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Mporpamma

NPOBEPKMU KauecTBa Uccaen0BaHU No BbIABNEHUIO

HBeAg, HBsAg, 1gG K HBs, IgG k BI'A, antuten Kk BI'C, IgM K HBcore, cymmapHbIX aHTuTen aHtu-HBcore, aHTU-
HBe, aHTUreHoB 1 aHTUTen K BUY-1,2, IgA k Chlamydia trachomatis , 1gG K Candida albicans, 1gG K
Chlamydophila pneumoniae, 1gG K Chlamydia trachomatis, 1gG K nambauam, IgG k Mycoplasma hominis, 1gG
K onuctopxam, I1gG k Toxoplasma gondii, 1gG k Ureaplasma urealyticum, 1gG K Bupycy repneca, IgG K Bupycy
KpacHyXxu, IgG K uMTomeranosumpycy, onpegeneHuto KoHueHTpauum IgG K HBs-aHTureHny m IgG K BI'A, 1gG K
BUPYCY KpacHyxy, IgG K uutomeranosupycy, IgG K Bupycy Kopu, IgG K kKnewesomy sHuedpanuty u IgG K
60ppennosy sHuepanuTy NoCPeaCTBOM MeXK1abopaTopHbIX CAMYEHU

MpoBangep
mexnabopaTopHbIX
CINYUTENBHBIX
ncnoitaHnin (MCHU)

Accoumauma cneumannuctoB HeKOMMmepyeckoe napTHepcTBo «LleHTp BHelwHero
KOHTPO/IS KAYeCcTBa KAMHUYECKUX NabopaTopHbIix nccnesoBaHmii» (ACHM «LLBKK»).

KoopauHatop
pasgenos MCU

K.m.H. CanyHoBa MpuHa ImutpuesHa

Appec n tenepoH
KoopguMHaTopa

109316, r. MockBa, Bonrorpaackuii npocnekt, a. 17, ctp. 1, nom 2/1, ACHN
«LUBKK», Ten. (495) 225-50-31.

Kputepumn Bbibopa
y4yacTtHnkos MCU

Hanunume KoHTpaKkTa/morosopa ¢ ydactHukom MCW Ha oKasaHue ycayr no BHellHen
OLLeHKE KauyecTBa BbINOJHAEMbIX UM UCCIef0BaHUIN MyTeM MeXKNabopaTOPHbIX
CANYUTENBHbIX UCMNbITaHUI B Cucteme MCU «PCBOK-2026»

06-03 BbiAaBneHne HBsAg

06-04 BbiAaBneHue aHTUTEN IgG K HBS

06-05 BbiABNAEHME CYMMAPHbIX aHTUTeN aHTU-HBcore
06-06 BbisBneHue aHtuten IgM Kk Hbcore

06-07 BoiAasneHne HBeAg

06-08 BbiaBneHue aHTUTEN aHTU-HBe

06-09 BbiaBneHue aHtuten K BIrcC

06-10 BoiAasneHue aHTuTeN IgG K BI'A

06-11 BbiaBneHne aHTUTEN M aHTUTeHoB BUY-1,2
06-13 BbineneHue aHtuten IgG K C. Trachomatis
06-14 BbisBneHue aHtuten IgA k C. Trachomatis
06-15 BoiasneHue aHtuTen IgG K C. Pneumoniae
06-16 BbiAaBneHue aHTUTEN IgG K BUpYCY repneca
06-17 BbiAaBneHue aHTUTEN IgG K BUPYCY KPACHYXM
06-18 BoiAasneHue aHTuTEN IgG K LUTOMEranoBupycy
06-19 BbisiBneHue aHtuten IgG K C. Albicans

06-20 BoiasneHue aHtuTen IgG Kk M. Hominis

06-21 BbisBneHue aHtuten IgG K T. Gondii

06-22 BbinBneHue aHTUTEN IgG K nambanam

06-23 BbiAasneHune aHTUTEN IgG K onncTopxam

06-24 BbisBneHue aHtuten IgG K U. Urealyticum
06-27 BoiasneHue aHTuTEN IgG K BUPYCY KOpu

