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MpeancnoBne
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«ONOBHOW LIeHTP rMrneHsl 1 anuaemuornorun deaepansHoro Meguko-buonoruyeckoro areHTcTea Poccum»

2 BHECEH TexHu4eckumM komuteToMm no ctaHaaptusauum TK 380 «Knunnueckue nabopatopHele nccne-
AOBaHNA N AWarHocTU4ecKue TeCT-cCMCTeMbl UH BUTPO»
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4 BBEJEH BIMEPBbIE

lpasuna npumeHeHuss Hacmosiuezo cmaHdapma ycmarosneHsl 8 FTOCT P 1.0—2012 (pa3den 8).
UHbopmayusi 06 USMEHEHUSIX K HacmosilemMy cmaHOapmy rybrukyemcsi 8 exxe200HOM (110 COCMOSIHUIO Ha
1 siHeapsi mekyuwjezo 200a) UHhOpMaUUOHHOM yKasamerne «HayuoHaneHble cmaHdapmel», a ouyuansHbill
meKcm usMeHeHUl U rorpasoK — 8 eXeMeCs4YHOM UHGhOpMaUUOHHOM yKasamerne «HauyuoHarbHble cmaH-
Bapmei». B criydae nepecMompa (3aMeHbi) U omMeHb! Hacmosiwe2o cmarOapma coomeemcemayioujee yae-
OomneHue 6ydem onybnuxkosaHo & briuxaluieM 8bITyCKe eXeMecsYHo20 UHOPpMaUUOHHO20 yKasamens
«HauyuoHanbHble cmaHdapmely. Coomeemcmeyroujas UHGbopMayus, yeedoMiieHue U meKkcmbi pasmeujarom-
Cs1 maKxe 8 UHhopMalUOHHOU cucmeme obujezo roib308aHuUst — Ha ouyuanbHoMm calime PedepalibHoz20
azeHmemea 1o MexHU4YeCcKoMy peayriuposaHuio U Memporsoauu 8 cemu ViHmepHem (gost.ru).

© CraHpapTtuHgopm, 2014

HacTosuwumit cTaHaapT He MOXeT BbiTb NMOMIHOCTLIO UK YACTUYHO BOCNPOM3BEEH, TUPAXKUPOBaH 1 pac-
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MYy perynnpoBaHuio 1 MeTponornm
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HAUMWOHANBbHBLIA CTAHOAPT POCCUUCKOW @GEOAEPALUMUM

MEOUWLUHCKUE U3JQENUA anA AMArHOCTUKU UH BUTPO
YacThb 6

ABTOMaTM4eckue aHanusatopbl AN reMaTonoru4eckux uccnegoBaHumn.
TexHu4yeckue TpeﬁoBaHua ANA rocyaapcTBeHHbIX 3aKynokK

In vitro diagnostics medical devices. Part 6. Automatic analyzers for hematology tests.
Technical requirements for public procurement

Hara BBegeHna — 2015—06—01

1 O6nacTb npyuMeHeHus

HacToswumi ctaHaapT onucbiBaeT Npasuna CocTaBNeHUs TeXHUYECKUX TpeboBaHUi NN TEXHUYECKUX
3agaHni (T3) Ana rocygapCTBeHHBIX 3aKyNoK BbICOKOTEXHOMOrMYHoro nabopartopHoro obopyaoBaHus —
aBTOMaTUYECKUX aHanM3aTopoB ANA reMaTonornyecknx NCcneqoBaHuin UH BUTPO B YCMOBUSIX MEOULIMHCKNX
nabopatopuin (qanee — obopynosaHue).

HacTtoswmia ctangapT npegHasHayeH ANa NPUMEHeHUA YNoNHOMOYEHHBIMU NULAMU rocyAapCTBEHHbIX
3aKa34MKOB NPU COCTaBMNEHNN TeXHUYEeCKUX TpeboBaHWI B pamMKax KOHKYPCHOM, ayKUMOHHOM U KOTUPOBOY-
HOM AOKYMEHTaLWM Ha 3aKynKy aBTOMaTUYeCKUX aHanM3aTopoB AA reMaTonormiecknx nccneaoBaHuin.

2 HopmaTuBHbIe CCbIFKKN

B HacTosLeM cTaHaapTe UCNONb30BaHbl HOPMATUBHbLIE CCLINIKA Ha cneayolme ctaHaapThl:

FOCT P 52361—2007 KoHTponb 0bbekTa aHanuTuieckuid. TepMuHbl u onpegeneHus

FOCT P 53022.2—2008 TexHonorum nabopartopHble KnuHudeckune. TpeboBaHUS K Ka4eCTBY KIIMHUYeC-
Knx nabopaTtopHbIX uccregoBaHuin. YacTtb 2. OueHka aHanMTU4eCcKon HaaeXHoOCTU MeTOA0B UCcCnefoBaHNA
(TOYHOCTb, YYBCTBUTEMBbHOCTb, CNELUMUIHOCTL)

FOCT P UCO 15189—2009 Nabopatopumn meauumnHckue. YacTHble TpeboBaHUs K Ka4ecTBY U KOMIe-
TEHTHOCTU

rOCT ISO 9000—2011 CuctemMbl MeHeKMeHTa KadecTBa. OCHOBHbIE MOMOXEHUs U CNoBapb

MpwnMedyaHu e — [Npn NonNsL30BaHUM HACTOSLWMM CTAHAAPTOM Lienecoo6pasHo NpoBEPUTL AENCTBUE CCbINOY-
HbIX CTAHZApPTOB B WHMOPMaLMOHHOW cucTeme obwero nonb3oBaHuss — Ha odwmumansHoM caite degepanbHOro
areHTCTBa MO TEXHWYECKOMY PErynMpoBaHuio U METPONorMmn B ceTu VHTepHeT unm no exerogHomMy MHOPMaLMOHHOMY
ykazaTento «HaunoHanbHble cTaHaapTbi», KOTOPLIM ONY6BNMKOBaH Mo COCTOSIHMIO HA 1 SIHBaps TEKYLLLETo rofa, v no Bbinyc-
KaM eXXeMeCs4HOro MHpopMaLMOHHOrO ykasatensa « HaunoHanbHble cTaHAapThI» 3a Tekywmn rog. Ecnv 3ameHeH ceblnoy-
HbI CTaHAAPT, Ha KOTOPLIM JaHa HeJaTUPOBAHHASA CCbINKa, TO PEKOMEHAYETCS UCMONb30BaTh AENCTBYIOWYI0 BEPCUIO
3TOro cTaHgapTa € y4eTOM BCEX BHECEHHbIX B 4AHHYI0 BEPCUIO U3BMeHeHUI. Ecnn 3aMeHeH CCbiNoyHbIM cTaHgapT, Ha KOTo-
pblil JaHa gaTupoBaHHas CCbiNkKa, TO pEKOMEHAYETCS UCNOSb30BaTb BEPCUIO 3TOTO CTaHAAPTA C YKa3aHHbIM BbilE ro0M
yTBEpXAeHus (NpuHaTKA). Ecnv nocne yreepxaeHns HacTosiLLero cTaHgapTa B CCbINOYHbINM CTaHAAPT, HA KOTOPLIN faHa
OaTMpOBaHHast CChINkKa, BHECEHO U3MEHEHNE, 3aTparveaioLLee NonoxeHne, Ha KOTOPOoe AaHa CCbINka, TO 3TO NONOXeHue
pekomeHayeTCsi NpuMeHsTb 6e3 yueTa 4aHHOTO U3MEHeHUs1. ECnu cebinoYHbIn cTaHgapT OTMeHeH 6e33ameHbl, TO Nonoxe-
HWE, B KOTOPOM AaHa CCbIfKa Ha HETro, PEKOMEeHAYETCA NPUMEHSTL B YaCTH, HE 3aTparuBaiowen 3Ty CChINKy.

