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HAUMWOHANBbHBLIA CTAHOAPT POCCUUCKOWN SGEQEPALUMU

MEOULUUHCKUE U3JENNUA onAda QUArHOCTUKU UH BUTPO
YacTb 4

ABTOMaTU4YeCKUE aHanu3aTopbl AN Koarynonormieckux uccrnegoBaHui.
TexHuYeckune TpebGoBaHMA ANA rocyfapcTBEeHHbIX 3aKynokK

In vitro diagnostics medical devices. Part 4. Automatic analyzers for coagulation tests.
Technical requirements for public procurement

Nara sBegeHna — 2015—06—01

1 O6nactb NpUMeHeHunA

HacTtoswumia ctaHgapT onvceiBaeT Npasusia CocTaBnNEHUs TEXHUYECKUX TPEBOBaHUIA NN TEXHUYECKNX
3aaHuiA ANa rocygapcTBEHHbIX 3aKynoK BEICOKOTEXHOMOMMYHOro nabopaTtopHoro o6opyaoBaHnsa — aBToMa-
TUYECKUX aHanM3aToOpPOB AN KOoarynonorndeckux wuccnegoBaHWid MH BUTPO B YCMOBUSIX MeOULMHCKUX
nabopaTopuii.

HacToawuia ctaHgapT npegHasHaveH gns npuMeHeHns YNnonHOMOYEeHHBIMA NLamMn rocyaapcTBEHHbIX
3aKa34yMKOB NPU COCTaBNEHUN TEXHUYECKUX TpeBoBaHWIN B pamMmKax KOHKYPCHOW, ayKUMOHHOW UM KOTUPOBOY-
HOW OKyMeHTaLMK Ha 3aKyrKy aBToMaTU4eCKUX Koarynonorniecknux aHanmsaTopos.

2 HopMmaTuBHbI€ CCbIFIKM

B HacTosiLem cTaHAapTe NCMOoMb30BaHbl HOPMAaTUBHBIE CCHISIKU Ha creaylolme cTaHaapThl:

FOCT 18996—80 AHanunsaTopbl BUONOrMYECKUX XKUAKOCTEN MeauunHekme. TepMuHbl U onpeaeneHunst

FOCT I1SO 9000—2011 CuctemMbl MeHemkMeHTa kadyecTBa. OCHOBHbIE MONOXKEHUS U CMOBapb

FOCT ISO 11737.1—2012 Crepunusaumns MmegnunHcKux nsgenuvin. Mukpobuonormdeckne meTtogsl.
YacTb 1. OueHka nonynsauum MMKpoopraHu3MoB Ha NpoayKLum

FOCT P 52361—2007 KoHTponb o6bekTa aHanMTu4ieckuidi. TepMuHbI M onpegeneHns

FOCT P 52905—2007 JlabopaTopun meaunumHckue. TpebosaHus 6esonacHoOCTH

FOCT P 53022.2—2008 TexHonorn1 nabopatopHble KnuHU4Yeckne. TpeboBaHUA K Ka4eCTBY KNUHMU-
Yyeckux nabopaTopHbIX nccregoBaHnid. YacTb 2. OLeHka aHanMTUYecKol HaaeXHOCTU MeToAo0B uccneaoBa-
HWS (TOMHOCTb, YyBCTBUTEBHOCTb, CeNUYHOCTD)

FOCT P UCO 15189—2009 MNabopaTtopun meauumnHckue. YactHble TpeboBaHMA K Ka4ecTBY U KoMMe-
TEHTHOCTU

MpumeyaHune—pu NONb30BaHUN HACTOSLLUM CTaHAAPTOM LienecoobpasHo NpoBepuTbL AEWCTBUE CChINOY-
HbIX CTaHAapTOB B MHMOPMALMOHHOW cucTeMe oblWero nonb3oBaHWs — Ha oduumansHom canTe PepepanbHOro
areHTCTBa N0 TEXHWYECKOMY PErYIIMPOBaHMNIO M METPONOorum B ceTu VIHTEpHET Nnn Mo eXerogHoMy MHMOPMaLnoHHOMY
ykazaTtento «HaunoHanbHble cTaHgapThl», KOTOPbIN onyBnvkoBaH no COCTOsIHWIO Ha 1 SHBaps TeKyLero roaa, v no Bbinyc-
KaM eXeMeCsIHHOro MHPOPMaLMOHHOTO yka3aTens « HaunoHanbHble cTaHO4apTbi» 3a TeKywWwmii rog. Ecnv 3ameHeH cebinov-
HbIli CTaHAapT, Ha KOTOPLIM gaHa HegaTMPOBaHHas CCbifika, TO PEKOMEHAYeTCs MCMOoNb30BaTh AEVCTBYIOWYI0 BEPCUIO
3TOro CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AHHYIO BEPCUI0 M3MeHeHWI. ECnmn 3ameHeH CCbINoYHbIN CTaHAapT, Ha KOTo-
pbiii AaHa gaTmpoBaHHasi CCbinka, TO PEKOMEHAYETCs UCMONb30BaTh BEPCUIO 3TOMO CTaHA4apTa C yKasaHHbIM Bbille rogoM
yTBepxAeHusi (NpuHsaTUst). Ecnv nocne yTBepXaeHWsA HaCTOALLEro CTaHAapTa B CCbINOYHbIN CTaHAAPT, HA KOTOPLIN AaHa
AaTVpOBaHHas CCblfka, BHECEHO U3MEHeHWe, 3aTparmBaioLLee NoNoXeHne, Ha KOTOPOe JaHa CCbifka, TO 9TO NONoXeHne
pekoMeHayeTCA NpUMeHsiTe 6e3 y4eTa 4aHHOro 3MeHeHUs1. Ecnv cebinoyHbIi cTaHgapT OTMeHeH 6e3 3aMeHbl, TO Nonoxe-
HKe, B KOTOPOM AaHa CChiflka Ha HEro, PeKOMEHOYeTCs MPUMEHSITb B 4acTu, He 3aTparvBatoLwen STy CCbINKY.

W3panne opmumansHoe
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3 TepMuHbI, onpeaeneHna U CoKpaLleHUs

B HacTosileM cTaHAapTe NpMMEeHeHbI cneayioLme TepMUHbI C COOTBETCTBYHOLLNUMN ONpeaeneHUsMM:

3.1 aBTOMaTU4YECKUN aHanNU3aTop ANSA Koaryrnornormyeckux uccrnegoBaHuin: Mpubop, nossonsio-
LMIA NPOBOAMUTb @aHANUTUYECKUIA 3Tan Koarynonormieckux uccrnejoBaHuin ¢ MOMeHTa BHeceHus1 obpasLoB U3
nepBUYHbIX NPobUpoK Ao nonyyeHus pesynbTaTa uccrnegosaHus 6e3 BMelLaTeNnbCcTBa onepaTtopa B paboTy
npubopa.

3.2 ananut: KoMnoHeHT Npo6bl, ykasaHHbIA B HasBaHWM UCCIieyeMoro CBOMCTBa WU U3MepSieMOoN
BENUYUHDI.

MpumeuaHuns

1 B knuHuyeckon nabopaTtopHON AMarHOCTUKE aHaNUTblI MOTYT UMETb Pa3fUyHbIN XapakTep:

a) uU3nUecKux CBONCTB;

6) XMMUUYECKUX ANIEMEHTOB, UOHOB, HEOPraHUYECKMX MOIEKYTT;

B) OpraHW4ecKnX CTPYKTYp C Masiol MOIEKYISIPHOIM Maccou;

r) MakpomorieKyr C M3BeCTHOW Unn NPMGNM3nTenbHO yCTaHOBNIEHHON CTPYKTYPOW 1 crneumdunyeckumm 6uonornyec-
KUMUW CBOWCTBaMM;

) KINeTOK, X CTPYKTYPHbIX 31IEMEHTOB UINU KIIETOYHbIX CUCTEM;

€) MUKpOoOpraHuamMoB (6akTepuu, BUPYChI, a Takke rpubbl n napasuTapHbie opraHu3ambl pasmepom o 1 mMm), nx
CTPYKTYpPbl Y CBOWCTB.

2 Apantupoeano [[OCT P 52361, ctatea 17].

3.3 6uonoru4eckuin MaTepuan: bronornueckne XXMOKOCTU, TKAHU U IKCKPETLI Yenoseka [8].

MpumevyaHne—

Buomarepuansl Yenoseka npeacTasnsioT co60ii CNoXHbIE CUCTEMbI CMECH PA3NINYHbLIX BELLECTB U KITETOK, SIBIISIIO-
LMXCS KOMMOHEHTaMW, TO €CTb OYEPYEHHLIMU YaCTSIMU CUCTEMbI. B aHanuTUKe KOMMOHEHTLI CUCTEMBbI NOAPA3AEnsioT
Ha «aHanuTbl», KKOHKOMUTAHTBI» U «PACTBOPUTENNY; NOCNEAHNE ABA BUAA KOMIMOHEHTOB 0603HAYAIOT KaK «MaTpuLy».
MaTpuua oxBaTelBaeT BCE KOMIMOHEHTbI MaTepUarbHOW CUCTEMbI, UCKITIOYas aHAmNWUT.

