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[OBaHUA NANarHocTMyeckne TecT-CUCTEMbI UH BUTPO»

3 YTBEPXOEH W BBEJEH B ,EI,EI7|CTBVIE Mpukaszom denepasibHOro areHTCTBa Mo TeXHUYEeCKoMy
perynvpoBaHuto U Metponorum ot 2 anpens 2014 r. Ne 286-ct

4 BBEJEH BMNEPBbIE

MpaBuna nNnpuUMeHeHUa HacTOsALWero craHgapTa ycTaHoBneHsl B FTOCT P 1.0—2012 (pa3gen 8).
WNHdopmauymsa 06 n3amMeHeHnsAX K HacTosAWeMy cTaHgap Ty Ny6MKyeTCs B eXerofHoM (Mo COCTOSHUIO Ha
1saHBaps TekyLllero roga) MHhopMaLnoHHOM ykasaTene «HauvoHanbHble CTaHAapTbi», a ouLManbHbIi
TEeKCT U3MEHEHWI 1 NONPaBOK — B €XeMeCAYHOM MHGOPMaLMOHHOM yKasaTene «HaunoHanbHble CTaH-
fapTbi». BecnyyaonepecmoTpa (3ameHbl) MM 0T MeHbIHAC T OfALLero cTaHjapTa cooTBe TCTBYyOLWeeyBe-
fomneHne 6yfeT ony61MKOBaHO B G6/MKaillieM BbliNycke eXemMeCAYHOro MHPOPMaLMOHHOrO ykasaTens
«HauvoHanbHble cTaHgapThi». CoOOTBeTCTBYLWas tHopmMaums, ysefoM/eHe N TeKCT bl pasMeLlanT-
CA Takxe B UHOPMaLMOHHON cucTeme 06LLEr0 NONb30BaHNA — Ha oduumansHoM caliTe ®efepanbHOro
areHTCcTBaNno TeXHNYEeCKOMY perympoBaHunio n MeTponorum B ceTu IHTepHeT (gost.ru).
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MEOVNUNHCKUNE U3LENNA oA ONATHOCTUKW NH BUTPO
YacTtb 6

ABTOMAaTMYECKMe aHanm3atopbl N9 reMaTo/Iornyecknx I/ICCI'Ie,qOBaHVII‘/'I.
TexHunyeckne TpeﬁOBaHI/Iﬂ ONnA rocyaapCTBeHHbIX 3aKynok

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

Jarta BBefieHuss — 2015—06—01

1 O6nacTb NpUMeHeHus

HacTosawwuii ctaHaapT onucbiBaeT NpaBuia COCTaBNEHUS TEXHUYECKMX TPEBOBaHNA NN TEXHUYECKUX
3afaHuii (T3) ANS rocyfapCTBEHHbIX 3aKynoK BbICOKOTEXHOMIOTMMYHOIO nabopaTopHOro obopyfosaHus —
aBTOMATMYECKUX aHa/IM3aToPOB A1 reMaToIorM4Yeckux UCCNefoBaHui UH BUTPO B YCNOBUAX MEAULMHCKUX
nabopaTopuii (qanee — obopygoBaHue).

HacTosawwuii ctTaHaapT npegHasHavyeH aas NpUMeHeHUs YNosHOMOYEHHbIMW L aMmn rocyjapCTBEHHbIX
3aKa34MKOB NPW COCTaBMIEHUN TEXHUYECKNX TPEGOBAHUI B pamMKax KOHKYPCHOM, ayKLMOHHOW MM KOTMPOBOY-
HOV [LOKYMEHTALMM Ha 3aKynKy aBTOMaTUYECKUX aHanM3aTopoB A1 reMaToNorMYecknx NCceoBaHunii.

2 HopmaTtuBHbIe CCbIIKK

B HacTofLWweMm cTaHfapTe UCMO/Ib30BaHbl HOPMAaTUBHbLIE CCbISIKU HA cneaytolme cTaHAapThl:

FOCT P 52361—2007 KoHTpO/b 06beKTa aHanuTnyecknii. TepMyHbI 1 onpegeneHmns

FOCT P 53022.2—2008 TexHonorun nabopatopHbie knnHuyeckne. TpeboBaHMA K KAYECTBY KIMHUYEC-
KMx nabopaTopHbIX nccnepoBaHunii. Yactb 2. OueHKa aHannTUYeCKON HafeXHOCTU MeTOA0B uccnefoBaHns
(TOYHOCTb, YYBCTBUTENBHOCTb, CNEUNPUYHOCTD)

FOCT P NCO 15189—2009 /flabopaTopun MeguumHckne. YacTHble TpeboBaHMsA K KayecTBy M KOoMme-
TEHTHOCTH

FOCT ISO9000—2011 Cuctembl MeHeXXMeHTa kayecTBa. OCHOBHbIE NON0XEHNSA 1 CNOBapb

MpumeuyaHue — MNpu NONb30BAHNN HACTOSALLMM CTAaHAAPTOM Le/IECO06PA3HO NPOBEPUTL AENCTBUE CChINIOY-
HbIX CTaH4apToB B MH(OPMALMOHHOW cucTeMe 06Liero nofb3oBaHWs — Ha oduuuanbHoM caiite ®egepanbHoro
areHTCTBa Mo TEXHUYECKOMY PEry/iMpoBaHuio 1 METPOIOTUU B CeTU VIHTEPHET MM MO eXEerofHOMYy UHOPMALMOHHOMY
ykasartenio «HauuoHasbHble CTaH4apTbl*, KOTOPbI 0Ny6/IMKOBaH NO COCTOSIHWIO Ha 1 AHBAps TeKyLLero roga, 1 no Bbinyc-
KaM eXeMeCs4HOro MHOPMAaLMOHHOTO yKkasaTens «HaymoHaibHble CTaHAaPThl» 3@ TEKYLWNiA rof. ECu 3aMeHeH cCblioy-
HbI/i CTAHAApPT, Ha KOTOPbI AaHa HeAaTMpOBaHHAs CCblfKa, TO PEKOMEHAYETCs UCNOo/b30BaTh AEiCTBYIOLLYI0 BEpCUo
3TOr0 CTaHAApPTAa C YYEeTOM BCEX BHECEHHbIX B JAHHYI0 BEPCUI0 U3MEHEHUI. EC/TM 3aMEHEH CChIJIOYHBIN CTaHAApPT, Ha KOTO-
pbiii faHa jaTupoBaHHas CCblika, TO PeKOMEHLYETCS UCNO/Ib30BaTh BEPCUI0 3TOT0 CTaHAapTa C yKa3aHHbIM BbiLE r040M
yTBEPXAEHUS (MpUHATUA). EC/I Nocne yTBepXAeHNsI HACTOSILLEro CTaHAapTa B CCbIIOYHbIN CTAHAAPT, HA KOTOPbIV AaHa
[aTupoBaHHas Ccbifika, BHECEHO U3MEHEHWE, 3aTparmBatoLLee NosoXeHne, Ha KOTOpoe JaHa CChl/ika, TO 3TO NooXeHue
peKoMeHAYeTCsl NPUMEHSTL 6e3y4BTa AAHHOTO N3MEHEHUS. ECQN CCbITOUHBIV CTaHAaPT OTMEHEH 6€3 3aMeHbl, TO MOJIoXe-
HWe. B KOTOPOM AaHa CCbl/Ika Ha HEro, PeKOMEHAYETCS MPUMEHSTb B 4ACTM, HE 3aTparuBatoLLeil 3Ty CCbKy.