UzpaHve ocpmumansHoe
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3 TepMuHbI 1 onpeaeneHns

B HacTosiem cTaHAapTe NpUMeHeHbl criedyoLlne TePMUHBI C COOTBETCTBYIOLLUMUA onNpeaeneHNsMU:

3.1 aBTOMaTuM4yecKkui aHanusaTop AnsiremaTonormieckux uccnegosaHui: Nprubop, nossonaOLWNA
NPOBOAMUTL aHANMTUYECKNIA 3Tan remaToNorMyecknx uccrnegoBaHunin ¢ MoMmeHTa sabopa o6pasLia 6uomartepua-
na nauueHTa 4o NonyYeHus pesynbTaTa uccrnedoBaHusi 6e3 BMellaTensLCTBa onepartopa B paboTy npubopa.

3.2 aHanut: KoMnoHeHT npobbl, ykazaHHbIA B Ha3BaHWM UccrelyeMoro CBOMCTBa UM U3MepsieMon
BENYUUHBI.

MpumevaHwus

1 B knuHM4eckon nabopaTopHON ANArHOCTHKE aHaNWThl MOTYT MMETb pa3nnyHbI XapakTep:

a) hM3NYEeCKNX CBOWCTB;

6) XMMMYECKUX 31EMEHTOB, MOHOB, HEOPraHNYECKNX MOMEKYIT;

B) OpraHn4eckux CTPYKTyp C Marow MOrneKyrnsipHOM Maccoum;

r) MakpoMOMeKyn C U3BECTHOW Unv NnpubnunanTenbHO yCTaHOBNEHHON CTPYKTYPOW U cneuunduyeckumm 6uonornyec-
KUMW CBOWMCTBaMMU;

) KNeTOK, UX CTPYKTYPHbLIX 3NEMEHTOB WUIW KIIETOYHbIX CUCTEM;

€) MMKpPOOpraHnamoB (GakTepuu, BUPYCbl, a Takke rpubbl n napasutapHbie OpraHu3mel pasmepom go 1 mMmm), nx
CTPYKTYpPbl Y CBOWCTB.

2 Apantuposano [[OCT P 52361, ctrates 17].

3.3 6uonoruyeckuit Matepuan: Buonornueckne xuakocTu, TKaHA U aKCKpeTbl Yeroseka [1].

MpumedaHune — bromatepmnansl YenoBeka NPeacTaBnsitoT coOOOM CNOXHbIE CUCTEMbI CMECU PasNUYHbIX
BELLECTB W KNETOK, ABMNSIIOLLMXCH KOMMNOHEHTaMU, TO €CTb OYEPUYEHHBIMUY YACTSAMU CUCTEMBI. B aHanuTuKe KOMNOHEHTbI
CHCTEMBI MOAPA3AENSIIOT HA «AHANUTBI», KKOHKOMUTaHTbI» U «PaAcTBOPUTENWY; NMOCNEAHVE ABa BUAA KOMMNOHEHTOB
0603HavaloT Kak «MmaTpuuy». MaTtpuua oxBaTbiBaeT BCE KOMIMOHEHTbl MaTepuanbHOW CUCTEMbI, UCKNIOYAA aHanuT.
[FOCT P 53022.2—2008, nyHkT 3.2]

3.4 6uonoruyveckue xuakocTn: KMakocty opraHuaMa Yernoseka u UX KOMMOHEHTHI: KpOBb, MoYa, NNK-
BOP, NMda, CekpeThl, CLIBOPOTKA, NNasma, nnespanbHaa XUAKoCTb, CIOHA, aMHUOTUYECKAsA XXUOKOCTb, IAKY-
naTun ap.

3.5

Banupauus: MoaTeepxaeHWe NOCPEACTBOM NpeAcTaBneHUsA 06beKTUBHBLIX CBUAETENLCTB TOro, YTo
TpeboBaHWs, npeaHasHaveHHble [N KOHKPETHOro WCMNONb30BaHWA UMM NPUMEHEHWA, BbINOMHEHbI.
[FOCT ISO 9000—2011, nyHkT 3.8.5]

MpumevyaHun

1 [OKyMeHTMpOBaHHbIE UCMbITAHWSA, 3aNMUCU U OO BACHEHUA pe3yNbTaToB, HEOBX0AUMbIE ANA NOATBEPXKAEHUS TOTO,
YTO Npouecc Hen3aMmeHHO gaeT pe3ynbraT, B COOTBETCTBUN C onpegeneHHbIMN TpSﬁOBaHWilMM.

2 Banupauusa MeToauKu 3akniovaeTcsa B Cepum uccreaoBaHmn ansa onpegenenns 3 ekTMBHOCTU U BOCIIPON3BO-
OMMOCTU MeToaa UCTbITaHUNA.

3.6 BTOpU4Hana npobupka: Mpoburpka UK MHON cocyA, B KOTOPLIA BHOCUTCS Npo6a nocne Heobxoau-
MOW NpeaHanuTuyeckon obpaboTku.

3.7 BbIcOKkOTexHoNnoru4yHoe nabopatopHoe o6opynoBaHue: Mpubopsl, annapaTel, 06opyaosBaHue
ONs NpoBeAeH st KNMHUYeckux NabopaTopHbIX UCCNefoBaHUiA, HanpaBneHHbIX Ha OLEeHKY COCTOSIHNS OpraHns-
Ma YenoBeka, NPon3BedeHHbIe C UCNONb30BaHWEM COBPEMEHHbIX AOCTWKEHWIA B 06NacTy 31eKTPOHWKM, Npo-
rpammHoro obecrneveHns, pobOTOTEXHNUKIA U APYrUX BEICOKOTEXHOMOMMYHbIX 06nacTei NPOMBbILLIEHHOCTH.

3.8 remaTonoruyeckue uccnepoBaHuA: VccrnegoBaHUs LeNMbHOW KPOBU U APYrMX BMONOrmveckmx
XNOKOCTEN NALMEHTOB ANS BbISIBNEHUS USMEHEHWNA KAYECTBEHHOIO U KOMMYECTBEHHOrO KNeTOYHOro coctana
6uomaTepuana, a Takke TOHKMX BHYTPUKIETOYHBIX U3MEHEHWUI, OTpaXKatoLMX (OYHKLNM KPOBETBOPEHUS Ha
pasHbIX 3Tanax co3pesaHusl.

3.9 eguHULa BeNUUUHbI: PUKCMpPOBaHHOE 3HaUYEHUE BENUYNHBI, KOTOPOE NPUHATO 3a eAUHULY AaHHON
BEIMYMHBI U pUMEHSIeTCS AN KONMMYECTBEHHOMO BblpayKeHNs OAHOPOAHLIX C HEM BENNYMH [2].

3.10 namepeHue: MNMpouecc (COBOKYNHOCTb onepaunii) akcnepnuMeHTansHoro nonyyYyeHns ogHoro Unu
Bornee 3HavyeHN BenuymnHbI [3].
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MpumevaHus

1 3Tanbl NpoBeAeHUs n3amepeHns oT nonyyeHns npobel, npecbpasoBaHusi aHanuTa B hopmy, yaobHyto gna name-
peHust, NoNy4eHnsi BEMMYMH B CpeACcTBe M3mepeHusi n o6paboTku Nony4eHHbIX pe3ynbTaToB, SIBNSIOTCH YacTAMU Npouecca
namepeHus. B peaynbTaTte npouecca namepeHust MOryT 6biTb NONy4YeHbl KONMMYECTBEHHbIE UMW KAYeCTBEHHbIE AaHHbIe,
npeacTaensowme 3Ha4YMmMyo Ans AMarHoCTUKN MHAOPMaLMIo.

2 KauyeCTBeHHble AaHHble — pe3ynbTar, Nony4eHHbIN AUXOTOMUYECKUM AeNEHMEM NO KAKOMY-TO NPU3HaKY.

Mpumep — QaHHbie ummMmyHOobepMeHmMHo20 aHanusa (MPA) Ha Hanu4ue uHguULUPOBaHHOCMU NayueHma
onpedensomcs No npu3sHaky onmuyeckoli nnomrocmu (Of) npo6si 6onbuwe unu meHbue Ofl, Kpumuyveckozo 8
daHHOU cucmeme.

