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MNpegucnoeune

1 PAZPABOTAH NaGopatopred Npobnes KNHHMKo-NatoparopHol grardoctikn HHW oSWecTeeHHOono
INOPOEEA W YNpaEneHks agpasoaxpadenines MNocygapcTBeHHor SoOHeTHor 0BpasneaTeNeHOMND yapewne-
HWA BeiClwers npodeccroHanesoro obpaicaanua Nepeoro MOCKOBCKOMD rocy0apCTEEHHOM MELHUAHCKOND
yvaueepouTaTa us. MM, Cevenora MuHncTepoTea agpasooxparkedia PO, oTgeneHues MegMUMHCEOR reHaTH-
K MOCy 08 pCTREHHOMD KAIEHHOMND YHREXASHHA A0PaB00XpaHEHHME «HayYHO-NPpakTHYackini LIeHTD neMxrYecko-
Mo 34opoesA eTel W nodpocTros JenapTamedTa 3gapascospadeHin r MoCkBe s, HayYHO-QHarHoCTHYECHON
naboparopyed SefepankHors rocyaapcTREHHOMD DROMETHOMD yHpEeMOeHHA «HayqHsIA UEHTD akyWepoTea,
TMHEKONOTHK 1 NeprHaTonora uM, B M. Kynakoear MudncTepcrea agpasooxpaqesus P

2 BHECEH TexHH4eCckdi EOMWTETOM No cTaHdapTyiiagnd TK 380 cKnuHudecie nadopaTopHeEe 1.
CNEOoBaHAA # AWarHoCTMHECKHE TECT-CHCTEMEI i1 Vilfos

3 YTBEPWOEH W BREAEH B OEWCTBWE Mpukasom CenepansHoro areHTCTEa No TEXHHYECHKOMY
PEMYNHPOBAHHAID W METDOMOMMKE Pocckickold Degepaykd oT 2 anpena 2014 r_ MNe 288-c1

4 BBEOEH BMNEPBLIE

Mpaguna NpUMeNaHUR HACMORWE2S cmandapmsa yomawognads @ FOCT P 1.0—2012 (pazden 8l
Hudbopmauus of UsMesHaHuRy K Racmaoaeny cmardapmy avBnukyemcn & exesodHom [0 COCMORMLUKD Ha
1 AMEapA mekyiyess 20da) WighopMayUuoMHoOM Yrazameans «Hauuoranskbie cmandapmels. 8 ohuLipans sl
MEKCIT UaMenesul o NoNpagok — 8 eHEMECAYHOM UHPODMaUUoHNOM FEazamens «HaluoHanbHsie crman-
dapmeis. 8 ciyHas Nepecrompa (2amMensl] WL OMMERS HECMOALE20 amakdanma coomasmomeyiowes
yeedomnesus Oydem onpbnusoeano @ ONuxaliilem BLINYCKe @XeMEcaYNo20 UHhoDMaYUoHHOSD YKa2ameans
wHALUOHANEHEIE CMardammbiy. COOMEEMoMERILER URPODMALLR, YEaSd0OMIBHUS U MMEKCME DaIMELLAKIT=
CR Maxwe § UHoprauuoEsol clcmeMe oSLWesc NOMLICEIRUE — Ma oghuyuansHos cadme Pedepansrozs
A2EMMCINEA M0 MEXHUSECKOM )Y DE2VNUDOEaNUII0 U MEmponozuy & cemu Mumepwem [gostru)

@ CradgapTdsdeope, 2014

HacToAwMid cTaHO0ApT HE MOMET BiiTe NOMHOCTEI WK YACTHYHD BOCNPOMIBEOEH, THRAKWDOBAH ¥ pac-
NEOCTOAHEH B EAYECTES OfUUBaANEHOrD Kaganua Ged paapelleHrna DefepansHOnD aredTCTea N TEXHUHECHD-
MY DEMYNMpOEIHKIO W METPONOTHI
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HAUWOHANBHBIWY CTAHOAPT POCCHMHUCKOW ©EOEPALUMHM

WIOENKWA MEQWUWHCKKWE ONA OWATHOCTHUEW IN WITRO ONA @NKOOPECUEHTHOMD
H MMMYHO®RMOOPECUEHTHOMO AHANKWM3A «CY¥XOI0 NATHA» KPOBW HOBOPOMIOEHHOMD

Yacte 1

NPUECPEI K OBOPYOOBAHWE ONA @NOOPECUEHTHOMD K MMMYHO®MKOOPECLEHTHOIO
AHANMKW3A «CYXOrO NATHA= KPOEBW HOBOPOXOEHHOMD

TexHuuyecKHe TpeGoBaAHWA ONA rOCYAAPCTECHHLIN JAKYNOK

In witro diegnostic madical devices for fluorescent and immunofiusrescent analysis of sdried spots of newborn's nlood.
Fart 1
instrurments and accessores for fiuorescent and immunofluorescent analyels of sdned spote of neswborm's blood.
Technical requirements for state to buy o

dara epeaesns — 2015—06—01

1 OBnacTb NPUMEHEHWA

HacToawWi cTaHgapT yoTaHaanWEaseT TexHMYackie Tpebona s K MeguuUPHcKHM Wagdenyam ana cmoo-
PECLUEHTHEE H MMMYHOENIOOPECLEHTHEIX MECNELOBIHWA i Vilro HANKMTOR B « CYXMX NATHAXY KPOBEM HOBOROM®-
LEHHEN NPW BEMNONHEHHE HEOHATANLMOMD CHPUHMMHTE Ha HACNenCTEe HHEE 3a60NeBaHNA B LENAK M PaHHErD
ObIABMZHMA.

TexuHdeckde TpeBoDauKe, YCTAHOBNEHHEIE HACTOALLWM CTaHOAPTOM, NPHMEMAKTCA NDW NPOREOEHIA
FOCY AARCTEEHH Y IAKYNOE aHHL KIS,

2 HopmaTHBHLIE CChINKK

B HaCTOAWEM CTAHGaPTE WCNONLA0BAHE! HOPMATHWEHEIE CCLINKK HA CRedywwe cTaHdapTw9:

MICT 2.601—200&€ EoMHan CUCTeMa KOHCTRYETORCHON JOKYMEHTALMK, ZHCNNYATAUMOHHEIZ DOy MEH Tk

MCT 15150—68 MawuHe, NpUEopE 1 OpYrHe TEXHUYeckEE Magdenyda. Monondesda gna paznidubix
EMAMATHHECKHYE DaoHoa. KaTeropui, YCNOBMA JKCMNYATALWKA, XPaHEHHA 1K TRAHCNODTHPOBAHMA B YacTH BO3-
OEACTEMA KNMMATHYSCKKY DakTopos BHEWHEH Coelkl

MoCT 30804 4 2—2013 {IEC 61000-4-2:2008) CoBMECTHMOCTE TEXHWYSCEMX COEOCTR ANeKTPOMarHMT-
HaA. Y CTORYHBOCTE K ANEKTROCTATHYECKMM paipAtas. TpeboBaHna W METODE MCMeTaHWH

MoCT 30804 4 4—2013 {IEC 61000-4-4:2004} CoBMECTHMOCTE TEXHWYSCEMY COEOCTE ANeKTPOMarHMT=
HaA. YCTORYMBOCTE K HAHOCEKYHOHLIE MMIYNECHLIE Notexan. Tpeboaaiua v METo0b MCNETaHWA

MOCT P 50444092 Mpubopil, annapaTte 4 0000y A0saHWE Me [ HcEre. OBWHEe TEXHWYECKWE YCNOBHA

MaCT P 31088—97 Habopw peareHToR ONA KNMHUYECKOR NabopatopHon SUarHoCTEM. Obwme TexHn-
HECKME YCMOBMA

MaCT P 51317 4 509 CoRMECTUMOCTE TEXHWYECKWE CPEACTA INEETDOMArHWTHaA. YCTONYMBOCTE K
MAKDOCEKYHOHEM HMOYNECHERM NoMexan BoNsWoR 3Hepidd. TpeboBaHKa 1 METOGE HCNBITaHHA

MICT P 51318 11—2008 (CHUCOP 11:2004) CoRMECTUMOCTE TEXHWYECKWY CPEOCTE ANeKTROMAarHMT-
HaA. MNpomeiuneHHeE, HaydHsE, MeSUUUHCERE 1M DuToRee (MHMEB) BeicoxoqacToTHeIe yoTpodcTEa. Paguono-
MEXA 0 HHAYCTREHANEHEE. HOpME M METOOE MAMEDEHHA

FMCT P 51350—99 (M3K 61010-1—90) BezonacHocTe IMEKTRHYECKMY KOHTPONEHO-HIMEPHUTENEHLIX
npWbopos W nabopatopHore ofopyooeanya. HYacTe 1. O0w«e TpeboBaHKa

MCT P 51522 12011 CoBMeCcTUMOCTE TEXHWYECKHE CPEOCTE INSKTPOMArHWTHAR. JNEKTPUYecKoe
nagopaTopHos 0BopYL0BAHKE ONA HIMEDEHWR YIPEENEHWA W NabopaTopHOrD NpdMee kna. HacTe 1. Obujwe
TpeboRAHMA 1 METODE MCNETaHMA

HMigaHwe opHUMENBHOR
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MoOCT P 51608—2000 WManenva megruvHcsre. KnaccudMikayma 8 3aBUcHMoCcTH OT NoTeHUMansHons
prcEa npumededna. O6wwe Tpetopanma

MOCT P 523192003 (M 3K 61010-1—2001) BeacnacHoCTs ANeKTRpHYECKoro 0DopYI0BaHWA QA HaMe-
pEHKS, YIpaEnasds 1 nafopaTtopHoros npukederds. Yacte 1. OBwmwe TpebopaqUA

MOCT P 53133 1—2008 TexHonoraw natoparopHie sMeduurHckMe. KoHTpons ka4ecTBa KNMHMYecKX
naboparopHelx HoonegoeaHyd. HacTe 1. NMpegensl AoNYCKasMex NOrPEWHOCTER De3YNETATOR HWIMEDEHHA
AHAMKUTOR B KNHHKKEG-QWMErHOCTHHECKE NaGopaTopa

MOCT P 53133.2—2008 TexHonorin NatoparopHee MedHUMHCEME. KOHTRON: KAYECTEa KNMHAHEoKHE
naboparopHel Mcocnegoeawkid. Hacte 2. MNpasvna npoceegeqns BHYTRUNatopaToOpHOre KOHTRONA KaYecTaa
KONMHYECTREHHEE METEA0E KNMHWYECEMX NabopaTopHeld HCCNeqoBaH il © MCNoNsIoBaHKEM KOHTRONEHBIX
MaTepHance

MOCT P 559092 2—2014 Magenud MeduuMHCErE ANS QHarHocTEN i1 wire 08 retopecyeHTHOrD M k-
MYHCRMOPECUEHTHOMD SHANMIA €CYHOTD NATHA Y KDOBKM HOBODOMOEHHOMD. HacTe 2. PackodHele MaTeprans
(Habope pearedToa) AnA QnoopecUsHTHONS ¥ MMMYHODMIOODECUBHTHONS AHANKIA «CYXOrd NATHA KR0S
HOBOROEAEHHOND. TeXHHYECEWE TReBoBaHkA ANA rocyRapcTBEHHLIX a8y N0K

MOCT P WMCO 151932007 WMagenua MeduU-HCENE ANA OQUArHOCTHEM in wWira, MaMepeaq9e BenkudkH g
npobax DUoNorMYeckoro nporcxosieqna. Onucayue pedepeHTHEIX METOOME ERNONHEHNA MIMEDEHHA

MOCT PACO1S188—2009 KnuHuYeckan nabopartopHan MeadyikHa. Magenks Me i uMHCKAE o8 OWar-
HOCTHRM i vilre, MogTBepsaeH e METOOME KOHTRONA KAYECTES, DEKOMEHOYEMBIX KAOTOBMTENAMM NONBIOEI-
TEnam