06-28 BbisiBneHue aHTUTEN IgG K BUpPYCY KnelleBoro sHuedanmTa
06-32 BbinBneHue aHTUTEN IgG K Boppenmosy
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5 Konnyectso, Tnn 25-1200, KAMHUKO-ANArHOCTUYECKNE NabopaTopun.
npeanoaaraembix
Y4aCTHUKOB

6 Uccnepyemblii CblBOpPOTKa KPOBU YenoBeKa.
martepuan

7 Uccneayemble n Hannune HBeAg, HBsAg, aHTureHoB 1 aHTUTen K BUY-1,2, IgG K HBsAg, 18G K BrA,
n3mepaemsble aHtuten K BIC, IgM K HBcore, cymmapHbix aHTUTen aHtu-HBcore, cymmapHbIx
noKasartenu aHTuTen aHtn-HBe, IgA un IgG K C.trachomatis, IgG Kk Candida albicans, IgG k C.

pneumoniae, 1gG K nambaunam, 1gG k M.hominis, 1gG kK onuctopxam, IgG K T.gondii,
IgG K U. urealyticum, IgG K Bupycy repneca, 1gG K Bupycy KpacHyxu, 1gG K
uMTOoMeranosmpycy, 1gG K BMpycy Kopu, Kneuwiesoro sHuedannta n 6oppennosa,
KOHUeHTpauma aHtuTen IgG K HBs, KoHueHTpaumsa aHTuTen IgG K BrA.

8 OnwucaHue obpasua NInodnnmsmpoBaHHble WMHAKTUBMPOBAHHbIE CbIBOPOTKM KPOBW 4YesioBEKA BO

ONA NPOBEPKMU dNaKoHax € 3aBMHYMBAIOLLENCS KPbILLKOW.

KayecTBa O6bem OlK B KoHeuHoW dopme 0,5 mn (1mn ana HBsAg).

nccnepgosanuin (OMNK) CeegeHus o ctabunbHocTM U ogHopogHocTh ONK:
KoaddumumneHT mexkdnakoHHOM Baprauum:< 5%.
CTabuNbHOCTb KOMMOHEHTOB B BoccTaHoBNeHHoMm OTK npu Temnepatype 17-27°C
24 yaca, npu Temnepatype 2 — 8°C 72 yaca (3 cyTok).

9 TpeboBaHMA K MNpn xpaHeHMW B YMNaKOBKe MpousBoauTens — He 6bonee 24 mecAues npu
xpaHeHuto OMK Temnepatype 2 — 8°C.

Mocne nepesoda B KoHeuHylo dopmy (pacTBopeHus/BcKpbiTuA dnakoHa) — He
6onee 24 yacos npu Temnepatype 25°C n He 6onee 72 4acos Npu TemnepaTtype 2 —
8°C.

[JonyckaeTca TpaHcnoptuposKa ONK npu TemnepaType OKpyrKatoLen cpeapl.

Cpok rogHoctu OlK — go 10.2027.

10 | TpeboBaHMA K Karkoomy yyacTHUKy byaeT npegoctaBneHo no Bocemb OMK B Karkaom m3 AByX
pacnpegenexunto OMNK LLUKNOB.

11 | Mepbl 1. ONK paccbinatotca B nabopatopumn 6e3 ykasaHMA UenesbixX (MPUNUCaAHHbIX)
NpPeaoCTOPOXKHOCTU MO | 3HAYEHUI  M3MEepPAEeMbIX MOKasaTeNel WM  XapaKTEPUCTUMK  UCCaedyemoro
npeaoTBpaLLeHuto nokasarens.

CroBopa mexay 2. ONK nocTtasnatoTca B nabopaTopun B 3almMdPppoBaHHOM BUAE.

YYACTHUKaMU UNKn 3. TpeboBaHne Ko Bcem K[AJ1 npeaoctaBnATb pe3ynbTaTbl MCCNeAOoBaHUA K

danbcndukaymm KOHKPETHOM Ha3Ha4yeHHON aare.

pe3ynbTaTos 4. KoHopuaeHumanbHocTb noctynatowmx B ACHI «UBKK» pesynbTatoB WU
OTCYTCTBME AO0CTYNa K OLLeHKam apyrux nabopatopui.

12 | Y10 npepgocTtasnsetca 1. Nporpamma MCH.
yyacTHMKam MCH 2. OMNK 1 NHCTPYKLUMA NO BbIMOJHEHUIO UX UCCAEA0BaAHUA.