3 KwnamepeHuio He OTHOCATCA BU3yanbHOE NCCreaoBaHne CBONCTB, HaNpumep uBera.

4 depeparnbHble OpraHbl UCNONHUTENBHON BNACTH, OCYLLECTBNAIOLLNE HOPMATUBHO-NPABOBOE PEryNUPOBaHNE B
obnacTax AesTenbHOCTU (34paBoOXpaHeHust), onpedensitoT N3amepeHuns, OTHOCALWMECH K cdhepe rocyaapCTBEHHOrO pery-
nvpoBaHusi obecneveHunsl eaMHCTBa N3MepeHnin, 1 yCTaHaBNMBaIOT K HUM 06s3aTenbHble MeTponornyeckue Tpeboeanus,
B TOM YMCNe NOKasaTenu TOYHOCTU amepeHnii [2].

3.11 uHTerpaumusa oGopypoBaHuaA: [Npouecc TexXHUHeckoro o6beAUHEHUs BbICOKOTEXHOMOMMYHOro
nabopaTopHoro 060pyaoBaHUs MOCPEACTBOM Kak KOHCTPYKTUBHOTO PELLEHNS NPOU3BOANUTENS, TaK U C UCMONb-
30BaHWeM JOMNOMHUTENbHBIX YCTPONCTB Ha Base MeguUMHCKON NabopaTopun ¢ aBTOMaTUYEeCKUM Nepemelle-
HWem npob.

MpwumedaHne— MHTerpaunsa o6opyaoBaHUsi NO3BONAET CO3AaBaTb €ANHYI0 NPOM3BOACTBEHHYIO NMHUIO KNK-
HUKO-AWarHocTu4eckor naboparopvm, NPOeKTUpyemMyo UHAUBUAYANBHO C YHETOM MOLLHOCTK naGopaTtopun, BUAOB UCCne-
AOBaHWI, BbIBpaHHOro TEXHOMOIMYECKOro peLLeHus], a TaKkke pasmMepo. U paccTaHoBku naboparopHoro o6opyaosanus [4].

3.12 meTop: OOLee onMcaHne NOrMYECcKo NocneaoBaTenbHOCTM onepauuii NnpyM NpoBeaeHuu uccne-
O0BaHWA, U3MEPEHNA ANs OUarHOCTUKU UH BUTPO.

3.13 MeTopMKa M3aMepeHu: [leTansHoe onucaHue U3MepeHUin B COOTBETCTBUKN ¢ 0AHUM unun 6onee
MeTOoa0M,

MpumevaHusn

1 MeToauky uamepeHuin obbI4HO ONUCHLIBAIOT AOCTaTOHMHO NOAPOGHO U NPeACTABNAIOT B BUAE AOKYMEHTA (MHCTPYK-
LMK), NO3BONAOLLErO NONb30BaTEN O BbINOMHUTL U3MEPEHME.

2 MeToauka n3amepeHus MOXeT BKIToYaTb MHGOPMaLMIO O HeonpeaeneHHOCTU N3MEPEHUA.

3 Bpsige cnyyaes MeToAMKa M3MEPEHUIA, NPONUCAHHAs B UHCTPYKUMSIX A5 NONb30BaTersl, MOXET pacCcMaTpyBaThb-
Csl Kak cTaHJapTHas onepaunoHHas npoueaypa (SOP).

3.14 nepBuuHaa npobupka: Mpobupka UM UHOM cocya, B KOTOPLIA NOCTynaeT buoMaTepuan Heno-
CpeACTBEHHO OT NauueHTa.

3.15 npo6a: [JocTaToyHOE KONMMYEeCTBO BMONOrMYEeCcKoro MaTepuarna, B3sTOro y Yenoseka anda nabopa-
TOPHOro UccrnegoBaHus.

3.16 cpepcTBO U3MepeHUuin: TexHuieckoe yCTPOUCTBO, UCNOSb3yemoe AJ1s1 BLIMOSTHEHUSI U3MEPEHUIA, B
TOM YMCne B coMETAHUA C OOHUM UM HECKOSBKUMN A0NONHUTENLHBIMW YCTPOUCTBaMu [S].

MMpnmedvyaHusn

1 TexHuueckoe cpeacTBO, MpegHa3HAuYEeHHOe ANA W3MEPeHUN, UMEIoLEee HOPMUPOBAHHbIE METPONOrnyeckue
XapaKTepucTUKK1, BOCNPOM3BoAsiLLiee U (MNn) XpaHsilee eauHnuly puanyeckon BernuunHbl, pasmep KOTOpoW NPUHMMAaIT
HeM3MeHHbIM (B Npeiernax yCTaHOBIIEHHOW MNOrpeLLlHOCTH) B TEHEHNE U3BECTHOTO MHTEpBara BpeMeHM.

2 lMpuBeaeHHoe onpeaeneHne BCKPLIBAET CyTb CPEACTBA U3MEPEHWI, 3aKIIOUAIOLLYIOCSH, BO-NIEPBbLIX, B KYMEHUN»
XpaHuTb (U1 BOCMPOW3BOANTL) eAUHULY hr3NYECKON BENUHYUHBI; BO-BTOPbIX, B HEU3MEHHOCTY pa3mepa XpaHUMon eau-
HULbI. 3TN BaxkHelLme hakTopbl M 06YCNOBNMBaOT BO3MOXHOCTL BBINOITHEHUSI U3MEPEHUS (CONOCTaBNeHne C eauHuuen),
T. €. «AenalT» TEXHUYECKOE CPEACTBO CPeCTBOM u3MepeHui. Ecnmn paamep eauHuubl B npoLecce uamepeHnin n3MeHsieT-
cs16onee, YeM yCTaHOBITEHO HOPMaMM, TAKUM CPEACTBOM HENb3A NONYYUTb pe3ynbTaT ¢ TpebyeMon TOUHOCTbI. 3TO 03Ha-
Yaer, YTo N3MepsiTb MOXHO NULLb TOrAa, KOraa TeXHU4eckoe CpeacTeo, NpegHa3HauYeHHOe A4Sl 3TOW Lenu, MOXeT XpaHUTb
eIMHULYY, JOCTAaTOYHO HEM3MEHHYIO N0 pa3mepy (BO BPEMEHN).

3 [NpuoueHMBaHMM BENWYMH MO YCIOBHBIM LLKANAaM WKanb! BbICTYNaoT Kak 6bl «CPECTBOM U3MEPEHUIN» ITUX BeNu-
YuH [6].

3.17 TeXHU4YeCKue CUCTEMbI U YCTPOMUCTBA C U3MEPUTENbHLIMU (DYHKUUAMU: TeXHUYeckue cucte-
Mbl M YCTPOWCTBA, KOTOPbIE Hapsily € UX OCHOBHBIMU (hYHKUUAMU BbIMOSNHSAIOT U3MepuTenbHble (hyHKLMK.

MpnmevyaHusn

1 K TexHu4eckum cuctemam v ycTpoMCTBam ¢ U3MEPUTENBHON (PyHKLIMEN OTHOCUTCS BLICOKOTEXHONOMMYHOE nabo-
paTopHoe obopyaoBaHue, Bkiiovaowwee B cebs Hanbonee nonHeI npouecc uamepenust. [laHHble, NofyYeHHbIE BO BpeMst
aTana vw3mepeHusi Ha BbICOKOTEXHOMOIMYHOM nabopatopHoM o60pynoBaHuK, UCMONb3yOTes Ans npeobpa3oBaHus B

3
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KayeCTBEHHbIe UMW KONMUYECTBEHHbIE AaHHbIe C MOMOLLLIO BCTPOEHHOro 060pyAOBaHNsA U NPorpaMMHOro obecrneuyeHust.
[aHHble u3mepeHust He ABNAITCA NPSMbIMU, U NPU NOATBEPXAEHUM COOTBETCTBUA (B BUAE pernctpauuv nnv ceptndunka-
uMmn) gaHHoro 0GopyaoBaHKs NPOBOAUTCA NOATBEPXKAEHUE (aTTecTauus) MeTOONKA M3MEPEHWS.