M3paHne ouynanbHoe
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3 TepmuHbI 1 onpefeneHns

B HacToslleM cTaHAapTe NPUMEHEHbI CieflyloLimMe TePMUHbI C COOTBETCTBYIOLUMU ONpeAeeHUsAMK:

3.1 aBTOMaTUYECKWUii aHANU3aTOp A8 reMaToNornyeckux nccnenoBaHuii: NMpuéop, No3BoNsAOLW KA
MPOBOAMTb aHANINTUYECKMIA 3Tan reMaToNorM4eckrx uccnesoBanuii c MoMeHTa 3a6opa obpasiia 6uomartepua-
na nauveHTa f0 NoNyyeHns pesy/bTaTa uccnefoBaHns 6e3 BMelLaTeIbcTBa onepaTtopa B pa6oTy npuéopa.

3.2 aHanuT: KOMMOHeHT npo6bl, yKa3aHHblli B Ha3BaHUW UCC/elyeMOoro CBOWCTBa UM M3MepsiemMoii
BE/IMYMHBI.

MpumevyaHuns

1 B kAnHUYeckoii nabopaTopHOIi AMarHoCTUKe aHaUTbl MOTYT UMETb pa3InyHbIi xapakTep:

a) hu3nyeckux CBOWCTB:

6) XMMWYECKUX 3/IEMEHTOB, MOHOB, HEOPraHNYeCKNX MOeKy:

B) OpraHnyecknx CTPyKTyp C Masioil MONEKYSIPHOI Maccoii;

r) MakpoMOneKyn C U3BECTHOM NN NPMGAN3UTENbHO YCTaHOB/IEHHOV CTPYKTYPOIA U cneyuduyeckummn uonoruyec-
KMUW CBOMCTBaMM:

) KNeToK, UX CTPYKTYPHbIX 3/IEMEHTOB U/IN KNETOUYHbIX CUCTEM:

€) MUKpOOpraHu3moB (6akTepuun, BUPYCbl, a Takke rpmbbl U napasuTapHble OopraHvw3mbl pasmMepoMm Ao 1 Mm), ux
CTPYKTYpbI 1 CBOICTB.

2 ApantuposaHo (TOCT P 52361. ctatbs 17).

3.3 6uonoruyeckuii matepman: buonoruyeckme XMAKOCTH, TKaHU 1 IKCKPETLI YenoBeka [1].

n punmevyaHune — BmomaTepmanbl yenioBeka npeactaBnAaAT Cc060Ii CNOXHble CUCTEMbI CMecu Pa3NINYHbIX
BeLWecCTB U KNeTok, ABMAKLWNXCA KOMNOHEHTaMU, TO €CTb OYepPYEHHbIMU YaCTAMU CUCTEMDbI. B aHa/IMTUKE KOMMNOHEHTbI
CUCTEMbI Noapa3fensarnT Ha «aHa/UTbl», «KOHKOMUTAHTbI» U «PaCTBOPUTENIN»; NocneaHne nBa BuAa KOMMNOHEHTOB
0603HavYalT Kak «MaTpuly». Manvma oXBaTbiBaeT BCE KOMMOHEHTHI MaTepmaanon CUCTEMBbI, UCKYasda aHallUuT.
[FOCT P 53022.2—2008. NyHKT 3.2)

3.4 6uonormyeckne XmMaKkocTu: XXMAKOCTN opraHn3Ma YenoBeka 1 ux KOMNOHEHTbI: KPOBb, MOYa, K-
BOP, MM, CEKPETHI, CbIBOPOTKA, NNasMa, nneBpanbHas XuLKoCTb, C/IIOHA, aMHUOTUYECKAsA XULKOCTb, 3AKY-
nAT nap.

35

Banupauns: MoaTeepxaeHne NocpeAcTBOM MpencTaBNeHns 06bEKTUBHbBIX CBUAETENLCTB TOro, YTO
Tpe6GoBaHusA, NpefHa3HaYeHHble [ANA KOHKPETHOrO WCMO/SIb30BAHWA WAW MPUMEHEHWUS, BbINOSHEHbI.
[FTOCT ISO 9000—2011. nyHkT 3.8.5]

MpumeuvaHnunsn

1 [lOKyMEeHTMPOBAaHHbIE UCMbITAHUSA, 3aMNCK N 06 bACHEHUS pe3yNbTaToB, HE06X04MMbIe /19 NOATBEPXKAEHUSA TOrO,
4YTO NpoLEecc HEM3MEHHO faeT pe3y/bTaT, B COOTBETCTBUM C ONpeAeieHHbIMU TpeboBaHNAMU.

2 Banupauvs MeTOAMKM 3ak/oyaeTcsi B CEpUn UccnefoBaHunii 4ns onpegeneHns aphekTUBHOCTA N BOCNPON3BO-
AMMOCTU MeToa MCMbITaHWiA.

3.6 BTOpMYHaa npobupka: Mpobupka nam uHoli cocya, B KOTOPbIA BHOCUTCS Npoba nocne Heob6xoau-
MOV npeaHanUTM4eckoin 06paboTku.

3.7 BbICOKOTEXHOIOTUYHOE fabopaTtopHoe ob6opyaoBaHue: MNpubopsl, annapatbl, 060pyAoBaHNE
[ANA NpoBeAeHUs KNMHNYECKNX NabopaTopHbIX NCCef0BaHNA, HanpaBeHHbIX Ha OLeHKY COCTOSIHUSI OpraHus-
Ma yenoBeka, NPon3BeeHHbIe C UCMONb30BaHNEM COBPEMEHHBIX JOCTUXEHWI B 06/1aCTV 3NEKTPOHNKN, NPO-
rpammHoro o6ecneyeHns, pPo60TOTEXHUKN U APYTUX BbICOKOTEXHOTOTUYHBIX 061acTeli MPOMbILLIEHHOCTU.

3.8 rematonornyeckne uccnepoBaHus: VccnefoBaHna LeNbHOW KPOBUM U APYrMX GUOMOrMYECKMX
XWUAKOCTEW NauneHToB 419 BbIBEHNSA N3MEHEHW KA4eCTBEHHOTO M KOJIMYECTBEHHOIO K/IeTOYHOrO cocTaBa
6uomatepuana, a Takke TOHKUX BHYTPUKIETOUYHbIX U3MEHEHWNA, oTpaxatolmx PyHKLMN KPOBETBOPEHUS Ha
pasHblX aTanax co3peBaHusi.

3.9 eguHMLa BENNUYNHBI: DUKCMPOBAHHOE 3HAYEHWE BENIMUYUHBI, KOTOPOE NPUHATO 3a e AMHNLY AaHHO
BEIMYVHbI Y NPUMEHSETCA A5 KONIMYECTBEHHOIO BblIPaXEHUS OAHOPOAHBIX C HEll BE/TMUMH [2].

3.10 un3mepeHme: MNpouecc (COBOKYNHOCTb onepaLmil) aKCnepuMeHTaslbHOr0 NOY4YeHUs O4HOro Un
60nee 3Ha4YeHuit BenmunHbI [3].



FOCT P 55991.6—2014

MpumeuvaHunsn

1 Oransbl NpoBeAeHUs U3MepeHns oT NoslydeHns Npoobel, NnpeobpasoBaHua aHanuta B gopmy, ya06Hy0 Ana nsme-
PeHUA. NONyYEHNS BEINYNH B CPEACTBE N3MEPEHUS NO6PabOTKM NOTyHEHHbIX Pe3y/1bTaToB, ABMATCS YacTAMMU npoLecca
n3mepeHus. B pesynbTaTe npouecca U3IMepPeHUss MOryT ObiTb MOJlyYeHbl KOJIMYECTBEHHbIE UM KauyeCTBEHHbIE [aHHble,
npeAcTaBnsoLWmMe 3HauMMyo AN 4UarHoCTUKN nHhopmaumio.

