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HAUMWOHANbHBIA CTAHOAPT POCCUMCKOW OSGEREPALUUMNU

MEOULUMWHCKUE U3JENUA and AQMArHOCTUKU UH BUTPO
YacTtb 5

ABTOMaTUUYECKUE aHANU3aToOPbl ANS onpeAeneHUs rasoB KpoBu, MeTabonuTos
M KUCTTOTHO-LIEMOYHOro COCTOSIHUA.
TexHuuyeckne Tpe6oBaHMA AN rocyAapCTBEHHbLIX 3aKynoK

In vitro diagnostics medical devices. Part 5. Automatic analyzers for blood gas, metabolite and acid-base balance
assessment. Technical requirements for public procurement

HNaTta BBepeHna — 2015—06—01

1 O6nacTb NpUMeHeHun

HacTtosiyuin ctaHgapT onvMcbiBaeT NpaBuia coCTaBNeHUA TEXHUYECKUX TpeBGoBaHUin NN TeXHUYEeCcKnX
3agaHnn (T3) Ana rocyaapCTBEHHbIX 3aKynokK BbICOKOTEXHOMOrMYHoro nabopatopHoro obopyaosaHust —
aBTOMaTUYECKUX aHanM3aTopoB AnNsl onpeaeneHns rasoB KpoBW, MeTabonnToB U KUCMOTHO-LLENOYHOrO
COCTOSIHWS! MH BUTPO B YCIOBUAX MEAUMLMHCKUX nabopaTopui.

Hactoqawuin ctaHaapT npeaHasHaveH Ana npuMeHeHnsa ynosTHOMOYEHHBIMU NLaMKU rocyaapCTBEHHbIX
3aKa34MKOB MPW COCTaBNEHNN TEXHNYECKNX TPeboBaHUIN B pamkax KOHKYPCHOW, ayKLMOHHOW U KOTUPOBOY-
HOW JOKYMeHTauWW pernaMmeHTUpoBaHHON ANA Lienen rocyAapCTBEHHbIX 3aKynokK aBToMaTUYeCKUX aHanusa-
TOPOB AN onpeaeneHns ra3oB KPOBU, METABONTMTOB N KUCIIOTHO-LLENOYHOTO COCTOSIHUS.

2 HopmaTuBHbIe CCbINKKN

B HacTosiLem cTangapTe NCMoNb3oBaHbl HOpMATUMBHBIE CChINIKM Ha criefyowme cTaHaapThl:

FOCT 18996—80 AHanusaTopbl BUOMOrMYECcKUX XUAKOCTEN MeguUUHCKUe. TepMnHbI 1 onpeaeneHnst

FOCT ISO 9000—2011 Cuctembl MeHekMeHTa kayecTBa. OCHOBHbIE NOMNOXEHUs1 U CroBapb

FOCT P 52905—2007 (MCO 15190:2003) Nabopatopun meauumHckune. TpeboBaHusi 6esonacHoCTU

rOCT P MCO 15189—2009 nabopaTtopum MeauuuMHckue. HacTHble TpeboBaHUs K Ka4ecTBY U KOMIe-
TeHLMN

MpumeyaHue— [Npy NONb30BAHUN HACTOSALLUM CTAHAAPTOM LienecoobpasHo NPOBEPUTL AEWCTBUE CCbINOY-
HbIX CTaHZAPTOB B MHOPMaLMOHHOW cucteme o6LLEero nonbL3oBaHusi — Ha oduumanbHoOM carTe degepanbHOro areHT-
CTBa NO TEXHUYECKOMY PErYNMPOBaAHUIO U METPONOMM B CETU VIHTEPHET MM MO €XerogHoMy MHOPMAaLMOHHOMY yKa3aTe-
no «HauvoHanbHble cTaHaapTbi», KOTOPbLIA ONY6GNMKOBaH MO COCTOSIHMIO HA 1 sIHBapsi TEKYLLEro roAa, v No BbIlyckam
eXemMeca4YHoro MHPOPMaLMOHHOIO ykasatens «HaumoHanbHble cTaHgapThi» 3a TeKywmn rog. Ecnv 3ameHeH cCbinoYHbIn
CTaH4apT, Ha KOTOPbIN AaHa HEAATUPOBAaHHAsI CCbIIKA, TO PEKOMEHAYETCS1 UCTIONb30BaTh ENCTBYIOLLYIO BEPCUIO STOTO
cTaHgapTa C y4eTOM BCeX BHECEHHbIX B JAHHYI0 BEPCUIO U3MeHeHW. Ecnmn 3ameHeH CebinoyHbIN CTaHapT, Ha KOTOPLIA Aa-
Ha AaTMpOBaHHas CCblka, TO PEKOMEHAYETCS UCMONb30BaTb BEPCUIC STOTO CTaHAApTa C YKa3aHHbIM BbilLE FOAOM yTBEp-
xaenust (NpuHsaTus). Ecnv nocne yTBepXXaeHUsi HACTOSILLETO CTaHAAPTAa B CCbIIOYHbINA CTAHAAPT, Ha KOTOPLIN AaHa AaTUpo-
BaHHas CCblNka, BHECEHO M3MEHEeHWe, 3aTparuBaiowee MonoxeHue, Ha KOTOPOe JaHa CCblIKa, TO 3TO MONOXeHne
pekoMeHayeTCsi NPUMEHSTh 6e3 yueTa JaHHOTO u3MeHeHus1. Ecnn cebinoyHbIv cTaHgapT OTMEHEH 6e3 3aMeHbl, TO NONoXe-
HUe, B KOTOPOM /1aHa CCbINKa Ha HEro, PEKOMeHAYeTCsl IPUMEHSITb B YacTW, He 3aTparvBaloLLeli 3Ty CCbirky.