3. BO3MOXHOCTb BBOZA W OTNpPaBKWM pe3ynbTatoB uccnegosaHua OlK B AnyHoOm
KabuHeTe NHTEpPHET-NopTana UK C UCNoNb30BaHMEM BymaxkHOro 61aHKa.

4. OtyeTbl (NPOMEXKYTOUHbIE U UTOrOBbIE) MO MPOBEPKE KayecTBa MCCef0BaHUM
nabopatopum, BKAOYAOLME KOMMEHTapPUKN 1 Tabanubl.

5. CBMaeTenbCTBo 0 pernctpauun, Cemaetensctso/Ceeaerusa o6 yyactum 8 MCU.

13 | Npoueaypsbl gna Mpoueaypbl NPOBEPKM OAHOPOAHOCTU U CTabuAbHOCTM, onucaHHble B TOCT P
NCNbITaHUM (MeToabl 50779.60-2017 «Cratuctmyeckme metoabl. [lpymeHeHne npu  npoBepKe
NU3MepeHUin) NPOBEPKM | KBANMDMKaALMM NOCPEACTBOM MEKNABOPATOPHbIX UCMbITAHUIAY.

OAHOPOAHOCTU U
cTabunbHoctn OMNK
14 | TpeboBaHMA K MNogrotoska OlK K wmM3amepeHUAM [O/IKHA MNPOM3BOAUTLCA B COOTBETCTBUM C

noarotoske OlK K
n3mMepeHuam

WMHCTPYKLMEN NO BbINOAHEHUIO UccnegoBaHnin OMK.
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15 | MeToaMKuM namepeHma | YYaCTHUKKM AoKHbl uccneaosaTb OMNK Kak 06bl4Hble NPOObI NAaLMEHTOB, NO TOM e
MeTOAMKe, B TeX e aHANUTUYECKUX CEPUAX U B TEX XKE YCNOBUAX.

16 | ®opma oTyeTHOCTH Y4YacTHMKM npenocTaBnaoT [poBalifaepy NPOTOKOA pe3ynbTaToOB M3MEPEHWU B

YYaCTHUKOB dopme, onpeaeneHHON B ANYHOM KabuHeTe MHTEpPHeT-nopTana Uan BymaxKHbiM
6naHKOM BBOAA W OTMPABKM pe3ynbTatoB uccnedoBaHua OMK, B cOOTBETCTBUM C
WMHCTpYKUMen no npumeHeHuto OlK.

17 | Kputepmu oLeHKH KayecTBO pe3ynbTaToB M3MEpPEHUI, NONYYEHHbIX N1abopaTopMAMM, OLLEHUBAIOT NO
KauecTsa noKasaTensm: YyBCTBUTENbHOCTb, CneunduyHoOCTb, BOCMPOU3BOAUMOCTL (MO
nccnenoBaHMi, MeTos, | COBOKYMHOCTM pe3y/bTaTOB YYaCTHMKOB B MapameTp-crneunduyeckmnx rpynnax).
CTaTUCTUYECKOTo OueHKa npoBOAMTCA B rpynne pesynbTaToB, COracHO NPaBuiaM YCTaHOBAEHHbIM
aHanusa B8 OCT P 50779.60-2017 «CraTnucTMyeckne metoapl. [pumeHeHMe npu npoBepke

KBanMMKaLUKM NOCPEACTBOM MeKNab0PaTOPHbLIX UCMbITAHUN Y,

18 | MpoucxoxaeHue Llenesble (npunucaHHble 3HayeHuA) ycTaHaBamsakTcA B npouecce MCU u Ha
N3MepPEHUI LeneBbIx OCHOBAHMM aTTECTALLMOHHbBIX AAHHbIX:

(npunucaHHbIX) KosnnyecTtBeHHbIN noapasaen. CpeaHee apudmerTmyeckoe 3HaYeHME pPe3y/IbTaToB B

3HaveHui OMNK rpynne He meHee BOCbMW Y4aCTHMKOB, UCMO/b30BaBLNX OAHY U Ty e MEeTOAUKY

MeTponornyeckas nsamepeHui. Ecnm B Takol rpynne MmeHee BOCbMU YYACTHUKOB — CpeaHee 3HavyeHne

NpocneXxnBaemocCTb. BCEX pe3ynbTaTos.

