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Mporpamma

NnpoBEepPKU Ka4yecteBa namepeHua KOHLI,eHTpaLIMﬁ NIEeKAPCTBEHHbIX NpenapaToB B CbIBOPOTKe

KpoBU 4yesioBeKa nocpeacrsom Me)Kna60paTopr|x CAnYeHum

1 Mposaiiaep Accoumauma cneunanncTtoB HEKOMMepYecKoe napTHepcTBO «LeHTp BHewHero
MeKNabopaTopHbIX KOHTPONS KayecTBa KAMHMYECKMX J1abopaTopHbIX uccnemsoBaHuii»  (ACHM
CNNYUTENBHbIX «LBKK»).
ncnoitaHnin (MCH)

2 KoopauHatop K.Xx.H. KapnHoBa NpunHa HMKonaesHa.
pasgena MCU

3 Appec n tenepoH 129090, r. MockBa, na. Manas CyxapeBcKas, a. 3, ctp. 2, ACHIM «LBKK», KomH.
KoopAnHaTopa 32, Ten. (495) 225-50-31.

4 Kputepumn Bbibopa Hannume KoHTpaKkTa/morosopa € y4acTHMKom MCU Ha oKasaHue ycayr no
y4yacTHukos MCU BHELHEN OUEHKe KayecTBa BbINOJAHAEMbIX WM  WCCNEAOBAHWN  NyTem

MeK/1abopaTopPHbIX CAMUUTENbHBIX UcMbITaHMn MCU «DPCBOK-2024»
n/n | KatanoxHolii Homep HanmeHoBaHume nporpammbl MCU
1 01-13 JlekapcTBEHHbIA MOHUTOPUHT

5 Konunuectso, Tvn 12, KAMHUKO-ANArHoctTuYeckme nabopatopuu.
npeanosaraemblix
yyacTtHmKos MCHU

6 Uccnepyemblii CbIBOpPOTKa KPOBU YeNoBeKa.
martepuan

7 N3mepaembie KoHUeHTpaumMmn NeKapCTBEHHbIX MpenapaToB: aMMKAUMHA, KapbamasenwuHa,
noKasarenu kKodeuHa, nuTUHA, MeToTpekcaTa, AUIOKCMHA, 3TOCYKCMMMAA, napaueTtamona,

dbeHnToUnHa, NpUMUAOHA, canvuunata,  TeodunnmHa,  ToBpamMuUMHa,
Ba/IbNPOEBOM KNCAOTbl, BAHKOMMULIMHA, LIMKIIOCMOPUHA.

8 OnucaHue obpasua CtabnnmsmpoBaHHble CbIBOPOTKMN KPOBM YENOBEKA, TMOPUIN3NPOBAHHbBIE BO
ANA NPOBEPKMU dbNaKoHax ¢ repmMeTUUYHO 3aBUHYMBAIOLLENCA KPbILWKOW 1 pe3nHOBOMN Npo6Koii.
KayecTBa 0O61bem OlK B KOHeYHOW popme 5 ma.
nccneaoBaHuim CeeaeHus o ctabunbHoCTM M oaHopoaHocTh ONMK:

(ONK) KoadduumneHT mexkdnakoHHoM Bapurauum < 1,5%.
CtabnnbHOCTb KOMMNOHEHTOB B BoccTaHoBAeHHOM OMMK npu 8°C - 3 axs.

9 TpeboBaHus K Mpu XpaHeHMWM B ynaKoBKe npous3BoauTens — He bosee 36 mecsues npu
xpaHeHuto OMK Temnepatype 2 - 8°C u He 6onee 30-TU cyTOK npu TemnepaType He 6onee 35°C.

Mocne nepesoaa B KOHe4Hyo dopmy (pacTBopeHusa/BCKpbITUA daakoHa) — He
b6onee 3-x cyTok npu Temnepatype 2 - 8°C n He 6bonee 8 Yacos Npu TemnepaType
25°C.

Cpok rogHoctn OlMK — go 12.2026.

