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Mpeancnosne

| PASPABOTAH H BHECEH TexHuuyecksM KOMHTETOM [0 CTAH-
naprizaudd TE 380 «Knunuyeckie nabopatopHbie HeclenoBaqHHa W oHa-
FHOCTHYECKHE TECT-CHCTEME I Vilros H KOMHTETOM MO HOBOR MEXHLIMH-
ckoif Texmuke Muranpasa Poccum

? MPHHAT H BBEAEH B AEWCTBHE Mocranosaennes Mocetan-
napra Poccuw ot 14 asryera 1997 r. MNe 277

3 BBEIEH BIIEPBBEIE

£ HIMK Haaarenwctso crangapros, 1997

HacToAuwMil CTAHOAPT HE MOMET OMTH MOAHOCTHED MAH YAcTHYHO
BOCTIPOHIBEMEH, THPAMHPOBAH H paAcNpocTPAHEH B KAYecTES odHLUMANE-
HOTO HAaZaHHA 6e3 paipewenud Noccramnapra Poccumu
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FrOCYJIAPCTBEHHBIA CTAHJIAPT POCCHHCKOHR DEIEPALIMH

HABOPHI PEATEHTOR
18 KTHHHYECKOHR JABOPATOPHOMN JTHATHOCTHEKH

Ofume TEXHHYECKHE YCAORHE

Kits of reagents for clinical laboratory diagnostics.
Cieneral specifications

Hata msegenna 1998—07—01

1 OBJNACTE MPHMEHEHHA

HacTomuuumil eTaHzapT pacnpocTpaHseTcs Ha Habopsl peareHToB man

KnHHH4ecKol mabopatopHoit AvarHocTHEH (manee — Habopel) npHpod-
HoTo HTH HEKYCCTREHHOM MPpOHCXOMAEHHA, NpedHaTHAYEHHEIS JLTTH TIPH-

MEHEHWA B METHLMHCKOH M HAYYHO-MCCACHOBATENBCKON MPAKTHKS M

HCTIONBIYEMBIC B KIHHHEO-AHAMHOCTHYECKHX, BHOXHMHYECKHY, UM MYHD=
JOrdA9ecEdy W FrEeHOOHArHGCTHYSCKHY ﬂﬂﬁﬂpﬂTﬂpHH..".’ MECOHUMHCEHX ¥Y-

pPeRIeHHE NMpH NpoBeIeHHHY MHOBLIX IHArHOCTHYECKHX HCCHenoBaHHR in
vilro, @ TAKRHE HA COCTABHLIE YACTH 3THX HAGopoB, HMELIHE dYHEKLHO-
HANBHOE MEAMUHHCKOS HAIHAYCHWE W MITOTORMACMEIE OTAENLHO,
CravaapT He pacnpoCTPAHAETCA MA BAKIMHEL, AHTHIEHK, AIEPTEHE,
ChIBOPOTEH Ae4eOHO-MPOMHIaKTHYCCKHE, AHTHTENA, CHIBOPOTKH H HMMY-
HOTHODYTHHBL THAMHOCTHYECKHE, CPefkl MHTATEABHNE BakTepHonDryec-

KHE H BHPYCONOrHYEeCKHE.
Bee TpefoBaHMA CTAHIAPTA SEAAKNTCH ODALATENLNEIMHE,

2 HOPMATHBHBIE CCBLTKH

FrocCT 2.114—=95 ECKJL. TexuHdyecKkHe YCNIOBHA

MocCT 8.315—=21 I'CH. CrannaptHme obpaiusl, OCHOBHBIC MOS0MKE-
HHH, NMOPANOK paspaboTKH, ATTECTAUMKE, YTREPHRISHHSA, PErMCTPALMM M
npMMeHeHHA

MOCT 12.1.005—88 CCBT. Obuine cAHUTAPHO-THTHEHHYECKHE Tpe-
GopaHMA K Boanyxy paboyel 30HH

Hinanuse odHLumamhaos
1

E u 5 '|' FOCT P 51088-97, Habopbl peareHToOB Ans KNMUHUYeCKon nabopaTopHon anarHocTuku. OBLume TexHNYeckne ycrnoeums
IR Kits of reagents for clinical laboratory diagnostics. General specifications


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-51088-97
http://gostexpert.ru/gost/gost-51088-97

MOCT P 51068897

MOCT 388573 PeakTuen H ocobo sucTele Beiectsa. [pasuna mpu-
eMKH, OTO0p Npob, acoBka, yNakoBka, MAPKHPORKA, TPEHCNOPTHPOBA-
HHE M XpAHEHHE

MCT 14192—% Mapkwposka rpyioe

FoOCT 17768—90 Cpenacrsa nexapcTeeHHLe, ¥MakoBxa, MApKHpOB-
Kd, TPRHCNOPTHPOBAHHE M XpAHEHHE

TMOCT 1B251—87 JlenTa necsas Ha GymMamHol ocHose. TexHuyeck e
VCIOBHA .