MpumMmevaHwe — I"Ipu NONs30EAHMA HACTORWMM CTAHOAPTOM :I:EI'IEGIJIZIGFI-E-BHD NEOEERWTE JERCTEME CoslNoY-
Held CTaslapToR 8 WHOROPMBUMOHHGA CHCTEME ofuers nNoneIGE3HHA — Ha apEUHANEHOM caldTe deaspanbHOM
BrEHTCTEA NG TEXHWweCKOMY DETYRWDPOEAHWID W METDONOrME B CE8TH WMHTEQDHET MAA N EHErOOHOMY WHDODMBYWOHHOMY
YEAIBTENK a HEUWOHENEHE B CTAHOA PThE%, KOTOpRIA Dﬂ'ﬁ'ﬁﬁ“lﬁﬂﬂﬂh No COCTOAHMID HA 1 AHBADA TERYLLErD o048, NS BeINy G-
KaM EX¥EMeCcAMHOro HHpPOEMaUMoH=0D YR 3aTenA nHauswo HaNs bl CTEHOBRTEI 38 TEEYLWHA roa. Ecnu 38mMeHaH Cosinoy-
Helil CTARAART, A KOTOPLIA 0888 He03THROBAHHAR CObINKE, TO PEEDMEHAYETCA HWCNONBI0OBATE ASACTEYOLUYED BRDCHKD
BTOMD CTAHGAPTA © YHETOM BCEX BHECEHHEX B DAHMHYH BEORCHED HIAMBHEHHA. Ecnu 3ameseH CobINOMHERA CTaHAE PT, HA KOTO-
PHA gaHa JATHPOEAHHEA COINKA, TO DEEOMEHIYETOR MCNONEIOEETE BERCHE ATOND CTAHAAPTE C YEA3GHHEIM BEWE roo0M
YTEEDWOSHWAA {MPHHRATHA ). Ecn nocne Y¥TEERHOEHWA HACTORWEND? CTAHAAPTA B CCRNOYMHBIA CTAHOAPT, HA KOTOPEIWH 0348
AATHPGEAHHEA CCEINES, BHEC2HO HIMEBHEHWES, JATRAMMBEIDULSE NONOXEHHE, HA KOTOPOE OAHA COEINES, TO 3TO NONGHSHHE
PEHSMEsAYETCA NDUMEHATE fiea YYETE BHHOMD WIMEHSHHA. Ecne CobmoH Hel# CTAHOSPT OTMEHEH fes aaMes, TO Nono-
HWEHWE, 8 EOTOROM DAHE CCRINEA H8 HEMD, PEKOMEHAYETCA NPEMEHATE B Y3CTHW, HE 3ATREMMBAKLWER 3Ty Cooingy.

3 TepMuHbLI U OnpenenedHvna

B HACTOALIEM CTAMAADTE NPHMEHEHE CREOELIKE TERMUHE C COOTRATETEYIOWIMAMA ONEe0e MEHHAMA

3.1 MegWUMHCKOS K3OenWe ANA AWardocTHKA In witro (in vitra diagnostic medical device): MioBoe Me-
OUUAHCKOE H3OENWe, ABNAKWESCH DEAKTHEOM, DPEAKTHOHLM NEOSYHTOM, KANUEpaTopoM, KOHTPONEHEIM MaTe-
pAances,  HabopomM,  WHCTRYMEHTOM, annaparoM, O00OpYOOBAMWEM WM CUCTEMON,  WCNONs3YEMoa
CAMOCTOATENEHG WK B KOMBWHALWK, NDEaHAIHAYSHHOS HITOTOBWTENEM GNA NPMMEHEHWMA §1 Wl NpW Mccne-
OoBAHKA 0DEAIU0E, BENIOYAR KEOBE M THAHM, BIATLIE WA YENOBSYECHOrD TeNa, 0MHCTEEHHD M TNABMLIM 00pa-
08 B UENAX NOMYYeHHA MHE0DMALMK, EAcWesch QUINoNorHeciong K NaTenorvYeckons CocTOaH A,
WK BROMOEHHOHE AHODMANLHOCTH, MMM ONA ONDEReNeHUA BEI0NacHoCTH W COBMECTUMOCTH C NOTEHUMANE-
Hildd PELWMMIASHTOM, UAA BNA MOHUTODUMHIA TEDANSETHHECHHE ME[.

NMpuwmevaHwa

1 EmkocTs anm oBpaiua BEAkyyMHOMD MNKH AHOMD TUNA, CNEUHANSHD NPBOHAZHAYSHHAR HATOTORMTENSM JNA NEDERY-
HOMD PAIMEILEHME M COXPaHeHHA oBpaayoe, B3ATEIE W3 TENa YeN0BSKa C YanNsD QHAarHOCTMHECKOro MCCNeoBaHARA I wirg,
PECCHMATRMEERTCA £AK MEOHGMHCE0E HAOENHE ANE JNErHOcTUEY I ik,

2 Npogyere ofwenabopaTopHOro HESHAHEHWR HE ABNAKTOA MEIUUMHCKHMA #302NHAMK ONA GUArHSCTHER 0 wiire,
CNEUMANEHD NPEOHAZHEYEHHEMA HATOTOEWTENEM ONA KCNONLI0SEH WA B OWATH0CTHHECEME WECNSNL0EasHa Y 1A vilro.

[1, onpegenedie 3.1]

3.2 MHCTPYMEHT OANA AMarHocTHKKA i wiltro (0 witro diagnostic instrument). OD0Dya0BAHWE MK NDH-
Bop, NpEOHAIHAYEHHEIR WIrOTORMTENEM ONA NEPAMEHEHMA KaKk MEQWUWHCKOE WAOende GNA QUarHoCTHER
in vitro.

[3. onpegenedwe 3.26)
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33 BCNOMOraTeNLHOe MIAENHE K MeJUUHHCEOMY WIOenMo ONA AWAFHOCTHKA N vilro (accessory
to an IVD medical device): Magenue, npegHaIdadeHdHOe MaroTORMTENEM CNeUMansHe ans uenons3Iceasna
BMECTE C ONPEQENSHHBIM METUUAHCKAM WA0ENHer 00A JHarHoCTHER 1 Wlo, NPMenocobnNeHHbIM MNK conei-
CTAYIOLWHMM ITOMY HIOENWK B COOTEETCTEMM C 8ro MCNONBEI0BIHHEM N0 HAIHAYEHKID.

[9, onpeoenedue 4] [10, vacTe A onpegeneHide 11 2]

34 warotoedTenk (manufacturer) CHIWYECKOE WNH IDDMOWYECKDE NWUD, OTRETCTEEHHOE 3a paspa-
DOTEY, NPOHABCGCTES, KOMNOHOBKY, YNAKOBEEY K MADKMDOBEY MEJWLUMHCKOMND Hagenus, chopry CHOTEMEl MNK
A0anTaUMED MESHUUWHCEDND WIGENHA NEped PAIMelLEHAeN &r0 Ha PRIMKE WNW BECOOM B IKCNNYATALMID, Heaa-
BHCHMO OT TOM, NPCUIB0OMAMCE MK 3TH ONEQaLMH JAHHEIM NHUOM MK 0T 810 MMEHK TRETERH CTOROHON.

[3, onpenenexwe 3_36]

3.5 oOpazeu (specimen). BHONCrHYECcKMi MaTepWan. KOTopbIA noNyYeH, STo0kp 0BHa YT WK H3Me-
PHTE OOHY KA HECRONEKD BETHAYMH,

[2, onpeoenedse 3.5]

MpuMep — Hanna kanunnRpHol Kpesy, 83RAMAR U3 TAMKY HOS0 PN JEHHOE0, HAHECEHHAR HE KDYROK PUNb-
MpoaansHol BYMasu U 8LICYIWEHHAR Ha 803dyxe.

36 aWanWTHYecKkan nopuMa (analytical porton): NMOpUKA MATEDHANA, BIATOMS W3 AHANHTHYSCHIH Npo-
Obl, HA KOTOROA NPOROOMTCA MIMEDEHWE WKW HabnoagHKe.
[M2CT P MCO 15193=2007, onpegensriie 3.4]

Mpares8H#He — AHENUTEYECKYH NOpURED BERYT NPAMO @3 NERENHOA MNe NeBopaTopHod npolie, acnm He
TpefyeTcA NOGroTOEKE. AHANATAYECKYH NOPYWKD HHOTOE PECTECDAKRT ANA NoNYYeHWA AHANWTHYECKoOrD PACTROPE Nepes
NOMELEHWEM B8 B MIMEpUTENEH:IA Npubiop.

NMpumep — BeiSumeld & AyHNy NAGHWwema ducy bunsmposanenod SyMazu onpedenenyioso duasmam-
pa ¢ HEHECEHHOD HE HE2OD KAMUANADHON KDOERK, BIAMOL U3 TAMNY HOBOPOXJEHHOZD U BLICYIWEHHOD HA
goadyxe,

A7 Tecr-Gnadk (test-blank): Bnadkd (K3pTOYKM) M3 CNeyraneHol fuNeTPoBANEHoR ByMard onpege-
NEHHLIX PAMENCE W CEOACTE C HANEYATAHHEIMK HA HWX KDYEEIMKA 0N8 BHECEHWA KANen SHOMKOKOCTI (Y HO-
BOPOMAEHH LY — KPOBH ), © MHCTRYRUMEA ANA NONYLeHUA 08pasla ¥ BHECEHWA CRageHME N0 MASHTUEHEALKA
NAUWEHTA 1 BIRTOM ¥ Hero obpasda BuomkWdrocTd. TecT-Gnadkd npegHaiHaqdetsl 4NA BIATHR, XpaHedina |
TPaHCNopTAROBKK 0bpasyos.

Mprre e We — AjanTipoeado Wa [6], [12].

3.8 wcyxoe nATHOR KpoBK (edried spotx of blood). BeoyWeHHDE C onpeieneHHbMAe NpeocTopOMHOC-
TEMK K B ONPEaEneEHHBE YENOBUAK NATHS KPOBW, NEEOBADHTENBHO HAHECEHHOR Ha TecT-Bnauk.

I pPHMBSEHMAE— TeXHONGI#A ACYEOND NATHI s — TEXHONOTAR NPESIHANWTUYWBCKOrD 3TANAa ANRA BAATHEA Kanun-
NAPHOW KpOBEW ¥ HOBOROHAEHHE X MCNONG3YETCA ApW HEOHATANBHOM CEDMHWHNE, 8 TEKSE NDE 3INUOSMACSTOTHSECKHE CREW-
HHHMEY §¥ HOBODOMASHHE X, JETER W BAN0CHLIX, HANPWMED, CKPAHHEMNE ANR BRASNEH WA HiAY, renaTUTOE M MCCNEL0EaHMAY
TIpMOHIE, NHNWOOBE, NEKAPCTE. r'IFIEHM:f'LIJ.EETEE METEO8 — MEanasd TRPABMATHUMHOCTE, BOIMOMSOCTE MCNOAEIDBEIHWA MHHK-
SOAHaMKIa, NPOCTOTA TPAHCNORTHROEAHEA W XDaHEHEA ofipasuos,

3.9 cEpuHAHr (screening). MNpocewBandMe — METCD BmABNEHWA 8 oDWer Nonynauny nuy ¢ onpege-
MEHHoE BoNeaHs N QakTopaMi pHCEa 86 PalarTHA.

310 WeoHaTanbHEIA cKkpuHAHr (necnatal screening): Maccosoe obcnegoBpaHve HOBOPOMEEHHLIX Je-
TEA ONA BbIAENEHWA BRONMOEHHEX HACNEOCTEEHHBIX 3350NSRAHKA Ha JoKNMHWYECKOR cTanxn [11,12]

Mpraresande — B CoOTESTCTEWH C NEMEEI0M MHHIDABCOUPEIEMTHA PO o7 22 mapra 2006 raoga e 185 «O
MACCOB0M CGHCNed08AHAM HOBOPOKOSHHLIX 0eTed HA HACMeACTEESHHEE 3AB0NSEAHWAY NPOSOOMTOR MECCOELIR HEOHA-
TaNeHbI# CKPWHMHT HE EHHAKE TOH YPUHD, TANAKTOIEMED, BAPEHOTEHHTANEHERE CHHOPOM, MYRGEWCGEMA0S W EPOHOEH HblR
rnaTHEpeos [11].

