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HAUUWOHANBHBIN CTAHOAPT POCCUUCKOWU @SEAOAEPALUUMNU

MEOUUWHCKUE U3OENUA ond QUArHOCTUKU UH BUTPO
YacTb 2

ABTOMaTU4YeCKUe aHanu3aTopbl AN UMMYHOMOrMYECKMX MCCNeaoBaHU.
TexHUYeckue Tpe6GoBaHMA ANA rocyaapcTBEHHbIX 3aKynokK

In vitro diagnostics medical devices. Part 2. Automatic analyzers forimmunoassays.
Technical requirements for public procurement

Data BBegeHna — 2015—06—01

1 O6nacTb NnpYMeHeHus

HacToswwmin cTaHgapT onvcbiBaeT npasuna CocTaBreHUst TeXHUYECKUX TpeboBaHNA UMK TEXHUYECKMX
saganuid (T3) AnNA rocyAapCTBEHHbIX 3aKYMOK BbICOKOTEXHOMOrn4YHoro nabopatopHoro obopyaosa-
HUA — aBTOMaTUYECKMX aHanMsaTopoB Anst UIMMYHOOMMYECKUX NCCneoBaHU NH BUTPO B YCIIOBUSIX Meau-
LIMHCKNX nabopaTopuid.

Hacroswmwia ctaHgapT npegHasHaueH Ans NpUMeHeHNUs YronHOMOYEeHHBIMU LMY rocyAapCTBEHHbIX
3aKa34MKoB MpU COCTaBNEHNU TEXHUYECKUX TPeBOoBaHNI K aBTOMaTUYECKUM aHanuaaTopam Ans UMMYHONOrn-
YecKUX nccrnefoBaHnii B pamKax KOHKYPCHOW, ayKLUMOHHOW UM KOTUPOBOYHON OKYMeHTauun pernameHTupo-
BaHHOW ANs Lenei rocyaapCTBEHHBIX 3aKyrmoK aBTOMaTUYeCKUX aHanusatopoB AnA UMMYHOMOrMYeckux
nccneaoBaHun.

2 HopmaTuBHbI€e CCbINKH

B HacTosLweM cTaHAapTe NCNob30BaHbl HOPMaTUBHbBIE CCLISIKU Ha criedytowme cTaHaapThbl:

FOCT 18996—80 AHanusaTopbl 6UONOrMYECKUX KUAKOCTEN MeauupuHekue. TepMuHbl U onpeaeneHus

FOCT P 52905—2007 Na6opatopuun meguupnHckue. TpeboBaHus 6esonacHocTU

FOCT P 53022-2—2008 TexHonoruun nabopaTtopHble kKnuHudeckue. TpeboBaHUA K Ka4eCTBY KIUHU-
Yeckux nabopaTopHbix uccnegoBaHui. Yactb 2. OLeHka aHanNMTUYeCKON HaeXXHOCTU MeTO0B UccneaoBa-
HUS (TOYHOCTb, YYBCTBUTENBHOCTb, CNeundUIHOCTb)

FOCT P 53420—2009 Kposb aoHopckas n ee komnoHeHTbl. O6wwue TpeboBaHus k obecnevyeHuio
KavecTBa Npu 3aroToBke, nepepaboTke, XxpaHEHUN U UCNONb30BaHUM AOHOPCKOWM KPOBU U €€ KOMMOHEHTOB.

FOCT P 53470—2009 Kposb aoHOpPCKaA U ee KOMNOHEHTLI. PyKoBOACTBO MO MPUMEHEHMWIO KOMMOHEH-
TOB AOHOPCKOWN KPOBW

rOCT P UCO 15189—2009 Nabopatopuu meauuuHckue. YacTHble TpeboBaHUs K KauyecTBy 1 KOMIe-
TeHUUn

FOCT ISO 9000—2011 Cucrembl MeHeakMeHTa kadecTBa. OCHOBHbIE MOMOXEHUs U CNOBapb

FOCT ISO 11737-1—2012 Crepunusauus MeauuUUHCKMX usaenvii. Mukpobuonornyeckue mMetoabl.
YacTb 1. OueHka nonynsauum MUKpoOOpraHU3MoB Ha NpoayKLuu

Mpumeyanue— lMpy NONL30BaHUK HACTOSILLUM CTAHAAPTOM LieNecoobpa3Ho NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTaHAAPTOB B MH(POPMAUMOHHON cucTeme obLlero nonb3oBaHusi — Ha odmumansHom cainte PepepanbHOro
areHTCTBa NO TEXHUYECKOMY PerynupoBaHuio n meTpornorum B cetn MHTepHeT unm no exxerogHomy MHpopmauuoHHOMY
ykasatenio «HaunoHnanbHbie CTaHaapThI», KOTOPLIV ONYyBIMKOBaH Mo COCTOSIHUIO Ha 1 STHBapsi TEKYLLEro roga, v rno Bbinyc-
KaM exxeMeCcsHHOro nHpopmaumnoHHoro ykasarens «HauuoHanbHble cTaHAapTbi» 3a Tekywmi rog. Ecnv 3ameHeH cebinoy-
HbIli CTAHAAPT, HA KOTOPLIN AaHa HEAATMPOBaHHAs CChINka, TO PEKOMEHAYETCsl UCMOoNb30BaTh AEWCTBYIOLLYIO BEPCUIO
3TOro CTaHAAPTA C YHETOM BCEX BHECEHHbIX B JAHHYI0 BEPCUIO U3MEHEHWIA. ECnn 3ameHeH CCbliNoYHbIN CTaHAApPT, Ha KOTo-

U3panme opuynansbHoe
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pblii JaHa AaTUPOBAHHASN CCLISIKA, TO PEKOMEHAYETCHA UCTIONBb30BATL BEPCUIO 3TONO CTAHAAPTA C YKa3aHHbIM BbILLE rOA0M
yTBEpXKAeHWA (NpuHATKS). Ecnv nocre yTBepXaeHns HaCcTOSILLero CTaHAapTa B CCbIMOYHbIA CTAHAAPT, HA KOTOPLIM AaHa
OaTUPOBaHHAA CCbINKA, BHECEHO M3MEHEHNe, 3aTparMBaioLLee MoNnoXeHne, Ha KOTOPOe AaHa CCbiKa, TO 3TO NONOXeHNe
peKoMeHAyeTCs NPUMEHNTL 6e3 yueTa 4aHHOro M3MeHeHUsl. ECnn CebinoYHbIi cTaHaapT oTMeHeH 6e3 3aMeHbl, TO NOToXe-
HKe, B KOTOPOM AaHa CChINKA Ha HEro, PEKOMEHAYETCH MPUMEHSITb B YaCTU, HE 3aTParmBaloLLEN 3Ty CCbITIKY.

3 TepMuHbI, onpegeneHns N CoKpalleHus

B HacTosiLem cTaHaapTe NPUMEHEHI crielyoLmMe TEPMUHBI C COOTBETCTBYIOLLIMMU onpeAeneHnsaMu:

3.1 aBTOMaTU4eCKUA aHanu3aTop ANsi UMMYHONOTUYeCcKUX uccnegoBaHui: Mpunbop, noseonsio-
WA NPOBOAUTL aHANMUTUYECKUIA 3TaN UMMYHONOTUYECKMX UCCeAoBaHWUiA ¢ MOMeHTa naeHTudukauumn obpas-
ua buomartepunana YenoBeka aHaNM3aTOPoOM A0 MOJTy4eHUsl BU3yannaMpoBaHHOro pesynbTaTa uccrneaosaHus
6e3 BMelaTenbLCTBa onepaTopa B paboTy npubopa.

N p v M ey aHu e — NoggaHHoe onpegeneHve NoNnagaioT U Apyrne aBToMaTUHeCKMe UMMYHOINOMMYeCcKUe aHarnm-
3aTopbl C aBTOMaTM3aumMen npouecca uccneaoBaHnm.

3.2 ananuTt: KoMnoHeHT npobbl, yKasaHHbIA B Ha3BaHWM UccregyeMoro CBoOMCTBa Unn usmepsiemon
BENUYUHBI.

MpumevaHusn

1 B knuHuueckoi nabopaTtopHon ANarHOCTUKE aHaNMTLl MOTYT MUMETh Pa3nuYHbIN XapakTep:

a) un3nHeckux CBOWCTE;

6) XMMWYECKNX INEMEHTOB, MOHOB, HEOPraHNYEeCKUX MONEKYr;

B) OpraHu4yeckux CTPyKTyp C Manomn MoneKynsipHon Maccou;

r) MakpoMOIeKy C U3BECTHON UNu NpMBIN3nTENbHO YCTaHOBNEHHOM CTPYKTYPOM U cneunduyeckumm 6uonornyec-
KUMW CBONCTBaMMU;

) KNeToK, X CTPYKTYPHBIX SNIEMEHTOB WU KNETOYHBIX CUCTEM;

e) MUKpoopraHuamoB (6akTepuu, BUPYChl, @ Takke rpubel U NnapasuTapHble OpraHu3mebl pasmepom 4o 1 Mm), ux
CTPYKTYpPbI U CBOICTB.