2 Ob6ssartenbHble TPe6oBaHNS K TEXHUYECKUM CUCTEMaM U YCTPONCTBaM C U3MEPUTENbHbIMU DYHKUMUSIMU, @ Takke
HOPMBbI OLIEHKM MX COOTBETCTBUSA yKa3aHHbIM TpeOoBaHVAM yCTaHaBNMBaOTCS 3aKOHOAATENbCTBOM Poccuiickorn deaepa-
LUM O TEXHUYECKOM pEryrnmpoBaHum [7].

3 BCcOOTBETCTBUM C AEWCTBYHOWMM 3aKOHOAATENBCTBOM OTBETCTBEHHOCTb Ha BCEX 3Tanax o6palLeHns BbICOKOTEX-
HOMOTMYHOro NabopaTopHOro 060PyAOBaHMA Ha PbiHKE HECET NPOU3BOANTENb UM €10 aBTOPVN3OBaHHbIN NPeACcTaBnTeNb.

4 Tpe6oBaHMA K COCTABNEHUIO TEXHUYECKMX 3a4aHUI NS NpoBeAeHUs
rocyaapcTBeHHbIX 3aKynokK

TexHu4eckne TpeboBaHWUSA OOMKHbI:

- coaepaTb XapakTepUCTUKM BbICOKOTEXHOMOrM4YHoro nabopatopHoro obopyaoBaHusl ¢ TOUKM 3peHust
npeanonaraemoro UCnonb3oBaHNA ero KOHeYHbIM NoTpebuTenem;

- He ObITb N3OLITOUYHBIMU;

- He UCKNHoYaTb KOHKYPEHLIMIO MPY 3aKyMKe BbICOKOTEXHOSIOrMYHOro nabopaTopHoro o6opyaoBaHust;

- obecneymBaTb BOSMOXHOCTb LLUMPOKOro BbIGOpa C TOHKN 3peHMs LieHbl U KavyecTBa ToBapa.

TexHu4eckne 3ajaHnAa AnNA rocygapCrBeHHbIX 3aKyNnoK A0ITKHbI pa3pa6aTblBaTbCﬂ 3aKa34nkom C y4eToM
TpeboBaHWiA 3aKkoHO4aTENbCTBA O pa3MeLLEHNM FrOCcyAapCTBEHHbIX 3aKa30B [8], aHTUMOHOMONBHOTO 3aKoHOAa-
TenbcTBa [9] 1 3aKoHO4aTeNbCTBa O TEXHNYECKOM perynmpoBaHnm [7].

4.1 HaumeHoBaHue 060pyAOBaHMH, ero HasHavdeHue 1 uenu UCNOJNIb30BaHUA

TpeboBaHWe KOHKPETN3MPYETCA rocyAapCTBEHHBIM 3aKas4MKoM UCXoas U3 HasHavyeHUs 060pyaoBaHUA U
npegnonaraeMomn ccepbl ero MeaNUNHCKOro NPUMEHEHNS.

4.2 OnucaHue o6opynoBaHus

Kaxablii NognyHKT A4aHHOMC NyHKTa A0SKeH OblTb NPOHYMepOBaH 1 coaepxaTb HeobXoaAUMbIA NepeveHb
byHKLMOHAMbHBIX U TEXHUYECKUX XapaKTepUCTUK, MOTpebUTenbckMx CBOMCTB, KOMNMEKTauun, KONMYeCcTBEeH-
Hble, KaYeCTBEHHbIE U UHbIE NoKa3aTenn, Heo6XoauMbIe 3aKa3unKy (KOHEHYHOMY NONbL30BaTEN!O).

TouHble 1 YeTkMe TexHudeckue TpeboBaHUA ABMAIOTCA NPEANOCHISIKOA K TOMY, YTOObI NOCTaBLMK MO
3anpocy 3akasyumka npeacTaBu peanbHble U KOHKYPEHTOCNOCOBHbIE TEXHUYECKUE U TEXHUKO-KOMMEpYeCcKue
npeanoxeHus 6e3 3Ha4NTENbHBIX OFOBOPOK, OTKIOHEHWIA UIU AOMNONHUTENBHBIX YCIIOBUNA.

TexHuyeckne TpeboBaHUs Ha NocTaBky 06OpPyAOBaHUA BLIMOMHATCA pasAenbHO AN KaXaoro svMaa
obopyaoBaHMa 1 A0MKHBI BKIO4YaTh B ceba:

- TEKCT TexHu4eckux TpebosaHui;

- Tabnuuy TeXHUYECcKMX nokasaTenen.

B TeKkcT TexHUYeckunx TpeboBaHWUi BKMIOYaoTCA OCHOBHLIE XapaKTepUCTUKM NocTaBnsemoro o6opyaosa-
Hus. CornacHo TeXHUYeckum TpeboBaHusM, 3akynaemoe 06opyaoBaHue 1 MaTepuarnsl, NpUMeHAEMbIE B 3TOM
obopyagoBaHn1, 4OMKHbI BbiTb HOBLIMU, HE UCMONb30OBaHHBIMU paHee, NPeAcTaBnNATb CoO60 COBpEeMEHHbIE
MoZernu, cosfaHHble ¢ y4eTOM NocneaHUX AOCTWKEHWIA B 06NacTn KOHCTPYKUUA U MaTepuaros.

TexHuyeckne TpeboBaHUA 4OMKHBI ObITb COCTaBMNeHbl TakUM 06pasoM, YToObl 06ecneynTb MakcuMarb-
HO LUMPOKYIO KOHKYPEHLMIO 1 B TO XKe BpeMs AaTb YeTKoe NpeAcTaBneHne o Heobxoaumblx cTaHgapTax 6eso-
MacHOCTU W KavecTBa WCMONHEeHWA, maTtepuanax WM SKCNyaTauMOHHbLIX XapakTepucTukax 3akynaemoro
o6opyaoBaHusl, TPaHCNOPTUPOBKE, YNakoBKe U YCIOBUSIX XpaHeHUs 060pyaoBaHNS.

Mpu cocTaBneHUn TexHudecknx TpeboBaHUin HeOBX0AUMO YUNTLIBATL TO, YTO OHU HE AOMKHbI UMETb
orpaHu4nTenbHbIN Xxapaktep. CTaHAapTbl U TexHUYeckue cneuudukaumn, ykasbiBaeMble B KOHKYPCHOM AOKY-
MEHTaLMW, 4OMKHbI FrapaHTUPoBaTh cob6noAeHNe OCHOBHBIX TEXHUYECKUX TpeBGoBaHUN M NpovnX TpeGoBaHNiA K
3akyrnaeMomy 060pyJoBaHNIO.

B TexHn4eckoM 3sagaHnmn AoMmKHLI 6bITb NpuBeaAeHbl Tpe6oBaHUS K KMMMaTUYECKOMY UCTIONTHEHUIO U KaTe-
ropusM pasmelleHus 06opyaoBaHus, CTENEHN 3aLlMThI, YPOBHIO BUGPaLMMK U LWYyMa, KOMIOHOBKE, pasMellie-
HUIO 1 NnoLaakam obcnyxusaHua o6opyaoBaHusi, Macce 06opyaoBaHus, ero rabaputam.

B Tpe6oBaHNAX AOMKHbBI yHUTBIBATLCA CBeAEHUS 06 MMetoLLNXCA Y 3akasuuka (KOHEUYHOTo Nomnb3oBaTens)
NoMeLLeHUAX U KOMMYHarbHbIX pecypcax, BO3MOXHOCTSIX MOHTaXa, NMaHoBbLIX U KanuTanbHbIX peMOoHTax
0bopyaoBaHus, YCIIOBUAX ero CEPBUCHOTO 0OCIYXXUBaHUS.

