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Mporpamma

NPOBEPKMU KauecTBa UCcnef0BaHUA MO BbiABAEHUIO MapKepoB BUY-uHbeKuun

nocpeAcTBOM MeXK1abopaTopHbIX CANYEHU

1 Mposaiiaep Accoumauma cneunansncTtos HeKOMMepYecKkoe napTHepcTBO «LleHTp BHelHero
MeKNabopaTopHbIX KOHTPONA KayecTBa KAMHUYECKUX NabopaTopHbix wuccnegosaHuin»  (ACHIM
CINYUTENbHBIX UCMbITaHni | « UBKK»).

(MCH)

2 KMO(?;AMHaTOp pasAena K.m.H. CanyHoBa MpuHa OmuTpmnesHa.

3 Agpec u TenedoH 109316, r. MockBa, Bonrorpaackuii npocnekrt, a. 17, ctp. 1, ACHIM «LBKK»,
KoopAnHaTopa nometuleHue Ne 6, Ten. (495) 225-50-31.

4 KpuTepuun Bbibopa Hanunune KoHTpakta/morosopa ¢ yyactTHMkom MCW Ha oKasaHue ycayr no
y4yacTHukos MCU BHEWHEA OLEHKe KauyecTBa BbIMNOAHAEMbIX WM  WUCCAeA0BaHUN  nyTem

MeK/1abopaTopPHbIX CANYUTENBbHBIX UCMbITaHMI B Cucteme MCU « PCBOK-2025».
| 06-12 | BoiasnexHne BUY-nHdpekumnm

5 Konuuectso, Tvn 80, KNMHUKO-AMArHocTM4eckme nabopatopum.
npeanonaraemblix
y4yacTtHukos MCU

6 Uccnepyemblt matepuan | CblBOPOTKa KPOBM YeNOBEKA.

7 N3mepaemble noKasatenn | Haanume mapkepos BUY-uHpekuum (aHTutena kK BUY-1 n BUY-2, aHTureH p24,

6enkn obonouku HIV).

8 OnucaHue obpasua ana Munakue nHakTMBUPOBAHHbIE 06Pa3LLbl CbIBOPOTKM KPOBU YesoBeKa BO ¢p1akoHax
NpoBepKM KayecTsa C 3aBMHYMBAIOLLENCA KPbILIKOM.
nccnegosanuin (OMNK) O6bem OMNK 1 mn.

CBeaeHus o ctabunbHocTM M ogHopogHocTy ONMK:

KoaddunumneHT mekdnakoHHoM Bapraumum: < 5%.

CTabunbHOCTb KOMMOHEHTOB MOCAE BCKPbITUA daakoHa npu Temnepatype 17—
27°C 24 yaca, npu Temnepatype 2 — 8°C He 6onee 72 yacos (3 cyToK).

9 TpeboBaHuA K xpaHeHWto | MpM XpaHEHMM B YMNaKOBKe npousBoauTens — He 6onee 24 mecAues npwu
OnK Temnepatype 2 - 8°C.

Mocne BcKkpbiTMA dnakoHa — He 6onee 24 uyacos npu Temnepatype 25°C u He
6onee 72 yacos npu Temneparype 2 — 8°C.

[JonycKaeTca ynakoBKa 1 TpaHcnopTMpoBKa ONMK npu TemnepaTtype oKpyrKatoLLemn
cpeapl.

Cpok rogHocTtu OMNMK — o 10.2026.

10 |TpeboBaHuA K Kaxkaomy yyacTHUKY byaeT npeaoctasneHo no socemb OMK B Kaxaom U3 aByx
pacnpegenexunto OMNK LMKNOB.

11 |Mepbl 1. ONK paccbinatotcs B nabopatopum 6e3 ykasaHus LeneBbiX (MPUMNUCaAHHbIX)
NpeaoCTOPOXKHOCTA MO 3HAYEHMIA UM3MepAEeMbIX OKasaTenem WM XapaKTepPUCTUK UCCAeayeMOro
npeaoTBpaLLeHno nokKasarens.

