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OIIMCAHUE TUITA CTAHIAPTHOI'O OBPA3ILIA

CTAHJAPTHBINA OBPA3EI]
MACCOBOM KOHIIEHTPAIIUU AHTUT'EHA p24 BUPYCA
UMMYHOJE®UIUTA YEJIOBEKA IIEPBOI'O THIIA
B CBIBOPOTKE, IINIABME KPOBH YEJIOBEKA (p24 BUY-1)

I'CO 10281-2013

Ha3nayenue cTaHaapTHOro oopasma. KOHTPOJIb TOYHOCTU pE3YJIbTaTOB M3MEPEHUH U
aTTecTalds METOJMK HW3MEpPEHUi, OCHOBaHHBIX Ha MeEToJle HMMMYHO(DEPMEHTHOTO
KOJINYECTBEHHOTO OMpEACNeHUsT aHTHreHa p24 BuUpyca UMMYHOJC(PHIMTA YEJIOBEKa IEPBOTO
TUIIA B CHIBOPOTKE, MJIa3Me KPOBH YENIOBEKa; IPaydpOBKa M KaIWOpOBKa CIIEKTPOPOTOMETPOB,
IPUMEHSIEMbIX IPU KOJIMYECTBEHHOM OIPEAEICHUN aHTUIreHa p24 Bupyca MMMYyHoJeduLuTa
YeJoBeKa MePBOro TUIA B CHIBOPOTKE, IJIa3Me KPOBH U€IOBEKa UMMYHO(PEPMEHTHBIM METO/IOM.

OO6sacTe MPOMBIIIJIEHHOCTH, IPOU3BOJACTBA, TIJ€ IPEUMYIIECTBEHHO MOXET IPUMEHSITHCS
CTaHJapTHBIA o0Opasell: 3paBOOXpaHEeHHEe, HAyYHbIe UCCIICTOBAHMS, MEIUIIMHA U MEIUIIMHCKAS
IIPOMBILUIEHHOCTb.

OnucaHnue CTaHJIApPTHOro o0pa3na: CTaHAApPTHBIH oOpasenl MpeACTaBIsieT  CcoOOoM
IMO(UIN3UPOBAHHYIO CHIBOPOTKY HJIM IJIa3My KPOBHU UYeJIOBEKa - aMOP(HBIN MOPOIIOK CBETIO-
xenroro 1sera. Marepuan cranpapTHoro oo6pasua maccoil 100 Mr ykymopeH B CTEKJISHHbIE
()IAKOHBI BMECTHMOCTBIO 2 CM° WIM 3 CM° C pE3HHOBOH IPOGKOH, 3aBalbLIOBAHHOM
AJIFIOMHUHUECBBIM KOJIIIAYKOM.

®opmMa BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIOMIUMUCS TAPTUSIMH.
MeTtpoJiornyeckue XapakTepUCTHKHU. aTTECTyeMasl XapaKTepUCTHKa CTaHIapTHOTO o0pasia —

MaccCoBast I(OHI.[CHT]I)E].I_[I/IH>l< AHTUI'CHA p24 BHUpYCa HMMYHOHe(bHHHTa YCJIOBCKa IICPBOr0 THIIA,
3
ME/cm™.

T a6 nunal—HopMmupyemsle MeTposnorudeckue xapaktepuctuku CO

HanmenoBanue arrecryemMon HMHTepBan nomyckaeMbIx I'paHnLBl fOMTyCKaeMBbIX
xapakrepuctuku CO aTTECTOBAHHBIX 3HAYCHM, 3HAQYEHHUI OTHOCUTEJIBHON
ME/cm® MOTPELIHOCTHU

ipu P = 0,95, %

MaccoBast KOHIIEHTpanus ™
aHTUreHa p24 Bupyca
UMMYHOJIe(UIINTA YeTOBEKa
MepBOTO THUIIA, ME/cM®

80-130 +24

*B pacTBOpe CTaHAapTHOro 00pasiia, MPUTOTOBICHHOM B COOTBETCTBUU C HHCTPYKIIMEH 110 PUMEHEHHIO

CpoK rogHoCTH 3K3eMILIsSIpa: 5 JIeT.