A1 wmmyHodnoopecueHTHEIA adanna (fluoroimmuncassay). MeTog ananuaa, ocHOBaHHLIA Ha
NEOBOOMMCHE (1 WIS MMMYHOXHMHHECKON DESKLKIA AHTHIEHA CO CNEUMEHYECRMM AHTHTENGM, E0HBKTHpOBaH-
HEIM C DNYOPeCUeHTHOW METKOM [ca. 3.18).

[AganTvpoeano, MOCT P 51088—57, onpegenedde 3.9] 1, [13]

312 wmmyHodnOOpECUEHTHEIA aHANMA C© DPeMEHHEIM pazpewedwes (time-resolved fluoro-
immunoassay). BapuadT veamyHOEMN0opecueHTHONS aHaniia, Npd E0TopoM pericTpagna curiana dgmoo-
PECUEHUMK OCYWECTEMAGTCA © 33080HKCHA B0 BPEMEHA OTHOCHMTENBHO CBETORBOIS WMNyNbCa Boabywoe-
HKA [14].
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MpumevuaHan

1 B eMMyHOEI0OPECUEHTHOM BHANMIS © BREMEHHEIM PEIPEILEHHEM HAMEPEHHEM BHANMTOR ACYREND MATHAS KO-
BH HOBODOMIEHHOMD BRABNEHME AHTUMEHOB WNE SHTUTEN COHOBAHO HE ONPEOENEHUM KOMINEEEE BHTHIEH-BHTHTENG 38
CYET BEEOEHMA B OGMH N3 HOMNOHEHTOE PEEKYMHA B HEYSCTEE METEW XENATOR PEOKOISMENEHEX METANNOE [MEHTAHW-
aons — eEpONMA, ceMapuA, Teplen v go.). Takod BEEHAHT BMMYHOENDOPECUSHTHON BHENWIA C PRIPSLWEHUEM N0 BPEME-
He OO03IHEYST Take Kak Meted (And rexdonorsn) DELFLA (Deissociation of Enhanced Lantanide Flucrsimmuno-
BE58Y — OWCCOUWDHHD-YCHMEHHEIA NAHTEHMAHE A NHOp oMMy HE BHANHI ).

2 BONsWod COBMI MEMOY ONUHCA BonNse B030yHOSHUA QNE0RACUSHYMA {340 HM] @ MaKCHMYMOM 88 HINyYYSH#A
(813 HM ) nozeonReT WabexaTe POHOBCH BYTORNEOPECUSHUHH SHONGMHYe CEMY OO BEKTOR, YTO RENASTCA NPSUMYILECTEGM
METOOa.

3.13 dnwopecuyenyua (fluorescence). ABRNEHWE WANYYEHHE CBETA MONEKYNEMA NOCNE NOFMOLWEHHA
eoabyHOaLero ceaTa.

MpumedaH=A

1 AnenTepoBado [B paagen 4.1), [13].

2 Kak npaeuno, ceeT QNOopecysHyMn wMesT BONEW YD OMHY BonHsel, Yer abicopirpoBaHaed [BoadysaaUuni)
CEET.

3.14 poabywpeHde (excitation): Nepexdod MONEKYME W3 COCTOAHMA HAWMMEHBIWIEW IHSOMAH, 3 WMCHHD
WCXOOHONDS COCTOAMUA, B COCTOAHKE BONEWEeN IHeDrHy BcnencTane abeopfuynn nagaWero CeeTa.

MpuwmeyaH#e— SOANTHPOEAHD |F, pa3den 4.1], [8].

3.15 aaryxawde (rawexne) dnoopecyedunn (fluocrescence quenchingl: MoSoe BIAMMOOEACTENE
MONEKYNEl C PACTECPHUTENEM, PACTEORAMK, WK OPYTHMK akTopamMK OKPYHAKILER Cpensl, KOTODOR CHHaAET
KBAHTOBLIA BRiX0d COpecUeHLMK,

[B, paagen 4.1]

316 MHTEHCHBHOCTL dinwopecueHuMK (lunrescence intensity): 1) CUrHan WHTEHCHMBHOCTA (Moo-
PECUSHUMA, NOKSIAHME WHKANL HHCTEYMEHTA NPW eTekuny (obHapy ket ) GNopecueHTHOTS MANYHe ks oT
BOAGYHOEHHEX DNOoDOXDoMOB, 2] MEDa IHEPMAE KaNyYeHna nIooDeCLERLMK.

[B, paagen 4.1]

317 norpaHMyYHoR, NOporoBoe IHaYeMKe (cul-off value) JHadeHMe BENUHAHB, HCTIONBEIYEMOE B K-
YECTEE Npedena ans NEPMHATAA JAarHOCTHHECKOTS PEWEeHWA, MOeHTUdMEAUMY NpodE, KOTOpPaA NoKaikblBaeT
HANMMYKE MW OTCYTCTEHME MAMEPASMOA BENW-MHBI, ONPEAENSHHON BonesHy, CoOCTORHKA.

NMopuwmedyaHH A

1 PeayneTartk WIMEPSH®A BHWE NOTRPAHMYHOTS IHIMEHNA CHUTRHOTCA NONGHHTENEHEMA, 3 BE3YAETATH HUKE No-
rPAHWHHOID 3HAXEHUA PACCMATPHEAMKTOA 8K OTPMUSTENEHEE.

2 PeayneTaTe WIMEQEHWA BOINS NOTRAHMYHOTS IHEYEH WA MOMYT PECCMATRHEATECA KAK HEYEEORTENEHEE.

3 BoBop NOorgasM4HOrD 3HAHEHWA CNpegenfeT QHArH0CTHHECHY D CNEUHERYHOCTE W OHArHOCTRYECKYH YYBCTEN-
TENBHOCTE.

(3, cnpegaenedne A 3.13]

3.18 cnwopodopipnivopoxpos  (flucrescerfluorochrom). BewecTeo, k0Topoe ONIOODECUMPYET
nog OeRCTEREM ANeKTROMATHWTHOMD WaNyHeHHE.

[7, & pazgen 4.1].

NMpumedaHwe — DnsropBon W pnNOoDoOEDOM — GHHOHWUME.

3.19 donwopecuenTHan meTra (fluorescent label), Pmoopodop, cCoBQMHEHHEIR © MONEKY IO SHTHTE-
NA/AHTHINEHS ONA HCNONBICEIHWA B HMMyHOaHANKS NNA QeTeEL4dd aHankTa (oM. 3110

3.20 avanwaarop noopomMeTpuyeckdid (luorometrc analyser), NS0l HUCTRYMEHT, HCNOMBIYEMbIA
A0A QErHCTLALME M OUSHEK QRI0opecUeHUMK, W, NEH HEOSXOOUMOCTH, O0YIHY KAYECTE MMUCCHIK DNoopecUeH-
UMK — TaKAX, KaK CREKTPANEHOE DACNPEQRENEHHE HIW SHMI0TDONKWA, KMHETHES 38TYAaHKA drHooDecUeHUE.

MpumenwaHerwe— dNRoyeHis DNOOpSCcUeHUHEE NPY N0 peacySHTHOM 1 MMM YHOQNEODECYEHTHOM dHENHIE
1 WIirD wCY RO NATHED KPOEE HOBOPOXOEHHOTD MOTYT BbiTE THKAHE HCNONE30 BAHE PNHoOpOME TR, BHaNHIaTORE QNoopo-
METHHHSCHEE, MAOMOPYHEUMOHENEHEIE NNAHUETHEE BHANWISTONE C TEEXHONOMMER WAMEDSHHEA hAKnopScleasl i ¢ Bpe-
MEltHEIHH pazpsuasHan.

3.217 GNOKA peaKUMOHHLIX AYeel ANA GROOPECUEHTHONO W HMMYHOQNIOODECLUSHTHO MO aHanKia
(blocks of reaction wells for flucrescent and immunoflucrescant analysiz). CocyObl {A4EAKK, NyHKKA), NPEOHAS-

]

FOCT '0cCTP 55992.1-2014 CrpaHuua: 8/20

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-55992.1-2014
http://GostExpert.ru
http://GostExpert.ru

MoCT P 5599212014

HEYEHHEIE ANA BEIMNONHEHARA 3TaN0Bs aHanyd THYeCckDn daisl NopEcUENTHOMND M MMy HCENCOpECUEHTHOMD
AHanuaa in vitro v 4NA pervcTpadyws ioopecyeHyy, obbeuHEHHBIE B BOMHER BNoK [paMiod).

Mprure«sas0e— Auafd [MyHEH ) moryT BeiTe 08 begMHeHsl B GNoOKE B BUOS NMNAHWETOE [NNAW K], HANPHMER,
HONCHEM B3 B nysox (0T A Go Hino 12 pagos, ofeeQ8HEHHBIS B MERDOTUTRORENEHEE NREsWeTel ¢ B8 nyHeamu. NMNadwe Ty
MOy T COCTOATE M3 AB4, BE4, 1538 aueer. Huedkn, cObeJHHEHHE S B O0WH HAW OBA PAAS WNW B OOHY N4 0B onoHEn, of-
LAIYKT CTRMN

4 Mpubopebl 1 obopyaoBaHWe ANA AMATHOCTUKM in vitro AnA NOPECUEHTHOTO
M MMMYHONIDOPECUEHTHOMO aHaNKM3a «CYXoro NATHa» KPOBH HOBOPOXKAEHHOIO

4.1 Oduue TpeboBaHMA ONA rOCYNAPCTESHHLIX JAKYNOK

411 XapakTepucTHiM Npegnaraesorg obopyACcBEaHMA QOMEHEl COOTEETCTEORATE HNW NPEBOCKOINTE
HACTORLWME TEXHAYECKME Tpeboaanua.

4 1.2 OBopyaAoBadkde W EOMINERTYIeWME OONKHE BbiTh HOBLIMHA, DPAHEE HE WCHOMNLICBAHHEIMM.

4.1.3 OnsnpoBageHdn dNioopecUeHTHOMD M MMMyHODNKoPECcUEHTHOTS aHaNM3a « Cyxks NATEH KDOBH
HOBODOWOEHHOMD TPEGYETCA NpUMeHEHWE PAga Wanenqd (Npybopos W 0GopYQOBAHWA), KO0 W3 KOTODLIX
IAYNASTCA OTOENEHEM NOTOM.

TpebopaHud K NpoOWIB0OMTENEHOCTH NPUBoOPROR W oDOpYACEAHKA O0OMHKHE BbiTe COODMUDOBAHE C YHE-
ToM obkeka MCCrNefoRaHrA B NatopaTopHia

HKoMNMeKT OCHOBHOM W BCNOMOraTensHono Nadopatoproro oGopydoaadda QNA HEoHATANEHOTD CEpK-
HUHME BEMIDYAET CNegyiowue Hagenda (1anae No TeECTY — KoMnnesT ofopy JoBaH9a).;

a) aHandIaTop DNooODoMETEHYECEME — PEMMCTDaToR EMNIOODECUEHLMH,

G HHCTRYMEHT OANA BEBHBEIHKNA GyMakHbIiX QMCKOR © 0GDaILaMH KDORK,

B} YCTPOWCTED O1A pACKanbiBAHKS DEAKTHESE B MAKDOTUTROBANBHEIR NNaHWE Tl {(QMcneHcan),

I BCTRAXHEATEN: (WEHKED] MKW BCTPAXMEATENE — HHKYGATOD,

O] WHEYBaTop (TepsMocTaT) Ana MHEYGALHK MUKpONNaHLLe TR,

&) YCTROHCTRO GNA YOANeHKs QUCKOE K3 NNAHWeTos — JHCEDEeMyBep;

#) YCTROWCTED ANF NPOMEBaHAA NMAHWETOR [RoWep);

M) MHEpOOO3ATONE MHEETONHLIE & MAMEHASMBIMK OO BEMAMA JOAMPOBAHWA,

K} MHEDOTHTRORANEHEE NNEAHWETSl W CTEHME,

N} HAKOHEYHWKA ONA NANETOK M ABTOMATHYECKWY A03aTOROE.

