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HAUUWOHANBbHBIA CTAHOAPT POCCUNCKOWN ®EAEPALUMUMN

MEOULUMWHCKUE U3gEnnAa pnd AQMArHOCTUKU UH BUTPO
YacTtb 7

ABTOMaTUYeCKUe aHanusaTopbl AnA 06LWeKNMHUYeCKUX UccrneoBaHUmn
TexHu4yeckue TpeGOBaHMiI AnNA rocyapcTBeHHbIX 3aKynok

In vitro diagnostics medical devices. Part 7. Automatic analyzers for general clinical tests. Technical requirements for public
procurement

Nara BBegenna — 2015—06—01

1 O6nactb NpUMeHeHunA

HacToswuin ctaHgapT onucbIBaeT NpaBura cocTaBlieHUsl TEXHUYEeCKUX TpeboBaHUn N TeXHNYEeCKUX
3agaHuin (T3) ansa rocyaapcTBEHHBIX 3aKynoK BbICOKOTEXHOMOMMYHOro nabopatopHoro o6opyaoBaHna — as-
TOMaTUYECKNX aHann3aTopoB A1 OBLEeKIMHNYECKUX UccneqoBaHUii UH BUTPO B YCIIOBUAX MEAULMHCKAX
nabopaTtopuii.

Hacroswuia ctaHgapT npeaHasHaveH ans NnpUMeHeHUs YrnorHOMOYEHHBIMA NMLL MU rocyAapCTBEHHbIX
3aKa34YMKOB MPW COCTaBMEHUN TEXHUYECKUX TpebOoBaHNA B pamkax KOHKYPCHOW, ayKLMOHHOW UM KOTUPOBOY-
HOW AOKYMEHTaLMM pernaMeHTUpoBaHHON ANA Luenein rocyfapCTBEHHbIX 3aKynoK aBTOMaTUYeCKUX aHanusa-
TOpOB ANs 06LLEeKIMHNYECKNX CCneaoBaHui.

2 HopmaTuBHbIe CCbINKN

B HacTosiLeM cTaHaapTe UCNONb30BaHbl HOPMaTUBHBIE CChINIKMA Ha cnegylolime cTaH4apThbl:

FOCT 18996—80 AHanusaTopbl BMOMOrMYECKMX XKUAKOCTEN MeanLUMHCKMe. TepMUHbI U onpeaeneHus

FOCT P 52905—2007 (MCO 15190:2003) Nabopatopun meauumHckue. TpeboBaHus 6esonacHoCcTU

FOCT P UCO 15189—2009: NabopaTtopun MeauuuHckue. HYacTHele TpeboBaHUs K Ka4eCcTBY U KoMIe-
TEHTHOCTU

MpumeyaHune—lNpy NONbL3OBaHUWN HACTOSILLMM CTaHAAPTOM Lenecoobpa3Ho NpPoBEpPUTb AENCTBUE CChINOY-
HbIX CTaHOApPTOB B WHMOPMaLMOHHON cucTeme OOLWLEero nonb3oBaHWsi —Ha oduumansHom camnte degepanbHOro
areHTCcTBa no TeXHNn4eCKomy perynmpoBaHuio n MeTponormm B CeTn VIHTepHeT Wnn no exerogHomy VIHd)OpMaLI,VIOHHOMy
ykasarternio ((HaLI,VIOHaﬂbeIe cTaHaapTbI», KOTOprVI ony6nvu<0|3aH MO COCTOSAHUIO Ha 1 AHBAPA TEKyLWero roga, un no Bbinyc-
KaM eXXeMeCsiHHOro MHOOPMaLMOHHOTO yKkasaTens « HaunmoHanbHble CTaHAapThi» 3a TEKyLWmK rof. Ecnm 3ameHeH ceblnoy-
HbIi CTaHZApT, Ha KOTOPbIN JaHa HeJaTVPOBaHHAsA CCbINKa, TO PEKOMEeHAYyeTCsl MCNOoNb3oBaTh AENCTBYIOLLYIO BEPCUIO
3TOro cTaHgapTa € y4eTOM BCEX BHECEHHBIX B AaHHYI0 BEPCUIO M3MeHeHUI. Ecnu 3ameHeH CCbiNoYHbIN CTaHgapT, Ha KOTO-
prVI AaHa gatmpoBaHHasA CCblfika, TO pekoMeHayeTcs Ncnonb3oBaTb BEPCUIO 3TOro ctaHaapTa € yka3aHHbIM Bbille roqom
yTBEpXAeHUs (NpuHATKA). Ecnn nocne yTBepxaeHns HaCcTOSILLEro CTaHAapTa B CCbINOYHbIA CTaHAAPT, HA KOTOPbIN AaHa
AaTUPOBaHHas CCbINKa, BHECEHO M3MEHEeHUe, 3aTparvBaloLLee NonoXeHme, Ha KOTOpoe JaHa CCbiNka, TO 3TO NONoXeHne
pekomMeHayeTcs NPUMEHATb bes yyeTa 4aHHOIo N3MEeHeHuA. Ecnun ccbinoyHbin cTaHaapT OTMeHeH bes 3aMeHbl, TO Nnono-
XeHue, B KOTOPOM AaHa CCbINKa Ha Hero, peKkoMeHAyeTCsl MPUMEHSITb B 4acTH, He 3aTparvBaloLLen 3Ty CChINKy.

3 TepmMuHbI M onpeaeneHusi

B HacTosiLeM cTaHgapTe NpUMeHeHbl criedyolme TEPMUHBLI C COOTBETCTBYIOLLIMMUM onpeaeneHusiMu:

3.1 aBTOMaTUu4eCKUI aHanu3aTop Ansl o6LeKNMHU4Yeckux uccnegoBaHuin: MNMpu6op, NO3BONAIOLLMIA
NPOBOAWUTL aHaNUTUYECKUA 3Tan OBLLEKITMHUYECKUX UCCNiefoBaHUi C MOMeHTa BHeceHus obpasLoB 13 nep-
BUYHBIX NPoBWMPOK 00 MOoNny4YeHus pesynbTata uccnefoBaHus 6e3 BMeluaTenbcTBa onepartopa B paboty
npubopa.

W3paHne opmumansHoe
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3.2 aHanut: KOMNoHeHT Npobbl, ykasaHHbIA B Ha3BaHWUU UCCNeayeMoro CBONCTBa U N3MepaemMon Be-
MUYUHBI.

MpnmevaHns

1 B knuHunyeckoi nabopaTopHOi ANarHOCTUKE aHaNWUTbl MOTYT MMETb PasNUYHbLIN XapaKTep:

a) hu3n4ecKnx CBOWCTB;

6) XMMUWYECKMX rEMEHTOB, MOHOB, HEOPraHUYECKUX MOITEKYIT;

B) OpraHuW4ecKux CTPYKTYp C Maromn MornekynspHon Maccow;

r) MakpOMOEKYJ C U3BBECTHOM Unv Npubnm3nTenbHO YCTAHOBITEHHOW CTPYKTYPON U cneuudundecknmmn uonormyec-
KAMW CBOWCTBaMM;

) KNeTOK, UX CTPYKTYPHBIX S1IEMEHTOB WUIMN KINETOYHBLIX CUCTEM;

€) MMKpoopraHuamoB (6aktepum, BUPYChI, a Takke rpubbl U NapasuTapHbie OpraHuamel pasMepom 4o 1 Mm), ux
CTPYKTYpPbI 1 CBOUCTB.

2 Apanmmposano [TOCT P 52361, ctatbs 17].

3.3 6uonorudyeckuin Matepuan: buonoruieckune XnakocTn, TKaHN K 3KCKPEThI Yenoseka [8].

MpnmevaHne—

Bromatepuarnbl YenoBeka NpeAcTaensiioT cOBoi CNoXHbIE CUCTEMbBI CMECU Pa3NUYHbIX BEWECTB U KNETOK, ABNSIOWMXCS
KOMMOHEHTaMM, TO €CTb O4YEPUEHHBIMW YACTAMU CUCTEMBI. B aHanuTHke KOMNOHEHTBI CUCTEMBI NOAPA3AENAIOT HA «aHaNn-
Thbi», «KKOHKOMUTaHTLI» U «PacCTBOPUTENW»; NOCNeAHVe ABa BMAA KOMMOHEHTOB 0603HavaloT Kak «matpuuy». Martpuua
OXBaTbiBaeT BCE KOMMOHEHTbI MaTtepuarnbHON cucTemsl, nckniovas aHanut [FOCT P 53022.2—2008 Yactb 2, nyHkT 3.2]

3.4 ©6uonorunyeckue xuakocTu: Kugkoctn opraHusma 4yenogeka U X KOMNOHEeHTbI: KPOBb, MOYa, JTUK-
Bop, NuMdra, cekpeThl, CbIBOPOTKA, NNasMa, MoYa, nnesparnbHaa XuaKocTb, CAHA, aMHUOTUYEeCKasa Xna-
KOCTb, 3AKYNAT 1 Op.

3.5 Banupauua: MNoaTsepXaeHne NOCPeACcTBOM MpeacTaBneHna 06BbEKTUBHBIX CBUAETENLCTB TOrO,
yto TpeboBaHus, NpeaHasHayYeHHble ANA KOHKPETHOro MCNONb3OBaHUA WU NPUMEHEHWUs, BbINOSIHEHI
[FOCT ISO 9000—2011, nyH«T 3.8.5]

MpumevaHns

1 [JOKyMeHTUPOBaHHbIE UCMbITaHUS, 3aNUCK U OO BSICHEHWS pe3ynbTaToB, HeO6XoAMMbIE Ans NOATBEPXAEHUS TOro,
4YTO NPOLUECC HEM3MEHHO AaeT pe3ynbTaT, B COOTBETCTBUM C ONpeaerieHHbIMY TpebGoBaHnsAM.

2 Banupauust MeToguKM 3akniovaeTcsl B Cepun ccneaoBaHui anst onpeaeneHuns 3OMeKTMBHOCTU U BOCNPOU3BO-
AVMOCTU MeToAa UCTbITaHUN.

3.6 BTOpUYHas npobupka: Mpobupka UnNn MHOW cocya, B KOTOPLIA BHOCUTCS Npoba nocne Heobxoan-
MO MpeaHanuMTn4eckon ocbpaboTku.

3.7 BbICOKOTEeXHoONorM4yHoe naboparopHoe o6opyaoBaHue: [Npnbopbl, annapaTel, 060pyaoBaHME
ONS NPOBeeHNs KIMMHUYECKMX NabopaTopHbIX ccnedoBaHni, HanpaBeHHbIX Ha OLLEHKY COCTOSIHUA OpraHus-
Ma YenoBeka, NpounsBeAeHHbIe C UCMONbI0BAHMEM COBPEMEHHBIX AOCTMKEHWI B 0BNaCTU 9NEeKTPOHUKN, Npo-
rpaMmHoro o6ecneveHns, pOGOTOTEXHUKA U APYTUX BEICOKOTEXHOMOTMYHEIX 06nacTel NpoMbILIEHHOCTH.

3.8 eauHULa BenUUMHbI: PUKCUPOBAHHOE 3HAYeHWe BENMYUHEI, KOTOPOE MPUHATO 3a eUHNLY OaHHON
BEMUYMHBI 1 NPUMEHSIETCS AN151 KONTMYECTBEHHOMO BbipaXkeHUs1 OQHOPOOHBIX C HEeN BeMUYUKH. [3]

3.9 unamepeHue: MNpoLecc (COBOKYNHOCTb ONepaLnii) aKCNepUMeHTansHOro NomyYeHns ogHoro unn 6o-
nee 3Ha4YeHUN BEIUYUHDL[7]

MpumevaHns

1 3Tanbl NpoBegeHUst U3MEPEHNsS OT NONyYeHns Npobbl, Npeobpa3oBaHus aHanvTa B HOpMy, yaobHyIo ans name-
peHus, NoNy4eHns BeNWYMH B CpeacTBe n3MepeHus u 06paboTku NonyYeHHbIX pe3ynbTaToBs ABNAIOTCA YacTAMM npoLecca
namepeHusi. B pesynbeTaTte npouecca namepeHusi MoryT ObiTb NONMyYeHbl KONMYECTBEHHbBIE UMW Ka4Y€CTBEHHbIe OaHHbIe,
npeacTaBnsoWwmue 3Ha4My0 Ans AMarHoCTUkn nHdopmaumio.