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

3.4 S6uonorunyeckue xuakocTu: XKnakoctu opraHmama Yenoseka u X KOMMOHEHTLI: KpoOBb, MO4a, NUK-
BOp, NMMMda, ceKpeThbl, CbIBOPOTKA, NfIasMa, Mova, NfieBpasnbHas XMAKOCTb, CAOHA, aMHUOTUYECKasn XXNAKOCTb,
SAKYNAT M Op.

3.5 Banupauua: MoaTeepxaeHne NocpeacTBOM NpeAcTaBeHNA 06beKTUBHBIX CBUAETENLCTB TOro,
41O TPeboBaHus, NpeAHa3HauYeHHbIe ANA KOHKPETHOIo NCNOMb30BAHUA TN NPUMEHEHWA, BbINONHEHDI.
[FOCT ISO 9000—2011, nyHkT 3.8.5]

[fpumeuvaHnns

1 oKyMeHTMpOBaHHbIE UCTILITAHUS, 3aNNCU M OO bSICHEHUS Pe3ynbTaToB, He0GXoAMMbIE ANs NOATBEPXAEHUS TOTO,
YTO NMPOLECC HEU3MEHHO AAeT pe3ynbTaT, B COOTBETCTBUM C OnpeaeneHHbIM1 TpeboBaHnamm.

2 Banvnpaumsi MeToavKM 3akriouaeTcs B Cepun UccnefoBaHui ansi onpegenenns dpekTMBHOCTM U BOCNPON3BO-
OUMOCTM METOZAA UCTBITAHUNA.

3.6 BTOpUuYHas npobupka: Mpobupka MK MHOM cocya, B KOTOPLIN BHOCUTCA Npoba nocne Heobxoau-
MO nNpeaHanuMTuyeckon obpaboTku.

3.7 BbICOKOTEXHONOrM4YHoe nabopatopHoe o6opyaoBaHue: Mpubopbl, annapaTel, 060pygoBaHue
ONs NpoBeAeHUst KMTMHUYECKUX TabopaTopHbIX UCCNefoBaHWUi, HaNPaBneHHbIX Ha OLEHKY COCTOSIHUSI OpraHns-
Ma YernoBeka, NPou3BeeHHbIe C UCTIONb30BAHUEM COBPEMEHHbIX AOCTWKEHUIA B 06NacTu 3aNeKTPOHUKN, Npo-
rpamMmmHoro obecnedeHuns, poboTOTEXHUKIN 1 APYTMX BBICOKOTEXHONOMMYHBLIX 0O6NacTen NPOMBILNEHHOCTH.

3.8 eguMHMLA BeNUUYUHbI: PUKCUPOBAHHOE 3HAYEeHWE BENNMYMUHDBI, KOTOPOE NPUHATO 3a eAUHULY AaHHON
BEJTMYUHBI U NPUMEHSAETCA AN KONMUYECTBEHHOIO BblPaXXeHUA OQHOPOAHbIX C HEW BENUYNH [3].

3.9 usmepeHue: lNMpouecc (COBOKYMHOCTb onepauui) akcnepuMeHTanbHOro noslyYeHus ogHoro Unu
6onee 3Ha4YeHUn BeNuYuHbI [7].

MpumeyvaHnwns

1 OTanbl NpoBeAeHNs U3MepeHUsi OT NonyyeHus Npo6bbl, npeobpasoBanusi aHanuta B hopmy, yaobHyio aAns name-
peHus, NosyYeHns BENUYUH B CpeaCcTBe U3MepeHusi u 06paboTku NornyyeHHbIX pe3ynbTaToB ABMSAIOTCA YacTAMM npouecca
n3amepenus. B peaynbrarte npouecca uamepeHusi MOryT 6biTb NONyYeHbl KONMYECTBEHHbIE UMW KavyeCTBEHHbIE aHHble,
NPeACTaBNSIIOWME 3HAUUMYIO 515l ANArHOCTUKN MHOPMaLMIO.

2
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2 KavecCTBeHHble faHHble — pe3ynbTaT, NONyYeHHbIA AUXOTOMUUYECKUM AeNEHUEM MO KaKOMY-TO NPU3HAKY.

lpumep — [aHHbre umMyHopepmeHnmHozo aHanu3a (UPA) Ha Hanuvue uHpuyuposaHHOCMU NayueHma
onpedensromcs no nNpu3HaKy onmusyeckol nnomxyocmu (OF1) npo6si 6onbwe unu merdswe OfT kpumuveckoz0 e
daHHoOU cucmeme.

3 KwunamepeHuto He OTHOCMTCS BU3yanbHOe UCCnegoBaHne CBOMCTB, HanpyMep LBeTa.

4 depepanbHble OpraHbl UCNONHUTENBHON BNACTU, OCYLLECTBNSIOWME HOPMATUBHO-NPABOBOE PEryNMPOBaHUE B
o6nacTsx AesATenbHOCTY (34paBoOXpaHeHust), onpeaensitoT U3MepeHnsi, OTHOCSILLMECS K cdpepe rocyJapCTBEHHOIO pery-
nvpoBaHusi obecneveHnsl eaMHCTBa N3MepPeHNI, U YCTaHaBNMBAIOT K HUM 0b6si3aTenbHble MeTponornyeckue TpeboBanus,
B TOM YMCIe NoKasaTenm TO4YHOCTU namepeHnn [3].

3.10 uHTerpauma oGopypoBaHuA: MNpouecc TeXHUMYECKOro OObeAVHEHUs! BBICOKOTEXHOMOrMYHOro
nabopaTopHoro 06opyaoBaHWs NoCPeACTBOM Kak KOHCTPYKTUBHOTO peLeHUs Npon3BoauTens, Tak U ¢ UCNOSb-
30BaHMEeM JOMNOMNHUTENbHBIX YCTPONCTB Ha 6ase MeaAuUUMHCKo NabopaTopun ¢ aBTOMaTUYECKUM NepemMele-
HWuem npo6.

M pnMmevYyaHne — MHTeraLI,VIH o6opy,qoaaHuﬂ nosBorseT co3gaBaTtb €4UHYI0 NPON3BOACTBEHHYIO NUHUIO KNK-
HUKO-AMarHocTU4eckor naboparopnm, NPoeKTpyemMyio MHAMBUAYaTbHO C y4ETOM MOLWHOCTY nabopatopuun, BUAOB Uccne-
AOBaHWUI, BbIOPaHHOIO TEXHOMOIMYECKOrO peLleHus], a TakKe pa3mepoB U paccTaHOBKW NabopaTopHoro o6opyaoBaHus.

[Mocobue k MITCH 4.12-97. JleuebHo-npodunaktuieckmne yupexaenusi. Pasgen lIl. Boinyck 4. lnarHoctuyeckue
oTaenexus: KnuHnko-gnartHoctnyeckue naboparopuu. MNartanoroaHaromuyeckue otaenexus. biopo (otaenennn) cyae6-
HO-M&ANLNHCKONM 3KCNepTnabl].

3.11 koarynsauus (remocta3s): CroxHbIin 6uonoruyeckyii npouecc obpasoBaHuA B KPOBU HUTEN Benka
dnbpuHa, obpasyowmnx TpomObl, B pe3ynbTaTte Yero KpoBb TepsieT TeKy4ecTb, NpuobpeTas TBOPOXKUCTYHO KOH-
CUCTEHL MO,

3.12 koarynonoru4eckue uccrnegosanua: Metoaukn uccnegoBaHua TpomboLMTapHO-COCYANUCTOrO
(NepBUYHOrO) remocTasa, koarynsiLMoHHOro remocTasa, hakTopoB CBEPThIBAHUA KPOBW U UCCIEA0BaHUA CUC-
Tembl hnbpuHonunaa.

3.13 meTop: ObLiee onMcaHne NOrMYeckon NocrneaoBaTenbHOCTM onepauuii NpyM NpoeaeHuu uccne-
[0BaHWIA, U3MEPEHUIA ANA QUarHOCTUKA UH BUTPO.

3.14 meToguka U3MepeHUin: [leTanbHOe onucaHue N3MepeHnin B COOTBETCTBUU ¢ 0AHMM unu bonee
MeToOOM.

MpnmevaHunsn

1 MeToauky namepeHuin 06b14MHO ONUCLIBAIOT JOCTAaTOYHO NOAPOGHO U NPeACTaBNSIOT B BUAE AOKYMEHTa (MHCTPYK-
LuK), NO3BOISIOLWLENO NONBb30BATENIO BLIMONHUTL U3MEPEHME.

