKasaHue ycayr no BHellHen
y4acTHMKos MCH OLLeHKEe KayecTBa BbINOJHAEMbIX UM UCCNe0BaHMA NyTEM MeKNabopaTOPHbIX
CANYUTENBHBIX UCMbITaHui B Cucteme MCU «PCBOK-2026».
n/n | KatanoxHolii Homep HanmeHoBaHume nporpammbl MCU
1 01-14 OHKOMapKepbl
2 01-15 OHKomapkepbl CA 125 n obwmin NCA
5 Konunyectso, Tnn KaTanoxHolii Homep 01-14, pasaen «OHKomapKepbi»: 320;
npegnonaraembix KaTanoxHolii Homep 01-15, pasaen «OHKomapkepbl CA 125 n o6wuin NCA»: 440;
Y4YaCTHUKOB KNMHWUKO-AMarHoctTMyeckmne nabopatopumu.
6 Nccnepyemblit CbIBOPOTKa KPOBM YenoBeEKa.
maTtepwman
7 N3mepaemble KoHLeHTpaLmMm KOMNOHEHTOB CbIBOPOTKU KPOBM YeNOBEKaA:
noKasarenm Kar. Homep 01-14, pasgen «OHKomapKepbi»: CA 15-3, CA 19-9, CA 72-4, CA 125,
KanbunToHuH, MCA obwmin, NCA cBoboaHbIN, NPoNakTuH, PIA, TupeornobynuH, a-
detonpoTtenH, depputuH, B-Xr'Y obwmin, CYFRA 21-1;
Kat. Homep 01-15, pa3gen «OHKomapKepbl CA 125 u o6wmin MCA»: CA 125, NCA
obwun.
8 | OnucaHune obpasuya CTabunnsmpoBaHHble CbIBOPOTKM KPOBU YenoBeKa, TMOOUNN3NPOBAHHBIE BO
ANA NPOBEPKU dNlaKoHaxX C repMeTUYHO 3aBMHYMBAIOLLENCA KPbILLKOM U pe3nHOBOM NpobKon.
KayecTBa O6bem OTK B KoHeyHol popme 2 M (KaTanoKHbiii Homep 01-14), 1 mn
nccnegosanuit (OMK) | (KatanoxHbit Homep 01-15).
CeeaeHus o cTabuabHOCTU U ogHopoaHocTu OIK:
KoadpopumumneHT mexdnakoHHoM Bapnauum < 1,5%.
CtabunbHOCTb KOMMNOHEHTOB B BoccTaHoBAeHHOM OIMK npu 8°C: KanbUUTOHUHA,
TMpeornobynmHa — 8 4YacoB, OCTaNbHbIX NOKa3aTenel - 3 AHs.
9 | TpeboBaHua K Mpn XxpaHeHUM B yMNaKoBKe npoussBoguTena — He 6onee 36 mecAues npu
XpaHeHuto OMNK Temnepatype 2 - 8°C n He 6onee 30-TM CyTOK Npu TemnepaType He 6onee 35°C.
Mocne nepeBoaa B KOHeYHy dopmy (pacTBopeHus piakoHa) — He bonee 3-x AHeN
npu Temnepatype 2 - 8°C u He 6onee 8 yacos npu Temnepatype 25°C. UcknoueHue:
Ka/NIbUMTOHUH U TUPEOFNOOYINH [A0/XKHbI BbITb MCCIef0BaHbI B A@Hb PACTBOPEHMA
nmodunmsara.
Cpok rogHoctn OMK — oo 03.2029 .
10 | TpeboBaHMA K Karkaoomy yyacTHUKY 6yaeT npegoctasneHo no asa OlMK B KaxKAom U3 Tpex LIUK/I0B.
pacnpeaeneHuto OMK.
11 Mepbl npepocTo- 1. OMNK paccblnatotca B 1abopatopum 6e3 ykasaHus Lenesblx (MpunucaHHbIx)

POKHOCTW MO
NpesoTBPALLEHNIO
CroBopa Mexay
YyYacTHUKaMu uau
danbcudmkaumum
pesynbTaToB

3HaYeHMUI uccnegyemoro nokasartens.