U3spanve odmumansHoe
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3 TepMuHbI, onpeaerneHnNsa N COKpaleHus

B HacTosileM cTaHaapTe NpUMeHeHbl cneayioLlmne TepMUHBI C COOTBETCTBYOLLUMU onpeaeneHUsIMU:

3.1 aBTOMaTM4eCKUA aHanu3aTtop ANA onpeaesfieHUA rasoB KpoBU, MeTaGoONIUTOB U KUCNOT-
HO-LeNno4YHoro cocrosaHua: MpuGop, NO3BONSACLNA NPOBOANTL AHANUTUYECKUA 3Tan UCCnedoBaHUA C
MOMeHTa B3ATUA Npobbl LieNbHON KPoBU A0 NonyveHns pesynbTaTta uccrnegosaHus 6e3 BMellaTenbcTBa one-
paTtopa B paboTy npubopa.

3.2 aHanuTt: KomnoHeHT npobbl, ykazaHHbIA B Ha3BaHWW UCCeQyeMoro CBOMCTBa UM U3MepsieMoNn
BENMNYMHBI.

MpnmevaHusn
1 B KnuHu4eckol nabopaToOpHOWN ANarHOCTUKE aHanMThbl MOTYT UMETb Pa3fUyHbIf XapakTep:

a) U3nM4eckux CBONCTE;

6) XMMWUYECKNX SNeMEHTOB, MOHOB, HEOPraHWYeCKNX MOMEKYr;

B) OpraHWYeckux CTPYKTYP C Manon MONeKynsipHON Maccomn;

r) MakpOMOIeKyn C M3BECTHOW UNM NpMBNN3NTENbHO YCTaHOBIEHHOW CTPYKTYPOW 1 cneuundunyeckumn 6uonoru-
4YeCKMMW CBONCTBaMMU;

) KNEeToK, UX CTPYKTYPHbIX STEMEHTOB UMW KNETOYHbIX CUCTEM;

e) MUKpoopraHvamoB (6akTepuu, BUPYChI, a Takke rpubel 1 NapasutapHble opraHMamel pasamepom o 1 Mm), nx
CTPYKTYpbI ¥ CBOWCTB.
ApantnpoeaHo [[OCT P 52361, ctatbsa 17].

3.3 Guonorudeckuin Matepuan: Buonornyeckne XUOKOCTU, TKAHWU U SKCKPeThl YenoBseka [8].

MpumedvaHune —

BromaTepunansi 4enoseka NpeAcTaBnAloT co6OM CNOXHBIE CUCTEMbI CMECH Pa3INNYHBIX BEWECTB U KNETOK, ABNSIOLWMX-
€A KOMMOHEHTaMU, TO €CTb O4YEPUEHHbIMW YaCTAMU CUCTEMBI. B aHanuThke KOMMOHEHTbI CUCTEMbI NOAPA3AeNsIoT Ha
«aHanuTbl», KKOHKOMUTaHTbI» U «PacTBOPUTENW»; NOCNeaHNe ABa BNAS KOMNOHEHTOB 0603HA4aI0T KakK «MaTpuly».
MaTpuua oxeaTbiBaeT BCE KOMMOHEHTb! MaTepuarbHON CUCTEMbI, UCKIIOYan aHanuT.

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

3.4 6uonoruuveckue xupkoctu: >Xngkoctu opraHnaMa 4enoBeka U UX KOMIMOHEHTbI. KpOBb, MO4a,
JTMKBOD, J'II/IM(ba, CeKpeThl, CbiIBOPOTKA, Mna3mMa, Mo4va, nnesparibHad XUugkoCcTb, CIMloHa, aMHUOTU4eCcKas XXua-
KOCTb, 3AKYNAT 1 Ap.

3.5 Banupauua: lMoatsepxaeHWe NOCpeACTBOM MpeacTaBleHns 06 LeKTUBHBIX CBUAETENLCTB TOro,
yTo TpeboBaHus, NpeaHasHauYeHHble AN151 KOHKPETHOro UCMOMNb30BAHUA UITN NPUMEHEHUS, BbIMOMHEHDI.
[FTOCT ISO 9000—2011, nyHkT 3.8.5]

MpnmevyaHwusn
1 JloKyMEeHTUPOBaHHbIE UCTLITAHUS, 3aMUCU U 06 bSICHEHNS pe3yNbTaToB, HEO6X0AMMbIE ANS NOATBEPXKAEHWS TOTO,
YTO NMPOLIECC HEU3MEHHO [aeT pe3ynbTaT, B COOTBETCTBUM C ornpeAenieHHbIMY TpeGoBaHusiMu.

2 Banugauusi METOAMKM 3aKINIOYAETCS1 B CEpUM CCneaoBaHun ansi onpegeneHus 3eKTMBHOCTU U BOCNPOU3BO-
OVMOCTW MEeTOAAa MUCMbITAHWNA.

3.6 BTOpU4Has npobupka: Npobupka UK MHOI cocyf, B KOTOPLIA BHOcuTcs Nnpoba nocne Heobxoau-
MOl NpeaHanUTUYeckon o6paboTku.

3.7 BbICOKOTEXHOMOrM4yHoe naboparopHoe o6opynoBaHue: NMpubopbl, annapaTel, 060pyaoBaHue
ANna nNpoBeAeHUA KNMHUYecKUX nabopaTopHbIX UCCnefoBaHUA, HanpaBneHHbIX Ha OLEHKY COCTOSIHUS opra-
HU3Ma YernoBeka NpoM3BefeHHbIe C UCTIONb30BaHNEM COBPEMEHHBIX JOCTWXKEHUI B 06NacTy 3NeKTPOHUKMY,
nporpaMmMHoro obecneyeHus, pPOBOTOTEXHUKM U OPYIVX BBICOKOTEXHOMOrMYHBLIX 061acTen NPOMBILLIIEHHOCTH.