HoMNMeKTauMa — B 3aBHMCHMOCTH OT TReD0BaHKA 3aKa349MEa K MOWHOCTI NabopaTopu«,

MpurMesasus

1 YEBIEHHSIE 8 Nepequcneddax a), B), B}, 1), 0), &l ®), 1), k) 4308NHA MOTYT MCNONEIDBATECA B COCTAEE COEBM B EH-
HbE G N HOOPOMETRMHSCKEM BHENWIATOPOM MOLYNER MNH BXOOWTe 8 COCTAE SETOMATHIMMOBEH HEIX CHCTEM.

2 AHanwzETOR QNaoPOMETRHYBCKMA 0 BCNCMOraTeNeHuiM 080Dy O0BEHMEM W A0SNTHRPCEAHH MK HAbopay pea-
reHTos 0hpaIvT BAMHEYD BHANKTRHSCHYH CHCTEMY, KOTOPSA MOMET ShiTh PEENUIOBAHA WIFOTOEMTEMNEM WKW HATOTOBMTE-
NAMA B PAINWHHaIX BAPWAHTAY B 33BMHCHMOCTH oT TpeboBaHuA 3akasuMes. Bonomoratenedoe ofopynoeadse v Halopw
pearesToR (os. FOCT B 558592 2) aonxHs B6iTe COBMECTAME! © OCHOBHEI M NPUGORORM W ORYT C Apyros.

4.1.4 B e0MMMSKT NOCTARKA K KAKOOKMY WAOENH0 AoMeHO DulTe BRMTIOUYEHD DYKOBOOCTED NONE3I0BATE-
MA — WHCTRYEUAA MO 3RCANYATALKA Ha PYCCKOM AIBIKE. FHCNNYATAUWOHHEA JORYMEHTALUWA J0MHHE D Te Bkl-
nondeda B cooteeTererd ¢ TOCT 2680120068 MOCT P 50444, MOCT P 51350, DokysedTayuwa ana
NoNe3I0EATENA JONKHA OTEEYATE TpetopaHwam WMCOD 181133, pasgen 7. KoMOOTEDHEIE NPpOrpakkiel AN
PACHETA PEAYNLTATOR MCCNEA0BARKEA W OLEHEN KX KAYECTES QONMHE DblTe NPEACTARNEHE! HA DYCCKOM AJbIKE,

Pabora ¢ agenqami JofeEHa NPOB0AMTECA CEYHEHHEIM CNepaTopom.

4.1.5 KowmnewTepHoe 0BopyQOBaHWE W NporpasMMHos oBecnedeqHye, BRo0ALEee 8 KOMINEET NOCTaBKM
HAOEMAA, A0MMHE BT NONHOCTED COBMECTHMEIM OPYT C OPYIOM 4 C OCHOEHBIM 0BGRYO0BaHUEM. ECNH dMe-
HITCA PYCHETHUADOBIHHEE BEDCHA NPOrDamMMHOre oBecnedeH A, OHM QONHHE Gbl Tk BEMKOYEHE B KOMNNERT No-
CTARKH. KOMMNBTEpHoE 0BOEY O0BAHKME W NEOTPAMMHEOE ODECNeYEHME ACNKHE DbiTh TAKKE KOMNMEKTHBIME K
CONpOBC#AATECA PYKOBOACTEOM NONEI0BATENR HA DYCCKOM AaLIKE.

Ouanor ¢ onepatopomM ZoNHeH SeTe OPHEHTHROBAH HA NOArOTORMNEHHONS NoMNL3I0BATENA.

4.1.8 Obopyoopanue QOMEHD DbiTe DAIPEWEHT K NPAMEHEHKIO Ha TepprTopuy Pococuickol degepa-
LKA B YCTAHOBNSHHOM NODALKE W GOMKHD HMETS:

- CRE0EHHA O DETUCTPAUMOHHOM YOOCTORSDEHHAH, BlZEHHOM MATCTOBHUTENK B YCTAHCBNEHHOM NODASKE
YNONHOMOYEHHEIM PegepansHeim Oprasom ACNONHATENEHOR BRacTH B chepe A0paBooxpaHeHng;
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= MHCTDY KLLMD MO NPHRMEHEHA D WNA PYROBSOCTES NO IKCINYATALMK MEQHUMHCKOMD Hadendsa ans none3o-
paTenA.

Boe BhllUEYRAIaHHEE JOKYMEHTEl DOMKHE DbiTe NPEOCcTABNEHE Ha DYCCKOM RSkIRE.

4.1.7 HMagenus, npeonaragMeie K IaKynEe, JOmHb WMEeTs ragadTiiHee 00A3aTeNsCTEA Ha JaTy no-
CTaBKK He meHae 1 roga.

4.1.8 JonxHa BeiTe obecnedyeHa CoRMaCTMMOCTE Habopos pearedToR GNA GNOoODeCUeHTHOIT K AMMY-
HOPMKOPECUEHTHONS aHAMKMAA «CYyXOro NATHA» KPOBK HOBODOMOEHHOM ¢ WCNONBIYEMBIM NONEIOBATETIEM
nabopaTopHbIk KOMITEKCOM.

4.1.9 HaGopel pearesToR QoreEHel 3aKyNaTecH OTIeNsHBIMK NoTamy, TpeGoEannA ONA 3aKynok Habo-
poR peareHToR — o MOCT P 559582 2.

4.1.10 B oTHOWEHWA 3NerKTPOGe30NacHocT HI4enna, BX00AWWE B KoMNNekT o6opyJ0oBaH«a, onsHb
cooTeeTcTRoBaTs NOCT P 51350 © TpeGoRaHWAMK HE HAKE NDe0EABNASMEIX K MIZENHAM KNnacca |, cTenaHq
JarpAaHeHdA | kateropdi mouTama Il o« FTOCT P 52319—2005 [oGopygosanue knacea |).

4.1.11 Mo anesTROMarHHTHOR COBMECTAMOCTA WM3GENHA, BXOOAWME B KOMONEKT 0Sopya0BaHdA, Jon-
WHE COOTEETCTEOBRATE [OCT P 51522 ¢ TpeGoRaHWAMIA HE HIKe TREGOBAHWA K H3OenNWAM knacca b, kateropus
KaLecTEa OyHEUWoHMpoBsanea G, a tawse TOCT 3080442 TOCT 3080444 [OCT P 5131745,
MaCcT P 3131811,

4.1.12 KnUMaTHYECKoS MCNONHEHHE HAGENKE, BXOOALKK B KOMNNekT 00apyooBarHnA, GOMEHD COOTEE-
TCTROBATE WononHeHnss ¥XIN 4.2 no MOCT 15150 Temnepatypa soagyxa +15 ... 35 “C, oTHOCHMTENBHAA
BNaEHocTe. 10—B85 %.

MpumeuaHease—B TexHeveckd 0BOCHOBARHEX CNYM3AX JONYCKAETCA CYMEHUE QWANAI0HE paBOYME U npe-
AenNbHbE TERNSPATYR.

4.1.13 Mo YCTORYHMBOCTH K MEXAHHHECKHMM BOIOENCTEHAM MINENHA, BXOOALKE B KOMNNeKT obopyaoea-
HMA, ZON¥HE COOTRETCTEOBATE MP. 1 wiinu 2 no NOCT P 50444 (cTaumoHapHie WMnK NegeHociMee BHYTDM
NOMEBLIEHKA).

4.1.14 TpebopaHHA K INeKTDONHTIHAK

JNEKTPONUTAHKE HIAENKWA, BXOOSME B KOMMINELT cO0pyA0BAHMA, O0MMHO SCYILECTENATLCA OT CETH Ne-
PEMEHHON TOKA C YacTOToN NWTakwen ceti (590 4 1) Md W HanpasesKen anesTponuTasda (220 + 10 %) B e
COOTBETCTEHK C TpebopanuAmK MOCT P 50444

4.2 AvanwaaTtop PnoopoMeTpHYECKHA (pervcTpaTtop noope CLBHLLAMK)

4.2.1 MNpegHaIHaqyeHHoe NPUMEHEHWE Kanenya

Amanuaarop fnoopoMeToMYeckri Qon#es DeiTe NPEOHAIHAYEH ANA PETWCTRALMA roopecUe UM |
HNIOODECUSHLRR C BPBMEHHEIM PAIDELLSHKEM KUKMY WHNN TEEPARX PO, PAIMELLEHHEY CODTRETCTBEMHG
B O0BLEME MNK HA OOHBILWKAY MAKDOTHTROBANEHEY MAAHWETOR WWNK CTRUNOS. AHANUIATOD O0MHEH HMETE
Bh¥00 08 NOGCOEAHHEHAA K NDMHTEDY | KOMOBIOTERY .

B oTHOWESHKWA DEAKTHEOE aHANWIATOPR MOMET OkiTh OTEDRITOH MNH ISKPBITOA CHCTEMO.

n DMMEHaHBE — ':lTr(Fl-hITEFl CACTEME NpaanonarasT B03MOKHGCTe MCNGNeI0EAHWA PEEMEHTOE FESAHY HBIX H3-
roOTOSBWTENEA ANA AAHHOMD MPHEHEMNE MEAMepeHia BHANWTA. ABHDBITaR CHOTEMS npennonaraeT HCKNEWUTENEHDE ACNONE-

3DBAHHE pACKOAHEIE MABTEPUWENGE HITOTOBEHUTENA ANA QAHHCND NPAHYUHANE AZMepeHWA 3HAMNKWTE. BCII'IFII:IE WCNONEADBEaHHA
OTEDBITOR ANK 3AKPEITOR CACTEME PRLWAST 33KAIHEK C YHETOM yCNOEUA NPUMEHERWR {Iﬁﬂﬂ!ﬂ'ﬂ_ﬂﬂ&?“ﬂ.

4.2.2 TexHudeckHe W yHELWOHANbHBIE X3PaKTEDHCTARA

TexHu4eckre | PYHELHOHANEHLIE XAPAKTEQUCTHMEN, KOTOPEM OOMEeH YOOBNEeTREORATE AHANW3IaTop
NIOOPOMETRUYECKAR, NP2 OHAIHAYSHHEIR ONA BRNANHE KA GRI0ODeCUEHTHOND M MMMYHOSNIB0peCUaHTHOM
AMANKMIA i1 WIro 8 aCyX0s NATHE Y KDORM HOBOPOWASHHOMND, OOMEHsl COOTERTCTRORATE CNeqyiowun Tpebora-
HEAAM.

4.2.21 Ona obecnededus Tpebyerbix @YHELHOHANSHEX KARaKTEDUCTHE AHANK3ATORA B TEXHHUYECKOM
IAOAMHA HA NOCTABKY JOMMHE BEITE NepeyscneHsl Habopsl PEAreHTOR, C HCNOMNE3I0BAHHEM KOTODEIX NINAHUDY-
ETCA OCYLUSCTENATE HEOHATAMEMHEIA CHPAHMHNT.

HesosmomHOC T NPOBEAEHUA UCCNEO0BARWA ¥OTA Okl C O0HAM K3 NELEYUCNeHHBE HADDDOR PearaHTon
WK JOCTUHEHWA NADAMETROR, IA0AHKE B MHCTRYELMAK NG NEMMEHEH0 HA00P0R, YHAILIBAET HA HECOOTRE-
TCTEME JAHHOMNG KWIAenUA NpedsAsnaeMsiy TReboaaHuan.

4,222 AHanwaatop gonwed obecnedkeaTe HIMeDeHWA B pexnse GRcopecUsHyby B AWanaioss OnMH
BONH BoaSywaeHua 340—450 WK 1 Mocnyckanya B pewisie 405—650 WM, B pesriae DNoopecUeHUME C© BOE-

G
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MEHHEM PAIDELLEHWEM OWAN3AI0H DN BonH Bosfysoerua 280—300 wa, nenyckadua — 440—820 um. Tpe-
COBaAHME YTOUHASTCA 3AKAIUMKOM B 3ABMCHMOCTH OT MPWMEHAEMEX HADOPOR paareHTon.