2 KauyecCTBeHHble AaHHble — pe3ynbTaT, NONyYEHHbIN AMXOTOMUYECKUM AeNeHUEeM No KaKOMY-TO NPU3HaKY.

TNpumep — fJaHHbie umMMyHOghepMeHmMHo20 aHanu3a (UPA) Ha Hanuvue uHbuyuposaHHOCMU nayueHma
onpedensiomcsi o npusHaky onmudeckol nnomHocmu (OfT) npo6bi 6onbwe unu meHbuwe OfT kpumuyeckozo 8
daHHOU cucmeme.

3 Kusmepenuto He OTHOCATCA BM3yanbHOe UCCNeaoBaHne CBOWCTB, Hanpumep, LuseTa.

4 ®depepanbHble OpraHbl UCMONHWTENBHON BNacTU, OCYLWECTBNSIOWME HOPMATUBHO-NPaBOBOE PerynmpoBaHve B
obnacTsix gesTenbHOCTY (34paBoOXpaHeHuns), onpeaensitoT uaMepeHusi, OTHOCSALMNECSH K cchepe rocyaapcTBEHHOro pery-
nMpoBaHKs o6ecrneveHVsi eAMHCTBa UBMEPEHWI, U YCTaHABNMBAOT K HUM 00si3aTeNbHble MeTponormieckme TpebosaHus, B
TOM 4KMcCne nokasaTenu TOUHOCTU n3mepeHun. [3]
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3.10 unTerpauun o6opyaoBaHus: MNpouecc TeXHNYECKOro 06beAMHEHMS BLICOKOTEXHOMOMMYHOrO naéo-
paTopHOro 06opyAoBaHWUsA NOCPEACTBOM KaK KOHCTPYKTUBHOIO peLueHUs MPoUsBoaUTENs, Tak U C UCNOMb30BaHW-
€M J0NONHUTENbHBIX YCTPOWUCTB Ha 6ase MeaMLMHCKOW NaBopaTopun ¢ aBToMaTM4eckum nepemetlieHnem npo6.

M punmeyanne— WHterpauus o60pyaoBaHNsa NO3BONAET CO3AaBAaTL €AMHYIO NPOV3BOACTBEHHYIO NUHUIO KNK-
HUKO-AnarHoctTu4eckon naboparopum, NPOEKTUPYEMYI0 MHAWBUAYANBHO C YYETOM MOLLHOCTU nabopaTtopumn, BUAOB UcCne-
[OBaHWN, BbIGPAHHOIO TEXHONOMMYECKOrO PeleHns], a Takke pasmepoB 1 paccTaHoBkM naboparopHoro o6opyaoBaHus.
[Mocobue k MITCH 4.12-97. JleuebHo-npochunakTuueckne yupexaenus. Pasaen lll. Beinyck 4. [luarHoctnyeckue otaene-
HuA: Knunuko-guarHoctudeckue nabopatopun. MatonoroaHatomudeckue otaenenus. biopo (otaenenus) cyaebHo-meaun-
UMHCKON 3KCNEepTU3bl].

3.11 metoa: O6Lwee onucaHue NorMHecKoin nocrneaoBaTensHOCTU onepaLvuia Npy NpoBeaeHun uccne-
OOBaHUA, U3MEPEHUA ANA AWArHOCTUKA UH BUTPO.

3.12 metoauka usMepeHunn: fletanoHoe onucaHne U3MepPEeHUin B COOTBETCTBMM C OOHUM Unu Bonee
MeToaoM.

MpumevaHuns:

1 MeTtoanky namepeHui obbIYHO ONUCHIBAIOT 4OCTATOYHO NOAPOGHO K NPeACTaBNANT B BUAE AOKYMEHTA (UHCTPYK-
LK), NO3BONAOWEN NONb30BATENIO BbINONHUTL U3MEpPEHME.

2 MeTtoavka n3amepeHns MOXeT BKNIOYaTb MHOPMAaLUIO O HEONPEAENEHHOCTU U3MEPEHUIA.

3 B psige cnyvaeB MeToguka uamepeHuii NponucaHHas B UHCTPYKUMAX A4NA NONb3oBaTessi MOXeT pacCMaTpUBaTbLCS
KaK cTaHgapTHas onepauunoHHas npouegypa (SOP).

3.13 o6weknuHu4eckue uccnepoBaHuna: NasyueHne obpasuoB Guonormyeckoro matepuana, Bbinos-
HAemMoe AN AMarHoCTMKM Lenoro paga pasnuyHbix sabonesaHuit.

3.14 nepsu4Hasa npobupka: Mpobupka N NHOM cocya, B KOTOPLIN NOCTyNaeT GuomaTtepuan Henocpe-
OCTBEHHO OT NauueHTa.

3.15 npob6a: loctaTouHoe KonuyecTso BUoNoruieckoro MaTepuana, B3aToro y Yyenoseka Ansi nabopa-
TOPHOro UccneaoBaHus.

3.16 cpeacTBO U3MEpPEHUN: TexHUYEeCKoe YCTPOUCTBO, UCNONb3yeMoe AN BbINOMHEHUS U3MepPeHUii, B
TOM uncrie, B cOMeTaHUM ¢ OOHAM UM HECKONBbKUMUW AOMONHUTENbHBIMA YCTPOUCTBaMM. [6]

MpumevaHuns

1 TexHu4eckoe CpeACTBO, NPeAHA3HAYEHHOE Ansi U3MEPEHUIN, UMEIOLLEE HOPMUPOBAHHbLIE METPONOrNYeckne xa-
pakTepUCTVKK, BOCMPOM3BOSLLEE U (MNN) XpaHsiLee eguHULY PrU3NHECKON BENMUMHDBI, Pa3Mep KOTOPOW NPUHUMAIOT He-
M3MEHHbIM (B Npeienax yCTaHOBIEHHOW NMOrpeLwHoCcTU) B TEYEHNE U3BECTHOIO MHTEPBaria BpeMeHM.

2 lNpuBeaeHHOe onpegeneHne BCKPLIBAET CyTb CPEACTBA M3MEPEHWI, 3aKIioUaloLLyIocsl, BO-NEPBbIX, B «YMEHUN»
XpaHWUTb (Y BOCMPOM3BOAUTL) eanHULY hU3NUecKoi BEMUYMHLI; BO-BTOPbIX, B HEU3MEHHOCTU pa3mepa XpaHUMOn efu-
HUUbI. 3TV BaxHelwKe hakTopbl M 00yCNoOBNMBaOT BO3MOXHOCTL BLINMONHEHUA U3MepeHUs] (COMOCTaBNeHne ¢ eaquHNLIEN),
T. €. «AenalT» TEXHNYECKOE CPEACTBO CpeCTBOM uamepeHui. Ecnu pasmep eauHunubl B npouecce namepeHnin MameHsieT-
cs1 6onee, YeM YCTAHOBMEHO HOPMaMM, TAKUM CPEACTBOM HENb3A NONYYUTL Pe3ynbTaT ¢ TpebyeMon TOUHOCTLI0. OTO 03Ha-
YyaeT, YTO U3MEPATb MOXHO MNULLL TOrAa, KOrga TEXHUYECKOe CPEACTBO, NPeaHa3HaAYeHHOe ANs 3TON Lenu, MOXeT XpaHUTb
€AMHNLY, AOCTAaTOYHO HEM3MEHHYIO MO pa3mepy (BO BPEMEHN).

3 lMNpwu oueHMBaHMM BENMYMH MO YCIIOBHBLIM LUKANAaM WKanbl BeICTYNAKOT Kak Okl «CpeaCcTBOM U3MEPEHUI» ITUX Be-
nnumH. [9]

3.17 TexHU4ecKue CUCTEMbI U YCTPOMUCTBA C U3MepUTeNbHBIMU DYHKUUAMKU: TexHudeckne cucre-
Mbl U YCTPOWCTBA, KOTOPbIE HapsiAly ¢ UX OCHOBHBIMWU (PYHKLMAMU BBINOMHAT U3MEpPUTESIbHBbIE (DYHKLIMN.

MpnmevaHns

1 K TexHuyeckum cuctemam v yCTponcTBam ¢ U3MepuTenbHON PyHKUMEN OTHOCUTCA BbICOKOTEXHOMNOMMYHOE nabo-
paTopHoe o6opyaioBaHue, Bkrlovyaiowee B cebs Hanbonee nonHein npouece nsmepenus. [laHHsie, NonyyeHHbIE BO BPEMsi
aTana namepeHusi Ha BbICOKOTEXHONMOMMYHOM nabopaTopHoM o6opyaoBaHnm, MCNonb3yloTca ANs Npeobpa3oBaHns B Ka-
YECTBEHHBIE UIN KONTMHECTBEHHbIE [JaHHbIE C NOMOLLLIO BCTPOEHHOTO 060pyaoBaHUs n NporpaMmmMHoro obecrnevexus. [lan-
Hble U3MepeHUsi He ABNAIOTCH NPSIMbIMK U NP NOATBEPXASHUN COOTBETCTBUSA (B BUAE perncrTpaumm unm ceptudmkanmm)
AaHHoro obopyaoBaHNA NPOBOAUTCSH NOATBEPXAEHUE (aTTecTtaums) METOANKN N3MEPEHUS.

2 O6sizaTernbHble TpeboBaHUS K TEXHUYECKUM CUCTEMAM U YCTPONCTBAM C M3MEPUTENBbHBIMU (DYHKLUMSIMY, a TakKe
hOpPMbI OLIEHKM MX COOTBETCTBUSI yKa3aHHbIM TpeboBaHMAM yCTaHaABMMBAKOTCA 3akoHogaTensCcTBOM Poceuniickorn depepa-
UMM O TEXHMYECKOM perynupoBaHum. [2]

3 B cooTBeTCTBUM C AEHCTBYIOLINM 3aKOHOAATENBCTBOM OTBETCTBEHHOCTB HA BCEX 3Tanax 06palueHusi BbICOKOTeX-
HornormyHoro naéoparopHoro o60pyo0BaHNA HA PLIHKE HECET NPON3BOAUTENBL NN Er0 ABTOPU3OBAaHHLIN NPeCTaBUTENb.
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4 TpeboBaHMA K COCTaBNEHNIO TEXHUYECKUX 3afaHUI ons NpoBeaeHUs
rocyaapCcTBEHHbIX 3aKynokK

TexHun4eckne TpeboBaHWUsS AOMKHbI:

- cofepxaTb XapaKTepnCTUKU BbICOKOTEXHOMOrMYHOro nabopatopHoro o6opyaoBaHUs ¢ TOUKN 3peHUst
€ro npeganonaraemMoro UCnosib3oBaHNsa KOHeYHbIM noTpebuTenem;

- He 6bITb N36BLITOYHLIMU;

- He UCKMNoYaTk KOHKYPEHLIMIO MNpK 3aKymnKe BbICOKOTEXHOMOrMYHOro nabopatopHoro o6opyaoBaHus;

- obecneynBaTb BO3MOXHOCTb LUMPOKOro BblGopa € TOUKU 3peHUst LieHbl U KadecTBa ToBapa.

TexHn4eckue 3aaaHna Ans rocyAapcTBEHHbIX 3aKyrnok paspabaTbiBaloTcs 3akasdnkom ¢ yyetom Tpebo-
BaHWA 3akoHogaTenbCcTBa O pasMelleHUU rocyAapcTBeHHbIX 3akasoB [1], aHTMMOHOMOMLHOrO 3akoHoada-
TenbCTBa 1 3aKoHOAATENbLCTBA O TEXHNUYECKOM pPerynuposaHum [2].