2 KauecTBeHHble faHHble — pe3ynbTar, NoyYeHHbIN JUXOTOMUYECKUM [leNIeHNeM MO KaKOMY-TO NPU3HaKY.

Mpumep — [aHHble MMMyHO(bepMeHTHOeo aHannida (MPA) Ha Hanmune MHPULUPOBAHHOCTMU nauueHTa
onpefensa TCA N0 NpU3HaKy onTunyeckoil nnoTHocTw (ON) npobbl 60nbwe nan MmeHblue OM. KPUTUYECKOro B
[aHHOli cucTewme.

3 Kun3MepeHuto He 0THOCATCS BU3yasibHOE UccefoBaHne CBOMNCTB, HaNpumep ugeTa.

4 depepanbHble opraHbl UCNOMHUTENBHOW BNacTu, OCyLeCcTBASAOLW e HOPMATUBHO-NPaBoOBOE peryimposaHve B
o6nacTax AesTeNbHOCTN (34paBOOXPaHEeHUs), oNpeensioT N3MepeHus, oTHocalMecs K cdepe rocyAapcTBEHHOro pery-
NpoBaHnA obecneyeHns enHCTBA U3MEPEHWIA, U yCcTaHaBANBAIOT KHUM 06s13aTeslbHble MeTposiornyeckme TpebosaHus,
B TOM uymMc/ie nokasaresin TOYHOCTU U3MepeHuii {2).

3.11 uHTerpauma ob6opypoBaHuaA: lpouecc TeXHNYECKOro 06GbeAVUHEHUS BbICOKOTEXHOOMMYHOTO
nabopaTopHOro 060pyA0BaHUsi NOCPELCTBOM Kak KOHCTPYKTUBHOIO peLleHunsi NPoM3BOAUTENS, TaK U C UCMOSb-
30BaHMEM [OMNOTHUTESbHbIX YCTPONCTB Ha 6a3e MeAULMHCKOW nabopaTopmmn ¢ aBTOMaTUYEeCKUM nepemMelLe-
H1em npob.

NMpumeuyaHue — NHTerpauus o60pyAoBaHUs NO3BOMSET CO3AaBaTb euHY0 NPON3BOACTBEHHYIO NIMHUIO KU-
HUKO-4MArHOCTMUYECKON 1a6opaTtopuu, MPOEKTUPYEMYIO UHAUBUAYANLHO C YH4ETOM MOLLHOCTY 1a6opaTopuun, BUAOB UCC/e-
[,0BaHUi. BbIGPAHHOTO TEXHOIOTMYECKOTO peLleHns, a TakKe pa3mMepoB U pacCTaHOBKW NaGopaTopHoro 060opyAoBaHus [4).

3.12 meTopa: O6LLee onucaHWe NorMyeckoli nocnefoBaTelbHOCTW onepayuii Npy NPoBeAeHUN ncene-
[LOBaHWIA. N3MepPeHWil 4NA [UarHoCTUKN UH BUTPO.

3.13 meToAMKa M3MeEPEHUiA: [leTaslbHOE OnNucaHue U3MepeHuii B COOTBETCTBMMN C OLHUM unu 6onee
METO0M.

MpumeyvyaHunn

1 MeToavKy n3MepeHuii 06bI4HO ONMCIBAIOT 4OCTATOYHO NOAPOGHO M NPeACTaBAAIOT B BUAE AOKYMeHTa (MHCTPYK-
L1K). NO3BONAKOLLErO NOMb30BaTEIO BbINOMHNUTL U3MEPEHME.

2 MeToauka n3mepeHusi MoxeT BK/1lo4YaTb MHhOPMaL Mo 0 HeonpegeneHHOCTN U3MEPEHWA.

3 Bpsage cnyyaes MeToauka usMepeHuii, nponucaHHas BUHCTPYKLMSAX 4151 NONb30BaTeNsA, MOXeT paccmaTpusatb-
cA KakcTaHAapTHas onepauvoHHas npouegypa (SOP).

3.14 nepBuyHas npo6upka: Mpobupka UM NHOI cocya, B KOTOPLIA nocTynaeT 6uoMaTepuan Heno-
CpPefCTBEHHO OT NauueHTa.

3.15 npo6a: ocTaToyHOE KOIMYeCcTBO BMONOTMUECKOro MaTtepuasna, B3STOro y Yenoseka Ans nabopa-
TOPHOTO UccneaoBaHus.

3.16 cpencTBO U3MepeHUii: TeXHUYECKOE YCTPOINCTBO, NCNO/b3yeMOoe A/15 BbINOSTHEHUS U3MEPEHWIA, B
TOM YKC/IE B COMETAHUM C OAHUM WU/IN HECKO/TbKMMUW AOMNOMHUTE IbHBIMUW yCTpolicTBamu [5].

MpumeuvaHunsn

1 TexHuyeckoe cpeAcTBO, NpeAHasHauyeHHOe ANA U3MEPEHUI, UMelolee HOPMUPOBAaHHbIE MeTpOoNornyeckne
XapaKTepucTuku, Bocnpoussogsauiee n (Mnun) xpaxsiiee eguHnuly U3NYEcKoi BENYNHBI, pasmep KOTOPOI NpuHUMaioT
HeusMeHHbIM (B NpeAenax yCTaHOBIEHHOI NOrPELLHOCTH) B TEYEHNE U3BECTHOMO MHTepBasa BpeMeHU.

2 lMpuBeaeHHoe onpefeneHne BCKPbIBAET CyTb CPeACTBa U3MEPEHUIA, 3aK/T0YaloLLYI0CS, BO-NEPBbIX, B KYMEHUN»
XpaHuTb (MM BOCNPOU3BOANTL) €NHNLY (PU3NYECKON BENNUMHBI, BO-BTOPbIX, B HEN3MEHHOCTU pasMepa XpaHuMoii eu-
HULbI. DTV BaxHeliWwne hakTopbl 106YyCNOBANBAIOT BO3MOXHOCTb BbINO/THEHUS U3MEPEHNA (CONOCTaBeHNe C enHNLE),
T. €.«AenawT» TeXHNn4Yeckoe cpefCcTBO CPeACTBOM N3MepeHuii. Ecnu pasmep efjMHuLIbI BNpoLEecce N3MepeHunii usmeHseT-
cA 6osiee, YeM yCTaHOB/IEHO HOPMaMU, TakUM CPELCTBOM HE/b3A NONYUYNUTL Pe3y/bTaT ¢ TpebyeMoi TOUHOCTbI0. DTO 03Ha-
4aeT. 4TO U3MEPATb MOXHO /TNLLb TOrAa, KOrAa TEXHUYecKoe CPpeACTBO, NpejHa3HavyeHHoe A1 3TON LeNn, MOXeT XpaHuTb
einHNLY, A0CTAaTOYHO HEU3MEHHYI0 No pa3Mepy (BO BpeMeHN).

3 Tpu OLEHNBAHNMN BE/TMYMH NO YCNOBHbIM LUKaNaM LiKabl BbICTynatT Kakbbl «CpeCcTBOM U3MepEeHUii» aTux BeNnu-
4uH (6).

3.17 TexHuYeckue CUCTEMbI M YCTPOCTBA C U3MEPUTENLHBIMU PYHKLNAMU: TEXHNUECKME CUCTe-
Mbl 1 YCTPOWCTBA, KOTOPbIE HAPSAY C UX OCHOBHBIMU (OYHKLMSIMU BbINOJTHAIOT U3MEPUTESIbHBIE (PYHKLMUN.