2. ONK nocrasnstoTcsa B nabopaTopun B 3aluMPppoBaHHOM BUAE.

3. TpeboBaHMe Ko Bcem K1 npeacTaBnaTb pesyabTaTbl UCCAELOBAHNUM K
KOHKPEeTHOM Ha3Ha4yeHHoM aaTe.

4. KoHounaeHumanbHocTb noctynatowmx 8 ACHIM «LIBKK» pe3ynbTaToB 1 oTCyTCTBUE
[0CTyna K pe3yabTaTtam Apyrux nabopaTopuid.
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12 Yto 1. Mporpamma MCU.
npeaocrasnaneTca 2. OMK v MHCTPYKUMA MO BbINONHEHUIO UX UCCNe0BaHUA.
y4yacTHMKam MCH 3. BO3MOXKHOCTb BBOAAQ W OMpaBKU pe3ynbtatoB mccnegosaHua OMNK B anyHom

KabWHeTe MHTePHEeT-NopTana Uan ¢ UICNONb30BaHNEM BymarKHOro BaaHKa.

4. OT4eTbl (MPOMEXKYTOUYHbIE M UTOTOBbIE) MO NPOBEPKE KauyecTBa MCCAefO0BaHUM
nabopatopum, BKAOYAOLLME KOMMEHTapPUKN U Tabanubl.

5. CBnaeTtenbcTso pernctpaumm, Cemaerenncrtso/CeeaeHna o6 yyactum 8 MCH.

13 Mpoueaypbl Ana MNpoBepKa ofgHOPOAHOCTM U cTabuabHocT - B cooTBeTcTBUM ¢ TOCT P 50779.60-
ncnbiTaHuit (metoapl | 2017 «CtaTUcTUdeckne meToapl. [puUMeHeHWe npu npoBepKe KBanudbuKauum
N3MepeHni) nocpeacTBOM MeXK1abopaTOPHbIX UCMbITAHUIAY.
npoBepKn
04HOPOAHOCTU U
cTabunbHoctn ONMK

14 TpeboBaHua K Mogrotoska OlK K u3mepeHMam p[OMKHA MNPOM3BOAUTBCA B COOTBETCTBUM C
noarotoske OlK K MHCTPYKLUMEN MO BbINOAHEHUo nccnegosaHunii OMNK.
n3mepeHmam

15 MeToamku YyacTHUKM aomxHbl nccnegosatb ONMK Kak o0bblvHble Npobbl NAaUUMEHTOB, Mo TON e
n3mepeHun MeTOAMKe, B TeX e aHANUTUYECKUX CEPUAX U B TEX XKE YCNOBUAX.

16 dopma oTyeTHOCTH YyacTHUMKM npepocTasnaoT poBangepy MNPOTOKON pe3ynbTaToB M3MEPEHUR B
YyYacCTHUKOB dopme, onpenenieHHOM B JIMYHOM KabUHeTe UHTepHeT-nopTasa Manm BymarkHbim

6naHKOM BBOAA M OTMNPABKKU pe3ynbTatoB uccnesoBaHus OMNK B cooTBeTcTBMM C
WMHCTpYKUMen no npumeHeHuto OlK.

17 Kputepumn oueHkm KayecTBO pe3ynbTaToB M3MEPEHUI, NOMYYEHHbIX NabopaTopmMAMM, OLLEHMBAIOT MO
KayecTsa noKasaTensm: NPaBUIbHOCTb M MOBTOPAEMOCTb (MO COBOKYMHOCTW pPe3y/ibTaToB
U3MepeHU, MeTOL, | YYacTHMKOB B MapameTp-crneumobuyeckux rpynnax). OueHKa nposoguTca B rpynne
CTAaTUCTUYECKOrO pe3ynbTaTtoB, COracHO npasuaam, yctaHosneHHbim B [OCT P 50779.60-2017
aHanusa «Cratuctnyeckne  metogbl. pumeHeHMe nNpu  NPOBEPKE  KBaauduKaumm

NnocpeACcTBOM MeX1abopaToOpPHbIX UCTbITaHNIA»

