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HAUUWOHANBbHBIW CTAHOAPT POCCUUCKON ®EQEPALMUMN

MEAUWLUUHCKUE U3OENUA anAd AMArHOCTUKU UH BUTPO
YacTtb 1

ABTOMaTUuYeCcKUe aHanU3aTopbl AN GUOXMMUYECKUX UCCIIeA0BaHUNA.
TexHuuyeckue Tpe6oBaHMA ANA rocyAapCTBEHHbLIX 3aKynoK

In vitro diagnostics medical devices. Part 1. Automatic analyzers for biochemical assays.
Technical requirements for public procurement

Dara BBegeHna — 2015—06—01

1 O6nacTb NnpUMeHeHUs

HacToswuii ctaHaapT onucbiBaeT NpaBuia COCTaBEHUA TEXHUYECKUX TPEGOBaHUA MU TEXHUYECKUX
3agaHuii (T3) ANa rocyaapCTBEHHBIX 3aKyMNoK BbICOKOTEXHONOrMYHoro naéopatopHoro o6opyaosaHus — as-
TOMaTUYECKMX aHanM3aTopoB Ansl GUOXUMUYECKUX WUCCNEedOBaHWN WMH BUTPO B YCIOBUAX MEAULMHCKAX
nabopaTtopuii.

Hacrosiwmid ctaHaapT npegHasHadeH Ana NpUMeHeHWUs YNOMHOMOYEHHBIMU NMMLAMKU rocyaapCTBEHHbIX
3aKa34MKOB NPY COCTABMNEHUN TEXHUYECKUX TPeBGOBaHWIA K aBTOMAaTUHECKUM aHanusaTopam ana GUoXMMmHeckmx
nccrnefoBaHUA B pamMkaxX KOHKYPCHOW, ayKUMOHHOW UNWU KOTUPOBOYHOW AOKYMEHTaLUN pernameHTUPOBaHHOM
ANs Lenei rocyaapCTBeHHbIX 3aKyrnok aBTOMaTUHECKUX aHanM3aTopos AN GUOXMMUYECKUX UCCheaoBaHUA.

2 HopmaTuBHbIe CCbISIKN

B HacTosiLem cTaHaapTe UCNoNb30BaHbl HOPMATUBHBIE CChISIKA Ha creayolme cTaHaapThl:

FOCT 18996—80 AHanuzaTopbl 6MOMOrMYeCcKMX Xnakocten MmeanuuHekue. TepMuHbl 1 onpeaeneHns

FOCT P 52361—2007 KoHTponb 0b6bekTa aHanuTuieckuin. TepMuHbl 1 onpeaerneHust

FOCT P 52905—2007 IlabopaTopun MeauumHckne. TpeboBaHua 6esonacHocTu

FOCT P 53022-2—2008 TexHonorun nabopatopHble KnnHudeckue. TpeboBaHUA K KauecTBY KIUHUYEC-
kux nabopaTopHbIX nccnegoBaHuin. Yactb 2. OLeHka aHanMTU4eckol HaaeXHOCTU MeToA0B UccneqoBaHust
(TOYHOCTb, YYBCTBUTENBHOCTL, CNELU(UIHOCTD)

FOCT P UCO 15189—2009 NabopaTopnn MeauLMHckue. HYacTHble TpeBoBaHUs K kayecTBy U koMrie-
TEHTHOCTU

FOCT ISO 9000—2011 Cucrtembl MeHeXXMeHTa KayecTBa. OCHOBHbIE NOMTOXKEHUS U CroBapb

FOCT ISO 11737-1—2012 Crepunusaums MeauunHCKuX unsgenvin. Mukpobuonorndeckne MeToAbl.
YacTb 1. OueHka nonynsuum MUKpoopraHM3MoB Ha NpodyKLumnn

MpumedyaHue—pu NONb3OBAHUN HACTOSALLMM CTAHAAPTOM LenecoobpasHo NpoBepuTb AEVCTBUE CCbINoY-
HbIX CTaHO4ApPTOB B WMH(OPMAaUMOHHOM cucTeme obWero nonb3oBaHWs — Ha odmumanbHOM cante depepanbHOro
areHTCTBa Mo TEXHWYECKOMY PEryrnMpoOBaHUO U METPONOrMK B ceTn VIHTepHeT unu no exerogHoMy MHopMaunoOHHOMY
ykazaTento « HauvoHanbHble CTaHgapThI», KOTOPLI ONyGNUKOBaH NO COCTOSHUIO Ha 1 AIHBaPS TEKYLLLEero roga, v no Bbinyc-
Kam exeMeCsiHHOro MHHOPMaLMOHHOTO ykasaTens « HaumoHaneHble CTaHa4apTh!» 3a TeKyLWwmi rog. Ecnv 3ameHeH cebinouy-
HbI CTaHAapT, Ha KOTOPbIN JaHa HeJATMPOBAHHAsA CCbIKA, TO PEKOMeHAYeTCs MCMOMb30BaTh AENCTBYIOWYI0 BEPCUIO
3TOro cTaHgapTa € y4eTOM BCEX BHECEHHbIX B AaHHYI0 BEPCUIO M3MeHeHUI. Ecnn 3aMeHeH CCbINOYHbIN CTaHgapT, Ha KOTo-
pbiii AaHa gaTMpoBaHHas! CCbINka, TO PeKOMEHAYeTCs1 UCNONb30oBaTh BEPCUIO 3TOMO CTaHAapTa € YKa3aHHbIM Bbille rogoM
yTBEPXAEeHUs (NpuHATKSA). Ecnn nocne yTBepxaeHMA HaCTOSALWEro cTaHaapTa B CCbINMOYHbBIN CTaHAapT, Ha KOTOPbIA gaHa
OaTUpOBaHHas CCbINka, BHECEHO M3MEHEHUe, 3aTparnsalLee NonoxeHve, Ha KOTopoe JaHa cebinka, To 3TO NoNoXeHne
pekomeHayeTcs npuMeHsTb 6e3 yyeta AaHHOrO u3MeHeHus. Ecrnn cebinoyHbIn cTaHaapT oTMeHeH 6e3 3aMeHbl, TO Nono-
XeHue, B KOTOPOM AaHa CChINKa Ha Hero, peKoOMeHOyeTCA NPYMEeHsTb B YacTy, He 3aTparvBalollen 3Ty CCbIMKy.

U3paHne ochnumnansHoe
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3 TepMMHbI, onpeaeneHns U CoKpaLleHuUs

B HacTosiLieM cTaHAapTe NpUMeEHeHbl creayolmne TepMUHBI C COOTBETCTBYIOLNMA onpeaeneHnaMu:

3.1 aBTOMaTU4YECKUIA aHanusaTop AnA Guoxumudeckux uccrneposaHun: Mpubop, nossonawoWwmUn
NMpPOBOAUTL AHANUTUYECKUIA 3Tan BUMOXUMNYECKMX UCCIeA0BaHUI ¢ MOMeHTa naeHTudukaunm obpasua 6uoma-
Tepuarna YenoBeka aHanM3aTopoM A0 NOMyYeHUsl BU3yanuM3npoBaHHOrO pesynbraTa uccnegosaHusa 6e3 sMme-
waTenbCcTBa oneparopa B paboty npubopa.

M pwumeyaHune—lMog gaHHoe onpeaeneHne NonagaroT apyrme GUOXMMUYECKMe aHanu3aTopbl C aBToMaTn3a-
LUMen NpoLecca NCCNeaoBaHui, HanpuMep: aBToMaTUYeCcKue BUOXNMNYECKME aHanu3aTopbl, aHaNM3aTopbl GUOXMMUYEC-
Kue aBTtoMmatnyeckme v ap.

3.2 aHanuT: KOMMNOHeHT Npobbl, ykasaHHbIA B HA3BaHUM UCCeQyeMOoro CBOMCTBa NN N3MepsieMon Be-
SINYNHBI.

MpumeuvyaHwns
1 B knuHu4eckon nabopaTtopHOii AMarHOCTUKE aHanuTbl MOTYT UMETb Pa3nuyHbIN XapakTep:
a) hU3NYECKMX CBOWCTB;
6) XMMMYECKUX 3MEMEHTOB, UOHOB, HEOPraHUYECKUX MOTEKYIT;
B) OpPraHU4Yeckux CTPYKTYp C Manow MOMNeKyrnsipHOW Macco;
r) MakKpOMOIIEKYIT C M3BECTHOW UMW NPUGNM3NTENBHO YCTAHOBINEHHOW CTPYKTYPOW U cneuududeckumm 6uono-
TMYECKMMN CBOUCTBAMM;
) KINeTOK, X CTPYKTYPHBIX S1TIEMEHTOB UMM KINETOYHbIX CUCTEM;
€) MUKpoopraHuamoB (6akrepum, BUpYChbl, a Takxe rpubbl M Napa3uTapHble OpraHu3mMbl pa3mMepomM 10 1 Mm), nx
CTPYKTYPbl U CBOWCTB.
2 Apantuposano [TOCT P 52361, cratea 17].

3.3 6uonoruyeckun Matepuan: bBuonoruyeckne XMAKOCTU, TKAHU U IKCKPETHI Yernoseka [8].