NMpumeyaHus

1 K TeXHUYECKNM CUCTEMAM U YCTPOICTBAM C M3MEPUTESLHON (OYHKLMEH OTHOCUTCS BbICOKOTEXHO/IOTMYHOE N1a6o-
paTopHoe 06opyaoBaHue, BKIlouatollee B cebs Hanbosiee NosHbIN NpoLecc n3mepeHns. JaHHble, NonyYeHHble BO BpEMS
aTana W3MepeHusi Ha BbICOKOTEXHO/IOTMYHOM 1a60PaTOPHOM 060PYAO0BaHUM, UCTONL3YIOTCA A5 Npeobpa3oBaHus B
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KayeCTBEHHbIE UMW KONIMUYECTBEHHbIE [aHHbIE C MOMOLLbI BCTPOEHHOT0 060PYAOBAHNUS U MPOrPAMMHOMO 06ecneyeHus.
[aHHble N3MEpeHus He ABNSIOTCA NPAMbIMU, Y NPY NOATBEPXAEHUN COOTBETCTBUS (B BUAE peructpauum unm ceptuduka-
L1) BaHHOTO 060PYA0BaHUSA NPOBOAUTCA NOATBEPXKAEHNE (AaTTecTauus) METOANKN U3MEPEHNSI.

2 O6na3artenbHble Tpe60BaHNsA K TEXHNYECKUM CUCTeMaM W YCTPOICTBAM C N3MEPUTENbHLIMU (PYHKLUAMY, a Takke
(hopMbI OLLeHKN UX COOTBETCTBUS yKa3aHHbIM Tpe60BaHUSIM yCTaHaBNMBAOTCSA 3aKoHOAAaTeIbeTBOM Poccuiickoit ®efepa-
LMK 0 TeXHUUYECKOM perynuposaHum (7).

3 BCOOTBETCTBWM C AelCTBYIOLLMM 3aKOHO4ATEILCTBOM OTBETCTBEHHOCTb Ha BCEX 3Tanax 06palleHuns BbICOKOTEX-
HOJIOTMYHOr0 NabOPATOPHOr0060PY40BAHNS HA PLIHKE HECET NPOM3BOAUTENIbUN er0aBTOPU30BAHHbIA NpeacTaBuTe b.

4 Tpe6oBaHMA K COCTABMEHUIO TEXHUYECKNX 3afaHNil 4N NpoBeaeHNs
rocyfapCcTBEHHbIX 3aKymnoK

TexHunyeckne Tpe6OBaHVIFI OOJDKHbI:

- cofepxaTb XapaKTepuCTUKN BbICOKOTEXHOIOTMYHOTO /1TabopaTopHOro 060pyA0BaHUS C TOUKUN 3pEHMS
npegnosiaraeMoro Ucnosib30BaHNst ero KOHEYHbIM NOTPeGUTENEM;

- He ObITb N36bITOYHbLIMU;

- He UCKIYaTh KOHKYPEHLMIO NPY 3aKynke BbICOKOTEXHOMOMMYHOro 1abopaTopHOro 060pyaoBaHns;

- o6ecneymBaTb BO3MOXHOCTb LLUMPOKOTO BbIGOpa C TOUKM 3pEHNS LEHbI 1 KAaYecTBa ToBapa.

TexHnuyeckne 3afaHnsa 475 rocy4apCTBEHHbIX 3aKyNOK A0/MKHbI pa3pabaTbiBaTbCA 3aKa3unkoM C y4ETOM
TpeboBaHU 3aKOHOA4ATE/TbCTBA O pa3MeLLEeHUN roCyfapCTBEHHbIX 3aKa30B [8], aHTUMOHOMO/IbHOr0 3aKkoHOA4a-
TenbcTBa [9] 1 3akoHOAaTeIbCTBA ©TEXHMUYECKOM perynmpoBaHum [7].

4.1 HaunmeHoBaHue O60py,ﬂ,OBaHVIFI, €ro HasHadeHune n uesm ncnosib3oBaHusd

TpeboBaHWe KOHKPETU3NPYeTCA rocyAapCTBEHHbIM 3aKa3UnKOM NCXOAS N3 Ha3HaYeHUs1 060pyA0BaHUSA 1
npegnonaraemoli cchepbl ero MegULUHCKOro NPUMEHEHNS.

4.2 OnvncaHune obopyaoBaHus

Kaxabl noAnyHKT AaHHOrO NyHKTa AO/HKEH OblTb MPOHYMEPOBaH M COAepXaTb HEOBX0AVMbIN NepeyeHb
YHKUMOHAMbHBIX Y TEXHUYECKNX XapaKTePUCTHK, NOTPe6GUTEeNbCKUX CBOWCTB, KOMMNIEeKTaLMmn, KOMMYecTBeH-
Hble. Ka4eCTBEHHbIE U Hble NokKasaTenun, Heobxo4MMble 3aka3unky (KOHEYHOMY No/Ib30BAaTESH0).

TouYHble 1 YeTKMe TexHu4Yeckue TpeboBaHuA ABNSTCS NPeANOCbIIKOA K TOMY, YTOGbl NOCTaBLYMK NO
3anpocy 3akasuvika npefctaBu/ peasibHble U KOHKYPEHTOCNOCOGHbIE TEXHNYECKNE 1 TEXHUKO-KOMMepYeckue
npeanoxexHns 6e3 3HaunTeIbHbIX OTOBOPOK, OTK/TOHEHW NN [ONONHUTENbHBIX YCMOBUIA.

TexHuuyeckne TpeboBaHNA Ha NOCTaBKy 06OPYAOBaHWA BbIMOMHAIOTCA pasfefibHO ANS Kaxoro smaa
o6opyAoBaHNA 1 A0MKHbI BKIOYATb B CEOS:

- TeKCT TeXHNYeCKux TpeboBaHwii;

- Tabnuuy TeXHUYECKMX nokasaTenei.

B TeKCT TeXHMYeCKNX TpeboBaHUii BKNIOYATCS OCHOBHbIE XapaKTepPUCTUKN NocTaBsiemoro o6opyosa-
Hus. CornacHo TexHuyeckum TpeboBaHnAM, 3akynaemoe 060pygoBaHve 1 matepmasibl, TPUMEHAEMbIE B 3TOM
060pyAoBaHnK, AO/KHbI BbITb HOBLIMW, HE UCMOMb30BaHHLIMW paHee, NpeAcTaB/AaTb CO60/ COBPEMEHHbIe
MoZenu, co3gaHHble C yH4eTOM NOCeHNX fOCTUXEHWI B 061aCTW KOHCTPYKLUIA 1 MaTepuasnos.

TexHuuyeckne TpeboBaHWA [0/KHbI ObITb COCTaB/EHbI TaKMM 06pa3oM, YTOObI 06ecneynTb MakcMab-
HO LUMPOKYIO KOHKYPEHLIMIO 1 B TO Xe BpeMs JaTb YeTKoe npefcTaB/ieHne 0 Heo6XoANMbIX cTaHAapTax 6e30-
NMacHOCTM U KayecTBa WCMOJSIHEHWSA, Matepmanax W 3KCnayaTauWoHHbIX XapakTepucTukax 3akynaemoro
060pyAoBaHns, TPaHCNOPTUPOBKE, YNaKOBKe 1 YCNIOBUSAX XpaHeHNs 060pyA0BaHNS.