2 MeToauka namepeHnsa MoxeT BKIioyaTb MHOpMaLMIo O HeonpeaeneHHOCTU N3MEPEHUA.

3 Bpsae cnyyaes MeToauKa U3MEPEHUIA, NPONUCaAHHAs B UHCTPYKUMSIX AN NONb30BaTersl, MOXET paccMaTpyBaThb-
Cs1 Kak CTaHdapTHasi onepaunoHHas npoueaypa (SOP).

3.15 nepBuyHana npo6upka: Npobupka Unm NHo cocya, B KOTOPLIA NoCcTynaeT bruoMaTepuan Henocpe-
ACTBEHHO OT NauueHTa.

3.16 npob6a: [loctaTouHoe konMyecTBo BMONOrMYeckoro MaTepuana, B3Toro y Yenoseka ansa naéopa-
TOPHOro UccneaoBaHusA.

3.17 cpepcTBO U3MepeHUin: TexHu4eckoe yCTPOUCTBO, UCNOSb3yemoe AJ151 BLIMOSTHEHUS U3MepPeHUid, B
TOM Yucne B codeTaHNU ¢ 0gHUM UM HECKOSBKUMN AONONHUTENLHBIMW YCTpoNCTBaMu [6].

MpumevwaHwusn

1 TexHudeckoe cpegcTBO, NpeAHa3Ha4YeHHOe Arisl U3MEPEHUH, UMEIoLLEE HOPMUPOBaHHbIE METPONornyeckue
XapaKTepucTukm, Bocnpomnseoasiee 1 (Mnu) xpaHsilee eavHULY onanyeckon BenuynHbl, pa3mep KoTOpon NPUHUMAIOT
HEU3MeHHbIM (B Npegenax yCTaHOBIIEHHOW MNOrPeLLIHOCTUN) B TEYEHME U3BECTHOTO MHTEpBana BpeMeHM.

2 MNpueeaeHHoe onpeAeneHne BCKPLIBAET CyTb CPeACTBA M3MEPEHUN, 3aKNI0HAIOLWYIOCS], BO-NEPBbIX, B <YMEHUU»
XpaHutb (NN BOCMPOU3BOAUTL) eanHULY (PU3NYECKON BEINUYMHBLI; BO-BTOPLIX, B HEM3MEHHOCTU pasMmepa XpaHUMOWN
eanHnLbIl. OTH BaxHewwmne hakTopbl v 06yCnoBNUBaIOT BO3MOXHOCTb BbINONMHEHUS U3MEPEHUS (CONOCTaBNEHNE C eaUHU-
uen), T. e. «AenalT» TEXHUYECKOe CPeACTBO CpeACcTBOM uamepeHui. Ecnu pasmep eavHuubl B npouecce namepeHui
nameHsertcs 6onee, Yem ycTaHOBNEHO HOPMaMMU, TAKUM CPEACTBOM HETNb3s1 NMONY4YUTL PE3YNbTaT C TPEGYEeMON TOUYHOCTBIO.
OT0 03HAYaeT, YTO U3MEPSITbL MOXKHO NULLIL TOFAA, KOTrAia TEXHUYECKOE CPEACTBO, NpeaHasHauYeHHoe ANA 3TON Luenu, MoxeT
XpaHUTb eaNHULY, AOCTAaTOUHO HEU3MEHHYIO MO pa3mepy (BO BPEMEHH).

3 MNpuoueHnBaHMN BENMYMH NO YCIOBHbLIM LLKANaMm LKarnbl BbICTYNaT Kak Gbl «CpeacTBOM N3MepeHniny 3TUX Benu-
4mH [9].
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3.18 TexHMYeCKUe CUCTEMBI U YCTPOMCTBA C M3MepUTeNbHLIMU (PYHKLUUAMU: TexHudeckue cucte-
Mbl U YCTPOMCTBA, KOTOPbIE HapAdy C MX OCHOBHBIMU (bYHKLIMSAIMM BBINOMHSOT U3MepUTEbHble (hyHKLUN.

MpumedyaHus

1 K TexHu4eckum cuctemam v yCTpOCTBam C MaMepuTenbHOM yHKLMEN OTHOCUTCA BbICOKOTEXHONOrMYHoe nabo-
paTopHoe o6opyaoBaHue, BkrtovatoLlee B cebs Hanbonee nonHbiIvi npouecc nameperus. [laHHble, nony4yeHHbIe BO BpeMsi
aTana u3MepeHusl Ha BbICOKOTEXHOMOIMYHOM nabopaTopHoM o6opyaoBaHWmM, MCNONb3YIOTCA AN npeobpa3oBaHusi B
Ka4eCTBEHHbIE UMW KONMMYECTBEHHbLIE AaHHbIE C MOMOLLbIO BCTPOEHHOro 060pya0BaHnsa U NPOrpamMmmHoro obecneyveHus.
[aHHble n3MepeHust He SABMSATCA NPSIMbIMU, U NPU NOATBEPXXAEHUM COOTBETCTBYUSA (B BUAE perncrTpaumm unu ceptnduka-
LMKn) JaHHOTro 06OpyAOBaHKS NPOBOAUTCA NOATBEPXKASHME (aTTecTaums) METOANKNA N3MEPEHUS.

2 Ob6sizaTenbHble TPe6OBaHUS K TEXHUHECKUM CUCTEMaM M YCTPONCTBAM C M3MepuTenbHbIMU PYHKUUSIMU, a TaKke
OpMbI OLIEHKM UX COOTBETCTBUSA YKadaHHbIM Tpe6oBaHUsAM yCTaHaBNMBAOTCA 3akoHoaatenscTeom Poccuiickon depe-
paumm 0 TEXHUHECKOM pPerynmpoBaHum [2].

3 BCOOTBETCTBUM C AEVCTBYOLLMM 3aKOHOAATENBLCTBOM OTBETCTBEHHOCTbL HA BCEX Tanax o6palleHns BbICOKOTeX-
HomnornyHoro nabopaTopHOro 060pyAOBaHWA Ha PbiHKE HECET NPOU3BOAUTENb UITU €10 aBTOPU30BaHHbIN NpeACTaBUTE b.

4 TpeboBaHUA K COCTABMEHUIO TEXHNYECKUX 3aflaHUi ANS NpoBeAeHUs!
rocyaapCcTBeHHbIX 3aKynokK

TexHunyeckne Tpeb6oBaHNA 4OMKHbI:

- codepXaTb XapakTepuUCTUKN BbICOKOTEXHOMOIMYHOro NnabopaTopHoOro 060pyaoBaHMs ¢ TOUKU 3peHns
ero npegnonaraeMoro Ncronb3oBaHUsA KOHEYHbIM NoTpebutenem;

- He ObITb U36bLITOUYHBIMU;

- He UCKMoYaTb KOHKYPEHLIMIO MPY 3aKymnKe BbICOKOTEXHOMOrM4Horo nabopartopHoro o6opyaoBaHust;

- obecrneynBaTb BOIMOXHOCTb LUMPOKOro BIGOpa C TOUKM 3peHUs LieHbl M KauecTBa ToBapa.

TexHu4yeck1e 3agaHus 4ns rocyaapcTBEHHbIX 3aKynok pa3pabaTbiBaloTcsl 3aKka3ynKoM ¢ yueTom Tpebo-
BaHMW 3aKoHOZATeNbCTBa O pasMelleHUn rocyaapCTBeHHbIX 3akasoB [1], aHTMMOHONOMbHOrO 3akoHoaa-
TenbCTBa 1 3aKoHoAaTeNbCTBA O TEXHUYECKOM perynmposaHum [2].

4.1 HaumeHoBaHue 060pyaoBaHUSA, ero HazHaYeHue y Lenu UCNOoNb30BaHUA

TpeboBaHWe KOHKPETN3NPYETCA rocyAapCTBEHHBIM 3aKa34MKOM UCXOAA U3 HasHavyeHUs 06opyaoBaHUA 1
npeanonaraeMoi ccepbl ero MeanLMHCKOro NPUMEHeHNS.

4.2 OnucaHue o6opynoBaHus

Kaxkgblin noanyHKT 4aHHOC NyHKTa AOMKEeH HYMepoBaTbCs U coaepKaTb HeobxoanmMbI nepeyeHb PyHK-
LMOHAMbHBIX U TEXHUYECKNX XapaKTepUCTUK, NOTPeBuTeNnbCKUX CBOMCTB, KOMMMEKTaLUmMmn, KoNnM4ecTBeHHbIe,
KauyecTBeHHbIe 1 MHble NoKkasaTenn, HeobXxoanMble 3akasunky (KOHEeYHOMY NoMb3oBaTernto).