MOCT I1B510—87 Bymara ndcuad. TexHuiecKkHe yCIoBHA

FOCT 20477 —86 Jlenta MoNHITHIEHOBA © AMIKHM cioeM. TexHu-
YECKHE YONOBHS

FOCT P 15.013—9 Cuctema paipaboTkd ¥ NOCTAHOBKK NPOIYELHKH
Ha npoMlpoacTee. MegnuuHeckHe Hizenuds

3 ONPENEINTEHHA

B HacTomlIEM cTAHMApPTE NPHMEHSOT CIEIYIOLIME TEPMHHEL C COOT-
BETCTBYHOUIMMH ONPELeaeH MAMH,

3.1 Habop — xoMuexT cneuwansHo nonoGpaHHEIN PEAreHToR (peaK-
THEOBR), COCTABHBIX HACTEH M HMHCTPYKUHHA MO NMpoBeicHHIO AHATHIA,
npeaHasHaYeHH bl ATA CNPEACACHMA IN Vilro 0IHOTO KOHKPETHOO BeLle-
CTBA (MAM AKTHBHOCTH $epMeHTa), HECKOIBKHX KOHKDETHBIX BElIECTE
(MK CYMMApHOR AKTHBHOCTH (GEPMEHTOR), 2 TAKKE A AETEKLMH Y4acT-
K IeHOMa.

3.2 Koumnoxents Halopa — peareHThl (peakTHBL) W COCTABHBIC
MACTH (IIAHIIETH, CTPHALL, NPOGHPKH M T. ML), HCTONBIYEMBIE TP
MpoBEIeHHIH AHATHIA.

3.3 DKcnyaTAUHOHHAR JOKYMEHTALMA Ha HADOpEl — MHCTPYKLLHS Mo
npumMereHHo Habopa (npuwnoxeHue A), nacnopr.

3.4 HMMMyHOXHMHYSCKHMA AHATHI — METOM AHANKIA, OCHOBAHHBIN Ha
OOpPATHMOM H HEKOBANEHTHOM CBRILIBAHMH AHTHIEHA ¢ AHTHTEROM, O
MOMOLUBHD HMMYHOXHMHYECKOID AHANM3A MACHTHOHLUHPYIOT, 3 TAKKe
KA9eCTHEHHO, TONYKOIMUYSCTEEHHO HIH KOAHYECTBEHHO ONpeIensT
AHTHIEHEB W AHTHTENA.

3.5 AMTHIEH — BEUISCTBO, KoTopoe oDpaTHMO H HEKOBANEHTHO CBH-
ILIBACTCH CO COCUHGHYECKHMH LIEHTPAMMH AHTHTC.

3.6 AnTeTena — Genxu, nponyuupyessle numgountamy B, xotopue
HCMOALIYIOT IUH CBAIMBAHKA, O0HAPYREHHA HAH ONpeasicHHA AHTHIEHA.

3.7 PanHOMMMYHOROIHYECKHH ZHAMHI — MeTO0 AHATHIA, OCHOBAH-
HHA HA HMMYHOXMMMHYECKOH pEeaKUHM AHTHIEHA co cneundMYecKHM
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AHTHTEAOM, NPOROIHMOH in Vilro B MPHCYTCTBHH MEYEHHOTO PATHOHYK-
RHEOM AHTHICHA AW AHTHTEIA,

38 MmmyHopepMeHTHBIR aHANHI — METON AHANKIA, DCHORAHHBIR HA
HMMYHOXHMHYECKOR PEaKilHH AHTHMEHA cO cnelHdUYecKiM aHTHTETOM,
NPOROJHMOM in vitro B NPHCYTCTREMY MEYeHHOro epMeHTOM COSIHHEeEHHR
W PEpMEHTIABHCHMOrD cybeTpaTa.

1.9 HumyHodayopeciieHTHRIR AHATHI — METON AHATHIA, OCHOBAH-
Hblf H3 WMMYHOXHMMYCCKOH PERKUMM AHTHITHA CO CneundMdecKHMm
AHTHTENOM, MPOBOSHMOR in vitro B NpHeYyTCTRRH GyopeclleHTHOR METKH.

310 MMMyHOXEMIETIOMWHECUEHTHEIA AHATHD ~ METOH AHAAHIA, OC-
HOBAHHBIH HA HMMYHOXHMHUCCKOH PeAKUMH AHTHMEHA CO creUHdHIec-
KHM AHTHTENOM, MPOBOAWMOR in VIlro B NPHCYTCTEMM XCMMJIKOMUWHE-
CLEHTHOH METKH.

311 Mmmyuoxposatorpadiyeck il AaHATHI — METOL AHANKIA, OCHO-
BAHHBHE HA KOHKYPEHUHH ONPEAEnAeMOro BellecTdad H KOHBIOTATA AHA-
Nora onpeleaseMoro BellecTBa 3 cyfoTpart ma noaocke xposMatorpadu-
yECKol DyMarH.

3.12 MHkpoaHATHI HYKICOTHIHLIN MOCACIOBATENbHOCTEH — MeTOI
AHATH3A, OCHOBAHHEIR WAH HA MNpoluscce cNeuHPHYECKOro YMHOMeHW
KOJIHYECTBA HCCASAVEMBIX YIACTKOB DE30KCHPHBOHYKIEHHOBOW KHANOTE
(IHK) wau pubonykaerHosoR kucnorel (PHK), B Tom uncne setomom
monuMepaiHod UenHod peakudu (TTHP) ¢ nocaenywowiel nerexumed
CHIHANA, MM HA NMPSMOi DeTEKUMM CHTHANOE, BOIMHMKAIOWME npH rub-
PHANIALNK ¢ CHHTETHYSCKHMM 30HAAMM.

3.13 DoToMeTpHYECKME AHATHI — METOI AHANH3A, OCHOBAHHLIA Ha
H3bHpaTeasHOM NOTAOIMEHHH HHGPAKPACHOTD, BHIMMOrD WIH YNsTpadu -
GAETOBON HUTYYEHHMA MOACKYTAME ONpPCICANEMOTO BElUecTBa WIH ero
COCIHHCHHA ¢ COOTBETCTBYIOILIMM PEATEHTOM.