MpunmevaHne—

5momaTepmanbl Yenoseka npeacraensaioT c0OOK CNOXHbIE CUCTEMbI CMECU pPa3nunyHbIX BEWECTB U KINEeTOK, ABNAI0-
LLUXCH KOMIMOHEHTaMM, TO €CTb OYEPYEHHBIMW YacTsIMM CUCTEMbI. B aHanuTvke KOMNOHEHTbLI CUCTEMBI NOAPa3[enNsitoT Ha
«aHanuTbl», KKOHKOMUTAHTbI» U «PacTBOPUTEINY; NocnegHne Asa suaa KOMNOHEHTOB 0603Ha4aloT Kak «Mmarpuuy». Mar-
pviLia OXBaTbIBAET BCE KOMIMOHEHTbI MaTEPUANIbHON CUCTEMBI, UCKIIOYAN aHanwT.

[FOCT P 53022.2—2008 YacTb 2, nyHkT 3.2]

3.4 6uonoruyeckue XuakoctTu: XKnakocTu opraHnaMma YenoBeka n UxX KOMMOHEHTLI: KPOBb, MOYa, NNK-
BOP, NMMda, CeKpeThl, CLIBOPOTKa, NNasma, NneepanbHas XXUAKOCTb, CAIOHA, aMHUOTUYECKas KUAKOCTb, 3AKY-
nAT U ap.

3.5 6MoxumMuydeckue uccnegosanun: WccnegosaHusa 6uonoruyecknx XuaokocTen Yenoseka Ans Bbl-
ABNEHUS NSMeHeHW cocTaBa GuoMaTepmnana U KOHUEHTPaLWI KOHKPETHBIX BELLECTB MU XUMUYECKNX coeau-
HEHWIA C LiesbHo NonydeHrs MHopMaLUm 0 NPOTEKaHUN KN3HEHHO BaXKHBLIX NPOLECCOB B OpraHn3me Yenoseka
ANA OLEHKN COCTOSIHUSI BCEro opraHuama, CUCTEM OpraHOB UM KOHKPETHBLIX OpPraHoB.

K 61Moxumudeckum uccneaoBaHUsaM OTHOCATCA KONMMYECTBEHHBIE U NOMYKONMYECTBEHHbIE UCCNeaoBaHNA
rMHOKO3bl M MeTaBonMToB yriesogHoro obmera, 6enkos U aMUHOKUCIIOT, HU3KOMOMNEKYNAPHBLIX a30TUCTLIX Be-
LLIECTB, MUIMEHTOB, NMMNUAOB, PEPMEHTOB, HEOPraHUYECKUX BelllecTB, cneundundecknx 6enkos, HapkoTUdec-
KX, TOKCUYECKMNX 1 NeKapCTBEHHbIX BELLECTB.

3.6 Banugauua: MoaTeepkaeHWe NOCPeACTBOM NpeacTaBneHus oGbeKTUBHBIX CBUAETENLCTB TOrO,
yTo TpeboBaHusA, NpeaHasHaYeHHbIe ANA KOHKPETHOTO UCMONb30BaHUA UMW NPUMEHEHUS, BBINOMHEHDI.
[FOCT ISO 9000—2011, nyHkT 3.8.5]

MpumevaHunsn

1 JOKYMEHTVMPOBaHHbIE UCTIBITAHUS, 3aNUCU U OO BAICHEHUS Pe3ynbTaToB, HeO6Xxo0AUMbBIE ANA NOATBEPXAEHUA TOrO,
YTO NMPOLIECC HEM3MEHHO AaeT pe3ynbTaTt, B COOTBETCTBUM C OnpeaeneHHbIM1 TpeboBaHnsAM.

2 Banupauus MeToavkm 3aknioHaeTcs B Cepum nccrnegoBaHnmn ans onpeaenenns 3hpekTMBHOCTU U BOCNPOU3BO-
OMMOCTN MeTOAa UCTbITAHWN.

3.7 BTOpUYHaa npoGupka: Mpobupka nunu UHom cocya, B KOTOPbIA BHOCUTCA Npoba nocne Heobxoau-
MO NpeaHanuTuieckon obpaboTkn.

3.8 BbIcOKOTexHonormyHoe naGoparopHoe o6opygoBaHue: [pubopbl, annapatbl, 06opyaoBaHue
Onsi NpoBeAeHNS KIMHUYECKUX NTabopaTopHbIX CCNefoBaHUA, HanpasBneHHbIX Ha OLEHKY COCTOSIHUA OpraHus-
Ma YenoBeka, NPou3BeAeHHbIE C UCMONb30BaHWEM COBPEMEHHBIX AOCTWKEHUI B 06nacTu aNneKTPOHWUKN, Npo-
rpammuoro obecneyeHusi, poBOTOTEXHUKU 1 APYTUX BbICOKOTEXHONOMMYHBIX 06MacTei NPOMBILLIIEHHOCTH.

2
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3.9 eguHULa BeNMUUHbI: PUKCMPOBaAHHOE 3HaYEHWE BENNUYUHBI, KOTOPOE NMPUHATO 3a eAUHNLY AAaHHOWN
BENUYMHBI M MPUMEHSIETCS ON1A KONTMYECTBEHHOIO BbIPAXXEHUS OQHOPOAHBIX C HEl BENUYMH. [3]

3.10 namepeHue: lpouecc (COBOKYNHOCTb onepauni) sKCNepuMeHTarnsHOro nonyv4eHna ogHoro unu
6onee 3Ha4YeHNA BeNUYMHLI. [7]

MpumevaHns

1 OTanbl NpoBeaeHUs 3MEpPEHNUs oT Nony4eHns Npo6el, NnpeobpasoBanna aHanuta B hopMy yAo6HY0 Ansa namepe-
HWSA, NOJy4YeHUs1 BENMYUH B CPEACTBE U3MepeHns n 06paboTkn Nony4eHHbIX pe3yrnbTaToB sIBNSIOTCH YacTAMMU npouecca
naMmepeHusi. B pesynbTate npouecca uamepeHuss MoryT 6biTb NONYyYeHbl KONTMYECTBEHHbIE MU KAYECTBEHHbIE AaHHbIe,
npeacTaBnAlLLME 3HAYUMYHO AN AUArHOCTUKN MHDOPMaUMIO.

2 KayecTBeHHble AaHHble — pe3ynbTaT, NONyYEeHHbIN ANXOTOMUYECKMM AENEHMEM MO KAaKOMY-TO NPU3HaKy.

Mpumep — QaHHbie UMMYHOG(EepMeHMHOo20 aHanu3za (MPA) Ha Hanudue uHUUUPOBaAHHOCMU NayueHma
onpedesnssemcs 1o nNpu3Haky onmu4veckol nnom+uocmu (OfT) npobbi 6onbwe unu mexsuwe Of kpumuveckozo e
daHHoOU cucmeme.

3 K unamepeHunto He OTHOCATCA BU3yanbHOe UCCneaoBaHMe CBOMCTB, Hanpumep, LBeTa.

4 depepanbHble OpraHbl UCNONHUTENBHOW BNACTW, OCYWECTBISIIOWME HOPMATUBHO-NPABOBOE perynupoBaHvue B
obnacTsix gesTenbHOCTU (30PaBOOXPaHEHNs ), ONpeaensaioT M3MepeHns, OTHOCALLMECH K cdhepe rocyaapCTBEHHOTO pery-
nvpoBaHus oGecneveHns eAUHCTBA U3MEPEHUI, U YCTAHABNUBAIOT K HUM 0bsi3aTenbHble MeTponoruyeckve tpe6osanus, B
TOM 4KCne nokasaTenu TOUHOCTU namepeHun. [3]

3.11 uHTerpauus o6opyaoBaHun: MNpouecc TeXHUIEcKoro 06beAMHeHUs! BLICOKOTEXHOMNOMMUHO nabo-
paTopHoro 06opyaoBaHMA MOCPEACTBOM Kak KOHCTPYKTUBHOIO peLLIeHUs NPOU3BOAUTENS, Tak U ¢ UCNONb30BaHK-
€M JOoMOoHMTENbHBIX YCTPOWUCTB Ha 6ase MeauUMHCKoN nabopaTopyum ¢ aBTOMaTU4ECKUM nepemeLleHnem npob.

MpwumeyaHue— MHTerpauus o6opyaoBaHusi NO3BONSIET CO34aBaTb €AUHYIO NPOU3BOACTBEHHYIO NUHUIO KNK-
HUKO-AMarHocTu4eckon nabopaTtopmm, NPOeKTUPYEMYO MHAMBUAYANbHO C YYETOM MOLLHOCTU nabopaTtopum, BUAOB UCCne-
AOBaHWI, BbIGPaHHOIO TEXHOMOMMYECKOro pelleHns], a Takke pasmepoB M paccTaHoBKM naboparopHoro o6opyaoBaHus.
[Mocobure k MITCH 4.12-97. Ileve6Ho-npotunaktudeckne yupexaenusi. Pasgen lll. Boinyck 4. [lnarHoctuyeckue otaene-
Hus: KnvHKKo-gmarHoctudeckve nabopatopuu. NaranoroaHatomuyeckue otgenenus. biopo (otaenexus) cyaebHo-meau-
LUMHCKON aKCnepTuab].