4.1 HaumeHoBaHue OGOpyAOBaHMH, ero HasHa4deHue U Uenun UCNonb3oBaHUA

TpeboBaHWe KOHKPETU3NPYETCH rocyAapCTBEHHBIM 3aKas4MKOM UCXOAs U3 HasHaveHns o6opyaoBaHus 1
npegnonaraemoi cepbl €ro MegULNHCKOro NPUMEHEHUS.

4.2 OnucaHue obopyagoBaHusa

Kaxxgblin nognyHKT 4aHHOro NyHKTa AOMMKeH HYMepoBaTbCs U cogepkaTb HeoBXoanMbI nepeyeHsb hyHK-
LMOHamMbHbIX U TEXHUYECKMX XapaKTePUCTUK, NOTPeBUTENbCKUX CBOACTB, KOMMNIEKTaLUUK1, KONUYECTBEHHbIE, Ka-
YeCcTBEHHbIEe 1 UHble NokasaTenn, Heobxoaumble 3aKasdnKy (KOHEYHOMY Nosnb3oBaTento).

TouHble 1 YeTKkue TexHUYeckne TpeboBaHUs ABMSOTCSA NPEANOCkINKON K TOMY, YTOGbI NOCTaBLUUK MO 3a-
npocy 3akasuuka npedcTaBun pearnbHble N KOHKYPEHTOCMOCOBHbIE TEXHUYECKME U TEXHUKO-KOMMeEpYecKkue
npeanoxeHns 6e3 s3HauNTENbHbIX OrOBOPOK, OTKMOHEHWIA NAWU AONOMHUTENBbHBIX YCAOBUIA.

TexHn4eckne TpeboBaHMs Ha NOCTaBKY 060pyAOBaHUA BLINONHATCA pasaenbHO ANS Kaxaoro suaga 06-
OpyaoBaHus 1 JOMKHBI BKIOYaTh B cebs:

- TEeKCT TeXHMYeCcKux TpeboBaHuit;

- Tabnuuy TEXHWYECKNX MoKkasaTenen.

B TekcT TexHnyecknx TpeboBaHWUI BKITHOYAIOTCA OCHOBHbIE XapaKTepuUCTMKN NocTasnsemMoro obopyaosa-
Hua. CornacHo TexHndYeckum TpeGoBaHuAM, 3akynaeMmoe ob6opyfqosaHve 1 matepuarbl, IPUMEHAEMbIE B 3TOM
obopyaoBaHnm, 4OMKHBI BbITb HOBLIMM, HEe UCMOSb30BaHHBIMU paHee, NPeACcTaBnATbL o060 COBPEMEHHLIE MO-
Aenn, co3gaHHble ¢ y4eToM NocneqHUX JOCTWKEHUA B 0bnacT KOHCTPYKUMIA U MaTepuanos.

TexHun4veckue TpeboBaHUA [OMKHBI BbITb COCTaBREHbI TAaKUM 06pa3oM, UTobbl 06ecneunTs MakcuManbHO
LLUMPOKYH KOHKYPEHLMIO U B TO Xe BpeMsl AaTb YeTKoe npeacTasneHne o Heobxoanmelx ctaHaapTax 6esonac-
HOCTW U KayecTBa UCMOMHEHWA, MaTepuanax u 3KCryaTauMoHHbIX XapakTepucTukax sakynaemoro o6opyao-
BaHWA, TPaHCMOPTUPOBKE, YNaKOBKE U YCMOBUAX XpaHeHUa 06opyaoBaHus.

Mpu coctaBneHun TexHUYecknx TpeboBaHUn HeOBXOAUMO YyUYNTBLIBATL TO, YTO OHWU He AOSKHbLI UMETb
orpaHuunTenbHbIN xapaktep. CTaHAapThl U TeXHUYeckue cneundukaumn, ykassiBaemble B KOHKYPCHOW AOKY-
MeHTauun, AOMMKHbI rapaHTUpPOBaTh CoBMNoaeHNe OCHOBHBIX TeXHUYeckux TpeboBaHuin 1 NpoUnx TpeboBaHui K
3aKkynaemomy obopyaoBaHuio.

B Tpe6oBaHnsaX AOMKHBI BbITb NPUBEAEHbI CBEASHUS O KIIMMAaTUYECKOM UCNOMHEHUN 1 KaTEeropuax pasme-
weHua obopyaosarus no MNOCT, crenenu 3awmtel no MOCT, yposHe BUBpaLun, WyMa, KOMNOHOBKE, pa3MeLle-
HUKM 1 Nnolwagkax obcnyxusaHust 0bopyaoBaHus, macce o6opyaosaHus, ero rabapurax (nnowaam ana caMmoro
npubopa) ¢ y4eTOM UMEIOLLIMXCA Y 3aKa3vuka (KOHEYHOro NOnb3oBaTenNsa) NOMELLEHUIA U KOMMYHaNbHbIX pecyp-
COB, MOHTaXe, NNaHOBLIX U KanuTanbHbIX peMoHTax 060pyAaoBaHUA, YCOBUAM ero CepBUCHOTO 0BCNYXXUBaHUA.
Mo BO3MOXHOCTU, B TEXHUYECKUX TPeDOBaHUAX YKa3blBAOTCA KOHKPETHbIE CTaHAAPThI, NPUHATHIE B MeXAyHa-
poaHou npaktuke (FOCT P MICO/M3K, MOCT UCO/M3K, sapeructpupoBaHHbie kak Meansaenus B P®), kotopbim
DOMKHO COOTBETCTBOBATL 3akyrnaemoe obopyaosaHue, unn ctaHgaptel Poccun (FTOCT P).

4.3 Tpe6oBaHusi K BpeMeHU Hapa6oTku 060pyaoBaHMA Ha MOMEHT 3aKymnKu

Yka3sbiBaeTcs, YTo 060pyaoBaHUe AOMKHO BbiTb HOBLIM, paHee He UCMOoMb30BaHHbLIM, He 3KCNyaTupo-
BaBLUMMCA WU UMETb onpeaeneHHoe BpeMst HapaboTku (C y4eToM Banugauuv 1 KanmbposKki Ha nNpeanpus-
TUN-U3TOTOBUTENE U B NPOLIECCE TEXHUYECKUX UCTIbITaHWUI NPU perucTpauum MeaUUMHCKOro u3aenus) u bbitb
UCNpaBHbIM.

4.4 Tpe6oBaHuA K NocTaBLUKY 060pyAOBaHUA U ero OTBETCTBEHHOCTHU

WcnonHntens AOrmKeH UMETb YCTaHOBNEHHbIE 3aKOHOA4ATeNbCTBOM U HOPMaTUBHO-NPaBOBLIMU akTamu
Poccuiickoi degepaumn AOKyMEHThHI, MOATBEPXAAOWME COOTBETCTBME OKasblBaeMbIX YCIyr TpeboBaHusm
OencTByoLWNX HOPMaTUMBHO-NPaBoBbLIX akToB Poccuinckon ®epepaumn. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
npoaneHue Takux JOKyMeHTOB NexuT Ha McnonHutene. MicnonHutens npegoctaBnsieT 3akas4yvky Konum AoKy-
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MEHTOB, MOATBEPXOAOLWMUX COOTBETCTBME OKasblBaeMbIX YCnyr TpeboBaHUAM AEUCTBYIOLMX HOPMAaTUB-
HO-MpPaBOoBbLIX akToB Poccuiickon ®eaepauun.

4.5 Tpe6oBaHue 0 Heo6xoaUMOCTH 06ecneyeHns B3aUMOAENCTBUA NOCTABNAEMOro
o6opyaoBaHua ¢ 060pyaoBaHUEM, UCMOMb3YEMbIM 3aKa34MKOM

Mpu HeoBXOAUMOCTH, yKasbiBaKOTCA BapuaHTbl o6ecnedyeHns B3aMMoAeNCTBUS MMEIOLErocs Y 3aKasun-
ka o6opyaoBaHus ¢ 3aKyrnaeMbiM 060pya0oBaHMeM (BO3MOXHOCTbL NOAKMIoYeHNUs K nabopaTtopHoit uHdgopmauu-
OHHOI cUCTeMe, einHbIA NpoTokon obMeHa AaHHLIMU, NMPOrpPaMMHas COBMECTUMOCTb U Np.).

4.6 Tpe6oBaHuA k pasmepam o6opyaoBaHus

TpeBoBaHus k pasMepam 06opyaoBaHUs (hOPMUPYIOTCA UCXOASA U3 UMeIoLMXCA Y 3aKasunka nnoaaen
UMK C Y4ETOM UX PEKOHCTPYKLIMU. PEKOHCTPYKLIMA MMEoLLIMXCA MIIoLaaein onpeaenserca sagaHuem Ha npoekx-
TUPOBaHWe, B 3aBUCUMOCTU OT MOLLIHOCTU NTaBopaTopuu, BUAOB MCCe0BaHWUA, BLIGPaHHOMO TEXHOMOMMYecKo-
ro pellieHus1, a Takke pasMepoB U paccTaHOBKM NnabopaTtopHoro o6opyaosaHus.

4.7 TpeboBaHuA K NpegnpoAaXHOW NOAroToBKe 06opyaAoBaHUA

Tpe6GoBaHuMs No NpeanpoaaxHoi NoaroToBke 0GopYA0OBaHUS KOHKPETUSPYHOTCA 3aKasHUKOM.
MpeanponaxkHasa noarotoBka 060pyAcBaHAA NPOBOANUTCA Ha cKilade KOMNaHUU-NOCTaBLUMKA.

4.8 Tpe6oBaHuA K pacxo4aM Ha 3KCMsyaTauuio o60pyaoBaHus, K NOCTaBKe PacXoAHbIX
MaTepuanoB Ansi o6ecneyeHus GyHKLMOHUPOBAHUSA U IKCNNyaTauum o6opyaosaHus

YkasblBaeTcs Npy1 HeobxoaAMMOCTU — Hanpumep, pacxodbl Ha aKkcnnyaTaumio 060pyaoBaHNUA B Te4eHne
mecsua (kBapTtana, nonyrogusi, roga v np.) He AOMKHbI NpeBblwaTth 6onee 10 % cToumocTn 060pyaoBaHUSA.

B atom pasaene HeobxoAMMO NEePEYUCIUTL pacXoaHble MaTepuansl, KOTOpbIe 3aKasvMK XO4EeT NONy4nTb
BMecTe ¢ obopyaosaHuemM. TpeboBaHus Mo Nepegaye 3akasyunKy CTapToBOro KOMMNSEKTa pacXxoaHbiX MaTepua-
MOB AN NEepBUYHOM 3KCMIyaTauuv ToBapa B TeueHue TpebyemMoro cpoka KOHKPeTU3UPYIOTCA rocyqapcTBeH-
HbIM 3aKa34MKOM.

4.9 Tpe6oBaHus k KauecTBYy 060pyAoBaHus, 6e30NacHOCTU MeAULIUHCKOrO NepcoHana u
3aluTe OKpyXaloLlei cpeapbl

TpeboBaHus Kk ka4ecTBy U 6esonacHocT 06opyAOBaHUS U ero NoTPeBUTENLCKUM CBOMCTBAM KOHKPETU-
3UPYIOTCA rocyaapCTBEHHBIM 3aKa34UKoOM.

B cny4ae ecnu oT UCMoMHUTENA B NpoLecce BLINOMIHEHWA KOHTpakTa TpebyeTcs ocyLwecTBUTb CTpaxosa-
He OTBETCTBEHHOCTU Nepes TPETbUMK NULLAMU, U eCNU NOCTaBKX U CONYTCTBYOLME YCNYT CBA3aHLI C BO3-
MOXHO OMacHOCTbIO AN XKU3HW WU 300POBbA NtoAeN UNK 3KONorMyeckum yiuep6om — B AaHHOM pasgene
AOIKHBI BbITh AaHbl COOTBETCTBYIOWME HEOoBXoaAMbIe TpeBoBaHus.

