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HAUMWOHANbHBIN CTAHAAPT POCCUUCKOW O@GEANEPALUMUMU

MEOUMLWHCKUE U3QENUA anAa AUArHOCTUKU UH BUTPO
YacTtb 3

ABTOoMmaTu4yeckue aHanusaTopbl AnAa MOﬂeKyl'lﬂpHO-6MOJ'IOI'M‘-IeCKVIX uccnenoBaHUn.
TexHu4eckue Tpe6oaa|-wm ANA rocyaapcTBeHHbIX 3aKynokK

In vitro diagnostics medical devices. Part 3. Automatic analyzers for biomolecular assays.
Technical requirements for public procurement

Data BBeaeHns — 2015—06—01

1 O6nacTb NpUMeHeHus

HacToswuwit cTaHgapT onuckIBaeT Npasuna CoCTaBNeHUs TeXHUYECKUX TpeBoBaHNA UM TEXHUYECKMX
3agaHui (T3) ans uenern rocygapCTBEHHbIX 3aKyMoK BbICOKOTEXHOMOrMYHOro nabopatopHoro o6opyaosa-
HUS — aBTOMAaTUYECKMX aHanM3aTopoB A1 MONeKyNApHO-61MoNorMyecknx nccrnegoBaHun UH BUTPO (aBTOMa-
TUYECKNX CTAHLMIA 4NA BblAENEeHUA HYKITeNHOBEIX KUCNOT, aMniMduKaTopoB HYKNEUHOBBIX KUCMOT B peXUMe
peanbHOro BpemMeHun, 060pyaAoBaHUS 4N KNacCUYeCcKoro KanunmsipHoro cekBeHUpoBaHuA no Metoay CaHrepa,
o6opyaoBaHus 4nsi COBPEMEHHOro BbICOKONPOU3BOAUTENBHOMO CEKBEHUPOBAHWUA, 060pyA0BaHUA AN nevaTtu
N CKaHUPOBaHUS BMOYMMOB HU3KOW U cpeaHeit NNOTHOCTU, 06opyaoBaHUA ANA CKaHUPOBaHUSA GUouMnoB
BbICOKOW NSIOTHOCTK) B YCINOBUAX MEAULIMHCKNX NabopaTopui.

ABTOMaTMYeCKMe aHanusaTopbl A1 MOMEeKynsapHO-6UONornMYecknx UccneqoBaHUin UCNonb3yloT Ans
BbINOMHEHWs KITMHUKO-NTabopaTopHbIX uccnegoBaHui buonorudeckux Mmatepuanos. Hanbonee wupokoe npu-
MeHeHue B MeAULMHCKOW NpaKTuke AaHHble aHanusaTopbl NOAy4unv 8 06nacTn ANarHOCTUKU U KIMHUYECKOTO
MOHUTOPUHIa UH(peKUMOHHBIX 3aboneBaHuin (BUpycHble renatutbl, BUY-uHdekuns, uHdekunn, nepeaasae-
Mbl€ MOSI0BbLIM NyTeM, UHAEKLMM OPraHoB AbIXaHUA 1 Ap.).

HacToswui ctaHgapT npegHasHayeH Ansi I(pUMeHEHUs YNOoNHOMOYEHHBIMU ML AMNU roCyAapCTBEHHbIX
3aKa34YMKOB MpPU COCTaBIIEHUN TEXHUYECKMX TPeBoBaHUA K aBTOMaTUYECKUM aHannsaTopam Ana Monekynsap-
Ho-6uonormyecknx uccnegoBaHWUn B paMKax KOHKYPCHOM, ayKLIMOHHOM UM KOTUPOBOYHOM AOKYMEHTaLMK, per-
NaMeHTUPOBaHHON Ans Ueneill rocyfapCTBEHHbIX 3aKynmoK Ha aBToMaTUYeckMe aHanusatopbl And
MOJIEKYSIPHO-6MONOrMYeckuX uccneioBaHuin.

2 HopmaTuBHbIe CCbISIKK

B HacTosileM cTaHaapTe NCNob30BaHbl HOPMaTUBHbBIE CChINIKU Ha crieayowme cTaHaapThbl:

FOCT 18996—80 AHanusaTopbl BUONOrMYECKUX XMAKOCTEN MeaAuLMHCKUE. TepMUHBI U onpeaeneHus

FOCT P 52905—2007 NabopaTtopuu MeguuunHckue. TpebosaHusA 6esonacHoCTU

FOCT P 53022.2—2008 TexHonorun nabopaTtopHble knuHudeckue. TpeGoBaHUs K KauyecTBY KIMHUYeC-
KMx nabopaTopHbIX nccriegoBaHuin. Yactb 2. OueHka aHanUMTUHecKoi HafeXXHOCTM MeTo10B UccneoBaHuA
(TOYHOCTb, YyBCTBUTENBHOCTb, CNELMMDUIHOCTL)

FOCT P 53022.3—2008 TexHonoruv nabopatopHble kKnuHuyeckue. TpebGoBaHUA K KayecTBY KIIMHUYeC-
kmx nabopaTtopHbIx uccrnegosaHuin. Hactb 3. OueHka KnMHUYecko MHopmaTUBHOCTU NabopaTopHLIX TECTOB

FOCT P UCO 15189—2009 Na6opatopun meauuuHckue. YacTHble TpeGoBaHUA Kk KauyecTBY U Komne-
TEHTHOCTMU

FOCTISO 9000—2011 CucrtemMbl MeHemxkMeHTa KauecTBa. OCHOBHbIE NMOMOXEHUS 1 CroBapb

MOCT ISO 11737-1—2012 Crepunusauuns MeauunHCKUX nsgenuin. Mukpobuonormdeckme mMeTtombl.
YacTtb 1. OueHka nonynsumMm MMKpOoPraHamMoB Ha NPoayKLMK

WUapaHne opmumnansHoe
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MpumeyaHwune— lNpu Nonb3oBaHWM HACTOSLLUM CTAHAAPTOM LernecoobpasHo NpoBepUTL AECTBIE CCbINOY-
HbIX CT@HOAPTOB B WMH(OPMaUMOHHOW cucTemMe obLero nonb3oBaHusi — Ha odmumansHom cante depeparbHOro
areHTCTBa MO TEXHWYECKOMY PerynupoBaHuio 1 METPONOrMu B ceTu VIHTepHeT nnm no exerogHomMy MHOOPMaLnoOHHOMY
ykasarenio «HaunoHanbHble cTaHgapThly», KOTOPbIV ONyONMKoBaH MO COCTOSIHUIO HA 1 SIHBapPsI TEKYLLLETO roa, U No BbiMyc-
KaM eXeMeCsHHOro MHpopmaLMoHHOro ykasaTtens « HaunoHanbHble cTaHAapTh» 3a Tekywuii rog. Ecnv sameHeH ceblnoy-
Hbll CTaHAAPT, Ha KOTOPLIN AaHa HeAaTUPOBaHHAS CCbIKa, TO PEKOMeHAyeTCsl UCNonb3oBaTh AeNCTBYIOLLYIO BEPCUIO
3TOro cTaHgapTa € y4eTOM BCeX BHECEHHbIX B AAHHYIO BEPCUIC UBMEHEHWI. ECn 3amMeHeH CChINOYHbIN CTaHZapT, Ha KOTOo-
pbi AaHa 4aTMPOBaHHAs CCbINka, TO pEKOMEHAYETCS UCMNONb30BaTh BEPCUID 3TOT0 CTaHAapTa C yKadaHHbIM BhiLLEe rogoMm
yTBepxaeHus (NpuHaTus). Ecnn nocne yTBepXaeHUsi HACTOSIWEro CTaHgapTa B CCbINOYHbIN CTaHAAPT, Ha KOTOPLIV AaHa
JaTUpoBaHHas CChbiNka, BHECEHO N3MEHEeHWe, 3aTparvBatoLLee NOMNoXeHne, Ha KOTOPOe AaHa CChINKa, TO 3TO NOMOXeHne
pekomeHayeTcsi NnpuMeHsATh 6e3 y4eTa aHHOro nameHeHusi. Ecnm ceblnoYHbin cTaHgapT oTMeHeH 6e3 3aMeHb!, TO Nonoxe-
HUe, B KOTOPOM JaHa CCbINKa Ha HEro, peKoMeHAyeTCs NPYMEHSITb B HaCTU, He 3aTparmBaloWwen 3Ty CCbINKY.

