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Mporpamma

NPOBEPKU KauecTBa Uccne0BaHUA MO BbiABAeHUIO MapKepoB BUY-uHbeKuun

nocpeacTBOM MeXK1abopaTopHbIX CANYEHU

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

(MCH)

2 KMOg;AMHaTOp pasAena K.m.H. CanyHoBa WpuHa OmuTpuesHa

3 Agpec u TenedoH 129090, r. Mocksa, na. Manaa CyxapescKas, 4. 3, ctp. 2, ACHIM «LLBKK», KOomH. 32
KoopAnHaTopa Ten. (495) 225-50-31.

4 KpuTepumn Bbibopa Hannune KoHTpakta/morosopa ¢ yyactHMKom MCW Ha oOKasaHue ycayr no
y4yacTHukos MCU BHEWHEA OLEHKe KauyecTBa BbIMNOAHAEMbIX WM  WCCAeA0BaHUN  nyTem

MeK/1abopaToPHbIX CAMYUTENbHBIX UCMbITaHMI B Cucteme MCU « DPCBOK-2024».
| 06-12 | BoiasnerHne BUY-nHdpekumnm

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

6 Uccnepyemblt matepuan | CblBOPOTKa KPOBM YeNOBEKA.

7 N3mepaemble nokasatenn | Haanume maprepos BUY-uHpekuum (aHTutena K BUY-1 n BUY-2, aHTureH p24,

6enkn obonouku HIV).

8 OnucaHue obpasua ana Mnakue nHakTMBUPOBAHHbIE 06Pa3LLbl CbIBOPOTKM KPOBUM YesoBeKa BO ¢p1aKoHax
NpoBepKM KayecTsa C 3aBMHYMBAIOLLENCA KPbILIKOM.
nccnegosanuit (OMNK) O6bem OMNK 1 mn.

CBeaeHus o ctabunbHocTM M ogHopogHocTy ONMK:

KoaddunumneHT merkdnakoHHoM 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 BCKpbITMA dnakoHa — He 6osee 24 uyacos npu Temnepatype 25°C u He
6onee 72 yacos npu Temnepatype 2 — 8°C.

[JonycKaeTca ynakoBKa 1 TpaHcnopTMpoBKa ONMK npu TemnepaTtype oKpyrKatoLLemn
cpeapl.

CpokK rogHocTtu OMNK — 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)
NpesoCTOPOXKHOCTA NO 3HAYEHMIA UM3MepAEeMbIX MOKasaTenem WM XapaKTepPUCTUK UCCAeayeMOro
npeaoTBpaLLeHno noKasarens.

CroBopa mexay 2. OMNK noctaensatTca B NabopaTopum B 3aliMdpoBaHHOM BUAE.
YYACTHUKaMU UNKn 3. TpeboBaHue Ko Bcem KAOJ1 npeactaBnsiTb pesynbTaTbl UCCAEAOBaHUN K
danbcndunkaymm KOHKPETHOM Ha3Ha4YeHHOW aaTe.
pesynbTaTos 4. KoHduaeHumanbHoctb noctynatowmx B ACHIM «UBKK» pesynbtatoB u
OTCYTCTBME AOCTYMNa K OLLeHKam Apyrnx nabopaTtopuil.
12 |YTto npepocrasnsaetca 1. Mporpamma MCU.

y4yacTHMKam MCH

2. ONK 1 MHCTPYKLUMA NO BbINOJHEHUIO UX UCCAen0BaHUA.
3. BO3MOXXHOCTb BBOAA U OTNPABKKU pe3ynbtaToB uccnegosanma OfNK B aMyHOM
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KabuHeTe MHTepHeT-nopTasa UAK C UICNONb30BaHMEM DymaxKHoro 61aHka.

4. OT4yeTbl (NPOMEXKYTOUYHblE U UTOrOBbIE) NO NPOBEPKE KayecTBa Mccaea0BaHUM
Nabopatopumu, BKAKOUAOLLIME KOMMEHTaPUKN 1 TabaunLpbl.

5. CBnaeTtensbcTBo o permctpaumn, Cenaetenscrso/CeeaeHns o6 yyactum 8 MCU.

13 |Mpoueaypbl gna Mpoueaypbl NPOBEPKM OAHOPOAHOCTU U CTabuabHOCTU, onucaHHble B TOCT P
NCNbITaHUM (MeToabl 50779.60-2017 «Cratuctuyeckme metogbl. [lpumeHeHne npu  NpoBepke
N3MepeHuit) NPoBEPKM KBaNMPUKaLMM NOCPEeACTBOM MeXKAaboPaTOPHbIX UCTbITAHUI Y.

OAHOPOAHOCTU U

cTabunbHoctn OMNK

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

15 | MeToanku namepeHuma YyacTHUKM fonHbl uccnegosatb OMNK Kak obblyHble Npobbl NALWEHTOB, MO TOW

e MeToAMKe, B TeX e aHaNUTUUYECKUX CEPUAX U B TEX e YCI0BUAX.

16 |dopma oT4eTHOCTH YyacTHMKM npepocTasnatoT lMpoBaiigepy NPOTOKON Pe3ynbTaTOB U3MEPEHUI B

YYaCTHUKOB dopme, onpeaeneHHon B IMYHOM KabuHeTe MHTepPHET-NoPTana UaM ByMasKHbIM
61aHKOM BBOZA M OTMNPaBKM pe3ynbtaToB uccnenosaHua OMK, B cooTBeTCcTBMM C
WMHCTPpYyKLMelM no npumeHeHuto OMNK.