10 TpeboBaHMA K Karkoomy ydyacTHUKy byaet npegocTtasneHo no gsa OMK B Kaxaom M3 Tpex
pacnpegeneHuio LMKNOB.
OnkK

11 Mepbl 1. ONK paccbinatotca B nabopatopum 6e3 ykasaHus ueneBbix (MPUAMCaHHbIX)
NPeLOCTOPOXKHOCTU | 3HAYEHWUI U3MEpPAEMbIX MOKa3aTenel.
no 2. ONK nocTtasnstoTcsa B nabopaTopun B 3alUMPppoOBaHHOM BUAE.
npeaoTBpaLLeHno 3. TpeboBaHue Ko Bcem K[J1 npeacTtaBnaTb pe3ynbTaTbl UCCNE0BAHUMN K
CroBopa mexay KOHKPETHOM Ha3Ha4YeHHoN aaTe.

YYaCTHUKaAMMN UNun 4. KoHduaeHumanbHocTb noctynatowmx B ACHM «LUBKK» pesynbtatoB u
danbcmdmkaumm OTCYTCTBME AOCTYNa K OLeHKam ApYyrnx 1abopaTopuit.
pesynbLTaTtoB

12 Yro 1. Mporpamma MCU.

npeaocrasnseTca 2. OMK v MHCTPYKLUUA MO BbIMOTHEHMIO UX UCCNEA0BAHUA.

yyacTHMKam MCH

3. BO3MOXKHOCTb BBOAA M OTNPaBKM pe3ynbTaToB uccneaosaHua OMK B AMyHom
KabuHeTe MHTepHeT-NopTana UAK C UCNob3oBaHMeM BymaykHoro 6aaHkKa.

4. OT4eTbl (MPOMEKYTOUHbIE M UTOTOBbLIE) NO NPOBEPKE KayecTBa UccaeaoBaHuU
nabopaTtopuu, BKAKOYAOLWME KOMMEHTaPMMU U Tabaunupbl.
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5. CBMaeTenbCcTBo o pernctpaumn, Cemaetenscrso/Ceeaerusa o6 yyactum 8 MCU.

13 Mpoueaypsl Ana Mpoueaypbl NPOBEPKM OAHOPOAHOCTM M CTAaBMNBHOCTW, OMUCaHHble B
ncnoitaHnin (metoabl | FTOCT P 50779.60-2017 «CTtaTUcTMYecKne meTtogbl. [pumeHeHue npu nposepke
N3MepPEHUI) KBanMdUKaLMM NOCPEACTBOM MEKNAO0PaTOPHbIX UCMbITAHUN Y.
npoBepKu
OAHOPOAHOCTU U
cTabunbHoctn OMNK

14 TpeboBaHMA K MNogrotoska OlK K mnamepeHuAm A[0MKHA NPOU3BOAUTLCA B COOTBETCTBUMU C
noarotoske OlK K WHCTPYKLMEN NO BbINOAHEHUIO UccnegoBaHnin OMK.
n3mepeHnam

15 MeTtoanku YUacTHMKM aomkHbl ccnegosath OMNK Kak 06bluHble Npobbl NaLMeHTOB, MO TOM
n3mepeHusn e MeTOAMKe, B TeX e aHa/INTUUYECKUX CEPUAX U B TEX XKe YCI0BUAX.

16 ®opma oTyeTHOCTH YyacTHUKKM npegocTasastoT lNposarigepy NPOTOKOA Pe3ynbTaToB M3MEPEHWUN B
YYaCTHUKOB dopme, onpeneneHHon B IMYHOM KabUHeTe MHTEPHET-NOPTaNa UM BYMaXKHbIM

6n1aHKOM BBOZA M OTNPaBKKU pe3ynbTaToB uccnenosaHma OMK, B cOOTBETCTBUM C
WMHCTPYKLUMeEN no npumeHeHuto OMK.