3 TepMuHbI, onpepeneHNs U COKpaLleHUs

B HacTogLemM cTaHaapTe NpUMeHeHbl criefyoLne TepMnHbI ¢ COOTBETCTBYIOLLMMU onpedeneHusaMu:

3.1 aBTOMaTU4YeCcKUA aHanusaTop ANA MoneKynsipHo-6uonoruyeckux uccnepgoBanun: Mpubop
NN KoMMeKe NPUBOPOB, NO3BOMALLNE NTPOBOAUTL MONEKYAPHO-6Monornieckne nccnegosaHusa buomare-
puana yenoseka 40 MONyYeHUsi KOHEYHOro (B13yanuanpoBaHHoro) nabopaTopHoro pesynbtaTta uccnegosa-
HUA Be3 BMellaTenbCcTBa onepaTopa B paboTy oTAeNbHbIX TPpUBopos.

MpwumeyaHwne—TIlog gaHHoe onpedeneHvie nonagaT Apyrve aHanusaTopbl Ans MonekynsapHo-bruonornyec-
KUX MCCNedoBaHWIM ¢ aBToMaTu3aumen npouecca nccrnegoBaHui.

3.2 aHanut: KoMnoHeHT npobbl, ykasaHHbIA B HA3BaHUX UCCMeayeMoro CBOMNCTBa UK U3MepsieMoi
BENUYNHBI,

MpumevaHwnsda

1 B knuHu4eckoi nabopaTtopHON AUarHOCTUKE aHanmuThl MOTYT UMETb Pa3finYHbI XapakTep:

a) hM3n4ecknx CBOWCTB;

6) XMMMYECKUX 3NIeMEHTOB, MOHOB, HEOPraHMYECKUX MOMEKYIT;

B) OpraHu4eckux CTPYKTyp C Manow MONeKynsipHON Maccon;

r) MakpOMOJIEKyr C U3BECTHON NN NPUBNN3NTENBHO YCTAHOBNEHHON CTPYKTYPON U cneumdmnyeckumm 6uonornyec-
KUMW CBOMCTBaMU;

) KINeTOK, UX CTPYKTYPHbIX 3NIEMEHTOB WITW KIIETOUHbLIX CUCTEM;

€) MUKpOOpraHuamoB (6akTepum, BUPYChI, a Takke rpubel M napasuTapHble OpraHM3Mel pasamepoM 4o 1 M), ux
CTPYKTYPbl U CBOWUCTB.

2 ApantupoeaHno [[OCT P 52361, ctatba 17].

3.3 O6uonoruyeckun matepuan: buonornyeckne XnaKoCTU, TKaHM 1 3KCKpeTbl Yenoseka [8].

Mpumevanne—

Bromatepuans yenoseka npeacTaBnsoT CoO60M CNoXHbLIE CUCTEMbI CMECU PA3NNYHbIX BELLECTB U KNETOK, SIBNAI0-
LUMXCH KOMMOHEHTamu, TO €CTh O4ePYEHHBIMU YacTAMU CUCTEMbI. B @aHanmTnke KOMNOHEHTbI CUCTEMBI NoapasaensioT
Ha «aHannTbl», KKOHKOMUTAHTBI» U «PACTBOPUTENNY; NOCEAHNE ABa BUJA KOMMOHEHTOB 0603HaYaloT Kak «MaTpuLy».
MaTpwnua oxBaTbiBaET BCE KOMMOHEHTLI MaTepuarnbHOW CUCTEMBI, UCKITIOYasn aHanur.

[FOCT P 53022.2—2008. YacTs 2, nyHkT 3.2]

3.4 6uonoruyveckue xupkoctu: XXuakoctu opraHnamMavenoBeka M UX KOMNOHEHTLI: KPOBb, MOYa, JNTUK-
BOP, J'II/IMd)a, ceKpeTbl, CBIBOPOTKA, NNasmMa, Movda, nnespanbHaa XUAKOCTb, CNoHa, aMHUOTUYEeCKasd XXNOKOCTb,
SAKYNAT N Ap.

3.5 Banuaauua: MoatsepkaeHWe NocpPeacTBOM NpeacTaBneHnst 06 beKTUBHBIX CBUAETENLCTB TOro,
yTo TpeboBaHUA, NpeaHasHauYeHHble AN KOHKPETHOro UCMOoNb3oBaHUaA UM NpUMEHEHUS, BbINCMHEHbI.
[FTOCT ISO 9000—2011, nyHkT 3.8.5]

MpnmevaHunsn

1 [dokyMeHTUPOBaHHbIE UCTbITAHWA, 3anUCcK M 0O bACHEHWS Pe3ynbTaToB, HeobxoauMble ANsi NOATBEPXKAEHUSA TOrO,
YTO MPOLLECC HEM3MEHHO AaeT peaynbTaT, B COOTBETCTBUM C OnpeaeneHHbiMmu TpeboBaHnaMM.

2 Banuaauus MeToauKy 3aKNioHaeTcsi B cepun nccneaoBaHvn Ans onpegenenns agekTMBHOCTY U BOCNPOU3BO-
JUMOCTU MeToAa UCNbITaHWUN.

2
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3.6 BTOpU4Has npo6upka: MpoGupka nnu MHo cocya, B KOTOPbI BHOCUTCS npoba nocne Heobxoau-
MOW NpeaHanuTuyeckon obpaboTku.

3.7 BbICOKOTEXHONOrM4YHoe nabopaTtopHoe oGopyaoBaHue: Mpubopsbl, annapaTtbl, 06opygoBaHue
ONs1 NPOBeAeHNA KIMHUYECKUX 1abopaTopHbBIX UCCNeJoBaHUM, HaNpaBneHHbIX Ha OLUEHKY COCTOSIHAS OpraHns-
Ma YyenoBeka, NpounsBeaeHHbIe C UCNOb30BaHNEM COBPEMEHHBIX 4OCTKEHWUI B 061acTu 3NEKTPOHUKN, NPO-
rpammHoro o6ecneyveHus, poGOTOTEXHNKNA U APYIMX BbICOKOTEXHOMOTMYHBIX 06nacTei NPOMBILLIIIEHHOCTH.

3.8 reH: CTpyKTypHasa n pyHKUMOHarNbHasA eauHULA HAcneACTBEHHOCTU XKUBbLIX OpraHU3MoB.

MpumevaHnue—TIleH npeacraensier cobon nocnegosarensHocTs [HK, 3apatowyo nocnegoBarenbHOCTb
onpegeneHHoro nonunenTuaa nubo dpyHkumoHaneHol PHK. MeHbl (TouHee, anneny reHoB) onpeaensiioT HacneacTBeHHbIe
Npu3HaKkn OpraHM3mMoB, NnepearoLLmMecst OT poguTenen NOTOMCTBY NpY PasMHOXeHUW. [py 3TOM HEKOTOpbIE OpraHennb
(MnTOXOHAPUW, nnacTugpbl) umetor cobeteeHHyto [HK, He Bxogsiiyito B FeHOM opraHuM3ama, Kotopas onpegenser ux
Npu3HaKku.

3.9 eguMHUUa BenMYUHbI: PUKCMPOBAHHOE 3HAYEHWE BEMUYMHBI, KOTOPOE MPUHATO 3a eAUHULY AaH-
HOW BENUYUHBI 1 MTPUMEHSAETCS AN KOMUYECTBEHHOTO BblpaXKeHWs OAHOPOAHBIX C HEel Benu4uH. [3].

3.10 usmepeHue: lpoLecc (COBOKYMHOCTb onepaLnini) akCnepuMeHTanbLHOro nNony4eHna oaHoro unn
fornee 3Ha4YeHUNn BENNYMHSI. [7].