4.10 TpeBoBaHUA Kk rapaHTUHHOMY U NOCTrapaHTUWHOMY O6CnyXXUBaHUIO

TouHO yKasblBaeTCsl NPOAOIMKUTENBHOCTL rapaHTUIHOIO CPOKa M MEeCTO BINOSHEHUA paboT No rapaHTuit-
HOMY OBCMY)XMBaHWIO, YyCTaHaBNUBaAEMOE MO YCMOTPEHUIO rOCyAapCTBEHHOMO 3aKasvuka. MapaHTUiAHbIA cpok
He MOXeT ObITb MeHbLUe rapaHTUAHOro cpoka NpoussoauTens (usrotosutens). Cneayet YeTko ykasaTb 00s-
3aHHOCTK MOCTaBLMKa (MCMONHUTENA, NoAPAAYMKA) B TeHEeHUe rapaHTUIHOTO cpoka — 06s3aHHOCTU No Npo-
unakTuyecknM OCMOTpaM U  MEpPONPUATUAM, NO rapaHTUAHOW 3aMeHe W pPeMOHTYy AeTanen, no
npegocTasneHnio B Mofb3oBaHWE Ha BPEeMA pemMoHTa aHarnorMyHoro Tosapa, no 3abopy u Bo3spaTy ToBapa
TpaHCMopPTOM MOCTaBLUMKa U T. A.

CnenyeT Takke ykasblBaTb NePUOANYHOCTb TeXHUYecKoro obenyxuBaHus. MNpu nposegeHUn o6cnyxunsa-
HUSA 060pyA0BaHUS OOMKHBI UCNOMBb30BATLCA UHCTPYMEHTLI, KOHTPOMBLHO-U3MEPUTENbHbIE NPUBOPLI, pacxoa-
Hble MaTepuvarbl, KOMMMEKTyloLwWwme, 3anacHble 4acTh, COOTBETCTBYIOLUME TPeBOBaHUSAM K TEXHUYMECKOMY
06CNYXMBaHWUIO U PEMOHTY, NPeAbsBNAeMbIM NPoM3BoaUTENeM 0bopyaoBaHus.

B nanHom pasgene MoryT 6bITb NpuBeAeHbl AaHHbIe O rapaHTUAHOM CpoKe akcniyaTtauun obopyaosa-
HUSA, rapaHTUiiHON HapaboTke (B Npegenax rapaHTUAHOIO cpoka aKcnyaTauun), rapaHTuM NPaBUNbHOCTU Bbl-
6opa BcnomoraTtenbHOro obopyaoBaHUs KOMNNEKTHOW NOCTaBkU. 30€eChb XXe MOXEeT NPUBOAUTLCA NepeveHb
3anacHbIx YacTen U NpMcnocobneHunii Ha Nepuoa rapaHTUIRHON akcnnyaTaumm obopyaoBaHUs U Ha Nepuoa no-
crie OKOHYaHKsl ero rapaHTUHOW 3KchyaTauun.

4.11 Tpe6oBaHusi o 06bLEeMy rapaHTUi KayecTBa ycnyr
TpeboBaHus K kauecTBy 060pyaOBaHMA N €ro NOTPebUTEeNbCKMM CBOMCTBAM KOHKPETM3UPYIOTCA rocyaa-
PCTBEHHbIM 3aKa34yMKOM.

YkasblBalTCs MUHMMAIbLHO NMpUuemneMble AN rocyAapCTBEHHOTO 3aKasunka UMW KeCTKO YCTaHOBMEeH-
Hble 06513aHHOCTM NOCTaBLUMKA B rapaHTUHLIA nepuoga.
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4.12 TpeboBaHUA k nepepaye 3aKkaszvymKy ¢ o6o0pyaoBaHMEeM TeXHUYECKOW, cornacoBaHHOM

paspelwnTenbHON U MHOM AOKYMEHTaLUun

TpeboBaHus k Nepegade rocyaapCTBEHHOMY 3aKasvyuKy TeXHUYECKUX U UHBIX OKYMEHTOB Mpu nocTaske
060pyaoBaHNSA KOHKPETUSNPYIOTCS 3aKa3duMKOM. YKasbiBaroTCA AOKYMEHTbI, CONPOBOXAatoWmMe NocTaBky ob-
opyaoBaHus, BbiNonHeHne paboT, okazaHue YCyr, Hanpumep, YTo 3T AOKYMEHTbI 4OMKHbI ObITb NepeaaHbl Ha
A3bIKe MPOU3BOAMTENS C MEPEBOAOM Ha PYCCKUM A3bIK.

4.13 Tpe6oBaHuA K conyTCTBYOLEMY MOHTaXy NocTaBneHHoro o6opyaoBaHus,
NycKoHanago4HbIM U UHbIM paboTam

TpeboBaHWs K MOHTaXYy MocTaBneHHoro o6opyaoBaHUs U MyckoHanagodHbIM paboTam Ha MecTe y 3akas-
ymKa (KOHeYHOro Monb30BaTenNs) KOHKPETUIUPYHOTCS FOCYAAPCTBEHHBIM 3aKa34nKoM.

4.14 Tpe6oBaHUA K NOArOTOBKE U UHCTPYKTaXy MeAULMHCKOIO U TeXHUYeCKoro nepcoHana
3aKa3umka

Tp66OBaHI/IF| K MHCTPYKTaXXy NOCTaBLLUMKOM TeXHUYeCKOoro 1 MeguumMHCKOro nepcoHana 3akas4nka B OTHO-
WeHn paboTel C NOCTaBMEHHbIM 060py.D.OBaHI/IeM KOHKPEeTU3NPYHTCA rocygapcCTBeHHbIM 3aKka34ynKom.

4.15 Tpe6oBaHUA K BbINONHEHUIO CONYTCTBYIOLUX paboT, Oka3aHMIO CONYTCTBYIOLWMNX yCNyr

TpeboBaHua No gocTaBke, pasrpyske, MPEeAOCTaBNEHUIO MNNIOCTPATUBHBLIX MaTepuanos, MocTaBkam
KOMMIEeKTa pacxodHbIX Marepmnanos 1 ap.

4.16 Tpe6oBaHUA K KONUYECTBY, NEPUOAUYHOCTU, CPOKY U MECTY NOCTABOK

Cpoku (nepuogel) NocTaBkn 0bopyaoBaHUA (yKasblBaeTCsl KOHKpPeTHas KaneHgapHas Aara, Ui MUHU-
MarbHo npuemMnemas Ans rocy4apcTBEHHOro 3akas4qvka gata noctasku, Unu nepuog (Nepuoabl), B Te4eHue Ko-
TOporo (KOTOpbIX) AOMKHO BbITe NOcTaBneHo 06opyaoBaHne, UK CPOK € AaThl 3aknNHeHns gorosopa (ynnathbl
aBaHca WUnn NHOro), B TEYEHNEe KOTOPOTo AOMMKHA BbITh OcyLecTBNeHa NocTaBka, nu npunaraercs rpacduk ne-
PUOANYHOCTU NOCTaBOK).

4.17 Mopspok caavum u npueMku obopyaoBaHusa

Mopagok caavm 1 NpUeMkn TOBapoB KOHKPETU3UPYIOTCA rOCyAapCTBEHHBIM 3aKa34uUKOM.

YkasblBatoTcsi MeponpusaTusi no obecneveHnio caadm U npueMkn obopyaosaHUa No Kaxxaomy atany no-
CTaBKW 1 B LLernoM, cofepkaHne OTYETHON, TEXHUYECKOW U MHOW AoKYMEHTaunu1, noanexallen ocopmneHuio n
caadve no kaxkaoMy aTany 1 B uenom (TpebosaHune UcnbITaHWA, KOHTPOMbHBIX MYCKOB, MOANMCAHUS aKTOB TEXHU-
YeCcKOro KOHTPOIS, MHBIX AOKYMEHTOB Npu caave obopyaosaHus).

5 TexHuueckue Tpe6oBaHUA, NpeAbABNAeMble NOCTaBLYUMKAM aBTOMaTUUYeCKUX
aHanu3aTopoB Ans O6LWEeKNMHUYeCKUX uccnenoBaHUi, Anst uenen
rocyaapcTBEeHHbIX 3aKynokK

Mpy bopmrpoBaHUN TEXHUYECKOTO 3a4aHUA ANA Uenen rocyaapcTBeHHbIX 3aKynok K aBTOMaTU4eCKUM
aHanusaTopam 3akasquk pykoBoacTByeTca HacToawmnm MOCToM 1 B 3aBUCUMOCTU OT LieNei, CToSILUX nepeq
MeaunUMHCKon NabopaTtopueit, UCMosb3yeT HeobxoauMbIe NO3nULMK TEXHUYECKNX TpeboBaHuii 6e3 pernameHTa-
LM UX Konu4vecTea.

OpHoBpemMeHHoe UCNONb30BaHNe B3aMMOUCKNoYaoLWmnx TpeboBaHnin He AonyckaeTcs.

5.1 HaumeHoBaHue 060pynoOBaHUSA, €ro HasHaYeHUe U Lenn UCNONb30BaHUsA

ABTOMaTUUECKNIA aHanMsaTop Ans o6LEeKNMMHUYECKUX UCCNeaoBaHWUIA.
MPUHLMN U3MEPEeHUa N METO/bl YKA3bIBAOTCA, €CAN BAUSIOT Ha YyBCTBUTENBHOCTb, CNEeLMEUYHOCTb 1
BOCMPOU3BOANUMOCTb UCCNEA0BaHWIA.

MpumeyaHune—B TexHMueckoMm 3agaHun 3anpewaeTcs UCMONb30BaTh PUPMeEHHbIe Ha3BaHus 06opy-
JOBaHUs.

5.2 OnucaHue o6opypoBaHusi

5.2.1 Tpe6oBaHua, o6ycnoBneHHble HaNMUYMEM Y KOHEYHOTO NOMb30BaTenNs MaTepuanbHbIX pe-
CYpPCOB U NoMeLLeHU, CBA3aHHbIe C pa3MelleHUeM aHanusaTopa y nonyvyarens U KOMMyHarnbHbIMU pe-
cypcaMu nony4arens

- TWUN UCMOSHEHNs aHanusaropa (HacTOMbHbIA/HaNOMLHLIN);

- MakcumansHo gonyctumble rabaputebl aHanusatopa (Beicota (MM) x AnMHa (MM) X WpuHa (MM));

- MakcuManbHas nnowagb, Heobxognumasn AN 3KCnyaraumMn aHanusaropa;

- TpeboBaHWUsi MO HAMNPSKEHUIO ANEKTPOCETU, HeoBxoAUMOMY ANs aKcnnyaTaumn aHanusatopa (B).
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5.2.2 Tpe6oBaHUA K NPOU3BOAUTENLHOCTU

- NPOW3BOAUTENBHOCTL (TECTOB B Yac);

- TpeboBaHUs MO BO3MOXHOCTM NOArPYXaTb AOMOMHUTENLHO HOCUTENKU BUornorMyeckoro Matepmnana 6es
OCTaHOBKM aHanusaTopa (BO3MOXHO/HEBO3MOXHO);

- NPOU3BOAUTENBLHOCTbL ANt (POTOMETPUYECKMX TECTOB (TECTOB B Yac);

- Hanuumne MOHOCENEKTUBHOIO MOAYIS B COCTaBE aHanM3arTopa;

- NPOU3BOAUTENBHOCTL MOHOCENEKTUBHOIO MOAYNs (TECTOB B Yac);

- Bpems OT NocTaHoBKW Npobupku ¢ buomatepuanom Ha 6opT aHanusaTopa o NoNyYeHNUs pesynbraTa (B
MUHYTaXx).