B TexHuyecknx TpeboBaHMAIX yKasblBaloTcsl AEUCTBYIOWME HaLuoHanbHble cTaHOapTbl Poccuitckoi
Pegepaumn, KOTOPLIM AOIMKHO COOTBETCTBOBATHL 3akynaemoe obopyaoBaHue.

4
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4.3 Tpe6oBaHus k BpeMeHU HapaGoTku 060pyA0BaHMS HAa MOMEHT 3aKynKu

YKkasblBaeTcq, UTo oGopynoaaHme [OIMKHO ObITb HOBLIM, paHee He UCMOoNb30BaHHbIM, He 3KCnnyaTupo-
BaBLWUNMCA UM UMEeTb onpejerieHHoe BpeMa Hapa6OTKI/I (C y4qeToOM Banngauum n KaﬂVIGpOBKVI Ha npeanpuna-
TUU-N3rOTOBUTENE U B NPOLEcce TEXHUIECKUX UCTIbITaHWUA NPY perncTpauumn MeguunHCKoro I/I3J:|,BJ'IVI$|) 1 6bITb
ncnpaBHbIM.

4.4 TpeGOBava KNocCTaBLUUKY OGOpyﬂOBaHMH nerooTBeTCTBEHHOCTU

UcnonHuTenb A0MKeH UMeTb yCTaHOBMNEHHbIE 3aKOHO4ATENbCTBOM U HOPMaTUBHO-MPaBOBLIMU akTamm
Poccuiickonn ®eaepaunn OOKYMEHTHI, NOATBEpXAaAOLWNE COOTBETCTBME OKa3biBaeMbIX yCnyr TpeboBaHMsaM
OencTByOLWMX HOPMaTUBHO-NPaBOBbLIX akTOB Poccuinckon ®egepauun. OTBETCTBEHHOCTL 32 CBOEBPEMEHHOe
npoaneHne Taknx OKYMeHTOB nexuT Ha UcnonHutene. MicnonHuTens npegoctaBnseT 3akazyvunky Konum Aoky-
MEHTOB, MOATBEPXAAOLWMX COOTBETCTBME OKa3blBaeMbIX YCnyr TpebGoBaHUAM OeWCTBYIOLUX HOpMaTUB-
HO-MNpPaBoOBLIX akToB Poccunckon ®egepaunn.

4.5 Tpe6oBaHMe o HeobxogumocTu obecneyeHUsi B3auMOJENCTBUA MNOCTaBNAEMOro
obopynoBaHus c o6opyaoBaHueM, UCNONb3yeMbIM 3aKa3UMKoOM

Mpwn HeoBX0AUMOCTHU YKa3biBaOTCA BapUaHTbl o6ecrnedyeHus B3aumMmoaencTBus UMetoLLerocs y 3akasyu-
ka 060opyAoBaHus ¢ 3akynaeMbiM 060pyA0BaHNeM (BO3MOXHOCTb NOAKMHOUEHUS K TabopaTopHON nHopMaLm-
OHHOW cucTEMe, eiUHbIN NPOTOKON 06MeHa AaHHBIMU, NPOrpaMMHasi COBMEeCTUMOCTb U Np. ).

4.6 TpeboBaHus k pasamepam o60pyaoBaHUA

Tpe6oBaHus k pasMepamM 060pyAoBaHUA (HOPMUPYHOTCS MCXOASA U3 UMEIOLLIMXCS Y KOHeYHOro NoMb3oBa-
Tensa nnowanein Unm ¢ y4eToM UX PeKOHCTPYKLMN. PeKoHCTPYKUMA MMetoLmnXes nnolaaen onpeaensercs
3aJaHveM Ha NpoeKTUpoBaHue, B 3aBUCMMOCTM OT MOLLHOCTU flaGopaTopun, BUAOB NCCredoBaHWi, BbiGpaH-
HOrO TEXHOMOTMYECKOTO PELLEHNS, a TakKe pasMepoB 1 pacCTaHOBKM NnabopaTopHoro ob6opyaoBaHus.

4.7 Tpe6oBaHuUsA K NnpeanpoaaXxHON NoaroToBke o6opyaoBaHUs

Tpe6OB’aHVIﬂ K rlpenrlpop,a»(Hon noaroToBke O60pyﬂOBaHVIF| KOHKPETUINPYHOTCA 3aKa34MKOM.
I'Ipe/J.npo,qax(Ha;l noaroToBKa oGopy,qosava NnpoBOONTCA Ha CKNnage KOMNaHN-NoCTaBLUKa.

4.8 Tpe6oBaHus k kauecTBYy o6opyaoBaHusA, 6e3onacHocTM MeAULIMHCKOro NepcoHana u 3awuTe

oKpyXawllen cpeabl

TpeboBaHus Kk kayecTBY 1 6esonacHocTK 06opyaoBaHUs 1 ero NoTpebuTenbCKMM CBOMCTBaM KOHKpeTU-
3MPYHOTCHA rOCyAapCTBEHHBIM 3aKa3unKOM.

B cnyyae ecnv oT UCNONHUTENS B MPOLLECCE BLINOJTHEHUS KOHTpaKTa TpebyeTcs OCyLLEeCTBUTbL CTpaxoBa-
HWe OTBETCTBEHHOCTW Nepea TpeTbMMM ML aMn Ui eCcriv MOCTaBKN 1 COMYTCTBYOLLME YCIYT CBA3aHbI C BO3-
MOXXHOW ONacHOCTbHO A5 )KU3HW M 300POBbSA NI0AE M UK 3KoNormieckum yuwep6om, B AaHHOM pasgerne A0MKHbI
6bITb AaHbl COOTBETCTBYIOLIME HeobXoaNMble TpeboBaHus.

4.9 TpeboBaHuA No o6beMy rapaHTUI KayecTBa YCnyr, K raRpaHTUMHOMY M NOCTrapaHTUNHOMY
o6cnyxuBaHulo

TpeboBaHusa K kavecTBy obopydoBaHWUsa U ero NoTpebruTensckrM CBOMCTBaM KOHKPETUSUPYIOTCH rocy-
AapCTBEHHBLIM 3aKa34uUKOM.

YKasblBaeTCsl NPOAOPKNTENBHOCTb rapaHTUAHOIO Cpoka 1 MeCTo BbIMOMHEHNsI paboT No rapaHTURHOMY
obcnyxuBaHuio. MapaHTUNHBINA CPOK He MOXeT BbITb MeHbLLEe CPOoKa, YCTaHOBIIEHHOro Npon3BoauTenem (Maro-
TOBUTENEM).

"apaHTUIAHBIN CPOK UCHNCNAETCH C MOMEHTa yCTaHOBKM 060pyaoBaHuWs, ycTaHoBKa AoSkHa BbITb NpoBe-
[eHa He rnosaHee Tpex MecsLeB C MOMeHTa NoCTaBKu.

YKkasblBaloTCA MUHUMarbHO NpueMnemMble AN rocyAapcTBEHHOro 3akasymka Um XXecTKo YCTaHOBMeH-
Hble 06593aHHOCTM NOCTaBLUMKa B rapaHTUIAHBIN Neproa.

4.10 Tpeb6oBaHus k nepegave 3aka3zuuky c o6opyaoBaHueM TeXHUYECKOWN, cornacoBaHHOMN pas-
pelnTenbHON U UHOW AOKYMEHTaLUumn

Tpe6OBaHVIFI Knepegave rocyaapCrtBeHHOMY 3aK33HI/IKy TEXHUYECKNX N UHBIX JOKYMEHTOB NpK NOCTaBKe
O60pyﬂOBaHI/IF| KOHKPETUSUPYHOTCA 3aKa34MKOM. YkasblBaloTca AOKYMEHTbI, COMpoBOXAakwlwne MnocTtaBKy
OGOpy,EIOBaHI/IFl, BbINOITHEHNEe pa60T, oKazaHue ycnyr, Hanpumep, 4To 3TN AOKYMEHTbI AOJIKHbI 6bITb nepegaHbl
Ha A3blKe Npon3BoanTend c nepeBoaoM Ha pyCCKI/IIZ A3bIK.
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4.11 TpeGoBaHuMs K conyTCTBYIOWEMY MOHTaXy NOCTaBfeHHOro oGopyaoBaHWA, NyCKOHa-

Nnafgo4HbIM U MHbIM paboTam

TpeboBaHWsa K MOHTaXy NocTaBneHHOro 060py0BaHNUs U NycKoHanaao4HbIM pabotam Ha MecTe y 3akas-
YuKa (KOHEYHOr o Norb3oBaTeNsA) KOHKPETUIUPYIOTCA rocyAapCTBEHHBIM 3aKas4yuKoM.