3.14 KoarynomeTtpudeckuli aHamHa — MeTOH AHANKHIA CHCTEME! CBEp-

THIBAHHA KPOBH, OCHOBAHHLIR Ha perMcTpaumMy apemeHH GubprHoobpa-
WBIHHA.

4 KNACCHOHEAITHA

4.1 Hafopw, B 3aBMCHMOCTH OT NMPUHLUMNA METONA ONPERETSHMSA,
MOMOMKEHHOTD B OCHORY MPOBOIHMOND HOCASTOBAHMSA, MOJPAIOSTANT Ha
CASOYIOLIINE KTACCH

A — nabopu ana MegHUMHCKOMD GOTOMETPDHYECKOTO AHANKIA, 4

TAKKE CTAHEAPTHLIE, KOHTPOALHLE M KanHbposounse ofpasun K 3THM
HaGopam (MOCT 8.315);

3
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b — Habopsl ANA KOAryIOMETPHYECKOTD AHANM3E, @ TAKKE CTAHOAPT-
HEIE H KOHTPONLHER 00pailm K 3THM Habopam;

B — Habopul 18 HMMyHodepMeHTHOTO (HEHHQEKUHOHHOTO), PAIHO-
HMMYHOIOMHYECKOrD, HMMYHOGQUIYVOPECUEHTHOTD, HMMYHOXEMHAIOMHHE-
CUEHTHOrD, HMMYHOXpOMATOIpaHIeCKoro W OpyTHX BHIOB HMMYHOXH-
MHYCCKOrND 3HAMNH3A, a TAK#E CTAHIAPTHHIE H KOHTPOAbHBE 0DpARILLI K
ITHM HEDOpaM;

I' — HaGopel ONA MHKPOAHANHIA HYKACOTHAHLX MOCICI0BATCABHOC-
TeH, & TAKAE CTAHNAPTHBIC H KOHTPOILHEE 0Dpamiik K 3THM HaBopam.

4.1 Habopel, B 3aBHCHMOCTH OT TOMHOCTH BBIMOUIHEHKA HIMEPEHME
(MccnenoBAHMI), pernaMeHTHPOBAHHOA B METOINMKAX BLIMOMHEHHA aHa-
NMH3I0B, MOAPAENH0T HA TPH MPYNNbL:

| — A48 BRINOMHCHHA KAYECTEEHMBIX AHAMKI0B (HochenoBaHMil);

1 — [AH BRIMONHEHHMA NONYKONHYECTBEHHLIX AHAMMIOB (MccleloBa-
HHAJ;

3 = [AAA BRINOAHEHHST KONHYMECTBEHHLIX AHANKIOB (HCCACLOBAHHI).

3 TEXHHMECKHE TPFEEBOBAHHA

5.1 HaGopw nosHBl GbITE HITOTORIEHE! B COOTBETCTBMM © Tpebopa-
HHAMH HACTOHWEID CTAHZAPTA M TeXHHYECKMX yonoBuilt Ha Habophl
KOHKPETHBIX BHAOR (10 TEXHOJMOTHYECKHM NPOHIBOICTBEHHBIM PEraaMeH-
TdM, YTECPRICHHLIM B YCTAHORICHHOM MOPAIKe, AMA KANIOMD KOHEPeT-
Hono Habopa,

5.2 HopMaTHBHAS LOKYMECHTALMA HA HAGOPE BIKTIOYACT TEXHHYECKHE
yenoeuA (MOCT 2.114), skenayaTauMoHHYI0 JOKYMEHTALMK H TEXHONO-
FHYECKHA MPOHAROACTRCHHBIA PCITAMEHT.

5.3 HabGopsl aomHet ofecnedmpats TpebyeMble NOKAIATENN KAMECTBA
M IKCILAYATALUMOHHBE XAPAKTEPHCTHERH PaboThl B TEYEHHE CPOKA DOOHOC-
TH, YCTAHOBAEHHOIO B COOTBETCTBYIOLUIMX TEXHHYLCKHN YCAOBHAX.

3.4 B TexHHYECKHX YCTOBHAX Ha HAGODH KOHKPETHEX BHAOE A0/ KHbI
GLITE YCTAHORICHH HeoDXOJHMBIE METPONOMHYCCKHE XaDAKTEPHCTHEH M
PErAAMEHTHPOBAHL TpeDOBAHMA K peareHTaM W COCTABHBIM YACTHAM,
BXOOAWIHM B Habop, ¢ yKalaHues 3HaveHH# noxasatened cocrapa, Kea-
JAudHKALAH, cOPTa THOO MAPKH, & TAKKC HODMATHBHBIX OKYMEHTON, B
COOTBETCTBHH € KOTOPLIMH OHH BBIIYCKAKTCH.

3.5 CpoficTBa KOMMOHEHTOR Habopa JonxHb obecMeYHBATE BOAMON -
HOCTh IIpHMEHEHHA HAboOPa NOCAe ero TPAHCIOPTHPOBAHHA H XpaHEeHHH.

