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Mporpamma

npoBepKUn Kavyecrtsa VICCﬂeAOBaHVIﬁ Nno BbIABZIEHUIO aHTUTEN K NULLEBbIM U
UHIFANAUNOHHbIM annepreHam nocpeacrsom Me)Kna60pa'roprlx CANYEeHuni

1 Mposaiaep Accoumauma cneunanncTtoB HEKOMMepPYECcKoe NapTHepPCTBO «LLeHTp BHelwwHero
MeK/1abopaTopHbIX KOHTPO/IA KauecTBa KAMHUYECKUX nabopaTopHbix uccneaosaHuin» (ACHM «LUBKK»).
CNNYUTENbHbIX
ucnbiTaHnii (MCH)

2 KoopauHatop LWnpokos Banepunit HUKonaesuu.
pasgena MCU

3 Appec n TenedoH 109316, r. MocKBa, Bonrorpagckuii npocnekrt, 4. 17, ctp. 1, ACHN «LIBKK»,
KoopauHaTtopa nometeHue 6., Ten. (495) 225-50-31.

4 Kputepumn Bbibopa Hannune KoHTpakTa/morosopa ¢ y4acTHMKOM MCU Ha oKasaHme yCayr o BHeLHeN
yyactHukos MCU OLLEHKE KayecTBa BbINOJIHAEMbIX UM UCCeA0BaHUIN NMyTeM MeX1abopaTopHbIX

CANYUTENBHDBIX UCMbITaHW MCU « DCBOK-2025»
n/n | KatanosHblh Homep HanmeHoBaHue nporpammbl MCU
1 06-26 BbiaBneHue aHtuten IgE K nuwesbim n
WHFANAUMOHHbBIM annepreHam.

5 Konuuectso, Tvn 30, KIMHUKO-ANarHocTuyeckune nabopatopmu.
npeanonaraembix
y4acTtHmkos MCH

6 Nccnepyembiin CbIBOpOTKa (N1a3Ma) KPOBM YenoBeka.
martepuan

7 N3mepaemble AHTuTena IgE K nuwesbiMm annepreHam. AHTUTena IgE K nbinbLe pacTeHUi.
nokasartenu AHTUTeNa IgE K KOMNOHEHTaM AOMALLHEN MblAW.

8 OnucaHue obpasua CTabunnsmpoBaHHble CbIBOPOTKU KPOBK Ye0BEKA, TMOOUNN3UPOBAHHbIE BO
ON5 NPOBEPKMU $NaKoHax c repMeTUYHO 3aBUHYMBAIOLLENCA KPbILWKOM N pe3nHOBOM NpobKoii.
KayecTBa O6bem OlK B KoHeYHoM dopme 1 ma.
uccneposaHuii (ONK) | CBeaeHma o cTabunbHOCTM M ogHopoaHocTM ONK:

KoadodumumneHT mexdnakoHHOM Bapnaumnm < 2%.
CTabunbHOCTb KOMMOHEHTOB B BoccTaHoBiaeHHoM OMNK npu Temnepartype
18 - 22°C — He meHee ABYX YacoB.

9 TpeboBaHuA K Mpu xpaHeHUN B yNaKOBKe NpOmn3BOAUTENA — HE MeHee 12 mecAaLeB npu
xpaHeHuto OMK Temnepatype 2 - 8°C.

Mocne nepeBoAa B KOHeYHy0 popmy (pacTBopeHUA/BCKpbITUA daaKkoHa) — He
MeHee 2 4yacoB npu Temnepatype 18 - 22°C.

[JonycKaeTca ynakoBKa u TpaHcnopTuposka ONK npu TemnepaTtype OKpyKatoLweit
cpeabl He 6onee 30 gHeN.

10 TpeboBaHua K Kaxkaomy ydacTHUKY byaeT npeaoctasneHo no 8 OMNK B ogHOM UMKAe.
pacnpeaeneHuo
OnK.

11 Mepbl npeaocTo- 1. OMNK paccblnatoTca B labopatopmm 6e3 ykasaHus Lenesblx (MpunucaHHbIX)
POXHOCTM NO 3HaYeHUI U3MepPsAEeMbIX NOKa3aTenen.
npeaoTepaLleHno 2. OMNK noctaenawTcAa B NnabopaTopum B 3aiMdpoBaHHOM BUAE.
crosopa mexay 3. TpeboBaHwue Ko Bcem KA1 npeacTaBnATb pe3ynbTaTbl MCCAEA0BAHUM K
YYaCTHUKAMU UNun KOHKPETHOM Ha3Ha4yeHHoOW faTe.
danbcudmkaumm 4. KoHomaeHumanbHocTb noctynatowmx 8 ACHIM «LUIBKK» pesynbTaTtoB 1 oTcyTcTBUE
pe3ynbLTaTos [0CTyna K oLeHKam apyrux nabopartopuit.