MpumevaHwusn

1 3Tanbl NpoBeAeHns n3amepeHns oT nony4eHnsa Npobel, npeobpasoBanus aHanuTa B popmy, yaobHyo ana name-
peHwusl, NoNy4eHns BeNUYVH B CpeacTBe n3mepeHusi v 06paboTku NonyyeHHbIX pe3yrnbTaToB sIBSIOTCA YacTaMU npouecca
n3mepeHvs. B pesynbtaTte npouecca namepeHusi MoryT 6biTb MONyYeHbl KONMHECTBEHHBIE UM Ka4Y€CTBEHHbIE AaHHbIE,
npeacTasnsioWwme 3HauMMyio Ansi UarHOCTUKU MHAOPMaLMIo.

2 Ka4ecTBeHHble AaHHble — pe3ynbTarT, NOMy4eHHbI AUXOTOMUYECKUM AENEeHNEM NO KAKOMY-TO NMPU3HAKY.

Mpumep — faHHble umMyHogepmeHmHozo aHanu3a (UPA) Ha Hanuvue uHuyupoeaHHOCMU MayueHma
onpedenisalomesi o npusHaky onmuYeckoll nnomrocmu (OI1) npo6bi 6onswe unu menswe OfT kpumuyveckozo e
OaHHoOU cucmeme.

3 KwuamepeHuio He OTHOCUTCH BU3yanbHOE UCCIej0BaHe CBOMCTB, HanpuMep LBeTa.

4 depepanbHble OpraHsl UCNONHUTENBHON BNAcTH, OCYWECTBNAIOLLME HOPMATUBHO-NPABOBOE PEryNMPOBaHNE B
06nacTsX 4esATeNbHOCTU (34paBoOXpaHeHUs ), ONPeAensaioT U3MepeHus, OTHOCSILLMECS K cdhepe rocyAapCTBEHHOIO pery-
nMpoBaHus o6ecneveHnsl eAUHCTBA U3MEPEHUI, U YCTaHaBNUBAIOT K HUM 06s13aTenbHbIe MeTponornyeckne tpebosanns,
B TOM YMCIIe NoKasaTenu TOYHOCTU n3aMmepeHni. [3].

3.11 WHterpauuna o6opypoBaHuA: [poLecc TEXHUYECKOrO OObeAMHEHUS] BbICOKOTEXHOMOTUYHOIO
na6opaTopHoro 06opyaoBaHuMs NOCPEACTBOM Kak KOHCTPYKTUBHOMO peLLeHsi IPOU3BoANUTENS, Tak U ¢ UCMoSb-
30BaHWeM [OMONHATENBHBIX YCTPOUCTB Ha 6a3e MmeguunHckoi nabopaTtopuy ¢ aBToMaTUYECKUM nepemellie-
Huem npob.

M pwumeyaHn e— Uurerpauns obopyaoBaHusi NO3BONSIET CO3aBaTb eAUHYI0 NPOU3BOACTBEHHYIO NTMHUIO KIK-
HUKO-AUarHocTuYeckon naboparopum, NPOEKTUPYEMYIO MHAMBMAYANBHO C YYETOM MOLLHOCTU nabopaTtopum, BUAOB UCCIe-
[JOBaHWiA, BbIOGPAHHOIO TEXHOIOIMMYECKOIO PELIEHUs], a Talkke pa3MEepoB M paccTaHOBKU nabopartopHoro oGopygoBaHust.
[Mocobue k MICH 4.12-97. JleuebHo-npodmnaktuyeckme yupexgenusi. Pasgen lll. Beinyck 4. [JuarHoctuyeckue otgene-
Husi: Knunuko-guarHoctuyeckue naboparopum. MatanoroaHatommueckue otgenenusi. biopo (otgenenus) cynebHo-mean-
LIMHCKOM 3KCIMepTU3bl.

3.12 metoa: ObLee onncaHme NnomMyeckor nocneaoBaTensHOCTM onepaLyii Npy NPOBEASHUN UCCNEaoBaHUI,
U3MepeHWiA 4s151 AMarHOCTUKA UH BATPO.

3.13 meToamukKa uaMepeHui: [letanbHoe onnucaHne U3MepeHuin B COOTBETCTBUM C 0aHUM unn 6Gonee
MeTOA0M.

MpumeuaHwus

1 Metoauky namepeHnui o6b14HO ONMUCHIBAIOT AOCTATOYHO NOAPOGHO U NPeaCTaBNAIoT B BUAE AOKYMEHTA (UIHCTPYK-
LlMM) I'I03BOJ'I$|IOLIJ,eﬁ nonb3oBaTtersnto BbINOJTHUTL NU3MEepEHNe.

2 MeTtoamka nuamepeHus MoXeT BKINioYaTb MHPOPMaLmMIo O HeonpeaeneHHOCTU U3MEPEHNN.

3 B psige cnydaeB meToavka MaMepeHun, NponucaHHas B UHCTPYKUUAX ANsi NONb30BaTeNs, MOXeET pacCMaTpuBaThb-
€51 KaK cTaHgapTHas onepauuoHHasi npoueaypa (SOP).

3.14 MoneKyn;lpHo-6uonorwleckue uccnegoBaHus: MccnegosaHnsa 6uonoruyeckux MaTtepuarnoB
yenoBeka Ans BbISIBNIEHUS! U3MEHeHUA cocTaBa buomartepunana U KOHUEHTPaUUin KOHKPETHBIX BEeLEeCTB Uiu
XUMUYECKUX CoOeQUHEHWIA C Lerbio nonyvyeHua nHpopmMaumm 0 NPOTEKaHUN XKUSHEHHO BaXKHbIX NMPOLLECCOB B
opraHu3Me yerioBeka A1l OLeHKN COCTOSIHUA BCEro opraHnu3ma, CUCTEM OpraHoB NN KOHKPETHLIX opraHoB. K
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MOJIEKYSAPHO-61M010rMYeCcKnM UCCnegoBaHNAM OTHOCSITCA KaYeCcTBEeHHbIe 1 KONMYeCcTBEHHbIe UCCNeaoBaHMs
HYKNeWHOBBIX KNCMOT (TECTUPOBaHWNE HyKNenHoBbIX kucnoT — THK).

3.15 nepBuYHaa npobupka: Npobupka UnNu MHOM cocyd, B KOTOPLIA NOCTynaeT GuomaTepuan Henoc-
peacTBEHHO OT MauueHTa.

3.16 npob6a: [ocTaTouHoe KONMYecTBO BUOMOrMYECKOro MmaTepuarna, B3aToroy Yenoseka ans nabopa-
TOPHOrO UccneaoBaHusl.

3.17 cpencTBO U3MepeHUin: TexHUyeckoe YyCTPOUCTBO, NCNONb3yeMoe AMsl BbINONHEHNS U3MEPEHNi,
B TOM YKCIie B coMeTaHUN C OAHUM UMW HECKOTbKUMU OONOITHUTENMbHBIMU YCTpoUCTBaMu. [6].

MpunmeuvaHwusda

1 TexHudeckoe CpeacTBO, NpeAHasHa4YeHHOoe ANA U3MEPEeHVn, UMEILLEEe HOPMUPOBAHHbIE MEeTPOrorm4eckue
XapakTepucTUKK, BOCNIPOM3BoOAsLLEe U (UMW) XpaHsilee eanHULy dU3NHeCKon BEeNUYUHBI, pa3mep KOTOPOW NpUHUMaIoT
Hen3MeHHbIM (B npeenax yCTaHOBIIEHHOW MOrPeLlHOCTU ) B TEYEHUE U3BECTHOIO MHTEPBana BPeMeHU.

