ACHN «UEHTP BHELUHETO KOHTPO/1A KAYECTBA KNTUMHUYECKUX IABOPATOPHbIX MCCI'IE,CI,OBAHMﬁ»
129090, r. Mocksa, na. Manasa CyxapeBckas, 4. 3, cTp. 2, ACHIM «LBKK», Ten. (495) 225-50-31, labs@fsvok.ru

Mporpamma

NpPoBepKU KavyecTBa uccaeaoBaHuii o6wmx 6MoXxmmmyecknx noKasarenei
CbIBOPOTKN/NNa3mbl KPOBM YeI0BEKA NOCPEACTBOM MEX1abopaTOPHbIX CAUYEHMIA

1 Mposaiiaep Accoumauma cneunanncTtos HEKOMMepYecKoe NapTHepcTBo «LleHTp BHewHero
MeKNabopaTopHbIX KOHTPOSl KAYecTBa KJMHMYECKNX nabopaTopHbIX nccnegoBaHuiny (ACHM «LBKK»).
CNYNUTENBHBIX
ucnoiTatnin (MCW)

2 KoopauHatop K.x.H. KapnHoBa UpnHa HukonaesHa.
pasgena MCU

3 Agpec u TenedoH 129090, r. Mocksa, nn. Manaa CyxapescKas, 4. 3, ctp. 2, ACHIN «LIBKK», KOMH. 32,
KOOpAMHATopa Ten. (495) 225-50-31.

4 KpuTepumn Bbibopa
y4acTHuMKos MCU Hanuumne KoHTpaKTa/morosopa c ydactHMkom MCU Ha oKasaHue yciyr no BHELWHeN

OLLeHKe KauyecTBa BbINOJIHAEMbIX UM UCCIe[0BAHUIN NyTeM MeXKNabopaTopHbIX
CANYUTENbHbIX UCNbITaHMN MCU « PCBOK-2024»
n/n | KatanoxHbit Homep | HaumeHoBaHue nporpammbl MCU
1 01-01 Ob6Lwme BUOXMMMYECKME NOKasaTe M KpoBu (1-5)
2 01-02 O6Lwme BUOXMMMYECKME NOKasaTenn Kposu (6-10)
3 01-03 Ob6Lme BUOXMMMYECKUe NoKasaTenn Kposu (11+)

5 Konnyectso, Tnn 3500, KNMHUKO-AMarHocTuyeckmue nabopatopum.
npegnoaaraembix
yyacTtHMKos MCHU

6 Uccnepyemblii CbiBOpOTKa (N1a3ma) KpoBM YenoBeKa.
maTtepuan

7 M3mepaemsble KoHUeHTpaLuMm KOMNOHEHTOB CbIBOPOTKU (NNasmbl) KpoBK Yenoseka: AT,
nokasaTenu anbbymuH, a-amuiasa obuuas, a-amuiasa naHkpeatndeckas, ACT, 6enoK,

6uUNnpybUH 06K, BUANPYBMH NPAMON, rNoKo3a, y-I'T, skeneso, OXKCC, THKCC,
Kanui, Kanbumin 06N, KanbLMii MOHU3UPOBAHHbIN, KPEaTUHUH, KpeaTUHKNHA3a,
NAr, nunasa, marHuii, Mo4eBas KMCN0Ta, MOYEBUHA, HATPUI, TPUTAULEPUADI,
docdop, xnopurabl, XonecTepuH, XoIMHICTEPasa, WwenovyHaa pocoarasa.

8 OnucaHue obpasua CtabnnmsmpoBaHHble CbIBOPOTKMN KPOBM YENOBEKA, TMOPUAN3NPOBAHHbBIE BO
ANA NPOBEPKMU dbNaKoHax € repmMeTUUYHO 3aBUHYMBAIOLLENCA KPbILLKOW 1 pe3nHOBOMN Npo6Koii.
KayecTBa 0O61bem OlK B KOHeYHOM dopme 5 ma.
nccneaoBaHuiM CeeaeHus o ctabunbHoCcTM M oaHopoaHocTh ONMK:

(ONK) KoadduumneHT mexkdnakoHHoM Bapurauum < 1,5%.
CtabunbHOCTb KOMMNOHEHTOB B BoccTaHoBAeHHOM OIK npu Temnepatype 2 - 8°C 3
OHA.

9 TpeboBaHus K MNpu xpaHeHMM B YyMaKOBKe npoussBoauTena — He 6onee 36 mecaues npu

xpaHeHuto OMK Temnepatype 2 - 8°C n He 6onee 30-TM cyToK Npu TemnepaTtype He 6onee 35°C.
Mocne nepeBoga B KoHeyHyto dopmy (pactBopeHus OMNK) — He 6onee 3 cyTok npu
Temnepatype 2 - 8°C n He 6onee 8 yacos npu Temnepatype 25°C. CpoK rogHocTn
ONK - po 12.2026.