4
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5.6 Habopsl B TpascnopTHoil YNakoBke AONXHE BRTE YCTOHYHEBN K
ROANEHCTRHIO MeXaHHYeCKHX GaKTopoB, BOIHHKAILIMX NP TPaHCTIOPTH-
POBAHHH,

5.7 HaGopw ponxsbl GITh YCTOMMMBMMM K BOUERCTBHID KAHMATH-
YeCKHX (GAKTOPOB B MPOUECCE WX TPAHCMODTHPOBAHHA W XPAHCHHA B
YCIOBHAX, NMpedyCMOTPeHHBIX TEXHHYSCKHUMH YCIOBHAME Ha Habopw
KOHKPETHRX BUIOB.

58 Mapxuposka

3.8.1 Mapxkuposka onKHA COOTRETCTRORATE TPeOORAHHAM HACTO-
AUIErD CTAHAAPTA M TENHMYECKHX YCNOBMA Ha HAGODH KOHKPETHLIX
AHAOR.

5.8.2 MapkvpoBKa Kaxnoro KoMNoHeHTa HAGOPA TONXHA CONEPXATD.:

- HAMMCHOBAHME NMPEANPHATHA-HIOTOBMTENA Habopa;

- TOBADHHIR 3HAK NPEINPHATHA-HICOTOBHTENA (SCTH MMESTCH MM
MpPH HeoBXOMHMOCTH);

- COKpallEHHOe HAa3BAHWE Habopa;

- HAIBAHME KOMIMOHEHTA,

- O0BEM KOMMNOHEHTA;

- cnocod NOAroTOBKH KOMMOHEHTA K HCMONB3OBAHWK (NpH Heobxo-
JMMOCTH),

- HOMEpD CEpMM;

- CPOK MIHOCTH,

= YCAOBMSA XPAHCHHSA,

- HaamMchk «ToALKO AIA i vilro JHArHOCTHKHNS,

JHAK TOKCHYHOCTH, AIMPECCHBHOCTH WIM Opyrol OMacHOCTH (mpH
Hmﬁxmuumml

3.8.3 Mapkuporka kaxnoro Habopa OOIMHE COMSPRATER:

- HAHMEHOBAHHE MPEANPHATHA-HITOTOBKMTENA Habopa;

- TOBADHHA IHAK NMPeINPHATHA-HITOTORBHTENA (SCTH HMeaTCH);

- MOAHOC H COKPAILEHHOE HAABAHWA Habopa,

- cocTap Habopa:

- HATY M3roTOBRNSHHA (MecAl, roa);

- HOMED CCPHHM,

- CPOK MIHOCTH,

- YCIOBMSA XpAHEHHS,

- HAOAMMWCE « TOALKD JUTA IN Vilro AHAFHOCTHKH®

= HOMED TEXHHYECKMX YoroBHit Ha naHHkil Habop,

JHAK TOKCHYHOCTH, AMPECCHBHOCTH WIH Opyrofl omacHoOCTH (mpH
H:-:mmum:-cm]
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584 MapkupoBka TpaHCTOPTHOH Taphl AOMKHA COOCPRATH:

- HAWMEHOBAHHE NPEIMPHATHA-HITOTORMTEAR Habopa;

- TOBAPHLIA IHAK MPENMPHATHA-HITOTOBHTENA (ECTH WMEETCH);

- Hasaune Habopa,

- YCIAOBMS TPEHCMIOPTHPOBAHWUA W XpaHEHUA,

- KOAHYeCTBO HADOpOR:

- CPOK FOIHOCTH.

5.8.5 MapxkupoBky CnenyeT BINONHATE NEYATHBIM criocoboM MM
cReTOXONWpoBaHKHEM. Hannueu, colepwaiuve 1aHKbie o yucae Habopos,
MEcALIE H role HIroToRNeHHA W CPOKe FOJHOCTH, IONYCKASTCA RHNOAHATh
OT PYKH.

3.8.6 Dpadmueckoe odopMieHHE MAPKHPOBKH KOMMOHEHTOB Haho-
poB, CaMHX HaGopoB W TPAHCMNOPTHOH Taphl NOAXKHO COOTBETCTBOBATH
mpebosanmnam FOCT 17768,

5.5.7 Mapkupopka xKosmnoHeHToB HabGopa o casmoro Habopa — no
OCT 3885,

5.8.8 Mapxuposka TpancnoptHo# Tapm — nmo FOCT 14192,

59 ¥Vnakoska

5.9.1 Vnakopka goieHa obecrnedHBaTh MUWMHTY KOMOOHEHTOB HAGOD-
POB M CAMHX HADOPOB OT BOANEACTEMA MCNAHMMECKHX M KIHMATHYCCKHX
thaKropos BO BPeMS TPAHCNOPTHPOBAHMA W XPAHCHMA, A TAKKE yroDCTRO
MOMPY3I0NHO-PAITPYIOHHLIX padoT.

59.2 ¥nakoska koMmnoHeHTOB HaDoposB M camux Habopos momsHa
COOTRETCTROBATD TptﬁﬂHﬂHHHH HACTOALIEND CTAHRAPTA H TeXHHUMCCKHX
YCAOBHI HA HABOPB KOHKPETHOTO BHAA.

5.9.3 KomnoHenTsl Habopa Don b OLTh YNAKOBAHEL B NOTPeOUTEAL-
CKVID Tapy W vnomedkl n xopobky ¢ HaGopom. MpH HeobxomuMooTH
XpaHEHHA MPH HH3KHX TEMIEPaTypax OTAeNbHbE KOMMOOHeHTR Habopa
OOMKHB BLITH YNAKOBAHB B FEPMETHYHO JAKPEITHIE NPOMAPKHPOBAHHLE
MOTHITHIEHOBBIE TIAKETRL

5.9.4 Kopobxn ¢ HabopaMy IOEKHE GBITE okTeeHE GyMAKHOW neH-
moffi mo FOCT 18510, wneesolf nenToif wa Bysaxuoll ocHOBE Mo
MOCT 18251 wod NOAHSTHACHOBOEH ReHTOH © NHITKHM CloeM Mo
FOCT 20477 wim sananue Tak, 41olb oHK He MOTIH GBITE BCKPRITE De3
HAPYLIEHHA HEAOCTHOCTH YMAKOBKH.