5.2.3 Tpe6GoBaHUA K ypOBHIO aBTOMaTu3saLMu TECTUPOBaHUA

- aBTOMaTuMyecKkoe passegeHue 6GuoMarepuana Ha 6opTy aHanusaTtopa;

- aBTOMaTM4eckoe nepeHasHavyeHue TecTa Nnpu NoryvyeHnU HEKOPPEKTHLIX Pe3yrkTaToB (PeTecTupoBa-
Hue);

- NporpaMMupoBaHuWe NpaBuin TECTUPOBAHUSA AN aBTOMATUYECKOro HasHaYeHUs1 A0MONHUTENbHBIX UC-
CneaoBaHWin B 3aBUCUMOCTM OT NOMyvaeMbIX pe3ynsratoB (pednekcHoe TecTUpoBaHue);

- UHTerpaumsi ¢ UMMYHOXMMUYECKUM aHanM3aTopoMm.

5.2.4 TpeGoBaHUA K cTeneHn oNnTUMU3aLMK NabopaTopHOro npolecca Npu aKkcnayaTauumu oéopy-
AoBaHusA

- noaknoYeHue aHanuaatopa K nabopaTopHoi MHhOPMaLMOHHOW cUcTeMe;

- Hanu4uMe BCTPOEHHOrO cKaHepa LUTPUX-KOA0B NPOGUPOK;

- MUHUManbHoe kKonuvectso Buomartepuana, HeobxoguMoe ANs NPOBEAEHUS UCCreoBaHUA (MKN);

- Tunbl BuomMaTtepurana, KOTOpPbIA MOXKET UCCIeqoBaTbCA Ha aHanuaarTope;

- KonudecTBo BMoMaTepuana, Heobxoaumoe AnA onpeaeneHus «X» (He Gonee, MKI);

MpumeyaHune—BkavecTBe «X» MOXeT ObITb Yka3aH KOHKPETHbIN aHANMUT UK pynna aHanuToe.

- MakcumarsbHoe KonmyecTBo 06pasLoB, eAUHOBPEMEHHO 3arpyXaeMblx Ha 6opT aHanusatopa (LT.);

- MaKcuUMaslbHOe KOMIMYECTBO PasfnyHbIX TECTOB, KOTOPLIE MOXHO BLINOMHSATL HA aHanmsaTope 6es 3a-
MeHbl peareHToB;

- BO3MOXHOCTb paboThl aHanMsaTtopa ¢ nepBUdHbIMM Npobupkamu;

- BO3MOXHOCTb paboThl aHanusaTopa ¢ nepBUYHLIMU Npobupkamm 6es UCNoNbL30BaHNA aJanTepos;

- BO3MOXHOCTb paboThl aHanmsaTopa ¢ nepBUYHbIMK NpobUpKamMn Anametpom «X» MM;

- BO3MOXHOCTb paboThl aHanusatopa ¢ nepBu4HbIMA Npobupkamm 6e3 Ucnonb3oBaHUA aganTepos aa-
METPOM «X» MM;

MpuMedyaHune—BkavectBe «X» MOXeT GbiTb yka3aH KOHKPETHbLIN AWaMeTp Unu avanasoH AnameTposB.

- WCNOMb30BaHWe B aHanNM3aTope YHMBepcarbHbIX LUTAaTUBOB AN NPOGUPOK ¢ pa3nMyHbiMU TUNamn 06-
pasL0oB, KOHTPOMbHBIMK MaTepuanaMmm unu kanuépaTopamu.

5.2.5 Tpe6oBaHMA K HaNU4MIO BCTPOEHHbIX B aHaNM3aTop cucTemM obecnevyeHnUs NPaBUNBHOCTU
aHanuTu4eckoro npouecca

- cucTeMa geTeKuun crycTkos B obpasiie 6uomaTepuana npu NMNETUPOBaHUMU;

- cucTeMa JeTeKuun CrycTkoB, My3bipbKoB, NeHbl B 0bpasue 6uomatepuana npu NUNETUPOBaHUN;

- cucTeMa AeTeKuMn CrycTkoB, NY3bipbKOB, NEHbI MPU MUNETUPOBAHUN PeareHToB,

- OTCYTCTBME NEPEKPECTHOro 3arpsisHeHust 06pasLoB NPy NUNETUPOBAHWK,

- KOHTPONb CcTabunbHOCTU PaboTbl aMnbl aHaNN3aTopa;

- CUCTEMAa MOHUTOPUHIa NPO3PaYHOCTU PeaKLMOHHBIX KIOBET;

- aBToMaTuveckasa cMCTeMa MOHUTOPMHIra NPO3payHOCTU pPeakLMOHHBIX KIOBET Nocne Kaxaoro npose-
AeHHOoro TecTa.

5.2.6 Tpe6oBaHuA Kk kayecTBYy Nofy4yaeMbIX B NpoLecce aKkcnnyaTauum o6opyaoBaHus pesynbra-
TOB UccnegoBaHUn

- MUHUManbHasa onpeagensemas KoHUeHTpaumus «X» (MMMUT aeTekuum);

- MUHUMManbHas BanuMaMpyemas koHueHTpauust «X» (Konu4ecTBeHHbIN Npeaen onpeaeneHus).

M pwnmeyaHune— BkavecTBe «X» yKa3biBAeTCs KOHKPETHbIN aHANWUT U COOTBETCTBYIOLWME €AUHNLIBI U3MEPEHIA.

5.2.7 Tpe6oBaHUA K NepeyHI0 BUAOB UCCIIeA0BaHNI, BLINOMHAEMbIX Ha 06opyaoBaHMK
- BO3MOXHOCTb onpeaeneHns «X»;

MpumeyaHune—BkavyectBe «X» MOXET BbITb yKa3aH KOHKPETHbIW aHaNUT UNKW MPYNna aHanuToB.
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- Hanu4ue AoNONMHUTENbHBIX NOMb30BaTENbCKUX KaHanoB ANs NporpaMMMpoBaHns UccredoBaHUn He
MeHee (LT.).

5.3 Tpe6oBaHuA kK BpeMeHU HapabGoTku o6opyaoBaHMA Ha MOMEHT 3aKynKu

Ha MomeHT noctaBku o6opyaoBaHue ABMASETCS HOBbIM, He ObIBLUMM B 3KcrnyaTauuu.

Bpewmsi HapaboTku Ans BanMgauun, kanmbpoBkU Ha NPeanpuaTUN-M3roTOBUTENE 1 B MpoLecce TEXHU-
YEeCKMX MUCMbITaHWUN NpU perncTpaumnmn MeauLMHCKOro Usgennst B Cpoke akcnnyatauumn He yuuTbiBaeTcs.

5.4 Tpe6GoBaHusA K NocTaBLUNKY 060pyaOBaHUsA U €ro OTBEeTCTBEHHOCTHU

MocTaBWUK AOMKEH MMETb YCTaHOBIEHHbIE 3aKOHOAATEMNLCTBOM M HOPMaTUBHO-NPABOBLIMA aKTamu
Poccuinckon ®egepaunn AOKyMeHThI, NOATBEPKAatoLMe COOTBETCTBUE OKasbiBaeMbIX ycryr TpeboBaHuam
OeNCTBYIOLMX HOPMaTUBHO-NPAaBOBLIX akToB Poccuickon ®egepaunn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
npoanieHnn Taknx OKYMeHTOB NnexuT Ha MocTaswmke. MocTaBwmk npegoctaBnsaeT 3akasynky KONumM OOKy-
MEHTOB, MOATBEpXAaloLne COOTBETCTBME OKasbiBaEMbIX yCryr TpeboBaHUSM OEeNCTBYHOWNX HOPMATUBHO-
npaBoBbIX akToB Poccuiickoin Pepepaunn.

5.5 Tpe6oBaHue o Heo6xogumocTu o6ecneyeHusi B3auMoaeNcTBUA NOCTaBNSAEMOro

o6opypoBaHua ¢ o6opyaoBaHueM U UHGHOPMaLMOHHBIMUA CUCTEMAMM, UCMONb3YeMbIMU

3aKa3iuukom

Ob6opyaoBaHne OOMKHO NogkodaTtbes K nabopaTopHo MHPOPMaLUOHHON CUCTEME C UCMONb30BaHN-
€M CTaHAapTHbIX NPOTOKOMNOB obMeHa AaHHbIMU.

5.6 Tpe6GoBaHusa k pazmepam ob6opyaoBaHUsA

JormkHbl BbITb yKasaHsbl:

- MUHMMAarnbHble TpeboBaHUS K MOMELLEHNIO;

- MakcumarnsHO JoNyCTUMbIE pa3Mepbl 060PYA0BaHUSA, UCXOASA U3 UMEIOLLUXCA Y KOHEYHOrO NoSb3oBa-
Tens nrowaaen Unm ¢ y4eTom UX pekoHCTpYyKUMK, obecnevmBatolume 6e3onacHoCTb NepcoHana npu pabote n
0bCnyXnBaHUK, ¢ y4eTOM AeACTBYIOLMX HOPM ANsl MeaUUMHCKMX NabopaTopuid.

5.7 Tpe6oBaHusa Kk NnpegnpoaaxHon NoAroToBke o6opyaoBaHus

YKasaTb KOHKpeTHble TpeboBaHWs 3aKasynka K NpeaAnpoaakHoi NoaroToBKe aHanM3aTopoB, Hanpumep:

- Hanuuue OeWCTBYHOLWEro cepTudmKkaTa cCooTBETCTBUSA Ha 06OpYyAOBaHuME;

- Hanu4vue pacxogHbIX MaTepuanoB HeobxoauMbIX 48 Banuaaunm, yCTaHOBKU aHanvM3aTtopoB U obyye-
HWS NepcoHana.

5.8 Tpe6GoBaHuA Kk pacxogam Ha 3KcnnyaTtauuio o6opyaoBaHUA, NOCTaBKe PacxodHbIX

MaTepuarnoB U conyTcTBylOLero obopyaoBaHma ana o6ecnevyeHuss GyHKLMOHUPOBaHUSA

M 3aKkcnnyaTauum o6opyaoBaHus

- pacxofHble MaTepuarnsl 415 BbIMNOMHEHUS UccrnegoBaHnin « X», He meHee (TecTOB);

- pacxofHble maTepuarnsl, BKIoYas Kanubpartopbl, A BbINOMHEHUS UCCNedoBaHUn «X», He MeHee
(TecToB);

- pacxofHble MaTepuanbl, BKoYasa KanmbpaTtopbl U KOHTPOMbHbIE MaTepuarnbl, Anst BbINOMHEHNs Uc-
cnefoBaHUn «X», He MeHee (TecToB);

[MpwnMeyaHue—B kayecTBe «X» yKa3biBaeTCs KOHKPETHbIV aHamnmT.

- KOMMNMEKT MaTepuasnoB Ansi NpoBeAeHnst obCcnyXnsaHms BO BpeMsl aKcrnyaTaumm (nepuog akcnnyarta-
LM yKkasblBaeTcs B MecsiLiax);

- KOMMMEKT MaTepuanoB Ans NpoBefeHNsl TEXHUYECKOro 00CnyXnBaHMs aBTOPNU30BaHHBIM CEPBUCOM
(ykasaTb nepuog aKkcnnyartauum, Ho He MeHee rapaHTUAHOIO cpoka NMocTaBLLMKa);

- cucTemMa noAroTOBKW BOAbl C MPOU3BOAUTENBHOCTLIO, AOCTAaTOMHON ANA akcnnyaTauun obopyao-
BaHUs;

- NCTOYHMK BecnepebonHOro NTaHUs, ykasaTtb Bpemsl obecneveHus aBTOHOMHON paboTbl aHanusaTo-
pa, He MeHee (MUHYT);

- TUN NpUHTEpa (NasepHbIA NN CBETOANOAHBIN), MPON3BOANTENBHOCTb (CTPaHUL, B MUHYTY), LBETHOCTb
(4epHO-6enbi NN LIBETHOR).

