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Mporpamma

npoBepKn Kayecrtsa Mccne,qosal-mﬁ no onpeaeneHno Kapuotuna € UCNoJib30BaHNeEmM LlMd)pOBbIX

doTtorpadmii npenapatos NIMMPOLMTOB NOCPEACTBOM MeXKNabopaTOPHbIX CAINUEHUN

1 | NpoBanaep
MeXKN2BOPaTOPHBIX Accoumauma cneunanmcTtoB HEKOMMepYeCcKoe NapTHepPCTBO «LeHTp
CAVITENBHBIX BHELWHero I-(OI-lTpOl'Iﬂ KayecTBa KNIMHMYECKUX N1abopaTopHbIX
McnbITarmii (MCH) nccneposaHmin» (ACHIM «LUBKK»).
2| Roopaunatop pasaena BabkeeBa 3nMHa PuHaToBHa.
MCH
3 | Agpec n tenedpoH 129090, r. Mocksa, na. Manaa Cyxapesckas, 4. 3, ctp. 2, ACHIN
KoopAMHaTopa «LUBKK», KomH. 32, Ten. (495) 225-50-31.
4 | Kputepuun Bbibopa Hanuumne KoHTpaKTa/aorosopa ¢ yyactHukom MCU Ha oKasaHue ycayr
y4yacTHMKos MCH No BHELLHEN OLEHKe KauyecTBa BbIMOAHAEMbIX UM UCCNEeL0BaHUN
nyTem mexnabopaTopHbIX CAMYUTENbHBIX UCNbITaHK B Cucteme MCU
«®CBOK-2021».
5 Konunuectso, TMn
npeanonaraembix 65, KNIMHUKO-AMarHoctTuyeckme nabopaTtopum.
yyacTHukos MCU
6 | Uccnepgyemblii maTtepman | XpOMOCOMHbIE NPENAPaTbl KYAbTypbl TIMMPOLIUTOB KPOBU.
7 | Ncchnepyemble
OnpepeneHue Kapnotumna.
nokasaTenu
8 | Onucanne obpasua Ana Undposble poTorpadpum metadasHbix NI1ACTUHOK XPOMOCOMHbIX
NpoBepKM KayecTsa
nccnenosanmii (OMNK) npenapaToB Ky/bTypbl IMMPOLIUTOB KPOBW.
9 | TpeboBaHUA K XpaHEHUIO o
OnK CneunanbHbix ycnoBuit xpaHeHua OMK He TpebyeTcs.
10 | Mepebl
npPeaoCTOPOXKHOCTU NO 1. OMNK paccbinatotca B nabopatopumm 6e3 yKazaHMA NPUNUCAHHbIX
npeaoTBPALLEHMIO 3HAYEHWUI UIN XapPaKTEPUCTUK NCCAeAYEMOrO NoKasaTens.
CroBopa mexay 2. ONK nocrtasnatoTca B nabopaTopum B 3aliMdpoBaHHOM BUAE.
YYaCTHUKAMU UK 3. KoHdunaeHumnanbHocTb noctynatowmx B ACHIMN «LUBKK» pesynbtaTtos
danbcndmkaymm M OTCYTCTBME AOCTYNA K OLLEHKam Apyrux nabopatopui.
pe3ynbTaTtoB
11 | Y7o npepocTaBnseTca 1. Mporpamma MCU.
y4yacTHMKam MCH 2. ONK v MHCTPYKLUMA NO BbINOJHEHUIO NX UCCIeA0BaHUA.
3. BO3MOKHOCTb BBOAA W OTNPaBKK pe3ynbTaToB uccnegosaHma OMNMK
B IMYHOM KabuHeTe MHTepHEeT-NopTana Uam ¢ UCNOJIb30BaHUEM
6ymarkHoro 6n1aHka.
4. OT4YeTbl (NMPOMENKYTOUHbIE U UTOTOBbIE) NO NPOBEPKE KayecTBa
nccnenosaHui nabopatopumm, BKAKOYAOWME KOMMEHTAPUM U
Tabaunubl.
5. CBnaeTenbCcTBO 0 pernctpaunn, Cengetenbctso/CeeaeHns ob
ydactum 8 MCU.
12 | TpeboBaHusA K Kaxkgomy yyacTHUKy byaet npegoctasneH Habop OMK un3 22
pacnpegeneHuto OMNK unoposbix potorpaduii (no 11 ¢ Kaxkaoro 13 2-x NpenapaTtos) B
04HOM UMKNe.
13 | Mpoueaypbl Ana B pasgene ncnonb3yrotca TUpaxXmpyemole Lnpposbie poTorpadum,

MCMbITaHUI (MeToAbl

0AMHaKOBblE /1A BCEX Y4AaCTHUKOB pa3aena. Mpoueayp NpoBepKu
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nccnenoBaHui)
NPOBEPKM
OZHOPOAHOCTM U
ctabunbHoctn OMK

0AHOPOAHOCTU U cTabunbHocTn OMNK He TpebyeTcs.

14 | TpeboBaHMA K
noaroToske OMK K Moarotoska OMK K MCC/‘Ie,CI,O?aHVIﬂM O0NXKHa NPOM3BOAMUTbLCA UB
MCCNIe4OBaHNAM COOTBETCTBMU C MHCTPYKLMEN NO BbINOAHEHUo uccnegosaHuin OMK.