3.12 meTtop: OOLuee onucaHWe NOrMHecKon nocnedoBarTerlbHOCTH onepauui Npu NpoeeaeHUK uccne-
JOBaHUN, U3MepeHnin ANa gUarHOCTUKA UH BUTPO.

3.13 meToguka U3MepeHUn: [eTanbHoe onucaHWe U3MepeHUA B COOTBETCTBUN C oAHMM unu bonee
MEeTOACM.

MpumevaHus:

1 MeToauky uamepeHuii 06bI4HO ONUCHIBAOT OCTATO4MHO NOAPOBHO M NpeAcTaBnAT B BUAE AOKYMEHTa (MHCTPYK-
LiMK) NO3BONAIOLLEN NONb30BATENI BbIMONHUTE U3MEpPeHue.

2 MeTtoanka n3amepeHns MOXeT BKIIoYaTb MHPOPMaLUIo 0 HeonpeaeneHHOCTH U3MEPEHUIA.

3 B psige crny4aes MeToaMKka MamMmepeHnin nponucaHHasi B UHCTPYKLMAX ANA NOMb30BaTeNsi MOXET pacCMaTpuBaThCA
Kak cTaHgapTHasi onepauunoHHas npouegdypa (SOP).

3.14 nepBu4Hana npobupka: MNpobupka UM NHON cocyd, B KOTOPLI NOoCcTyrnaeT bromatepuan Hemnoc-
PEeACTBEHHO OT NaluueHTa.

3.15 npo6a: [ocratoyHoe konuyecTeo GMonornyeckoro Matepuana, B3ATOrC y Yernoseka ans nabopa-
TOPHOrO UCCNegoBaHUs.

3.16 cpeAcTBO U3MepeHUN: TexHUYeckoe YCTPOUCTBO, MCMOoMb3yemoe AMs BbINOMHEHUS] M3MEPEHWIA,
B TOM 4YuCrie, B COMETaHUN C OAHUM U HECKOMBbKUMW OOMNOMHNUTENbHLIMA YCTPONCTBaMMU. [6]

MpumevaHwns

1 TexHwn4eckoe CpencTBO, NPegHa3HAYeHHOe Ans M3MEPEeHVI, UMeloLLee HOPMUPOBAHHBIE METPOSIOrMYECKNe Xa-
pakTepuCTVKM, BOCMPOU3BOAsILLES M (MNN) XpaHsee eauHuLy OU3nYeckon BENMYMHbI, Pa3mep KOTOPOW NPUHUMALOT He-
M3MeHHbIM (B Npedenax yCTaHOBNEHHOW NOrPeLHOCTM) B TeHeHNe U3BECTHOrO MHTEpBana BpeMeHu.

2 lMpueepeHHoe onpeaerneHne BCKPLIBAET CyTb CPEACTBa M3MEPEHUN, 3aKTo4aloWyOCH, BO-NEPBbIX, B KYMEHUU»
XpaHuTb (MMM BOCMPOU3BOAUTL) eAnHULY OU3NYEeCKON BEMUYUHbBI; BO-BTOPbIX, B HEM3MEHHOCTU pa3Mepa XpaHUMON eau-
HULbI. 3TV BaxHelwwne dhakTopbl 1 06yCnoBnUBaoT BO3IMOXHOCTE BbINOMHEHUsSI U3MepeHUs (CONoCcTaBneHne ¢ eauHULENn),
T. €. «AernaT» TEXHNYECKOe CPEACTBO CPeACTBOM U3MepeHuin. Ecnv pasmep eavHuubl B NpoLecce n3amepeHnin U3MeHsieT-
cs1 bonee, Yem yCTaHOBIEHO HOPMaMMK, TAKUM CPEACTBOM Helb3si MONYy4YUTb pe3ynbTaT ¢ TPebyeMol TOUHOCThI0. DTO 03Ha-
YaeT, 4YTO U3MEPATb MOXHO NWLLb TOrAa, KOraa TEXHUYECKoe CPEACTRO, NPeAHa3HavYeHHOe AN 3TOW Lenun, MOXeT XpaHWUTb
€UHNLY, AOCTaTOYHO HEM3MEHHYIO MO pas3Mepy (BO BpEMEHM).

3 lMpwv oueHnBaHMKM BENUYMH NO YCMOBHBLIM LUKANAM LUKarnbl BbICTYNAKOT Kak Obl «CPeACTBOM NU3MEPEHUI» 3TNX Be-
NN4mH. [9]
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3.17 TexHuYecKue CUCTEMbI U YCTPOUCTBA C USMEPUTENBHBLIMU (DYHKUUAMU: TexHu4eckue cucrte-
Mbl U YCTPOMACTBA, KOTOPLIE Hapsify ¢ UX OCHOBHBIMU (DYHKLIMSIMA BbINOMHSAIOT N3MepUTenbHble OyHKLUN.

MpumevaHnns

1 K TeXHWYEeCKMM cUCTEMAM U YCTPONCTBAM C U3MEPUTENBHOW (PYHKUMEN OTHOCUTCS BbICOKOTEXHOMOMMYHOE rabo-
patopHoe o6opyaoBaHue, Bkriovaiollee B cebsi Hanbonee nonHbIi nNpouecc namepenus. [laHHsie, nony4eHHbie BO BpEMSs
aTana UamepeHus Ha BbICOKOTEXHOMOIMYHOM nabopaTtopHom o60pyaoBaHUM, UCMONb3YIOTCA AN Npeobpa3oBaHusi B ka-
YECTBEHHBIE UIN KONTMYECTBEHHbIE AaHHbIE C NOMOLLbIO BCTPOEHHOTO 060pyA0BaHus U NporpaMmMHoro o6ecneuenust. [lan-
HbI€ UBMEPEHUST HE SIBIISAIIOTCS NPAMbIMU, U NPY NOATBEPXAEHUN COOTBETCTBUSA (B BMJE permcTpaumm unu ceprmdukauum)
[AaHHOro 060pyA0BaHUsl NPOBOANTCSI NOATBEPXAEHWE (aTTeCTaunsl) METOANKN U3MEPEHUS.

2 Obsi3atenbHble TpeboOBaHUs K TEXHUYECKUM CUCTEMAM U YCTPOMCTBAM C U3MEPUTENBHBIMU DYHKUNSMU, a TaKKe
OPMbI OLIEHKM UX COOTBETCTBUS YKa3aHHbIM TpeGoBaHMAM yCTaHABNMBAIOTCS 3akoHoAATENLCTBOM Poccuiickoin depepa-
LUK O TEXHUYECKOM perynupoBaHum. [2]

3 B COOTBETCTBUM C ASNCTBYIOWMUM 3aKOHOAATENBCTBOM OTBETCTBEHHOCTb HA BCEX 3Tanax o6palueHns BbICOKOTEX-
HoMnormyHoro nabopatopHoro 060pyA0BaHNA Ha PbIHKE HECET NPON3BOAUTENb UIM €10 aBTOPU3OBAHHLIN NPEACTaBUTENb.

4 TpeGoBaHUA K COCTaBMEHUIO TeXHUYECKUX 3aZlaHUN ANSA NpoBeAeHUNA
rocyaapcTBeHHbIX 3aKynoK

TexHu4yeckue TpeboBaHUA OOMKHbI:

- coaepxaTb XapakTepUCTUKN BbLICOKOTEXHOMOrMUYHOrO nabopaTtopHoro o6opyaoBaHUs ¢ TOYKU 3peHuUst
ero npeanonaraemoro UCnonb3oBaHUA KOHEYHbIM NoTpebuTenem;

- He ObITb U3GbLITOYHBIMU,

- He UCKIMOYaTb KOHKYPEHLMIO NPU 3aKynke BbICOKOTEXHOMOrMYHOrO nabopaTopHOro 06opyaoBaHus;

- obecneunBaTb BO3MOXHOCTb LUMPOKOro BbIDOpA ¢ TOMKU 3peHNs LEHbI U KaYecTBa ToBapa.

TexHu4yeckune 3agaHua Ana rocyaapcTBeHHbIX 3aKynok paspabaTbiBaloTcsl 3aKas4ynkoM ¢ y4eTom Tpebo-
BaHWIA 3aKoHOAAaTeNbCTBa O pasMelleHUM rocyAapCTBEHHbIX 3aka3oB [1], aHTUMOHOMONbLHOrO 3akoHoda-
TeNbCTBA M 3aKoHOAATENbCTBA O TEXHUYECKOM perynuposaHum [2].

4.1 HaumeHoBaHue oﬁopyp.OBava, €ro HasHa4deHue U Uerm UCnonb30BaHUA

TpeGOBaHme KOHKPETU3NPYETCA roCyaapCTBeHHbIM 3aKa34MKOM UCX0OA U3 HasHaYeHUA OﬁOpYﬂOBaHVIFl 7]
npegnonaraeMomn cgepbl ero MeguunUHCKOro NpUMeHeHust.

4.2 OnucaHue o6opyaoBaHus

Kaxxablii nognyHKT AaHHOTO MYHKTa AOMKEH HYMepoBaTbCs 1 COAepXKaTb HeobxoanMBbIA nepeyeHb yHK-
LUMOHAMbHBIX U TEXHUYECKUX XapaKTepUCTUK, NOTPeBbnTensckux CBONCTB, KOMMMEKTaLumM, KOMYecTBEeHHbIe,
Ka4yecTBEHHbIE W MHbIE MoKasaTenn, Heobxoanumble 3akazunKy (KOHEYHOMY NOfb3oBaTento).