TouHble 1 YeTkMe TeXHUYECKUEe TpeboBaHWUA ABMAIOTCA NPeAnochIIKoA K TOMY, YTOObI NOCTaBLMK Mo
3anpocy 3akasduka npeacTaBun peanbHble U KOHKYPEeHTOCNOCOGHbIE TEXHUYECKME U TEXHUKO-KOMMepUeckue
npeanoxeHus 6e3 3Ha4nTENbHBIX OFOBOPOK, OTKIOHEHWUIA UM AOMNOMHUTENBHBIX YCIOBUNA.

TexHuyeckne TpeGoBaHUs Ha NocTaBky 000pyaoBaHMs BHIMOMHAIOTCA pasdenbHo ANS Kaxaoro BMaa
o6opyaoBaHna U AOIKHEI BKITHOYaTb B cebs:

- TEKCT TeXHMYecKux TpeboBaHuii;

- Tabnuuy TeXHNYECKMX NoKasaTenen.

B TekcT TexHUYecknx TpeboBaHW BKITHOYaOTCA OCHOBHbIE XapaKTepUCTUKL NocTasnsemoro o06opyaosa-
Hus. CornacHo TexHuYeckum TpeboBaHnsM, 3aKkynaeMmoe o6opyaoBaHue U MaTepuansl, NPUMeHsIEMbIE B 3TOM
obopyaoBaHuM, 4OMKHBI BbITb HOBBIMU, HE UCMOMb30BaHHBIMU paHee, NPeacTaBNATb cobo COBpEMEHHbIe
MoAesun, cosaaHHbIe ¢ y4eTOM NOoCcneaHNX AOCTUXKEHMWA B 061acT KOHCTPYKLMIA U MaTepuanos.

TexHu4eckme TpeboBaHMUA AOMKHBI BbITb COCTaBNEHbI TakuM 06pasoM, YTo6bl 06ecnevnTs Makcmarb-
HO LUMPOKYIO KOHKYPEHLIMIO 1 B TO XXe BpeMs AaTh YeTkoe npeacTaBrieHne o HeobxoaMmelx cTaHgapTax 6eso-
MacHOCTU W KadyecTBa WCMOMHEHWUsl, MaTepuanax M 3KcriyaTaUMOHHBIX XapaKTepucTUKax 3aKkyrnaemoro
oB6opyaoBaHusl, TPaHCNOPTUPOBKE, YaKoBKe U YCIOBUSIX XpaHeHsi 06opyaoBaHus.

Mpu cocTaBneHUn TeXHNHEecknx TpeboBaHWin Heo6GXoaNMMO YUNTLIBATb TO, YTO OHW HE AOIMKHbLI UMETh
orpaHuunTenbHbI Xxapaktep. CTaHaapThl 1 TeXHUYeckune crneundukaLm, ykasbiBaeMble B KOHKYPCHO JOKY-
MEHTaLMW, JOMKHbI FrapaHTUpoBaTh COBNoAEeHNE OCHOBHBIX TEXHUYECKUX TpeBoBaHNA 1 npounx TpeGoBaHuii K
3aKkynaeMomy obopyaosaHuio.

B TpeboBaHMsAX 40MKHEI ObITb NPpUBEAEHEl CBEAEHUS O KIMMaTUYeCKOM UCTIONHEHUN 1 KaTeropusix pas-
MeLeHus ob6opyaosaHua no FOCT, cteneHn sawuTel no FOCT, ypoBHe BUGpaLMK, LyMa, KOMMNOHOBKE, pasme-
WeHun 1 nnowagkax obcnyxunsaHus obopyaoBaHns, macce obopynoBaHusi, ero rabapuTax (nnowaaun ans
camoro npubopa) c y4eToOM UMEIOLLIUXCS Y 3aKas34mnKa (KoHeYHOro NoMb3oBaTeNs) NoMeLLeHNIA MU KOMMYHanbHbIX

4
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pecypcoB, MOHTaxe, MIaHOBbIX U KanuTarnbHbLIX peMoHTax 06opyAoBaHusl, yCroBUAM ero cepBucHoro obeny-
XuBaHusA. Mo BO3MOXHOCTU, B TEXHUYECKUX TPpeBOBaHUSIX YKa3biBaOTCHA KOHKPETHbIe CTaHAapThl, MpUHATLIE B
mexayHapoaHou npaktuke (FTOCT P MCO/MOBK, TOCT UCO/MOIK, 3apernctpmpoBaHHele Kak Meavsaenvs B
P®), KoTOpbIM AOMKHO COOTBETCTBOBATL 3akyrnaemoe o6opyaoBaHue, unv ctadaaptel Poccun (FTOCT P).

4.3 Tpe6oBaHUA kK BpeMeHU HapaboTku o6opyAoBaHUA Ha MOMEHT 3aKyMKu

YkasblBaeTtca, 4To o6opyaoBaHme A0MKHO BbITb HOBLIM, PaHee He UCMOMNb30BaHHbIM, He 3KCMIyaTUpo-
BaBLLMMCA UMM UMETb onpeaeneHHoe BpeMs HapaBoTkM (C y4eTOM Bannaalumn 1 kanubpoBKv Ha npeanpus-
TUM-U3TOTOBUTENE U B MPOLIECCE TEXHUHECKUX UCTIbITaHWIA NPU PerucTpaumum MeauLIMHCKOro M3aenus) 1 6biTs
UCTPaBHbBIM.

4.4 TpeboBaHus K NocTaBLUUKY 060pyAoBaHUs U ero OTBETCTBEHHOCTH

McnonHuTens AoMKeH MMeTb YCTaHOBMIEHHbIE 3aKoHo4aTenbCTBOM U HOPMaTUBHO-NPAaBOBLIMW akTaMu
Poccuiickoin degepaumn 4OKYMEHThI, NOATBEpXKAaOWME COOTBETCTBNE OKa3biBAEMbIX yCnyr TpeboBaHUsaM
OeCTBYHOLLMX HOPMaTUBHO-NPaBoBbIX akToB Poccuiickon Pegepaunn. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
npoasieHne TakMx 4OKYMEHTOB NeXnT Ha VcnonHuTene. MicnonHuTenb NpegocTaBnsieT 3akasynky Konum Aoky-
MEHTOB, MNOATBEPXAAWMX COOTBETCTBME  OKasblBaeMblX ycnyr TpeboBaHusM  4eACTBYHOLWNX
HOpPMaTUBHO-NPaBOBbLIX akToB Poccuiickon Pegepaumn.

4.5 TpeboBaHue ©0 HeobxogumMocTM obecnevyeHuss B3auMOOAEWCTBUA MOCTaBMAEMOro
obopypoBaHUA c o6opyaoBaHUEM, UCNONb3YEMbIM 3aKa34yUKOM

Mpyr HeoBX0AMMOCTH YKa3blBaloTCA BapuaHTbl 0GecrneveHns B3auMoaencTBUA MMEIOLLErocs y sakas4vmka
o6opyaoBaHus ¢ 3aKyrnaeMbsIM 060pyaoBaHMem (BO3MOXKHOCTb NOAKIIoYEHUS K nabopaTopHol MHopMaLloH-
HOW cucTeme, e AuHBbIi NpoTokon o6MeHa AaHHbLIMU, MPorpaMMHas COBMECTUMOCTb M Mp.).

4.6 TpeboBaHus k paamepam o6opyaoBaHusA

Tpe6oBaHus k pasmepam 060pyaoBaHNs (hOPMUPYHOTCS UCXOASA 13 UMEIOLLIMXCSA Y 3aKa3uuKa (KOHEUHOro
nonb3oBaTens) Nnowaaei UM ¢ y4eTOM 1X PEKOHCTPYKLIMA. PEKOHCTPYKUMS UMEIOLWUXCSA NnoLaaein onpeae-
nsieTcs 3aAaHneM Ha NpPOeKTUPOBaHKE, B 3aBUCHMOCTI OT MOLLYHOCTU NabopaTopuu, BUAOB UCCNeoBaHUNA,
BbIGPaHHOro TEXHOMOTMYECKOro PeLleHNs, a Taloke pasMepoB U paccTaHOBKKU nabopaTopHoro o6opyaoBaHus.

4.7 Tpeb6oBaHUA K NpeanpoAaXxHoW NoAroToBke o6opyaoBaHUA

TpeGOBaHMﬂ K npe,qnpo,uaMHoﬁ noaroToBke OGOpy.ClOBaHVIﬂ KOHKPETU3UPYHTCA 3aKa34nkom.
MpeanpoaaxHaa noaroToska 060py,D,OBaHMF| npoBOoANTCA Ha CKIage KoMnaHun-noctasLuka.