3.8 rasbl kpoBu: MazoobpaszHbie BelwecTBa, cogepkalpecs B nnasme U opMeHHbIX arieMeHTax Kpo-
BW B paCTBOPEHHOM UM XUMUYECKN CBA3AHHOM cocTosiHuU [10].

MpumeyaHue— BpaaHHOM OKyMeHTe paccMaTpyBaeTCs NapumanbHOe HanpsikeHne KUCNopoaa U ABYOKUCH
yrmepoaa B uenbHON KPOBU.

3.9 eauHuua BenuuuHbl: PUKCUPOBAHHOE 3HAUYEHNE BENUUUHBI, KOTOPOE NPUHATO 3a eAUHULLY AaH-
HOW BENUYMHBI U NPUMEHSETCH AN1S1 KONNYECTBEHHOMO BbIpaXeHUs1 OOHOPOAHLIX C HE BENUYNH [3].

3.10 usmepeHume: [Mpouecc (COBOKYMHOCTL onepaumin) sKCnepuMeHTanbHOro NoAyYeHUsa OgHOro Unu
6onee 3Ha4YeHUIA BeNUYUHBI [7].

2
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MpumevaHusn

1 OTanbl NpoBeaAeHUsi U3MepeHUs OT Nosy4yeHusi Npobbl, Npeobpa3oBaHus aHanuTa B opMy yao6Hyio ans namepe-
HWUA, NONYYEHUsI BENWUYWH B CpeACcTBe u3amepeHust u o6paboTkm nornyyeHHbIX pe3ynbTaToB SBMSIIOTCS YacTsMMU npouecca
n3mepeHnusi. B pesynbtate npouecca namepeHust MoryT 6biTb NONyYeHbl KONMYECTBEHHbIE UMW KaYeCTBEHHbIE JaHHbIe,
npeAcTaBnsiloWme 3Ha4YMMYI0 AN AMarHoCTUKM uHdopmaumio.

2 KauecTBeHHble AaHHble — pe3ynbTaT, NONyYeHHbIN AUXOTOMUYECKMM AEeNEeHNEM MO KAKOMY-TO NPU3HaKy.

Mpumep — [LaxHbie uMmyHOepmenmHozo aHanu3a (MPA) Ha Hanudue uHUYUpPOBaHHOCMU NayueHma
onpedensemcsi No Npu3HaKy onmu4eckol nnomrocmu (OF1) npo6bi 6onbwe unu meHswe O kKpumuveckozo 8
OaHHOU cucmeme.

3 K uamepeHuio He OTHOCATCH BU3yarnbHOE UccrnegoBaHue CBOMCTB, HaNnpuMep, uBeTta.

4 CDe,qepaanble OpraHbl WUCNONHUTENLHON BNnactun, oCylecTBnsiowmne HopMmatTMuBHO-NpasBoBoe perynupoeaHne B
obnacTtax AeaTenbHOCTH (3APaBOOXPaHEHUST), ONPedensiioT U3MepeHusl, OTHOCSILMECS K cdhepe rocyaapCcTBEHHOrO pery-
nupoeaHusi o6ecneveHns eauHCTBa U3MepPeHUI, U yCTaHaBNUBAalOT K HUM 06s13aTenbHble MeTpornornyeckue tpeGoeanus,
B TOM YncCne nokasatenu TOUHOCTU namepeHui. [3]

3.11 uHTerpauua oGopypoBaHUs: NPOLECC TEXHUYECKOro O6beUHEeHUs1 BbICOKOTEXHOMOMMYHOro
nabopaTtopHoro o6opyaoBaHUsl NOCPEACTBOM KakK KOHCTPYKTMBHOTO pelleHUst MpousBOAUTENNA, Tak U ¢
MCNoNb30BaHMeM AONOMHUTENbHBLIX YCTPOUCTB Ha Gase MeguUMHCKOW NabopaTtopun ¢ aBTOMAaTUYeCKUM
nepemeLleHnem npob.

MpwumedaHn e — NHTerpauma o6opyaoBaHMs NO3BOMSIET CO3AaBaTb €ANHYI0 NPON3BOACTBEHHYIO NUHUIO KNK-
HUKO-AMarHocTU4eckol nabopatopum, NPoeKTpyeMyo MHAMBUAYarbHO C y4eTOM MOLWHOCTH naGopaTtopun, BUAOB Uccne-
AOBaHWI, BbIGPaHHOTO TEXHONMOIMYECKOrO pelleHusl, a Takke pa3MepoB U paccTaHoeku naGopaTtopHoro o6opyaoBaHus.
[Mocobue k MICH 4.12-97. NeuebHo-npodmnaktnueckne yupexaenusi. Pasgen lll. Beinyck 4. flnarHoctuyeckue otaene-
Hus: KnuHuko-auarHocTmyeckme naboparopuuw. MNMaranoroaHatomuyeckne otaenenus. biopo (otaenennn) cynebHo-mean-
LUMHCKOW aKCnepTuabl].

3.12 meTabonuTtbl: 37O NPOAYKTHI: UCXOAHbIE, MPOMEXKYTOYHbIE U BbIBOAUMbIE U3 OpraHu3ma YenoBe-
Ka, yyacTByloline B oOMeHe BellecTB.