4223 YyBCTEMTENLHOCTE NPUBopa, YDOBEHE ofdoHay , THHAMWYCCKA R OWanNaicH PEMMCT pALMK, NpoKa-
BOOMTENEHOCTE BOMsHEl BhITe 0OCTATO4HEIMK ONA paBoTel ¢ HAGCPaMK DEATEHTOR, MCNONLICBAHKE KEOTOMIX
NAAHKEYETCA NPKE HEOHATANBHOM CERUAHUHTE.

Npusep — Peaucmpauus $PB [espomud.)

NokasaHum GHANEIAMOPE Mo MyHrkad ¢ ducmunnupoesHiold aodold & nrakwemax Ha 96 aynHox — we Ho-
mes 500,

Moka3aHuA BHAAWIEMOPA NO MYHKEM & PACMEGODOM UOHOE E80ONUR & DECMEBOPE, FCUNLUESH W UM (hToopec-
UeHUWH, ¢ KoNQeHmpayued 10-7 M — ve medee 1000000,

MancuMansrelll ypodeHs NORE3aHUGE — He menae 10000000,

BpemMA perdcTpauiy NoEaIaHMd o7 NyHoE SB-nyHouHoro NNasweTa — #e Gonee 3 wad. Jonksa boiTe
NpeiocTARNEHA BOIMOKHOCTE BRBOPa BOeMaEtd HIMEDEHNA B IABUCHMOCTH OT METOOa, IAN0MEHHOTD B HAD0-
pE peargHTos.

4224 TpeGSoBaHWA & METOOAM MAMEDEHHA

AMANHIATOD AGMEH ODBCTEUHEATE HIMEDEHWME MO KOHEYHOA TOYKE, BOAMOMHOCTE KMHETHYECKOMD 1l
MEQEHWE, CRAHKPOBAHKA MyHER. MeToas naMepeHua JonHHel obecneykeaTs BoIMOEHOCTE COMapyeHna 1
KOMNWHECTBEHHOA OUSHKH 8HANWTOR B COOTEATCTEMH C METOOMKAMA, NPEICTABNSHHBIMA B HHCTRYELMAX K Habo-
pam peargdTon. TpefoBauus onpelensoTod 3AKAIYMKOM B 323BMCHMOCTH 0T NpUMeHseMbe  Habopos
pearesToR.

4225 TpetopaHnA & TEMNEDATYRHOMY KOHTROMM B MAMEPWTENEHDN Kamepe

TemMnepaTypa & HAMSPUTENEHON KAMeDe QONKHE BRTE PEryNMpYeMon oT TeMNepaTypel Ha 2 °C Beille
EOMHATHOW 0o 45 “C. JonsHa DeiTe oSecnedera BOIMOKHOCT: TEPMOCTATHPOBAHKA Npd 37 “C. Tpebosanua
CNPELenAnTeA ZAKATYKMEDM B 3ARNCHMOCTH OT NPUMEHAS MY HaBopon PeareuToR.

4226 MNosTopHEE JaMEDbI

CrnegyeT NpegycMoTReTs BOIMOMHOCTE NPOrPAMMKPOEAHHA NOBTOPHLX 3AMEDOE ONA NNaHWeaTa, pAga
MK AYERKK.

4227 3arpyska NnadweTos Ana AIMepe s IMHCCKHI

Cnegyer NnpegycMoTpeTs BOAMONMHOCTE PYYHOH JMPYIKK NNAHWeTos ¥ CTOUNOR B aHANKIaTop ANA |-
MEDEHINA.

4 228 TpeGopanWA k rabapuTar Higeniks

MpUEop B KOMANEKTALMM © KOMMBI0TE BOM W NPUHTEROM J0MMEH DAIMELLATLCR HA NADODATODHOM CTOME.

r pAMEBNBHWNE — TPEEDE&H\!‘!E & BETOMBTHIADOBEHHRI M HEEDFI-H.TDFI HEIM KOMON2EKCAM =& NPpEeABNAETCH.

4 2.3 Knacc adanyiatopa niooporMeTRRYECKorD QoMseHd Oo0TEETCTROBATE TRebopamanm MDCT P 51609 ¢
WHETOM NOTEHUAANLHOD PUCKE B YCROBWAX NPSIHAIHAYEHHOD NPHMEHEHNA,

4.3 MueponnadweTsl (GNoOKH pEaKUMOHHBIX GNICOPOMETRHYSCKAX AYSEK)

4.3.1 Tunkl MUEpONMaHILISTOR

NnA BeincnHesda QrioopecUaHTHOMRD W MMEYHODNINoRECUEHTHOID 3HANM3E i7 VilF0 B « CYXOM MATHE »
KPOBH NP HEOHATANLHOM CEDHHANME He0D 00K El MUKDONNAMIWETE 00RYHO Ha 96 aueel, ONA HEKOTODEX
AHANUTOR MCNoNLIPIOTCA CTEWNLL. ECnd Ha TEppUTORKH Poccuickod Degepaliy B yCTaHoBNeHHOM NopAG-
K 3aperdcTpuposado abopyacead e M Habope peareHToR C MCNONSICBAHMEM MHEPONNAHWETOE & HHEBIM
KOMMHECTEOM AYeEs (CM. NpUMEYaH9de £ 3.21 HaCTOAWErs cTaHaapTa), TO OHM TAIKEE MOryT OeiTe WCNOME:-
I0EAHBI,

Tl MUKPONNAKWSTOR QONHHE BLITe YEAIAHE B HHCTRYELWAY K HAB0pam Dears-Toa.

4.3.2 MoeHTudMEaALMA MAKPONNAHLWLESTOR

Mo TpefoBaHdic NONLICEATENA MHEPONNAHWETSl MOMYT ObTe HMABHTHOWUWMPOBAHE! © MOMOLWLLD
WTPKE-E008, OTHOCAWETOCA K ONPegEne dHod naptid (noty) vabopa peareHton. Npw Hanvyu9 CYUTRIBaTens
WTEKME-E003 O0N#Ha OblTe NpeyCctOToeHa BOIMOMHOCTE CHUHTHIBAHMA WTEHE-K00a nobone THRA.

4.4 YoTpoRCTED ONA BeIDHBAHMA DY MAMHEIX AACKOR M3 oCYXHX NATEH ¢ 0BPAILAMH KPOBM
{aBToMaTHYECKMA NPOBORHME)

4.4.1 MpegHaIHAYEHHOE NPUMEHEHHE
MHCTRYMEHT QOMeH NEpeacTasnaTe cobol BTOMATHYECKOE YCTPORCTEO, NPEAHAIHAYEHHOE AN NOCE-
OOBATENEHOMND BEIDHBAHWA H3 SCYyXMX NATEH» KPOBK ByMasHbIX JXCEOR M NEDEMEBLLEHMA WX B NYHEW {S4eARN )

7
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MUEPOTHTROBANEHEX nnaHdwetcs. Juck DuneTpoRaneHol SyMand © BHCYWEHHOH KEpOo8sk, BRIDWTLIA
YCTROWCTEOM, AOMKEH MONALaTe B 3a8aHHYK0 NyHEY B sukponnadweTe, Nocne npobdBasus 3a0aiior Koni-
YBCTEA OMCHOE W3 OOHOMD TecT-BNadka NpoWcKoaMT aETOMATWHECKDE NepeMellEHre MUEPONNaHWeTa Ha
CIIE VRO LLEVRD MMOALLAKD.

NMopuwMmedaHwa

1 [OnA NpUraToENEHAA QMCKDS M3 BRCYLUEHHE X NATEH KPOSA BO3MOMHD MCNONEI0EEHHAE PYHH0Ie YeTROACTEE.

2 ¥poBSHe B3TOMATHIAUAK YCTDOACTEA, NPAMEHASMOIS ANA BRBHEEHHA JUCKOE (PYHHOE. NONYESTOMATHHMECKDS,
BETOMATHYMECKDS] ONPSSENAET 33 KA 34 HE.

4.4.2 TexHHYeCcKkHe W PYHELHOHANEHBIE XaAPAKTEDACTHEN

4.4.21 OuameTp GyMamHEy QUCKoB CNpeaenAeTca JakaiHEci B COOTEETCTERN C NDHMMEHABMEIMA Ha-
Gopam pearedTosE M NPHUEBCPOM. ABTOMATHHECKHWA NPpoboAHKK JonweH 0becnediBaTe BebHBaHMe OWCKOB M3
Gymara Tina Whatman 903 unK ¢ asanoriYHeEiMK CECHCTBAMK QUAMETROM 3,2 M.

MpumeuaHese— MNpagnodTHTENEHD NPAMEHEHHE NPOBHEOY HRIX MONOB0E ¢ AHaMaTpor 3.2 MM, JonsHa st

NEEYeMOTRERE BOAMOKHOCTE CMEHE NPODoHHWKDE ¥ PEENHAAUAH METOORK C MCNONEI0BAHREM AWCH0R JHaMeTRoM 4.8 1
G sand.

4422 ONA 38Tl OT MEXIHHYECKWE ONACHOCTER 00R3ATENEHD HANMWYKE IALWTHOMD KO3BDEKA.

4.4.3 Konw4yacTeo NPpoBHBOYHLIX rONoBOK

He meues opyx.

4.4.4 THNI 4 KONKYSCTREC MHKPONNAHWETOR, OOHOBDEMEHHD JANONHASMLIX OWCKAMM

CTaHoapTHEIE MUKPONNAHWETE Ha 96 Aqveek pasHorg Tina. Tpebosaqus K KONWHECTEY JaN0ONHAS MK
OOHOBREMEHHD MAKDONNAHWETOE HE NOE0LARNANTCA,

4.4.5 MNpobueKka AMCKOB B AYEHAKY

4.4.5.1 Cnocob npofueky aucsa

Mpobyara QWCKOE AOMEHA OCYLUECTRNATECA OT DYHHOMD MM HOMHOMD HAXATHA NYCHOBOND MEXaHAIME .

4452 Hanpagnedde npobuasn JuckoR

B coOTBETCTEMK C 3aNPOrQaMMHpOBaHHBLIM NPOTORKONOM, pAcnpeaeneHHer W niesTrudgriauned obpaa-
UCE B NNaHLWETE.

4.4.5.3 KonW4ecTes JMCKOBR B AYSrKE

Konuu4ecTao OUcKos, NpoSHEaEMES B AYERKY, DOMTEHC BblTh 3aNDOTrpamMd POBAHO B 33BHCHMOCTI OT KO-
NUYSCTEA, YEAIAHHOMD B HHCTRYELMK K Habopy pearsHTon.

4.4.6 KoHTponk NpobHBKHA JHCKa

Oons#es BeiTe NPEayCMOTPEH KOHTPONE NAOEHKA OXCKa B A4efKy, BOIMOMHOCTE NOBTORHON ABTOMATKH-
YECKOW NpoDWaKM QNCKa, ecnu NageHne JWCKka He JaperncTPUDoEano. ECnn nagexwe OUCEa HE B AYerKyY HE 3a-
pPErMCTRHPOBaHD BTOPWSHO, paboTa aoneHa BeiTe NpEQBAHE W QONKHO NOABKTECA conBWwerre ob ownbke .

4.4.7 OceeweHWa

MecTo NpoSHEKH JMCKOB O0MKHD BhiTh CCBELIEHD.

4.4.8 PamumMil patoTii

OonmsHsl GeTe BOIMOMHE! DEMKNBME PaBOTE

= MOEANLHLIA;

- pEHUME PAGOTE C BHELWHAM YNEABNSHHEM,

4.4.9 BHeWHHE COSONHEHHA

Paawem ONA NOOCoedqHeHMA K KOMIEOTEDY, PATEEMbl GNA CHUTLIBAHHA WTPHE-KOQ0B W BHEWHEA KNa-
BUATYPbI.

4.4.10 Mekponpouaccop

YETPOHCTRED QOITEHD yNPABNSTECA BCTPOEHHEM MUKDONPOLECCORONM.

4.4.11 YnpagneHwe v MHAWKaLKWA

YNpapneHke SOMHO OCYLECTENATECA © NOMOWEK OYHKUHOHANLHBIX KNABKMW ONA BeIDopa pemrMoR,
DYHELAA, NPOMpamMupoBaina NDCTOKONGE, YNDABNEHAA MEXSHHIMAMK, MHOHKAUWA Napamerpon QorwHa
OCYLUEBCTENATECA Ha OWCANEes C NOJCEETHON.