3HaK yTBep:KAeHUs] THIA. HAHOCUTCS MOJIUTPpahUIECKUM CIIOCOOOM B MPABOM BEPXHEM YIIIY
MEPBOro JKMCTA MAaCIOpTa U B IPAaBOM BEPXHEM YTJy STUKETKH CTaHIapTHOrO 0Opasia.
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KoMIJIEKTHOCTH CTaHAAPTHOIO 00pa3ua: >K3eMIULIp CTaHAapTHOTO oOpasna Bo (akoHe C
OyMa)KHOW MapKHpPOBKOW, MOMEIICHHBI B KapTOHHYIO YIAKOBKY C ATHKETKOW, MOCTABISETCS
NOTPEOUTENIO C MACMOPTOM CTaHAAPTHOTO OOpaslia yTBEP>KIACHHOTO TUMA, O()OPMIICHHBIM IO
I'OCT P 8.691-2010 «I'CH. CranmaptHbie oOpa3upl MarepuanoB (BemectB). CopaeprkaHue
MACTIOPTOB U ATHKETOK.

JIOKyMeHTBI, yCTAaHABJIMBaOIMe TPeOOBAHUA K CTAHAAPTHOMY o0pa3ny:

1. Texnuyeckast JOKYMEHTAaIlUsl, IO KOTOpPoi BbimymieH (0ydeT BBINCYKATbCS)
CTaH/IapTHBINA o0pa3elr:

- TexHuyeckoe 3ajaHMe Ha pPa3pabOTKy CTaHAAPTHOro oOpa3lia MaccoBOW KOHLEHTpaluu
aHTUreHa p24 Bupyca UMMYHOJC(UIMTA YEJIOBEKA MEPBOrO THIIA B CHIBOPOTKE, IUIa3Me KPOBU
yenoBeka (p24 BUY-1), T3-I'CO3-005, yreepxaennoe B ¢pepane 2013 r.;

- Ilporpamma uCHBITAaHUN CTaHAAPTHOTO OOpa3la MaccOBOM KOHIIGHTpAaLlMW aHTUTeHa p24
BUpYCa UMMYHOJe(UIMTA YeIOBEKa IIEPBOro TUIIAa B CHIBOPOTKE, IJIa3Me KpOBH yesoBeka (p24
BHY-1) B nensx yreepxxacaus tuma, Ne [1-I'CO3-003, yreepkaennas B gpespaie 2013 r.;

- Ilporpamma uCHBITaHUH CTAHAAPTHOTO OOpa3lia MaccOBOM KOHIIEHTpALMU aHTUIreHa p24
BHUpYyCa UMMYHO/I€(pUIIMTA YEJIOBEKA MEPBOI0 THUIIA B CHIBOPOTKE, IJIa3Me KPOBU denoBeka (p24
BUNY-1) cepuiinoro Beimycka Ne [1-'CO3-004, yrBepkaenHas B ¢pespane 2013 r.;

- Texuuueckue ycnoBusi «CTaHgapTHbIM 00pa3zell MacCOBOM KOHIIEHTpAllMM aHTUreHa p24
BUpYCa UMMYHOJe(hUIIMTA YeIOBEKa IIEPBOro TUIIAa B CHIBOPOTKE, IJIa3Me KpOBH yesioBeka (p24
BUY-1)», TV 9398-059-26329720-2013, yrBepxacHubIic B heBpane 2013 r.