2 [MpuBeaeHHoe onpeaeneHne BCKPLIBAET CYyTh CPEACTBA N3MEPEHMNI, 3aKITIOYHAIOLWYIOCA, BO-NEPBbIX , B KYMEHUNY
XpaHWTb (MM BOCMPOM3BOANTE) eAMHNLY DVM3NYECKON BEMWNUYMHBI; BO-BTOPLIX, B HEM3MEHHOCTY pa3mepa XpaHUMOoW eau-
HULbI. DTV BaxHelLw e akTopbl M 06yCNoBMMBaOT BO3MOXHOCTb BbINONHEHUSI U3BMEePEeHUs (CONOCTaBMNeHne ¢ eauHnLEn),
T. €. «4enalT» TEXHUYeCcKoe CPeACTBO CPeACTBOM U3MmepeHuii. Ecnu pasmep eanHuLpbl B npoLecce N3aMepeHnin U3MeHsieT-
cs16onee, YeM yCTaHOBINEHO HOPMaMK, TAKUM CPEACTBOM Helb35 MONY4UTb pe3ynbTar ¢ Tpebyemon TOUHOCThI0. 3TO 03Ha-
YaeT, 4YTO M3MEPSTb MOXHO NULLIL TOTAA, KOraa TEXHNYECKoe CPeACcTBO, NPeAHa3HavYeHHOE ANs 3TON Lenun, MOXeT XPaHnTb
eAuHULY, A0CTaTOYHO HEM3MEHHYIO N0 pasmepy (BO BPeEMeEHM).

3 Mpu oueHVBaHUU BEMWHUH MO YCINOBHbBIM LLKaNaM LWKarbl BbICTYNAaT Kak Obl «CPeCTBOM M3MEPEHUIN» STUX BEMNU-
4mH. [9].

3.18 TexHU4Yeckue CUCTEMbI U yCTpOI7ICTBa C U3MepUuTesibHbIMUA beHKI.WIiIMVI: TexHu4eckue cucte-
Mbl A yCTpOIZCTBa, KOTOpbIe Hapaay C X OCHOBHbIMUN (byHKLI,I/IFlMI/I BbIMONHAKT N3MepUTerbHbie (byHKLl,I/II/I.

MpumevaHnns

1 K TexXHW4eckum cnctemam U yCTPONCTBaM C M3MEPUTENbHON (PyHKLIMEN OTHOCUTCSH BbICOKOTEXHONOMMYHOE nabo-
paTopHoe obopyacBaHue, Bkovawwee B cebs Hanbonee nonHelii npouecc uamepenust. [laHHble, NONyYeHHbIe BO BPEMS]
aTana UamepeHusi Ha BbICOKOTEXHONOIMYHOM nabopatopHoM o6opynoBaHMM, UCMONb3yOTes Ans Npeobpa3oBaHus B
KavyeCTBE€HHbI€ NN KoNnuW4eCTBEHHbIE AaHHbIE C NOMOLLbIO BCTPOEHHOIo 060py,E|OBaHVIF| 1 nporpaMmmMmHoOro obecneveHuns.
HaHHble n3amepeHusi He SIBNAI0TCA NPAMBIMU M NPY NOATBEPXAEHNN COOTBETCTBUA (B BUAE permctpaumm unm ceptnduka-
uum) AaHHoro o6opyoBaHNA NPOBOAUTCA NOATBEPXKASHUE (aTTecTaunsa) METOANKN U3MEPEHUS.

2 O6s3arenbHble Tpe6GOBaHNA K TEXHUYECKUM CUCTEMAM U YCTPONCTBaM C U3MEPUTENBHBIMU DYHKUMAMMU, A TAKKe
¢ opMbl OLIEHKM UX COOTBETCTBUSA YKa3aHHLIM TpeBGOoBaHNAM yCTaHABNMBAOTCA 3akoHOAATENLCTBOM Poccuickon Peaepa-
LUK O TEXHUYECKOM PErynupoBaHum. [2].

3 BcooTBeTCTBUM C AENCTBYIOWMM 3aKOHOAATENBCTBOM OTBETCTBEHHOCTB Ha BCEX 3Tanax obpaleHns BbICOKOTEX-
HOMNOMM4YHOro nabopaTopHoro 060pyA0BaHNUSA Ha PLIHKE HECET MPOU3BOAUTENB UMW €10 aBTOPU3OBAHHbLIN NPEACTABUTEND.

4 TpeﬁoBava K COCTaBMEeHUI0 TEXHUYEeCKUX 3aAaHun Ans nposeageHuUA
rocyaapcCTBeHHbIX 3aKynokK

TexHuyeckue TpeboBaHNA AOKHBI:

- coepaTb XapakTepuUcTUKN BbLICOKOTEXHOSOMMYHOro nabopatopHoro 06opyaoBaHUA ¢ TOUKM 3peHust
npeanonaraeMoro UCnosib3oBaHUA €ro KOHeYHbIM NoTpebuTenem;

- He ObITb N3ObLITOYHBIMMU;

- He UCKJIIoYATb KOHKYPEHLLMIO NPW 3aKyNKe BbICOKOTEXHOMOMMYHOro nabopatopHoro o6opyaosaHus,

- obecneunBaTb BO3MOXHOCTb LUMPOKOro BbIGopa ¢ TOUKM 3peHNA LeHbl U KayecTBa ToBapa.

TexHu4eckue 3afaHna Ansa rocyaapcTBEHHbIX 3aKynok paspabaTbiBaloTCA 3aKas4umMKoM ¢ yueTom Tpebo-
BaHWW 3aKoHOAATEeNbCTBa O pasMelleHnn 3akasos [1], aHTUMOHONONLHOMO 3aKoHOAATENLCTBA U 3akoHoAa-
TenbCTBa 0 TEXHNYECKOM perynnuposaHnu. [2]

4.1 HaumeHoBaHue 060pyaOBaHUA, €70 Ha3Ha4YeHUe U LieNIM UCNOMNb3OBaHUsA

TpeboBaHne KOHKPETU3UPYETCA FOCYAAPCTBEHHBLIM 3aKa34MKOM UCX0AA U3 HasHavYeHUsl 060pyaoBaHUA U
npeanonaraemoi cpepbl ero MeanuLUHCKOro NpUMeHeHNs.

4.2 OnucaHue o6opyaoBaHus

Kakabiil noanyHKT AaHHOrO NYHKTa AOMMKEeH HYMepoBaTbCA U coaepXaTb Heo6X0anMbIi nepeveHb pyHK-
LMOHarbHBIX U TEXHUYECKUX XapakKTEPUCTUK, NOTPeBUTEeNbLCKUX CBOWCTB, KOMMMEKTauum, KomyecTBEeHHbIe,
KauecTBEeHHbIE U UHbIE NoKasaTenn, HeobxoaMMble 3aKasunKy (KOHEYHOMY NoSb30BaTENHo).

4
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TouHble U YeTkne TexHUYeckne TpeboBaHWA ABNAOTCA NPEAnOChINKOA K TOMY, 4TO6bl NOCTaBLUK MO
3anpocy 3akasuvika npedcTaBui pearbHble 1 KOHKYPEHTOCMOCODOHbIE TEXHUYECKNE U TEXHUKO-KOMMeEpUYecKe
npeanoxeHus 6e3 3HaunTeIbHbIX OrOBOPOK, OTKIIOHEH WA UM AONOMHNTENbHBIX YCITOBUA.

TexHuuyeckme TpeboBaHWA Ha NocTaBky 06OPYAOBaHUS BbIMOHAOTCA pasfdesibHO AN KaX4oro sMaa
060pyA0BaHUA U AOMKHBI BKOYAThL B cebs:

- TEKCT TEXHUYECKNX TpeboBaHui;

- Tabnuuy TeXHU4eCcKnX nokasaTenen.

B TekcT TexHnyeckux TpeboBaHWi BKIOYa0TCS OCHOBHbBIE XapakTepucTUKu nocTasnsgemoro obopygosa-
Hus. CornacHo TexHUYeckum TpeboBaHnsaM, 3akynaemoe obopyaoBaHmne U Matepuarnsl, MPUMeHsieMbIe B 3TOM
obopyaoBaHUM, AOIMKHbI 6bITb HOBLIMU, HE UCMOMNb30BaHHBIMK paHee, NpeAcTaBnsiTe CO60N COBPEMEHHbIE
MoAenu, co3gaHHble ¢ y4eTOM NocregHUX AOCTMXKEHWA B 061acT KOHCTPYKLMIA U MaTeprnarnos.