LonycsaaTos W GpYran KOMROHOBES YIPEBEneHKA.

4,412 ApToMaTHYeCKAA OWATHOCTHEA BCeX CHCTem npubopa

Oon#Ha OETe NPeaycHoTpeHa aaTOMATHYSCKAA JUATHOCTHES BCEX CHCTEM YCTRORCTEA.

4.413 labapuTisi

HacToneHEE Np«bop.
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4.4.14 BonomoraTensHbig yCTpoRCTES

CUMTEBATENE WTPHE-KoGa — oBopydoBalne, NocTapnsemMo:s oTReNERD. JomMKHD No3sonATe CYHTLIBATE
WTRME=-R00 MoBoro TMNa ¢ TecT-0naHkos W MUKPONNaHWeaToR QN8 JansHeAwed Nepedadl Yepes NocnezoEsa-
TenMeH= HHTEpgEeNC,

CUMTEBATENE WTPHX-HOOA B KOMIUERTE [CYMTEIBATENE WTPHMX-Koaa ¢ kabeneM, Knagwatypa ¢ agante-
pon, kabens ANS NoAcoEIHHEHHA NEMEopa K KOMNLOTERY, NporpaMMyce obecneseHye 4nA paGoTe & Npo-
rpamMol MaroTOEMTENA).

4.5 YcTpoRcTEDO ANA NPOMLIBEM M yOANEHMA SyMaMHLIX OWCKOB © oDpasIuamy Kposu

4.5.1 MNpegHaiHaYeHHO? NPAMEHEHHE

YOTRONCTED QOMEHD GalTe NPEAHAIHAYEHO HATOTORMTENEM ONA ABTOMATWYECKOND YOANEHMA GYMEKHbIX
OWCKOB C AHANUTHYSECEMMA NOPUKMAMMH K3NUANARPHOA KPOBK, BLIGHTLIX M3 wCyXHX NATEHY KDOBKM HA dunsTpo-
BANEHOA ByMare, 13 AYeek MAKDONNAKWETOR WK CTRWNO0R NOCNe NPOBEdeHRA NPOoLEe Ry Dkl IKCTDEKLMIA SHAMN-
TOB 1 OANA aBTOMATHUECKOND NPOMBIBAHMA AYEEK NNAHWETOR ¥ CTRUNoB.

I PHMEBMBEHWS — :'-"I:‘-'Tﬂl}ﬁGTBl:l KOMEHHK POBEAHRO0S, COYETEET B calfie YOTROWCTED ONA YyHaNeHWA OWCKOE, Bul-
AU TaIX @3 HOCYEME MATEHH KRPOEBW NOGHRE 3ECTRAFKUAM BHENWTOE, M NPOMEBBIHMHOE YCTPORCTAD.

4.5.2 TexHr4ecHHe W YHELHOHANEHEIE XapaKTeDHCTHRMH

4521 ANA 3a¢dTel OT MEXaHMYeCKiE ONacHocTel 0BAIATENEHO HAMWYWE I3 UWTHOMD 3KpaHa oT aapo-
200,

4.5.2.2 YCTPORCTRO, NPEOHAIHAYEHHOE ONA yOane s SyMakHbX JUCKOR W NDOMBIEKA MAKDONMaHLWIE-
TOR, JOM4HD MMETE 2 NPOMBIB0HYHLIX CMEHHLIX MONoBKK: Ha & Wknu 12 kasanos.

4.5.2.3 OnA yaaneH«Ha DyMadHsix OWCcKOB JHaMeTpos 3,2 MM QoeHa DeiTe NpegycMoTpesa pabota o
BHELHAM MCTOYHMEGM BAKYYRA,

4.5.24 Honwna BolTe NPEayCMOTOEHE BMEOCTE ONA OTXOQ08.

4525 NonwHa BelTe NPE0YCMOTRERE SMKOCTE NA GEMOHMINDORAHHDR KNE QUCTIMNNADOBAHHON BOOkL.

4526 NonwHa GelTe NPEOYCMOTDEHA SMEOCTE ONA NPOMEBOLLIEHA MAOKDCTH.

4.5.3 DYHHUNOHANLHEIE XAPAKTEPHUCTHEM W OCODEHHOCTH NPOrpaMMHore obecnedYeHua

4531 KonudecTeo NROTOKONGE — BOAMOMHOCTE MO PaMMUDoORAHKA He Mekaa 100 npoToronos. Kask-
OEIA NPOTORON 3ANCMAHAETCA NOL CEOMM HMEHEM CO CROMMK KOMEBWHA LWAMKA METOOKK, X NORTODaME, BOEME-
HEM OTCOCA MHUAKOCTH. Tpeboaankde ONpegenfeTch 3aKaaHHKOmM.

4532 MeToadid., MaHMManNsHo 6 NpOCTeX METOSME. MONES, OTCOC, 3ANOMHEHAE NYHOE, MOHKa OHa
MYHEH, OTCOC ¥ OHA NYHEW, BCTDAXWBAHKE,

HeToipe OBOHHEX METOOWKK. MOHKa + OTCOC, MOWEA + OTCOC ¥ OHa, MORKA OHa NyHEW + 0TCOC, MON-
K3 + OTCOC v GHA.

4.5.3.3 JonkHa DeiTe NPEQYCMOTDEHE BOIMOMHOCTE NDOTPAMMHDOBAHWA BDEMEHK OTMaYHBaHHA ONA
CTRHNE W ONA MUEpONNaHwWeTa.

4534 Moaropel. JonsHa BuiTe NEEQYCMOTREHE BOAMOMHOCTE NEOMPaMMUPOBAHKA NOBTOPOR KAwO0K
METOHEM.

4535 MetoanpomsiEe. JomcseH SeTe NPELYCMOTREH METOQ NPOMBIBKN CTPHNOA 1 MAKRONMaHLILE TOB.

4.5.3.6 Mponyck cTpunoe. CnegyeT NPeoycMoTPET:E BOIMOMHOCTE NDONYCKa CTPWNGE [J0NHH DbiTk
NpedyCcMOTEEHS BOIMOMHOCTE NEOrPaMMEROBaHHA].

4.53.3.7 Bo3MOMHOCTE NPOMDaMMADCBEIHKE MEecMeTDHYECKWY NapaMeTpoE MUKponnavwera. JonsHa
ObiTe NDEAYCMOTOEHA BOIMOMHOCTE NPOrpaMMADOBAHWA NapaMETDOE MUERONNAHWETE, WCNOMNLI0BAHKE
NAOCKOOOHHEN NMAHWETOE W NNAHWETOR © KRYITM QHOM.

4.5.3.8 Honkua DeiTe NPeOyCMOTREHS BOIMOMHOCTE NPOrDEMMUDOEAHKMA 00beMa DOWDOBAHWMA Mpo-
MBIBSHLLER MUAKOCTA HA AYERKY B Z2BHCHMOCTA OT AHANWTWHECKDA TEXHONOIAM.

4.53.9 YnpaeneHwa QONMHO OCYWEBCTRNATECA C NOMOW B YHELWOHANEHEE KNABHW oNA eexbopa pe-
WAMOE, PYHELKEA, NPOMDaMMADCRAHKA NPOTOKCNOB, YIDARNEHAA MEXAHMAMaMK, HHIOMKALWA napaseT-
pOB — HA QWCINee C NogCEeTHON.

OonyckaeToA W ApYran KOMNOHOBKA YNPABMNEHKHS.

4.5.4 OuyWcTHa W gearHipeaKLmMA

Donwsa GelTe NReOYCMOTRERS CHACTEA M QEIMHDEKLMA MOIOLWNX MNOBOK W SeddidekyHa yeTpoRcTEa
DEAdHEUUHDYWMM PACTEOPOM, HE COOBDMALLMM OTBENWBAMRWKE CReqcTR.

4.5.5 McTouyHMK BakyyMa

Bawyym 650—=700 mGap.
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4.5.6 NaBapuTii

HacTonesHoe YCTPORCTRO.

4.6 YcTpodcTRO ANA NPOMLIBEM MHEDONNAHWETOR

4.6.1 MNMpegHazHavyeHHOS NPHMEHEHWS

YoTPORCTRED ONA NEOMBIEKK MUEKPONNAKWETOE NPESHAIHAYEHD ANR ARTOMATULECKDN NPOMEBKR MAKRD-
MIAHWeTos | oTGeNsHLIX PRG0S AYeer — cTpunoe. Jonmuo OuTe cHafmeHo BoemMi HeoSKoOMmMEIMA KOMNO-
HEHTAMM {HACOCAMH, CMCTEMON TRYGOoK W EMECCTEW) ONA NPpOBedeHKA Npousayplkl NpoMeiesd. B coctan
YCTROWCTRA BXOAAT EMEDCTH ONA NPOMBIBONHOMD DACTRORA, OWCTUNNMDCBAKHOA BOOL! (ANS NEPOMLIBKA CHCTE-
Mbl) W COWBE OTXOO0E. ¥NPARNEHAE YCTRORCTEOM JOMEHD OCYILECTANATECA NPH NOMOLWH Y HKLAGHIN s HE X
KHONCE W gucnned. MNpouenypa NEeMs BEH J0N$HA NPoECOUTECR B COOTEETCTEMM C BRBOQOM NpOrpamses npo-
MEBIEKH, COAOAMHON NONBIOBATENEM UMW WIFOTOBUTENEM HaDopa peareHToR B COOTEETSTAWM C NpOUenypod
AHANMTAYECKONA TEXHONOMMAW, MANGKEHHOR B MHCTDYEUMKE K COOTRETCTRYIOWEMY Hatopy pearedTos. B cnydyae
ECAW YETPORCTED HE WCNONBIYETCR B TEYEHHE ONpedenaHHore apamadi (10 M), ABTOMATHYECKH BRNKYIST-
CA NPOMBIBKE CHCTEMB! JUCTUNAWPORAHHMON BOA0A BO WIGEMAHWE KEPUCTANNAIALNY CONBH, COAeMALLWYCA B
NPCMEBE0HHOM PACTEOPE.

MpuMmeyaHase— YoTpoRCTED NPeaMEHASTCE B CNy4as. KOMOa  MCNoNb3YHTCR  OTOSAEHSIE  CHCTEMb
(yETPOACTER. NPHCNOCCBNEHHA) ONA YOANEHHA SYMamHEE AMCKOE,

4.6.2 TexnuyeckHe B PYHEUHOHANLHLIE XAPAKTEDHCTHEN

4.6.2.1 DoneHol DeiTe cODMOOEHE TEXHRYaCKKE TREDOBAHWA N0 JAWKTE OT MEXaHWYeCRWX ONacHOCTEA.
DEAIATENEHD HANWHHE IAWWTHOMND KOARIDREE.

4.6.22 YCoTpOWCTED OO0MEHD MMETE 2 NPOMBIBOYHEIX FONCBEEH. Ha 8 9 12 KaHanos.

4.6.23 Oomssa OeiTe NnpegycMoTpeda paboTa ¢ BHEHKMM MCTOYHHKOM BaKyymMa,

4.6.24 OoneHa ObiTe NPEOYCMOTPEHA EMEQCTE ANA OTXOO0E.

4.6.25 [oneHa OeiTe NPEOYCMOTREHS EMESCTE OMNA AS8H0HAIHPOBAHHOK WA AMCTANNHPOBAHHOR BOOLI.

4626 [Oomssa OeiTe NPEOYCMOTPEHE S8MESCTE ANA NPOMBIBIOLLEHA HEAKOCTIA.

4627 Ynpasneuue yCTPORCTROM AO0MNHO OCYLECTEMATLCA © NOMOWBK PYHELHOHANBHES KNaBHLL
Ang Bbopa pesHmon, dryHELEA, NROrpaMMUpOsaHHa NROTOKONOE, YIDARNEHAR MEXSHWUIMAME, HHOMKALHA
MADAMETLOB — HA OQUCINEE C NOGCEETHO.