Mpu cocTaBneHun TexHNn4ecknx TpeboBaHnii He0BX0AMMO yunTbiBaTh TO. YTO OHWU HE AOS/DKHbI UMETb
orpaHuunTeNbHbI XapakTep. CTaHAapTbl U TEXHUYEeCkMe cneumgmrkauum, ykassiBaeMble B KOHKYPCHON [OKY-
MeHTaLMW. AO/KHbI rapaHTMPOBaTh CO6/04EeHNE OCHOBHbIX TEXHUYECKNX TPe60oBaHNiA 1 NpoUnX Tpe6oBaHWii K
3aKynaemomy 060pyi0BaHuIo.

B TexHnyeckom 3afaHnm okHbI 6bITb NPpUBEAEHbI TPE60BAHUSA K KTMMAaTUYECKOMY UCTONTHEHUIO U KaTe-
ropuam pasmelleHus 060pyfoBaHNs, CTENEHN 3alLWTbl, YPOBHIO BUGpaLMmM 1 LyMa, KOMNOHOBKe, pa3smMelle-
HUI0 1 NowWwaAkam o6cnyxmeaHnsa 060pyoBaHus, macce 060pyAoBaHNs, ero rabapuram.

B Tpe6oBaHuAX 40/KHbI yYNTbIBATLCA CBEAEHNS 06 MMEIOLLMXCA Y 3aKa3umnka (KOHEeYHOro nonb3oBaTens)
noMeLLeHNAX U KOMMYHaJIbHbIX pecypcax, BO3MOXHOCTAX MOHTaxa, MIaHOBbIX W KanuTalbHbIX PeMOHTax
060pyA0BaHNs, yCI0BUSX €70 CEPBUCHOT0 06CNYXMNBaHNS.

B TexHuyecknx TpeboBaHUSAX yKasblBalOTCA AeNCTBYHOLME HaUWOHanbHble cTaHAapTbl Poccuiickoi
depepaummn, KOTOPLIM JO/HKHO COOTBETCTBOBATHL 3aKynaemoe 06opyfoBaHue.

4



FOCT P 55991.6—2014

4.3 TpeboBaHus K BpeMeHU Hapa6oTk 060py40BaHNSI HA MOMEHT 3aKynKu

YkasblBaeTcs, 4TO 060pyA0BaHNe JOKHO OblTb HOBbIM, paHee He UCMO/b30BaHHbIM, HEe 3KCM/yaTupo-
BaBLUMMCS WU UMETb OnpeAesieHHoe BpeMsi HapaboTky (C yueToM BaMaauum n kannbpoBku Ha npeanpus-
TUM-N3rOTOBMTESIE U B MPOLLECCE TEXHUYECKMX UCMbITAHWIA NPW perncTpaLun MeauuuHCKoro n3aenus) n bbb
McnpasHbIM.

4.4 Tpeb6oBaHMA K nOCTaBL UKy 060pyA0BaHUA U ero OTBETCTBEHHOCTK

McnonHutenb AOMKEH MMETb YCTaHOB/IEHHbIE 3aKOHOAATeIbCTBOM U HOPMATUBHO-NPABOBLIMY akTaMu
Poccuiickoii ®epepaunmn AOKYMEHTbI, NOATBEPXAaloLMe COOTBETCTBME OKa3bliBAEMbIX YCyr Tpe6oBaHNAM
[elicTBYOLWMX HOPMATUBHO-NPABOBbIX akTOB Poccuiickoil depepanun. OTBETCTBEHHOCTL 32 CBOEBPEMEHHOE
npogneHne Takux JOKYMEHTOB IEXUT Ha icnonHuTene. VicnonHuTenb npegoctaBnseT 3akasymky Konum 4oky-
MEHTOB. MOATBEPXAAOLMX COOTBETCTBME OKasblBAEMbIX yCAyr TpeboBaHusAM [eliCTBYIOWMX HOpMaTUB-
HO-MpaBoOBbIX aKTOB Poccuiickoin Pepepavuu.

45 Tpe6oBaHne O Heo6XOAMMOCTM oO6GecnedyeHus B3aWMOAEWCTBMA  NOCTaBAAEMOro
060pya0BaHus c 060pyA0BaAHNEM, UCNOMb3YEMbIM 3aKa3unMKOM

Mpn HEO6XOAMMOCTU YKa3blBAOTCHA BapnaHTbl 06ecneyeHnss B3auMoLencTeus umetoLterocs y 3akasuum-
Ka 060pyA0BaHNs € 3aKynaeMbliM 060pyf0BaHNEM (BO3MOXHOCTb NOAK/IOUEHMUS K1abopaTopHoi MHhopmaLm-
OHHOW cucTeme, euHbI NPOTOKO/T 0GMeHa AaHHbIMK, NporpamMmmMHas COBMEeCTUMOCTb 1 Np.).

4.6 TpeboBaHusa K pasmepam obopyaoBaHusa

Tpe6oBaHuMs K pasMepam 060pyA0BaHUS DOPMUPYHOTCS UCXOAA 13 UMEHLLMXCS Y KOHEUYHOTO NoJ1b30Ba-
Tena nnowagein uan ¢ y4eToM KX PEKOHCTPYKLMU. PEKOHCTPYKLUMA MMEKLMXCS niowaseli onpegensetcs
3a/laHneM Ha NpoeKkTUpoBaHue, B 3aBUCUMOCTH OT MOLLHOCTM abopaTtopun, BUA0B UCCNef0BaHWii, BbiGpaH-
HOro TEXHOJIOTMYECKOTO PeLLEHUs], a TaKkKe pasMepoB 1 paccTaHOBKM 1abopaTopHOro 060pyaoBaHus.

4.7 Tpe6oBaHus K NpefnpoAaxHoil noarotToBke o60pyfoBaHnsa

Tpe6GoBaHus K NpeanpoAaxHoii NoAroToBke 060pYy40BaHUS KOHKPETU3UPYIOTCS 3aKa34YMKOM.
MpeanpoaaxHas nofAroToska 060pyL0BaHUs NPOBOAUTCS Ha CK/lafe KOMNaHUU-NOCTaBLLMKA.

4.8 Tpe6oBaHus Kk kauecTBy o60pyfoBaHuUs, 6€30NacHOCTM MEAULMHCKOTO NepcoHana ualure

oKpyXatlLei cpegbl

Tpe6oBaHWs K KAUeCTBY 1 6€30MaCHOCTU 060PYA0BAHMS U €10 NOTPEBUTENLCKUM CBONCTBAM KOHKPETU-
3MPYIOTCS TOCY4aPCTBEHHBLIM 3aKa3UMKOM.

B cnyyae ec/im oT UCMOTHUTESA B NPOLECCE BbINO/IHEHUS KOHTPaKTa Tpe6yeTCst OCYLLeCTBUTL CTpaxoBa-
HUE OTBETCTBEHHOCTM Nepes TPeTbUMM IMLAMU WU €CAIU NOCTABKM U COMYTCTBYIOLLME YCNYTU CBA3aHbI C BO3-
MOXHOI ONACHOCTbIO /151 XKU3HW 1 300POBbLS /IOl UMW 3KONOTNYECKUM yLiep6oM, B 4aHHOM pa3zese LOMKHbI
6bITb flaHbl COOTBETCTBYIOLMEe He06X0AUMble TPeGOBaHNS.

4.9 Tpeb6oBaHMA MO 06beMy rapaHTuii KayecTBa yCayr, K rapaHTUAHOMY U nocTrapaHTUiHOMY

06CcnyXnBaHuio

Tpeb6oBaHUs K kayecTBy 060pyA0BaHNA U €ro NOTPe6UTENbCKMM CBOWCTBAM KOHKPETU3UPYHOTCA rocy-
[apCTBEHHbIM 3aKa34ynKoM.