TexHuyeckue TpeboBaHUS AOIMKHbI BbITb COCTaBMNEHbI TaknuM 06pasom, YTobbl obecnevnTe Makcumarbs-
HO LUMPOKYHO KOHKYPEHLMIO U B TO e BpeMsl AaTb YeTkoe npeacTasneHne o HeobxoanmMblx cTaHgapTax 6eso-
MacHOCTU W KayecTBa WCMOMHEHWUA, maTtepuanax W 3KCnyaTauuoHHbIX XapakTepucTrKax 3akyrnaemoro
obopyaoBaHus, TPAHCNOPTUPOBKE, YNAKOBKE 1 YCIIOBUSIX XpaHeHUs1 06opyaoBaHus.

Mpy cocTaBneHUn TeXHNYeckux TpeboBaHWn HeOBX0QMMO YYUTbIBaTL TO, YTO OHWU He AOSIKHbI UMETb
orpaHn4nTenbHeln Xapakrtep. CTaHAapThl U TEXHUYEcKMe cneumduKkaLum, ykasslBaemole B KOHKYPCHOM AOKY-
MeHTaLMW, OMKHbI rapaHTUpoBaTh cobMoeHNE OCHOBHBIX TEXHUYECKUX TpeBoBaHUA 1 NpoUnX TpeboBaHNIA K
3akynaeMomy o060opyaoBaHuio.

B TpeboBaHusaX 4OMKHbI ObITb NPUBEAEHbI CBEAEHWUS O KITUMaTNYEeCKOM UCMOMHEHUU U KaTeropusax pas-
meLeHus obopyaosaHusi no FOCT, cteneru 3awmTel no FOCT, yposHe BUBpaLum, LWyma, KOMMOHOBKe, pa3Me-
WeHuM 1 nnolagkax obcnyxunsaHua obopyaosaHns, macce obopyaosaHusi, ero rabapurax (nnowaan Ang
camoro npubopa) c y4eTOM UMEIOLLMXCS Y 3aKasymKa (KOHEYHOrO NOMb3oBaTENs) NOMELLEHUA N KOMMYHabHbIX
pPecypcoB, MOHTaXxe, NNaHOoBLIX 1 KanuTanbHbIX peMoHTax 06opyaoBaHus, YCroBUSIX ero CepBUCHOro obeny-
XnBaHus. Mo BO3MOXHOCTM, B TEXHNYECKNX TPeBOBaHUAX YKa3bIBAOTCS KOHKPETHbIE CTaH4apThbl, MPUHATHIE B
mexayHapogHoi npakTtuke (FOCT P UCO/M3K, TOCT NCO/M3K, 3aperncTpupoBaHHbie kak Meausaenys B
P®), koTopblM A0KHO COOTBETCTBOBATL 3aKyrnaeMoe o6opyaosaHue, unu ctaHgaptel Poccun (TOCT P).

4.3 TpeboBaHus kK BpeMeHU HapaboTku 060pyA0BaHUA Ha MOMEHT 3aKynKu

YKasbiBaeTcs, UTo 06opyaoBaHMe AOMKHO BbiTb HOBBIM, paHee He UCTIONb3OBaHHBLIM, He 3KCnyaTupo-
BaBLUMMCA UMM UMeTb onpeaeneHHoe Bpemst HapaboTku (C y4eToM Banuaauum n kanubposku Ha npeanpus-
TUWU-U3rOTOBUTENE U B NpoLIecce TeXHUYECKUX UCTILITaHWUIA NpU perucTpaumm MeAULUHCKOro u3aenus) 1 6uiTb
ncnpaBHbIM.

4.4 TpeboBaHuA K nocTaBLMKY 060pyA0BaHUSA U €ro OTBETCTBEHHOCTHU

WcnonHutenb 4oMmKeH UMeTb yCTaHOBMNEHHbIE 3aKOHOAaTEeNbCTBOM U HOPMATUBHO-NPaBOBLIMA akTamu
Poccuiickoit deaepaunn OKyMeHTbI, MOATBEPXAAOLLME COOTBETCTBME OKasbiBaeMbIX YCnyr TpeboBaHUsaM
OeNCTBYIOLWMX HOpMATUBHO-NPaBoBbIX akToB Poccuiickoi Pegepauun. OTBETCTBEHHOCTL 32 CBOEBPEMEHHOE
npoaneHue Takux AoKyMeHToB NexuTt Ha UcnonHutene. McnonHuTenb npegocTasnaeT 3akaszyuky KOnumn Aoky-
MEHTOB, MOATBEPXKAAMLWMX COOTBETCTBME OKasbiBaeMbIX yCnyr TpeboBaHUAM ASUCTBYIOWMX HOPMATUBHO-
npaBoBbIX akTOB Poccnitckon deaepaunn.

4.5 TpeGoBaHne o HeoGxogumoctTu obecnevyeHuss B3aUMOOENCTBUA NOCTaBNAEMOro
o6opyaoBaHua ¢ 06opyaoBaHUeM, UCNOMb3YEeMbIM 3aKa34UMKOM

Mpu HeoBX0AUMOCTH YKa3bIBAKOTCA BapuaHTbl o6ecreyeHnss COBMECTUMOCTU UMEIOLLEroca Y 3akasyuka
o6opyaoBaHus ¢ 3akynaeMbim 060pyaoBaHUeM (BO3MOXHOCTb MOAKIOUYEHMs K NaGopaTopHOM MHEOPMaLMOH-
HOW cucTeme, eAuHbIN NPOToKoN o6MeHa AaHHBLIMM, NPorpaMMHasi COBMECTUMOCTb M Np. ).

4.6 Tpe6oBaHuA k pasamepam o6opyaoBaHUA

Tpe6oBaHusA k pasmepam 06opyaoBaH1s GOPMUPYIOTCA UCXOAS U3 UMEIOLLMXCS Y KOHEYHOTO NoSb30Ba-
Tens Nnowagen Un ¢ y4eTom UX peKoHCTPYKLUMU. PeKOHCTPYKLMA UMeloLLnXCs niowagein onpeaensieTcs
3ajlaHMeM Ha NPOEKTUPOBaHWe, B 3aBUCUMOCTM OT MOLLIHOCTU aGopaTopuu, BUAOB UCCNeaoBaHuUi, BblbpaH-
HOTO TEXHOMOMMYECKOro peLLeHuns, a Takke pasMepoB U paccTaHoBKU naGopaTopHoro o6opyAoBaHus.

4.7 Tpe6oBaHua Kk npeanpoAaXHONU NoarotoBke o6opyaoBaHus

TpebBoBaHus K peanpoaaxHoi NoaroToeske 060pyA0BaHNSA KOHKPETUSUPYHOTCA 3aKa3HUKOM.
MpeanpopaxHas noarotoska 060pyA0BaHMSA NMPOBOANUTCS Ha CKIafe KOMNaHUM-NOCTaBLLMKA.
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4.8 TpeGoBaHUA Kk KkavecTBY o6opynoBaHUA, 6e30nNacHOCTU MeAULMHCKOro nepcoHana u

nauMeHTOB U 3aLLMTe OKpYXaloLwen cpeabl

TpeboBaHus k kavecTBy M 6esonacHocT 06opyaoBaHuWs, ero NOTPeOUTENLCKMM CBONCTBAM KOHKPETU3N-
PYOTCS rOCYAapCTBEHHbBIM 3aKas4MKOM.

B cny4ae ecnv oT UCNONHUTENS B NpoLiecce BbINOMHEHUs KOHTpaKTa TpebyeTcs OCyLLUEeCTBUTL CTpaxosa-
HWe OTBETCTBEHHOCTM Nepes TPeTbUMU UL aMU, UM eCriv MOCTaBKM U CONYTCTBYHOLLME YCIYTN CBSA3aHbI C BO3-
MOXHOW ONaCcHOCTbH 4151 XKU3HW Y 340POBbLS NI0AEN UMM 3KONOrM4ecknM yLwepbom, B faHHOM pasene A0MMKHbI
6bITb AaHbl COOTBETCTBYOLWMNE HEOBX0AUMbIEe Tpe6oBaHMS.