4.8 TpeboBaHuA k pacxofaM Ha 3KCNAyaTauulo o6opyaoBaHUA, K NOCTaBKe PacXOAHbIX
maTepuanos Ans o6ecneyveHUs pyHKLMOHMPOBAHUA U IKCNINyaTauum o6opyaoBaHus

Mpw HeOBXOAUMOCTU YKa3bIBaETCA, YTO, HanpuUMep, pacxobl Ha 3kcnayaTauuio 06opyaoBaHUSA B Teve-
HUe MecsAua (KBapTana, Nonyroans, roaa unp.) He AomkHel NpesblaTs 6onee 10 % ctonmocTn obopyaosaHus.

B aTom pazaene Heo6xoaNMO NepeYnCnIUTL pacxoaHble MaTepuarnbl, KOTopble 3aKkas4ynk HamepeH nony-
4YuTb BMecTe ¢ obopyaoBaHueM. TpeboBaHWA Mo Nepedade 3aKaszyMKy CTAPTOBOrO KOMMMEKTa PaCXOAHbIX
mMaTepuanos Ana NepBUYHOM 3KCNyaTauum ToBapa B TedeHue TpebyemMoro cpoka KOHKPETU3NPYHTCS rocy-
[apCTBEHHBLIM 3aKa34UKOM.

4.9 Tpeb6oBaHua k kavecTBy o6GopyaoBaHus, 6e30NaCHOCTM MEAULUHCKOrO MepcoHana u
NauueHTOB U 3aluTe OKpYXalolwen cpeabl

TpeBoBaHus Kk kadecTBy 1 GesonacHocTU 060pyaoBaHUA U ero NOTPeBUTeNLCKUM CBOMCTBAM KOHKPETM-
3UPYIOTCA roCyAapCTBEHHBIM 3aKa34MKOM.

B cnyyae, ecnv oT UCTONHUTENS B NPOLIECCE BLINOMHEHUA KOHTpakTa TpeByeTcs 0cyLIeCTBATL CTpaxoBa-
HWe OTBETCTBEHHOCTU Nepe TPETbUMI NIULAMM UIM ECNU NOCTABKU U CONYTCTBYIOLLUE YCIYTA CBsI3aHbl C BO3-
MOXXHOM ONACHOCTLIO SIS KU3HN U 340 POBbLA JTIOAE A MITU 3KOMOTUYECKUM yiep6om, B JaHHOM pasaene A0MKHbI
BbITb 4aHbI COOTBETCTBYIOLLME HeoBXxoanumble TpeGoBaHUS.

4.10 Tpe6oBaHUsA K rapaHTUHHOMY U NOCTrapaHTUUHOMY OGCNY)KUBAHUIO

Tou4HO yKasblBaeTcsl MPOAOKUTENbHOCTL rapaHTUMHOIO Cpoka U MeCTO BbINoMHeHUs paboT no rapak-
TUIHOMY 0BCNYXUBAHUIO, yCTaHABMMBaEMOe Mo YCMOTPEHUIO rocyAapCTBEHHOMO 3aKasuuka. MapaHTUnHLIN
CPOK He MOXeET BbITb MeHbLLE rapaHTUAHOTO Cpoka NPou3BoAUTENs (U3roTosuTens). CneayeT YeTKo ykasaTb
06a3aHHOCTI NocTaBLMKa (UCNOMHUTENSA, NoOAPSAYMKA) B TedeHUe rapaHTUMHOrG cpoka — 06A3aHHOCTU Mo
npochrUNakTUIECKUM OCMOTPaM 1 MeponpUATUSAM, Mo rapaHTUINHON 3aMeHe M peMOHTY iIeTanei, No NnpeaocTas-
NEeHUIo B NONb30BaHWe Ha BpeMs PeMOHTa aHarorM4yHoro Toeapa, no 3abopy v Bo3BpaTy ToBapa TPaHCnopToM
nocTaBlUKa U T. A.
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CnegayeT Takke yKkasbiBaTb MEPUOANYHOCTb TEXHUYecKoro obcnykusaHus. Mpu nposeaeHnn obenyxu-
BaHWs 0GOPYAOBaHNA OOMKHbLI UCMOMb30BATLCA MHCTPYMEHTLI, KOHTPOMbHO-U3MePUTENbHBIE NPUBOPLI, pac-
XOAHble MaTepuanbl, KOMMMEKTYIOLWME, 3anacHble YacTu, COOTBETCTBYOLLME TPeBOBaHUAM K TEXHUYECKOMY
06cnyXMBaHWUIO U PEMOHTY, MPeAbsBMsSEMbIM NPon3BoanTeNneM o6opyaoBaHuUs.

B oaHHOM pasgene mMoryT ObiTh NpYBeAeHbl AaHHbIE O rapaHTUAHOM CPOKe 3KcnnyaTtauun obopyaosa-
HUSA, rapaHTUitHOW HapaboTke (B Npedenax rapaHTUAHOTO cpoka dKcniyaTauun), rapaHTum NpaBUibHOCTU
BblGopa BcnomMoraTenbHoro 06opyaoBaHNa KOMMEKTHOM NMOCTaBKW. 3AECh Ke MOXET NPMBOAUTLCS NepeYeHb
3anacHbIX YacTeil U NpMcnocobneHnin Ha Nepunog rapaHTUIAHON aKkennyaTauum obopyaoBaHUa U Ha nepuoa
nocrne OKOHYaHWNA ero rapaHTUNHOW aKcyaTaumm.

4.11 Tpe6GoBaHus No 06bEMY rapaHTUi KayecTBa ycrnyr

TpeboBaHus k kayecTBY 060pya0BaHUSA U ero NoTPebUTENbCKMM CBONCTBAM KOHKPETU3MPYHOTCS rocyaa-
PCTBEHHbIM 3aKa34MKOM.

YKasblBaTCA MUHAMATLHO NpUeMIeMble A5 roCyAapCTBEHHOrO 3aKa3vmka U KeCTKO YCTaHOBMeH-
Hble 06s13aHHOCTM NOCTaBLLMKa B rapaHTUHbIA Nepuoa.

4.12 TpeboBaHUA K nepeaave 3aKa3uuMKy ¢ obGopyaoBaHMEeM TeXHUYECKOM, COrnacoBaHHOMU
paspeLlnTenbHON U MHON JOKYMeHTaLuum

TpeboBaHus K nepeaade rocyapcTBEHHOMY 3aKasumnKy TEXHUYECKMX U UHBIX I0KYMEHTOB Mpu NocTaske
060pyaoBaHNA KOHKPETUSUPYIOTCA 3aKasuMKoM. YKasblBaloTCA AOKYMEHTHI, COMpoBoXAalolme NocTaBky
o6opyaoBaHus, BeINONHEHWe paboT, okasaHue yCnyr, HanpuMep, YTo 3T AOKYMEHTHI A0SDKHbI 6bITb NepeaaHbl
Ha A3blKe NPOU3BOAMTENS C MEPEBOAOM Ha PYCCKUM A3LIK.

413 TpeboBaHMAiT K COMYTCTBYWOLEMY MOHTaXy nocraBrneHHoro obGopypnoBaHus,
NyCKOHanaAo4YHbIM U UHLIM paboTam

TpeGOBava KMOHTaXy NoCTaBIEHHOro OGOpyﬂOBaHMH nnyckoHanaao4HbiM paboTaMmHamecTe Yy 3aKas-
YnKa (KOHe‘-I HOro non b3OBaTeﬂﬂ) KOHKPETU3NPYHTCA rocyaapCTBeHHbIM 3aKa34nkom.

4.14 TpeboBaHMA K NOAroToBKe U UHCTPYKTaXy MeAULMHCKOrO M TEeXHUYECKOro nepcoHana
3aKasuuka

Tpe6oBaHWs K MOArOTOBKE M UHCTPYKTaXy MOCTABLUMKOM TEXHWYECKOro U MeAWLMHCKOro nepcoHana
3aKasduka (KoHe4uHoro notpebutens) k pa6ote Ha NOCTABNEHHOM 060pYAOBaHUN KOHKPETUSUPYIOTCS 3aKas-
UYMKOM.

4.15 Tpe6oBaHUA Kk BLINOMHEHUIO CONYTCTRYIOLMX paboT, OkasaHUIo CONYTCTBYIOLUX yCTyT

TpeGOBaHI/IH No aoctaBKe, pasrpyske, npeaocTtaB/ieHU0 UNNIOCTpaTUBHBLIX MaTepuanoB, NocTtaBkam
KOMMNeKTa pacxXxoAHblIX MaTepuanoB U ap.

4.16 Tpe6oBaHUA K KONUYECTBY, NEPUOAUYHOCTU, CPOKY U MECTY NOCTaBOK

Cpoku (nepuoael) noctaBku obopyaoBaHus (ykasbiBaeTcsl KOHKpeTHaA KaneHaapHas aaTta Wi MUHU-
MarbHC NpueMneMas ans rocygapCcTBEHHOMO 3aKkasuuka AgaTta nocTtasku, N nepuoa (Nepuodel), B TeveHue
KOToporo (KoTopbIX) AOMKHO 6bITb NocTaBreHo obopyaoBaHue, U CPoK ¢ AaTel 3aKnioyYeHns gorosopa (ynna-
Thbl aBaHca NN UHOTO), B TeYeHUe KOTOPOro A0MKHa ObITh OcyLecTBNEeHa NOCcTaska, N npunaraeTcst rpaduk
nepuoanu4HOCTN NOCTaBOK).