595 B xawxoyio KopobKy ¢ HAbopom TomeHb BLITE BNOMEH

= MHCTPYELHA MO TPHMEHEHHI;

- MAcmopT.
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MMacnopT Heé HADOP JO/LKEH CONEPHATE.
- HAMMCHOBBHHE NPEANPHATHA-HITOTOBHTENA HabOPa,
HaspaHue Habopa,
NATY HIrOTOBICHHA,
HOMEP CEpPUH,
HOMEpP W JaTY BMOAYH MacmopTd;
PeIVALTATE KOHTPONA HA COOTRETCTBME Habopa BoeM TpeboBaHHAM
TEXHHYECKHX YCIOBHA Ha DaHHLIA Habop;
- CpOK MOAHOCTH;
- ¥CAOBHA XpPaHEHWA,
- HOMEDP TEXHHYECKHN YonoBHA Ha Habop;
- TaMn otnena rTexnwyeckoro kourpona (OTK).

6 TPEROBAHNA BEIONACHOCTH

6.1 Habopu fjom&HL GRITE GE30NacHBIMK LTA MEPoOHANE, NONYVILIEH-
HOM B YCTAHOBMEHHOM MOpAOKE K HX 3IKCMAAYATALHH, 4 Tak¥eEe 0ANA

oOKpYEAIICH cpeahk.
6.2 B skcrunyatTauMoHHOH DOKYMEHTALHH H TEXHHYCCKHX YCIOBMAX

Ha Hafophkl KOHEPETHBIX BHMIOB, NMPH HEODXOOHMOCTH, JOAXHL BLITE
YKA3aHbEl BOIMOXKHBIC BHOBI OMACHOCTH, & Takke TpeboBAHMA W CpeacTRa
obecrieueHus GE30MACHOCTH NPH 3KCAAYATALMA Habopos.

6.3 TNpeoynpeonTenbHbie 3IHAKH W HAANMMcH Mo obecnewenwwo Oel-
OMECHOCTH DO/UKHEI DLITh PRIMELLIEHE HA BHIHEIX MecTaXx HabopoB MAH
MX KOMIOHEHTOR.

7 TPEBOBAHHA OXPAHBI OKPYRARIIEA CPEILI

7.1 Habopsl He nonxHbl OBITE HCTOMHHKAMMH OMACHBIX HMIAYMCHHA
(HPE—96) 1] ¥ seuteneHWd BpeAHBIX BEIMECTB, JATPAIHAKILHX OKpY-
RAKLIYIO Cpedy BhIlLE YeTaHORAEHHBX HopM (FOCT 12.1.008).

7.2 B TeXHHYECKMX YCAOBMAX M 3KCMIYATALUHOHHON AOKYMEHTILMHH
Hi HAOOPH! KOHKPETHRX BHAOB NOMKHE GLITE YCTAHORNEHB! TPEOOBAHHA
K yTHAMIAUMH BpeIHLIX MATEPHANOR, ODPAIVIOIHXCH MPH IKCILTYATALHH

Habopa.
B KOMILIEKTHOCTER

8.1 lMepeuens KOMIOHEHTOB, BXOOALIAX B Habop, yCcTaHABAHBAKT B
TEXHHYECKHXY YCIORMAX Ha HADOPE! KOHKPETHRIX BHIAOE,

T
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9 IMPABH.IA MPFHEMEKH

9.1 HabGopw creayer noABepraTe cACOVIOLWMM BHIAM HCNBITAHMEA:

= TIPHEMOYHBIM TEXHWYECKHM;
MENHLHHCKHM;

- CepTH(HKAIIMOHHEBIM;

~ MOCYTAPCTBCHHOMY KOHTPOAK KAYECTRA.

9.2 [MpHemodHbIe TEXHUMBECKHE W METHIUHOKHE HCIBITAHWA SIenveT
nposoauTe no NOCT P 15013,

9.3 CepTHOHKAUHOHHEIM HCTATAHHAM [TOIBEPTatdT HAOODH, Mpo-
WEAMIKE MPHeMOYHBIC TEXHWHCCKHE W MEIWUNHCKWE MCNBITAHKWA, PAIpe-
INCHHBE K MPOHIBOACTEY M NPHMEHCHHID B MEZHUMHCKON MpAKTHEC M
MAPErHCTPHPOBAHHLIE B VCTAHOBACHHOM NOSLIKE

9.4 CepridMEaUHOHHDE HCNMTAHHA HADOPOB NPOBOIAT B WCMLITA-
TeAbHBX UeHTpax (nabopatopusix), FKKPEAMTOBAHHBIX H NMPHIHAHHBIX
HezaBHcHMbIME ToceTanaaprom Poccun coemectHo ¢ Munaapasom Poc-
CHH, B COOTBETCTEHH ¢ cHCTeMol ceprwdukaunun NOCT P

9.5 TocynapeTReHHBIA KOHTPONL KAYECTRE HAGOPOR BMIKMAET npo-
BeprY HAGOpOB KOHKPETHOND BHAA HA COOTBETCTBHE BCEM TpeDoBaHWHM
TEXHHYECKHX yonoBHH Ha Habop.