TouHble U YeTKUEe TeXHUYeckne TpeboBaHWA ABNSIIOTCA NPeANockINIKON K TOMY, YTO6bI MOCTaBLUMK NO 3a-
npocy 3akas4vuka rnpeacTasun peanbHble U KOHKYPEHTOCMOCOOHbIE TEXHUYECKNe U TEXHUKO-KOMMepYecKkue
npeanoxexHus 6e3 3Ha4YNTENbHBIX OrOBOPOK, OTKIIOHEHWIA NN AOMNOMHUTENbHBIX YCITOBUIA.

TexHuyeckne TpeboBaHUA Ha NocTaBKy 06OpYyAOBaHMS BLIMOMHAKTCA pasfenbHO AN Kax4oro Buaa
obopyaoBaHMs U 4OMKHBI BKIToYaTh B cebsi:

- TEKCT TeXHWUYecKkunx TpeboBaHNiA;

- TabnuLy TeXHUYeCcKUX nokasaTtenein.

B TekcT TexHuyeckmx TpeboBaHWIA BKIIOYAKOTCA OCHOBHbIE XapakTepucTukX nocTaensiemoro o6opyaosa-
Hus. CornacHo TexHUYeckum TpeboBaHUsAM, 3aKynaemoe 0bopyaoBaHue 1 MaTepuarsl, NIPUMEHSIEMbIE B 3TOM
obopyaoBaHun, JOMKHBI ObITb HOBBIMU, HE WUCMOMb3OBaHHEIMWA paHee, NpeacTaBnsaTb coboil coBpeMeHHbIe
Mogenun, cosfaHHble ¢ y4eToM NocneaHUX JOCTUXKEHWIA B 06riacT KOHCTPYKLMIA 1 MaTepuanos.

TexHu4eckune TpeboBaHWA OOMKHEI BbITb COCTaBMeHbl TakuM 06pa3som, UTobbl cbecneynTs MakcuMans-
HO LLUMPOKYIO KOHKYPEHLIUIO 1 B TO XXe BpeMs daTb YeTkoe npeacTaBreHne o Heobxoammblx ctaHaapTax 6eso-
nacHOCTW W KavyecTBa WCMOMHEHUA, MaTepuanax W 3KcrnyaTauMoHHbIX XapakTepucTUkax 3akynaemoro
obopyaoBaHusi, TPaHCNOPTUPOBKE, YNaKOBKE N YCIOBUSIX XpaHeHUst 06opyaoBaHus.

Mpwn cocTaBneHUM TexXHUYEeCKkUX TpeboBaHNiA HeobXOAUMO YYMTbIBATb TO, UTO OHWU HEe AOIMKHbI UMeTb
orpaHum4uTenbHbIn Xxapaktep. CTaHaapThbl U TEXHUYECKUe crielndukaLmn, ykasblBaemble B KOHKYPCHON OOKY-
MEeHTaL MW, OOMMKHbI rapaHTUpoBaTb coBogeHNe OCHOBHLBIX TEXHUYECKMX TpeboBaHuin U Npodnx TpebosaHuit
K 3akynaemomy o6opyaoBaHuio.

B Tpe6oBaHmsX 4omkHbI BbITb NPUBEAEHB! CBEAEHNS O KITMMATUHECKOM UCTIONMHEHWUN 1 KaTEropusix pasme-
weHusi obopyaosarusi no MOCT, ctenenn 3awmTbl no FOCT, yposHe BUGpaLIMK, LLIyMa, KOMIOHOBKE, pa3MeLle-
HUKM 1 Nowaakax obcnyxmsaHna obopyaosaHus, Macce obopyaoBaHus, ero rabaputax (nowaan Ans caMmoro
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npubopa) ¢ y4eTOM UMEIOLLIMXCA Y 3aKasunka (KOHEYHOro Norb3oBaTesis) NOMeLEeHU 1 KOMMYHanbHbIX pecyp-
COB, MOHTaxe, NNaHOBbIX 1 KanuUTamnbHbIX PEMOHTax 060pyA0BaHUS, YCITOBUSM €ro CepBUCHOrO 06CNyXUBaHMSI.
Mo BO3MOXHOCTU, B TEXHUHECKNX TPpebOBaHUAX yKa3bIBaOTCSA KOHKPETHbIE CTaHAAPTLI, NPUHATLIE B MeXayHa-
poaHoi npaktuke (FOCT P UCO/M3K, FOCT UCO/M3K, 3apervcTpupoBaHHbIe kak Meansgenusa B P®), koto-
pbiM 4OIMKHO COOTBETCTBOBATL 3akynaeMoe obopyaosaHue, unu ctaHgapTel Poccum (TOCT P).

4.3 TpeGoBaHuA kK BpeMeHU HapaboTku 060pyAO0BaHUA Ha MOMEHT 3aKyNnKu

YKasblBaeTcs, 4To 06opyaoBaHne AOMKHO BbiTb HOBLIM, paHee He UCTIONb30BaHHBIM, He 3KCTTyaTUpo-
BaBLUMMCS UM UMETL onpeaeneHHoe Bpemsa HapaboTKu (C y4eToM Banuaaumm 1 kanubpoBKu Ha npeanpust-
TUNU-U3TOTOBMUTESE U B NPOLIECCE TEXHUMECKUX UCTILITAHWIA NPU PercTpaLum MeauLUHCKOro U3aenusl) U 6biTb
UCNpaBHbIM.

4.4 Tpe6oBaHuA K NOCTaBLYUKY 060pyA0BaHUA U €ero OTBETCTBEHHOCTH

UcnonHutenb omkeH UMEeTb YCTaHOBMNEHHbIE 3aKOHOAATENIbCTBOM U HOPMATUBHO-NPABOBLIMU aKkTamu
Poccuiickoit degepaunn 4OKYMEHTHI, NOATBEpXAAOWME COOTBETCTBME OKa3blIBaeMbIX yCryr TpeboBaHUAM
[eNCTBYIOLLUX HOPMaTUBHO-NPaBOBLIX akToB Poccuiickoin ®eaepauyn. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
npoAneHue Takux AoKYMeHTOB NeXUT Ha McnonHutene. McnonHutens npeAocTaBnsieT 3aka3umKy KonuMm goky-
MEHTOB, NOATBEPXKAAIOWMNX COOTBETCTBME OKasblBaeMbIX YCnyr TpebGoBaHUsAM ASACTBYIOLIMX HOPMAaTUBHO-
npaBoBbIX akToB Poccuiickon eaepauun.

4.5 Tpe6oBaHue o Heo6xoguMocTu obecneyeHUs1 B3auMo4eACTBUSA NOCTaB/IIeMOro
OsopyAOBaHMil [ oﬁopy.qoaaHMeM, UCNonb3yeMbIM 3aKa34nkomMm

Mpy Heo6XOAMMOCTH, yKa3sblBatoTCA BapuaHTbl obecrneyeHUsl B3aumMoaencTBUA UMEIOLLErocs y 3akasuu-
ka 06opyI0BaHMA ¢ 3aKynaeMbiM 06opyaoBaHUEM (BO3MOXHOCTb MoAKodeHUs K naGopaTopHoi UHcbopma-
LIMOHHOM cucTeMe, euHbI NPOTOKoN 06MeHa AaHHbIMMI, MPorpaMMHasi COBMECTUMOCTb U Np.).

4.6 Tpe6oBaHuA k pazMepaM o6opyfOBaHUA

Tpe6oBaHus Kk pasmepam o6opyaoBaHus GopMUPYIOTCH UCXOAA U3 UMEIOLLUXCS Y 3aKa3uuKa (KOHEeYHO-
ro nonb3oBaTens) nnowageid UM ¢ y4eToM UX PEKOHCTPYKUMW. PEKOHCTPYKUMS UMetowmxca nnowaaen
onpefensieTcs 3agaHMeM Ha MPoeKTUPOoBaHKe, B 3aBUCUMOCTI OT MOLLHOCTU NabopaTopun, BUAOB UCCreao-
BaHW, BbIGPaHHOrO TEXHOMOrMYECKOro pelleHus], a Takke pasMepoB M paccTaHoBKM nabopaTtopHoro o6opy-
[OBaHus.

4.7 Tpe6oBaHuA k NpeANpoAaXHOW NOATOTOBKe 060pyAOBaHUA

TpeboBaHWA K NpeanpoaaxHoN NoaroToBke 06opyaoBaHNsA KOHKPETUSMPYIOTCS 3aKasYnKoM.
MpeanpoaaxHaa noarotoBka 06opyAOBaHNS NPOBOANUTCA Ha CKiade KOMMaHUU-NoCTaBLL KA.

4.8 Tpe6oBaHMA Kk pacxofaM Ha aKcnnyaTauuio o6opyaoBaHuUs, K NOCTaBKe pacxoAHbIX
MaTepuanoB 1 conyTcTByloLiero o6opyaoBaHusa ansa o6ecneyveHns pyHKUUOHMPOBAHUA
U akcnnyatauuu o6opyaoBaHusA

Mpn HeoBX0OAMMOCTU, YKa3bIBAETCS YTO, HANPUMED, Pacxobl Ha aKcnyaTauuno 06opyaoBaHUS B TeUeHe
MecsiLa (KBapTana, nonyroamsi, roga v np.) He AoSbkHbI NpeBbilwaTte 6onee 10 % cToMmocTn o6opyaoBaHus.