17 Kputepumn oueHKkn KauecTBo pe3ynbTaTOB U3MEpPEHMUI, MONYYEHHbIX fabopaTopuamM, OLLEHUBAIOT
KauyecTBa Nno NoKasatenam: NPaBUNbHOCTb U NOBTOpAeMOCTb. OLeHKa NPoOBOAUTCA B rpynne
NU3MepeHuin, metos, pe3ynbTaTtoB, COrNacHO npaBusiam ycTaHoBaeHHbim B TOCT P 50779.60-2017
CTaTUCTUYECKOTo «Cratuctuyeckme metoabl. [lpMmeHeHWe nNpu  NpoBepKe  KBaanduKauum
aHanmsa nocpeacTBOM MeXK1abopPaTOPHbLIX UCMbITAHUIAY.

18 MpouncxoxgeHue Llenesble (NpMnMcaHHble) 3HaYyeHMA ycTaHaBAMBaoTcA npomssoauTtenem OMK.
nU3MepeHui Lenesbix | MeTpoaornyeckaa npociexnMBaeMoCcTb M HeonpeneneHHoCTb B AAaHHOM BuUAe
(npunucaHHbIX) WCNbITAHWI HE NPUMEHUMBI.
3HaueHui OMK.

MeTponormnyeckasn
NpOCNeXMBAEMOCTb.
HeonpeaeneHHOCTb.

19 CreneHb rnacHoCcTm Ona yvactHnkos MCU cobatogaetca NpUHUNN KOHPUAEHLUMANBHOCTH:
pe3ynbTaToB U 1. Kaxkgomy yyactHMKY MCU npuceanBaeTcs KOA0BbIN HOMEP, KOTOPbIN U3BECTeH
3aktoveHn MCU ToNbKOo coTpyaHukam ACHI «LUBKK» n camomy y4acTHUKY.

2. NMpoBaligep obs3yeTcA He nepenaBaTb pe3ynbTaTbl M 3akatouveHua MCU
TpeTbMM nnuam 6e3 cornacus y4yacTHMKa.
KoHPUAEHUMANbHOCTb  MOXKeT OblTb  OTBEPrHYyTa Y4YaCTHUKOM C  LeNblo
ob6CyKAeHNA U B3aMMOMOMOLLM, MPU BbINOJHEHMM PABOT B 3aKOHOAATE/NbHO
perynavpyemon obnactm MauM C Lenbio Npu3HaHuA. B GonblKMHCTBE cay4vaes
pe3ynbTaTbl NPOBEPKM KayecTBa MOTYT ObiTb NPeAOoCTaBAEHbl COOTBETCTBYOLLEMY
OopraHy CaMMUMM YHaCTHUKaMW.
3. B uWcKAouMTenbHbIX CAyvasx, Korga oduuManbHbli opraH Tpebyer oT
nposavgepa MCU npepoctaBneHMA emy pes3ynbTaTOB MNPOBEPKM KauvyecTsa,
YHYACTHUKM AOMKHbI ObITb YBEAOMAIEHBI 06 3TOM NUCbMEHHO.

20 Jencreus B cnyyae Mpn o6HapyKeHMM HecooTBETCTBMA nocTaBneHHbix OlMNK npunaraembim

yTePU UK
nospexaeHua ONK
npu
TPAHCNOPTMPOBKE
3aKa34YUKy

OOKYMEHTaM, a Takxke nospexkaeHua OMK, genatowmx Mx HENpPUrogHbIMK gns
NUCCnenoBaHUs, KOMMCCMA  3aKa3uMKa COCTaBAsfeT WM MOAMUCbIBAEeT  AKT
HecooTBeTCTBMA U yBegomnseT o6 stom [poBaigepa B TeyeHUe 5-Tm paboumx
OHel ¢ MOMeHTa nonydyeHus. MNpoBalaep paccmatpuBaeT AKT HECOOTBETCTBUA
(bopma AkTa (0obpaseu) npeactaBneHa Ha caite Mposaliaepa MCU) n B cnyvae
ero o60CHOBaHHOCTM NMOBTOPHO HanpaBafeT 3aka3umky OMK ¢ MHCTpyKumMen no
BbINO/IHEHUIO UccneaoBaHuit OTK.
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