18 MpouncxoxaeHne Lenesble (npunucaHHblie) 3HayeHUAa YycCTaHaBAMBaloTcs B npouecce MCU Kak
N3MepeHui cpefHee apndmeTuyeckoe (reomeTpuueckoe) 3HayeHue pe3ynbTaTos
Lenesbix nccneposaHuna ONMK, nonyyYeHHbIX rPynnoi Y4aCTHUKOB, MCMO/Ib30BABLUMX OOHY U Ty
(npunucaHHbIX) K€ aHaNUTUYECKYIO CUCTEMY, UM B OObeAUHEHHOW OAHOPOAHON COBOKYMHOCTM
3HauyeHui OMNK. pe3ynbTaToOB HECKOJIbKMX Trpynn nabopaTopuii, MCNOAb30BABLUMX POACTBEHHbIE
MeTponorunyeckas MEeTOAMKMU.
npocnexKmBaemoctb. | CBegeHUA OT npou3BoauTeNneir KannbpatopoB O HaNMUYMM  METPOSOTMYECKOM
HeonpeneneHHOCTb | NPOCNEKMBAEMOCTM UX aTTECTOBAHHbIX 3HAYEHWUI NPUHUMAIOTCA BO BHMMAHWE Npwu

oTbope pe3ynbTaTos, MOJYYEHHbIX C WUCNO/Ib30BAaHMEM Ka/NMBPATOPOB C TaKMMMU
aTTeCTOBaHHbIMU 3HAYEHUAMM, B COOTBETCTBYIOLLME rpynnbl CPAaBHEHUA.
HeonpegeneHHOCTb cpeAHero XapakTepusyeTcA OTHOCUTENbHbIM CTaHAAPTHbIM
OTK/IOHEHWEeM pacnpegeneHua pesynbraTosB yyacTHukos MCU u BbluncnaeTca no
cnegyowmm GopmMmynam: CTaHAAPTHAA HeonpeaeneHHOCTb M = 1,25%.
n
19 CreneHb rnacHoOCTH Ona yvactHnkos MCU cobatogaetca NpuUHUMN KOHPUAEHLMANBbHOCTH:

3aKN0YEeHUM
pe3ynbtatos MCHU

1. Kaxxgomy yyacTHMKY MCW npucBamBaeTcs KOAOBbIA HOMEP, KOTOPbIA U3BECTeH
ToNbKO coTpyaHukam ACHI «LUBKK» 1 camomy y4acTHUKY.

2. MpoBanaep obssyerca He NnepeaaBaTb Pe3y/ibTaTbl U 3aKAOUYEHUA ydacTma B MCU
TPEeTbMM NnLam 6e3 cornacus y4acTHuKa.

KoHpUuaeHUManbHOCTb MOXKET BbITb OTBEPrHYTa Y4aCTHUKOM C LieNblo 06CyKaeHMA
M B3aMMOMOMOLUM, MPU BbINOJHEHUM PAbOT B 3aKOHOZATENBLHO pPeryanpyemon
061acTM UK ¢ uenbto NpU3HaHuA. B 6onblIMHCTBE CyYaeB pe3ynbTaTbl NPOBEPKU
KayecTBa  MOryT ObiTb NpPenoCTaB/eHbl COOTBETCTBYIOLWLEMY OpraHy CamuMmmu
YYaCTHUKaMU.

3. B McKAtOUMTENbHBIX CAyYasnx, Koraa oduumanbHbli opraH TpebyeT oT npoBangepa
MCW npepoctaBneHna emy pesysibTaToOB NPOBEPKM KavyecTBa, YYACTHUKU OOKHbI
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6bITb yBegoOMNEHDbI 06 3TOM NUCbMEHHO.

20

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

Mpn  ob6Hapy)KeHMW HEeCcoOTBETCTBMA  NocCTaBfeHHbix OMNK  npunaraembim
OOKYMEHTaMm, a Takxe nospexgeHus OMK, genatowux MX HEnpuUrogHbiIMM gns
UccnefoBaHUsA, KOMWMCCMSE  3aKa3uMKa COCTaBasieT W NoAnucbiBaeT  AKT
HEeCOOTBETCTBUSA M yBegomaAeT ob atom lMNpoBailiaepa B TeyeHMe 5-Tn pabounx gHewn
C MOMeHTa nonyyeHus. MpoBaligep paccmatpuaeT AKT HecooTBeTcTBUs (popma
AKkta (obpasen) npeactaBneHa Ha caite [posaigepa MCU) m B cnyyae ero
0b60CHOBAaHHOCTM MNOBTOPHO HanpaBAseT 3aKasuuMky OlK ¢ WHCTpyKuMel no
BbINO/IHEHUIO UccneaosaHuit OTK.
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