3.13 meTop: OO6Liee onvcaHue NOrMYECKon nocneaoBaTenbHOCTU onepaLuii Npu NpoBeaeHNUA Uccne-
A0BaHUIA, U3MepeHNiA ANa ANarHOCTUKA UH BUTPO.

3.14 meToguka usMepeHui: [letanbHoe onucaHve U3MepeHnid B COOTBETCTBMM ¢ OQHUM unn 6onee
MeToaoM.

MpumevaHwus:

1 MeToauky usmepeHuin obbIYHO ONUCLIBAIOT 4OCTAaTOYHO NOAPOOHO U NPpeACTaBNSAIOT B BUAE AOKYMEHTA (MHCTPYK-
LuK) NO3BONSAIOLWEN NONb30BATENIO BLIMONHUTL U3MEPEHUE.

2 MeToguka namepeHns MOXeT BKITloUaTb MHpopMaumio 0 HeonpeaeneHHOCTU U3MEPEHUIA.

3 B psige cnyyaeB meToguka uamepeHuii NponMcaHHas B UHCTPYKUUSIX AN NONb30BaTENsi MOXET pacCMaTpuBaTbCs
Kak cTaHdapTHas onepauuoHHasi npouegypa (SOP).

3.15 nepBuyHasa npobupka: MNpobupka Unu UHON cocyA, B KOTOPLIA Noctynaet Guomarepuan Henoc-
pedcTBEHHO OT NauuneHTa.

3.16 npobGa: [ocTtaTouHoe KoNuuecTBo BUonormyeckoro Matepuana, B3aToro y yenoseka ans nabo-
paTopHOro UccnefoBaHus.

3.17 cpepcTBO U3MepeHUn: TexHUYeckoe yCTPOMCTBO, UCMONb3yeMOe ANA BLIMOMHEHUSA U3MEPEHUNA,
B TOM 4ucie, B cOMeTaHUM ¢ OAHAM UM HECKOMNBbKUMW AOMOSTHUTENBbHBIMA YCTPOUCTBaMN. [6]

MpnmevyaHusn

1 TexHnyeckoe cpeACTBO, NpefHasHa4YeHHOE AN M3MEPEHUIA, MMEIoWee HOPMUPOBaHHbIE METPOonorndeckue
XapakKTepUCTUKW, BOCTIPOU3BOASILLEE U (UMW) XpaHsilee eanHULLY dU3NYECKON BENUYMHBI, pa3Mep KOTOPON NPUHUMAIOT
Hen3meHHbIM (B NpeAenax ycTaHOBNEHHON NOrpeLHOCTH) B TEHEHNE U3BECTHOIO MHTEPBANa BPEMEHM.,

2 lNpuBeaeHHoe onpeAeneHne BCKPLIBAET CyTb CPeACTBA M3MEPEHUN, 3aKNI0HAIOWYIOCS, BO-NEPBbIX, B <YMEHUU»
XpaHuTb (U1 BOCMPOW3BOANTL) eAUHULY PUM3NYECKON BENUYUHBI; BO-BTOPbIX, B HEM3MEHHOCTW pa3mepa XpaHUMOWn eau-
HUL B DTH BaxkHeWLwme hakTopbl M 00yCNoBNMBalOT BO3MOXHOCT BbINONHEHUS U3MEPEHUS (CONOCTaBNEHNE CeanHULIEN ),
T. €. «AenaloT» TeXHUYECKoe CpeACTBO CPeACTBOM uaMmepeHuit. Ecnu pasmep eanHnubl B npouecce U3MepeHni nameHsieT-
cs16onee, Yem yCTaHOBNIEHO HOPMaMM, TAKUM CPEACTBOM HElNb351 MONY4YUTh pe3ynbTar ¢ TpebyemMon TOUHOCTbI0. ITO 03Ha-
YaeT, YTO U3MepPSITb MOXHO NULLIL TOrAA, KOrga TeXHUYeckoe CPpeAcTBO, NpeaHa3HaYeHHoe Ans 3TON Lenu, MOXeT XpaHuTb
€[IMHULYY, I0CTAaTOYHO HEU3MEHHYIO MO pa3mepy (BO BpEMEHN).

3 lpv oueHMBaHWM BENWYMH MO YCMOBHBIM LUKaNaM LUKarnbl BLICTYNAKOT Kak 6bl «CPEACTBOM U3MEPEHUIA» 3TUX BENW-
yuH. [9]
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3.18 TexHU4YeCKue CUCTEMbI M YCTPOUCTBA C U3MepUTenbHbIMU PYHKLUUAMKU: TexHuveckue cucre-
Mbl U YCTPOUCTBA, KOTOpble Hapsifly ¢ UX OCHOBHbLIMU (PYHKLIMSIMA BBIMOSHAIOT N3MepuUTenbHble byHKLUN.

MpumevaHusn

1 K TexHumyeckum cucteMam n yCTpOMCTBaM C UamepuTernbHON yHKLMENR OTHOCMTCSI BbICOKOTEXHONMOrMYHoe nabo-
paTtopHoe 060pyaoBaHue, BKNiovaiuiee B cebs Hanbonee NonHbIN npouece namepeHns. [laHHbie, nony4YeHHbIe BO BPEMS
aTana M3mepeHua Ha BbICOKOTEXHONMOrMYHOM nabopaTtopHoM obopyaoBaHvm, UCnonb3yloTcs Ansi npeobGpasoBaHusi B
KaQ4YeCTBEHHbIE NN KONIMYECTBEHHbIE AAHHbIE C MOMOLWLbIO BCTPOEHHOrO 060pyA0BaHNA U NPOrpamMmmHOro obecneyveHus.
HaHHble uamepeHunst He SIBNSI0TCS NPSAMbIMU, Y NPU NOATBEPXXAESHMM COOTBETCTBUS (B BUAE permcrpauum nnm ceptmdmka-
uMmn) gaHHoro o6opyaoBaHus NPOBOANTCH NOATBEPXAEHUe (aTTecTaumns) MeETOAUKA 3MEPEHNS.