4.9 TpeGoBaHUA K rapaHTUINHOMY U NOCTrapaHTUMHOMY 06CnyXMBaHUIO

TouHo yKkasbiBaeTcsl NPOAOIKUTENbHOCTb rapaHTUAHOrO Cpoka U MECTO BbIMOMHEHNS paboT no rapax-
TUAHOMY OBCIYyXMBaHUIO, YCTaHaBNMBaeMoe Mo YCMOTPEHUIO rocyAapCTBEHHOro 3akasymka. MapaHTUHbIN
CPOK HEe MOXeT ObITb MeHbLLE rapaHTUAHOro cpoka NPpousBoAUTenNs (U3roToBUTENS).

YKasblBaroTcs MUHMMAalbHO NpueMieMble ANs rocy4apCTBEHHOMO 3aKkasynka Ui XecTKo YCTaHOBMEH-
Hble 06513aTenNbCTBA NOCTaBLMKa B rapaHTUAHbIA nepuog,.

4.10 TpeboBaHMA K nNepedave 3akas3uuky ¢ obopypoBaHMEM TeXHU4YECKOW, COrnacoBaHHOW

paspelnTenbHON U UHOW AOKYMEHTaLuun

TpebosaHus k Nnepedaye rocygapcTBeHHOMY 3aKasumKy TEXHNYECKMX U MHBIX AOKYMEHTOB MpK NoCcTaBke
060pyAoBaHNA KOHKPETU3MPYIOTCA 3aKkasyMkoM. YKasblBaOTCA AOKYMEHTbl, CONpoBOXAalolme MocTaBKy
obopyaoBaHus, BeINonHeHne paboT, okasaHue ycnyr, HanpuMmep, YTo 3TU AOKYMEHTbI A0MKHbI ObITb NepeAaHbl
Ha A3blke MPOU3BOANTENS C MePEBOAOM Ha PYCCKUN SA3bIK.

4.11 Tpe6oBaHUA K CONYTCTBYILIEMY MOHTaXy RocTaBneHHoro o6GopyAoBaHus, MNyckKo-

Hanago4HbIM 1 MHbIM paboTaM

TpeboBaHWs K MOHTaXy NOCTaBMNEHHOro 06opyAoBaHNA U NyckoHanaao4HLIM paboTaM Ha MecTe y 3akas-
YuKa (KOHEYHOro Morb3oBaTess) KOHKPe TUSUPYIOTCA rocyAapCTBEHHLIM 3aKas34ynUKoM.

4.12 Tpe6oBaHMs K NOArOTOBKE U MHCTPYKTaXy MeQULMHCKOTO U TeXHU4YeCKOro nepcoHana

3aKasuuka

TpeGOBaHI/Iﬂ KWHCTPYKTaXy NOCTaBLLUNKOM TEXHUYECKOro U MeaAnLIMHCKOro nepcoHana 3akasviunka B OTHO-
LeHnn pa60'rb| C nocTtaBneHHbIM oGopynosaneM KOHKPETU3IUPYTCA rocyaapCTBeHHbIM 3aKa34MnKoMm.

4.13 TpeboBaHMA K KONUYECTBY, NePUOAUYHOCTU, CPOKY U MECTY NOCTaBOK

Cpoku (neproabl) nocTtaBkn 06opyaoBaHus (yYKasblBaloTcsl KOHKpeTHas KaneHaapHas gata unu MuHu-
MarbHO npuemnemMas 4ns rocy4apCTBEHHOTO 3aKkasuuka AaTta nocTaBku, Unn nepuog (nepuogel), B Te4eHue
KOTOPOro (KOTOPbIX) 4OMKEH BblTb NOCTABMEH TOBapP, UMM CPOK C AaThl 3aKMto4YeHUs Aorosopa (ynnaTthbl aBaHca
W MHOTO), B TEYEHWE KOTOPOro A0MKHA BbITh OCYLLECTBEHA NOCTaBKa, Ny nNpunaraeTcs rpaduk nepuoauy-
HOCTW MOCTaBOK).

4.14 Topsapok caaum U npueMku o6opyaoBaHus

Mopsigok caavn n npreMkn 060pyaoBaHUS KOHKPETU3UPYETCS FOCYAapCTBEHHBIM 3aKa3uMKOM.

YKasblBaloTcaA MeponpuaTUsa No obecneyeHUto caadu 1 npueMku obopyaoBaHusi No KakaoMy atany
MOCTaBK! 1 B LLeNOM, coaepXXaHne 0TYETHON, TEXHUYECKON 1 MHOW JOKYMeHTaLuun, noanexatien ooopmrneHuio
1 caade No Kaxaomy aTtany v B Lenom (TpeboBaHUsA UCTIbITaHUA, KOHTPOSIbHBIX MYCKOB, MOAMUCAHUS aKTOB TEX-
HUYECKOrO KOHTPOSS, UHBLIX 4OKYMEHTOB Npu caave obopyaoBaHKs).

Tpe6oBaHWe KOHKPETU3UPYETCA FOCYAAPCTBEHHBIM 3aKa34YMKOM UCXOAS U3 HasHaYeHUs 06opyaoBaH1s U
npeanonaraemoii cchepbl ero MeauLMHCKOro NpUMeHeHUs!.

5 Tpe6oBaHus, BKNioYaeMble B TEXHUYECKOE 3a4aHMe Ha aBTOMaTU4YecKue
aHanusaTopbl ANA MONEKyNAPHO-6MONOrMYecKnx nccneaoBaHumn
ANA uenen rocyaapcTBeHHbIX 3aKynokK

Mpun bopMUpoBaHNN TEXHNYECKOTO 3aaHus Ans Lernei rocyAapCTBEeHHbIX 3aKynoK K aBTOMaTU4eCKUM
aHanusaTtopam 3akasquk pykosoacTteyeTcs HacTosiwmm FOCTom 1 B 3aBUCUMOCTU OT Liefiert, CTOSALWMX Nepeq,
MeauuuHckon nabopaTtopuen, UCNonb3yeT HeobxoAUMbIE NO3MLUKN TEXHUYECKUX TpeboBaHuil 6e3 pernameH-
TaLum UX KonuyecTsa.

OpaHoBpeMeHHoe UCNoNb3oBaHWe B3anMoucKiovatowmx TpeboBaHuin He gonyckaeTcs.
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5.1 HaumeHoBaHue 060pyAoBaHUs, €ro Ha3HaYeHUe U LiefIn UCNONb30BaHUA

ABTOMaTUYECKWI aHanM3aTop Anst MOeKynapHo-61oornieckix nccneaoBaHui (Mnu apyrue aHanvsa-
TOPbI ANs MONEKYNsApHO-B1OorMyeckMx nccneaoBaHuii c asToMaTnsaunen npoLecca uccrneoBaHui).

MpumeyaHUe—B TexHNYECKOM 3aAaHUM 3anpeLlaeTcsi MCMonb3oBaTb (PUPMEHHbIE Ha3BaHUsi oBopyao-
BaHWs.

OCHOBHblE TeXHWYECKMe NMokasaTenu: YyBCTBUTENbHOCTb, CNelndUIHOCTb, IMHENHOCTb, MHTepdepeH-
una, npeaen obHapyxeHus.

KnuHunyeckue nabopaTtopHble UccrneoBaHUs BIMOMHAT C MPUMEHEeHMeM aHanMTUYeCKUX TEXHOMOTUIA
(MeTogoB uccnenosaHust). KnuHuko-nabopaTopHasa aHanMTUYeckasl TEXHOMOMsl — 3TO COBOKYMHOCTb NpoLie-
Ayp, Npou3BoANUMBIX ¢ o6pasLamn GruomaTtepuana naumMeHTa u npeactaBnaoLLmMx co6oin BosaencTausa usu-
YecKoro, XMMU4eckoro 1 61onorMieckoro Xxapakrepa, HanpasreHHbIX Ha pasaeneHune G1Monormyeckoi cmecu
BellecTB/KNeToK, obHapyxeHue, naeHTUdNKaLMo /MM KoNMUYeCTBEHHYH OLEHKY MCKOMOrO KOMMOHEHTa —
aHanuTa.

