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Mporpamma

NnpoBepPKU Ka4yectBa UMMYHOTMCTOXUMUYECKUX Mccnep,oaal-mﬁ C Ucnosib3oBaHuem

BUPTYaA/ZIbHbIX NpenapaTtos nocpeacrsom Me)KnaGopaToprlx CnyYeHni

1 Mposaligep Accoumauma cneunanncTtoB HEKOMMepYecKoe NapTHePCTBO «LleHTp BHewHero
MeK/1abopaTopHbIX KOHTPO/1 KaYecTBa KANMHUYECKMX NabopaTopHbIx uccnenoBaHuii» (ACHM «LUBKK»).
CANYUTENBHBIX
ucnbiTaHnii (MCH)

2 KoopauHatopsl LWnpokos Banepunit HUKonaesuu.
pasgena MCU

3 Appec n TenedoH 129090, r. Mocksa, nn. Manaa CyxapeBcKas, 4. 3, ctp. 2, ACHIM «LLBKK», KomH. 32,
KoopauHaTopa Ten. (495) 225-50-31.

4 Kputepumn Bbibopa Hannune KoHTpakTa/aorosopa ¢ y4acTHMKOM MCU Ha oKasaHme yCIyr o BHeLWHeN
y4yacTHuKkos MCH OLLEHKE KayecTBa BbINOJIHAEMbIX UM UCCeA0BaHUIN NMyTeM MeX1abopaTopHbIX

CANYUTENBHBIX UcbITaHUi MCU «PCBOK-2024»
n/n | KatanoxHbii Homep HanmeHoBaHue nporpammbl MCU
1 15-01 OueHKa NpaBUIbHOCTH
UMMYHoructoxnmmyeckoro (LX) saknoueHus
C UCNO/Ib30BaHMEM BUPTYabHbIX NPenapaTos

5 Konunuectso, Tmn 15, KAMHWKO-AMarHocTUYeckne nabopaTopmm, NaToNOroaHaTOMUYECKME U
npegnonaraembix UMTONOTrNYECKNE NabopaTopuu.
y4acTtHmkos MCH

6 Nccnepyemblit BUONOrMYECKNt KNETOYHbIM MaTepuan (BUPTyanbHbIX Npenapar).
maTtepwan

7 Nccnepyemble MMMYHOTMCTOXMMMNYECKOE 3aK/IH0YEHNE U TOYHOCTb ero GopMyaNPOBKM NO
nokasaTenu pe3sy/ibTatam, NoJy4eHHbIM NPY NPOCMOTPE BUPTYa/IbHbIX NPENapaToB Ha 9KpaHe

KOMNbloTEPA.

8 OnucaHue obpasua BupTyanbHble npenapaTbl, 4OCTYNHblE ANA CKAUMBAHMA B IMYHBIX KabUHeTax
ONA NPOBEPKU YYaCTHMKOB, AN1A UCCNeA0BAHUA HA SKpaHe KOMMbIOTEPA, MOJlyYEHHbIe NyTeEM
KayecTsa CbEMKN MHOMKECTBEHHbIX MUKPOCKOMMUYECKMX NOSIEN OKpPaLLEHHbIX
nccnegosanunit (OMK) | MMMYHOTMCTOXMMUYECKMX NPENapaToB Pa3/IMiHON NOKAIMU3ALLUN.

9 TpeboBaHuA K Ocobbix ycnosut ana xpaHeHusa OlNK He TpebyeTcs.
xpaHeHuto OMNK

10 TpeboBaHuA K Karkgomy y4acTHUKY byaeT npegoctasneH goctyn K gsym OlNK B ogHOM uuKne.
pacnpegeneHuto
OnK.

11 Mepsbl npegocTo- 1. OlK paccbinatotca B nabopatopun 6e3 yKkasaHUs NPUNNUCAHHbIX 3HAYEHUM
POXHOCTM NO nccnefyemblx NokasaTenein UamM XapakTepPUCTUK UCCAeayeMOoro NoKasaTens.
npesoTBPaLLEHUIO 2. ONK nocTtasnatoTca B nabopaTopun B 3alMPpPOBaHHOM BUAE.