2. JlokyMeHTbI, onpeie/isiione NpuMeHeHne CTAaHIaPTHOro o0pa3ua:

- TOCT P 53133.1-2008 Texnomoruu nabopaTtopHble KinHUYeckne. KoHTponmb KkauecTBa
KJIMHUYECKHX J1abopaTopHbIX uccienoBanuil. Yacts 1. Ilpeaensl qomyckaeMbIX MOTpeNIHOCTEN
Pe3yJIbTaTOB U3MEPEHUS aHAIUTOB B KIIMHUKO-IMAarHOCTUYECKUX J1a00paTopusix;

- TOCT P 53133.2-2008 Texnonmoruu mnabopatopHble kinHu4Yeckue. KoHTponb KkauecTBa
KIMHUYECKUX  J1abopaTopHbIX  ucciaenoBanuid.  Yacts 2. IlpaBuna  mpoBeneHus
BHYTPUJIA0OpAaTOPHOTO  KOHTPOJII ~ KauecTBa  KOJMYECTBEHHBIX METOJIOB  KJIMHUYECKUX
71a00paTOPHBIX UCCIIEIOBAHUH C NCIOJIb30BAHNEM KOHTPOJIbHBIX MaTepUasos;

- TOCT P 53133.3-2008 Texnomoruu mnabopaTtopHble KiuHu4eckue. KoOHTponb KauecTBa
KJIMHUYECKUX JabopaTopHbIX uccienoBanuil. Yacts 3. OmnucaHue martepuasoB sl KOHTPOJIS
Ka4yecTBa KIMHUYECKUX JJAOOPAaTOPHBIX UCCIIEI0BAaHUI,

- PMI' 54-2002 T'CU. XapakTepuUCTHKH TpaaydpOBOYHBIC CpPEACTB H3MEPEHUH COCTaBa M
CBOMCTB BEIIECTB W MaTepUaJoB. MeToaMKa BBIIIOJIHEHNUS W3MEPEHUH C IPUMEHEHHEM
CTaH/IapTHBIX 00Pa3II0B;

- T'OCT P 8.563-2009 I'CH. Metoauku (MeTO/1bl) U3MEPEHUN;

- TOCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 TouHOCTh (TMPaBHILHOCTH M
NPELUU3NOHHOCTb) METOJIOB U PE3YJIbTaTOB U3MEPEHUH.

3. IlepMoOANYHOCTb AKTYAJIM3AIUHM TeXHUYECKO JOKYMEHTAlMU HA CTAHAAPTHLIN o0pa3en:
HE peKe OJJHOTO pa3a B ISATH JET.

Homep »5k3emmusipa (mapTum), AaTa BBINMYCKA: I[IPEACTaBI€HA B ILENAX IPOIJICHUS
CBUJICTEIILCTBA 00 YTBEPIKIIEHHsI TUTIA cTaHmapTHOro oOpasma maptus Ne 18001, ssauBaps 2018 T.

H3roroBurtesb: OOMmMECTBO C OTPaHUYECHHON OTBETCTBEHHOCTHIO «MeauKo-OMOIOTHYeCKHiA
cor3» (OO0 «Menuko-ouonornyeckuii  Coro3y»), 630090, Poccus, HoBocubupckas 001.,
r. HoBocubupck, yn.Uuxenepnas, a.16, opuc 353, UHH 5408010614.


http://docs.cntd.ru/document/1200071685
http://docs.cntd.ru/document/1200071685
http://docs.cntd.ru/document/1200071685
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200072567
http://docs.cntd.ru/document/1200071697

[Tpunosxxenne k ceunerenscTBy Ne 5605 JIuct Ne 3
00 yTBEp K/IEHUH THIIA CTaHAAPTHHIX 00pa3oB Bcero nncros 3

3asBuTenb: OOIIECTBO C OTPaHUYECHHONW OTBETCTBEHHOCTHIO «MeEINKO-OMOIOTHYECKUN COI03»
(OO0 «Menuko-omomornueckuii  Coro3»), 630090, Poccus, HoBocubupckas o001.,
r. HoBocubupck, yn.Muxenepnas, 1.16, odpuc 353.

3amecTuTenb C.C.I'ony6eB
PykoBoautens @enepanbHOro areHTCTBA HOIHCH pacuripoBKa MOAMHCH

10 TEXHUYECKOMY PEryJIMpPOBaHUIO
U METPOJIOTUH M.IL « » 2018 r.