DonycxaeTca i Qpyran KoMNoHOBES YORaBneH9a,

4.6.3 DyHEUMOHANLHLIE XAPAKTEPUCTHEN W ocoBaHHOCTA NporpammHEore obecneyeHHa

4.6.3.1 lMNpoMbIBEE MUEDSNNAHWETOE GOMKHA OCYWECTENATECA LKMKNAMA W NPOMIB0ONTECA B COOTBE-
TCTEWW © W3IDpAaHHEM NDOTOKONOM, NpeacTaeEnamwun cobol Habop onepauuid, 0BECNaY|BaisLLyIny COrmach-
BAHHOE MNEQEMBWEHHE MOOWER fONoBKKM KW KAPETEW C MUEponnadwetom. [OnAa aToro gonsHbl GwTe
IANPOrpaMMHPOBAHL] NEDAMETDEl, CRAIAHHEIE C CNPeIeneHHBIM AHANKI0M, W Habop NagamaTRoR, ONpeaens-
EhklX THNOM MHEDOMNAHWEeTa.

4.6.3.2 [omsHsl BeINONHATECA CRSOYHWLWE WKL (METOOHEN]:

WecTs NpoCTERWNE METOOKK, OTCACKIBAHKE, JAN0NHEHHE, NPOMEEBKD, NPOMBIBKS OQHE AYEHKM, OTCACK-
BAHME OHA RYSRKM, BCTRRXHBAHKE,

HeTkipe QEOAHGLIX METOOWMEW. MOAKA + OTCOC, MOMKE + OTCOC ¥ OM3, MOWKa gHa NyHE + oTCoC, MOoH-
Ka + OTCOC ¥ OHa.

4633 Fonwdecteo yuenoa: ot 1 4o 10 8 338dCHMOCcT 0T TRRG0BAHMA B MHCTRYHUWKA K HaGopy peareHTon.

4634 KonW4ecTes NPOTOKSNOR — BOIMOMHOCTE MDCrpaMMypoBadEea e umedee 100 npoTokonos.
Haw ok i NooToRON ACMKEH 3aN0MHHATECA N0 CEOWM HMEHEM CO CEBOMMK KCMOHHILUMAMA METOOMK, WX NoBTo-
pamd, BpeMEHEN OTCOCA.

4.6.3.5 MporpasMdpyeTcA BReMA OTMAYMBARKA ANA CTRWNA W ANS MAKDONNaHWeTa.

4.6.36 MopTopkl. KA METOD MOKET ObiTE NOBTOPEH HECKONEKD pasl.

4.6.3.7 Mponyck cTpunoR. CneayeT NpeaycMoTReTs BOIMOSHOCTE NPONYCKa CTRHNOE (J0rmwHa BeiTe
BOAMOKHOCTE 33N POrDaMMHDOBATE NDOMYLWEHHEE CTRAMNBI).

4.6.3.8 BoasosHOCTE NPpOrPAMMHPOBREHAA MEOMeTDHUYECKHE NAPaMETPOR MUKpONNaHLweTa.

OontiHa GulTe NpEaycMoTREHa BO3MONHOCTE NPOrPaMMUDOBEAHKS NapaMeTpos Mrkponnanwera. Mpo-
M BOYHOE YCTRORCTRD OOMKHD NOIB0NATE NPoa0WTE NITMBIBKY MAKDONNAHWETOR Ha 96 AYess KaK B pekmMe
Ha 8 A4eek (KOMoHA), Tak W ANA pAGOos Ha 12 AdYees — B 3aBWCHMOCTH 0T YCTAMOBNEHHOH NPOMBIBOHHONA

MONOBKEKA.
10
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468.3.9 JonwHa BelTe NpEgyCMOTREHE BOIMOMHOCTE NPOrpaMsnpoRadkis obwena Joanposanka npo-
MEB2RLLEA MAOKOCTIA HA AYERRY.

4.6.4 OuMCTHA ¥ gearHpekLKA

HonsHa BelTe NPEOYCMOTRERA OYHMCTES M 0e3MHDEFLKMA MODWMY MNoBoK M JeanHdrekuna yeTpoicTea
DEAAHEHUKDYDLWMM DACTBOROM, HE COOSRMALLMM OTBENWBARILKE CoeqcTR.

4.6.5 MNaGapwyTil

HacToneHoe YyoTpoHcTEO.

4.7 BoTpRAXHMBATENL ANA MHKPONNaAHWETOR

4.7.1 MNpegHaiHaYeHHOE NPAMEHEHHE

YOTRONCTED NPpEQHaIHaYeHo ONA SATOMATHYECKOND BETPAKKEAHWA COO8EHMMOrT MAKDONMNEHIWETOD Mo-
cne poSapness QUCKCR W DEareHToR B A4S NNAHWETOE NEW BRINOMHEHNM PALA ITANOR AHANHIA B SCYXHX
NATHAX? KPOBW B COOTEETCTEWH C A3NPOrpaMMUpoBaHHLIMK NapaMeTpamid BCTRAXMEAHMA, CBAIAHHLIMA C
CNPeoenaHHER AHANHA0M, YEIIaHHBIM B MHCTRYELMK K HADOopy peareHToR.

MprMe«asHe — BoIMOHHD MCNONS30BAHME BCTPAKHAATENA (IWSAKEpa) W TEPMOCTATE (MHEYGATORE) B COCTA-
28 CHCTEME! GNA HNHOOPECUSHTHONG H MMM YHORNIDCDECUERTHOID AHAN®3a i1 vilro 8 BMGE ABYX OTHENEHEE YCTROMCTE HIM
oBLEQXHEHHBIX B OQHOM YOTROACTES, DGRZATENLHD PAAM S W EHHE BCTPAXHBATENA HA OTOEREHOM BRE PO YCTORMKMEDN Nafo-
SATOPHOM CTONE © NNOCKOA HECKONEIROA NOBSpEHOCTLG.

4.7.2 TexHWHecHHEe W PYHELHOHANLHEE XapaKTepHCTHRA
4 721 Jonwde GeiTe COBMKOOEHB TEXHHYECKHE TPEOOBRAHWA NO 33WWTE OT MEXAHWHECKHE ONAcHOCTEH.
Oonsia OeiTe NPEOYCMOTREHA I2WKTA OT 33P03CNA B BUAE NPOIDAYHON KOEILLIKA.

nPH.I.IEFI — HpklwKa ALIM YA 020 WESMAE U3 MAEKCUENECa.

4.7.3 DYHELWOHANLHLIE XADAKTEPHCTHENA W OCOGEHHOCTH NPOrpaMMHOro obecnayeHuA

4.7.3.1 Mnardopsa 4NA pasMEWeHWA NNaHWeToE GNA BCTpRAXMBaHHA. Paimepol BOTpAXWMBaMLWER
nnathoprbl ONA PAIMEWUSHRA NMASHWEToE ANS BCTPANMEIHKA OONHMHE ObiTe He Donee 220w = 220w,
Mnatdopma Son#Ha NoIeoNATE YCTAHABNMEATE HE MEHEE HEThIpEX NNadweToa. Ha nnatdropsy DonweH
YCTAHABNKEATECA NETHS CHUMASKMBIA DEIHHOBEIA KOBDWE MNA 8ro IKBHBaneHT, obecneqdHeanwi Deayaaphoe
CONOAMEHAE NNATEOPME W NNaHWweToa,

4 7.3.2 KonuuecTeo oQHOBpEMEHHD BCTRAXMEAEMEE MHKDONNaHILETOR

DonsHa GolTe 00ECNEYEHa BOAMOMHOCTE BCTRAXMBAHMA HE MEHEE YEThIpeX I6-NYHOYHBE MUEDONMEH-
WETOE OOHOBDEMEHHD.

4.7.3.3 PexnMpl BCTPRXHBIHKA

BuObl BCTPAXMBANWA. NWHERHoE, opbuTaneHoe. OomsHa Bl Te checneaveda yeTaHoBsa W perynupoBas e
HACTOTE BCTRRAXABAMKA — OT MEANEHHOR 00 DHCTPOW — B COOTEETCTEHM C yEa3aHHOR B Habopax peareHTos.
Yacrota scTpaxdeaddd ot 100 go 1500 scTpAxueaHEd B saqyTy. DonkHa OuiTe 08ecnedeqda BoaMOEHOLTE
MEQNEHHOMND, BECTEOMD W PEMYNHPYEMOro BCTPRXHEAHKA.

4.7.4 NaGapuTel

HacToneHoe yCTPOWRCTED, KOMNAKTHEA Ou3aid,. Paismeps yeTpoNCTES QONMHE 0GECNEYMBATE BOIMOME-
HOCTE PaboTel B BuITAMHERX WEIDaK W WHEYDaTOpax.

4.8 YcTpoRCTED ANA BHECEHWA YCUNWBEIWEND PACTEOPA B NAAHIWETLI (QAUCNEHCap)

4.8.1 MpegHaIHAYEHHOE NPAMEHEHHWE KHIOeNKA

Nucnexcep npegMasHaqed Ans aeTOMaTHHECKOND GOAHPOBAHWA PACTROPOR, B NEPEYID O4Epedb, BEcTa0-
pa. yornueawwers Gnmopecly@HUMID XENaTos nanTadgoe. » BydepHoro pacTeopa. Jucnedcen 3anonHaet
SAHY NYHKY, NOTOM ABTOMATHYECKA NEREMELAaT MNAHWEeT B CNeaywyo Noasyue. Mo oRoHYaHd pacsansl-
BAMKA JHCNEHCED NEPEMELLEAET NMAHWET B MCXOOHYID MOIMLLWK.

Mprare«sasua

1 An# Qo3IvpOBEEHAA (NMNETHPOEAHWA) YCUNHBAHWErD PACTEODA MNK PACTEODE C METHOR BRJENASTCA 0TLEN:HBIR
O#CMNEHCED GNA UCKNHOHEH UA KOHTEMUHALRMY.

2 ANsTepHATHEHS GNA NANETHPOBEHWA YOUNMERK WEND BRCTECGPA, PECTEODA C METKOA. DACTEORE BHTUTEN sMO0MyT
fibITh MCNONB3088HE OTOENEHE & CTEMNEDE — NONYEETOMETHYSCHAE SNEETDOHHEE NMNETEA ANA CEPRAHOIG MHAETUPOEA-
HHE P3I0BELIE §03 B KOMNNSKTE ¢ HACAOKEMW HA 5 MN, LITETHAEMMW @ 0B0pyJ0BaHUEM ANRA NOOKNHYEHAA.

4.8.2 PYHELUHWOHANEHLIE XADAKTEDHCTHEA
4 821 CHOpOCTe packans@adud — HEe Donee 3 Mul 20 © Ha ogue NNadweT Ha 96 fYeet Np9 chbeme
NUNETAROEAHAA 200 MEn.
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4.8.2.2 MNMpwn paGorte gucnescapa B KOMOMHALKA © BLe OOHHM OTOeNbHLIM JWCIEHCEDoM, YNpaanae-
MM OT YEQZaHHOM B 0. 4.8.1, JormeHa SelTe NpegycMoTpeHa yeTanoeka obLamoe Q03 poBaHWA (packan.iga-
MeA) 50, 100, 200 Mekn ona Sychepa WNKW PAcTROPA © METKON.

4.8.2.3 lMNpeudasoHHOCTE

MpoMeryTOYHAA NESUWAMOHHOCTE, BEIDAMEHHaA B KOMEEHUKEHTE BApHALMK, J0MEHa DbiTe He Donee
3% onA obeema 200 wmen.

4.8.3 NabapuTl

HacTonesHoe YCTRORCTRO.

4.9 TepmocTaT (MHKyDaToOpR) ONA MUEPONNAHLULETOR

MpuwmedyaHdHs«e— YCTPORCTED 3AYNAETCA B 33EMCHMOCTH OT HCNONs3YaMux HAGOPoE DEAEFEHTOR W 3BNDOLOB
notpefurena.

