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ACHN «L{EHTP BHELLHErO KOHTPO/A KAYECTBA KNIMHUYECKUX NABOPATOPHbIX UCC/TEQOBAHWUIA»

Mporpamma

NnPoOBEepPKUN Ka4yecTBa MCC.I'Iep,OBaHMﬁ XMMMUKO-TOKCUKOJIOTMUECKMX NOKa3aTeiei MOUuM YenoBeKa

NocpeacTBOM MeX/1ab0paTOpPHbIX CIMYEHWMIA

1 MpoBaiiaep
MesKNa6OPaTOpHbIX Accoumauma cneunanncTtoB HEKOMMepPYeCcKoe MapTHepPCTBO «Ll,fHTp BHelHero
KOHTPOAA Ka4yecTBa KAMHUYECKUX NabopaTopHbIx uccnenosaHmuiin (ACHN
CﬂVIl-IVITe.I'IbVHbIX «LIBKK»).
ncnbitTaHnn (MCU)
2 Roopaunatop paspena K.6.H. Me3eHueBa Hagexzaa ViBaHOBHa
MCU
3 Agpec u tenedoH 109316, r. Mocksa, Boarorpaackuit npocnekr, a. 17, ctp. 1, nom. 2/1, ten. (495)
KoopAnHaTopa 225-5031, labs@fsvok.ru, www.fsvok.ru
4 Hannune KoHTpakTa/gorosopa c yd4actHMkom MCU Ha oKasaHue ycayr no
BHELUHEWN OLeHKE KayecTBa BbINOAHAEMbIX UM UCCIeA0BAHUIN NyTeEM
MEeK/1abopaTopPHbIX CANYUTENBHBIX UCMbITaHM B MCU « PCBOK-2026».
n/n | KatanosHbiit Homep | HaumeHoBaHue nporpammbl MCU
1 18-01 XUMMKO-TOKCUKONOrMYECKME NOKa3aTem MOoYm.
Kputepuu Boibopa
18-04 BbiABNEHME NCMXOAKTUBHbBIX JIEKAPCTBEHHbIX
y4yacTtHukos MCHU BelLeCTB B MOYe.
YypexkaeHus, B COCTaBe KOTOPbIX COCTOAT Nabopatopuin, A0NKHbI ObITb
3aperncTpupoBaHbl OPUAMYECKN B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM PO,
UMeTb 060pyL0BaHNE U NEPCOHAN AR BbINOJHEHUA COOTBETCTBYHOLLMX
nccnegoBaHUm.
5 Konwnyectso, TMn 50, KnMHWYeckue nabopatopum.
npeanonaraemblix
Y4aCTHUKOB
6 Uccnepyemblit matepuan MMUTaHT MO4M
7 Uccnepyemble BbiABneHMEe MeTaboIMTOB HAPKOTUYECKMX CPEACTB M NMCUXOAKTUBHbIX
noKasarenu NIeKapCTBEHHbIX BELLECTB B MOYe YenoBeka.
8 MUMUTaHT MO4YM YenoBeKa, BO p1aKOHaxX C repMeTUYHO 3aBUHUYMNBAIOLLLENCA
OnucaHue obpasua ana . . .
NpOBEpK KauecTsa KPbILLKOW 1 pe3anHoBon Npobkoit. 06bem obpasua 10 mn (Kuakue).
. CTabunbHOCTb KOMMOHEHTOB NOC/e BCKPbITUA 06pasua - He bonee YeTbipex
nccnenosanuii (ONK)
Yacos.
9 TpeBoBaHMs K XpaHeHHio Mpu xpaHeHUK B yNaKOBKe NPOU3BOAMUTENA - HE MEHee roaa ¢ AaThl
oMK npoussoacTea npu Temnepatype -40° C; He 6o/s1ee 0gHMX CYTOK Npu
Temnepatype +2- +8° C. CpoK roaHocT1 4o aekabps 2026 r.
10 Mepbl
NpeaoCTOPOXKHOCTA NO 1. OMK paccoinatotca B nabopatopun 6e3 ykasaHMA NPUNUCAHHbBIX 3HAYEHWUI
npeaoTBpaLeHno n3mepAembIX NoKasaTenemn.
CroBopa mexay 2. OMNK noctaenatoTca B NnabopaTopum B 3aliMdpoBaHHOM BUAE.
YYaCTHUKaMU UNU 3. KoHpuaeHumanbHocTb noctynatowmx B ACHM «LUBKK» pesynbtatos u
danbcndumkaumm OTCYTCTBME AOCTYMNa K OLLeHKam Apyrnx nabopaTtopuid.
pe3ynbLTaTtoB
11 1. Mporpamma MCU.
2. OMK 1 MHCTPYKLUA MO BbINOJAHEHUIO UX UCCNe0BaAHUA.
3. BO3MOXXHOCTb BBOA2A M OTNPaBKM pe3ynbTatoB uccnenosaHma OlK B AinYHOM
Yto npepocrasnnerca KabuHeTe MHTepHEeT-NopTana Uan ¢ UCNoAb30BaHMEM ByMaXKHOro 6aaHKa.
yyacTHMKam MCH 4. OT4eTbl (NPOMEKYTOUHbIE U UTOrOBbIE) MO NPOBEPKE KayecTsa
nccnenoBaHNn NabopaTtopun, BKAOYAOLWME KOMMEHTAPUN U TabanLbI.
5. CBuaerenbctso o peructpaumu, Cemaetenbctso/CseseHna o6 ydactum B
MCU.
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12 TpeboBaHMA K K
pacnpeseneHmio OMK aXKAOMY YHaCTHUKY ByaeT npeaocTtaBsieH oanH Habop ONMK.