Yka3blBaeTCcs NPOA0/MKNTENbHOCTb rapaHTUIHOIO CPOKa M MECTO BbINOIHEHWSA paboT No rapaHTUHOMY
06CcnyXnBaHuio. MapaHTWIiHbIV CPOK HE MOXET 6bITb MEHbLLE CpokKa, yCTaHOBNEHHOTO Npon3BoguTenem (U3ro-
TOBUTENEM).

FapaHTWIHBIA CPOK NCHUCNAETCA C MOMEHTA YyCTaHOBKM 060pyA0BaHMNs, yCTaHOBKa A0/KHA ObITb NpoBe-
[leHa HOo no3fHee Tpex MecsALeB C MOMEeHTa NoCTaBKu.

YKa3blBaloTCA MUHMMasbHO NMpUeMaemMble 415 roCyAapCTBEHHOro 3aKka3unka Uam XecTKo yCTaHOB/EeH-
Hble 0653aHHOCTN NOCTaBLUMKa B rapaHTWiHbIA Neproa.

4.10 TpeboBaHus K nepegaye 3akasunky ¢ 060pyfoBaHNEM TEXHUYECKON, COrlacoOBaHHO pas-

pewnTenbHON U MHOI [OKyMeHTaLumn

Tpe6GoBaHus K Nepesaye rocysapcTBeHHOMY 3aKa3umky TeXHUUYECKUX U UHbIX JOKYMEHTOB Npy NoCcTaBke
060pyZi0oBaHNA KOHKPETU3MPYIOTCS 3aKa3uMkOM. YKasbiBaloTCs AOKYMEHTbl, COMpoBOXAatliye NocTaBKy
060pyA0oBaHus, BbINOSIHEHUE Pa6bOT, OKasaHue ycyr, HanpuMep, YTo 3T 4OKYMEHTbI JO/KHbI 6bITh NEpeaHsbl
Ha f3blke NPOU3BOAMTENSI C NEPEBOSOM Ha PYCCKUiA A3bIK.
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4.11 Tpeb6oBaHMA K CONYTCTBYHOLEMY MOHTaXy nOCTaB/leHHOro 060pyAoOBaHMSA, NycKoHa-

NafoyYHbIM U MHBIM paboTam

Tpe6oBaHMA KMOHTaXY NOCTaB/I€HHOro 060pyA0BaHNA U NYyCKOHaNaA04HbIM paboTam Ha MecTey 3akas-
yrka (KOHEYHOrO NoJIb30BaTe Nsl) KOHKPETU3UPYOTCSA FOCYAaPCTBEHHbLIM 3aKa34yMKOM.

4.12 Tpeb6oBaHWA K NOATOTOBKE U WHCTPYKTaXy MEAMLMHCKOTO U TEXHUYECKOTO nepcoHana

3akasuunka

TpeboBaHMsa K NOATOTOBKE WU MHCTPYKTaXy MOCTABLUMKOM TEXHMYECKOr0o U MeAULUHCKOro nepcoHana
3akasunka (KoHe4YHoro noTpebuTens) no paboTe Ha NOCTaB/IEHHOM 060pYA0BaHNN KOHKPETU3MpPYOTCS 3akas-
YMKOM.

4.13 TpeboBaHMUA K KOIMYECTBY, NEPUOLUYHOCTH, CPOKY U MECTY NOCTaBOK

Cpoku (nepuogbl) NocTaBku 060pyAoBaHUA (yKasblBaeTCs KOHKPETHAs kaneHjapHas aata Wi MuHu-
MasibHO NpuemsieMas AN rocyfapcTBeHHOro 3akas3uvka gaTta nocraBku, Unu nepuog (Neprofbl), B TeHeHue
KOTOPOro (KOTOPbIX) fO/TKHO ObITh MOCTAB/IEHO 0GOPY4OBAHME, U CPOK C AaTbl 3aK/10UeHNs AoroBopa (ynia-
Tbl aBAHCA W/ UHOTO), B TEUEHME KOTOPOTO A0/IKHA 6bITh OCYLLLECTB/IEHA NOCTaBKa, UKW NpunaraeTcs rpadmk
nepuoAMYHOCTY NOCTABOK).

4.14 Tlopagokchavm n npuemMkun o6opyaoBaHus

Mopsifgok caayum n nprueMkn 060pyA0BaHNSA KOHKPETU3NPYETCH roCy4apCTBEHHbIM 3aKa3uMKoMm.

Yka3blBalTCA MeponpuaThs No o6GecrneyeHnto cgaym 1 NpueMkn o6opyoBaHMs MO KakAoMmy aTany
nocTaBKuW U B LLe/IOM, CoZiepXXaHue OTYETHOW, TEXHUYECKOW 1 MHOW AoKyMeHTaLuu, noanexatieii opopMIeHnto
M cpaye no Kaxgomy atany 1B LesioM (TpeboBaHUA UCMbITaHWA, KOHTPO/IbHbIX MYCKOB, MOANMCAHNSA aKTOB TeX-
HUYECKOrO KOHTPO/IS, MHbIX 4OKYMEHTOB Npu caade 060pyAoBaHus).

5 Tpe6oBaHus, BKlOYaeMble B TEXHMUYECKOE 3ajaHne Ha aBToMaTuueckue
aHanmsaTopbl A48 reMaTonornyeckux uccnenoBaHuii gns uyenei
rocyfapCcTBEHHbIX 3aKymnoK

Mpu hopMMpPOBaHUM TEXHUYECKOTO 3aAaHuns ANs Leneii rocyapCTBEHHbIX 3aKymnok K aBTOMaTUYeCKUM
aHanMsaTopaM 3akasuuk pyKoBOACTBYETCS HACTOSILLMM CTaHAAPTOM M B 3aBUCUMMOCTU OT Ueneid, CTOoSLWMX
nepej MeaunUMHCKOW nabopaTtopueli, ncnosib3yeT Heob6xoANMbIe NO3ULMK TEXHUYECKMX TpeboBaHuii 6e3 per-
nlameHTaLum nx KofinyecTea.

OpaHoBpeMeHHoe 1Cnob30BaHe B3anMOoUCKIYaoWwmx Tpe6oBaHmnii He gonyckaeTcs.

5.1 HaumeHoBaHue o6opy,qosaHV|ﬂ, ero HasHayeHue n Lo UCNosib30oBaHNA

ABTOMAaTUYECKNIA aHanM3aTop A/ TeMaTo/IorMyYecknx uccreqoBaHniti (Mnm apyrue aHanusatopsbl Ans
remartosiorMyeckmx uccriefoBaHuii c aBTomaTusalmein npouecca UccnefoBaHuii).

MpumeyaHune — B TEXHNYECKOM 3aJaHuM 3anpeliaeTcs Ucnosnb3oBaTb (QUPMEHHbIE Ha3BaHUsi 06opyaoBa-
Hus.

OnpegeneHne rematosiorMyecknx napameTpoB BbINO/THAETCA C MOMOLLbI0 MeToAa:
- MmMneAaHcHoro (KOHAYKToOMeTpus);

- OMTMYECKOro;

- MIMMYHO/IOTMYECKOrO.