2 ApgantupoBaHo [FTOCT P 52361, ctatbs 17].
3.3 ©6uonoruyeckun matepuan: buonorndeckne XnarkocT, TKaHM U SKCKpeThl Yenoseka [8].

MpumeyvaHne—

BrvomaTtepumarbl yenoBeka nNpeacTaBnsAoT cOGONM CNOXHbIE CUCTEMbI CMECH Pa3NIUYHbLIX BELLECTB W KIETOK, ABMSIOLMNX-
Cs1 KOMIMOHEHTaMK, TO €CTb OYEpPUEHHBIMK YaCTAMU CUCTEMbI. B aHanuTuke KOMNOHEHTLI CUCTEMbI NOAPA3AENSIOT Ha
«aHammuTbl», KKOHKOMWUTAHTbLI» U «PacTBOPUTENMWY; NOCNegHWe ABa Buaa KOMMNOHEHTOB 0603HAYaloT Kak «MaTpuLly».
MaTpuua oxBaTbiBaeT BCE KOMMOHEHTLI MaTepUanbHON cMcTeMbl, uckniovas aHanut. [[OCT P 53022.2—2008 YacTtb 2,
NyHKT 3.2]

3.4 Guonoruyeckue xugkoctu: Kngkoctu opraHmnsmMa 4enoBeka M X KOMMOHEHTLI: KPOBb, JIMKBOP,
J'II/IMd)a, CeKpeThbl, CbIBOPOTKAa, NNasMa, Moya, nnespanbHad XXMAKOCTb, CIOHA, aMHUOTUYeCKasa XXUOKOCTb,
SAKYNAT 1 4p.

3.5 Banupauus: MoaTeepxaeHWe NocpedcTBOM NpeacTaBneHns 0GbeKTUBHBLIX CBMOETENbCTB TOro,
yTo TpeboBaHus, npegHasHayeHHble ANs KOHKPETHOre WUCMONb3OBaHUSA UM NMPUMEHEHWUS, BbINOMHEHSI.
[FOCT ISO 9000—2011, nyHkT 3.8.5]

MpumevaHusn

1 [OKYMEHTMPOBaHHbIE UCTIBITAHUS], 3ancy M 06 bACHEHUS pe3ynbTaToB, Heo6XoAUMbIe Ans NOATBEPXKAEHNS TOTO,
YTO NPOLIECC HEM3MEHHO AaeT pe3ynbTaT, B COOTBETCTBUM C onpedeneHHbiMu TpeboBaHuaMm.

2 Banuagauws MeToguky 3aKoHaeTcsl B Cepun nccnegoBaHvin Ans onpegenenus 3eKkTMBHOCTY U BOCNPOU3BO-
AVMOCTW MeTOAa NCMbITaHUN.

3.6 BTOpM4Hasa npobupka: MNpobupka UM NHOW cocyl, B KOTOPLIN BHOcUTCA Npoba nocne Heobxoau-
MOW npeaHannTu4ecKkon copaboTKu.

3.7 BbICOKOTEeXHONOrM4YHoe nadopaTopHoe o6opynoBaHue: MNpubopsl, annapatsl, 06opygoBaHue
ONA NpoBeaeHUs KNMHUYecKNxX nabopaTopHbIX UCCreoBaHWUi, HanpasieHHbIX Ha OLLeHKY COCTOSIHUSI OpraHma-
Ma YenoBeka npousseaeHHble C NCNOMb30BaHUEM COBPEMEHHbIX JOCTUKEHWIA B 06NacTW 3NeKTPOHWUKN, Npo-
rpaMMHoro obecrneyveHns, poboOTOTEXHNKN 1 APYTrNX BBICOKOTEXHONOMMYHbIX 061acTel NPOMBILLNEHHOCTH.

2
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3.8 eauHUUa BeNMUYUHbBI: PUKCUPOBAHHOE 3HAYEHUE BENNUMNHBI, KOTOPOE MPUHATO 3a eAUHULY AaHHON
BENUYNHBI U NPUMEHSIETCS NS KONMUYECTBEHHOI O BblpayKeHUA 0AHOPOAHbLIX C HE BenuuuH. [3]

3.9 usmepenme: lMNpouecc (COBOKYNHOCTL onepaluii) SKCNEPUMEHTAITLHOTO NONYYEHUs OQHOMO UNn
6onee 3Ha4YeHUA BENNYUHBI.[7]

MpumevwaHwusn

1 Otanbl npoBeAeHUs1 U3MepeHusi oT nonyyeHuns Npo6bbl, npeobpasoBaHusi ananuTa B hopmMy yaobHyto ana namepe-
HWUA, NONY4YEeHUsl BENWYMH B CpeAcTBe u3amepeHns n o6paboTku NonyqeHHbIX pe3ynbTaToB SBMSIIOTCS YacTAMW npouecca
n3mepenus. B pesynbtarte npouecca namepeHust MoryT 6biTb NONyYeHbl KONWYECTBEHHbIE UMW KAYeCTBEHHbIE AaHHbIe,
npeAcTaenNsoWMe 3HAUMMYIO Arst AMArHOCTUKU MHAOpMaUmio.

2 KauvecTBeHHble AaHHble — pe3ynbTar, NoNy4YeHHbIN AUXOTOMUYECKUM AeJIEHMEM MO KAKOMY-TO NPU3HaKY.

Tpumep — fanHbie ummyHopepmeHmHozo aHanu3a (UPA) Ha Hanuvue uHpuyuposaHHocmu nayuesma
onpedenaomcs no npu3Haky onmuyeckoii nnomuyocmu (Of) npo6bi 6onbuwe unu merbuwe OFf1 kpumuyeckozo e
daHHOll cucmewme.

3 KusmepeHuio He OTHOCUTCS BU3yarbHOE uccnegoBaHue CBOMCTB, Hanpumep ueeTa.

4 depepanbHble OpraHbl UCTMIONTHUTENBHOM BNACTH, OCYLLECTBNAIOLWNE HOPMATUBHO-NPABOBOE PErynMPOBaHNe B
obnacrtax AeaTenbHOCTM (3A4paBoOXpPaHEHUsT), ONpeaensiioT U3MEPEHUs], OTHOCAWMECA K cdhepe rocyaapCTBEHHOrO pery-
nupoeaHuns o6ecneveHns eaUHCTBA U3MEPEHUIA, U YCTAHABMUBAIOT K HUM 06a3aTenbHble MeTponorndeckue TpeboeanHuns,
B TOM YMCNe NoKasaTenm TOUHOCTU u3aMepeHun. [3]

3.10 MMMyHonoruueckue uccrnefoBaHua: uarHoctTuieckue MeToabl UCCNeaoBaHUsA, OCHOBaHHbIe
Ha creun4eckom B3auMoaeNCcTBUN aHTUreHOB U aHTUTenN. OHU BKIMKOYAKOT CEPoormieckne UCCrneaoBaHus,
NN CEPONOrMYecKkne peakLum, K KOTOPbIM OTHOCAT 0BbIMHO peakuui NpAMOro B3auMoaencTBUsl aHTUrEeHOB U
aHTUTEN CBIBOPOTKM KPOBU UH BUTPO.

3.11 uHTerpauusa oGopypoBaHua: Mpouecc TexHUYEecKoro oGbedUHEeHUA BbICOKOTEXHOMOMMYHOrO
nabopaTopHoro 06opyaoBaHMs NOCPeACTBOM Kak KOHCTPYKTUBHOTO peLleHUs Npon3soaunTens, Tak U ¢ UCNoSb-
30BaHMEM JOMNOMNHUTESbHBIX YCTPONCTB Ha 6ase MeauuMHCKol naGopaTopun ¢ aBToMaTUYECKUM NepemeLle-
HWem npo6.

MpwumeyaHune— MHterpaunsn o6opygoBaHua NO3BONAET CO3aaBaTh €4NHYI0 NPOU3BOACTBEHHYIO NUHUIO KNK-
HUKO-AMarHocTU4Yeckor nabopaTopmm, NPoeKTMpyemMyio MHAMBUAYATbLHO C y4ETOM MOLLHOCTM nabopaTopumn, BUAOB Uccre-
JOBaHWN, BbIBpaHHOIro TEXHONOIMYECKOro pPeLleHusl, a TaKkKe pa3mMepoB U paccTaHoBKK nabopaTtopHoro o60pyaoBaHusi.
[Moco6ue k MITCH 4.12—97. lNNewebHo-npodunakTuueckue yupexaenus. Pasgen lll. Boinyck 4. [luarHoctuyeckne otaene-
Hus: KnuHuko-grnarHoctudeckme naboparopun. [MatanoroaHarommueckue otgenenus. biopo (otaenenus) cynebHo-mean-
LIMHCKOW 3KCMEPTU3bI].