TocymapcTeeHHOMY KOHTPOAK KAMECTBA NOOBEpralT HabDopel, npo-
WIEAIUME TPASMOMHBIE TEXHMYECKHE M MELMUHMHCEWE HCNBITAHAA, paipe-
HIEHHKIE K MPOHIBOACTEY H NMPHMEHEHHKY B MEIHUMHCKOH NpAKTHEE H
JAPETHCTPHPOBAHHBIE B YCTAHOBRNEHHOM NOPAIKE. TEXHHYSCKHE VCTOBHA
Ha 3TH HAOOPH TomKHbB DT COrMACOBAHB, YTBEPXICHK W 3APECHCTRH -
POBEHE B YCTAHOBIEHHOM MOpEIKE,

[ocyzapcTEe HHEIT KOHTPOAE 334 BMITYCKAEMOH NpoovEKUHeR BEKAKYAST
npenBapuTesbHLf, nocienyiowui #, npy HeobxogumocTH, apbuTpax-
HEH KOHTPONE Ka4écTRd HABOpPOE W MMPOBOOWTCH COOTBETCTBYILIHMM
cayxfamn Munaapasa Pocoun. [Nopraok nposeleHus rocynapeTReHHOM
KOHTPONA, MEPHOINIHOCTE H MHHHEMANEHWR obueM auibopKH No KaXA0-
MY KOHKPETHOMY K1accy Habopos YCTAHABIMBAKTCA COOTBETCTRYILIMMH
HOPMATHEHEIMH JOKYMEHTAMH, YTEEPEISHHLIMH B YCTAHOBICHHOM [M0-
pRIKE.

10 METOAB MCMBMTAHHA

10.1 ¥Yenosua W MeTonM HenbiTaHHit HAGOPOB D0IXHE! GLITE YCTAHOB-
JMEHEI B HOPMATHBEHEIX JOKYMEHTAN HA HAGODK KOHKPETHBN BHIOB.
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1l TPAHCITOPTHPOBAHHE H XPAHEHHE

II.l TpaHCcNOpTHPOBAHHKE

11.1.]1 TpaHcnopripopatk Habops! CASIYET TPAMCTIOPTOM BCEX BMIOB
B KpPbIThIX TPAHCIIOPTHLIY CPEACTEAX B COOTBETCTEHM C NPaBMNaMK nepe-
BOIOK, HEHCTBYIOWMMHE Ha TPAHCMOPTE AAHHOMD BHIA,

11.1.2 ¥enosua TPAHCNOPTHPOBAHKHA HABOPOR KPLITHME TPAHCNOPT-
HBIMH CPEACTBAMM B Ya3CTH BOAIEHCTEHA TEMNEPATYPHBIXN (AKTOPOE DO~
Hbl COOTBCTCTBOBATE TPEDOBAHMAM TEXHHYCCKMX YOI0BMA Ha Habopbl
KOHKPETHRIX BHOOHE.

11.2 XpaHeHHe

11.2.1 HaGopk B YNAKOBKE HITOTOBMTENA CIENYET XPAHHTE Ha CKAd-
nax.

11.2.2 Venosus xpaHeHHA HADOPOB M HMX KOMIOHEHTOR B WACTH
BOIIEHCTBMH TEMNEePATYPHWX AKTOPOB IOMXHB COOTBETCTBOBATH Tpe-
BOBAHMAM TEXHHYSCKHX YCNOBHA HA HADOPLI KOHKPETHBIX BILIOB,

11.2.3 ¥enobra xpaHeHma OTNETBHEIX KOMNOHEHTOR HABOPA Nocne KX
BCKPHMTHA HIH MOATOTOBKH K HCMOABIOBAHHK B YacTH BOoMIeHCTRMA
TEMNEPATYPHRX (PAKTOPOR H CPOKOB XPAHCHMS J0/UKHB] COOTBETCTROBATE
TPeBoBAHMAM TEXHHYECKHX YCNOBWA HA HABOpE! KOHKPETHRIX BHIORE,

12 TAPAHTHH H3IOTOBHTENA

12.1 B TeXHHYECKHX YCIOBHAX HAa Habopkl KOHKPETHRIX BHIOB ROMX-
Hbl BRITE VCTAHORNEH K FAPAHTHAHMWE CPOKKH MOAHOCTH Habopom.

12.2 lNapaHTHAHBA CPpOK MOAHOCTH HEbOpOB YCTAHABNHBACTCA CO OHA
npHesMky Habopa OTE npeanprsTHd-HIaroToORHTEN,
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MPHITOXEHHE A
{perosendyesoe)

OBIUIHE TPEROBAHIA
K COOJEPEAHHI} HHCTPYKIIHH MO MPHMEHEHHED HABOPA

HucTpykUHA 1o NPUMEHEHHD HaGopa AONMXHA COACPXATH CACAVIOLIME
paaneA b

= HATHEAWEHWL]

- XApaKTepMCTHKR Habopa,

- AHATWTHYMCCKWE XAPAETEPMCTHEH Habopd;

- MEpE OPEIOCTOPOKHOCTH NpH padoTe ¢ HabopoM,

- olopyaoBaHHE H MaTepHankl, HeobxoauMule pH padore © HaDopoMm,

- AHATHIHpYoMBE npobul (NpH HeoDXoIHMOCTH);

- NMOAroTOBKA PEAMEHTOB LA aHANH3A (NpH HEOBXOIHMOCTH),

- NpOBEASHHE AHATHIA,

- pACcYETH ([pH HEODXOGHMOCTH),

VCNOBHA KpaHeHHs W 3KCcIvaTauqy Habopa

.-!L;l B pasaene sHasnavermnes 200xHL GuITh YKAXAHM:

- NoHoe HaasaHWe Habopa,

< NpegHasHAveMse Habopa M ero AMArHOCTHYECKAR Polb,

Al B pazaene «XapakTepMcTHKa Habopas nomkHE Gums yxasans:

- COCTaR Habopa,

- KOAHMECTHO AHANMIHpYEMEE Tipob;

= MPAHLIAN METONE, NORMKEHHOTO B OCHORY PaboThl Habopa.