2 Ob6sizaTenbHble TPebOBaHUA K TEXHUHECKUM CUCTEMAaM M YCTPOMCTBaM C U3MepUTENbHbIMU DYHKUMSAMU, a TaKkKe
POPMbI OLIEHKM UX COOTBETCTBUSI YKa3aHHbIM TpeboBaHMAM yCTaHaBNMBAIOTCA 3akoHoAaTenbcTBom Poccuiickon epepa-
LUK O TEXHUYECKOM PerynupoBaHum. [2]

3 B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOAATENBCTBOM OTBETCTBEHHOCTbL Ha BCEX aTanax obpalleHns BbICOKOTeX-
HOMNOMMYHOTO NabopaTOPHOro 060PYAOBaHNS HA PbIHKE HECET NPOU3BOANTENB UITU €70 aBTOPU3OBAHHbIN NpeACTaBUTENb.

4 Tpeb6oBaHMA K COCTABMEHUIO TeXHUYECKUX 3aAaHUN AN NPOBeAEHUA
rocyaapcTBeHHbIX 3aKynoK

TexHuyeckne TpeboBaHUSA JOMKHbI:

- coaepXKaTb XapaKTepUCTUKA BbICOKOTEXHONOMMYHOro nabopatopHoro obopyAoBaHUs C TOUKM 3peHust
ero npegnonaraemoro UCnofb30BaHUsA KOHEeYHbIM NoTpebuTenem;

- He ObITb N3ObLITOYHBIMN;

- He NCKNoYaTb KOHKYPEHLIMIO NPKW 3aKyrnKe BbICOKOTEXHOMOMMYHOro naboparopHoro ob6opyaoBaHusi;

- obecrneyvmBaTb BOIMOXHOCTb LUMPOKOro BbIbOpa C TOUKU 3peHUs! LieHbl U KauecTBa ToBapa.

TexHu4yeckue 3agaHus 45 rocyaapCcTBEHHbIX 3aKy MoK pa3pabaTbiBaloTcsl 3aKka3unkom ¢ yuetom Tpebo-
BaHWI 3akoHO4aTeNbCTBA O pasMeLLieHMU rocyaapCcTBeHHbIX 3aKkasoB [1], aHTUMOHOMONLHOro 3akoHoAaTe Nb-
CTBa U 3aKoHOoJdaTeNbCTBa O TEXHUYECKOM perynmposaHum [2].

4.1 HaumeHoBaHMe o6GopyaoBaHMUA, ero Ha3HavYeHUe U LieNyu UCNonb30BaHuA

TpeGoBaHMe KOHKPEeTU3NPYETCA rOCYAapCTBEHHBIM 3aKas4MKOM UCX0As U3 HasHaYeHUsa 06opyaoBaHus
1 nNpeanonaraemoi cgepbl ero MeAULMHCKOTO NPUMEHEHU.

4.2 OnucaHue o6opyaoBaHus

KaxgbliA noganyHKT AaHHOro NyHKTa OO/MKeH HyMepoBaTbCcsl U coaepxaTb HeobXoaumblil nepeveHb
bYHKLMOHAMbHBIX 1 TEXHUYECKUX XapaKTepUCTUK, NOTPebUTENbCKUX CBONCTB, KOMNNEKTauun, KoNM4YecTBeH-
Hble, KaYeCTBEeHHbIE 1 UHblE NoKasaTenu, HeobxoauMble 3aKa3vuKy (KOHEYHOMY NONb30BaTENHo).

TouHble 1 YeTkMe TexHUYeckue TpeboBaHWUA ABMAOTCA NPeAnoChIIKOW K TOMY, YToBbl NOCTaBLMK MO
3anpocy 3akazduka npedcTaBun peanbHble U KOHKYPEHTOCMOCOBHbIE TEXHUYECKUE U TEXHUKO-KOMMepYecKue
npeanoxeHns 6e3 3Ha4YUTENbHbLIX OrOBOPOK, OTKMOHEHUI Unmn A0NOAHUTENbHBIX YCNOBUIA.

TexHuyeckne TpeboBaHUsA Ha nocTasky ob6opyaoBaHUsA BLINOMHSAIOTCA pasfenbHo ANA Kaxaoro svaa
obopyaoBaHna 1 OOMKHBI BKNOYaTL B cebs:

- TeKCT TEXHUYECKMX TpeboBaHNi;

- Tabnuuy TEXHUYECKMX noKasaTenen.

B TekcT TexHU4eckux TpeboBaHWI BKNOHAOTCA OCHOBHBLIE XapakTepucTUKM nocTaBnseMoro obopyao-
BaHusA. CornacHo TexHuveckum TpeboBaHMAM, 3akynaemoe obopyaoBaHue U MaTepuansl, NpUMeHseMble B
3TOM 060pYyAOBaHWM, OOIKHBI ObITb HOBBIMW, HE UCMOMb30BaHHLIMU paHee, NpeacTaBnATL cO60 COBpeMeEH-
Hble Modenu, cosgaHHble € y4eTOM NocneaHUx A0CTUKEHUI B 061acTh KOHCTPYKUNA U MaTepuanos.