5.2 3HauuMble TeXHU4YecKUue TPGGOBaHVIH K MOHeKynFIpHO-GVIOHOFVI‘-IeCKVIM aHanusaTopam

5.2.1 Tpeb6oBaHuA, cBA3aHHble C pasMeLleHneM aHanusaropa y nonyvyarens U KOMMYHanbHbIMU
pecypcamu nony4atens

- TUN UCNONHEHNS aHanusaTopa (HaCTOMNbHbIA NN HAMOMbHbLIN);

- MaKkcMmanbHo gonycTumble rabapuTel aHanuaaTopa (BblcoTa (MM) x AfMHA (MM) X LUMPUHA (MM));

- MakcumarnbHas nnowagb, Heobxoanmas Ans akcniyaTauun aHanusatopa;

- MMHUManbHaa Nnowaab, Heobxoanumasn Ans AKcnnyaTaluMm aHanusaTopa,

- TpeboBaHNs MO HaNPSBKEHUIO 3N1eKTpoce T, HeobxoaMMOoMy AN aKkcniyaTauumn aHanusartopa (B).

5.2.2 Tpe6oBaHUA K NPOU3BOAUTENLHOCTHU

Mpoun3soanTenbHOCTL (TECTOB 3a pabouylo CMeHy).

5.2.3 TpebGoBaHUA kK cTeNneHU oNnTMMU3aLUKU NabopaTopHoOro npolecca, CBA3aHHOM € aKcnnyarta-
Luuen obopyaoBaHuA:

- NHTerpaums ¢ apyrum nabopaTtopHbiM 060pyaoBaHUeM;

- NMOAKITIYEeHUs aHannaaTopa K labopaTopHoi UHOPMaLIMOHHOW cUCTEME;

- CKaHep LUTPUXKOAOB NPOBMPOK (BCTPOEHHBIN NN BHELLHWIA);

- cKaHep LUTPUXKOAOB peareHTOB (BCTPOEHHBLIN NN BHELWHNIA);

- TUNbl BUONOrNYECKUX XKUAKOCTEN, KOTOPBIE MOTYT UCCNEA0BAaTLCS HA aHaNU3aTope;

- MakcumarnbHoe KonuyecTBo 06pasLoB, eANHOBPEMEHHO 3arpyXaeMbix Ha bopT aHanusaTopa;

- MakcumMarnbHoe KONMYecTBO MeTOANK, KOTOPbIE MOXXHO BbIMOJSTHATL HA aHaNM3aTope;

- NCMONb30BaHMNE NePBUYHBIX MTPOBUPOK;

- NCMONb30BaHWE BTOPUYHBLIX MPpOBUPOK.

5.2.4 Tpe6oBaHUA K HANMUYUIO BCTPOEHHbIX B aHaNU3aTop cuctem ob6ecneyeHMa NpaBUNILHOCTHU
aHanuTu4yeckoro npouecca

KoHTponb cTabunbHocT paboThl Tamnbl aHanu3aTopa.

5.3 Tpeb6oBaHuA kK BpeMeHU HapaboTku 060pyAOBaHUA Ha MOMEHT 3aKyMNKU

Ha momeHT noctaeku 06opyaoBaHue ABNAeTCA HOBLIM, He ObIBLLUMM B 3KCMITyaTaLmu.
Bpems HapaboTku ANg BanMaaLmu, KanubpoBKU Ha NPeAnpPUATUM-U3rOTOBUTENE U B NPOLIECCe TEXHUYEC-
KX UCTIBITAHWIA NPW PerucTpaLmm MeauuuHCKOro 3aenus B Cpoke aKcryaTauum He yYuTbiBaeTcs.

5.4 TpeboBaHuUs K NOCTaBLUKY 06G0OPYAOBaHUA U €70 OTBETCTBEHHOCTU

MocTaBLLUMK OOMKEH UMETb YCTaHOBMEHHbIE 3aKOHOAATENLCTBOM U HOPMAaTUBHO-MPaBOBLIMU akTamu
Poccuiickon ®egepaunn goKyMeHThI, nogTBepKaaowmne COOTBETCTBUE OKasbiBaeMbIX yCNyr TpeboBaHusIM
AeNCTBYIOLMX HOpMaTUBHO-NpaBoBbIX akToB Poccuiickon Pegepaunn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
npoaneHnM Takux AokymeHTOB nexut Ha [lMocTtasuwuke. MocTaBlimk npepoctaBnsieT 3akasuuky Komnuu
OOKYMEHTOB, NoATBepXAalwWwux COOTBETCTBUE OKasblBaeMbIX Yycnyr TpeboBaHusSIM  OeNCTBYIOLNX
HOopMaTUBHO-NPaBOBbLIX akToB Poccuitickon degepaunn.

5.5 TpeboBaHne o HeobxoguMocTU obecnevyeHusi B3aUMOLAEUCTBUA MOCTaBIIAEMOro
obBopyaoBaHusas ¢ oGopyaoBaHMeM U WUHGOPMALUOHHLIMU CUCTEMAMU, UCNONb3yeMbIMU
3aKa34yuKoMm

- noaknoveHne o6opyaoBaHus kK nabopaTopHoi UHHOpMaLMOHHO cucTeme;

- nogkntoveHus obopyaoBaHna k nabopaTtopHon MHDPOPMALIMOHHON CUCTEME C UCMONb3OBAHMEM CTaH-
AapTHBIX NPOTOKONOB 06MeHa AaHHbIMK.
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5.6 Tpe6oBaHus Kk paamepaM o6opyaoBaHuA

[ormkHbl 6bITb yKasaHbl:

- MMHUMarbHbIe TPeboBaHUA K NOMELLIEHUIO;

- MakcuManbHO AONyCTUMblE pa3mepbl 060pYA0BAHUS, UCXOAA U3 UMEIOLLMXCS Y KOHEYHOTO NoMNb3oBaTe-
ns NAowagen unu ¢ y4eTom Ux pekoHCTpykuun, obecneunsatome 6e3onacHOCTb NepcoHana npu paéote u
obcnyxnBaHuu, € yueToM AeACTBYOLMX HOPM ANA MeANLIMHCKUX NTabopaTopui.

5.7 TpeboBaHus Kk npeanpoAaXHON NOATOTOBKe 060pyAOBaHUA

YKasaTb KOHKpeTHble TpeboBaHWA 3akasumka Mo NpeanpoaaXHON MOAroTOBKE aHanuM3aTopoB,
Hanpumep:

- Hanmu4ue aencTByOLLEro cepTuduKkaTa CoOOTBETCTBUA Ha 06opyaoBaHue;

- Hann4dne pacxogHblX MaTepunanos, HeobXoAMMbIX 4N Banuaauuu, YCTaHOBKM aHanM3aTopoB 1 06yl~|e-
HUA nepcoHana.

5.8 TpeboBaHuMAa K pacxofam Ha 3Kcnnyatauuio oGopyAoBaHUsl, K MOCTaBke PacXxofHbIX
MaTepuanoB AnsA o6ecne4vyeHUn PYHKLMOHUPOBAHUA U IKCNNyaTauum o6opyaoBaHus

- pacxofHele MaTepuansl 4ns BbINOMHEHWs UccrnegoBaHuim «X», He MeHee (TeCTOB);

- peareHThl, BKiovas kanmbpaTtophl, 4Ns BbINONHEHUS UccnefoBaHni « X», He MeHee (TeCToB);

MpwuMeyaHne— Bka4yecTBe «X» yKa3blBaeTCA KOHKPETHLIV aHanwT;

- KOMNIIEKT MaTepuarnos 4na nposeaeHns o6CnyXnBaHnsa Bo BpeMsl aKkcryaTaLuy (nepuoa akennyaTa-
LU yKasbiBaeTcs B MecsiLax);

- KOMMMEKT MaTepuasnos Ans NPOBEAEHUs TEXHUYEeCKoro 06CNyXMBaHUsA aBTOpPU3OBaHHLIM CEPBUCOM
(YykasaTb Nepuog aKkcnnyataLumm, Ho He MeHee rapaHTUIIHOro Cpoka NocTaBLLuKa).