12 Yto npepocrasnsaetca | 1. Mporpamma MCH.

y4yacTHMKam MCH

2. ONK 1 MHCTPYKLMA NO BbINOJHEHUIO UX UCCAen0BaHUA.

3. BO3MOXKHOCTb BBOZA M OTNpaBKu pesynbTatos uccnegosaHma OMK 8 avyHom
KabuHeTe MHTepHEeT-NopTana Uan c UCNonb3oBaHMEM ByMarxKHOro 61aHKa.

4. OTyeTbl (MPOMEKYTOUHbIE U UTOTOBbIE) NO NPOBEPKE KayecTBa UCCAeA0BaHWNM
Nabopatopmu, BKAKOUAOLLIME KOMMEHTaPUKN 1 TabaunLpbl.

5. CBnaeTtenbCcTBo o permctpaumn, Cenaetenscrso/CeeaeHns o6 yuactum 8 MCU.
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13 Mpoueaypbl ana Mpoueaypbl NPOBEPKM O4HOPOLHOCTU U CTaBUABHOCTU, ONUCAHHbIE B
ucnbiTaHuit (metoabl | FTOCT P 50779.60-2017 «CTaTucTUyeckme metogbl. [pumeHeHne npu nposepke
n3MepeHui) KBanMdUKaLMKM NoCpeacTBOM MeXKNabopaTopHbIX UCTIbITAHUN Y.

NPOBEPKMU
OAHOPOAHOCTU U
cTabunbHoctn ONMK

14 TpeboBaHua K Moarotoska OMK K n3amepeHnam 0/1KHA NPOU3BOANTLCA B COOTBETCTBUMN C
noarotoske OlK K WMHCTPYKLUMEN MO BbINONAHEHUIO nccnegosaHuii OMK.
N3MepeHNAM

15 MeToamnku YuyacTHUKM aonxHbl uccnegosatb ONMK Kak 06bl4HbIe NPO6bI NALMEHTOB, MO TOM XKe
n3mepeHma METOAMKE, B TEX KEe aHANUTUYECKMX CEPUAX U B TEX XKE YCNOBUSAX.

16 dopma oTyeTHOCTH YyacTHUKM npegocTaBaAtoT [poBangepy NPOTOKON pPe3y/ibTaTOB U3MEPEHUI B
Yy4YacCTHUKOB dopme, onpeaeneHHOM B AMYHOM KabuHeTe MHTepHET-NopTana Uan BymarKHbIm

61aHKOM BBOAA W OTNpPaBKK pe3yabTaToB nccnesosanHma ONK, B cOOTBETCTBUM C
WMHCTPYKUMel no npumeHeHuto OMK.

17 Kputepmm oueHKH KauyecTBo pe3ynbTaToB M3MEpPEHUI, NOAYyYEHHbIX 1abopaTopuAaMM, OLEHUBAIOT MO
KayecTBa U3MepPeHUI, | MOKasaTesaM: YyBCTBUTEIbHOCTb, CNeLMdUUYHOCTb U BOCMPOU3BOAMMOCTD (MO
MeTOo/, COBOKYMHOCTM pe3y/bTaTOB Y4aCTHMKOB B NapameTp-cneunduyueckmx rpynnax).
CTaTUCTUYECKOTO OueHKa NpoBOAMTCA B Fpynne pesybTaToB, COrNMACHO NPaBM/IaM, YCTaHOBAEHHbIM B
aHanusa FOCT P 50779.60-2017 «CraTtuctnyeckme metoapl. lNpumeHeHne npu nposepke

KBanNPUKaLMM NOCPEACTBOM MeEXKNAAbOPaTOPHbIX UCTbITAHUIN».