TexHuyeckne TpeboBaHNA 4OKHBI BbITb COCTaBMeHbl Takum o6pasoM, YToObl 06ecneunTb MakcuMarb-
HO LUMPOKYIO KOHKYPEHLIMIO U B TO e BpeMsi AaTb YeTkoe npeacTaBrieHne o Heobxoaumblx cTaHaapTax 6e3o-
NMacHOCTU U KayecTBa UCMOJIHEHUSA, MaTepuanax W aKcrnyaTauMOHHbLIX XapakTepucTukax 3akynaemoro
0bopyaoBaHnsa, TPaHCNOPTUPOBKE, YMaKOBKE U YCIOBUSIX XpaHeHUss 06opyaoBaHus.

Mpu cocTaBneHun TexHnyeckux TpeboBaHUin Heo6X0aUMO YUUTLIBaTL TO, YTO OHU HE AOSMKHBI UMETb
orpaHudnTenbHBIN XapakTep. CTaHaapTbl U TEXHUYeckue crneuundmrkaLmm, ykassiBaeMble B KOHKYPCHOW AOKY-
MEHTaLMK, AOMKHBI rapaHTMpOoBaTh COBNI0AEHNE OCHOBHBIX TEXHUYECKUX TPeboBaHUA U NpovuX TpeboBaHui
K 3aKynaeMomy o6opyaoBaHuio.

B TpeboBaHusAX AOMKHbI BbITh NPUBEAEHbI CBEAEHUS O KNMUMATUYECKOM UCNOMHEHUN U KaTeropusax pas-
MeweHust obopyaosaHus no FOCT, ctenenu 3awmTol no FOCT, ypoBHe BMOpauuu, wyma, KOMMNOHOBKE, pas-
MeLlleHUK 1 Nnowaakax obcnyxxusaHus obopyaoBaHua, Mmacce obopyaoBaHus, ero rabapurax (nnowaau ans

4



FOCT P 55991.5—2014

camoro npubopa) ¢ y4eTOM UMEIOLLMXCA Y 3aKka3umKa (KOHEYHOro NoMb3oBaTens) NoMeLeHUn 1 KOMMyHanb-
HbIX PECYPCOB, MOHTaXe, MMaHOBLIX U KanuTanbHbIX peMOHTax 06opyaoBaHUA, YCNOBUAM €ro CepBUCHOrO
obcnyxunsarHua. Mo BO3MOXHOCTU, B TEXHUYECKUX TPeBOoBaHNUAX yKa3blBalOTCA KOHKPETHbIE CTaHAapThl, Npu-
HATble B MexayHapoaHo npaktuke (TOCT P WUCO/M3K, TOCT WUCO/M3K), koTopbiM AOMKHO
COOTBETCTBOBaTL 3akynaemoe o6opyaosaHue, unu ctaHgaptel Poccun (FOCT P).

4.3 Tpe6oBaHuA kK BpeMeHn Hapa6oTku 06opyAoBaHUS HAa MOMEHT 3aKynKu

Yka3sbiBaeTcs, UTo oGopy,qosaHme OOIMKHO BbITb HOBLIM, paHee He UCNOoMb30oBaHHbIM, HE 3KCNNyaTupo-
BaBWUMCA U nMeTb onpeaeneHHoe BpemMsa HapaGOTKI/I (c yueTOoM Banuaauuu un KaﬂMﬁpOBKIA Ha npeanpus-
TUU-U3rOTOBUTENE N B NPOLECCe TEXHUHECKUX UCTIBITAHNA NPU perucTpauum MeguuuHCKoro M3,Elel'll'1$|) N BbITb
ncnpasHbIM.

4.4 Tpe6oBaHuA K NocTaBLWUKY 060pyA0BaHUA U €0 OTBETCTBEHHOCTHN

UcnonHuTenb AOMKeH UMeTb yCTaHOBMIEHHbIE 3aKoHOAaTEeNbCTBOM U HOPMaTUBHO-NPaBOBLIMW akTaMu
Poccuiickoit ®egepaunm AoKyMeHTbl, NOATBEPXKAAloWMe COOTBETCTBME OKa3biBaeMbIX ycnyr TpeboBaHUsM
AENCTBYIOLNX HOPMaTUBHO-NPaBOBLIX akToB Poccuiickon ®eaepauun. OTBETCTBEHHOCTL 3a CBOEBPEMEHHOE
npoaneHne TakMx AOKYMEHTOB Nnexut Ha McnonHutene. WcnonHuTenb npegoctaBnsieT 3akazunky KoMuu
OOKYMEHTOB, NOATBEPXAAOWMNX COOTBETCTBME OKa3sblBaeMbIX YCINyr TpeboBaHMsAM AeACTBYIOLMX HOPMaTUB-
HO-NpaBoBbIX akToB Poccuitckon deaepaumn.

4.5 Tpe6oBaHue 0 Heo6Xx0AUMOCTU OGecneYeHUsi B3aMumMoAeMCTBUA NOCTaBMsIeMOro
o6GopyaoBaHus ¢ o6opyaoBaHUeM, UCMONb3yeMbIM 3aKa3YuKoOM

MpKn HeoBXOOAUMOCTH, YKasblBaTCA BapuaHThl o6ecneyeHnss B3auMoAeNCTBUA MMeloLLerocs y 3akas-
yuka oBopyaoBaHus ¢ 3akynaembiM o6opynoBaHMem (BO3MOXHOCTb MOAKoYeHUs Kk naGopaTopHoi UHGop-
MaLOHHO cucTeMe, eduHbli NPOTOKON o6MeHa AaHHLIMK, NPOrpaMMHas COBMeCTUMOCTb U Mp.).