5.9 Tpe6oBaHUA K rapaHTUAHOMY U NOCTrapaHTUHOMY 0GCNyXUBaHUIO

- rapaHTUAHbIN CPOK Ha nocTasnsemMoe obopyaosaHue — He meHee 1 roga;

- Hanu4une cepBUCHON Cnyxbbl, cepTUULpoBaHHOM NPoN3BOAMTENEM TOBapa, Ha TeppuTopun Pd;

- HanM4re cncTembl yaaneHHoro MoHUTOPUHra paboTel aHanusaTopa cepBUCHO cryxGoit nponssoau-
Tens obopygoBaHus;

- Hanuure cryx6bl TEXHNYECKOI NOAAEPKKI MPOU3BOANTENSA aHann3aTopa.

5.10 Tpe6oBaHus no nepepa4vye KOHeYHOMY Monb3oBaTenio ¢ o6opyaoBaHMEM TeXHU4eCKoW,
cornacoBaHHOM pa3pelunTenbHOW U MHOW AOKYyMEeHTauumn

- HanM4Me perucTpaLmnoHHOro yaoCcToBepeHUs Ha NocTaBnNseMble aHanMsaTopsl;

- HanM4Me pPerucTpaLMoHHOrO YOOCTOBEPEHUs Ha pacxodHble MaTepuansl, HeoBxogumble nNpu
3KCMMyaTaunmn aHannsaTopos;

- HanM4me perncTpPaLMoHHOro yAoCTOBEpEHUs Ha peareHTbl, HeoGxoauMble AN UCCNeAoBaHUA aHanuTa
Ha obopyaoBaHuu;

- HanM4me aKcnnyaTauMoHHON AOKYMEHTaLUM aHanM3aTopa Ha PyCCKOM A3bIKE.

5.11 Tpe6oBaHMA no cONyTCTBYWLIEMY MOHTaxXy NocTaBneHHoro oGopyaoBaHus,
nycKoHanaao4HbIM U UHbIM paboTaM

Bsoa 060pyaoBaHns B aKCMNyaTaLuio OCYLLECTBNSIETCA cepTUDULUPOBaHHBIMUA CieLUanucTamu.

512 TpesoBaHMﬂ K NOoArotToBKke U UHCTPYKTaXy MeAULUHCKOro U TeXHUYeCKOoro nepcoHana
3aKa3duka

WHCTpyKTax nepcoHarna koHe4YHoro nonb3osaTens no paboTe Ha aHanMsaTope ocyLecTBNAETCA C Bbida-
Yeli COOTBETCTBYHOLLMX AOKYMEHTOB.

6 Tpe6oBaHusA K 0POPMMNEHUIO TeXHUUYECKOro 3aaaHus
Ha BbICOKOTEeXHONOrn4yHoe naéopartopHoe o6opyaoBaHue

3akasuuk ocopmnsieT T3 B COOTBETCTBUM C 0OLLMMUN TPEBOBaAHUSAMM K TEKCTOBBLIM JOKYMEHTaM, yCTaHOB-
neHHbIMKU FTOCT 2.105—95 «EaunHas cuctema KoHCTpyKTOpCKOn AokyMeHTauu. Obwme TpeboBaHUs K TeKCTo-
BbIM JOKYMeHTaM». DopmMa nanoxeHusa T3 npuesegeHa B NpUnoXeHnun A n MoxeT OblTb NpeacTaBneHa kak B
Tabnu4yHoi bopme, Tak U B TekCcTOBOM chopmaTe. CBeeHuWs 0 cornacoBaHnm nyteepmkaeHn T3 pasmellatoTcst
Ha TUTYMBHOM NncTe.
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MpunoxeHne A
(pekomeHayemoe)

MpumepHan dopma «TeXHUUECKOro 3agaHus Ha 3aKynKy BbICOKOTEXHOMOMMYHOIO
nabopatopHoro o6opyaoBaHusA»

«YTBepxaawo»
PykoBoauTens opraHnsauum
/ /
« » 201 r.

TexHn4Yeckoe 3agaHne Ha 3aKynKy BbICOKOTEXHONTOTrM4HOro naﬁopaTopHoro oﬁopyp,oaaH na

TpeboBaHus, NpeabsaBNsemMble

Ne HaumeHoBaHWe pasgena TexHUYeckoro 3agaHus
K 3aQaHui0

HanmeHoBaHne o6opy,q0|3aHV|;|, €ro HasHa4eHue 1 uenn Ncnonb3oBaHnsA

Onwucanue o6opyaoBaHns

TpeboBaHus k BpemeHn HapaboTkn 06opyA0BaHUSA HA MOMEHT 3aKyrKu

TpeboBaHusi K NOCTaBLLMKY 060PYA0BaHUS 1 €ro OTBETCTBEHHOCTY

g W N =

TpeboBaHve 0 HeobxoaumocTn obecneveHnst B3auMoaenCcTBUS NOCTaBnsie-
Moro o6opyaoBaHus ¢ 06opyaoBaHWEM, UCMOMNb3YEMbIM 3aKa3uUMKOM

6 TpeboBaHus k paamepam 060pyaoBaHus
TpeboBaHWs K NpeanpoaaXXHONW NoAroToBke 06opyaoBaHust
TpeboBaHus K kavecTBy 060pya0oBaHWs, 6e30MacHOCTU MEANLMHCKOrO Nepco-
Hana v NauMeHToB 1 3aluuTe OKpyXKarLwen cpeapbl
TpeboBaHWs K rapaHTUAHOMY U NOCTTapaHTUIRHOMY 06CNYyXMBaHUIO

10 TpeboBaHus K nepeaaye 3akasvuky ¢ 06opyaoBaHMEM TEXHUYECKON, COrMaco-
BAHHOW pa3speLunTensHOW 1 MHOW AOKYMeHTauuu

11 TpeboBaHWs K COMYTCTBYIOLWEMY MOHTaXy MOCTaBneHHoro obopyaoBaHus,
NyckoHanazo4YHbIM U MHbIM paboTam

12 TpeboBaHWs K NOArOTOBKE M MHCTPYKTAXY MEAMLMHCKOIO U TEXHUYECKOro
nepcoHara 3akasuyvka

13 TpeboBaHWs K KONUYECTBY, NEPUOANYHOCTH, CPOKY Y MECTY MOCTaBOK

14 Mopsigok caavm n npueMkn 06opyaoBaHKs

15 MpunoxeHnst K TEXHUYECKOMY 3a4aHuI0

MpnmevaHusn

1 Bce nonsi o6s3aTenbHbl K 3anonHeHuio. B cnyyae, ecrnv 3akazyumnk He NpeabsiBrsieT KOHKPETHOIO TpeboBaHust, TO B
COOTBETCTBYIOLLEM MOIE NPOCcTaBnsieTcs 3anuck «He npegbsinsieTcs», «He TpebyeTcsi» unu ap. B 3aBUCUMOCTU OT KOH-
TekcTa.

2 B cny4yae ecnu 3akasuvk ccpopmynupyet T3 HErpaMOTHO, HEKOPPEKTHO UIMTM HEKOHKPETHO, BO3HUKAEeT BO3MOX-
HOCTb NpuobpeTeHus obopyaoBaHnsa (ToBapa, paboTbl UK YCryrv), He oTBevatLLero ero noTpebHocTsM. [Jaxe ecnu
obopyaoBaHve COBEPLUIEHHO HE yCTpauBaeT 3aKasudnka, HO Npu 3TOM cooTBeTCcTBYeT T3 3aka3umka, 3akoH Ne 94-03 He
JaeT HUKaKON BO3MOXHOCTMW OTKa3aTbCsl OT 3aKITH0HYEHWS KOHTpakKTa.

PykoBoguTenb CTPYKTYPHOIO NoapasaeneHus

OTBETCTBEHHbIN

CneumnanucTbl:
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