13 | Npoueaypsl gna
ncnbiTaHUM (meToabl
P —-—— MpoBepka OAHOPOAHOCTM M CTabWABHOCTM He TpebyeTca: wccneaoBaHue

KayecTBeHHOe, 06pa3Lbl UCCeayoTcA Cpasy No NoayYeHUN.
NPOBEPKMN OAHOPOAHOCTH
n ctabunoHoctn ONK

14 | TpeboBaHMA K

noaroToske OMK K MoaroTtoBka VOI'IK K nccnefoBaHUAM OONXKHA Elpomasop,mbcn B COOTBETCTBUM C
WMHCTPYKLUMEN NO BbINO/IHEHUIO nccnegosanmin OTK.
nccnefoBaHUAM

15 YYacTHMKM fonxHbl uccnegosatb OMNK Kak 06blYHbIE NPOObLI NALMEHTOB, NO TOM

MeToamKun nccnenoBaHus
Ke MEeTOAMKE, B TEX KE aHAIUTUYECKUX CEPUAX U B TEX }KE YCAOBUAX.

16 Y4yacTHUKM npenocTaBaatoT MpoBangepy NPOTOKON pe3yibTaToB UCCAef0BaHMA
dopma oTYeTHOCTH B popme, onpeaeneHHon B IMYHOM KabUHETE MHTEPHET-NOPTANA UK
YYaCTHMKOB 6ymarkHbIM 61aHKOM BBOAA M OTNPABKM pe3ynbTaToB ucciegoBaHus OMK, B

COOTBETCTBMM C MHCTPYKUMeER no npumeHeHuto OMK.

17 | Kputepum oueHKkn KauecTBO pe3ynbTaToB MCCNeL0BaHUA NO BbIABAEHUIO MeTabonToB
KayecTBa UccneaoBaHWU, | HAPKOTMYECKUX CPEACTB, MCUXOTPOMHbIX M TOKCUYECKUX BELLLECTB, NOYUYEHHbIX
MeTOoZA, CTaTUCTUYECKOro nabopatopuamM, OLLEHUBAETCA MYTEM UX CPABHEHUSA C NPaBWUIbHbIMK (faHHble
aHanusa NPOW3BOAUTENA U UCTbITaTE/IbHbIX 1abopaTopuit).