CroBopa mexay
YUYaCTHUKaMM UAn
danbcnudmKaumm
pesy/nbTaToB

2. ONK noctasnstoTcsa B nabopaTopun B 3alMPpPoOBaHHOM BUAE.

3. TpeboBaHue Ko Bcem KAOJ1 npeactaBnsTb pesynbTaTbl UCCAEAOBaHUN K
KOHKPETHOM Ha3HayeHHOoW JarTe.

4. KoHduaeHumanbHocTb nocTtynatowmx B8 ACHN
OTCYTCTBME AOCTYMa K OLLeHKamM Apyrux nabopatopuit.

«UBKK» pesynbtatos u
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12 |YTto npepocrasnsetca 1. Mporpamma MCU.
yyacTHMKam MCH 2. ONMK " MHCTPYKLUMA NO BbIMOJIHEHUIO UX MUCCAEA0BaAHUA.

3. BO3MOXXHOCTb BBOAA U OTNPABKU pe3ynbtaToB uccnegosanma OlNK B aMyHOM
KabuHeTe MHTepPHET-NopTana Uan ¢ UCNoAb3oBaHMEM BymaxkHOro 6aaHKa.

4. OtyeTbl (NPOMEXKYTOUHbIE M UTOTOBbIE) NO MPOBEPKE KayecTBa UcCcaefoBaHUIA
nabopatopuu, BKAKOYAOLWME KOMMEHTapPUN U Tabanubl.

5. CBMAETeNnbCTBO 0 pernctpaunn, Cenaetenscrso/CeeaeHnsa 06 yuactum 8 MCU.

13 |Mpoueaypbl gna Mpoueaypbl NPOBEPKM OAHOPOAHOCTU M CcTabuabHOCTM, onuncaHHble B TOCT P
NCNbITaHUM (MeToabl 50779.60-2017 «Cratuctuyeckme metogbl. [llpumeHeHWe npu  NpoBepKe
NU3MepeHuit) NPOBEPKM KBaNNPUKaLMM NOCPEACTBOM MeXKAaboPaTOPHbIX UCTbITAHUI».

OAHOPOAHOCTU U

cTabunbHoctn ONMK

14 |TpeboBaHua K noarotoBke| MoarotoBka OMNK K M3mMepeHUAM [O0/KHA MPOU3BOAUTLCA B COOTBETCTBUM C
OMMK K uamepeHmam WMHCTPYKLMEN No BbINOSIHEHUIO nccnegosaHmii OMNK.

15 | MeToauku namepeHma YyacTHUKM AonHbl uccnegosatb OMNK Kak obblyHble Npobbl NALWEHTOB, MO TOW

e MeToAMKe, B TeX YKe aHaNUTUUYECKUX CEpPUAX U B TEX e YCI0BUAX.

16 |dopma oT4eTHOCTH YyacTHMKM npepocTasnatoT lMpoBaiigepy NPOTOKOA Pe3ynbTaTOB U3MEPEHUI B

YYaCTHUKOB dopme, onpeaeneHHoM B IMYHOM KabuHeTe MHTepPHET-NopTana UaM ByMasKHbIM
61aHKOM BBOAA M OTNPABKM pe3ynbTaToB uccnegosaHma OMK, B cooTBeTcTBUM C
WMHCTPYKUMel no npumeHeHuto OMMK.

17 |Kputepuu oLeHKH KauyecTBO pes3ynbTaToOB M3MEPEHWI, NOMYYEHHbIX NabopaTopuAMM, OLLEHMBAIOT
KayecTBa UccneaoBaHWi, | MO NOKAs3aTensam: YyBCTBUTE/IbHOCTb, CneunduUyHOCTb, BOCNPOU3BOAMMOCTb (N0
MeTOoJ, CTaTUCTUYECKOro COBOKYMHOCTW pPe3y/abTaTOB YYaCTHMKOB B NapameTp-cneunduyeckux rpynnax).
aHanmsa OueHKa npoBoAUTCA B rpynne pe3y/bTaToB, COrMACHO NPaBuIam yCTaHOBAEHHbIM

B 'OCT P 50779.60-2017 «Cratuctnyeckue metogbl. [IpumeHeHne npun npoBepKe
KBannMdMKaLMmM NocpeacTBOM MexKNabopaToOpPHbIX UCTbITAHUNY.