5.9 Tpe6oBaHuA k kayecTBy 060opyaoBaHUA, 6e30NacHOCTU MeAULMHCKOro NnepcoHana 1

3aliuTe oKpyxalllen cpeabl

BesonacHocTb MeaMUMHCKOro nepcoHana npu akcnnyaTtauum aHanu3aTopoB AomkHa obecnevmBaTbes:
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- KOHCTPYKUMER aHann3aTopoB, KOTopble A0MKHbI BbITb 6e30MacHbI NPy UCNONL30BAHUKN OTAEMBHO UMK
B COCTaBe KOMMIEKCOB (CUCTEM) U YAOBNETBOPATL TpeboBaHUAM CTaHAApPTOB U APYro HOPMaTUBHO-TEXHU-
YeckoW AOKYMeHTaLuu;

- KOHCTPYKLUMER N YCTPOWCTBOM 3NEKTPOYCTaHOBOK Afsi NUTAHNA aHanmM3aTopos, KOTOPble A0MKHbI yA0B-
netBopsATh «[paBunam ycTponcTea 3NeKTPOyCTaHOBOK» U APYro HOPMaTUBHO-TEXHUYECKOW AOKYMEHTaLUK;

- CUCTEeMOMI TEXHUYECKOro 06CNyXMBaHUA U pemMoHTa o6opyaoBaHus;
npUMeHeHUeM YCTaHOBNEHHbIX Mep U CPeaACTB 3alUnThbI.
5.10 Tpe6oBaHuA K rapaHTUMHOMY WU NOCTrapaHTUMHOMY OGCNYXUBaHUIO
- rapaHTMIiHBIA CPOK Ha nocTasnseMoe obopyaoBaHue — He MeHee 1 roaa;
Hanuuue cepBUCHON CRYXObI, cepTuduunpoBaHHOW NponssoanTeneM ToBapa, Ha Tepputopun Pd;

- Hanuuue cUcTeMbl yaaneHHOro MOHUTOpUHra paboTbl aHanu3aTopa cepBUCHON cnyxBoi Nnpoussoau-
Tensi obopyaoBaHus;

- Hanuume cnyxbbl TeXHUYECKON NoAAEPXKKN NPOU3BOANTENS aHanu3aTopa.

5.11 Tpeb6oBaHus No 06HEMy rapaHTUi KayecTBa ycnyr

- BecnnaTHblil peMOHT 060pyA0BaHWUA B rapaHTUAHBIA NEpUOA;

- BecnnaTHoe BbINOIHEHWEe BCex NpodunakTuieckux paboT, pernameHTUPOBaHHBIX NPOU3BOANTENEM
ob6opyaoBaHus, B paMKax rapaHTUAHOrO nepuoaa.

5.12 TpeGoBaHuA Kk nepefaye 3aka3uuky ¢ o6opyaoBaHueM TeXHUYECKOMN, COrnacoBaHHOM

paspellUTeNnbHON U UHON AOKYMEHTauuu

- HanuW4yue percTpaLMoHHOro YAOCTOBEPEHUs Ha MNOCTaBNAeMble aHanM3aTopsl;

- Hanu4ue permcTpaLmoHHOro YAOCTOBEPEHUs Ha pacxodHble MaTepuansl, Heo6XxoauMble Npu aKcrya-
TauumM aHanM3aTopos;

- Hanuyme permcTpaLMoHHOTO YAOCTOBEPEHUst Ha pacxodHble MaTepuansl, Heobxoaumele ANs Uccne-
AoBaHUs aHanuta Ha o6opyaoBaHuK;

- Hanuuue aKkcnayaTaunoHHOW AOKYMeHTaLMu aHannsaTopa Ha pycckoM si3biKe.

5.13 Tpe6oBaHusa k conyTCTBYOLWEMY MOHTaXy NOCTaBMNeHHOro o6opyaoBaHus,

nycKoHanago4yHbIM U UHbIM paboTam

Beop ob6opyaoBaHuMs B aKCNyaTaLUuio ocyLecTBNSETC cepTudULMPOBaHHBIMA cnieLManucTamu.

5.14 TpeboBaHuUA K NOAroTOBKE U MHCTPYKTaXy MeAULMHCKOTO U TeEXHUYeCKOoro nepcoHana

3aKasuuka

MHcTpyKTaxk nepcoHana KoHeYHoro nons3osatensi no paboTte Ha aHanuaaTope ¢ Bbigavell CooTBETCTBY-
tOLLIMX OKYMEHTOB.

5.15 TpeGoBaHuUA K BbINOMHEHUIO CONYTCTBYIOLWUX paboT, okazaHUIO CONYTCTBYIOLWNX YCyr

YKasblBaloTCA KOHKpeTHble TPeBoBaHMS K BhINOMHEHUIO CONYTCTBYOLMX paboT, okasaHUo ConyTCTBYHO-
LLMX YCNYT, €CIIN OHU CBSI3aHbl C NOCTaBKaMn aHanM3aTopoB ANst 06LLEeKTMHNYEeCKNX UccrneaoBaHui.

5.16 Tpe6GoBaHuA K KONU4YECTBY, NEPUOAUYHOCTU, CPOKY U MECTY NOCTAaBOK

- KONM4YecTBO nocTasnsieMoro obopyaoBaHus (LUT.);

- KOMMYecTBO MOCTaBMNSAEMbIX KOMMNEKTOB, BKIoYatoLLmX B cebs obopyaosaHue, pacxogHble MaTepua-
Mbl U conyTCTBYOLWEee obopyaoBaHme.

5.17 MNopsapok caayum U npueMku obopyaoBaHuA

- NopsAoK NPUeMKN-cAaYn oTAeNbHbIX BUAOB 1 3TanoB paborT;

- nopsigok nepegadn UCMONHUTENbHBIX AOKYMEHTOB;
obecnevyeHne Haanexawnx yCcrioBuin Ans npoBeaeHns npueMki-caadm o6opyaoBaHums;
Hanuye nporpaMmMel BeprUKaLMOHHBIX UCMILITAHUA U ee BbINOMHEHWe.

6 TexHunyeckue TpeboBaHUSA, NpeabLsBRsieMble NOCTaBLIMKAM aBTOMATUUYECKUX
aHanu3aTopoB ANA UMTONMOrMYeCcKux nccnenoBaHvun, ans uenen
rocyAapCcTBeHHbIX 3aKynoK

6.1 HaumeHoBaHue 060py,qOBaHI/IF|, €ro HasHaveHue U Uenun Ucnonb3oBaHUA

ABTOMaTMYeCKNA aHanusaTop AN LATONOrMYeckMx nccredoBaHunn (I/I.I'II/I aHanornyHoe HammMmeHoBaHue,
COoOTBeTCTBYyOWee AaHHOMY TUNy MCCJ'IE/J,OBEHVIIZ).
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OCHOBHOE HasHaueHMWe: NoBLILIEHUE YYBCTBUTENBHOCTA LIUTOMOTMYECKOro MeToAa UCCNeaoBaHni U/nunm
ONTUMU3ALIMA UCTIONb30BaHNA paboyero BpeMeHN BLICOKOKBaNUMULMPOBaHHBIX Bpaden-LuTonoros.

YkasblBaeTcs npeaHasHadeHue annapaTtypbl AN AMarHoCTUYECKUX UCCTeA0BaHUM UMK CKPUHUHIA Ha
Hanuume Tex Ui UHbIX 3aGonesaHni.

B cocTtae o6opyaosaHusa BKIHOYaOTCA NporpamMmmHeie WKW annapaTHble cpedcTaa (YCTponcTsa), nosso-
nsoLWMe BLINOMHATL (oyHKLMK, YCTaHOBNEHHbIE AN AaHHOro o6opyaoBaHus.

6.2 OnucaHue obopyaoBaHusa

6.2.1 TpeboBaHus, 06ycnoBneHHble HaNMYMEM Y KOHEYHOro Nofb30oBaTeNnsa MaTepuanbHbIX pe-
CYpPCOB 1 NOMELLEHU, CBsA3aHHble C pasMelleHUeM aHanusaTopa y nonyvarens U KOMMyHanbHbIMU
pecypcamu nonyyatens

- TUM UCMONHEeHNA AN KaX4oro U3 annapartHblX CPeAcTB aHannsartopa (HacToNbHbIA/HANOMbHbIN);

- MakcumanbHo AonycTUMble rabapuTel aHanuMsaTopa;

- MakcumanbHas nnowaab, pernameHTUpoBaHHan Ans aKcnayaTauum aHanmsaTopa;

- TpeboBaHUA NO HanpsKeHUIo 3NeKTPOceTN, HeobXoaAMMOMY ANS SKCnnyaTauun aHanusaTtopa (BT).

6.2.2 Tpe6oBaHMA kK NPOU3BOAUTENBHOCTU

- MakcuMarbHOe KOMUYEecTBO aHanusvpyemMblX UMTOMOrMYecKUX npenapaTtos B eauHULY BpemeHu (B
yac, B AeHb, B rog);

- MUHUMarnbHOe BpeMs OT Nony4veHus bruonormieckoro Mmatepuana 4o opmMnpoBaHus LUTONOrMYecKo-
ro 3aKmveHus.

6.2.3 Tpe6oBaHuA K YPOBHIO aBTOMaTU3aLMN NPUTOTOBIIEHUA U TECTUPOBaHMUS LIUTONIOMMYECKUX
npenaparToB

- aBTOMaTU4yeckasl ouYMCTKa MaTepuana oT NpuMeceir, NoTeHUManbHO CHUXKaLWKNX ero MHpopMmaTus-
HOCTb;

- ynpasfeHne KOHLeHTpauuelh obpasLa (passedeHne UM KoHUEeHTPUpoBaHue);

- aBTOMaTU4YeCKOe U3roTOBMEHWE MOHOCMOMHBIX LUTONOrMYeCcKnX npenaparos;

- obecneveHne cTabUbHOCTN XMMUYECKOrO COCTaBa peakTUBOB B X04e NPUrOTOBEHUS npena-
paToB;

- UCMorb3oBaHne OCTaBLUErocs KreTouHOro Marepuarna B Apyrmx Buaax uccrnegoBaHuim;

- MporpaMMMpoBaHne NpaBusl TECTUPOBAHUA AN1sl HasHaYeHUs AONONMHUTENBHBIX UCCNeaoBaHUA.

6.2.4 TpeboBaHuA k cTeneHU oNnTUMMU3auumn nabopaTopHoro npouecca BcneacTBue 3KcniyaTa-
uumM ob6opynoBaHusa

- MpuroToBneHue U3 ogHoro obpasua buonoryeckoro MaTepuasna HeckoNbLKUX BUAOB LIUTONOMMYECKUX
npenapaToB, 4acTb KOTOPLIX OKpaLleHa, a YacTb HeT;

- noakntoveHue aHanusartopa k nabopatopHoi MHGPOPMAaLMOHHOW CUCTEME;

- Hanuune BCTPOEHHOrO ckaHepa LUTPUX-KOAOB, HaKIIeEHHbIX Ha HocuTenu obpasuoe Guonoruyeckoro
mMaTepuana;

- MUHUManbHoe Konu4yecTso obpasuos buomaTepuana, Heobxoaumoe ANst NPUrOTOBEHUS LIUTONOM-
Yeckux Npenaparos;

- cTanAapTHas npoueaypa AeKoHTaMUHaLuMM obopyaoBaHus;

- MUHUManbHoe Konu4ecTeo obpasLioB BuomaTtepuana, Heobxoaumoe ANs BLIMOMHEHUA aHanuaa uMTo-
norMvecknx nNpenaparos;

- nokanusauns Guomartepuana, U3 KOTOpPoro MoryT 6biTb NMPUrOTOBEHEI LIUTOMOIrMYeckue npenaparsl;

- paBHOMepHOe pacnpeaeneHne LMTonorM4eckoro Matepuana no noBepxHoCTU NpeaMeTHOro cTekna;

- MUHUMW3AUNA KOHUEHTpauMu BpedHbIX BELECTB B peareHTax;

- MaKkcumanbHoe Konu4ecTso o6pasLioB, eAUHOBPEMEHHO 3arpyXaeMbix Ha 6opT aHanusatopa (Wr.);

- pobaeneHne HOBbLIX LUTOMOIMYECKUX NpenapaTtoB 6e3 0CTaHOBKM aHanNM3aTopa;

- MakcumanbHoe KONUYeCTBO NpenapaToB, aHanM3Mpyemoe 3a OfMH 3anyck.