18 MpoucxoxaeHue
nsmepeHui MpunucaHHble 3HaYeHna OMNMK npegocTaBaAOTCA NPOU3BOANTENEM B
NPUNUCAHHBIX 3HAYEHWUI aHaINTUYECKOM NacrnopTe KayecTBa U UCNbITaTeNbHOM NabopaTopumeit.

OrK. MeTposornyeckan Npoc/ieXXMBaeMoCcTb U Heonpea/IeHHOCTb B JaHHOM BUae

MeTponornyeckas NCNbITAHUIN He NPUMEHUMBI.

NPOCAeKMBAEMOCTb.

HeonpeaeneHHOCTb.

19

[ns yyactHMkoB MCU cobatogaeTtcs npuUHLMN KOHPUAEHLMANBHOCTH:
1. Kaxkgomy yyactHMky MCWU npucsamnBaeTcs KogoBbli Homep. MgeHTudukaums
YYaCTHUKOB M3BECTHA TONAbKO coTpyaHuKam ACHIM «UBKK», ecnn TOnbKO
YYaCTHUKN He 0TKa3blBaloTCA OT KOHOUAEHLMANBHOCTH.
2. MpoBaigep 0b6sa3yeTca He nepefasBaTb PesynbTaTbl YYaCTUA M 3aKNHOYEHUS
MCU TpeTbnm nnuam 6es cornacma yyacTHMKa.

CreneHb rnacHocTn

DE3yNbTATOB I KoHpUaeHUManbHOCTb  MOXKET OblTb OTBEPrHyTa YYaCTHUKOM C  LeJblo

sakoueHMi MCH 06CyKAEHNA U B3aMMONOMOLM, NPWU BbINOJHEHUN PaboT B 3aKOHOAATE/IbHO
perynmpyemol o6aactm uManM C Uenbto MpusHaHuA. B 60/blUMHCTBE CnyyaeB
pe3ynbTaThbl NnpoBepKu KayecTBa moryT 6bITb npeaocTasieHbl
COOTBETCTBYIOLWEMY OPraHy CaMUMM YHACTHUKaMMU.
3. B WCKAOYMTENbBHbIX CAyYaax, Koraa oduumanbHbli opraH Tpebyer oOT
nposaitgepa MCU npepoctaBneHMa emy pes3y/ibTaTOB MPOBEPKU KAYeECTBa,
YYACTHUKM A0XKHbI ObITb YBEAOMEHBI 06 3TOM NMUCbMEHHO.

20 Mpn obHapyXeHMM HecooTBEeTCTBMA nocTasBaeHHbix OlK npuaaraembim

OOKYMeHTaMm, a Takxe nospexgeHuna OlK, aenawowmx nx HeENpUrogHbIMM ans

[elicTBuA B ciydae yTepu | UCCNefoBaHUA, KOMMCCUMA 3aKa3uMKa COCTaBAsfeT M MOAMMCbIBAaeT  AKT

nnu nospexaeHua ONK HecooTBeTcTBMA (popma AKTa (0bpasel) npepcraBneHa Ha caite lMNposanaepa

NpW TPAHCNOPTUPOBKE MCW) n yBegomnsaeT 06 atom lMpoBaitaepa B TeyeHne 5-T paboumx gHen c

3aKa34YnKy MOMEHTa nosydyeHusa. lposaraep paccmaTpmBaeT AKT HECOOTBETCTBMA U B
cnyyae ero 06OCHOBAHHOCTM NOBTOPHO HanpasasaeT 3aka3uuky OfNK ¢
WMHCTPYKLMEN No BbINOAHEHUIO nccnegosaHuii ONK.
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