10 TpeboBaHMA K Karkaoomy yyacTHUKY 6yaeT npegoctaBneHo no gsa OlMK B KaXK4oMm U3 Tpex LMKIO0B.
pacnpegeneHuto
OrlK.

11 Mepbl npegocTo- 1. OMNK paccblnatoTca B 1abopatopum 6e3 ykasaHus Lenesblx (MpunucaHHbIx)
POXHOCTM NO 3HaYEeHMI U3MepAEMbIX NOKa3aTenen.
npeaoTBpaLLeHUto 2. OMK nocTasnsAtoTcs B 1abopaTopmm B 3aiMpoBaHHOM BUAIE.

CroBopa mexay 3. TpebosaHue ko Bcem KOJ1 npeacTaBaATb pe3ynbTaTbl UCCAELOBAHUM K
YYaCTHUKaMU nan KOHKPETHOM Ha3HauyeHHoN aaTe.

danbcmudmKaumm 4. KoHoumaeHumanbHocTb nocTynatowmx 8 ACHIM «LIBKK» pe3ynbTaToB 1 oTCyTCTBUE
pes3y/ibTaTtoB [0CTyNa K oLleHKam apyrux nabopatopui.

12 Yro 1. Mporpamma MCU.
npegocrasnaeTca 2. ONK 1 MHCTPYKUMA NO BbINOJIHEHUIO UX UCC/IEA0BAHMA.

y4yacTHMKam MCH

3. BO3MOKHOCTb BBOAA M OTNpaBKKU pe3yabTaTtoB nccaengosaHmna OMNK 8 anyHom
KabuHeTe MHTepHeT-nopTana Uan c UCNonb3oBaHMEM BymarkHOro 61aHKa.

4. OTyeTbl (NPOMEKYTOUHbIE U UTOTOBbLIE) NO NPOBEPKE KayecTBa UCCAeA0BaHNM
Nabopatopuu, BKAOYAKOLLME KOMMEHTAPUK U TabanLpbl.

5. CBMAeTenbCcTBo o pernctpauun, Cemaerenscrso/Ceeaernsa 06 yyactum 8 MCU.

CrpaHnua 1 mns 2




ACHN «UEHTP BHELUHETO KOHTPO/IA KAYECTBA KNTUMHUYECKUX JIABOPATOPHbIX MCCI’IE,CI,OBAHMﬁ»
129090, r. Mockea, na. Manasa CyxapeBckas, 4. 3, cTp. 2, ACHIM «LBKK», Ten. (495) 225-50-31, labs@fsvok.ru

13 Mpoueaypbl gna Mpoueaypbl NPOBEPKM OAHOPOAHOCTU U CTabUNbHOCTK, onncaHHble B FTOCT P
ncnoiTaHnin (metoabl | 50779.60-2017 «CtatucTnyeckne metoasl. NpumeHeHMe Npu NposBepke
N3MepPEHUIA) KBanMdUKaLMM NOCPEACTBOM MeEKNAO0PaTOPHbIX UCNbITAHUN».

NpoBepKn
OAHOPOAHOCTU U
cTabunbHoctn ONK

14 TpeboBaHMA K MNogrotoska OlK K M3amepeHmnam 0/1KHA NPOU3BOANTLCA B COOTBETCTBUMN C
noarotoske OlK K WHCTPYKLMEN No BbINOAHEHUIO nccnegoBaHnin OMK.
n3MepeHmaAM

15 MeTtogunku YyacTHUKM gonxKHbl nccnegosatb OMNK Kak 06bluHble NPobbl NALMEHTOB, MO TOM Xe
n3MepeHua METOAMKE, B TEX XKE aHAIUTUYECKMUX CEPUAX N B TEX XKE YCOBUSAX.

16 dopma oTYeTHOCTH YyacTHMKM NpeaocTaBnatoT [poBangepy NPOTOKON Pe3yibTaToB M3MEPEHNI B
YYaCTHUKOB dopme, onpeaeneHHoM B IMYHOM KabnHeTe MHTepHEeT-NopTana uam BymarkHbim

61aHKOM BBOAA M OTNPABKM pe3ynbTaToB uccnesosanus OMK, B cooTeeTcTBMM C
MHCTPYKUMen no npumeHeHuto OTK.