17 |KpuTepuu oLeHKH KauecTBo pe3ynbTaTOB U3MEpPEHUI, MONYYEHHbIX fabopaTopuamM, OLEeHUBAOT
KayecTBa UCCNeaoBaHWA, | MO NOKA3aTeNam: YyBCTBUTE/bHOCTb, CMeunduUYHOCTb, BOCNPOU3BOAMMOCTL (NO
MeTOoJ, CTaTUCTUYECKOro COBOKYMHOCTW pPe3y/abTaToOB Y4YaCTHMKOB B NapameTp-cneunduyeckux rpynnax).
aHanusa OueHKa npoBoAUTCA B rpynne pesy/ibTaToB, COrNAacHO NpasBuiam yCTaHOBAEHHbIM

B8 TOCT P 50779.60-2017 «Cratuctnyeckue metogbl. [lpumeHeHne npu nposepke
KBanudMKaLMmM NocpeacTBOM MexKNabopaToOpPHbIX UCTbITAHUNY.

18 |MpowucxoxaeHue Lenesble (npunucaHHble 3HauyeHUA) ycTaHaBauBatoTca B npouecce MCU u Ha
NU3MepPEHUI LeneBbIx OCHOBAHWK aTTeCTaLLNOHHbIX AaHHbIX:

(npunuMcaHHbIX) 3HaYeHnn | KoanyecTBeHHbIM nogpasaen. CpegHee apudmeTnyeckoe 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 —

NpOCNeXMBAEMOCTb. cpefHee 3HayeHue BCeX pesy/IbTaTos.

HeonpeaeneHHoOCTb KayecTBeHHbI noapasaen. B Kayectse npaBubHbIX NPUHUMAKOTCA 3aKNHOYEHMUA
6osee 2/3 y4aCTHMKOB, UCMONb30BABLUMX OAHY U Ty e METOAUKY U3MEPEHUH,
€C/IN TAaKUX YYaCTHUKOB He MeHee BOCbMMU. ECin HM OfHO M3 3aKAIOYEHUI He
NoJIy4EHO YKa3aHHbIM 60/IbLUIMHCTBOM 1abopaTopuii, ONYCTUMbBIMWU MPU3HAOTCA
BCE KaTeropuu 3akawuyeHun (—, *, +), AMBO 3HAYEHWUs, MOSyYEHHble Npu
atrectaumm. MeTponormyeckaa nNpoc/iexXmBaeMocTb B JaHHOM BUAE UCMbITaHWUM
He NpumeHMMa. HeonpeaeneHHOCTb cpeaHero XxapakTepusyeTca OTHOCUTEIbHbIM
CTaHOAPTHbLIM OTK/IOHEHWEM pacnpeeneHnsa pesybTaTtoB yY4aCTHMUKOB.

19 |CreneHb rnacHoCcTM Ona yvactHukoB MCU cobntogaetca NpUHLNN KOHPUAEHLMANBHOCTH:
pe3ynbTaToB U 1. Kaxkgomy yyactHMKY MCU npucBanBaeTcs KOA40BbINM HOMEP, KOTOPbIN M3BECTeH
3aktoveHn MCU TONbKO coTpyaHuKam ACHI «LLBKK» 1 camomy y4yacTHUKY.

2. MNpoBangep obasyetca He nepenasBaTb Pe3y/bTaTbl Y4ACTUA U 3aKIHOYEHUS
MCH TpeTbm nuuam 6e3 cornacms y4yacTHUKa.
KoHOUAEeHUMANbHOCTb  MOXKET OblTb  OTBEPrHYTa YYaCTHUKOM C  LLe/Iblo
06CyKOEHNA U B3aMMOMOMOLLKM, MPU BbINOJHEHMM PabOT B 3aKOHOAATE/IbHO
perynmpyemoit obnactu UAM C uenbto nNpusHaHuA. B 6onblmHcTBe cnyyaes
pe3ynbTaTbl NPOBEPKM KauecTBa MOryT HbiTb NpeoCcTaBaeHbl COOTBETCTBYOLEMY
OpraHy cCaMMmM y4aCTHUKaMW.
3. B MCKNOUMTENbHBIX CAy4Yasx, Koraa oduumanbHblii opraH Tpebyer ot
nposaraepa MCU npepoctaBneHns emy pe3y/nbTaToB MNPOBEPKM KAYecTBa,
YYACTHUKN [ONKHbI 6bITb yBEAOMNEHDBI 06 STOM MUCbMEHHO.

20 |[eicreus B cnyyae ytepu | Mpyn  ob6HapyKeHUM HeCoOTBETCTBMA nocTaBneHHbix OFK  npunaraembim
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nnn nospexaeHna OMNK
Npwu TPAHCNOPTUPOBKE
3aKa34YUKy

OOKYMeHTaM, a TakyKe nospexaeHusa OMK, genatowmx Ux HENpUrogHbIMK g
NUcCnegoBaHMA, KOMWUCCMA  3aKasuMKa COCTaBAsieT M NOAMUCLbIBAET  AKT
HecooTBeTcTBUA (Ppopma AKTa (obpaseu) npeactaBneHa Ha caiTe lMposaliaepa
MCHU) n ysepomnseT o6 stom [NpoBanaepa B TedeHUe 5-TU paboumx AHen c
MOMEHTa nosydeHuA. Mposaiaep paccmaTpmBaeT AKT HECOOTBETCTBMA U B
cnyyae ero 06OCHOBAaHHOCTM MOBTOPHO HampasaseT 3aKkasdumky ONK ¢
WMHCTPYKLMEN No BbINOSIHEHUIO nccnegosaHmii OMNK.
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