6.2.5 Tpe6oBaHUA K HANU4YUIO BCTPOEHHbIX B aHanU3aTop cucteM obecneyeHusi NPaBUNbLHOCTU
aHanuTU4ecKoro npouecca

- KOHTPOIb KOMUMYECTBA KINeTOK B LUTOMNOIMMYECKUX npenapaTax;

- KOHTPOIb Hanuuus B Npenapare crneumarnbHbIX TUMOB KNeTok,;

- cucTema camoTecTUpoBaHUA 06opyaoBaHuUs;

- NepuoanYHOCTbL cCaMoTecTUpoBaHUsA 0b6opyaoBaHUs aHanM3aTopa;

- CHWXEHUE nepekpecTHOW KoHTamuHauum obpasLoB 6uMonormieckoro Matepuana npyu UaroToBeHUn
LMTONMOMMYECKMX npenapaTos.
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6.2.6 TpeboBaHusa k popmMe NpeAcTaBNeHUs1 OTYETa aHanu3aropa

- KONMYECTBO NpeabaABMAseMbIX LUTOMOrY ANs aHanunsa nonen speHus;

- paHXupoBaHue noneln 3peHna Unu LATONOTMYECKAX NpenapaTos No oLeHKe BEPOATHOCTM Hannuns B
HUX aTUMUYHBIX KIEeTOK.

6.3 Tpe6oBaHUA K BpeMeHU HapaboTkuM 06o0pyA0BaHUA Ha MOMEHT 3aKyNKu

Ha moMeHT nocTaskn o6opyaoBaHue sIBMSETCH HOBLIM, He BbIBLLUMM B 3KcnyaTaumu.

Bpems HapaboTkun Anst Banugaunn, KannbpoBkX Ha NPeanpUATUU-N3roToBUTENE U B NpoLecce TeXHWU-
YeCKMX UCTIbITAHWUIA MPW perucTpaumn MequLMHCKOro N3genus B Cpoke aKkcnnyaTtauumn He y4nTeiBaeTces.

6.4 Tpe6oBaHUA K NOCTaBLYUKY 0GOPYAOBaHMSA U ero OTBETCTBEHHOCTU

MocTaBLWMK AOMKEH UMETb YCTaHOBMEHHbIE 3aKOHOAATEIbCTBOM W HOPMaTUBHO-MPaBOBLIMU akTamu
Poccuiickoii ®eaepaumnn AOKYMEHTbI, MOATBEPKAAOLWME COOTBETCTBUE OKasbiBaeMbIX YCIyr TpebGoBaHUAM
AeCTBYOLWNX HOpMaTUBHO-MpaBoBbIX akToB Poccuiickon Pegepaummn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NMpoAneHnn Taknux AOKYMEHTOB NexuT Ha lMocTaswuke. MocTaswmk npedocTaBnsieT 3akasdqyuky Konuum gokKy-
MEHTOB, MoATBEePXKAaloLLMe COOTBETCTBME OKasblBaeMbIX yciyr TpeboBaHusiM OelCTBYIOWMX HOPMATUBHO-
npaBoBbIX akToB Poccuiickoin epepauun.

6.5 Tpe6oBaHue o Heo6xoaMMocTu obGecnevyeHUss B3aUMO4eNCTBUA 3NIeMEHTOB NOCTaBMAEMOro

ob6opypoBaHusa Mmexay coboin u c o6opygoBaHuemM n UHGPOPMaLMOHHBIMU CUCTEMAMMU,

UCNONb3yeMbIMU 3aKa34yMKOM

- noakmnoyeHne obopyaosaHusa K nabopaTopHO MHOPMALIMOHHON cUcTeMe C CMONb3OBaAHUEM CTaH-
[apTHBIX MPOTOKOMOB 06MeHa AaHHbIMY;

- nepeyeHb MUKPOCKOMOB, UMEIoLLNXCA B TabopaTopum 1 UCMONb3yeMbIX B cocTaBe pabounx MecTt umuTo-
Noro., NpeAHasHayYeHHbIX 418 aBTOMaTU3NPOBAHHOW aCCMCTEHUMW BPavy-UMTONMOry B Xo4e nepecMoTpa npo-
aHanMaMpoBaHHLIX annapaTypol LIMTONOrMYecKUX Npenapartos;

- KonmnyecTBO pabounx MecT LUTOMOroB, KoTopoe cnocobeH o6cnyxuBaTb OAMH aHanNUM3aTop.

6.6 TpeGoBaHusA k pasamepaM o6opyaoBaHUsA

LomkHbI BbITb yKasaHbl:

- MUHMManbHble Tpe6GoBaHUA K NOMELLEHUIO U NOMEeLLIeHUSIM;

- MakcumasbHO JoNYyCTUMbIE pasmepbl 060pyAoBaHUSA, UCXOAs U3 UMEIOLLIMXCA Y KOHEYHOTrO NOMb30Ba-
Tens nnowagen 1unm ¢ y4eTom ux pekoHCTpykuun, obecnevnsalolume 6ezonacHocTb NepcoHana npu paéote u
oBcnyXunsaHuu, ¢ y4eTom ASNCTBYIOWUX HOPM AN MeAULIMHCKMX NabopaTopuil.

6.7 Tpe6oBaHUA K rapaHTUAHOMY U NOCTrapaHTUAHOMY 06CNYXUBaHUIO

- rapaHTUIHBIA CPOK Ha nocTasnsieMoe obopyaoBaHue — He MeHee 1 roaa;

- Hanuune cepBUCHON cNyXBbl, cepTUULMPOBAHHON NPOM3BOAUTENEM TOBapa, Ha TeppuTopun PO;

- Hanuune cUCTeMbl yaaneHHOro MOHUTOPUHra paboThl aHanM3aTopa cepBUCHO cnyx6oit Nnpoussoau-
Tens obopyaoBaHus;

- Hanuune cnyxbbl TEXHUYECKON NOAAEPKKN NPON3BOAUTENS aHanNu3aTopa.

7 TexHuueckue TpeGoBaHus, NpeAbABNAeMbie NOCTaBLWMKaM aBTOMaTU4EeCKUX
aHanu3aTopoB ANA MUKPOCKONMU MOUU, ANS Lernei rocyaAapCTBeHHbIX 3aKynokK

7.1 HaumeHoBaHue 0GopyAoBaHUA, €ro HasHavueHue U Lienv UCNOoNb30BaHUA
ABsTOMaTUYECKUIA aHANU3aTOP AN MUKPOCKOMUA MOYM (UMK aHanormiHoe HaumeHoBaHue, COOTBETCTBY-
oLee AaHHOMY TUMNY uccneaoBaHun).

MpumeyaHune—B TexHnueckom 3agaHun 3anpewaeTcs UCNoNbL3oBaTh PUpPMeHHble HasBaHna oGopyaoBa-
HYSA.

7.2 OnucaHue o6opyaoBaHus

7.2.1 Tpe6oBaHus, 06ycnoBneHHbIe HaNU4YUEeM Y KOHEUHOrO NOJIb30BaTeNA MaTepuanbHbIX pe-
CYpPCOB M NOMELLEHUNA, CBA3aHHbIE C pa3MelleHUeM aHanusaropa y nony4varens U KOMMyHanbHbLIMU
pecypcamu nony4arens

- TUN UCTIOSTHEHWUS aHanu3aTopa (HacTOMbHBIA/HANONBHBIN);

- MakcumarsnbHo AOoMycTuMble rabapuTtbl aHanusaTopa (BbicoTa x AnvHa x LWMpuHa (MM));
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- MakcumanbeHas nnowaab nomelleHusi, Heobxogumas Ansi pernaMmeHTUPOBaHHON aKCnyaTaummn aHa-
nusaropa;

- TpeboBaHuA No aHeproobecneyeHnto, Heobxodumele ANs AKCMyaTaumn aHanmsaTopa.

7.2.2 Tpe6oBaHUA K NpoM3BOAUTENBLHOCTU (TECTOB B Yac)

- obwasa/mMakcumansHas.

7.2.3 Tpe6oBaHUA K ypOBHIO aBTOMaTU3aLum

- WHTerpauusi aHanusaTopa MoOYu U aBTOMaTUYECKOro aHanmsatopa MUKPOCKOMMN MoUn ¢ hopMmpoBa-
HVWeM eauHOro NpoToKoNa UccneaoBaHWn Ha e4MHOM 3KpaHe;

- NoAKNtoYeHne aHanmsaTopa K nabopaTopHOM MHPOPMAaLIMOHHOW ceTu;

- paboTa aHanuaaTopa ¢ NepBUYHBIMN NPOBUPKamu;

- MakcumMarnbHoe KonmM4ecTBo 0bpasLoB, eAMHOBPEMEHHO 3arpyxaemMbix Ha bopT aHanusaTtopa (WT.);

- paboTa C LWTPUX-KoAMPOBaHHBIMU MPOBHpKamMu.

7.2.4 TpeboBaHuA K cTeneHn onTUMU3aL UM nabopaTopHoro npotecca

- apxvBUpoBaHMe 0b6pa3oB 06BLEKTOB MOYU;

- MUHUMarbHOe KonNn4yecTBo BUOMOrMYecKon XMAKOCTN Ha OAHO UccnegoBaHue (Mn);

- TUN Uccnegyemon Bronornyeckoi XuarocTu;

- BbINOMHEHWE CPOYHBIX UCCNEeA0BaHUN;

- MporpaMMupoBaHWe Npasui TECTUPOBaHUS ANS aBTOMaTUYeCcKoro HasHaveHUst MUKPOCKONMUYEeCKoro
nccnegoBaHns B 3aBUCHMOCTW OT pesynbTaToB BUMOXUMUYECKOro UCCreAoBaHNs MOYY;

- cucTema aBTOMaTUYECKOro NPUHATUSA peLLeHUsI.

7.2.5 BcTpoeHHble B aHanusaTop cucteMbl o6ecnevyeHUs NPaBUNIbHOCTU aHaNUMTU4ecKoro npo-
Lecca

- cucTema KOHTPOMsA KayecTBa MUKPOCKOMUA MOUM;

- cucTema NoBTOPHOrO MPOCMOTPa MEPBUYHBIX AaHHBIX CNeLNanucToM.

7.2.6 TpeboBaHUA K KayecTBY Nony4YaeMbIX B NpoLecce 3Kcnyarauum obopynoBaHus pesynbTa-
TOB UccneaoBaHun

- MUHMMarnbHas onpegensieMas KoHLeHTpauus «X» (MMMUT aeTekuun);

- MUHMMarnbHas BanuaMpyemasl KoHUeHTpauust «X» (KonM4ecTBeHHbIR Npeaen onpeaeneHust).

M pnmMmeyvYyaHune — B kavuectBe «X» yKas3blBaeTCcsA KOHerTHbIVI aHanut n cCooTBeTCTBYOWMNE €QUHNUDBI U3Me-
peHun.

7.2.7 HomeHknatypa BUA0OB UccrefoBaHUi, BbINONMHAEMbIX Ha 06opygoBaHUM

- nepeYeHb KONMUYECTBEHHLBIX NapameTpoB;

- nepeYeHb Ka4yeCTBEHHLIX NapameTpoB;

- cybknaccudmkaLmst 06 beKTOB MOUN (TUMbI KPUCTANIOB, TUMbI LUMMHAPOB U Np.).