HeonpeaeneHHoCTb KauecTBeHHbIV noagpa3aen. B kKauecTse NpaBuabHbIX NPUHUMAIOTCA 3aKNOYEHUA
6onee 2/3 y4acTHMKOB, MCMOb30BABLUNX OAHY U TY e METOAMKY U3MEPEHUN,
€C/IM TAaKUX Y4aCTHMKOB He MeHee BOCbMU. ECiv HWM 0AHO 13 3aKNt0YEHN He
Nosly4yeHOo yKa3aHHbIM 60NbLLUMHCTBOM S1abopaTopuid, AONYCTUMbIMWU MPU3HAOTCA
BCE KaTeropmu 3akatodeHnn (—, £, +) (nbo 3HaueHusa, NoslyYeHHble Npu
atrectaumm. MeTponornyeckas npocneKMBaeMocTb B JAHHOM BUAE UCMbITAaHWUI He
npumeHnma. HeonpeaeneHHOCTb cpeaHero XxapakTepmnsyeTca OTHOCUTEIbHbIM
CTaHOAPTHbIM OTKNOHEHWEM pacnpefenieHNA pe3ynbTaToB y4acTHUKOB.

19 | CreneHb rnacHoCTH Ons yyactHnkoB MCU cobntogaetca NpUHLMN KOHPUAEHLMANbHOCTH:
pesynbTaTtoB u 1. Kaxgomy yyactHuky MCU npucsamBaeTcs KO4OBbIN HOMEpP, KOTOPbIA U3BECTEH
3akntoyeHnn MCU TONbKO coTpyaHMKam ACHIM «LIBKK» n camomy yuyacTHUKY.

2. MNpoBsaiiaep obasyeTca He nepeaasBaTb Pe3ybTaTbl y4acTva U 3akatouyeHmna MCU
TpeTbMM nnuam 6e3 cornacus y4acTHuKa.
KoHPUaeHUManbHOCTb MOXKET BbITb OTBEPrHYTa YYaCTHUKOM C Lie/ibio 06CyKaeHUs
W B3aMMOMOMOLLM, NPU BbINOAHEHUM PaAabOT B 3aKOHOAATENIbHO peryampyemon
061acTV UK ¢ Lenbio NpUsHaHuA. B 6onblUMHCTBE CyYaeB pe3ynbTaTbl NPOBEPKU
KayecTBa MoOryT ObiTb NpeaocTaB/ieHbl COOTBETCTBYIOWEMY OPraHy Camumm
YYaCTHUKaMU.
3. B wuCKNOUUTENbHbIX CAy4Yaax, Korga oduumanbHblii oOpraH TpebyeTr oT
nposaiigepa MCU npepocTtaBneHUAs emy pe3yabTaTOB MNPOBEPKM KayecTsa,
YUYACTHUKM AO0MKHbI ObITb YyBEAOMIEHbI 06 3TOM NUCbMEHHO.

20 | [eiicTBuA B cnyvae Mpu obHapyXeHMn HecooTBeTCTBMA MocTaBaeHHbIXx OlK  npunaraembim

yTePU UK
nospexaeHua ONK
NpwW TPAHCNOPTUPOBKE
3aKa34YmKy

[OKYMeHTaMm, a Takxe nospexzaeHua OlK, genatowmx mMx HenpurogHbiMu Ans
NUCCNefoBaHUA, KOMMCCMA  3aKasyMKa COCTaBAAeT W NoAnucbiBaeT  AKT
HecooTBeTcTBUA (Ppopma AKkTa (obpaseu) npeacrtasneHa Ha calte lpoBangepa
MCH) n ysepomnaetr o6 stom lMpoBaigepa B TeyeHUe 5-TM paboumx aHen c
MOMEeHTA nosy4veHua. Mposaliaep paccmatpuBaeT AKT HECOOTBETCTBUA U B Cay4dae
ero 060CHOBaHHOCTM NOBTOPHO HanpasaseT 3akasuuky OlK c MHcTpyKumen no
BbIMOAHEHUIO nccnegosaHnii OMNK.
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