4.17 TMopaaok caaum u npuemMku o6opyaoBaHus

Mopsgok caayn n npuemku 06opyaoBaHNst KOHKPETU3NPYETCS rocyAapCTBEHHBIM 3aKa34yMKoM.

YKasblBaloTCA Meponpuatus no obecnedyeHnto caadym U npueMkn obopyaoBaHUs No Kaxkaomy aTany
NocTaBKM 1 B LENOM, cogep>XaHne OTYETHOM, TEXHUYECKO U MHOW JOKYMeHTauun, nognexaiein ocpbopmneHmnio

1 caadve no KaxaoMy aTany v B LienoMm (TpeboBaHuUs UCTbITaHUIA, KOHTPOMBHBIX MYCKOB, NOANUCAHWUS aKTOB TeX-
HUYECKOro KOHTPOMS, UHBIX JOKYMEHTOB Npy caave 06opyaoBaHus).

5 TexHuueckue Tpe6GoBaHUs, NpeabABRseMble NOCTaBLMKaM aBTOMaTUYeCKUX
aHanu3aTopoB Ars KOaryrnororM4yeckux uccnenoBaHumn, gns uenemn
rocyfapCTBEeHHbIX 3aKynok

Mpu cbopMupoBaHNn TEXHUYECKOTO 3afiaHnA Ans Lenei rocyaapCTBEHHbIX 3aKynoK K aBTOMaTU4eCcKUm
aHanusaTopam 3akasduk pykoBoacTByeTcsl HacTosawmum FTOCToM 1 B 3aBUCUMOCTU OT Lienei, CTosILLMX nepeq
MeauLMHckon nabopaTopueit, UCNonb3yeT HeobxoaUMbIEe MO3MLUKN TEXHUYECKUX TpeboBaHui 6es pernameH-
Tallm NxX KonuvecTea.

6
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OaHoBpeMeHHoe UCNoSb30BaHe B3auMONCKITHOHaoLLIMX TPEGOBaH]/IIZ He aonyckaeTca.
5.1 HaumeHoBaHue OGOpy.lJ,OBaHVIFI, ero HasHaveHue U uenun ncnonb3oBaHUA

ABTOMaTUYECKNIA aHannaaTop AN Koarynonormieckux nccneqosaHni (Mnu apyriue aHanusaTtopbl 4ns
Koaryrosorm4eckux UccriefoBaHuin c asTomaTusaumel npolecca uccnegoBaHui).

MpumeyaHune—B TeXHNYECKOM 3aJaHWKM 3aMpPeLLaeTcsi UCMOMb3oBaTh (UPMEHHbIE HasBaHusi oBopyao-
BaHUs.

5.2 3HaunMble TexHU4Yeckue TpeboBaHUA K BMOXUMUYECKMM aHanm3aTopam

5.2.1 Tpe6oBaHuA, 06ycnoOBMeHHblE HaNU4YNEM Yy KOHEYHOro MOSIb30BaTeNnA MaTepuanbHbIX
pecypcoB U NOMeLLeHUI, CBA3aHHble C pasMeLleHneM aHanuaartopa y nony4vartens M KOMMyHanbHbIMU
pecypcamu nony4arens

- TWUMUCNOSNHEHNS aHannsaTopa (HacTosbHbIA U HANOMbHBIA);

- MakcumaribHO AonycTuMble rabaputbl aHanmMsaTopa (BbiCoTa x AfMHA X WUPUHA (MM));

- MakcumarbHas nrowaie nomelleHus, Heobxoaumas Ans pernaMmeHTUPoOBaHHON 3KCNyaTaumum aHa-
nusatopa;

- TpeboBaHus no sHeproobecneyeHuto, HeobxoaMMble ANA 3KCNAyaTauun aHanusaropa.

5.2.2 Tpe6oBaHuA kK 060pyAoOBaHMIO NO UCMONb3YEeMbIM MeTOAAM

- Hanuyne PoToMeTPUYECKOro MeToaa;

Hanuyne NoTeHUMoOMeTPUYECcKoro MeToaa.

5.2.3 Tpe6oBaHUA K NPON3IBOAUTENBHOCTU (TECTOB B Yac)

obLas / MmakcnmaneHas;

Ans poToMeTpUYeCKUX TECTOB;

- Ans noTeHLMoMeTprU4ecKoro metoaa.

5.2.4 Tpe6GoBaHUA K YpPOBHIO aBTOMaTU3aL U USMepPeHUs

- aBToMaTuyeckoe pa3BefeHue obpasLia B aHanuaaTope;

- aBTOMaTW4ecKoe nepeHasHayeHue TecTa Npy NonyYeHUn HEKOPPEKTHBIX Pe3ynbTaTos;
nporpamMmmmnpoBaHe npasu UsMepeHns Ans asToMaTU4eckoro HasHa4YeHUA AONOMHUTENbHBIX Uccne-
AOBaHWUi B 3aBMCMMOCTU OT NofyYaeMblX pe3ynbTaTos.

5.2.5 Tpe6oBaHuA kK onTUMU3aLuu nabopaTopHoro npouecca BCneacTBUe aKcnnyarTauum o6opy-
AOBaHuA:

- WHTerpauus c gpyrium nabopatopHbiM 060pyaoBaHUEM;

- NoakroYeHne aHanmsaTopa k nabopatopHoi HOPMaLMOHHOW cUCTEME;

- cKaHep LTPUX-ko4oB NpoBUpokK (BCTPOEHHBIN UMN BHELLHWIA);

- cKaHep LUTPUX-KOOOB peareHToB (BCTPOEHHbLIN NN BHELLHWIA);

- MUHMMarnbHoe KonnM4ecTBO obpasLia, HeobxoanuMoe ANA NPoBEASHUSI UMEPEHUS;

- TWMNbl BUONOrMYECKNX KNAKOCTEH, KOTOPBIE MOTYT UCCNEAOBaTLCA Ha aHAaNM3aTope;

- KonuyecTso o6pasLia, Heobxoaumoe Ans onpeaeneHns KOHKPETHOro aHanMTa Unn rpynnbl aHanUMToB;

- MakcuMmanbHoe KonmuecTso 06pasLoB, eAMHOBPEMEHHO 3arpyxaemMbix Ha 6opT aHanu3aTopa;

- MaKkcumaribHOe KONM4YecTBO MeTOAMK, KOTOPbIe MOXHO BbIMOSHATL Ha aHanusaTtope 6e3 3ameHbl pea-
FeHTOB;

- MCMonb30BaHWe NepBUYHBLIX NPOBUPOK;

- 1Cnonb3oBaHne BTOPUYHbLIX MPOBUPOK;

- CpOYHble NccnegoBaHus.

5.2.6 Tpe6oBaHUA k cucTeMaM o6ecneyeHUss NpaBMNbLHOCTU aHaNUTUYECKOTO NpoLecca

- [AeTeKuus CrycTKoB B obpasLe;

- AeTeKUMs Ny3blpbKOB 1 /UK NeHbl B obpasLe;

- [OeTeKUWs CryCTKOB peareHToB;

- AeTeKUMsA Ny3blpbKOB U /UMK NeHbl peareHTos;

- OTCYTCTBWE NepeKpecTHOro 3arpsiaHeHnst obpasLos.

5.2.7 TpeboBaHUA k kKauecTBY NonyvyaeMbIX B NpoLiecce aKkcnnyaTalum o6opynoBaHus pesynbTa-
TOB UccnefoBaHUN

- MUHUMarbHas onpeaensiemMas KoHLeHTpauua «X» /MUMUT geTekunu/.

MprumMeyaHne—B kayecTBe «X» YyKa3blBaeTCsl KOHKPETHbIM aHanuT M COOTBETCTBYIOWME eaWHULbI M3Me-
peHuit;

- MWUHUManbHasa BanuaMpyemas KOHLeHTpaums «X» /konMyecTBeHHbIA Npeaen onpeaeneHus.
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MpumeyaHune—B kayectBe «X» yKa3blBaeTCsl KOHKPETHBIVM aHANUT U COOTBETCTBYIOWME €ANHULLI €70 U3Me-
pPEeHMA.