3.12 meTop: ObLee onMcaHne NOrM4eckon NocnegoBaTeibHOCTM onepauui Npy NporeaeHuu nccne-
OOBaHWN, N3MepeHnin 4NA gUarHoCTUKN UH BUTPO.

3.13 meToguka U3MepeHUin: [eTanbHOe onucaHMe N3MepeHnin B COOTBETCTBUU C 0AHUM Unu Bonee
MeTOoOOoM.

MpnmevaHusn

1 MeToauky n3mepeHnin 06bI4HO ONMCHIBAIOT 4OCTATOUHO NOAPOGHO U NPeACTaBNSAIOT B BUAE AOKYMEHTA (MHCTPYK-
LuK), NO3BONSAIOLWEM NOSb30BATENIO BbINONMHUTE U3MEpPEHHUE.

2 MeToguka namepeHus MoxeT BKITIoYaTh MHEOPMAaLMIO O HeoNpeaeneHHOCTU 3MEPEHUIA.

3 Bpsige cnyvaes meToavKa naMmepeHun, NponucaHHasi B MHCTPYKUMSIX NS NONb30BaTens, MOXeT pacCMaTpuBaTh-
Csl Kak cTaHJapTHas onepaunoHHas npoueaypa (SOP).

3.14 nepBu4Has npobupka: MNpobupka UMK UHOW COCYA, B KOTOPLIA NoCcTyNaeT GuomaTepuan Henoc-
peacTBEHHO OT NauneHTa.

3.15 npoba: [JoctaTouHoe konu4ecTso Buonoruieckoro Matepuana, B3aToro y Yenoeeka ana nabopa-
TOPHOro UccneaoBaHumsl.

3.16 cpencTBO U3MepeHUn: TeXHNYECKoe YCTPOMUCTBO, UCNONb3yeMoe ANA BLINONHEHUA USMEPEeHUiA, B
TOM YKCIie B COYETAHUM C OAHUM UM HECKONBbKUMW AONOMHUTENbHLIMU YCTPOUCTBaMMU. [6]

MpnmevaHusn

1 TexHuyeckoe cpefCcTBO, NpegHasHauyeHHoOe AN M3MEPEHUA, MMeloWee HOPMUPOBaHHbIE METPOnorndeckue
XapakTepuCTUKK, BOCNIPOU3BOASILLEE U (UNN) XpaHsLwee eanHULLY DU3NYECKON BENUYMHBI, pa3Mep KOTOPON NPUHUMAIOT
HEeW3MeHHbIM (B NpeAenax yCTaHOBIEHHOW NOrPeLLHOCTU) B TEHEHNE U3BECTHOIO MHTEpBana BpeMeHu.

2 lpvBeaeHHOe onpeAeneHne BCKPLIBAET CyTb CPeACTBA M3MEPEHUN, 3aKNI0HAIOWYIOCS, BO-NEPBbIX, B <YMEHUU»
XpaHWTb (UMM BOCMPON3BOANUTL) eAMHULY (DU3NYECKOW BENNUMHDI; BO-BTOPbIX, B HEM3MEHHOCTU pa3mepa XpaHUMol eau-
HULUbI. 3TV BaxHeWwwme hakTopbl M 06yCNoBNMBaOT BO3MOXHOCT BbINONHEHUS U3MEPEHUS (CONOCTaBNEHUE CeanHULEN),
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T. €. «AenaloT» TeXHUYeCcKoe CPeACTBO CPpeCcTBOM n3amepeHnn. Ecnn pasmep eanHuLbl B NpoLiecce nsmepeHnin usmeHseT-
cs16onee, YeM yCTaHOBNEHO HOPMamM, TAKUM CPEACTBOM HENb3si NONY4UTh pe3ynbTar ¢ TpebyemMon TOHHOCTbIO. JTO 03Ha-
YaeT, YTO U3MePSITb MOXHO NMULLb TOrAa, KOrAa TeXHNYECKoe CPpeacTBo, NPeAHa3HAuYeHHOE AT 3TON UeNn, MOXEeT XpaHUTb
eaAVHULY, OCTaTOYHO HEU3MEHHYIO Mo pasmepy (BO BPEMEHN).

3 lMpw oUEHVBaHVKM BENUYUH NO YCNIOBHLIM WKaNam LWKanb! BbICTYNAKOT Kak 6bl «CPEACTBOM M3MEPEHUN» 3TUX BENK-
4mH. [9]

3.17 TeXHU4YeCKUe CUCTEMbI U yCTPOﬁCTBa C N3MepuTenbHbIMU Q)yHKI.IVIﬂMM: TexHu4eckue cucre-
Mbl A yCTpOI7ICTBa, KOTOpble Hapaay ¢ X OCHOBHbIMA beHKLlIAFIMM BbIMNONHAKOT U3MepuTtesnbHble beHKLIMM.

MpunmevaHusn

1 KTexHuyeckvm cuctemam v yCTpoucTBam C M3MepUTENbHON (PYHKUMEN OTHOCUTCA BbICOKOTEXHONOrM4Hoe nabo-
paTopHoe o6opyaoBaHue, BKiovatoLiee B cebs Hanbonee nonHein npouecc namepenus. [laHHbie, Nony4eHHbIe BO BpeMs
3Tana u3MepeHusi Ha BbICOKOTEXHOMOIMYHOM nabopaTopHoM o6opyaoBaHumM, UCnonb3yloTca Ans npeobpasoBaHus B
KauyeCTBEHHbIE MMM KONMMYECTBEHHbIE AaHHble C MOMOLLBIO BCTPOEHHOrO 060pyA0BaHNA U NPOrPaMMHOro obecnevenus.
[aHHble u3MepeHnsi He SRNAKTCA NPSIMbIMU 1 NPY NOATBEPXKAEHUN COOTBETCTBUSA (B BUAE PervcTpaumn unm ceptmduka-
uum) aaHHoro o6opyaoBaHWsA NPOBOANTCA NOATBEPXKAEHUE (aTTeCTauus) METOANKN USMEPEHUS.

2 Ob6s3atenbHble TpeGoBaHNS K TEXHUHECKUM CUCTEMAM M YCTPONCTBAM C 3MEPUTENbHLIMU DYHKUNSAMK, a TaKkKe
hOPMbI OLIEHKM UX COOTBETCTBUS YKa3aHHbIM TPEOOBaHUAM YCTaHAaBNUBAIOTCA 3aKOHOAATENLCTBOM Poccuiickon Pepepa-
LMK O TEXHUYECKOM perynmpoBaHuum. [2]

3 BcooTBeTCTBMM C AENCTBYIOWMM 3aKOHO4ATENbCTBOM OTBETCTBEHHOCTb Ha BCEX 3Tanax o6palueHus BbICOKOTEX-
HOMOrMYHOro NabopaTopHOro 060pPyAOBaHNA Ha PbIHKE HECET NPOU3BOAUTESL UIW 0 aBTOPU3OBaHHbIN NpeACTaBUTENb.

4 Tpeb6oBaHUA K COCTaBNEeHUIO TEXHUYECKUX 3a4aHUNA ANA NPoBeAeHUA
rocyaapCcTBeHHbIX 3aKynok

TexHu4eckme TpeboBaHMA OOMKHbI:

- coepXaTb XapakTepUCTUKA BBICOKOTEXHOMOMMYHOrO flabopaTopHOro obopyaoBaHUs ¢ TOUKU 3peHUst
ero npeanonaraemMoro UCnofib30BaHUs KOHEYHbIM NoTpebutenem;

- He 6bITb U3ObITOUYHBLIMMU,

- He UCKNoYaTb KOHKYPEHLMIO MPpU 3aKynke BbICOKOTEXHOMOrM4Horo nabopatopHoro obopyaosaHus;

- obecrneunBaTb BO3MOXHOCTb LUMPOKOrO BbIGOpa € TOUKU 3pEHUS LIeHbl U KaYecTBa ToBapa.

TexHu4Yeck1e 3agaHusa Ans rocyaapcTBeHHbIX 3aKynok pa3pabaTbiBaloTcs 3aka3vnkom ¢ y4eTom Tpebo-
BaHWUI 3aKoHOAATENbCTBA O pa3MeLleHUU rocyaapcTBEHHbIX 3aKka3oB [1], aHTUMOHONONBLHOrO 3aKkoHoAaTe Nb-
CTBa U 3aKoHOAATENbCTBA O TEXHUYECKOM perynuposaHnu [2].