B aTom pasgene Heob6xoaMMO NePeYnCIUTb PacxodHble MaTepuarnbl, KOTOpPble 3aKasvynMk HamMepeH Mno-
ny4nTb BMecTe ¢ o6opyaoBanHmeM. TpeboBaHNsA Mo nepefade 3akasumKy CTapTOBOrO KOMMIIeKTa pacxoaHbIX
MaTepuarsnos AN NepBUYHON dKCMNyaTaummn ToBapa B TeueHne TpebyemMoro cpoka KOHKPeTU3NPYHTCA rocy-
[apCTBEHHEIM 3aKa34MKOM.

4.9 Tpe6oBaHUA K KauecTBY o6opyaoBaHuA, 6e3onacHOCTU MeQULUHCKOro NnepcoHana

W 3aluTe OKpyXaloLlen cpeabl

TpeboBaHua K kayecTBy 1 6e3onacHOCT 060pyAOBaHNA U ero NOTPEBUTENbCKUM CBOWCTBAM KOHKpeTH-
3UPYIOTCH rOCYAapCTBEHHBIM 3aKa34MKOM.

B cny4ae ecnu OT UCNOMNHATENSA B NPOLECCe BbINONHEHUs KOHTpaKTa TpebyeTcs ocyLecTBUTL CTpaxoBa-
HWUe OTBETCTBEHHOCTU Nepea TPeTbUMU nLaMu, UK eCnin NOCTaBKM U CONYTCTBYOLLME YCYTi CBA3aHbI C BO3-
MOXHOW OMNAaCHOCTbI0 ANS XXU3HW U 300POBbA NOAEN UNU 3KOMNOrMYeckuM yllepGoM, B JaHHOM pasaene
[OSKHbI BbITb AaHbl COOTBETCTBYOLWME HeobxoauMble TpeboBaHus.

4.10 Tpe6oBaHUA Kk rapaHTUHHOMY U NOCTrapaHTUNHOMY OGCNYXUBaAHUIO

TouHO yka3bIBaeTCA NPOAOIKUTENBHOCTD FAPaHTUMHOTO CPOKa U MECTO BhINONHeHMs paboT No rapaH-
TUAHOMY OBCNYXUBaHWMIO, YCTaHABNWBaeMOe MO YCMOTPEHUIO rocyAapcTBeHHOro 3akasuvka. MapaHTUHBIN
CPOK He MOXeT 6bITb MeHbLUe rapaHTUAHOMO CpoKa NpoM3BoAUTENS (U3roToBuTens). CneayeT YeTko ykasaTb
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0653aHHOCTU NocTaBLnKa (MCNONHNTENs1, NoApaAaYMKa) B TeYeHNe rapaHTUIAHOTO cpoka — 0BsI3aHHOCTA No
npodnNakTUYeckum ocMoTpam U MeponpuUsaTUAM, Mo rapaHTUAHON 3aMeHe U PEeMOHTY AeTanen, no npea-
OCTaBMeHWN0 B MONMb3OBaHWE Ha BpPeMs peMoHTa aHanoriM4Horo Tosapa, rno 3abopy n Bo3BpaTy ToBapa
TpaHCNopTOM MOCTaBLUMKa 1 T. A.

CnepyeT Takke ykasblBaTb NepUoOANYHOCTb TeXHUYeckoro obcnyxusanus. MNpu nposeaeHnn obcnyxu-
BaHWs1 060pyA0BaHUA AOSKHbI UCMONb30BaTLCA MHCTPYMEHTbI, KOHTPOMbHO-M3MepUTenbHble NpUBopkl, pac-
XOAHble MaTepuanbl, KOMMMEKTyoLWne, 3anacHble YacTu, COOTBETCTBYIOLME TPeBOBaHNAM K TEXHUYECKOMY
o6CcnyX1BaHWUIO U PEMOHTY, NPeabABNSeMbIM NPoU3BOAUTENEM 060pyAoBaHNS.

B gaHHoM pasgene MoryT 6bITb NpuBeAeHbl AaHHbIe O rapaHTUHOM Cpoke aKcnnyaTauum obopyaosa-
HWS, rapaHTUHON HapaboTke (B Npedenax rapaHTUAHOrC cpoKa aKChyaTauunm), rapaHTUmn NpaBuiibHOCTY Bbi-
6opa BcnomoraTesnibHoro obopyAoBaHUs KOMMNEKTHOW NOCTaBkX. 34eChb Xe MOXeT MPUBOAWTLCHA NepedeHb
3anacHbIX YacTen 1 npucrnocobneHnin Ha nepuos rapaHTUAHON akcnnyaTauun obopyaoBaHus 1 Ha nepuog
nocre OKOHYaHWs ero rapaHTUAHON aKCNyaTaLun.

4.11 Tpe6oBaHuUA No 06bEMY rapaHTUA KayecTBa ycnyr

TpeboBaHus k kKayecTBY 060pyA0BaHWS 1 ero NoTpebuTensckMM CBOUCTBAM KOHKPETU3MPYIOTCA rocyaa-
PCTBEHHbLIM 3aKa34YMKOM.

YKasblBatoTCA MUHUMANbHO NpueMnemble A1A rocyAapCTBEHHOro 3akasumka Unn KecTko YCTaHOBMEH-
Hble 06s13aHHOCTM NOCTaBLLMKA B rapaHTUAHBIA Nepuoa.

4.12 TpeboBaHUA K Nepepaye 3akaszumKy ¢ o6opyaoBaHUeM TeXHUYECKOW, CornacoBaHHOW

paspewmnTenbHON U UHOW AOKYMEHTauun

TpeboBaHus K Nnepedave rocyaapCTBEHHOMY 3aKa34MKy TEXHUHYECKUX U UHBIX AOKYMEHTOB NpW NocTaBke
060pyaoBaHNS KOHKPETUSNPYHOTCS 3aKa3YMKOM. YKa3sbliBaroTCA 4OKYMEHTbI, CONpoBOXAaroLme noctasky 06o-
pyAoBaHus, BbINOHEHUe paboT, okasaHue ycnyr, Hanpumep, YTo 3T AOKYMEHTbI A0MKHbI ObITb NepeaaHbl Ha
s13bIKE MPOV3BOAMUTENS C NEPEBOAOM Ha PYCCKUI SI3biK.

4.13 TpeboBaHUA K CONYTCTBYIOLLEMY MOHTaXYy NocTaBfieHHOro o6opyaoBaHus,

nyckoHanago4HbIM U UHbIM paboTam

TpeGOBaHI/IFI K MOHTaXy NOoCTaB/IeHHOIro oGopy,qoaaHm N nyckoHanago4HbiM paﬁoTaM Ha MecTe y 3a-
Kasynka (KOHe‘-IHOFO I'IOJ'Ib3OBaTeJ'IF|) KOHKPEeTU3NPYTCA rocyaapCTBeHHbIM 3aKa34UKom.

4.14 Tpe6oBaHUA K BLINOMHEHMIO CONYTCTBYIOLMUX paboT, okazaHUIO CONYTCTBYIOLUX YCnyr

TpeboBaHUs k JOCTaBKe, pasrpyske, NPeaocTaBNeHNIo UNNIOCTPATUBHBIX MaTepuarioB, NOCTaBkaM KOM-
nneKTa pacxo4HblX Matepuarsnos 1 ap.

4.15 Tpe6oBaHUA K KONUYECTBY, NEPUOAUYHOCTU, CPOKY U MECTY NOCTaBOK

Cpoku (nepuodbl) NocTaBkn obopyaoBaHus (yKasblBaeTCs KOHKpeTHasa KanenaapHasi Aata, Uiv MUHU-
ManbHO nNpuemnemasi Ans rocygapcTBEHHOrO 3akasduka aarta rnocraBky, Unu nepuod (nepuogsl), B TeyeHue
KOTOPOro (KOTOPLIX) AOMMKHO BbITh NOCTaBNeHo 06opyaoBaHMe, U CPOK C A4aTbl 3aktoYeHns gorosopa (ynna-
Thbl aBaHCa UM UHOTO), B TEYEHME KOTOPOro AOITKHA ObITh OCYLLeCTBEHa NOCTaBka, Unu npunaraetcsi rpaduk
nepuoanyYHOCTM NOCTaBoKk).

4.16 MopsAgok caavyvm U NnpuemMku o6opyaoBaHus

Mopsigok caaym U npuemky o6opyaoBaHMA KOHKPETMUIUPYETCA rOCyAapCTBEHHBIM 3aKa34yMKoM.

YKasblBaloTCs MEPONPUATUSA Mo obecneveHuno caadn 1 npuemMkn obopyaoBaHmsa No Kaxaomy sTany no-
CTaBKM1 U B LLlefIoM, cogep>kaHne 0TYETHOW, TEXHUYECKOW M MHON JOKYMEHTaLun, noanexaluein obopMneHnto 1
cAaye no Kaxgomy atany 1 B Lenom (TpeboBaHmsa UCMbITaHWIA, KOHTPOSbHBIX NYCKOB, NOAMUCAHNS aKTOB TEX-
HWYECKOro KOHTPONS, MHBIX AOKYMEHTOB Npu caadye o6opyaoBaHus).