5.2.8 Tpe6oBaHMs K HOMEHKNaType BUAO0B UCClieA0BaHUN, BbINOMHAEMbIX Ha 060pyaoBaHUU
OcobeHHOCTU MeTo10B BhiAENEeHUSA U BOSMOXHOCTU UX COBMELLEHWNA B €AUHNLY BPEeMEHN:
- BO3MOXHOCTb onpeferieHnUst «X»;

MpwnmeyaHune— BkayecTBe «X» MOXeT ObiTb ykasaH KOHKPETHbIN aHAaNUT UMK FPyNNa aHanuToB;

- HanuMyue AONONHUTENbHBIX MOMb30BaTENIbCKUX KaHaNoB ANA NPorpaMMUPOBaHUA UCCNeA0BaHUIA —
He MeHee (LT.).

5.3 Tpe6oBaHusi K BpeMeHU Hapa6oTku 060pyAOBaAHMA HAa MOMEHT 3aKyNKN

Ha momeHT noctaeku 060pyAoBaH1e IBASIETCA HOBbIM, He BbIBLUMM B SKCMnyaTaLuu.
Bpems HapaboTku AN Banuaaumm, kKanubposki Ha npeanpuaTUn-U3roToBUTeNe 1 B Npouecce TexHUYec-
KMX UCTILITaHWUIA MPU perucTpaLum MeaULIMHCKOrO M3Aens B CPoKe aKkCcniyaTaumn He yduToIBaeTca.

5.4 Tpe6oBaHUs K NOCTaBLUMKY 060pYAOBaHUSA U €10 OTBETCTBEHHOCTH

MocTaBWMK AOIMKEH UMeTb YCTAaHOBIIEHHbIE 3aKOHOAATENbCTBOM U HOPMATUBHO-NPABOBLIMU akTamu
Poccuiickon ®efepaumy AOKyMeHThI, MOATBEPXAaoLWmMe COOTBETCTBME OKasbiBaeMblX ycnyr TpeboBaHusM
OencTByoLWnX HopMaTUBHO-NPaBoBbIX akToB Poccuinckon ®egepaumnn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
npoAneHnn Takux 4oKyMeHTOB nexuT Ha lMocTaswwuke. MocTtaswmk npegoctasnsaeT 3akasunky KOnum AOKYMeH-
TOB, NOATBEPKAAMOLLME COOTBETCTBUE OKasbiBaEMbIX YCNyr TPeGOBaHNAM AeNCTBYIOWNX HOPMATUBHO-NPaBO-
BbIX akToB Poccuiickon degepauunn.

5.5 TpeboBaHue o0 HeobxogumocTu obecneveHus B3aUMOQEUCTBUA MNOCTABIAEMOro
OGOpyAOBaHMH Cc oGopy.qoaaHueM n MHCbOpMaLI,MOHHI:IMM cucrtemamu, UCNoONb3lyeMbiMU
3aKa3uukom

O6opyaoBaHuWe AOMKHO NoAKNoYaTbes K NabopaTopHOoi MHOPMALMOHHON CUCTEME C UCTIONb30BaHNEM
CTaHAapPTHLIX NPOTOKOMOB 06MEeHa AaHHbIMMU.

5.6 Tpe6oBaHusA Kk paaMepam 060pyaoBaHUA

[omkHbl ObITb YKa3aHbl:

- MUHMUManbHble TPeBGOoBaHNA K MOMELLEHWIO;

- MaKkcumarnbHO AoNyCTUMble pa3mepbl 060pyA0oBaHUSA, UCXOASA U3 UMEIOLLIMXCS Y KOHEYHOTO NOMb30Ba-
Tens nnoLaaei unm c ydeTom nx pekoHcTpykuun, oGecnednBaiome 6e3onacHoCTb nepcoHarna npu paéoTe u
0BCnyXMBaHUU, C y4ETOM AENCTBYHOLLMX HOPM ANA MeQULMHCKUX NTaBopaTopuid.

5.7 TpeboBaHus k npegnpoAaKHOW NOArOTOBKe 060pyAOBaHUA

YKasaTb KOHKpeTHble TpeboBaHUs 3akasuuka no npeanpofaXHOW NOAroTOBKE aHanNU3aTopoB, Hanpu-
mep:

- Hanuuue aelcTBYoOLLEro cepTudmKaTa cCooTBETCTBUS Ha obopyaoBaHue;

- Hanu4une pacxofHbIX Matepuaros, HeobxoAUMBIX AN Banugauum, ycTaHOBKA aHannsaTopos U 0byye-
HWS nepcoHana.

5.8 TpeboBaHus kK pacxoam Ha akcnnyaTaLuuio 06opyaoBaHuUs, K NOCTaBKE pacxoAHbIX MaTepuaros 1
conyTcTByloLero obopyaoBaHus ans obecnevyeHns (hyHKLMOHUPOBaHUS U aKcnnyaTauum obopyaoBaHust:

- pacxogHble MaTepuarbl Ans BLINOMHEHUs UCcCrefoBaHuii «X», He MeHee (TECTOB);

- pacxofgHble MaTepuarbl, BKIIOYasa KanubpaTopsbl, 45151 BBINOMHEHUS UCCIeA0BaHNA «X», He MeHee
(TecToB);

- pacxofHble MaTepuarnbl, BKio4asa Kannbpatopbl U KOHTPOMbHbIE MaTepuansl, AN BbINOIHEHUS uccne-
AosaHui «X», He MeHee (TecToB).

MpumeyaHune—BkavectBe «X» yka3biBaeTCsi KOHKPETHbIN aHAMNWT;

- KOMMIEeKT MaTepuarnos Ans nposeaeHns obenyxusaHus Bo BpeMsl aKcniyartauum (nepuog akcniyarta-
LU yKasbiBaeTcsl B MecsiLax);

- KOMMIEeKT MaTepuaros Ans NposeAeHUsl TEXHUYecKoro obecnyXnsaHnsl aBTOpU3oBaHHBIM CEPBUCOM
(ykasaTb nepuopa akcnnyaTaLumm, Ho He MeHee rapaHTUIMHOTO CpoKa NnocTasLLuKa);

- cucTeMa noAroTOBKW BOAbI CMPOU3BOAUTENILHOCTLIO, AOCTAaTOYHOW A4S akenyaTauum obopyaoBaHus;

- UcTouHUK BecnepeboiHoro NUTaHus, ykasaTtb Bpemsi obecrneyeHnst aBTOHOMHOM paboThbl aHanuMsaTo-
pa, He MeHee (MUHYT);

- TUN NpUHTepa (NasepHbIA UMM CBETOANOAHBIN ), MPOU3BOANTENLHOCTbL (CTPaHMULL B MUHYTY), LBETHOCTb
(4epHo-6€enblii UK LIBETHOW).
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5.9 Tpe6oBaHus k kauecTBY 060pyaoBaHus, 6e30NacHOCTU MeAULUHCKOTO NepcoHana u salure

OKpyXarllen cpeabl

BesonacHocTb MeguULIMHCKOro NepcoHana npu akcnnyaTaunm aHan1MsaTopos AofkHa obecnednsaTtbes:

- KOHCTPYKLMEWH aHanM3aTopoB, KOTOPbIe AOMKHbI ObITb 6e30MnacHbl NpY UCMONbL30BaHMMW OTAENBHO UNK
B COCTaBe KOMMIEKCOB (CUCTEM) 1 YAOBNETBOPATL TpeboBaHUAM CTaHAapTOB M APYroil HOPMaTUBHO-TEXHU-
YecKoin AoKyMeHTaLuK,;

- KOHCTPYKLMEN N YCTPONCTBOM 3M1EKTPOYCTAaHOBOK ANSA MUTAHUSA aHanM3aTOpPOB, KOTOPbIE [OOIMKHbI
yaoBneTBopATh «lpaBuiam yCcTponcTBa 31eKTpoyCTaHOBOK» U APYroA HOPMaTUBHO-TEXHNYECKON 4OKYMEH-
Tauuum,

- CUCTEMOW TEXHUYECKOro 0BCyXMBaHUS U peMOoHTa 06opYya0BaHNS;

- MPUMeHeHNneM YCTaHOBIEHHBLIX Mep 1 CpeaCTB 3aLluThI.

5.10 TpeboBaHuWA K rapaHTUAHOMY 1 NOCTrapaHTUAHOMY 0BCyXUBaHNIO:

- rapaHTWIAHbIA CPOK Ha NocTaensieMoe obopyaoBaHne — He MeHee 1 roaa;

Hanu4ue cepsUcHOI cry>bbl, cepTudnLMpoBaHHON NPon3BoAUTENEM TOBapa, Ha TeppuTopumn Pd;

- Hanuyne cUcTembl yaaneHHoro MOHUTOpPUHra paboTkl aHannsaTopa cepBUCHON cnyxboi nponssoan-
Tensi obopyaoBaHus;

- Hanuuue cnyx6bl TEXHUYECKON NOAAEPXKKA NPON3BOAUTENA aHanusaTopa.