4.1 HaumeHOBaHue o6opy.q.oaa|-ma, ero HasHavYeHue u yenu ucnonb3oBaHuA

TpeGoBaHue KOHKpETU3PYeTCA rocyAapCTBEHHBIM 3aKa34MKOM UCXOAS U3 HasHaveHUsA 06opyAoBaHMA U
npeanonaraemou cdepbl €ro MeaMLUHCKOro NPUMEHEHUS.

4.2 OnucaHue o6opygoBaHuna

Kaxkablil noanyHKT 4aHHOTo NYHKTa A0SMKEH HYMepoBaTbCs U coaepkaTb Heo6xoaANMBbIN nepeyeHb OyHK-
LUMOHATBHBIX U TEXHUYECKUX XapaKTepUcTUK, NOTPpeBUTeNnbLCKUX CBOUCTB, KOMNAEKTaUUKn, KONMYECTBEHHbIe,
KayecTBEHHbIE U MHbIe NoKasaTenn, HeobxoAnMble 3akaszunKy (KOHEYHOMY NOMb30BaTENHo).

TouHble U YeTkMe TexHudeckne TpeboBaHUA ABMAIOTCA NPeANoChIIKOA K TOMY, YTOObl NOCTaBLMK MO
3anpocy 3akasquka npeactasun peanbHble U KOHKYPEHTOCMIOCOOHbIE TEXHUYECKUE U TEXHUKO-KOMMepYeckue
npeanoxeHus 6es 3Ha4YNTENbHBIX OFOBOPOK, OTKMOHEHWIA UM AOMNONHATENBHBLIX YCIOBUA.

TexHuuyeckue TpeboBaHUA Ha NOCTaBky 060pyAOBaHUSA BLIMOMHATCA pasfenbHO AN KaX4oro Buaa
o6opyaoBaHUs U 4OIMKHBI BKAoYaTh B cebs:

- TEKCT TEXHUYECKNX TpeboBaHUiA;

- Tabnuuy TexHU4YecKux nokasatenen.

B TeKkcT TexHnyeckunx TpebosaHuin BKNOYaOTCS OCHOBHBIE XapaKTepuUcTUKX NocTaBnsiemoro obopyaosa-
Hus. CornacHo TexHU4eckum TpeboBaHunaM, 3akynaeMmoe 06opyoBaHue 1 MaTepuarbl, MpUMEHSIEMbIE B 3TOM
o6opyaoBaHuM, A0KHbBI ObiTb HOBLIMU, HE UCMONb3OBaAHHBIMU paHee, NPeACTaBnATb cOO0 COBpEMEHHbIE
MOZAeru, co3faHHbIe C y4eTOM NOCcneHUX AOCTMKEHMWI B 0611acTu KOHCTPYKLUMIA U MaTepurarsos.

TexHudeckue TpeboBaHUA AOMKHbI BbITb COCTaBEHbl TakuM 06pa3om, YTobbl 06ecnednTs Makcumans-
HO LLMPOKYIO KOHKYPEHLMIO 1 B TO XXe BPeMsl faTb YeTKoe NpeacTaBrieHre 0 Heobxoaumbix ctaHagapTax 6es-
OMacHOCTM M KayecTBa WCMOSIHEeHUs, maTepuanax u aKchnyaTaluMOHHBIX XapakTepucTuKax 3aKynaemoro
06opynoBaHus, TPAHCNOPTUPOBKE, YNAKOBKE U YCIOBUSX XpaHeHUs 060pyaoBaHus.

Mpu cocTaBneHnn TexHuydeckux TpeboBaHUii He06X0ANUMO YUUTLIBaTL TO, YTO OHU HE AOIPKHBI UMETL
orpaHuunTenbHbIN xapaktep. CTaHaapThl U TEXHUYeckue cneundukaLm, ykasbiBaeMble B KOHKYPCHOW AOKY-
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MeHTaLMK, AOIPKHbI rapaHTUPOBaTb COBMoAeHNe OCHOBHbIX TEXHUYECKUX TpeBoBaHWi 1 NpoYnx TpebosaHuii K
3aKynaeMomy o6opyaoBaHuio.

B TpeboBaHuMsAX AOMKHbI BbITb NpUBeAEeHbI CBEAEHUA 0 KTMMaTUYECKOM UCTIONHEHUN U KaTeropusax pas-
mMeweHus obopyaosarua no FOCT, cteneHu 3awmTbl o FOCT, yposHe BUbpauuu, wyma, KOMNoHOBKe, pasme-
LeHun 1 nnolaakax obcnyxusaHus obopyagosaHus, Macce 06opyaoBaHusi, ero rabapurax (nnowaam ans
camoro npubopa) ¢ y4e TOM UMEIOLLMXCA Y 3aKa3umKa (KOHEYHOro NoMb3oBaTens) NoMeLLEHNA U KOMMYHaNbHBIX
PECYPCOB, MOHTaXe, MITaHOBbIX U KanuTanbHbIX peMOHTax 060pyA0BaHuUs, YCIOBUSIM €70 CEPBUCHOTO 06cny-
XneaHusi. Mo BO3MOXHOCTU, B TEXHUYECKMX TPeDOBaHUSIX YKa3biBalOTCH KOHKPETHLIE cCTaHAapThl, NPUHATLIE B
mexayHapogHon npaktuke (FTOCT P UCO/MOK, FOCT UCO/M3K, 3apernctpupoBaHHble Kak Meausaenua B
P®), koTopbIM AOMKHO COOTBETCTBOBATL 3akynaemoe obopyaosaHue, unu ctaHgaptel Poccun (FOCT P).

4.3 Tpe6oBaHus K BpeMeHU HapaboTku 06opyaoBaHUs Ha MOMEHT 3aKyMNKu

YkasblBaeTcs, 4To oGopynosaHme OOJTDKHO ObITb HOBBIM, paHee He UCMONb30BaHHbIM, He 3KCNAyaTupo-
BaBLLUMMCA NN MMeTb onpeaeneHHoe BpemMsa HapaGOTKVI (C y4eToM Banuaaumn n KaJ'IVIGPOBKM Ha npeanpua-
TUN-U3rOTOBUTESE U B MPOLECCE TEXHUYECKUX UCTILITaHUIA NPU perucTpaumm MeAULMHCKOro nsnenus) u ObITb
ncnpaBHbIM.

4.4 TpeboBaHMA K NocTaBLLMKY 060pyAOBaHUA U €ro OTBETCTBEHHOCTHU

WcnonHutens AOMKeH UMeTb yCTaHOBMEHHbIe 3aKoHOAaTeNbCTBOM U HOPMATUBHO-NPaBOBLIMU akTaMu
Poccuiickoin defepaumn AOKYMEHThI, NOATBEPXAAOLWME COOTBETCTBME OKa3biBAaEMbIX YCyr TpeboBaHUsM
OeNCTBYIOLLMX HOpMaTUBHO-NPaBoBLIX akToB Poccuiickon ®eagepaunn. OTBETCTBEHHOCTL 32 CBOEBPEMEHHOE
npoaneHune Taknx OKYMeHTOB nexuT Ha UcnonHutene. UcnonHutens npeaoctasnaeT 3akasynky Kornum foKy-
MEHTOB, MNOATBEPXKAAWMX COOTBETCTBME  OKasblBaeMblx ycnyr TpeboBaHusM  [AeWCTBYHIOLMX
HopMaTUBHO-NPaBoBbIX akToB Poccuitckon ®eaepauuu.

4.5 TpeboBaHue o Heob6xoauMOCTU 0GecneyeHUs B3auMoaeiCTBUA NocTaBnAemMoro obopyaosa-
Hus c o6opyaoBaHMeM, UCMONb3YeMbIM 3aKa3UMKOM

Mpu He0BXOANMOCTHU, YKa3bIBaOTCA BapuaHTbl 06ecneveHns B3aMMoaeACcTBUA UMEOLWEroca y 3akasyun-
ka 06opyaoBaHNA ¢ 3akyrnaemMbiM 060pyA0BaHNEM (BO3MOXKHOCTb NOAKNOYEHN K nabopaTopHon nHdopmaum-
OHHOW cncTeme, eAunHbIA NPOToKoN o6MeHa AaHHBIMU, NPOrpaMMHas COBMECTUMOCTb 1 Mp.).

4.6 Tpe6oBaHus k pasmepaM o6opyaoBaHUsl

Tpe6oBaHus k pazmepam 060pya0BaHUSA (DOPMUPYHOTCS UCXOAS U3 UMEIOLLIMXCA Y 3aKasuuKa (KOHEYHOTO
nonb3oBaTensa) nnoLaaen nn ¢ yY4eTOM UX PeKOHCTPYKLMAU. PEKOHCTpyKUMSt UMetoLMXCs nioLuazeil onpeae-
nsieTcs 3a4aHNeM Ha NpoeKTUPOoBaHWe, B 3aBUCUMOCTU OT MOLLHOCTM NlaGopaTopun, BUAOB UccriedoBaHWUN,
BblGpaHHOro TEXHOMOTMYECKOro PeLleHns, a Takke pasmMepoB U paccTaHOBKM nabopaTopHoro o6opyaosaHus.