412 TpeGoBaHuA K NMOAroTOBKE U UHCTPYKTaXy MeOULMHCKOrO U TeXHU4YECKOro nepcoHana

3akazuuka

TpeboBaHWa K NOArOTOBKE U UHCTPYKTaXKY NOCTaBLUMKOM TEXHWYECKOrO U MeAULIMHCKOro nepcoHana

3aka3zuuka (koHeuHoro noTpebutens) no paboTte Ha NOCTaBNEHHOM 060OPYAOBAHAN KOHKPETUSUPYHOTCA 3aKas-
YUKOM.

4.13 TpeGoBaHUA K KONUYECTBY, NEPUOANYHOCTHU, CPOKY M MECTY NOCTABOK

Cpoku (nepuoabl) NocTaBku 0B6opyaoBaHUs (ykasbiBaeTcsl KOHKpeTHas kaneHdapHas gata UM MUHU-
MasibHO Npuemnemas Ans rocyaapcTBeHHoro 3akasuuka garta noctaBku, U nepuoa (nepuoasl), B TeueHue
KOTOpOro (KOTOpbIX) A0MKHO 6bITh MOCTaBNeHO 06opyAoBaHUe, UMM CPOK C AaThbl 3aKMioYeHUa aoroeopa (ynna-
Tbl aBaHca UM UHOTO), B TeYeHUe KOTOPOoro AoshkHa GbITh OCYLLECTBeHa NocTaBKa, Unu npunaraeTca rpadmk
nepuoanYHOCTM NMOCTaBOK).

4.14 Mopsaok caayu u npueMKu o6opyaoBaHuUA

Mopsgok caadun v npueMkin 060pyaoBaHUsA KOHKPETUSUPYETCSA roCYAapCTBEHHBIM 3aKa3UNKOM.

YkasblBatoTca MeponpuaTia no obecrnedyeHnio caadm v npueMkn obopyaosaHus no kaxaomy artany
MOCTaBKM1 1 B LIeSIOM, COAEpKaHe 0TYETHOM, TEXHUYECKOR U MHON ACKYMEHTaLMK, noanexatlen ohopmMneHuo
1 caade Mo Kakgomy aTany v B LienoM (Tpe6oBaHns UCNbITaHWiA, KOHTPOSbHBIX MYCKOB, NOANUCAHUA aKTOB TeX-
HUYECKOTO KOHTPOMS, UHBIX JOKYMEHTOB Npi caave 06opyaoBaHUs).

5 Tpe6oBaHus, BKNoYaeMbie B TEXHMYECKOEe 3afaHUe Ha aBTOMaTU4Yeckue
aHanusaTopbl ANA reMaTonormyeckux nccnegoBaHum Ana uenemn
rocyaapcTBeHHbIX 3aKynokK

Mpn bopMUPOBaHNU TEXHUYECKOTO 3a4aHUs A5 Lenei rocyaapcTBeHHbIX 3aKyrnok K aBTOMaTUYeCcKuM
aHanusaTopaM 3aKasuuMk PyKOBOACTBYETCA HACTOALUMM CTaHOapTOM U B 3aBUCMMOCTU OT Liefled, CTOALMX
nepea MeauLMHckoi naGopaTopuen, UCnonb3yeT HeobxoaUMble NMo3nLMN TeXHUYeckux TpeGosaHuin 6es per-
nameHTaLumn UX KonndecTsa.

OnHoBpeMeHHOe NCToNb30BaHMe B3aUMOUCKIoYaoLWMX TpeGoBaHWii He AonycKaeTesl.

5.1 HaumeHoBaHue o6opyaoBaHuUs, €ro HasHa4yeHUe u Lienu UCNoNbL30BaHUsA

ABTOMaTUYECKW aHanMsaTop AMs reMaTonorMyecknx uccneaqoBaHui (Unu Apyrue aHanusaTopsl Ans
remaTonorM4yeckuX UCcneqoBaHunii c asToMaTusaL e npolecca uccneaoBaHuin).

[MpnmedaHune—B TexHM4eckoM 3agaHuM 3anpeLLaeTcs Ucnonb3oBaTe PUPMEHHbIE Ha3BaHuA oGopyaoBa-
HUS.

OnpeneneHve remaTonormyecknx napaMmeTpoB BbINOMHAETCA C NOMOLLbIO MeToAA:
- MMnedaHcHoro (KoHAYKToMeTpus);

- OMNTUYecKoro;

- UMMYHONOMNYECKOTO.

5.2 3Ha4yMMble TexHUM4Yeckue TpebGoBaHUA K aHanusaTopaMm pAnA reMaTonorudeckux
nccnegoBaHun

5.2.1 Tpe6oBaHusl, 06GycnoBrneHHbIe HanM4ueM Yy KOHEUYHOTro Monib30BaTensl MaTepuarnbHbIX
pecypcoB U NoMelLeHUI, CBAI3aHHbIe C pa3MellleHUueM aHanusaTopa y nornyvarens U KOMMYHanbHbIMU
pecypcamu nonyvarens

- TWUN UCNONHEHUs aHanu3aTopa (HacTONbHBIA UMW HAMOSIbHBINA);

- MakcumanbHo gonycTUMble rabapuTel aHanuaaTopa [BbicoTa X AnMMHa X WpuHa (MM)];

- MakcumanbHas nnowab NoMeLleHus, Heobxoaumas Ans perfnameHTUPOBaHHON akcnnyaTauun aHa-
nusaTopa;

- TpeboBaHus no aHeproobecneveHuno, HeobxoanMbIe AN 3KCNyaTauum aHanusaTopa.

5.2.2 Tpe6oBaHuA K npou3BoAUTENBLHOCTU (06pa3LOB B Yac)

O6wasn / MakcumarbHas, B pexxume paboThl ¢ onpeaeneHUem peTUKYIoLmUTOB.
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5.2.3 Tpe6GoBaHUA K YpOBHIO aBTOMaTU3aL U TECTUPOBaHUS

- B35TWe 06pa3Lia U3 OTKPLITON NPOBUPKN (PYHHONM PEeXUM nodadun Npobupku);

- B35TWe 06pasLia U3 3aKpbITON NPOBUPKX (aBTOMaTUYECKUA PEXMM Nodadn Npobupkun);

- npeaBapuTenbHoe NepemMellnBaHue obpasua Ha 6opTy aHanmsaTopa.

5.2.4 Tpe6oBaHUA Kk onTUMM3auuu nabopaTopHOro mnpouecca BcCreAcTBUME IKCNNyaTauumn
o6opyaoBaHua

- WHTerpauus ¢ apyrum nabopaTopHelM 06opyaoBaHuemMm;

- noAknoYeHne aHanusaTopa k nabopaTopHo MHOPMaLIMOHHON cUcTeMe;

- cKaHep WTPUXKOAOB NpobrpoK (BCTPOEHHBIN UM BHELLHWIA);

- CcKaHep LUTPUXKOOOB peareHToB (BCTPOEHHbIA UM BHELUHWUIA);

- MWUHMMarnbHOe KonM4ecTBO 0BpasLia, Heobxoaumoe Ansi NPOBEAEHUSI U3MEPEHNS;

- TUMbI BUONOrMYECKMX KMOKOCTEN, KOTOPbIE MOTYT NCCIeA0BaTLCA Ha aHanM3aTope;

- MakcumanbHoe komyecTBo 06pasLoB, eAMHOBPEMEHHO 3arpyaemMblx Ha 6opT aHanmnsaTopa;

- UCNOSb30BaHNE NepPBUYHbIX NPOBUPOK;

- NCNONb30BaHNE BTOPUHHBIX TPOBUPOK;

- apXvBUpoBaHue Nomy4YeHHbIX pe3ynbTaTos;

- apXMBUPOBaHWE Nony4YeHHbIX pesynbTaToB BMecCTe ¢ rpadurkamu n ckatTeporpammamu;

- OMNOBELLEHWE NONb30BAaTENS O HANNYMM NaTONOMMYECKMX M3MEHEHNIA B 0bpasLe.