4.6 TpeboBaHUA K pasMepam ob6opyaoBaHUA

Tpe6oBaHus k pasmepam o60pyaoBaHNa hopMUPYIOTCA UCXOAS U3 UMEIOLIMXCA Y 3aKa3uMKa (KOHEUYHO-
ro nonb3oBaTensa) Nnowagen UM ¢ y4eToM UX PEeKOHCTPYKUMKU. PekoHCTpyKuMa MMetowmMxca nnowaaen
onpenenaeTcs sagaHueM Ha NPOoeKTUPOBaHWE, B 3aB/ICUMOCTM OT MOLLIHOCTM naBopaTopun, BUAOB Uccneno-
BaHMiA, BLIGPAaHHOTO TEXHOMOTMYECKOr0 PELLEHUs], a Takke pasMepoB U paccTaHOBkU NaGopaTopHoro o6opy-
JOBaHWs.

4.7 Tpeb6oBaHUA k NpegnpoAaXHOW NoAroToBke o6opyaoBaHUA

Tpe6oBaHUs Kk NpeanpofaxHo NoAroToBke 060pyAoBaHNA KOHKPETUSUPYIOTCS 3aKa34YMKOM.
MpeanpoaaxHas noaroToBka 06opyaOBaHUSA NPOBOAUTCSA Ha CKIlafge KOMNaHUM-NOCTaBLUMKa.

4.8 TpeGoBaHUs kK pacxofam Ha aKCNyaTauuio 060pyA0BaHuUsl, K NOCTaBKe PacXoAHbIX
mMaTepuanoB AnsA o6ecneyeHUA PYHKUMOHUPOBAHUA U IKCNyaTauuu o6opyaoBaHus

Mpu HeobxoaMMOCTH, YKa3biBAETCA YTO, HaNpUMep, pacxodbl Ha aKkchyaTauuo o6opyaoBaHUs B Tede-
HUe Mecsiua (KBapTana, nonyrogus, roaa v np.) He AorkHbI NpesbiwaTh 6onee 10 % cToumocTn 06opyaoBaHUA.

B aTom pasgene HeobxoQMMo NepevncnuTb pacxogHble MaTepuarbl, KOTOpble 3aKasvuuk HamepeH nosny-
4nTb BMecTe ¢ obopyaoBaHueM. TpeboBaHuA No Nepefave 3akasvyuKy CTapTOBOrO KOMMMEKTa PacXodHbIX
mMaTtepuanoB ANA NePBUYHON aKcnnyaTauun ToBapa B TedeHue TpebyemMoro cpoka KOHKPETU3UPYIOTCS Focy-
0AapCTBEHHBLIM 3aKa34NKOoM.

4.9 Tpe6oBaHuA k kauecTBY 060pyaoBaHusA, 6€30NaCHOCTU MeQULUHCKOTO NepcoHana u

3aluTe oKkpyxarllen cpeabl

TpeboBaHuA k kKavecTBY U Ge3onacHOCTM 060pPYAOBAHUSA U €ro NOTPEGUTENLCKUM CBOWCTBAM KOHKpPETU-
3UPYIOTCA rocyaapcTBEHHBIM 3aKa34YNKOM.

B cnyvae ecnu oT UCMONHUTENS B NpoLuecce BhINOMHEHUS KOHTpakTa TpeGyeTca oCyleCTBUTL CTPaxo-
BaHWe OTBETCTBEHHOCTU Nepes TPeTbUMU NMLAMK, UK €CIA MOCTaBKW U CONYTCTBYHOLWWME YCNYT CBA3aHbI C
BO3MOXHOW ONACHOCTbIO AN XKU3HU U 340POBbSI NMIOAEHA UMK 3KONOTMYEeCcKUM yuepGoM, B IaHHOM pasaene
[OMKHBI ObITb AaHBbI COOTBETCTBYIOLWME HeobXxoauMble TpeboBaHMsI.

4.10 Tpe6oBaHUA K rapaHTUAHOMY U NOCTrapaHTUUHOMY 0GCNYXKUBaHUIO

To4HO ykasblBaeTcA NPoACSHKUTENIbHOCTb rapaHTUMHOTO CPoKa U MECTO BhINOMHeHUs1 paboT No rapax-
TUItHOMY OGCNY)XMBaHUIO, YCTaHABNUBAEMOE MO YCMOTPEHUIO rOCY4apCTBEHHOTO 3aKasumka. MapaHTUHLIN
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CPOK He MOXeT 6biTb MeHbLLe rapaHTUAHOrO cpoka npoussoauTens (nsrotosutens). CnegyeT YETKO yKkasaTb
06s13aHHOCTU NoCcTaBLUMKa (MCMOSNTHUTENS, NOAPSAYNKa) B TeUeHe rapaHTUAHOro cpoka — 06s3aHHOCTM No
npounakTMyeckuM OCMOTPaM U MEpPONpPUSATUSIM, MO rapaHTUUHON 3aMeHe W PEeMOHTy AeTanen, no
npeaocTaBneHnio B Nofb3oBaHWe Ha BpeMsi peMoHTa aHanormyHoro Toeapa, no 3abopy 1 Bossparty Toapa
TPaHCMoOpTOM MOCTaBLUUKa U T. A.

CnepyeT Tacke yKasblBaTb MEPUOANYHOCTb TeXHUYeckoro obenyxusaHus. Mpu nposeaeHun o6enyxu-
BaHUs1 060pya0BaHUs AOMKHBI UCMONb30BaTbLCA UHCTPYMEHTDI, KOHTPONbHO-U3MepUTENbHbIe NPUBopsI, pac-
XOAHble MaTepuarbl, KOMMeKTyoWMe, 3anacHble YacTu, COOTBETCTBRYOLWME TpeboBaHUAM K TEXHUYECKOMY
o6Ccny>XnMBaHuI0 U PEMOHTY, NpeabsaBnsAeMbIM NpoussoauTenem obopyaoBaHus.