A3 B pagens sAMANHTHYECKHE XIPAKTEPHCTHEM Habopds Aoasibl GuHT:
YVKAMH B

= CNeUMpHUUHOCTE HABoPa (NPH HEOOXOOHMOCTH ],

- YYBCTEHTEALHOCTE (MHHHMANEHOE KOJNHYECTBO BELOSCTSA MNH AKTHBHOCTL
ipepMenTa, onpenenscsmsie Habopom);

- BOCHPOHIBOAMMOCTE PENOLTATOR (KOMPOHUHEHT BAPHALIMKH PEIVILTATOR
ONpEAEAeHHA, NPH HEODXOQHMOCTH ),

- OHAMAI0OH ONpeAcARcMBX KOHUSHTPALHH BEIeCcTRa (HAH AKTHBHOCTY Jep-
MEHTA);

- JTHHEHHOCTE ONpejcTeHHA B JHAMRAOHE OMNpeisiAeMbi) KOHUSHTPALHA
BElECTEA {MIH AKTHBHOCTH epMeHTa), NPH HeoDXOAHMOCTH;

- YHAYCHHA KOHUCHTPALMR BCUICCTRA (MNH BKTHEHOCTH (PEPMCHTA), COOTBET-
CTEVHHILIINAE HI‘.'lpHH..I'leI:]H-

A4 B panaene «Mepw NpeaccTopoXHOCTH NpH palore ¢ HabopoMs J00EHE
ObITh YKAZIaHEI MePhLl GE30TIACHOCTH, MOIBOARKILNKE NPEADXPAHATE ONEPATOPA OT
BOIMOEHOM BPSLHOTO RAWRHWA KOMINOHSHTOR Habopa Wi OpraMmas.

L0
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A5 B pasnene «OfopynmoBaHue W Mmarepuans, Heobxoavmee npu pabore c
HAGOpOMS, BONKHE GLTE YKAKIHE

- PEEOMEMIYEMOE HIMEPHTCALHOC 0BOpYIOBAMME,

- DOIHPVIOLIHE VCTROHCTRA,

- BPYIoe MCnonbiyemoc oDopyaoBadie (TEPMOCTAT, BCTPAXHBATCAL, BHbpa-
UHHHHHH CMECHTENL, WTATHD M T. ﬂ.]",

- nabopatopiad nocyaa,

- MATEPHATH H PCarcHTHI, HE BXOOALIME B cocTap Habopa.

A6 B painene sAMATHIMpYEMEE NPOofbis Q0AXHE! DETE YKAIAHE:

- BHA i:||a.r||'|!3|-|p1,'¢u-n-r-|:|- GHOIOrHYECKO D Hl‘l‘:p:l-‘lﬂ.ﬂ:ﬂ.

- MPOUCAYPa NOMYHCHHE AHANMIHPYEMOrD BHONOrHYCCKOTO MATEPHANR {NPH
HEODNOAHMOCTH),

- OFPAHMMCHUA M0 HCNOABIOBAHMIO SHANHIMPYEMOTD MAaTEPHAT,

- YCNOBHA BOIMORHOTD NPAHCHWA AHAIMIHPYEMEY 0OpaILoR.

A.7 B paspene «[loaroToRka peareMros LA AHANHIEe LOMKHE DMTE yrasanp
METOAE!

- TIPHIOTOBACHMR PCalcHTOB (MpH HeoDXoOHMMOCTH);

- MOAFOTOBKH COCTARHBIX YacTed (npW HeoBxogmMooTH);

- NPHIOTORAEHHA KannbpopotHex npob (npn HATWYHA B (MAR) NpH Heobxo-
AMMOCTH);

- NPHrOTORIEHHA KOHTPOABHON CHBOPOTKH (MpH HANHYAH H (HIH) TpH
HEODXNONHMOCTH ).

AE B pasaene «TTpopegcHHe aHANHIEs QONNHE GbiTh VKON

= [RECHORLL KA PE-E.I'EHT'E;

- MOCASLOBATENRHOCTE NPOBCACHHMA ITAMNOB AHANMIA;

- HeolXOoHMEIC J0NOTHHTEAbHEE NPOLEAYPL (MPOMBBKE, HHKYDHPOBAHKE,
BCTPHXHBAMME M T, 1.);

- NPOLEIYPa HIMEPEHHS,

A9 B paspenc «Pacqersls nofatsl GRTE YKRIAHB:

- cnocobsl NOCTPocHHA KANHBpoBOYHOR KpHBOR (NpH HEODXOOAHMOCTH];

- hopMYIE PRCYETE CONSPMAHMA ONPEICNAEMOre BEISCTBA (AKTHBHOCTH
fepmenTa);

- HCTIOTLEIVEMEIC KOMNLIOTEPHEE NPOTPAMMB (TTPH HeobXOaHMOCTH).