5.2.5 Tpe6GoBaHuA K NepeYHI0 BU4OB UccrefoBaHUN, BbINONHSAeMbIX Ha 06opyaoBaHUM

KonnuectBeHHOE onpeaeneHne 0CHOBHBIX TUMOB KINETOK KPOBU, UX MapaMeTpoB C pasgeneHnem fnemnko-
LMUTOB Ha NATb NONYNSALMA U KONUYECTBEHHBIM ONpeaesnieHMeM PeTUKYOLUTOB.

KonuyecTBeHHoe onpeaeneHne 0CHOBHBIX TUMOB KNETOK KPOBW, UX MapamMeTpoB ¢ pasaeneHnem fnenko-
UMTOB Ha NATb NONYMSILUA U KONTMYECTBEHHbIM onpeaeneHnem peTuKyounToB U onpeaeneHnemM MOHOKIO-
HanbHBIX aHTUTE.

5.3 TpeboBaHUA kK BpeMeHU HapaboTkmn o6opyaoBaHUA HA MOMEHT 3aKyNKU

Ha momeHT noctaBku oGopy,qosaHme SIBNSETCS HOBLIM, HE ObIBLLMM B aKkcnnyaTaunn.

Bpemsa Hapa6OTKI/I Anasanuaauin, Kkan VI6pOBKI/I Ha npeanpuaTnun-n3roToBuUTene n B npouecce TexHn4yec-
KUX UCMBbITAHWA MpK perucTpaumm MeguumnHCcKoro n3aenus B Cpoke Kcnnyataunum He y4UTbiBaeTCA.

54 TpeﬁOBaHMﬂ K nocTaBLUUKY OﬁOpyAOBaH WA U ero oTBeTCTBEHHOCTHU

MocTaBLWMK AOKEH MMETb YCTaHOBMIEHHbIE 3aKOHOA4aTebCTBOM U HOPMaTUBHO-NPaBOBbLIMWU akTaMu
Poccuiickoin ®Pegepaumn 4OKYMeEHThI, NOATBEPXAaOWME COOTBETCTBME OKa3biBAaEMbIX YCNyr TpeboBaHUAM
AencTByoLNMX HOPMATUBHO-NPaBOBLIX akTOB Poccuiickon Peaepauunn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NpoAneHn TakuX JOKYMeHTOB NexuT Ha MocTaswwuke. MocTaswmk npegoctasnsaeT 3akasynky Konum JoKyMeH-
TOB, NOATBEPXKAAOLLME COOTBETCTBME OKa3blBaeMbIX YCNyr TpeGoBaHUAM AeNCTBYOWNX HOPMATUBHO-NPABO-
BblX akToB Poccuiickoin Pegepaumn.

5.5 TpeboBaHue o0 HeobxoguMMOCTM obecnevyeHus B3aUMOAEACTBUA NOCTABMAEMOro
obGopyaoBaHus ¢ oGopyAoBaHMEM U UHGOPMALUOHHLIMU CUCTEMAMU, UCNONb3yeMbIMU
3aKka3umKkom

O60pyaoBaHue OOMHKHO NoAKMoYaTLCS K NabopaTopHoi MHOPMAaLMOHHON CUCTEME C UCTIONb3OBaHUEM
CTaHAapTHbIX NPOTOKONOB 06MeHa AaHHBIMU.

5.6 Tpe6GoBaHusa no npeanpoAaxHon NoaroToBke o6opyaoBaHun

YKkasaTb KOH KpeTHble Tp66OBaHI/IF| 3aKkasyuMka no npeanpoaAaxXHOW nNOoAroToBKe aHanu3aTopos,
Hanpuvep:

- Hanun4ne ﬂeIZCTByPOLLleI'O cemechKaTa COOTBETCTBUA HA oGopynosaHme;

- Hanuyne pacxofHblX Matepuanos, HeobxoAUMbIX ANs Banugaunn, YCTaHOBKW aHann3aTopos n o6yqe-
HUAA NepcoHana.

5.7 TpeboBaHus K rapaHTUAHOMY U NOCTrapaHTMAHOMY 0GCITyXUBaHUIO

- rapaHTWIAHbIA CPOK Ha NocTaensieMoe 0bopyaoBaHNe — He MeHee OJIHOro roAa;

- Hanuuune cepBucHO crnyxbbl, cepTUdNLMpoBaHHON NpousBoaUTeneM o6opyaOBaHUA, Ha TeppuUTo-
pun P®;

- Hanuyune cUCTeMbl yaareHHOro MoHUTopuHra paboTbl aHanmaaTopa cepBUCHOM cnyxBoi npoussoan-
Tensi obopyaoBaHus;

- Hanuuue cnyx6bl TEXHNYECKON NOAAEPKKA NPON3BOANTENS aHanu3aTopa.
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5.8 Tpe6oBaHMA K nepepave 3aka3uuky ¢ o6opyaoBaHMEM TEeXHUYECKOW, COrnacoBaHHOW
paspelnTenbHOM U UHOM JOKYMEeHTaLumu

= Hanuyne perncTpauMoHHOro yaoCcToBepeHUa Ha NnocTaBnsieMble aHanm3aTophbl,

= Hanu4ue pernctpalMoHHOro yaoCToBepeHNs Ha pacxogHble MaTepuansl, Heobxoaumble npn skcnnya-
Taunn aHann3aTopos,;

- Hanu4ue perncTpaunoHHOro yaoCcTtoBepeHns Ha pacxogHble MaTepuansl, HeobxoauMble 4N ucernego-
BaHWA aHanuTa Ha OGOpyJJ,OBaHI/IVI;

- Hanu4ne SKCHﬂyaTaLLMOHHOﬁ AOKYyMeHTaLun aHanmsaTopa Ha pyCCKOM A3bIKe.

5.9 TpeboBaHMA K COMYTCTBYHOLIEMY MOHTaXy MOCTABMIEHHOro oGopyAoOBaHUsl, NMYCKOHa-
nafoYHbIM U UHbIM paboTam

Beog o6opyaoBaHus B akcnnyaTtauuto cepTUULMPpOBaHHBIMU crieLuanMcTaMu.

5.10 Tpe6oBaHMA K NOAroTOBKE U MHCTPYKTaXy MeOULMUHCKOrO U TeXHUMUYECKOro nepcoHana
3akasyuka

MHCprKTa)K nepcoHana KoHeYHOro nonbL3oBaTens no paboTte Ha aHanusaTope ¢ Bbigaven COOTBEeTCTBY-
IOWNX OOKYMEHTOB.

6 Tpe6oBaHMA K 0POPMNEHUI0 TEXHUYECKOro 3aAaHusi
Ha BbICOKOTEXHONOrn4yHoe naéopaTtopHoe o6opyaoBaHue

3akasumk ocopmnseT T3 B COOTBETCTBUM C OOLLMMU TPEBOBAHUSIMM K TEKCTOBBLIM JOKYMEHTaM, YCTaHOB-
neHHbiMu FOCT 2.105. ®opma nsnoxeHust T3 npuseaeHa B NpunoxeHun A n moxeT 6bITb NpeacTaBneHa kak B
TabnuyHoi hopme, Tak 1 B TeKcTOBOM chopmaTe. CBeleHNs 0 COrnacoBaHUmn M yTBepXaeHUn T3 pasMmelLlarTea
Ha TUTYMbHOM fuCTe.
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Mpunoxenne A
(pexomenpgyemoe)

MpumepHan popma TeXHUUECKOro 3a4aHUsA Ha 3aKyNKy BbICOKOTEXHONIOTMYHOTO
na6opaTopHoro o6opyaoBaHusi

«YTBEPXKAAO»
PykoBoautens opraHnsaumm

« » 201 r.