5.2 3HauMmble TexHuyeckume TpebGOBaHUA K aHanusatopam AN remMaTtosiormyeckux
nccnenoBaHuii

5.2.1 Tpe6oBaHusa, 06YyC/NOBMEHHblE Ha/NYMEM Yy KOHEYHOro nosb3oBaTend mMaTepuasbHbIX
pecypcoB 1 NOMeLeHnii, CBA3aHHbIe C pa3MelLeHnemM aHanmsaTopa y noaydyaTens ¥ KOMMyHas bHbIMUN
pecypcamu nonyyatens

- TVN UCNONIHEHMSA aHanu3aTopa (HaCTOMbHbIM UAW HAMNO/bHbIN);

- MakcumasnbHO JonyCcTUMble rabapuTbl aHanmM3atopa (BbiCoTa X A/IMHa X WupuHa (Mm));

- MakcuMmasibHasa naowagb nomeleHns, Heobxoanmas Ana pernaMeHTMPOBaHHON aKcnayaTaunm aHa-
nm3atopa,

- TpeboBaHWsA No aHeproobecneyeHnto, He06XoAMMbIe ANA IKCNNyaTaluy aHanmsaropa.

5.2.2 Tpe6oBaHuna Kk npon3BoauTENbHOCTM (06pasL 0B B Yac)

O6Lwas / makcMmanbHas, B pexvnmMe paboTsl ¢ onpefeneHneM poTuKyI0LUTOB.
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5.2.3 TpeboBaHuA KypOBHIO aBTOMaTM3aL NN TECTUPOBAHUSA

- B3ATMe ob6pasLa 13 OTKPbITOW NPOBUPKM (PYHHOW pexum nogayv npobupku);

- B3AATMe 06pasLa 13 3aKpbITO MPOGUPKN (aBTOMATUUECKUI PeXUM nogayun Npooupku);

- npegBapuTenbHOe NepemelunBaHne obpasua Ha 60pTy aHanmsaTopa.

5.2.4 TpeboBaHus Kk onTuMusauuu nabopaTopHOro npouecca BCNeACTBME 3Kcnayatauuu
o6opyaoBaHus

- MHTerpauus ¢ gpyrum nabopaTtopHbiM 060py0BaHNEM;

- MOAKNIYEHNE aHanu3aTopa Kk 1abopaTopHOIt MHhOpMaLMOHHO cUCTEME;

- CKaHep LUTPUXKOAOB NPOGUPOK (BCTPOEHHbIA MW BHELLHWIA);

- CKaHep LUTPUXKOAOB peareHToB (BCTPOEHHbI WU BHELLHWUIA);

- MUHMManbHOe KONM4ecTBo o6pasLa, HeobxoAnMoe AN1A NPOBEAEHNA U3MEPEHNS;

- TUMbl BUONOTNYECKUX XNAKOCTEN, KOTOPbIE MOTYT UCCNEAO0BATLCA HA aHam3aTope;

- MakcumasibHOe KONM4ecTBO 06pasLoB, eAVHOBPEMEHHO 3arpyxaemMbix Ha 60pT aHanusaTopa;

- MCMNOMb30BaHNe NepBUYHbIX MPOOMPOK;

- MCNO/Ib30BaHNe BTOPUYHBLIX NPOGMPOK;

- apXuBMpOBaHMe NOSyYEHHbIX Pe3y/bTaToB;

- apxvBUpOBaHWe NoJTyYeHHbIX pe3yNbTaToB BMECTE C rpadhrkamu 1 ckatTeporpammamu;

- onoBeLlleHne NonbL30BaTeNs 0 HaNMyYMM NaToNorMYecknx USMeHeHnin B obpasue.

5.2.5 Tpeb6oBaHuA K NepeyHio BU0B NccnefoBaHnii, BbiNoNHAEMbIX Ha 060pyf0BaHUM

KonuuecTBeHHoe onpegeneHne 0CHOBHbIX TUMOB KETOK KPOBUW, NX MapaMeTpoB C pasfesieHnem Neiko-
LMTOB Ha NATb NONYNALMIA U KOTMYECTBEHHLIM ONpeAenieHnemM peTuKy0LUTOB.

KonuuecTBeHHoe onpegeneHne 0OCHOBHbIX TUMOB KNETOK KPOBU, NX MapaMeTpoB C pasfeneHnem neiko-
LUMTOB Ha NATb NONYNAUUA U KONMYECTBEHHbIM ONpefesieHneM PeTuKy/IoLUTOB 1 onpefesieHnemM MOHOK/O-
HasIbHbIX @aHTUTEN.

5.3 Tpe6oBaHus K BpeMeHy HapaboTkn 060pyJ0BaHNsA HA MOMEHT 3aKynKu
Ha MOMeHT noctaBkv 060pyA0BaHue IBMISETCSA HOBbIM, HE GbIBLUUM B 3KCTTyaTaluuu.

BpeMms HapaboTku 415t BanMgauun, KambpoBK/ Ha NPeANpUATAN-U3roTOBUTENE U B NPOLIECCE TEXHUYEC-
KX NCMbITAHUIA Npy perncTpanun MeanuuHCKOro 3aennst B Cpoke akcnayaTauum He yunTbiBaeTcs.

5.4 Tpe6oBaHUs K NOCTaBLLMKY 060PYyA0BaHNS 1 €r0 OTBETCTBEHHOCTH

MocTaBLWMK A0/KEH UMETb YCTAaHOB/IEHHblE 3aKOHOAaTe/IbCTBOM M HOPMAaTWBHO-NPABOBLIMU akTamu
Poccuiickoii depepaunm 4OKYMeEHTbI, NOATBEPXalOWMe COOTBETCTBME OKa3blBaeMbiX ycnyr Tpe6oBaHusM
[elCTBYIOLW X HOPMaTBHO-NPaBOBbLIX akToB Poccuiickoii deaepaymn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NpPOA/IEHUN TaKNX JOKYMEHTOB /IEXUT Ha MocTaBLymKe. MocTaBLWUK NpefocTaBAsieT 3akasumky KOnum 4oKyMeH-
TOB, NOATBEPXAAOLME COOTBETCTBUE 0Ka3biBaeMbIX yCyr Tpe60BaHNAM AeCTBYOWMX HOPMATUBHO-MPaBO-
BbIX aKTOB Poccuiickoli degepaumu.

5.5 Tpeb6oBaHne 0 HeobxogumocTu obGecneyeHus B3aMMOLENCTBUST  MOCTaBASAEMOrO
obopygoBaHusa c obopyjgoBaHMeM ¥ WHGPOPMALMOHHBIMU CUCTEMAMU, WUCMNOb3YEMbIMU
3akasumkom

O60opypoBaHmne A0/MHKHO NOAKIYATLCS K1abopaTopHO MHPOPMALMOHHOR CUCTEME C UCNOJIb30BaAHNEM
CTaHAapTHbLIX MPOTOKO/I0B 06MeHa laHHbIMU.

5.6 Tpe6oBaHUA No NpefnpoAaXHOW NOAToTOoBKe 060pyA0BaHUA

YKa3aTb KOHKpeTHble TpeboBaHMSA 3akasuvka No npeanpoAaxHoi NoAroTOBKE aHann3aTopos,
Hanpumvep:

- Hanuuve gencTBytowero cepTndukara COOTBETCTBMA Ha 060pyAOBaHue;

- Hannyve pacxofHblx MaTepranos, HE06XOANMbIX AN BAMAALMN, YCTAHOBKM aHanM3aTopoB 1 obyye-
HMA NnepcoHana.