17 KpuTtepmn oueHKu KayectBO pe3ynbTaToB M3MEPEHWI, MOAYYEHHbIX NabopaTopmMAMM, OLEHUBALOT MO
KayecTBa nokasaTensm: MNPaBWUIbHOCTb M MOBTOPAEMOCTb (MO COBOKYMHOCTM pPe3y/nbTaToB
NU3MepPEHUI, MeTOA, YYaCTHMKOB B MapameTp-cneumduyeckmx rpynnax). OueHKa NpoBoamuTca B rpynne
CTAaTUCTUYECKOTO pe3ynbTaTtoB, COrNACHO npasuaam YycTtaHosneHHbim B [TOCT P 50779.60-2017
aHanm3a «Cratuctuyeckme  metodbl. [pumeHeHWe npu  nNpoBepke  KBanuduKaumm

NoCpPeaCTBOM MEXKIAOOPATOPHbBIX UCMBITAHUIAY

18 MpouncxoxgeHue Llenesble (NnpMnMcaHHble) 3HaYeHMA ycTaHaBAMBaoTCA B npouecce MCU Kak
N3MepeHUI Lenesbix | cpegHee apupmeTnyeckoe (reomeTpuyeckoe) 3HaYeHne pesyibTaToB UCCAedoBaHuUA
(npunucaHHbIX) OMK, nony4YeHHbIX rpynnoi y4aCTHUKOB, MCNONb30BaBLUMX OAHY U TY XKe
3HayeHu OMNK. aHaINTUYECKYIO cucTemMy MM obbeanHEeHHON OA4HOPOAHOM COBOKYMHOCTH
MeTponoruyeckas pe3yabTaTOB HECKOIbKMX rpynn abopaTtopuii, MCNOb30BaBLUNMX POACTBEHHbIE
NPOCNEXKMBAEMOCTb. | METOAMUKM.

HeonpeaeneHHoCTb. | MeTposorMyeckas npoc/ieKMBaeMocCTb B JaHHOM BUAE UCMbITaHUI HEe NPUMEHMMa.
HeonpeaeneHHOCTb cpeHero xapakTepm3yeTca OTHOCUMTE/IbHbIM CTaHOAPTHbLIM
OTKNOHEHWEeM pacnpegeneHus pesyabTaTos y4acTHMKoB MCU m Bbluncnaetca no
cnepyowmm popmynam: ctTaHAapTHaA HeonpeaeNneHHOCTb 1 = i , pacwmpeHHas
Jn
N o
HeonpeseNeHHOCTb: U =1, , (4= rae tgo— KpuTepuit CTbIOAEHTA C YACIOM
Jn
cTeneHen ceoboabl f =n — 1 n ypoBHem 3Haunmoctn a = 0,05.

19 CreneHb rnacHocTn Ons yyactHnkoB MCU cobntogaetca NpUHLMN KOHPUAEHLMANbHOCTU:
pes3yibTaTtos U 1. Kaxkgomy yyactHMKRy MCU npucBanBaeTca KOLOBbI HOMEP, KOTOPbIN U3BECTEH
3aknoueHnn MCU TONIbKO coTpyaHMKam ACHI «LIBKK» n camomy yuyacTHUKY.

2. MpoBagep 0b6a3yeTcs He nepenasaTtb pesynbTaTbl U 3akntoueHna MCU TpeTbmum
Nvuam 6e3 cornacua y4acTHUKa.

KoHpUaeHUManbHOCTb MOXKET HbITb OTBEPrHYTa YHYACTHUKOM C LLe/Iblo 0BCYKAEeHUA U
B33aMMOMNOMOLLYM, NPU BbINOJAHEHWUN PABOT B 3aKOHOAATE/IbHO Peryanpyemon
061aCcTV UK € Lenbto NPU3HaHUA. B 6onblIMHCTBE CyYaeB pe3yabTaTbl NPOBEPKU
KayecTBa MOryT 6bITb NpeAoCcTaB/ieHbl COOTBETCTBYHOLLEMY OPraHy caMmumm
YYaCTHUKaMM.

3. B UCKNIOUMTENBHbIX CyYanX, Koraa opuumanbHbI opraH TpebyeT oT npoBanaepa
MCW npegoctaBneHnsa emy pesyibTaToB MPOBEPKM KAYeCTBa, YHaCTHUKN AOKHbI
6bITb yBeAOM/IEHBI 06 STOM MUCbMEHHO.

20 Oencreus B cnyyae Mpun 06Hapy*KEHNN HECOOTBETCTBUA NocTaBAeHHbIx OMNK npunaraembim

yTepU Unm
nospexaeHua OMNK
npu
TPaHCMOPTMPOBKE
3aKa34YnKy

[OKYMEHTaM, a TakxKe nospexaeHua OMNK, genatowmx ux HeNpUrogHbIMmM ann
nccneaoBaHUsA, KOMMccua 3aKkasuymMKa COCTaBAsET U NognucbiBaeT AKT
HECOOTBETCTBUSA U yBegomAseT 06 aTom lMNpoBaiiaepa B TedeHue 5-Tm paboumnx gHei
C MOMeHTa noJsiydeHus. MNposaliaep paccmatpuBaeT AKT HecooTBeTcTBUA (dopma
AkKTa (0bpaseu) npeacraBneHa Ha canTe Mposangepa MCU) u B cnyyae ero
060CHOBAHHOCTM NOBTOPHO HanpasAaseT 3akasumky ONMK ¢ MHCTpyKLumel no
BbINOAHEHUIO nccnegosaHnii OMNK.
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