18 MNpoucxoxaeHune LleneBble (npMnncaHHble) 3Ha4YeHMA ycTaHaBAMBaloTCsA B npouecce MCU:
n3mepeHui Lenesbix | KoanyectBeHHbIN noapasaen. CpegHee apubmeTUYecKoe 3HaYeHNE pe3ynbTaToB
(npmnuncaHHbIX) nccneposanHua OMNK, MCNOb30BABLUNX OAHY U TY e METOAMKY U3MepeHUin. Ecnu
3HauveHu ONK. YMCNO YHACTHMKOB B TaKOM rpynne meHee BOCbMU — CpefHee 3Ha4YeHne Bcex
MeTponorunyeckasn pes3ynbTaTos.
npocnexmpaeMocTb. | KayecTBeHHbI nogpasaen. B kauectse npaBuabHbIX MPUHUMAIOTCA 3aKNHOYEHUSA
HeonpegeneHHocTb. | 6onee 2/3 y4acTHUMKOB, MCMO/Ib30BABLUMX OAHY U TY e METOAMKY U3MEePEHMi, ecm

TaKMX YYACTHUKOB HbINO He MeHee BOCbMU. ECM HUM O4HO M3 3aKNOUEHUI He
NoJly4eHO YKa3aHHbIM 60/bLIMHCTBOM labopaTopumiA, 4ONYCTUMbBIMM NPU3HAtOTCA
BCE KaTeropum 3aKkaoueHuiA.
MeTponornyeckas NnpociexmBaeMocTb B aHHOM BMUAE UCNbITAHUI HE NPUMEHUMA.
HeonpeaeneHHOCTb CpeHEro XxapaKTepmnsyeTca OTHOCUTENbHbIM CTaHAAPTHbLIM
OTKNOHEHMEeM pacnpesenieHna pesynbtaTtos y4acTHMKos MCU u BblumcnsaeTca no
cnegyowmm popmMmynam: CTaHAAPTHAA HeonpeaeneHHoCTb M = i, pacwmpeHHas
Jn
S o
HeonpegeneHHocTb: U =1, -—= rae t;, — Kputepuin CTbloi€HTa C YNCIOM
“"In
cTeneHen ceoboabl f = n — 1 1 ypoBHem 3HaunMmoctn « = 0,05.

19 CreneHb rnacHoCcTH [ns yyactHMkoB MCU cobatogaeTtcs NpuUHLMN KOHPUAEHLMANBHOCTHU:
pes3ynbTaTos U 1. Kaxkpomy yyactHMRy MCU npucBanBaeTca KOAOBbI HOMEP, KOTOPbIt N3BECTEH
3aka4veHmii MCU TONIbKO coTpyaHuKam ACHIM «LUBKK» n camomy y4yacTHUKYy.

2. MpoBangep obasyeTca He nepeaasBaTb pe3y/bTaTbl U 3aKntodeHns MCU TpeTbum
Nvuam 6e3 cornacua y4acTHuKa.

KoHpUaeHUMaNnbHOCTb MOXKET HbITb OTBEPrHYTa YYAaCTHUKOM C LLe/Ibto 0bCyKaeHUs
M B3aMMOMOMOLLM, NP BbINOJHEHUM PAabOT B 3aKOHOAATE/NIbHO PErYANPYEMO
06.1aCcTV UAK € Lenbto NPU3HaHKUA. B 6onbLIMHCTBE CydYaeB pe3y/ibTaTbl NPOBEPKU
KayecTBa MOryT ObITb NPeAoCTaB/eHbl COOTBETCTBYOWEMY OpPraHy cCaMMmu
YYaCTHMUKaMMU.

3. B uckAoumMTenbHbIX cayyanx, Koraa oduumanbHblit opraH TpebyeT oT npoBanaepa
MCW npepoctaBneHns emy pesynbTaToB NPOBEPKM KAuecTBa, YHaCTHUKN AOMKHbI
6bITb yBEAOMEHBI 06 3TOM MUCbMEHHO.

20 [Jeincreusa B cnyyvae Mpun 06HapyKeHNN HeCOOTBETCTBMA NOCTaBAeHHbIX OMNK npunaraembim
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yTepu unm
nospexaeHuna OMNK
npu
TPAHCNOPTMPOBKE
3aKa3umKy

OOKYMeHTaM, a TakxKe nospexaeHns OMNK, aenatowmx Ux HeENPUrogHbIMK gnn
nccnenoBaHMA, KOMUCCUA 3aKa3uMKa COCTaBAAET M NOANUCHIBAET AKT
HecooTBeTCTBMA M yBegoMAAeT 06 aTom lMNpoBsaliaepa B TevyeHue 5-Tn pabounx aHein
€ MOMeHTa nony4yeHus. MNposargep paccmatpusaeT AKT HecooTBeTcTBUA (dopma
AKTa (0bpasel) npeacrasneHa Ha canTte Mposainaepa MCU) n B cnyyae ero
060CHOBAHHOCTM NOBTOPHO HanpasAaseT 3aka3unKy OMMK ¢ MHCTpyKumel no
BbINOJIHEHUIO UccneaosaHmin OTK.

CrpaHnua 3ms 3