5.7 Tpe6oBaHWA K rapaHTUiHOMY M NOCTrapaHTUiHOMY 06CNyXMBaHULO

- rapaHTuiiHbI/ CPOK Ha NocTaBnsieMoe 060pyi0BaHNe — He MEHEE OHOrO0 roaa;

- Hasmuve CepBUCHON CryX6bl, cepTMdNLMPOBAHHOW Npon3BoAMTENeM 060pyA0BaHUs, Ha TeppuTo-
pun P®;

- Hasmyne cUCTEMbI yAaNeHHOro MOHUTOPMHIA paboTbl aHann3aTopa CepPBUCHO cnyx60i npoussoau-
Tena o6opyAoBaHus;

- Hanmune cnyx6bl TEXHNYECKON NoAAEepXKU NPOU3BOAUTENSA aHau3aTopa.
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5.8 TpeboBaHusA Kk nepegadve 3akasunky ¢ 060pyAOBaHMEM TEXHWYECKOW, COrnacoBaHHOW
paspelwnTenbHON N MHOW AOKYyMeHTaL K

- Ha/iMume permcTpaLlmoHHOro y40CTOBEPEHUS HA NOCTaB/IiEMbIE aHaIN3aTopbl:

- Hanuuune perncTpauroHHOro yAoCTOBEPEHMSA Ha pacxofHble MaTtepuasibl, HeobxoauMble Npu aKkcnaya-
Tauum aHann3aTopos:

- Hanuyue perncTpaumoHHOro y40CTOBEpeHUs Ha pacxoHble MmaTepuasbl, He06XoAnMble AN Uccneno-
BaHNs aHanuTa Ha 060pyAoBaHuY;

- Hann4me 3KcnayaTaunoHHOW 4OKYMEHTAL MM aHaiM3aTopa Ha PycCKOM SI3bIKe.

5.9 Tpeb6oBaHMs K COMYTCTBYKLWEMY MOHTaXy MNOCTaB/eHHOro o060pyAoOBaHUsA, MNycKOHa-

Nnajo4YHbIM U UHbIM paboTam

BBog 060pyfoBaHuMA B aKcnayaTaLmio cepTuruumnpoBaHHbIMK cneunanncTamu.

5.10 Tpe6oBaHuA K MOATOTOBKE M WHCTPYKTaXy MeAWLMHCKOroO M TEXHUYECKOro nepcoHana
3akasuunka

WHCTpYKTaX NnepcoHana KOHEYHOro Nosib3oBaTesnsa No paboTe Ha aHanM3aTope C Bblgayeli COOTBETCTBY-
HOLMX AOKYMEHTOB.

6 TpebGoBaHWS K 0DOPMIEHUKD TEXHUYECKOTO 3aaHns
Ha BbICOKOTEXHOJ/IOTMYHOE nabopaTopHoe obopygoBaHue

3akasunkoopmniseT T3 BCOOTBETCTBUM C 06LLMMUN TPEHOBAHNAMMN K TEKCTOBLIM JOKYMEHTaM, yCTaHOB-
neHHbiMu FTOCT 2.105. ®opma n3noxexHusa T3 npuBefeHa B NpUIOXeHNN A 1 MOXeT ObITb NpefcTaBeHa kak B
TabnmyHow hopme, Takm BTEKCTOBOM chopmaTe. CBefeHUs 0 CornacoBaHum nyTeepxaeHun T3 pasmeLtaTcs
Ha TUTY/IbHOM flUCTe.
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Mpunoxexne A
(pekomeHayemoe)

MpumepHasa hopma TEXHNYECKOTO 3aaHUs Ha 3aKymnKy BbICOKOTEXHOMOTMYHOTO
nabopaTtopHoro o6opyaoBaHus

«YTBEpPXAaD»
PyKOBO,qI/ITeI'Ib opraHusaunm

K » 201 r.

TexHnuyeckoe 3afaHne Ha 3akynky BblCOKOTEXHONOTMYHOTro nabopaTopHOro o6opyaoBaHus

T BaHWS, NPEAbABSEMbIE K
HaumeHoBaHWe pa3aenoB TEXHUHECKOro 3aaHust peGoBanys, NpeAbAB/AEMbIe

3a/jaHunio

1 HavmeHoBaHne 060pyA0BaHuNs, ero HasHaueHne 1 Lenm UCnosb3oBaHns

2 OnucaHne o6opyaoBaHus

3 Tpeb6oBaHVA k BpeMeHn HapaboTkm 060pyA0BaHNA HA MOMEHT 3aKymnKu

4 Tpeb6oBaHVsA K MOCTaBLLNKY 060PYyA0BaHUS 1 €f0 OTBETCTBEHHOCTY

5 Tpe6oBaHne 0 HEO6X0AMMOCTUN 06ecneyeHunsi B3auMoAeicTBNA NocTaBns-
emoro 06opyaoBaHusi ¢ 060pyA0BaHNEM, NCMONb3YEMbIM 3aKa3unkom

6 TpebosaHus k pasamepam 060pyAo0BaHNA
TpeboBaHus nNo nNpefnpoAaxHoi NoAroToBke 060pyf0BaHNa

8 TpeboBaHMsA K kauyecTBy 060pyAoBaHMs, 6€30MacHOCTM MeAWLMHCKOro
nepcoHana v 3aluTe okpyxatoLieli cpeabl

9 TpeboBaHua no o6bemMy rapaHTuii kayecTBa YCNyr, K rapaHTuiiHoMmy wu
noctrapaHTuiiHomy o6CnyXnBaHuno

10 Tpe6oBaHus K nepefadve 3aka3uumky C 06OpPYyAOBAHMEM TEXHUYECKON,
COr/lacoBaHHON pa3peLlnTesnibHON U NHOW JoKyMeHTaLum

1 TpeboBaHua kK CONYTCTBYIOLEMY MOHTaXY NMOCTaB/IEeHHOro 060pyA0BaHNSA,
nycKoHaNafouHbIM ¥ UHbIM paboTam

12 Tpe6oBaHUA K NOATOTOBKE N MHCTPYKTaXy MeAWLMHCKOTO 1 TEXHUYECKOro
nepcoHana 3akasuuka

13 Tpeb6oBaHWA K KONUYECTBY, NEPUOANYHOCTU, CPOKY U MECTY MOCTaBOK

14 Mopagok caaun v npuemMkn 060pyLoBaHNs

15 MpUNoXeHNs K TEXHUYECKOMY 3aJaHuto

MpumeyvyaHunn

1 Bce nons o6a3artenbHbl K3ano/HeHuo. B cnyyae, ecnv 3akasunk He npeAbsBnseT KOHKPETHOTO TpeboBaHus, To B
COOTBETCTBYIOLWEM MOME NpocTaBaseTcs 3anuchk «He npeabasnseTtcsa», «He TpebyeTca» unu Ap. B 3aBUCUMOCTU OT KOH-
TekcTa.

2 B cnyuyae ecnu 3akasuuk cchopmynupyet T3 HErpaMoTHO, HEKOPPEKTHO WM HEKOHKPETHO BO3HMKAET BO3MOX-
HOCTb Npuo6peTeHusi o6opyaoBaHus (ToBapa, paboTbl AW yCNyru), He OTBeYalLLero ero NnoTpebHocTaAM. faxe ecnu
o6opyAoBaHNe COBEPLUEHHO He ycTpauBaeT 3akas3uyuka, HoO Npu aTom cooTBeTcTByeT T3 3akasumka. 3akoH Ne 94-®3 He
[aeT HNKaKOW BO3MOXHOCTM 0TKa3aTbCs OT 3ak/II0YEHNSI KOHTpakTa.

PyKkoBoAMTe b CTPYKTYPHOTO NoApa3sgeneHus

OTBETCTBEHHbI

Cneunanuctbl
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