7.3 TpeGoBaHue o Heo6xogumocTu obecnevyeHns B3aUMO4eNCTBUA 3NIEMEHTOB NOCTaB/IsIeMOro

o6opynoBaHus Mexay coboil u ¢ o6opyaoBaHMeM U UH(POPMaLMOHHBIMU CUCTEMAMMU,
Mcnonb3yeMbIMU 3aKa3unKkoMm

O6opyaoBaHne JOMmMKHO NogkrtodaTtbes K nabopaTopHon MHPOPMaLUOHHON cUcTeME C NCMONb30BaHN-
€M CTaHAapTHbIX MPOTOKOMNOB 0bMeHa AaHHBIMU.

7.4 Tpe6oBaHUA K Nepepave 3aka3uMKy ¢ o6opyaoBaHMeM TeXHUYECKOM, cornacoBaHHOMN
paspelwmnTenbHON U UHOW AOKYMEHTaLuum
- Hanuyue perncTpaumoHHOro yaoCTOBEPEeHUs Ha MocTassieMble aHann3aTopsl;

- Hanndne perncTpalMoHHOIo yaoCTOBEpEeHNA Ha pacxodHble MaTepuarnsbl, HeobxoauMble npn skcnnya-
Taunn aHann3aTopoB;

- Hanu4ue pernctpaumoHHOro yaoCTtoBepeHUA Ha pacxodHble MaTtepuarnsbl, Heobxoaumble ANs uccne-
A0BaHUA aHanuta Ha O60pyﬂ,OBaHI/II/I;

- Hanu4dne 3KCFIJ'IyaTaLI,I/IOHHOl7I OOKyMEeHTaunn aHanmaatopa Ha PyCCKOM A3blKe.

7.5 TpeGOBaHMH K CONyTCTBYKWLUEMY MOHTaXy nNoctaBlieHHOIo OﬁOpyﬂOBaHMﬂ,
nyckoHanago4iHbiM U UHBIM pa60TaM

Beog O60py}J,OBaHI/Iﬂ B aKCnnyaTaunio ocyllecTBnAaeTCcA CepTI/ICbI/ILLI/IpOBaHHbIMI/I cneunanucTamm.
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8 TexHu4yeckue Tpe603a|-wm, npeabsaBrsdeMbie NOCTaBLUMKaM aBTOMAaTU4Ye€CKNX
KNMMHN4YeCKNX aHann3aTopoB And nccrnenoBaHna Mmodu, ans ueneu
rocyaapCTBeHHbIX 3aKynok

8.1 Tpe6oBaHUsA kK NPOU3BOAUTENLHOCTU (MOJIOCKU B Yac)

- MpPON3BOANTENBHOCTE BUOXMMMUECKOTO aHanM3aTopa MoYM Ha TeCcT-MonocKax.

8.2 TpebGoBaHus K YyPOBHIO aBTOMaTU3aLuu

- NporpaMmMHas MHTerpaums GUOXMMUYECKOro aHanmsaTopa MoYM U aHanusaTopa AN MUKPOCKOMUK
Mo4M (eguHoe nporpaMmMHoe obecneyeHune);

- busmyeckas MHTerpaumsa 6MOXMMUYECKOro aHanMsaTopa Modn U aHanusatopa 4151 MUKPOCKOMUM MOYK
(eQVHBIN TPaHCMOPTHBIA WTATUB A5 NpobUpok);

- MakcuManbHas 3arpyska TecT-monocok Ha 6opT aHanusaTopa;

- paboTa aHanusaTopa ¢ NepBUYHLIMK NPOOMPKaMM C HATUBHOWN MOYOI;

- MakcuMansHoe KonmMyecTBo 0b6pasLoB, e4NHOBPEMEHHO 3arpyKaemblx Ha 6opT aHanusaTopa (LT.);

BO3MOXHOCTb paboThbl € LUTPUX-KOAUPOBAHHBIMU NPoBUpKamu.

8.3 TpebGoBaHusA Kk cTeneHU onTUMMU3aLUu nabopaTopHOro npouecca

- noaknYeHne aHanusaTopa K nabopaTtopHon MHOPMAaLIMOHHON CeTu;

- MUHMMarnbHoe konudecTso GMomaTtepuana Ha 04HO uccneaoBaHue (Mn);

- Tunbl BriomaTtepurana, KOTOPLIN MOXET MCCNeaoBaTbCs Ha aHannsaTope (MoYa, CMX, JTMKBOP, CUHOBU-
anbHas XnUaKocTb U np.)

- BbIMOSIHEHNE CPOYHBIX NCCIeA0BaHNUN.

8.4 Tpe6GoBaHUs K HaNM4YMIO BCTPOEHHbIX B @aHanu3atop cucTemM obecneyeHusi npaBUNbLHOCTU

aHanuMTu4yecKoro npotecca

- pedpakTop 4N onpeaeneHns 0THOCUTENbHON MIOTHOCTU MOYU;

- MuKpodoTOMETp ANs onpeaeneHns LBeTa u cteneHn TypbuaHocTn Mmouu;

- KOMU4YecTBO ASIUH BOMH hoToOMETpa AN TeCT-NOMOCOK;

- CUCTeMa KOHTPONs KavyecTBa.

8.5 TpeGoBaHus k kayecTBy NoslyvyaeMbIX B NpoLecce 3Kkcnnyarauum o6opynoBaHus

pe3ynbTaToB UccnefoBaHU

- MUHUManbHasa onpegenseMas KoHUeHTpauusa «X» (MUMUT geTekuun);

- MUHUManbHasi Banuaupyemas KoHUeHTpauums «X» (KoNMYeCcTBeHHbIN Npeaen onpeaeneHus).

[MTpunmeyaHun e — BkadectBe «X» yka3biBaeTCHA KOHKPETHBIV aHANWUT U COOTBETCTBYIOLLME EAMHNLBI USMEPEHVN.

8.6 HomeHKnaTypa BUOOB UccefoBaHUNA, BbINOMHAEMbIX Ha oGopyp.OBava
- nepeveHb NapamMeTpoB TECT-NOJIOCKA;

- OTHOCUTENIbHaA NNTOTHOCTb MO4YU;

- uBetun Typ6I/I,EI,HOCTb MO4 .

9 Tpeb6oBaHusA K 0hOPMIEHNIO TEXHUYECKOro 3agaHns Ha
BbICOKOTEXHOMNOrM4YHoOe nabopatopHoe o6opynoBaHue

3akaszunk ocopmnsieT T3 B COOTBETCTBAM C 0BWMMN TpeboBaHUSIMU K TEKCTOBEIM JAOKYMEHTaM, ycTa-
HoBneHHbIMK TOCT 2.105—95 «EgnHas cucteMa KOHCTPYKTOpCKOM AokymeHTauuu. Obwmne TpebosaHus K
TEKCTOBLIM AoKyMeHTaM». Popma nanoxeHus T3 npusegeHa B MNpunoxeHun A n moxeT BbITb NpeacTaBneHa
Kak B TabnuuHol copme, Tak M B TekcToBoM copMaTe. CBeAeHUs O corfacoBaHum U yteepxaeHun T3
pasMeLLarTcs Ha TUTYIIbHOM JNCTE.
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Mpunoxenve A
(pexomeHpyemoe)

MpumepHaa dpopma «TexHUUECKOro 3afaHUA Ha 3aKynKy
BbICOKOTEXHONMOrM4YHOro naboparopHoro o6opyaoBaHusi»

«YTBepXxaaw»
Pykosoautens opraHusaumm

« » 201__r.

TexHn4yeckoe 3agaHMne Ha 3aKynKy
BbLICOKOTEXHONOrnyHoro naéoparopHoro o6opyaoBaHmna

Ne HaumeHoBaHue pasgenos TEXHUYECKOro 3aaHus TpeGoBaHusa, NpegbsBNAEMbIE K 3a4aHNI0
1 HanmeHoBaHune 060pyaoBaHusi, ero HasHauYeHme 1 Lenm
UCMONb30BaHWs
2 OnucaHve o6opygoBaHusi
3 Tpe6oBaHus kK BpemMeHu HapaboTku obopyaoBaHus Ha
MOMEHT 3aKyrKm
4 TpeboBaHus K NocTaBLuky 060pyaOBaHNsA U ero oTBe-
TCTBEHHOCTH
5 TpeGoBaHve 0 HeobXxoaUMOCTH oBecneveHus B3aumo-

delicTBusi noctTaensieMoro o6opyaoeaHus ¢ obopyaosa-
HWEM, UCMOMb3YEMbIM 3aKa34NKOM

6 TpeboBanus K pasmepam o6opyaoBaHUs

7 Tpe6oBanusi k NpegnpoaaxxHoW nogrotoeke o6opyao-
BaHUs

8 TpeboBaHus K pacxogam Ha aKcrnyartauuio obopyaosa-
HWSA, K MOCTaBKe pacxodHblX Marepuanoe ansi obecne-
YeHns PyHKLUMOHMPOBaHWUA U akcnnyatauum o6opyao-
BaHUSA

9 Tpe6oBaHus K Ka4ecTBy ob6opygoBaHusi, 6e3onacHoCcTu
MeAULMHCKOrO NepcoHana u 3alumTe oKpyXatoLLen cpe-
abl

10 | TpeboBaHWs K rapaHTMNHOMY U NOCTrapaHTUNHOMY 06-
CNYXXMBaHUIO

11 | TpeboBaHus No 06beMy rapaHTuii kadecTsa ycnyr

12 | TpeboBaHus k Nepegave 3akasuvky ¢ 06opyaoBaHUEM
TEXHWNYECKON, COrMacoBaHHOW pa3peLumnTeribHO 1 MHOWM
OOKyMeHTauuu

13 TpeboBaHusi K CONYTCTBYIOLWEMY MOHTaXy NOCTaBMNeH-
Horo o6opyaoBaHus, NMyCcKOHaNaAoyHbLIM U MHbIM pabo-
Tam

14 | Tpe6oBaHUs K NOAFOTOBKE N MHCTPYKTaXy MEAMLMHCKO-
ro ¥ TEXHNYECKOro NepcoHana 3akasumka

15 | TpeboBanuss K BbINOMHEHWIO COMyTCTBYOWMX paborT,

OKas3aHWio COMyTCTBYIOLLWX YCIyr

14
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Ne HaumeHoBaHWe pa3genoB TEXHUYECKOro 3aaaHus TpeboBaHus, NpeabsABNsAeMbIe K 334aHUI0
16 | TpeboBaHWs K KONMUYECTBY, NEPUOANYHOCTU, CPOKY U
MEeCTy NOCTaBOK
17 | Mopsgok caaym u npuemku o6opyaoBaHust
18 | lMpunoxeHus K TEXHNYECKOMY 334aHUI0

MpumedvaHuns

1 Bce nons o6si3aTenbHbl K 3anofiHeHuto. B cnyyae ecnu 3akasqrk He NpeabsBrseT KOHKPETHOro TpeboBaHus, To B
COOTBETCTBYIOLLEM MOMe NpocTaensieTcst 3anuck «He npegbsiensieTcsi», «He TpeGyeTcsi» unu ap. B 3aBUCUMOCTU OT KOH-
TEKcTa.
2 B cnyuae ecnu 3akasumk copmynupyeT T3 HErpamoTHO, HEKOPPEKTHO UMM HEKOHKPETHO BO3HUKAET BO3MOX-
HOCTb NprobGpeTeHns 06opyaoBaHKs (ToBapa, paboTbl UNK ycnyrn), He oTBevatoLLero ero notpebHocTsim. [axe ecnv o6-
OpydOBaHVe COBEPLLEHHO HE YCTPauBaeT 3aKa3uvka, HO MPU 3TOM cooTBeTCTBYeT T3 3akasuvka, 3akoH Ne 94-03 He gaet
HUKAKOW BO3MOXHOCTU OTKa3aTbCsl OT 3aKITHOYEHNS KOHTpaKTa.

PykoBogutennb

CTPYKTYPHOIO nogpasgaenexns

OTBETCTBEHHbIN

CneunanucTsl;
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