4.9.1 NpegHazHaAYeHHOS NPHMEHEHHE

YoTpolRCcTED NpegHasHaqeds ANA aEToMaTHYECEOro NOLASMHaHHA TEMNEPaTYPL., TEpMOCTATHROBAHWA
COOEDRAMONS MHKRPONMNAHWETOS Noche JoGaRNEHKS QHCKOR W PEArEHTOR B SYEAKK NNAHWETOR NDH BhiNOTHE-
HWH PROA 3TAMNOE B 4 CYRHE MTATHAKX KPOBK B COOTBETCTEMM & 3aNEOrpasi MpOSaHHbI MK NADaAMETREMH, CEAIAH-
HilMK C ONPELENeHHBIM SHANMIOM, YEAZAHHEMK B MHCTRYELWHA £ Habopy peareHTos,

NMopumeadyaHHA

1 DonyckaaTod WENON=3I0EaHWE BECTRAXMBATENA (WeAKeDa) 1 TEQMOCTATA (wHKyBETORE) B COCTAEE CHCTEME ONA
D NHIOPECUEHTHOMD HIWMA WM My S N IDGpScUEHTHOND AHANKEE 1 wilFD B 8M08 08y X OTOENEHE X YCTROACTE WNW 06 B2 HHE H-
Hel% B OOHOM YCTROACTES. B nocnegHen cnyYae npe HecBxolHMooTH COBMSWAKTOR 086 NPOYEAYDE BCTPAKWEAHWE W
TERMOCTETHROEAHHE .

2 OBA3ETENsHD PRIMEUWEHHE BCTRREMEATENR (BCTRRANMBATENA G HHKYDATOPOM ) HE OTAEN=HOM BHODOYVCTORYM BOM
nafiopaTopsOM CTONE © ANOCKOE HECKDNs3K00 NOBERXHOCTE D

4.9.2 TexHHYeCcKHE W PYHELWOHANLHLIE XapaKkTEpUCTHEN

4.8.21 MNmaTtdopua ANA pajsMelleHds NNadWeTos An8 W4y bagkin

Mnarpopa ONA DasMeweHda NNaHWeTos JomnKHa GelTe pasMeparid He Gonee 220 « 220 s, Mnar-
dopMa goMsHa HMaTh HECKONbIKYND, NErks YIANASMYID DEIHHOBYHY NOBEDXHOCTE.

MpumeuwaHese— TpeboEasie NPMBROSHD ONA CRYYARE 33KYNEH OTHSNeHRIX MOLYNER ONA WHEEySaTOpa M

BCTpRAXMEATENSA. Ecnw cba YCTPORCTEE COBMELBHLI, TO TpE fogaHwe 4 9.2 1 KACASTCA COBMELEHHOMND YOTROACTEE, T. A,
AaAna I-'l'.-rH':,'flE Tapa, BCTRPOSHHOND EO BCTRREMEATEN B,

4.9.22 KonW4ecTes OOHOBEPEMEHHD HHEYDUDYEMEIX MUKRPONNAHLSTOR

OomuHa BeiTe 00ecnevyeHa BOAMOMHOCTE MHEYOUDOBAHKA HE MEHEE YEThIDeN S8-NyHOYHEBY MUKPONNaH-
LWETOR OOHOBDEMEHHD.

4923 OatHue TeMnNepaTypbl

B vueybaTope Aonsed GolTe YCTAHORNEH OATHHE TEMNEDATY R

4924 [uanasoH TEMNEDaTyDE TEPMOCTATHROBAHKE MHKDONNAHLWETOR

O1 gosaHaTHOW oo 60 °C.

4,925 TouHCCTe NOLOSEHMAHMA TEMIEPATYPRl HA NRATQopMe

B coOTBETCTEHK © TPEGORAHWAMIA, YE23aHHEIMA B HADopax pearsHToa,

48268 Tadmep

TepMocTaT Bon#eH DuTE OCHALWEH TARMEDOM.

4827 PewdMibl paboTel TRAMEDS

YCTAHOBKA BLEMEHK, NPCCMOTD OCTABWENSCH BDeMEHH, IBYKOBOHR CHrHan.

4928 OonwHa BeTe NPedyCMOTpEHE BOIMOKHOCTE MNPOTPAMMMDOBAHKA YCTAHOBEW BDEMEHH
TalmMepa.

4.9.29 TpebopaHue No 33WATE 0T MEXAHHHECKKMK ONacHOCTER

Lon#Ha BeETe NPEaYCMoTDEHE 3AWTA OT NN 4 23P030NEA B BA0E KDblLKA.

I'.I‘pr.rue-p —_ ﬂ'phluﬂfﬂ‘ U3 mpekcUuanaeld JeIMYEM G0 LSSMa 80 SECMpAXLUEaMaTe OO0 aCMpDOEHNE M MepMoc-
Mamaos.

4.8.3 NNabapuTel
HacToneHoe YCTPORCTED, KOMMSKTHEIA DHI3MH.
Pasmepbl yCTROHCTREE QONMHE ODECREYHBATE BOAMOKHOCTE PaboTel B BRITAMHLIX WHADaX W WHKY-

Gartopax.
12
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410 HaBop oAHOKAHANLHLX NONYABTOMATAYECKHY MUKPOAOIATOPOE & HKCHPOBAHHLIMK MMK
HAIMEHAEMEIMH OBbLeMaAMK A0IMPOBAHKA (MKM) B KOMMMEKTE C HAKOHEYHHEKAMKA K WTATHEAMH
4101 OpHoKaHaANLHLIA NONYABTOMATHYECKHA MHEDOAOIATOPD

Dowen gosdposanya; 0.5—10 kmen.

4.10.2 OgHoOKaAHANLHEIA NONYARTOMATHYECKHA MAKROOOIATON

Cioeen goavposadma; 10—100 men.

4.10.3 OgHOKaHaNLHEIA NONYARTOMATHYECKHA MHUEDROOOIATOD

DiEeen goavposadua; 100—1000 skn.

4104 OpHoKaHaNLHLIA NONYABTOMATHYECKHA MHUEDOODIATOR

CiEeenM goirposaHya; 10005000 skn.

Mpure«sasde — TpebopaHsa £ Nosdunam 4. 10.1—4 104 onpegananTca 3a<a34Mko M. Mo3nuie 3aKyNa TR
OTOSABHE MK NOTE M.

4.11 Habop MHOroKaHanNkHbIX MAKPOOOIATOROE C HAMEHASMLIM 0D LEMOM O03IHPOBAHMA
B EOMANEKTE € HAKOHEYHMEAMMK M WITATHBAMMH
4.11.1 BocbMHEaHANLHEIA MAKpOgO3aTOR
NuanaicHel goadposadHia; 30—300 wmen.

4.11.2 BocuMHEaHANLHE R MAKPOOOIATOR
NuanaioHsl JO3WpoEaHWAT S—50 sKn.

4.11.3 BocuMHEaHANLHEW MAKPOOOIATOR
NuanaaoHsl goadpoeaHiaa; T00—1200 mikn.

4.11.4 [OeeraguarikaHaNbHbIA MHKDOOO3IATOD
Nuanazoxel goavpoeadra; 30—300 mxn.

4.11.5 [eeHanuardKaHankbHbLIA MUEROOOIATOD
NuanazoHe QoanpoRadna; 5—50 wmKn.

4.11.6 JeeHaguaTHKAHANEHEIR MAERPOOOIATOD
NuanaicHel goadposadna; 1—10 sakn; 10—100 skn.

Mpure«asie— TpelopaHsa £ noaduMam 4.11.1—4.11.6 anpegananTca 3ea3HMEo M. Mo3nuie 3aKyNa TR
OTASNEHE MA NOTAME.

4.12 KOMMANeKT 4OIaATOPOR [AMCNEHCEPOR) ¢ HACAOKAMM C MAKCHMANLHELIM O0LEMOM 5 M
H WTATHEaMH OANA YCTAHOBKKA OO3ATOPOE (QMCNEHCEPOR) C HACAOKOW

MpegHasHadYeibl ANA TOYHOMD AoavpoeaHya obeesmoe S0, 100, 200 KN AHTHCHBODOTEY MEYEHHON &B-
ponWes. pacTEopa, YoUNHEADWEns GroopecueHUMIc, B AY4eRKN MNAHWeTOR M CTRMMNOS NEW BEN0NHEHHR M-
MyHODNIOOPECUSHTHOND aHanyaa, Kaxoan Hacagka Ha 5 N NpegHasHaqdeda ToNsKo Ans oqHorg 8 Toro e
paAcTEopPa ANA HCHKMCUYEHMA KOHTAMUHILMM.

Mpume«sasde— TpebopaHea £ No3auna 4,12 oNpeoenADTCA 3akasdRkom. No3HUKMA 385y N3 OTCA OTAE NS HiME
NOTIMK.
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vol ¥ Mumber CLEL Wayne, FA, USA, 2007

CLSIL AZ3-A Assesaing the Quality of Immunoassay Systems: Radicimmunoassays, and Enzyme, Fluorescence. and
Lumenescence Immunoassays; Approved Guideline, 13.10.2008
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Guideline. 03.11.2006
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EUROFEAN COMMISION DIRECTORATE GEMERAL for HEALTH and COMSUMERS Consumer Affairs Health
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ofcnenoBaHHEd HOBODOHAEHHE X ASTER HA HACNSACTEEHHRIE 3aboneBaHHAx .

Maccogkf CHDHEWHT HOBOROMASHHS X HE HECNEOCTEEHARE Boneasd oOreHa BewecTa. KNeHeusckan nabopaTopHan
AMAMHOCTRES. HauworansHoe pyRoBoOcTao. [NaeHs=e peoakTope B 6. Qonroe, B.B. Medeww=os, Mockea, Magate-
Neckad rpynna o ectap-Megsas, 2011, ToM 1, o, B44—ES50.

Rabert L. Sunheimer, Gregory &. Threatte, Mark 5. Liftshez, Matthew R, Pincus. Analyas: Frinciples of Instrimentaton.
Maolecular Luminsscence Spectroscopy (Fluorometry). In Henry's Clinecal Diegnosls and Managemeant by Laboratory
Methoda., Twenty-Fust Edition. Richard A McPherson, Mattew RPincus {eds) Saunders Elsevier. London, 2007,
p. 30—40.

Yoshihire Ashihara, Yesushy Kasahara, Rober M.Makamura, Immuncassay and Immuncchemistry. Flusrescenl
Inmunoassay. Time-reaclved Fluorcimmunoassay, In Henry's Clinlcal Diagnosis and Management by Laboratory
Methods., Twenty-First Edition. Richard A McPherson, Mattew R Pincus {eds) Saunders Elseveer. London, 2007,
p. 303—B00.
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Knwouepkse cnoBa; MeguLMHCKAS MAJ2NAA 408 SUarHocTHEr i witno, dnopecyeHyna; GnoopecLeHUmMa, paa-
pELIEHHAR N0 BREMEHH, MMMYHODMOOPECUEHTHEIR SHANKI, HEOHATANLHEIR CKPMHKHT, NPWO0DE W YCTPORCTER

ONA GNIOoPECUERTHOND M MMMYHORENNOPECLEHTHOMD AHANK3A 1 VIlD «CyXOro NATHA KPOBWE HOBODOWOEHHO-
ro; OYHKLAoHANEHEIE XADaKTepuCTIAKN

15

FOCT rocTP 55992.1-2014 Crpanuua: 19/20
G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-55992.1-2014
http://GostExpert.ru
http://GostExpert.ru

Pegakrop M.A. Susonnoea
Texnauecsna pegactoep BN, Mpyoanoes
Koppantap M.G. bEpuran
KomneorepHan seperea 5.4 Mpowewsn

Caama o nabop 19.05.2014, MNegrecado 8 nagyate 2605 2014, Fopmar A0xBd . FapHwTypa Apwan. Yen, naw, n 2,32
Wuewsg. no 1,900 Tupaw 42 aws. Jas. 2144

Magano w preevarano pa @T¥M « CTAHGAPTAHSOPM s, 1235085 Mackea, TpanartHwa mep., 4.
wvw . gostinfo.ry infe@gostinio.ru

FOCT '0cCTP 55992.1-2014 Crpanuua: 20/20

E[(H|[id GostExpert.ru


http://www.tcpdf.org
http://GostExpert.ru/gost/gost-55992.1-2014
http://GostExpert.ru
http://GostExpert.ru