4.7 Tpe6oBaHUs K npeanpoAaxHoON NOAroToBKe 060pyAOBaHUA

Tpe6oBaHus K NpeanpoAaXkHOW NoAroToBKe 060pyA0BaHUSA KOHKPETUSUPYIOTCA 3aKasunKoM.
MpeanpodaxHas noArotToska o6opyaoBaHWs NPOBOAMTCSA Ha cKNnaae KOMNaHUU-NOCTaBLUMKA.

4.8 TpeboBaHus k kauecTBY 060pyAOBaHUs, 6e30MaCHOCTU MEAULIUHCKOTO NepcoHana u nauneH-
TOB U 3aLUUTe OKpYXKaloLei cpeabl

Tpe6oBaHus K kavecTBy 1 GezonacHoCTM 060pyaoBaHUA U ero NoTpeBUTeNbCKUM CBONCTBAM KOHKPETU-
3UPYIOTCS rOCYAapCTBEHHBIM 3aKa34MKOM.

B criyyae, ecninoT UCTONMHUTENS B NPOLIECCe BbIMOMHEHUS KOHTpakTa TpeByeTca ocyLecTBUTL CTpaxoBa-
HWe OTBETCTBEHHOCTM Nepe/] TPeTbUMU NULaMMI, UMW eCIA MOCTaBKU U CONYTCTBYIOWWUE YCYr1 CBA3aHbI C BO3-
MOXXHOW OMACHOCTLIO AMS1 XKU3HI U 340 POBbA NMIOAE N UK 3KONorM4eckum ywep6om, B JaHHOM pasaerne JOmKHbI
BbiTb AaHbl COOTBETCTRYIOLLME HeoBXoanMble TpeGoBaHus.

4.9 Tpe6oBaHus no o6beMy rapaHTMi KayecTBa ycnyr, No rapaHTUMHOMY U NOCTrapaHTUMHOMY
o6cnyxusaHuio

TpeboBaHus k kauecTBy 060pyAOBaHNSA U €ro NOTPeBbUTENLCKUM CBONCTBaM KOHKPETU3UPYIOTCs rocyaa-
PCTBEHHbLIM 3aKa34MKOM.

Yka3blBaeTCcs NpoAoIPKUTENbHOCTb rapaHTUIHOMO CPoKa U MECTO BBINOMHEHUA paboT No rapaHTUAHOMY
obcnyxuBaHuio. MapaHTUAHBIA CPOK HE MOXET ObITb MEHbLLE CpOKa YCTaHOBNEHHOTO Npou3BoAuTeENeM (U3ro-
TOBUTENEM).

rapaHTUAHBIA CPOK MCHUCIIAETCA C MOMEHTa YyCTaHOBKU 060pyA0BaHNA, yCTaHOBKa AOMKHA ObITb Npons-
BeJeHa He nosgHee 3-X MecsALEeB C MOMEHTa MOCTaBKu.

YKa3blBaloTCst MMHAManNbLHO NpUeMIeMble ANsl FoCyapCTBEHHOrO 3akasyuKa Ui XecTKo YCTaHOBNEH-
Hble 065A3aHHOCTM NOCTaBLUMKa B rapaHTUAHBIN NepuoA.
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4.10 Tpe6oBaHuA Kk nepefaye 3aka3uuky c o6opyaoBaHMeM TEXHUYECKOWN, cornacoBaHHOW pas-
pelnTenbHON U UHOW AOKYMeHTaLuumn

TDEGOBEHI/IFI Knepegave rocygapCtseHHOMY 3aKa3yinKy TEXHUYECKNX N UHBIX OKYMEHTOB NPpK NOCTaBKe
oGopyuosava KOHKPETU3UPYIOTCA 3aKaszuMKOM. YKasblBalOTCs AOKYMEHThbl, COnpoBoXdarowme nocraBKy
O60pyD.OBaHI/IFI, BbINOSIHeHWe paboT, okasaHue ycnyr, HanpumMmep, 4To 3T AOKYMEHTbl AOJKHbI ObITb nepeaaHbl
Ha A3blKe nNpon3soanTend c nepesoaomMm Ha pyCCKI/IIZ A3bIK.

4.11 TpeboBaHWA K CONYTCTBYIOLLEMY MOHTaXy NocTaBNeHHOro o6opyaoBaHuA, NycKoOHanago4-
HbIM U UHbIM paboTam

TpeboBaHWs K MOHTaXy NOCTaBMNeHHOro 06opyaoBaHNs U NyckoHanagovHbIM paboTaM Ha MecTe Yy 3aKas-
ymka (KOHEYHOTO NoSb30BaTEeNs1) KOHKPETUSUPYIOTCSA rOCYAapCTBEHHBIM 3aKa3uMKOM.

4.12 Tpe6oBaHMUs K NOArOTOBKE M MHCTPYKTaXy MeAULUHCKOTo U TEXHUYECKOro NepcoHana sakas-
YuKa

Tpe6oBaHWs K NOArOTOBKE U UHCTPYKTaXY MOCTaBLUMKOM TEXHUYECKOTO 1 MEeAMLMHCKOro nepcoHana
3akasuuka (KoHeYHoro noTpeduTens) paboTe Ha NocTaBNeHHOM 060PYAOBAHUEM KOHKPETUIMPYIOTCS 3aKasuu-
KOM.

4.13 TpeboBaHMs K KONUYECTBY, NEPUOAUYHOCTHU, CPOKY U MECTY NOCTaBOK

Cpoku (nepuoabl) nocTtasku o6opyaoBaHus (ykasbiBaeTCs KOHKpeTHas KaneHaapHas gata, unu MuHu-
MarnbHo npuemnemMas Afsi rocyAapcTBEHHOrO 3aKkasyuka Aata nocTasku, UMK nepuog (nepuodel), B TeveHne
KOTOPOro (KOTOpbIX) AOMKHO BbITh MocTasneHo obopyaosaHue, U CpoK ¢ AaThl 3akro4eHns gorosopa (ynna-
Tbl aBaHca UN MHOTO), B TEYEHME KOTOPOro AoMKHa BbITh OCyLLeCTBNEeHa MocTaska, unu npunaraeTcs rpaduk
neproguYHOCTU MOCTaBOK.

4.14 TlopAaoK caavvm U npuemMku o6opyaoBaHUA

Mopsaaok caavm n npremkm o6opyaoBaHUs KOHKPETU3NPYETCA rOCYAapCTBEHHBIM 3aKa34MKOM.

YKasblBaloTC MeponpusaTns no obecnedeHnto caadun u NpUeMkn obopyaoBaHUS NO KaxkAoMy aTany
MOCTaBKW U B LIENOM, COAEPKaHNe OTYETHOWN, TEXHUYECKON N MHOW AOKYMEHTauuun, noanexatien ohopMneHunio
1 caaye No Kaxaomy atany v B Lernom (TpeboBaHUsa UCNbITAHUA, KOHTPOSIbHBIX MYCKOB, NOAMMCAHUS aKTOB TeX-
HMYECKOro KOHTPONSA, UHBIX OKYMEHTOB Npu caade ob6opyaoBaHWa).

5 TexHu4eckue TpeboBaHMA, NpeAbSABNSeMble NOCTaBLMKAM aBTOMaTU4YeCKUX
aHanu3aTopoB ANsi UMMYHONOrM4YeCcKUX uccrnegoBaHvil, ans ueneun
rocyaapcTBeHHbIX 3aKynokK

Mpu chopMUPOBaHNN TEXHUYECKOTO 3afaHus Ans Lenei rocyAapcTBEeHHbIX 3aKynokK K aBTOMaTU4eCKUM
aHanusaTopam 3akasuuk pykooacTeyeTcs HacToswum FOCToM 1 B 3aBUCUMOCTU OT Lenen, CToALWMX nepeq
MeauuUHcKol nabopaTtopueit, UcrnonbayeT HeobXxoaMMble NO3ULIMK TeXHUYeckux TpeGoBaHuin 6e3 pernamex-
Tauuu ux konudectesa. OqHoBpeMeHHOEe UCMONb30BaHUe B3aMMOoUCKITioYaloLWmMx TpeboBaHnii He 4onycKkaeTcA.

5.1 HaumeHoBaHue o6o0pyaoBaHUA, €ro HazHauYeHue 1 Lienu MCNoNb30BaHUA

HaumeHoBaHWe: aBTOMaTUYECKUA aHanMsaTop A1l UMMYHOSIOTMYECKUX UccneaoBaHun (Mnu apyrue
aHanusaTopbl 4N UMMYHOMNOrMYECKUX UCCNeIoBaHUI C aBToMaTusaLmen npouecca uccneqoBaHuni).