5.11 TpeboBaHus K Nnepegave 3akasynky ¢ 0b6opyaoBaHMEM TeXHUYECKOW, COrnacoBaHHOM pa3speLuu-
TeNbHOW N UHOW AOKYMEHTaLUu:

- Hanuyune perucTpaLnoHHOro yaAOCTOBEPEHNSA Ha NOCTaBNseMbIe aHanM3aTophbl;

- Hanuyune perucTpauroHHOro yaocToBepeHusl Ha pacxodHble MaTepuansl, HeobXxoaumble Npu akcnnya-
Talum aHann3aTopos;

- Hanu4ue perucTpaLnoHHOro yaoCTOBEPEHUS Ha pacxodHble MaTepuansl, Heobxoaumble Ans uccneno-
BaHuWsA aHanuTa Ha obopyaoBaHuu;

- Hanuyue akcnnyaTaLMOHHOW 4OKYMEHTaL M aHanuaaTopa Ha pyccKoM A3bIKe.

5.12 TpeGoBaHuA K conyTcTByIOLWlEMY MOHTaXy MOCTaBfAeHHOro oGopyaoBaHus,
NycKOHanafo4YHbIM U UHLIM paGoTam

Bsoa OGOpyJJ,OBaHI/Iﬂ B 3KCMyaTaumio ocyLlecTBnsieTcs cepTupnunpoBaHHbIMN cneunanuctTaMmu.

5.13 Tpe6oBaHUA K NOATOTOBKE U WHCTPYKTaXy MEAMLMHCKOrO M TeXHUUYECKOro nepcoHana
3aKasuumka

VlHCprKTa)K nepcoHana KoHe4YHOro nonb3oBaTtena pa60Te Ha aHanuMsaTope C Bblgayen COOTBETCTBYIO-
LWNMX JOKYMEHTOB.

5.14 Tpe60oBaHUA NO BLINOMHEHUIO CONYTCTBYIOWUX PaboT, OkazaHMIO CONYTCTBYIOLUX YCIYT

- yKasaTb KOHKpeTHble TpeboBaHWA NO BBIMOSIHEHWIO CONYTCTBYIOLNX paboT, okazaHWIo COMYyTCTBYIOLLNX
yChyr, eCn OHU CBsA3aHbl C NOCTaBKaMW aHanM3aTopoB ANA Koarynosiornieckux UCCrneaoBaHui.

5.15 TpeboBaHWs K KONMYECTBY, NEPUOAUYHOCTU, CPOKY 1 MECTY NOCTaBOK:

- KONMYecTBO NocTasnsiemoro o6opyaoBaHus (WT.);

- KOMMYEeCTBO NOCTaBMsieMbIX KOMMNSIEKTOB, BKNOYaoLWmxX B cebst 06opyaoBaHue, pacxogHble MaTepua-
nbl 1 conyTcTBYIOLee obopyaoBaHue.

5.16 Mopsigok caaun 1 npuemkn 06opyaoBaHUA:

- MopsAOK NPUEMKU-CAAYM OTAENbHBIX BUAOB U 3TanoB paborT;

- MopsAoK nepeaayn UCNONHUTENbHBIX JOKYMEHTOB;
obecneyeHune Haanexalmx ycnosui Ans nposeaeHuUs NnpueMKku-caaqum o6opyaoBaHms;
- Hanuuue NporpaMmmbl BepruUKaLMOHHBIX UCTbITAHWUIA U €€ BbINOMNHEHUe.

6 Tpe6oBaHuA K 0POPMNEHNIO TEXHUYECKOro 3afaHus
Ha BbICOKOTEXHONOIMM4YHoe nabopatopHoe o6opyaoBaHue

3akazunkodopmnseT T3 B COOTBETCTBUM C OOLIMMUN TPEBOBAHUAMU K TEKCTOBLIM JOKYMEHTaM, yCTaHOB-
nexHeiM FTOCT 2.105—95 «EaunHas cucteMa KOHCTPYKTOpCKo gokyMmeHTauun. O6Lwme TpeboBaHUs K TEKCTO-
BbIM JoKyMeHTaM». dopma usnoxenunsa T3 npusegeHa B MpunoxeHun A n MoxeT BbITb NpeAcTaBneHa Kak B
Tabnu4yHoi hopme, Tak U B TekcToBOM hopMaTe. CBeeHUs 0 cornacoBaHum nyteepxaeHun T3 pasmeliaotca
Ha TUTYNLHOM fncTe.
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Mpwunoxenne A
(pexomeHgyemoe)

MpumepHan dopma «TexHUUYECKOro 3agaHUsA Ha 3aKymnKy
BbICOKOTEXHOOIMYHOro naéoparopHoro o6opyaoBaHua»

«YTBepXaaw»
PykoBoguTenb opraHusaumm

« » 201_r.

TexHn4yecKkoe 3afaHmne Ha 3aKynKy
BbICOKOTEXHOIOrM4YHOro nabopartopHoro o6opyaoBaHus

TpebosaHus, npeabsBnaeMble
Ne HaumeHoBaHune pasaenoB TeXHUYeCcKoro 3agaHus
K 33naHuio

1 HanmeHoBaHne o60pyaoBaHusi, ero HasHa4eHue 1 Lenu MCnosb3oBaHus!

2 Onucanue o6opyaoBaHus

3 TpeboBaHus K BpeMeHn HapaboTkm 06opyaoBaHUS HA MOMEHT 3aKyrnku

4 TpeboBaHus K NoCTaBLLMKYy 06OPYAOBaHUSA U €F0 OTBETCTBEHHOCTU

5 TpeboBaHne 0 HeOBXoANMOCTH 0becneveHnA B3aNMOAENCTBUA NOCTABNAEMOro
obopyaoBaHus ¢ 06opyaoBaHMEM, UCMONBb3YEMbIM 3aKA3UNKOM

6 TpeboBaHus kK paamepam obopyaoBaHus
TpeboBaHusi kK NpeanpoaaxHon noaroToeke 06opyaoBaHUst
TpeboBaHusi K pacxogam Ha 3Kkcnnyataumio 060pyaoBaHus, K NOCTaBKe pacxof-
HblIX maTepuanoe Aans obecneyennsi OYHKUMOHUPOBAHUSI WM 3KCMnyaTauum
o6opyaoBaHus

9 TpebGoBaHusi k ka4ecTBy 060pyaoBaHUsl, 6E30MaCHOCTM MEAULIMHCKOTO Nepco-
Hana v NauMeHTOB M 3almTe OKpYXaloLen cpegpbl

10 TpeGoOBaHUA K rapaHTUAHOMY U NOCTrapaHTURHOMY 0GCMNyXMBaHUIO

11 TpeboBaHusi o 06beMy rapaHTUiA KauecTBa ycnyr

12 TpebGoBaHuA K Nepegade 3aka3umky ¢ 060pyl0BaHUEM TEXHUYECKOW, COrnaco-
BaHHON paspeLumTensHON U MHOW AOKYMeHTaumum

13 Tpe6oBaHus K CONYTCTBYIOWEMY MOHTaXy NocTaBneHHoro ob6opyaoBaHus, nyc-
KOHanago4YHbIM 1 MHbIM paboTam

14 TpeGoBaHMA K NOArOTOBKE M MHCTPYKTaXY MEAMLMHCKOTO U TEXHUYECKOIO nep-
coHana 3akas4unka

15 TpeboBaHUs K BbIMOMHEHWIO CONYTCTBYIOWMUX paboT, Oka3aHMIo CONyTCTBYOLMX
ycnyr

16 TpeboBaHus K KONNM4YECTBY, NePUOANYHOCTU, CPOKY N MECTY NOCTaBOK

17 Mopsiaok caaymn n npvemky o6opynoBaHus

18 MpUnoXeHNs K TEXHNYECKOMY 3a3aHUI0

Mpumevwanunsn

1 Bce nonsio6sisatenbHel K3anonHeHuto. B cnyyae, ecnu 3akasynk He NpeabsiBrsieT KOHKPETHOro TpeboBanus, To B
COOTBETCTBYIOLLEM MOIe NpocTaBnseTcs 3anmcb «He npeabsensaeTca», «He TpebyeTcsi» unu ap. B 3aBUCUMOCTU OT KOH-
TeKkcTa.

10
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2 B cnyuae ecnu 3aka3suqnk ccoopmynupyet T3 HErpamoTHO, HEKOPPEKTHO UNN HEKOHKPETHO, BOSHNKAET BO3MOX-
HOCTb NpuobpeTenns 06opyaoBaHus (ToBapa, paboTbl UK YCNyrv), HEe OTBevalowWwero ero notpebHoctam. [laxe ecnu
06opyaoBaHne COBEPLIEHHO He YCTpaMBaeT 3aKasunka, HO NMpu 3ToMm cooTBeTcTByeT T3 3akasuunka, 3akoH Ne 94-03 He
JaeT HUKaKOW BO3MOXHOCTH OTKa3aTbCs OT 3aKIOYEHUS KOHTpaKTa.
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