18 |[MpowucxoxaeHue Llenesble (npunucaHHble 3HauyeHWA) ycTaHasBauBatoTca B npouecce MCU u Ha
N3MepPEHUI LeneBbIx OCHOBAHWK aTTeCTaLNOHHbIX AaHHbIX:

(npunuMcaHHbIX) 3HaYeHN | KoanyecTBeHHbIM nogpasaen. CpegHee apudmeTmyeckoe 3HaYeHue pesynbTaToB

OnkK B rpynne He MeHee BOCbMM Y4YaCTHUMKOB, WCNO/Ib30BABLUMX OAHY W Ty e

MeTponoruyeckas MeTOAMKY WM3MepeHui. Ecnn B TaKol rpynne meHee BOCbMW YYaCTHUKOB —

NpocnexmnBaemocTb. cpefHee 3HayYeHWe Bcex pe3y/bTaTos.

HeonpeaeneHHoCTb KayecTBeHHbIN noapasaen. B kKayecTse NpaBUAbHbBIX MPUHUMAIOTCA 3aKAH0YEHUA
6onee 2/3 y4acCTHUKOB, UCMNONb30BABLUNX OAHY U Ty e METOAMKY U3MepeHui,
€C/IM TaKMX YYaCTHUKOB He MeHee BOCbMU. ECAM HW OAHO M3 3aKNOYEHUI He
NoJly4eHO YKa3aHHbIM 60bIMHCTBOM labopaTopuii, 4ONYCTUMbBIMWU MPU3HAOTCA
BCE KaTeropuu 3akaw4yeHuin (—, *, +), AMBO 3HAYeHWUs, MONYYEHHble NpU
atrectaumm. MeTponorMyeckaa nNpoc/iexXmBaeMocTb B JaHHOM BUAE UCMbITaHWUM
He NpumeHMMa. HeonpeaeneHHOCTb cpeaHero XxapakTepusyeTca OTHOCUTE/IbHbIM
CTaHOAPTHbLIM OTK/IOHEHWEM pacnpeeneHnsa pesybTaToB y4aCTHUKOB.

19 |CreneHb rnacHocTH Ona yvactHnkoB MCU cobntogaetca NpUHLNN KOHPUAEHLMANBHOCTH:

pe3ynbTaToB U
3aKknouyeHnnt MCHU

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

2. MNpoeangep obasyeTca He nepenasBaTb pPe3y/bTaTbl YH4ACTUA U 3aKNHOYEHUA
MCH TpeTbum nuuam 6e3 cornacmsa y4acTHUKa.

KoHOUAEHUMANbHOCTb  MOXKeT OblTb  OTBEPrHYTa YYaCTHUKOM C  LLe/Iblo
06CyKAEHNA U B3aMMOMOMOLLM, MPU BbINOJHEHMM PabOT B 3aKOHOAATENbHO
perynmpyemoit obnactu MAM C uenbto NpusHaHuA. B 6onbwmHcTBe cnyyaes
pe3ynbTaTbl NPOBEPKM KauecTBa MOryT ObiTb NpeaoCcTaBAeHbl COOTBETCTBYOLWEMY
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opraHy CammmM y4acCTHUKaMMU.

3. B WCKNIOUYUTENbHbIX CAyyanx, Korga oduuManbHbli opraH Tpebyer ot
npoBagepa MCU npepocTaBieHnsa emy pes3ynbTaTOB MPOBEPKM KayecTBa,
YUYACTHUKM LO/KHbI ObITb YBEAOMNEHBI 06 3TOM NMUCbMEHHO.

20

[JelicTBuA B cyyae yTepu
nnn nospexaeHna OMNK
Npwu TPAHCNOPTUPOBKE
3aKa34YuKy

Mpn ob6HapyKeHUM HecooTBETCTBMA nocTaBfieHHblx ONK npuaaraembim
OOKYMeHTaM, a Takke nospexaeHusa OMK, aenatowmx Mx HeENpUTrogHbIMKU aNA
NUcCneoBaHMA, KOMWUCCUMA  3aKasuMKa COCTaBAs€T M NOAMUCbIBAaeT  AKT
HecooTBeTcTBUA (Popma AKTa (obpaseu) npeactaBneHa Ha caiTe [poBaligepa
MCH) n ysegomnseT o6 stom [MpoBangepa B TeyeHWe 5-Tu paboumx aHen c
MOMeHTa nosydeHuA. lposaiaep paccmaTpmBaeT AKT HeCOOTBETCTBMA U B
cnyyae ero 060OCHOBAaHHOCTM MOBTOPHO HampasaseT 3akasunky ONK ¢
WMHCTPYKLMEN No BbINOSIHEHUIO nccnegosaHuin OMNK.
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