MpumeyaHue— B TexHn4eckom 3afaHum 3anpeLaeTcsi UCNonb3oBaTh PUPMeHHbIe Ha3BaHus 06opyaoBa-
HUS.

TpebosaHWA kK 06OPYAOBAHUIO MO UCTIONb3YEMbIM METOAaM:
- PagnuouMMYyHOMOTMYECKNA aHanus;

- UMMYHOEepMEHTHBIA aHanus;

- UMMYHOyopecLIeHTHbIN aHanus;

- UMMYHOXEMUWITIOMUHECLIEHTHBIN aHanus;

- UMMYyHOXpomaTorpaduyeckuin aHanus;

- M30Ceponoruyeckuin aHanus.

5.2 TexHuueckue Tpe6GoBaHMA K 06OpPYyAOBaHUIO

5.2.1 Tpe6oBaHus, cBAZaHHbIe C pa3MeLleHUeM aHanu3aTopa y nofyvaTens ¥ KOMMyHanbHbIMU
pecypcamMu nonyyarens

- Tvn ucnonHeHus aHanusaTopa (HacTONbHbIV / HAaNOMbLHbINA);
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- MakcumMmanbHaa AocTynHaA nnowaab nomMeleHna y KoHe4yHoro I'IOTpeGMTeJ'Iﬂ Ana pernameHTupoBaH-
Hon aKcnnyaTauun aHanusaTtopa,
- Tpe6OBaHMﬂ no SHepr006ecnequmo, HeobxoanMble ans aKcnnyartauum aHanusartopa.

5.2.2 Tpe6oBaHUA K NPOU3BOAUTENBHOCTU

[na cuctem 3akpbiToro Tuna:

- NPON3BOAUTENBHOCTbL (KONUYECTBO pe3ynbTaToB NabopaTopHOro aHanusa roToBbIX K Banugauuu,
nonyyaemoe 3a 04uH Yac paboTbl aHanu3aTopa);

- Bpems OT 3arpy3kun npo6bl B aHanu3aTop 40 NoNyYeHus NepBoro pesysbtaTa nabopaTopHoro aHanuaa.

[na cuctem oTKpbITOro TUNA:

- TpeboBaHUA KOHEYHOTO NOTPEeBUTENA NO NOTOKY BO3MOXHLIX UCCeqoBaHMUIA 3a (HUKCUPOBaHHBIA NPO-
MEeXyTOK BpeMeHH.

5.2.3 Tpe6oBaHUA K ypOBHIO aBTOMaTU3aLUU TECTUPOBaHUA

- ABTOoMaTuYeckoe passefeHue o6pasua B aHanusaTope;

- aBTOMaTU4ecKoe rnepeHasHa4eHus TeCTa NPU NONYHEHUN HEKOPPEKTHBIX PE3YTbTaToB;

- NporpamMmMupoBaHWe anropuTMa aBTOMAaTUYECKOro HasHaueHUs! JOMNOSHUTENbHbIX UCCeAoBaHUA B
32BUCUMOCTH OT NOMYYAEMbIX PE3YTLTATOB;

- NpoBeAeHWe 0AHOBPEMEHHOTO UCCNEeA0BaHNUA PAsNUYHLIX aHaSUTOB.

5.2.4 Tpe6oBaHuA kcTeneHU oNTUMU3aLUU NaGopaTopHoro npoLecca Npu akcnnyaTtauumu o6opy-
AoBaHUA

- Wnterpaums ¢ apyrum nabopatopHeiM 060pyaoBaHNEM;

- noaknoveHns aHanusaTopa k nabopaTtopHoi MHOPMaLMOHHON CUCTEME;

- CKaHep LUTPUX-KOO0B NMPOBUPOK (BCTPOEHHBIA UM BHELUHWIA);

- CKaHep LUTPUX-KOAOB peareHTOB (BCTPOSHHbIN UM BHELLHWUIA);

- TWMbl BUONOrNYECKMX XNAKOCTER, KOTOPbIE MOTYT UCCIIEA0BaTLCS Ha aHanM3aTope;

- Konu4vecTso obpasua, HeobxoanMmoe Ans onpeaeneHns KOHKPEeTHOro aHanuTa Unu rpynnbl aHanuToB
(ykasbiBaeTcs onpeaeneHHblil aHanuT u/unum metoguka uccreoBaHus);

- MakcumarnbHoe KoM4ecTBo 06pasLoB, eAMHOBPEMEHHO 3arpyxaemMblx Ha 6opT aHanusaTopa;

- MaKCUManbHoe KONMM4YecTBO TUMOB METOAMK, KOTOPbIE MOXHO BLINOMHATL Ha aHanM3aTope 6e3 3aMmeHb!
n/Unn gosarpysku peareHToB;

- MaKkcumarnbHoe KONMYecTBO TeCTOB (YKasbiBaeTcs onpeaeneHHas MeToaunka) KoTopoe MOXHO BbINon-
HUTb Ha aHanusaTope 6e3 3amMmeHbl U/UNK [O3arpysku peareHToBs;

- UCMonb3oBaHWe 04HOPAasoBLIX UMM MHOTOPa3oBkIX HAKOHEYHWUKOB A1 03UMPOBaHUS;
UCNonb30BaHme NepBUYHbLIX NPOBUPOK;
MCNONb30BaHNe BTOPUYHBIX MPOBUPOK;
CpOYHbIE NccneaoBaHus.

5.2.5 TpeGoBaHMUs K HarNM4uIO BCTPOEHHLIX B aHanu3aTop cucteM o6ecneyeHUs NpaBUNbBHOCTU
aHanuTU4eckoro npouecca

- [eTekuus cryctkos B o6pasLie;

- [eTeKuus My3bipbkoB, NeHbl B o6pasLie;

- OTCYTCTBWE NepeKpecTHOW kKoHTaMuUHaL MK 06pasLoB.

5.2.6 TpeGoBaHMs Kk kKauecTBY Nony4YaeMbIX B poLiecce akcnnyaTauuu o6opyaoBaHUs pesynbTa-
TOB UccnefoBaHUN

- MuHUManbHas onpeaensemas koHUeHTpauus «X» /MAMAT aeTexkuun.

[TpumedaHune—B kauecTBe «X» yKasblBaeTCH KOHKPETHbIN aHanuT U COOTBETCTBYOLLME eguHULBI U3Me-
peHui;

- MUHWMarnbHas Banuanpyemas KoHLeHTpauus «X» /KonnMyecTBeHHbI Npeaern onpeaenexHus.

MpumeyaHune— BkayecTBe «X» yka3blBAETCA KOHKPETHbIN aHaNMUT U COOTBETCTBYIOLLME eAUHULEI €r0 U3Me-
peHun;

- pabounii gnanasoH U3MepeHuit (MakcuManbHas Banunanpyemas KoHUeHTpaLuums).

5.2.7 Tpe6oBaHuUs kK HOMeHKNaType onpeAensieMbIX aHanUToB (4Nsl CUCTeM 3aKpPbITOro TUNa)

- B0O3MOXHOCTb onpeaeneHns;
- MUHMManbHas orpeaensaeMas KOHLEHTPaLWUA KOHKPETHOro aHanuTa /MuMuT aeTekumn/ no cneuudu-
Yyeckum TpeboBaHNAM KOHEUHOro NoMb3oBaTens.
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5.3 Tpe6oBaHus k BpeMeHU Hapa6oTku o60pyA0BaHMsA Ha MOMEHT 3aKynKu

Ha momeHT noctaeku oﬁopy,qosaHme SIBNSIETCS HOBbIM, HE ObIBLLUM B aKcnnyatauun.
BpeMﬂ HapaGOTKVI andasanungauuu, KaﬂVIGpOBKVI Ha npeanpuaTun-u3rotoBuUTesne n B npoLuecce TexHu4yec-
KUX UCTIbITAHUA npu peructpauum MeauunuHCKoro nsagenna B Cpoke akcniyataum He yYUTbiBaeTCA.

54 TpeGOBaHlﬁﬂ KnocTtaBLYUKY O60pyﬂ0BaHMﬂ nero oTBeTCTBEHHOCTU

MocTaBLMK AOIPKEH UMETb YCTaHOBSIEHHbIE 3aKOHOAATeNbCTBOM U HOPMATUBHO-MPaBOBLIMA akTamu
Poccuiickon ®eaepalmmn AOKYMeHTHI, NOATBEpXAAOWMEe COOTBETCTBUE OKasbiBaeMbIX YCIyr TpeboBaHUsaM
AeNCTBYIOLLIMX HOPMaTUBHO-NPaBOBLIX akToB Poccuiickoit ®eaepaumun. OTBETCTBEHHOCTb 38 CBOEBPEMEHHOE
npoaneHue Takux AoKyMeHTOB fexuT Ha MocTasluuke. MNoctaslmk npegocTasnseT 3aka3qmky Konnm AoKyMeH-
TOB, MOATBEPXKOAIOWMX  COOTBETCTBME  OKasbiBaeMblX  YCryr  TpeboBaHMsAM  AEWCTBYHOLUX
HOpMaTUBHO-NPaBOBbLIX akToB Poccuiickon ®egepaumu.