TexHuveckoe 3afaHne Ha 3aKynKy BbICOKOTEXHOJNIOrM4YHOro naﬁopa'ropuoro oﬁopynoaauml

TpebosaHus, npeabABNAeMbIE K
Ne HaumeHoBaHue pasgenoB TEXHUYECKOro 3afaHus
3aaHuio

1 HavnmeHoBaHne o60pyaoBaHus, €ro Ha3HauYeHWe 1 Lenyu MCnosib30BaHus

2 OnuncaHue o6opyaoBaHus

3 TpeboBaHus k BpemeHun HapaboTkn 060pyAoBaHNA HA MOMEHT 3aKyrKu

4 TpeboBaHus kK NocTaBWMKy 060pyaoBaHUA U €70 OTBETCTBEHHOCTU

5 TpeboBaHne 0 Heo6xoaMMOCTH o6ecneveHns B3auMoaenCTBUS NOCTaBISA-
emoro obopyaoeaHua ¢ 060pyaoBaHWEM, MCMNOSb3YEMbIM 3aKa34UNKOM

6 Tpeboanusi kK pazmepam obopyaoBaHus

7 TpeboBaHusi No NpeanpoaaXKHON NOAroToBke 060pyAoBaHUS

8 TpeboBaHusi kK kauecTBy 060pyaoBaHMs, 6e30MacHOCTM MeaULMHCKOro
nepcoHana u 3almTe OKpyXatoLen cpeabl

9 TpeGoeaHusi No o6beMy rapaHTWii Ka4decTBa YCMyr, K rapaHTUAHOMY W
NOCTrapaHTUNHOMY OBCIyXMBaHUIO

10 TpeboBaHusi k nepepade 3akasuvky ¢ 0BGOPyAOBaHWEM TEXHUYECKOM,
COrnacoBaHHON paspelumTensHON 1 MHOWM AOKYMeHTauuu

11 TpeboBaHus k CONYTCTBYIOLLEMY MOHTaXY NOCTaBNEHHOIro 060pyAOBaHMS,
NyCKOHaNago4HbIM U MHBIM paboTam

12 TpeboBaHusi K NOArOTOBKE WU MHCTPYKTAXKY MEAULMHCKOrO U TEXHUYECKOTO
nepcoHarna 3akasuvka

13 TpeboBaHusi K KONMYECTBY, NEPUOANYHOCTU, CPOKY U MECTY NOCTaBOK

14 Mopsaok caaumn n npremky o6opyaoBaHnsA

15 MpUNoxeHnsa K TeXHU4ECKOMY 3aiaHNIo

MpumevaHus

1 BcenonsiobszaTenbHbl k3anonHeHuto. B cnyyae, ecnu 3akasymk He npeabsaBnsAeT KOHKPETHOro TpeboBaHus, TOB
COOTBETCTBYIOWEM MNoNe NpocTaBnseTcs 3anuck «He npeabasnseTcs», «He TpebyeTtcsi» unu ap. B 3aBUCMMOCTM OT KOH-
TekcTa.

2 B cny4ae ecniv 3akasumk cchopmynvpyeT T3 HEerpamoTHO, HEKOPPEKTHO UMW HEKOHKPETHO BO3HUKAET BO3MOX-
HoCTb NpuobpeTteHus obopyaoBanust (ToBapa, paboTel unu ycnyru), He oTBevatowero ero notpebHocTaM. Jaxe ecnu
o6opyaoBaHMe COBEPLLEHHO He ycTpanBaeT 3akas4mka, HO Npy 9ToM cooTBeTcTBYeT T3 3akasuuka, 3akoH Ne 94-33 He
AaeT HUKaKOW BO3MOXHOCTM OTKa3aTbCsl OT 3aKMIOYEHUsI KOHTpaKTa.

PykoBoauTenb CTPYKTYPHOTO NoapasaeneHns

OTBETCTBEHHbIN

CneuunanucTsl




FOCT P 55991.6—2014

(11

(2]
(3]

(4]

(5]

(6]

(7]
(8]

(9]

10

Bu6nuorpadwusn

Knunnueckasn nabopatopHan auardoctuka: HaunoHanbHoe pykoBogcTBo. B 2-x Tomax. Mop pea. B.B. Qonroea,
B.B. MeHnbwukoBa. FQ0OTAP-Megua, 2012

PegepanbHbIn 3aKOH OT 26 uioHsa 2008 r. Ne 102-93 «O6 obecneveHn egquUHCTBa U3MEPEHNINY

TepmunHonorust aHanuTudecknx nameperuii. Beegenve B VIM 3. (Terminology in Analytical Measurement.
Introduction to VIM 3. First edition 2011) MNep. ¢ anrn. M., Jlabopa, 2012

Mocobue k MI'CH 4.12-97. NeuebHo-npodunaktuyeckue yupexaenusi. Pazgen lll. Beinyck 4. OuarHoctnyeckue
otgenenus: KnuHyko-guarHoctudeckme nabopatopun. MNaranoroaHatommueckre otaenenus. bropo (otgeneHus)
cynebHo-meauumHekor akcnepTnasl, YT «HAALL», 2004

MexgyHapoaHbeIi cnosBaps MO METPONOrvM: OCHOBHblE U OOWME MOHSITUSE M COOTBETCTBYIOLLME TEePMMUHLI.
(International vocabulary of metrology-Basic and general concepts and associated terms (VIM) JCGM 200:2008)
Mep. ¢ aHrn. u dpany. Cr6, HNO «lMpodeccuoHany, 2010

PekomeHgaumm No MexrocygapcTBeHHOW cTangapTuaaumu. [ocyaapcTeBeHHasi cuctema obecneveHusl eamHeTea
namepenuin. Metponorusi. OCHOBHbIE TEPMUHBI U onpeaenenusi. PMI™ 29—99

depepanbHbIvi 3akoH OT 27 gekabps 2002 r. Ne 184-d3 «O TeXHU4YeCKOM peryrmpoBaHum»

degepanbHbIfi 3akoH oT 21 niona 2005 r. Ne 94-03 «O pa3melleHnn 3aKa3oB Ha MOCTaBKW TOBaPOB, BbINOMHEHNe
paboT, oKkasaHwe ycnyr Ans rocyaapCTBEHHbIX M MyHULMNANbHbLIX HYXO»

depepanbHbIfi 3akoH oT 26 uionsa 2006 r. Ne 135-33 «O 3awuTte KOHKYpeHUMmn»



rOCT P 55991.6—2014

YK 61:006.354 OKC 11.020

KritoueBble croBa: aHanuaTopbl Ans reMatonormyeckx nccnegoBaHui, TexHundeckne TpebosaHms ans rocy-

AapCTBEHHBIX 3aKyMoK, TEXHUYECKoe 3aaHune, BLICOKOTeXHoMornmyHoe naéopatopHoe o6opyaosaHue, Npouns-
BOAUTENbHOCTb

11



Penaktop O.A. CmosHosckas
TexHuveckuii penakrop B.H. MNpycakoea
KoppekTtop M./. Mepwura
KomnbloTepHas Bepctka M.A. HanelkuHol

CpaHo B Habop 03.07.2014.  TMognucaHo B nevats 13.08.2014.  ®opmar 60 x 84%. lapHuTypa Apuan.
Yen. neyv. n. 1,86.  Yu.-uzn. n. 1,30. Tupax 57 aka. 3ak. 3119.

M3paHo n otnevaTtaHo Bo Iyl « CTAHOAPTUH®OPM», 123995 Mocksa, MpaHaTHbIi nep., 4.
www.gostinfo.ru info@gostinfo.ru


http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293771/4293771549.htm