5 Tpe6oBaHus, BKNoYaemble B TeXHUYeCKOe 3agaHMe Ha aBToMaTuyeckue
aHanus3aTopbl ANA 6MOXMMMUYECKUX UccrneaoBaHUA ONA Uenen
rocyaapCcTBeHHbIX 3aKynoK

Mpun bopMMpPoOBaHNM TEXHNYECKOrO 3afaHus ANa Lenei rocygapcTBeHHbIX 3aKyrnok K aBToOMaTU4eCcKuM
aHanusaTopam 3akKas4uk pykosoacTeyeTca HacTosawmMm FOCTom 1 B 3aBUCUMOCTY OT LieNnen, CToALWNX nepen,
MeanUMHCKON nabopatopuen, UCob3yeT HeobXoAMMble NO3ULMN TeEXHUYecKnx TpeboBaHuii 6es pernaMmeH-
Tauuu UX KoNn4ecTaa.

OpaHoBpeMeHHOE UCNOMNb30BaHWe B3aMMOMUCKITIOYatoLLMX TpeBoBaHWI He AonyckaeTcs.
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5.1 HaumeHoBaHue o60pyaoBaHUA, €ro HasHaueHUe 1 Lenu UCNoNb3oBaHUA
ABTOMaTMYECKWI aHann3aTop A4ns BUOXMMUYECKUX NccreqoBaHuin (Unn Apyrue aHanuaaTopbl 4ns 6uo-
XUMUYECKMX 1CcregoBaHUin ¢ asToMaTM3aumMelt npoLecca UccrnegoBaHni)

MpumMmeyaHune—B TexHnyeckom 3agaHum 3anpewaeTcss UCNONb3oBaTbk PUPMEHHbIE Ha3BaHus o6opy-
OOBaHus.

MPUHLMN U3MEPEeHUA N MeTOb!, YKasblBaloTCsl, €CMN BIMAIOT Ha YyBCTBUTENLHOCTD, CNeUUdUIHOCTL 1
BOCMPOW3BOAUMOCTb UCCNIEA0BaHNIA.

5.2 3HauyuMble TexHUYecKne TpebGoBaHMA K BUOXMMUYECKUM aHanusaTopam

5.2.1 Tpe6oBaHus, o6ycrnoBneHHbIe HaNU4YUEM Y KOHEUYHOro NoNb30BaTens MaTepuanbHbIX pe-
CypcoB U NOMeLLEeHU, cBA3aHHble ¢ pasMelleHUeM aHanusaTtopa y nosy4arens U KOMMyHanbHbLIMU
pecypcamu nonyvarens

- TUN UCMOMHEHUN aHannsaTopa (HacTONbHbLIA UMW HAMOMbHbLIN);

- MakcumarnbeHoO gonycTuMble rabapuTel aHanMsatopa (BbicoTa X 4nvHa X WypuHa (MM));

- MakcumanbHas nnowaab nomeLleHusi, Heobxoamumas ansi pernameHTMPoBaHHONW 3KCnyaTauun aHa-
nusatopa;

- TpeboBaHuWsA No aHeproobecneyeHnto, Heobxoaumble ANs SKCNyaTauumn aHanMaaTopa.

5.2.2 Tpe6oBaHusA k 060pyAoBaHUIO NO UCMONb3YEeMbIM MeTOAaM

- Hann4e boTOMETPNYECKOTO MeTOAa;

- HanM4ne NOTEHLMOMETPUYECKOro MeToAa.

5.2.3 Tpe6oBaHuA kK npousBoAUTENILHOCTU (TECTOB B Yac)

- obwas/MakcuManbHas;

- AN hOTOMETPUYECKUX TECTOB;

- ANg NOTEHLMOMETpUIECKOro MeToaa.

5.2.4 Tpe6GoBaHUA K YPOBHIO aBTOMaTu3aLum U3mMepeHus

- aBTOMaTu4Yeckoe passegeHue obpasLa B aHanM3aTope;

- aBTOMaTU4Yeckoe nepeHasHadeHne Tecta NPy Nony4YeHU HEKOPPEKTHBLIX PE3YNbLTaTOoB;

- MporpaMMupoBaHne Npasuni M3MepPeHnst 415 aBTOMaTUYECKOro HasHavyeHUs 4ONONHUTENbHBIX Uccre-
AOBaHWUIA B 3aBUCUMOCTU OT MOSyHaeMbIX Pe3ynbLTaTos.

5.2.5 Tpe6oBaHuA kK onTUMU3aLMKu NnabopaTopHoOro Npolecca Npu akcnnyarayuu o6opyaoBaHus

- NHTerpauus ¢ apyrim nabopatopHbeiM 06opyaoBaHneMm;

- NoAKMoYeHNs aHanusaTopa K nabopaTopHoin MHpopMaLMOHHOM cnucTeme;

- CkaHep LWTPUX-KoAoB NPoBUPOK (BCTPOEHHBIN UM BHELLUHWA);

- CKaHep LUTPWX-KOOOB peareHToB (BCTPOEHHBIN NI BHELUHWA);

- MUHUMarnbHoe KonuyecTso obpasua, Heobxoarmoe Ans NPOBeAeHUs U3MEpPEHUS;

- TUNbl BUOMOrMYECKNX XUOKOCTEN, KOTOPbIE MOTYT UCCNeAoBaTLCS Ha aHanu3aTope;

- konuyecTBo oBpasua, HeobxoanMoe ans onpeaeneHUs KOHKPETHOTrO aHanuTa Unn rpynnbl aHanmuToB;

- MakcumarnbeHoe konny4ectso ob6pasLoB, eUHOBPEMEHHO 3arpy)aemMblxX Ha GopT aHanusaTopa;

- MakcumarnsHoe KONMYecTBO MeToANK, KOTOpble MOXHO BEIMOMHATL HAa aHanuMsaTope 6e3 3ameHbl pea-
FeHTOB;

- Ucnonb3oBaHne NepBUYHbIX NPOBUPOK;

- Ncnonb3oBaHWe BTOPUYHBLIX NPOBUPOK;

- CPOYHbIE UCCreaoBaHusl.

5.2.6 Tpe6GoBaHuUA K cucTemam ob6ecneyeHna NpPaBUIbHOCTU aHanNnUTUYeCcKoro npolecca

- AeTeKkums crycTkos B obpasLe;

- AeTeKuma Ny3blpbKOB /WK NeHbl B obpasue;

- AeTeKums ny3blpbKOB U/MMN NEHbI peareHTos;

- OTCYTCTBUE NEPEKPECTHOro 3arpsasHeHust 06pasLos;

- KOHTpOMb cTabunbHOCTU paboThl MaMnbl aHanuaaTopa.

5.2.7 TpebGoBaHuA K ka4ecTBY Nony4aeMbix B poLecce aKkcnnyaTauum o6opyaoBaHuA pesynbTa-
TOB UCCNeaoBaHUN

- MMHUManbHana onpeaensaemas KoHUEeHTpaunsa, akTUBHOCTb aHanUTa/MMMUT aetekuun/;

MpumeyaHue—B kayecTBe «X» yKa3blBa&TCA KOHKPETHbIM aHanuT 1 COOTBETCTBYIOLLME €AUHWNLbI U3Me-
peHun.
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- MUHUMAanbHaa BanuaupyeMas KoHUEHTpauus «X»/KonuuecTBEHHbIA Npeaen onpeaeneHus.

[Mpumeyanune—BkavectBe «X» yka3biBaeTCsl KOHKPETHbIV aHANUT M COOTBETCTBYIOWME €ANHULILI €70 N3Me-
peHui.

5.2.8 Tpe6oBaHUA K HOMeHKNaType BUAOB UCCNEeAO0BaHUN, BbINOMHAEMbIX Ha 060pyA0BaHUK
Oco6eHHOCTM MeTOAOB BblAeNeHUs U BOSMOXHOCTU UX COBMELLEHUS B aNHULY BpeMeHU:
- BOSMOXHOCTb onpeaeneHns «X»);

MpurmeyaHune—B ka4yecTBe «X» MOXET ObITb yKka3aH KOHKPETHbIN aHANUT UNW rPyNNa aHanNUToB.

- Hanu4ue AONOMHUTENbHBIX NONb30BaTENbLCKUX KAHAMOB ANA NPOrPaMMUPOBaHUA UCCNEeA0BaHUA — He
MeHee (WT.).

5.3 Tpe6oBaHuA K BpeMeHU HapaboTku 06opyaoBaHUA Ha MOMEHT 3aKynku

Ha momeHT noctaBku oGopy,qosane ABNSIETCA HOBbLIM, HE GbIBLUMM B aKcnnyatauuu.
Bpewmsi HapaboTkn ons BanMgauun, KanubpoBky Ha npeanpuaTun-n3roToesuTene 1 B npouecce TexHu-
YeCKMX UCMbITaHWUI Npu peructpaumm MeauumMHCKOro usgenuna B Cpoke akcnnyataunn He ydutbiBaeTca.