CroBopa mexay 3. TpebosaHue Ko Bcem KJ1 npeacTaBnATb pe3ynbTaTbl UCCEA0BAHNN K
YYaCTHUKaMK nam KOHKPETHOM Ha3Ha4yeHHOoM aarTe.

danbcnodmkaumm 4. KoHpuaeHumanbHOCTb noctynatowmx B ACHIM «LIBKK» pe3ynbTaToB 1 OTCyTCTBUE
pes3ynbTaTos [O0CTyna K oueHKam gpyrmux nabopatopwin.

12 Yro 1. Mporpamma MCU.
npeaocTasnaeTca 2. ONK 1 MHCTPYKUMA NO BbINOJHEHWUIO UX UCCIEA0BAHMSA.

yyacTHMKam MCH

3. Bo3MOKHOCTb BBOZA W OTMNPaBKM pe3yibTaToB UccieaosaHma ONK B AMuHOM
KabuHeTe MHTepHeT-NopTasa UAKM C UCNOSIb30BaHMEM BymaxKHOro 61aHKa.

4. OTyeTbl (NPOMEKYTOUYHbIE U UTOTOBbLIE) NO NPOBEPKE KayecTBa UCCAeL0BaHNUM
Nabopatopuu, BKAOYAKOLLME KOMMEHTAPUKU U TabanLbI.

5. CBMaeTenbCcTBo 0 pernctpaumn, Cemaetenscrso/Ceeaerusa o6 yyactum 8 MCU.

CrpaHnua 1 mns 2
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13 Mpoueaypbl gna B pasaene ncnonb3yroTca TUparkKupyemble BUPTyasibHble Npenaparsl,
ncnbITaHUM (MeToabl | 0O4MHAKOBbIE AN BCEX YYACTHMKOB pasaena. Mpoueayp npoBepKu
nccneaoBaHUi) oAHOpPOAHOCTU U cTabunbHocTK OMK He TpebyeTcs.

NpoBepKM
OAHOPOAHOCTU U
cTabunbHoctn OMNK

14 TpeboBaHMA K MNopgrotoska OlK K nccnenoBaHnAM JOMKHA NPON3BOAUTLCA B COOTBETCTBUM C
noarotoske OlK K WMHCTPYKLMEN NO BbINOAHEHUIO nccnegoBaHnin OMK.
nccnenoBaHMAM

15 MeToanku YyacTHUKM gomxkHbl nposecty nccnegosaHue OMNK Ha akpaHe KomnbloTepa,
nccnenoBaHmA MMUTUPYIOLLLEE PYTUHHOE UCCNEeA0BaHME MMMYHOTMCTOXMMMUYECKUX NPenapaTos.

16 dopma oTYETHOCTH YuacTHMKM npegocTaBaatoT MpoBangepy NPOTOKON pesyibTaToB UCCNe0BaHUN B
YYaCTHUKOB dopme, onpeaeneHHoM B IMMHOM KabnHeTe MHTepHeT-nopTana uam BymarkHbim

61aHKOM BBOAA M OTNPaBKK pe3ynbTaToB uccneaosanHuns OMK, B cooTBeTCTBMU C
MHCTpYKUMen no npumeHeHuto OlK.