A LD B pazmens « YOTORHA XPAHEHHA W 3XCIAYATAUHH HAGODds DOMEHM OMTE
YE&3aHb;

- YCAORMA XpaHeHHa nabopa,

- CpOK roAHOCTH Habopa;

- CPOK IOAHOCTH BCKPRITHX KOMNOHeHTOR Habopa,

- CPOK MOAHOCTH NMPHIOTORTCHHEX QAR pafoTk peareHToB.

il
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TPHAOXENHE |k
(cnpasoyroe)

BHETHOIPADHA

[ 1] HPB—5%6 Honuaupyowmee nanyyeHse, pAtHauMonHas GelonacHocTs, Hopsia

panHauHoMHon besonachocTd (HPE—96). Murnenngeckne nopua-
Tiem TH 2.6.1,054—96
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VIAK 616—071.3:006.354 OKC 11.100 P24 OKCTY 93958

Kawdensie cioBa; HADOPKI PEATEHTOB, AMATHOCTHKE KNIHHWYECKAA nabo-
PaTOpPHAd, HCCNEAOBAHHA in vitro

Penakrop T.A. Jeowons
Texnmaccknf peagcrop 8§ M. Movcacosds

KoppexTop B E Hecmeposo
Kosnorepwas seperia JA. Kpyeceod

Haa. awo Ne 021007 ot 1000895, Caano & Habop 22.09.97. TToanucaxo & nevars 24.10.97.
Yoo new. o 0,93 ¥Yo-uaa m 0,75 Tapax 210 axx. Cl031. Jak, 755

HMNEKE HWagsrenserao ctanpapron, 10076, Mocksa, Kononeskei nep., 14
Habpaso & HagareascTee wa [T3EM
Punnan MITK Hizsreawerso cTaspapros — Tan. “ Mockosckri nesaTHMe™
Mockma, Jlaane nep., &
Mnp Mo DROLO2
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F. 3IPABDOXPAHEHHE. MPEIMETH CAHHTAPHH H F’HTHEHRI

I'pyaa P24

Himenenne M 1 NOCT P 51088—97 Habopw pearesToR nan KIHEHTECKOHE
natopaTopaod aHarmocTHER. O6mme TeEXHHYeCKHE YCAOBAR
[TprrsTo W Beegeno » nefcrame [TocTamommennes Toccrammapra PoccHn ot
11.11.99 M 403-c7

Hara ssepenms 2000—07—01

Paxnen 1. Bropoll abian wanosiTs B HOBOH pefasiiHK:

«T3HRAPT He PACTIPOCTPAHASTCA HA MEIMUHHCKHE HMMYHOGHOMOTHYEE -
KHWE NPCcnaparthl, MPEOIHAIHAMCHHME I8 cheuMgEyeckol npodHIaKTHER,
AHArHOCTHKH H ToueHNA HHpeKUMoHHAX, MApaidTapHLX 3aboaceaHHA 1 An-
NEPrHYECKMX COCTOAMMA: BaKI(HHE DAKTEPMAHEL: K BHPYCHEIE, AHATOKCHHE,

( Tpodaascenie cu. ¢ 78)
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{ Mpodaswcenue wimenenus Ne 1 x FOCT P 51088=97)

Hmﬁ']’lﬂl'ﬂﬂﬁ}'..l]-‘l HikE HﬂﬂHﬂ.ﬂ EHEIE CHEJ.I;HIj:II.{'iEE-HJ-'IE, I:I-n.IEI::lpﬂ'I'I:I;_'I-I AHATHOCTH=-
SECKHE H AHTHTORCHYECKHE fedshMble, DakTepModiar OMAarHOCTHYCCKHE M
AegebHo-npodrnakTINeCKHE, nMpenapatel Hopsduopsl (BudmnymbakTepHn,
cnopobakTepHy, DAKTHCYOTHA H Op.), HHTepdepoMbl, UMTOKHHE B IPYIHE
BHOMOrHYECKNE HMMYHOMOIVARTOPR ATA CTHMYNIALMHE HTHHHGEKLHOHHOTO
HMMYHHTET, aNcpreHsl DaKTCPHATEHBE, TPHOKOBEE, MHIeaLIE, DhITOBLIE,
TNENLLIEBHE W .ﬂ]:l'., AHATHOCTHYECKHE TECT-CHCTCME [LTH I-'Ih-EH'_I."I-_II:IIj}[‘.'IJHE]-I"I'HI:I--
I AHANH32 HHEEKUHOHHBX H NapasuTapHsy 3aboneBaHMN, THATHOCTHKYME
EHTHIEHHBIE, AHTHTEABHAIE, MHTATENBHEIE Cpelkl (CAKTEDHANEHEE, BHPYCO-
MOTHYCCKHE ). '

Payaen 10 panosurs B HOBOH peoakuHM;

«10. Meroau sensrranmns

YenoBEHA W METOOM HenMTAHMA yeranomnenst » TOCT P 51352—99 u &

HOPMATHBHOH ROKYMCHTAUHA Ha HaDOPW KOHKPETHEIX BHIOBS,

(HYC M 2 20000 r.)

74

E u 5 '|' FOCT P 51088-97, Habopbl peareHToOB Ans KNMUHUYeckon nabopaTopHon anarHocTvkn. OBLume TexHnYeckne ycrnoeums
IR Kits of reagents for clinical laboratory diagnostics. General specifications #


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-51088-97
http://gostexpert.ru/gost/gost-51088-97