5.5 TpeboBaHue o HeobxoauMocTU 06ecneyeHnA B3aMMoAeNCTBUs NocTaBnsemMoro obopyaoBa-
Husl ¢ o6opyaoBaHueM U UHGPOPMaLUOHHBIMU CUCTEMaMU, UCNOJIb3YEeMbIMU 3aKa34UKOM

O6opyaoBaHue ACIDKHO NOAKMoYaTLCA K nabopaTopHoit MHOPMaLMOHHON CUCTEME C UCTIONb30BaHNEM
CTaHAApPTHLIX MPOTOKOMOB 06MeHa AaHHbIMU.

5.6 Tpe6oBaHuA Kk paamepam o60pya0oBaHUS

[omkHbl 6bITb yKasaHbl:

- MUHUMarnbHble Tpe6oBaHUSA K NOMELLEHUIO;

- MaKCcMmMalibHO A0oNYyCTUMble pa3Mepbl oGopy,uoeava, ncxoas n3 UMerLWnxXca y KoHe4Horo nonb3osa-
Tensa nnowaaen unu c YY4€TOM UX PEKOHCTPYKLUN, obecneuusarowme 6esonacHoOCTb nepcoHana npu pa60Te n
OGCJ’Iy)KMBaHVII/I, cy4dyeToM ,quICTByIOLuMX HOPM And MeanuUHCKUX na60paTopm71.

5.7 Tpe6oBaHuA K npeanpoAaxHoi noaroToeke o6opyaoBaHUs

YKasaTb KOHKpEeTHbIe TpeGOBaHMFl 3akasyuka rno npeanpoAaxHoN NOAroToOBKE aHaNN3aTopoBs, HanpUMep:

- Hanuine ﬂeVICTBy}OLueFO cemecwaaTa COOTBETCTBUA Ha o6opy.qosaHMe;

= Hanunvmne pacxogHblX MaTepnanos, HeobxoaAMMbIX A4NA Banuaauuu, yCTaHOBKW aHaNM3aTopoB U 06y‘-|e-
HWA nepcoHana.

5.8 Tpe6oBaHus k pacxoaaM Ha aKcnnyaTauuio o60pyaoBaHUA, K NOCTaBKe pacXoAHbIX MaTepua-
noB U conyTcTByKLero o6opynoBaHuAa Ansa ob6ecnevyeHUa (PYHKLUMOHUPOBAHUA U IKCNIyaTauuu
o6GopypoBaHusA

- PeareHTbl n pacxoaHble MaTepuarbl 4715 BbINOHEHUS UCCNeAoBaHUI « X», He MeHee (TecToB);

- peareHTbl U pacxofHble MaTepuarsbl, BKIoYas kanubépaTtopsl, 4715 BEIMONIHEHUS UCCIeA0BaHUA «X», He
MeHee (TecToB);

- peareHTbl U pacxofHble MaTepuarbl, BKo4as kanmbpaTopbl U KOHTPOSbHBIE MaTepuansbl, Ans BbINOs-
HeHWs ccneaoBaHnii «X», He MeHee (TeCTOB).

[MpwnmeyaHune— BkadyecTBe «X» yKa3blBaeTCsl KOHKPETHbIV aHamNwT;

- KOMMNIEeKT MaTepuanos Ans nposeaeHus obCnyXnsaHusa Bo BpeMs akcrnyaTaLum (Mepuog akennyara-
LMW ykasbiBaeTCs B MecsiLiax);

- KOMMMeKT MaTepuanos Ans NpoBeAeHNs TEXHUYECKOoro oB6CnyXnBaHNs aBTOPU30BaHHBEIM CEPBUCOM
(ykasaTb nepuog skennyartaumm, Ho He MeHee rapaHTURHOro cpoka nocTasLyuka);

- UCTO4YHKK BecnepeboiHoro NuTaHns (ykasatb Bpemst obecrneveHns aBTOHOMHON paboTel aHanusaTo-
pa, He MeHee (MUHYT));

- TUN NpUHTEpa (NasepHbI UK CBETOANOAHBIR), MPON3BOANTENLHOCTL (CTPaHWL, B MUHYTY), LBETHOCTb
(4epHo-6enbliA N LBETHON).

5.9 Tpe6oBaHusA K KauyecTBy 060pyAoBaHUA, Ge30NacHOCTU MEAULUHCKOro NepcoHana u sawure
OKpyXaloLLei cpedbl

BesonacHocTb MeAWLMHCKOro nepcoHana npu akcnyaralmm aHanusaTopos AoHkHa obecnedmsaTtbes:

- KOHCTPYKLUMeEN aHan1saTopoB, KOTopble A0MKHbI BbiTb Ge3onacHbl Npy UCMOMNb30BaHM OTAEMbHO UMK
B cOCTaBe KOMINIEKCOB (CUCTEM) 1 YAOBMNETBOPATEL TpeGoBaHNAM CTaHAAPTOB M APYroi HOpMaTUBHO-TEXHU-
Yeckol AoKyYMeHTaLuu,

- KOHCTPYKUMEN M YCTPOMUCTBOM 3MEeKTPOYCTAHOBOK ANS NUTaHUA aHanM3aTopoB, KOTOpble AOMKHbI
yOoBneTBopATh «MpaBunam ycTponcTBa 31IEKTPOYCTAHOBOK» U APYroi HOPMAaTUBHO-TEXHUYECKON AOKYMeHTa-
umu,

- CUCTEMOW TeXHUYeCcKoro o6CnyXMBaHNa 1 peMoHTa 06opyAoBaHuUS,

- NMpUMeHeHeM yCTaHOBMNEeHHbLIX MepP U CPeACTB 3aLlUThI.
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5.10 Tpe6oBaHuA K rapaHTUHHOMY U NOCTrapaHTUIMHOMY O6CNY)KUBaHUIO

- MapaHTUHBIN CPOK Ha NocTaBnsiemoe 06opyAoBaHUe — He MeHee 1 roaa;

- Hanuuune cepBUCHON cnyx6bl, cepTuuLMpoBaHHON NpoM3BoAUTENEM TOBapa, Ha Tepputopun Po;

- Hanuyne cucTembl yaaneHHoro MOHATOpUHra paboTbl aHanu3aTopa cepBUCHOI CRYXO01 NpousBoan-
Tens obopyaoBaHus;

- Hanuune cnyx6bl TEXHUYECKON NoAAE KK NPOU3BOAUTENSA aHanusarTopa.

5.11 Tpe6oBaHus k nepepaue 3aka34yuky ¢ o6opyaoBaHMeM TeXHUYECKON, COrnacoBaHHOM pas-
pewnuTenbHON U UHOM AOKYMEHTaLuu

- Hanuuwne peructpayyoHHOro yaocToBepeHUst Ha NocTaBisieMble aHanM3aTopbl;

- Hanuuune perucTpaLnoHHOro yaoCcToOBEPEHNsl Ha peareHTbl, Heo6xoanMble A4na ccrnefoBaHna aHanu-
TOB Ha 060pyAoBaHWUK;

- Hanu4une aKcnyaTaLMoHHOW AOKYMEHTaLIMU aHanM3aTopa Ha PYCCKOM Si3blKe.

5.12 Tpe6oBaHUA K CONYTCTBYIOLEMY MOHTa)Xy NoCcTaBrNeHHOro 060pyAoBaHUsA, NyCKOHananou-
HbIM U UHBbIM pa6oTam

Beoa oGopyp,osava B 3KCrJlyaTauuto OCyLLeCTBIIASTCA cepTuMUMpoBaHHbIMU CrieLmMannucTamu.

513 TpeGOBaHMﬂ K NoArotoBKe U UHCTPYKTaXy MeAULUHCKOro U TeXxHu4yeckoro nepcoHana
KOHe4YHOro nonb3oBartens

WHcTpyKTaxk nepcoHana KOHEeUHOro nofb3oBartens paboTe Ha aHanusaTope ¢ Bbiayeil COOTBeTCTBYIO-
LUNX AOKYMEHTOB.

5.14 Tpe6GoBaHUsl K BLINONHEHUIO CONYTCTBYIOLUX paGoT, OKasaHUIO CONYTCTBYIOLUX yCIyr

Heobxogumo ykasaTb KOHKpeTHble TpebGoBaHWUsi MO BLIMOMHEHUIO COMYTCTBYHOLWMX paboT, okaszaHuwo
COMYTCTBYIOLLMX YCMYT, €CN OHU CBA3aHbI C MOCTaBKaMn aHanu3aTopos Ans UMMYHOTOIMYeCckuxX nccreosa-
HWA.