5.4 Tpe6oBaHus K nocTaBLWUKy OﬁOpyp.OBaHMﬂ U ero oTBeTCTBeHHOCTHU

MocTaBWmK AOMKEH UMETb YCTaHOBNEHHbIe 3aKoHOAAaTeNbCTBOM U HOPMAaTUBHO-NPaBOBbLIMU akTamu
Poccuiickoin ®egepaumn AokyMeHTbl, NoATBepXAaloWwme COOTBETCTBUE OKasbiBaeMbIX yCnyr TpebosaHuam
AelCTBYyIOLLMX HOPMaTUBHO-NPaBOBLIX akToB Poccuickon ®eaepaunn. OTBETCTBEHHOCTL 3a CBOEBPEMEHHOE
npogneHne Takux AOKYMEHTOB nexuTt Ha MocTasliumke. MNocTaBwmk npegoctaBnsaet 3akaszyumky Konuu goKy-
MEHTOB, MOATBEPXAALWMX COOTBETCTBUE OKasbiBaeMbIX ycnyr TpeGoBaHWAM AeNCTBYHOLWMUX HOPMATUB-
HO-NpaBoBbIX akTOB Poccuickon degepaumu.

5.5 Tpe6oBaHue o Heo6xoguMocTu o6ecneyeHnsa B3auMoaeNCcTBUA NOCTaBNAEMOro

obopynoBaHus ¢ o6opyaosaHuem U UHGPOPMaLUOHHBIMU CUCTEMAMU, UCNONb3YeMbIMU

3aKa34ynKkom

O6opyaosaHne SOMKHO NogkmtovaTbes K nabopaTtopHon MHDOPMaLMOHHON cucTeme ¢ UCNoNb3oBaHN-
€M CTaHAapTHbIX NPOTOKOMNOB 0BMeHa AaHHBIMM.

5.6 Tpe6oBaHusa k pasmepamM obopyaoBaHus

[ormkHbl BbITb ykasaHbl:

- MUHUManbHble TpeboBaHUS K NOMELLEHNIO;

- MaKcUmanbHO AoNyCTUMble pasmepbl 06opyAoBaHNS, NCXOAS U3 UMEIOLLMXCS Y KOHEUHOTO Mofb3oBa-
Tens nnoLiagaen UM ¢ y4eToM UX pekoHCTPYKLMK, obecnevnBatowme 6e3onacHoCcTb NepcoHana npu paéote n
obcnyxuBaHUK, ¢ y4eToM AeNCTBYHOLLUMX HOPM A1t MeAULMHCKUX nabopaTopuid.

5.7 Tpe6oBaHus k NnpeanpoaaxHon NoAroToBke o6opyaoBaHUsA

Yka3aTb KOHKpeTHble TpeboBaHUsi 3akasumka Nno npeAnpoAaxkHoWn NoAroToBKe aHanm3aTopoB, Hanpu-
mep:

- Hanuuue devicTBytoLero cepTudukaTa COOTBETCTBUA Ha obopyaoBaHue;

- Hanuuue pacxofHbIX MaTepuanos HeobxoauMbIX AN BanuaaLlmmn, yCTaHOBKU aHanm3aTopoB 1 obyye-
HUSA NepcoHana.

5.8 Tpe6oBaHus K pacxofam Ha aKcnsyatauuio o6opyaoBaHus, K NocTaBke pacXoAHbIX

MaTepuanoB U conyTcTByloLero obopyaoBaHusa AnA obecneyeHnsa pyHKLMOHUPOBaHMUA

M 3KcnnyaTauum obopynoBaHus

- PacxogHble maTepuanel Ans BbINOAHEHUS UCCNeaoBaHuin «X», He MeHee (TecToB);

- pacxogHble MaTepuarnbl, BKIoYasl KanubpaTtopbl, Ansl BbIMOMHEHUS UCCNedoBaHUA «X», He MeHee
(TectoB);

- pacxogHble maTepuansbl, BKIOYas kannbpaTtopbl U KOHTPOSbHbIE MaTepuarnsl, A4S BbINOMHEeHUs Uc-
cnepoBaHnin «X», He MeHee (TeCTOoB).

MpunmeyaHwne—B kavecTBe «X» yKa3biBa€TCH KOHKPETHBIV aHanuT;

- KOMIMMEKT MaTepu1anos Ans nposeaeHUs oBGCny>kuBaHuUsa BO BpeMs aKCriyataumm (nepurog aKkcnyaTa-
LMu yKasblBaeTcs B MecsiLax);

- KOMMMEKT MaTepuanoB Ans NPOoBeAeHUA TeXHUYeCcKoro o6CnyKMBaHUs aBTOPN30BaHHLIM CepBUCOM
(YkasaTb nepuod aKcnnyaTalum, Ho He MeHee rapaHTUHOrO cpoka NnocTaBLLuKa);

- c1McTeMa NoaroToBKW BoAbI C MPOVU3BOAUTENBHOCTbLIO, AOCTATOYHOM AN 3KCnyaTaLmun 060pyaoBaHus;
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- UCTOYHMK BecnepeboitHoro NUTaHus!, ykasaTb BpeMsa o6ecneyeHns aBTOHOMHoOM paboTel aHanusatopa,
He MeHee (MUHYT);

- TUN NpUHTepa (NasepHblil MNU CBETOANOAHBIN), NPOUSBOAUTENBHOCTL (CTPAHUL, B MUHYTY), LBETHOCTb
(4epHo-6enbii NN LBeTHON).

5.9 TpeGoBaHUA K ka4yecTBY o6opyaoBaHusi, 6esonacHOCTU MeAULUHCKOro NnepcoHana

U 3alluTe OKpyXawlLluen cpeabl

BesonacHoCTb MeauUMHCKOro nepcoHarna npu akensyaTtauum aHanm3aTopoB AomkHa o6ecnevnBaThes:

- KOHCTPYKUMeR aHanM3aTopoB, KOTOPbIE AOIKHbI BbITh Ge30MacHbI MPU UCMOMbL30BaHUN OTAENBHO UIN B
cocTaBe KOMMNIeKCoB (CUCTEM) 1 yAOBNETBOPATL TpeboBaHUSIM CTaHAAPTOB U APYro HOPMaTUBHO-TEXHUYEC-
KO [OKYMeHTaLuu;

- KOHCTPYKLMEN 1 YCTPOACTBOM 3/1€KTPOYCTaHOBOK A1s TMTaHWUSl aHanu3aTopoB, KOTOPbIE AOMKHbI YA0B-
neTBopATL «[Mpasunam ycTponcTea 3NeKTpoycTaHOBOK» U APYrod HOPMaTUBHO-TEXHUYECKON AOKYMEHTaLUuK;

- CUCTEMON TeXHUYEeCKoro obcnyxmBaHna U peMoHTa 0bopyaoBaHus;

- NPUMEeHeHNeM YCTaHOBMEHHBLIX Mep 1 CPeACTB 3alUUThI.

5.10 TpebGoBaHMuA K rapaHTUAHOMY M NOCTrapaHTUNHOMY 06CNyXUBaHUIO

- MapaHTUHBLIA cpok Ha nocTaensemoe obopyaoBaHue — He MeHee 1 roaa;

- HanM4ne cepBUCHON CryXObl, cepTUULMPOBaAHHON NPOU3BOAUTENEM TOBapa, Ha TeppuTopumn PO;

- HanM4une cncTeMbl yaaneHHOro MoH1TopuHra paboTbl aHanu3aTopa cepBUCHOW cnyx6oi Nnpoussoau-
Tensi obopyaoBaHus;

- Hanuune cnyxobl TEXHUYECKON NOAAEPXKKA NPOU3BOAUTENS aHanusaTopa.

5.11 Tpe6oBaHusA Kk Nnepegaye 3akazunky ¢ o60pyaoBaHUEM TeXHUYECKOW, COrnacoBaHHOM

paspeluMTenbHOM U UHON AOKYMEHTaLUN

- Hanunune pernctpaloHHOro yooCTOBEPEHUst Ha MNoCTaBNsieMble aHann3aTopsl;

- HanuWuMe perucTpaLMoHHOro YAOCTOBEPEHUs! Ha pacxofHble maTepuansl, Heobxoaumble npu
aKCnyaTaLuum aHann3aTopos;

- HanM4ne PerncTPaLMoOHHOro yaoCTOBEpeHUsl Ha pacxoaHble MaTepuansl, HeoGxoaumele aAnsa uccneno-
BaHWsi aHanuTa Ha o6opyaoBaHUK;

- Hanunyne aKcnnyaTauMoHHOM AOKYMEHTALUN aHanu3aTopa Ha PycckoM s3biKe.

5.12 Tpe6oBaHuUA Kk CONYTCTBYOLEMY MOHTaXy NocTaBneHHOro o6opyaoBaHus,

NycKoHanago4yHbIM U UHbIM paboTam

Beog o6opyaoBaHna B 3KCMyaTaLmio OCYLLECTBNAETCA CePTUCDMLIMPOBAHHBIMM CrieLManncTamu.