15 | MeToguku YYaCTHUKM A0MKHbI NPOBECTU UccneaoBaHme umobposbix potorpaduii
nccnenoBaHuA Ha 3KpaHe KOMNblOTepPa, Kak PyTUHHOE nccnegosaHue npob naymeHTa

no onpeaeneHnto KapmoTuna (MM MMUTUPYIOLLLEE UCCAea0BaHNUE NO
onpeaeneHuto KapmoTtuna).

16 | dopma oTyeTHOCTH YyacTHUKM npepgocTasnaAoT [NpoBangepy NPOTOKON pe3ynbTaToB
YYaCTHUKOB nsmepeHuin B opme, onpeaeneHHon B IMYHOM KabuHeTe HTepHeT-

noptana unm GymaxkHoim 61aHKOM BBOZA M OTMPABKM pPe3yNbTaToB
nccneposanua OMNK, B COOTBETCTBMM C MHCTPYKLMEN MO NPUMEHEHUIO
OrnK.

17 | Kputepuu oueHKu CpaBHeHMe pe3ynbTaToB YYAaCTHUKOB MO OLEeHKe MNpaBuUiIbHOCTU
KayecTBa UccnefoBaHUM, | LUTOreHeTUYeCcKoro nuccaneaoBaHma, 3anncn Gopmybl Kapmotuna m
MeTo/A, CTaTUCTUYECKOro | 3aKN0YEHUA € pe3ynbTaTaMu, NONYYEHHbIMW 3KCNepTamm,
aHanusa npusnekaembiMmn K MCU « ®CBOK». Mocne nonyvyeHns pesynbraTos

Y4YaCTHMKOB B 1abOPATOPMIO BbICbINIAETCA UX OLLEHKA C
pekomeHaauMAMKM NO MOBbIWEHUIO KavyecTBa AaHHOro BUAaA
nccnenoBaHui. Metopa CTaTUCTUYECKOTO aHaIn3a He UCNo/b3yeTcA
ONA KavyeCTBEHHbIX pa3aenos.

18 | MpouncxoxkaeHue
nccnefoBaHum [na KayecTBeHHbIX MCCNef0BaHNN NPUNUCAHHbIE A0NYCTUMblE
NPUNUCAHHBIX 3HAYeHUM | 3HaYeHKnA ONK ABNATCA COrNAacOBAHHbIMM 3HAYEHUAMM Ha
OflK. OCHOBaHUWN KOHCEHCYCHOrO peLleHua 3KCrnepToB-CrneymanmcTos B
MeTponoruyeckas 061acTn gaHHbIX pa3aenos. MeTponormyeckan NpociexXmMBaemocTb U
NpoCAexnBaemocCTb. HeonpeaeneHHOCTb B AaHHOM BUAE UCMbITAHUI HE NPUMEHUMDbI.
HeonpeaeneHHOCTb.

19 | CteneHb rnacHoCTH Ana yyactHkoB MCU cobntogaeTtca NpuHUMN KOHGUAEHUNANBHOCTH:
pe3ynbLTaToB U 1. Kaxkgomy ydactHnky MCU npuceamBaeTca KOAOBbIN HOMep,
3aKkaoyeHnn MCU KOTOPbIN N3BECTEH TONIbKO coTpyaHMKam ACHI «LBKK» 1 camomy

YYACTHUKY.
2. Nposaiigep obasyeTca He NepenaBaTb pe3ynbTaTbl y4aCTUA U
3akntoyeHna MCU TpeTbuMm nnuam 6e3 cornacma y4acTHMKaA.
KoHdnaeHUManbHOCTb MOXKET BbITb OTBEPrHYTa YH4AaCTHUKOM C LLeNbIO
06CyKAEHNA N B3aMMOMNOMOLLM, NPU BbINOSHEHUM paboT B
3aKOHOAATeNbHO peryanpyemort 061actv uam ¢ uenbto NnpusHaHma. B
60/1bLUMHCTBE C/ly4aeB pe3yibTaTbl NPOBEPKM KBAMPUKALUN MOTYT
6bITb NPeAoCTaBNEeHbl COOTBETCTBYIOLWEMY OpPraHy CaMumm
YYaCTHUKaMMU.
3. B UCKNIOUUTENBHBIX CNYYasX, Korga oduumanbHbI opraH Tpebyet
oT npoBangepa MCU npegoctaBneHna emy pe3ynbTaToB NPOBEPKU
KBannMdUKaLNK, Y4aCTHUKKN A0NKHbI ObITb yBEAOMAEHbI 06 3TOM
NUCbMEHHO.

20 | OewcteuA B cnyyae Mpun 06HapyKeHNUN HeECOOTBETCTBUA NOCTaBAeHHbIX OMNK

yTEPU NN NOBPEXAEHUA

npunaraemblm 4OKYMeHTaM, a TakxKe nospexaeHna OlNK, genarowmx
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OlK npu
TPaHCNOPTUPOBKE
3aKasumKy

NX HEMPUrOAHbIMU ANA UCCNEeN0BaAHNA, KOMUCCUA 3aKa3umKa
COCTaBAAET M NOANMUCbIBAET AKT HecooTBeTCTBUA (Popma AKTa
(obpaseu) npeacraBsneHa Ha caute Mposaiaepa MCU) u ysegomnser
06 aTom MNpoBangepa B TeueHne 5-Tm paboumx gHen ¢ MOMeHTa
nony4yeHusa. Mposanaep paccmatpmsaeT AKT HECOOTBETCTBUA U B
cny4yae ero o60CHOBaHHOCTM NMOBTOPHO HanpaBAaaeT 3aka3umky OMK ¢
WMHCTPYKUMEN NO BbINOIHEHWUIO nccnenosaHuii OMNK.

3ms3