5.15 Tpeb6oBaHUA K KONUYECTBY, NEPUOAUYHOCTU, CPOKY U MECTY NOCTaBOK

- KonuuecTso noctaBnsiemoro o6opyaosaHus (Lit.);
- KONMYecTBO NOCTaBMAsiEMbIX KOMMIIEKTOB, BKIOYalOLMX B cebs1 obopyaoBaHue, pacxoaHble Matepua-
Mbl M conyTCcTByOLWEee o6opyaoBaHue.

5.16 Mopspok caaym u npueMKku o6opyaoBaHua

I'Iopﬂp,m( npueMKn-caavn oTaenbHbIX BUOOB U 3TAnoB pa60T;

nopagok nepega4vy AICNONHUTENbHBIX AOKYMEHTOB;

obecneveHne Hagnexalumx YCroBUM Ans NpoBeAeHNA NpUeMku-caadum oﬁopy,qosava;
Hanun4yune nporpamMmmabl BepVI(bI/IKaLI,I/IOHHbIX NCMbITaHWIA 1 ee BbINOSIHEHWE.

6 TpeboBaHMA K 0(hOPMNEHUIO TEXHUYECKOro 3aaaHus
Ha BbICOKOTEXHONOrMYHoe naéopaTopHoe o6opyaoBaHue

3akasumkocdopmMnsieT T3 B COOTBETCTBUM C 0BLLMMN TPeBGOBaHMSMA K TEKCTOBBIM AOKYMEHTaM, yCTaHOB-
neHHbIMUM FTOCT 2.105—95 «EaAnHan cuctema KOHCTPYKTOPCKON AokyMeHTauun. Obme TpeboBaHUs K TeKCTo-
BbIM JoKyMeHTam». dopma nusnoxeHuss T3 npusegeHa B MpunoxeHun A 1 MoxeT BbITb NpeaAcTaBneHa kak B
TabnunyHoi bopme, Tak U B TekcTOBOM thopmaTe. CBeAeHUs 0 cornacoBaHnn nyTeepxaeHun T3 pasmeLlarotca
Ha TUTYNBHOM NNCTE.
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MpunoxeHwe A
(pexomeHpaTenbHoOE)

MpumepHana popma «TexXHUYECKOro 3a4aHUA Ha 3aKyNKY BbICOKOTEXHOMOrMYHOro

naGopaTopHoro o6opyaoBaHuA»

TexHuuyeckoe 3afaHmWe Ha 3aKynKy

«YTBepXxaao»
PykoBoagutens opraHnsaumm

« » 201__r.

BbLICOKOTEXHONOIM4YHOro naboparopHoro o6opyanosanvs

TpeboBaHua, npeabLABNAeMbIe
Ne HanmeHoBaHMe pa3genoB TeXHM4YECKOro 3afaHuA
K 3a4aHvI0
1 HaumeHoBaHne o6opyaoBaHus], ero Ha3HaYeHWE U LIeNU UCMOrNb30BaHUs
2 Onwncanue o6opyaoBaHus
3 TpeboBaHus K BpeMeHU HapaboTky 060py0BaHUS HA MOMEHT 3aKyrku
4 TpeboBaHus K NOCTaBLLMKY 060pYA0BaHUsA U €10 OTBETCTBEHHOCTYU
5 TpeboBaHne HeoGxoauMocTn obecreyeHUsi B3aumoaencTBUS NOCTaBIs-
eMoro obopyaoBaHns ¢ 060pya0BaHUEM, UCTIONb3YEMbIM 3aKa34MKOM
6 TpeboBaHus k pasmepam obopygoBaHus
TpeboBaHus K NpeanpoaakHol NoarotoBke o6opyaoBaHus
TpeboBaHus k kavectBy 0bBopyaoBaHusi, 6e30NacHOCT MeAVLMHCKOIO
nepcoHarna v nauMeHToB U 3almuTe OKpYXaloWwen cpeasbl
9 TpeboBaHuA no o6bLEMY rapaHTuii kadecTBa yCnyr, N0 rapaHTMNHOMY Y
nocTrapaHTUNHOMY 0BCMYyXMBaHUIO
10 TpeboBaHus K nepegave 3aka3vuky ¢ 060pygoBaHNEM TEXHUHECKOW, CO-
rMacoBaHHOW pa3peLlnTenbHOW U MHOW AOKYMeHTauun
11 TpeboBaHus K COMyTCTBYIOWEMY MOHTaXy NoctaeneHHoro obopygoea-
HWS1, NYCKOHaNaAo0uYHbIM U UHbIM paboTam
12 TpeboBaHUs K NOArOTOBKE U MHCTPYKTAXY MEAULIMHCKOTO U TEXHUYECKOrO
nepcoHara 3akasuvka
13 TpeboBaHWs K KONUYECTBY, NEPUOANYHOCTU, CPOKY U MECTY NOCTABOK
14 Mopsiaok caayn n npremky o6opyaoBaHns
15 MpunoxeHnst K TEXHUYECKOMY 3a4aHuIo

MpunmevaHwnsda
1 Bcenons o6s3aTenbHbl K3anonHeHuio. B cnyyae, ecnv 3aakazyuk He NpegbsBNAeT KOHKPETHOro Tpe6oBaHus, TO B

COOTBETCTBYHOLWEM MOJie NpoCTaBnAeTCcH 3anncb «He npegbABNAETCA», «He TpeﬁyeTCﬂ» wnu ap. — B 3aBUCUMOCTHU OT

KOHTEKCTA.
2 B cny4ae, ecnuv 3akasuuk ccpopmynupyet T3 HerpaMoTHO, HEKOPPEKTHO NN HEKOHKPETHO, BO3HMKAET BO3MOX-

HOCTb NpuobpeTeHns obopyaoBanus (ToBapa, paboTel MnNu ycnyru), He oTBevaowero ero notpebrHoctam. faxe ecnm
o6opyaoBaHne COBEPLUEHHO He YCTpauBaeT 3akasquka, Ho Npu 3TOM cooTBeTCcTBYeT T3 3akasumka, 3akoH Ne 94-93 He
AaeT HUKaKOWM BO3MOXHOCTW OTKa3aTbCH OT 3aKITI0YEHUs] KOHTpaKTa.

PykoBognTernb CTPYKTYPHOrO NoapasaeneHus

OTBETCTBEHHbIN

CneuvanucTsl:

10
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Mep. c anrn. u dp. CMN6, HMNO «Mpodeccrmonany», 2010

TepmuHonorma aHanuTuyecknx usmepenwin. Beegenne B VIM 3. (Temminology in Analytical Measurement.
Introduction to VIM 3. First edition 2011) Mep. c anrn. M., Ilabopa, 2012

Knuunueckasa nabopartopHas gmarHoctuka: HaumnoHansHoe pykoBogcTBo. B 2-x Tomax. Moa pea. B.B. fonroea,
B.B. MeHbwukoea. FQOTAP-Mepgua, 2012

PekomeHgaumm no MexrocyaapCTBEHHOW cTaHAapTu3auun. [ocyaapcTBEHHasi cuctema oGecneveHns eguHCTBa
namepenuii. Metponorus. OCHOBHble TepMUHbI M onpedenenus. PMI 29—99

MNoctaHoenenue Mpasutensctea PO ot 31 gekabps 2010 1. Ne 1230 «O6 yTBEepxaeHUM NpaBun U METOI0B UCCIe-
JA0BaHuWii 1 npaeun oT6opa 06pa3sLoB AOHOPCKON KPOBM, HEOBXOAMMBIX AU IPUMEHEHNS U UCTIONHEHNS TEXHUYEC-
KOro pernameHTa o TpeboBaHusix 6e30nacHOCTM KPOBU, €€ NPOLYKTOBY

Mocobune k MI'CH 4.12—97. lNeyeGHo-npodunakrudeckue yupexaenus. Pazgen lIl. Boinyck 4. InarHoctuueckue
otaeneHns: KnuHuko-gnardHoctnyeckme nabopartopuu. MNatanoroaHatomnyueckne otaenenums. biopo (otgenenns)
cyaebHO-MeaNLIMHCKOW 3KCNepTH 3kl
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KritoueBble croBa: aHannsaTopbl 414 AMMYHONOTMYEeCKNX nccnefoBaHUA, TEXHUYEeCKne TpeGOBaHMﬂ Andarocy-
AapCTBEHHbIX 3aKynoK, TeEXHUYEeCKoe 3aaHne, BbICOKOTEXHOIOTMYHOE MeJULUNHCKOEe oGopyp,osaHl/le, ncnonb-
3yemMble MeToAbl, NPpaBUIbHOCTb aHaNnMTU4YeCKOro npouecca.
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