5.13 Tpe6oBaHUA K NOATOTOBKE M UHCTPYKTaXy MeAULUHCKOTO U TEXHUYECKOro nepcoHana

3aKasuuka

MHcTpykTax nepcoHana koHe4Horo rnomnb3oBaTtensa paboTe Ha aHanusaTope ¢ Bbljavyelt CooTBETCTBYIO-
LLIMX JOKYMEHTOB.

5.14 TpeGoBaHUA K KONUYECTBY, NEPUOAUYHOCTH, CPOKY U MECTY NOCTaBOK

- Konunyectso noctaesnsemoro obopynosaHusa (wwT.);

- KONIMYECTBO NOCTaBNAEMbIX KOMMNMEKTOB, BKNOYaoLWmX B cebs obopygoBaHue, pacxoaHble Matepua-
nbl U conyTeTByOWee o6opyaoBaHue.

5.15 lMopanok caauu u npuemkn o6opyaoBaHust

- Mopsagok npuemKk1-caaun oTaenbHbLIX BUAOB 1 3TanoB paborT;

- NopsAAoK nepeaaqn UCNONHUTENbHBIX AOKYMEHTOB;

- obecneyeHne Haanexalmx ycrnoBsui anst NpoBeaeHUst IpUeMKU-caaumn o6opynoBaHus;

- HannMuue Nporpammel BepUMUKaLNOHHBIX UCTILITAHWUIA U ee BbINOMHEHUe.

6 TpeboBaHMA K 0POPMNEHUI0O TEXHUYECKOrO 3aaHus
Ha BbICOKOTEXHONOrMYHoe naéoparopHoe o6opyaoBaHue

3akasuuk opopmnaeT T3 B cOOTBETCTBUM € 0BLMMK TpebOBaAHUAMM K TEKCTOBLIM AOKYMEHTaM, ycTa-
HosneHHbiMK OCT 2.105—95. ®opma nsnoxeHusa T3 npuseaeHa B NpUNoxeHUU A u MoxeT ObITb NpeacTas-
neHa kak B Tabnu4yHoi hopMe, Tak U B TEKCTOBOM chopMaTe. CBeeHUs O cornacoBaHun 1 yTeepxaeHun T3
pasmeLlaloTcsl Ha TUTYNIbHOM fncTe.
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MpunoxeHne A
(pexomeHaaTenbHoe)

MpumepHasn cpopma «TeXHUYECKOro 3a4aHunA
Ha 3aKynKy BbICOKOTEXHOMOrM4YHoro naboparopHoro oGopyaoBaHusA»

«YTBepxpaw»
PykoBogutene opraHnsaumu

/

« » 201

TexHuyeckoe 3afaHne Ha 3aKynKy
BbICOKOTEXHONOIMYHOro naboparopHoro o6opyaoBaHua

Ne HaumeHoBaHue pa3nenos TEXHUYECKOro 3afaHns TpebosaHus, NpeaLABNAEMbIE K 33[1aHUI0

1 HavmeHoBaHne o6GopyaoBaHusi, €ro HasHa4yeHue Mu
uenn ncnonb3oBaHuA

2 | OnncaHue o6opyaoBaHus

3 | TpeboBaHus k BpeMeHn HapaboTku o6opyaoBaHusi Ha
MOMEHT 3aKyTKu

4 | TpeGoBaHusA k NOCTaBLLVKy 06OpyAOBaHUS U €ro OTBe-
TCTBEHHOCTH

5 | TpeboBaHve 0 HEOOXOAMMOCTM 0becneYeHus B3aumo-
JevicTBusi noctaensiemoro obopyaoeaHua ¢ obopyao-
BaHMEM, NCNOMb3yeMbIM 3aKa34yMKoM

6 | TpeboBaHusi k pa3amepam obopyaoBaHUs

7 | Tpe6oBaHusa Kk npegnpodaxHov nogrotoBke o6opyao-
BaHUsi

8 | TpeboBaHusa Kk pacxogam Ha aKcnnyatauuto o6opyao-
BaHUsA, K NMOCTaBke pacxodHbIX martepuarioe n cony-
TCcTBYIOWEro obopyaoBaHus Ans obecneueHns yHKUN-
OHUpPOBaAHUA U SKCNnyaTtauuun O60py,D,OBaHI/IF|

9 | TpeboBaHusi k ka4ecTBy 060pyaoBaHMsi, 6e30nacHOCTU
MeAMLMHCKOro NnepcoHana u 3almre oKpyKatoLen cpe-

abl

10 | TpeboBaHWs K rapaHTUMHOMY U NMOCTrapaHTUMHOMY 06-
CNY>KMBaHUIO

11 | Tpe6GoBaHusi no o6bemMy rapaHTVi kKa4ecTBa ycnyr

12 | TpeboBaHusa k Nnepegave 3akasuuky ¢ obopyagoBaHnem
TEXHU4YECKON, COrMacoBaHHON pa3peLunTenbHON U MHON
OOKyMeHTauum

13 | TpeboBaHusi K CONYTCTBYIOLLEMY MOHTaXy NOCTaBMNeH-
HOro 060pyAOBaHWSA, NMyCKOHANaao4HbLIM U MHbIM pabo-
Tam

14 | Tpe6oBaHUsi K BbIMOMIHEHUIO COMYTCTBYOLWMX pabor,
OKa3aHWIO CONYTCTBYIOLMX YCryr

15 | TpeboBaHusA K KONWYecTBY, NepUognyHOCTU, CPOKY U
MEecCTy MoCTaBokK
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Ne HaumeHoBaHMe pasgenos TeXHUYECKOro 3aaaHus TpeGoBaHus, NpedbsBNAEMbIE K 380aHMI0

16 | Mopsaok caaym u nprvemkn obopyaoBaHms

17 | NpUnoxeHnsa K TeXHNHECKOMY 3afaHunio

MpumedaHuns
1 Bce nonsi 06s13aTenbHbl K 3anonHeHunto. B cniyyae, ecnu 3akasumk He NpeabsBNseT KOHKPETHOro TpeboBaHus, TO B

COOTBETCTBYIOLLEM MOIe NpocTaBnsaercs 3anuck «He npeabasnsetca», «He TpebyeTtca» unn gp. B 3aBUCMMOCTU OT KOH-
Tekcra.

2 B cnyvae ecnu 3akas4uk copmynupyeT T3 HerpamoTHO, HEKOPPEKTHO WITM HEKOHKPETHO BO3HUKaEeT BO3MOX-

HOCTb NpnobpeTeHust obopyaoBaHms (ToBapa, paboTbl UNK YCNyrn), He OTBEYaloWEro ero noTpebHocTaM. Jaxe ecnu 060-
pydoBaHve COBEPLUEHHO He YCTpauBaeT 3akasymuka, HO NMpu STOM COOTBETCTBYeT T3 3akaaumka, 3akoH Ne 94-03 He paeTt
HUKaKON BO3MOXHOCTW OTKa3aTbCs OT 3aKMoUeHWs KOHTpakKTa.

PykoBogutennb

CTPYKTYPHOTO NoapasaeneHus

OTBETCTBEHHbIN

CneunanucTsl;

(1]
(2]
(3]
(4]
(5]

(6]

(7]
(8]
9]

Bubnuorpacdun

PepepanbHbli 3akoH oT 21 uions 2005 roga Ne 94-93 «O pa3meweHnn 3aka3oB Ha NOCTaBKW TOBapoOB, BLIMONTHEHNE
paboT, okasaHue ycnyr Ansi rocyaapCTBEHHbIX M MyHULMNATNbHBIX HYXO»

depepanbHbIf 3aKoH OT 27 aekabps 2002 roga Ne 184-d3 «O TeXHUUECKOM PErynupoBaHUN»

PepepanbHbli 3akoH 0T 26 uioHst 2008 roga Ne 102-93 «06 obecneveHnn eauUHCTBa U3MEPEHUN»

degepaneHbIi 3aKOH OT 26 utons 2006 r. Ne 135-03 «O 3awmTe KOHKYpeHLMn»

PepepanbHblf 3akoH 0T 21 HosGps1 2011 1. Ne 323-03 «O6 ocHoBax oxpaHbl 3gopoBbs rpaxaaH B Poccuiickon deae-
pauum»

MexxgyHapoaHbIi CNoBapk Mo METPONOrMU: OCHOBHbIE U 0DLLME NOHATUSI U COOTBETCTBYIOWME TepMuHbl. (Intemational
vocabulary of metrology-Basic and general concepts and associated terms (VIM) JCGM 200:2008) Mep. ¢ aHrn. n dp.
ChN6., HNO «Mpodeccronan», 2010

TepmuHonormsa aHanmTnyeckux nuamepermnin. Beegerwve B VIM 3. (Terminology in Analytical Measurement. Introduction
to VIM 3. First edition 2011) Mep. ¢ anrn. M. Na6opa, 2012

KnuHnyeckas nabopaTopHasi guarHoctuka: HaumoHanbHoe pykoBoacTBo. B 2-x Tomax. Moa pea. B.B. Jonroea,
B.B. MeHbwwkoea. FOOTAP-Meana, 2012

PekomeHngaumm no locypapcrBeHHas cuctema obecneveHusi eguHcTBa uamepenuin. Metponorusa. OcHOBHble
MEeXrocyaapcTBeH- TEPMUHbI U ONpeaeneHns

HOWM cTaHAapTU3aumm

PMIT 29—99
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