17 Kputepumn oueHKkn KayectBo MMMYHOMMCTOXMMMUYECKUX UCC/IeA0BAHNIN N 3aKNIOYEHWNI BbiABAAETCA
KayecTBa nyTem CpaBHEHUA pe3yabTaToOB UCC/eA0BaHNM, NPoBeAeHHbIX nabopaTtopusmm, c
nccnenoBaHui, pe3ynbTaTtaMu UccneaoBaHMin, NnpoBeaeHHbIx akcneptamm MCU « DPCBOK».
meTon MeTtoa CTaTUCTUYECKOro aHa/in3a He NCNONb3YeTCA AN1A KaYeCTBEHHbIX Pa3ae/ioB.
CTAaTUCTUYECKOTO
aHanusa

18 MpouncxoxgeHue MpunucaHHble 3HadYeHna OMNK ABAAKOTCA COr1acoOBaHHbIMUM 3HAYEHMAMM HA
nccnenoBaHum OCHOBaHMM KOHCEHCYCHOTIO peLLeHNs 3KCnepToB-CneunaancTos B ob6nactm
NPUNUCAHHbIX MMMYHOTUCTOXUMUMN.
3HayeHu OMK. MeTponoruyeckasa NpPoc/ieKMBaemoCTb U HeoNpeaeneHHOCTb B JAaHHOM Buae
MeTtponoruyeckasn WUCNbITAHUI HE NPUMEHUMBI.

NpoCNexmMBaemocCTb.
HeonpeaeneHHOCTb.

19 CreneHb rnacHocTn Ons yyactHnkoB MCU cobntogaetca NpUHLMN KOHPUAEHLMANbHOCTU:
pe3ynbTaToB 1 1. Kaxkgomy yyactHMKy MCU npucBamBaeTca KogoBbli HOMep, KOTOPbIN M3BECTEH
3aknoyeHnn MCU TONIbKO coTpyaHMKam ACHI «LIBKK» n camomy yuyacTHUKY.

2. MpoBangep 0b6a3yeTcsa He nepenasaTb pesyabTaTbl U 3akntoueHna MCU
TpeTbum nuuam 6es cornacms y4yacTHUKa.
KoHbuMaeHUMaNbHOCTb MOXKET ObITb OTBEPrHYTa YY4AaCTHUKOM C LLeNbtO
obcyKAEHUA N B3aMMOMNOMOLLW, NPY BbINONHEHMM paboT B 3aKOHO4ATENBHO
peryanpyemon 061actv Uau ¢ Lenbto NpM3HaHuA. B 60blIMHCTBE C/yYaes
pe3ynbTaTbl NPOBEPKM KayecTBa MOryT ObITb NPeAoCcTaBNeHbl COOTBETCTBYOLLEMY
OpraHy cCaMMmMm y4aCTHUKaMM.
3. B UCKAoUMTENbHbIX CAyYanX, Koraa opuumManbHbIi opraH TpebyeT ot
nposanaepa MCU npeaoctaBieHns emy pe3ynbTaToB NPOBEPKM KayecTsa,
YYACTHUKM A0NXKHbI ObITb yBEAOMAEHBI 06 3TOM NUCbMEHHO.

20 JeiictBus B cnyyae Mpu 06HapyXeHMUn HecooTBETCTBMA NocTaBaeHHbIX OMNK npunaraembim

yTePU UK
nospexaeHua ONK
npu
TPAHCNOPTMPOBKE
3aKa34nKy

OOKYMEHTaM, a TakKe nospexaeHus OMNK, genatowmx nx HenpurogHbIMM Ans
nccnenoBaHUs, KOMUCCUA 3aKa3uMKa COCTABAAET M NoANucbiBaeT AKT
HEeCcoOTBETCTBMA M yBegoMAAEeT 06 aTom lNpoBsaigepa B TeueHue 5-Tn pabounx
AHel ¢ MOMeHTa nony4yeHus. Mposaliaep paccmaTpmsaeT AKT HECOOTBETCTBUA
(bopma AkTa (0bpaseu) npeacrasneHa Ha canTte Mposangepa MCU) n B cnyyae
ero 060CHOBAHHOCTM NMOBTOPHO HanpasaseT 3akazunky OMNK ¢ MHCTpyKumMelt no
BbIMOAHEHUIO nccneaosaHnii OMNK.

CtpaHnua 2 ns 2