B paHHoM pasaene moryT 6biTb NpUBeAeHbl AaHHbIE O rapaHTUAHOM CPoke aKcnnyaTauuu o6opyaoBa-
HWS, rapaHTUHON HapaboTke (B Npegenax rapaHTURHONO CpoKa 3KchnyaTauun), rapaHTuM NpPaBUnNbHOCTU
BbIGOpa BcnomoraTenbHOro 060pyaoBaHUs KOMMNIIEKTHOM NOCTaBKA. 34eCh XXe MOXET NPUBOAUTLCA NepeyeHb
3anacHbIX yacTerd 1M npucrnocobneHnii Ha nepuog rapaHTUAHON akcnnyaTauuM obopyaoBaHUMA U Ha nepuoa
nocrne OKOHYaHUs ero rapaHTUAHON aKcnyaTauun.

4.11 TpeGoBaHuA No 06beMy rapaHTUil KayecTBa ycnyr

Tpe6oBaHUs K ka4yecTBY 060pPYAOBaHUS U ero NoTPe6UTENbCKUM CBOMCTBAM KOHKPETU3UPYIOTCA rocy-
[apCTBEHHbIM 3aKa34UKOM.

YkasblBalTCA MUHUMATLHO NpUeMsieMble A rocyAapcTBEHHOMO 3aKasumka Ui XKeCTKO YCTaHOBMEH-
Hble 06513aHHOCTU NOCTaBLUMKA B rapaHTUiHbIA Nepuoa.

4.12 TpeboBaHuA K Nnepepaye 3aKa3ymKy ¢ obopyaoBaHUeM TeEXHUUYECKOMN, COrnacoBaHHON
paspeluuTenLHON U UHOM AOKYMEHTaUuun

Tpe6oBaHus K Nnepeaaye rocyapCTBEHHOMY 3aKa3umnKy TEXHUYECKUX U UHBIX JOKYMEHTOB Npu NocTaBke
060pyaoBaHNs KOHKPETUSUPYIOTCA 3aKasuukoM. YKasblBalOTCA AOKYMEHTbl, COMpoBOXAalolme nocTaBKy
06opyaoBaHus, BbiMoNHeHWe paboT, okasaHue yCnyr, Hanpumep, YTo 3TW AOKYMEeHTbl 40MkKHbI GbITb Nepeaa-
Hbl Ha 3bIKe NPOU3BOANTENS C MEPEBOAOM Ha PYCCKMIA A3bIK.

4.13 TpeboBaHus K conyTCTBYIOLWEMY MOHTa)XY NOCTaBNeHHOro o6o0pyAoBaHusA,
nycKoHanafo4YHbIM U UHBIM paboTam

TpeGOBava K MOHTaXXy nocCTaB/iIeHHOro 06opy,qosaHv|$| N nyckoHanago4YHbIM paGOTaM Ha MecTte y
3aKas4vuka (KOHeLIHOFO I'IOJ'Ib3OBaTerI$I) KOHKPEeTU3UPYITCA rocyaapCTBEHHBbIM 3aKa34YUMKOM.

4.14 Tpe6GoBaHMA K NOArOoTOBKE U UHCTPYKTaXKy MEAULMHCKOro U TeXHMYECKOro nepcoHana
3aKasuuka

TpeGOBaHI/Iﬂ K MHCTPYKTaXy NOCTaBLWAKOM TeXHU4Yeckoro u MeauuMHCKOro nepcoHana 3akas4vuka B
OTHOLUEeHNN paGOTbI C nocTtaB/ieHHbIM oGopyuoaaHmeM KOHKPETUSUPYIOTCA roCyaapCTBEHHbIM 3aKa34ynKoM.

4.15 Tpe6oBaHUA K BLINOMHEHUIO CONYTCTBYIOLWMUX paboT, okazaHUIO CONYTCTBYIOWUX YCNyr

TpeboBaHus kK focTaBKe, pasrpyske, NpeaoCTaBNeHUIo UNMICTPaTMBHBIX MaTepuarnos, MOCTaBKkam KoM-
nnekTa pacxo4HbIX MaTepuarnos 1 ap.

4.16 Tpe6GoBaHUs K KONMYECTBY, NePUOAUYHOCTU, CPOKY U MECTY NOCTABOK

Cpoku (nepurogbl) NocTaBkM TOBApOB (ykasbiBaeTCA KOHKpeTHas KaneHaapHasa aata, unu MUHUManbHo
npuemMnemas Afis rocyapCTBEHHOrO 3aKasyuka AaTa nocTasku, Unv nepuopa (nepuofbl), B TeYeHWe KOToporo
(kOTOpbIX) AOMKHO BbITE MOCTaBNeHo 06opPyAOBaHUE, UMK CPOK C AaTbl 3aKIoYeHns AoroBopa (ynnaTtbl aBaH-
ca U MHOTO), B TeYEHMe KOTOPOTo A0SHKHA GbITh OCYLLECTBeHa NocTaBka, Uiu npunaraeTcsa rpadmk nepuo-
AWNYHOCTU NMOCTaBoK).

4.17 TMopsapok caaum u npueMku o6opyaoBaHus

Mopsgok caadn U NpUemKkn ToBapoBs KOHKPETUSUPYIOTCA roCyaapCTBEHHbIM 3aKa34yMKoMm.

YKasblBalOTCA MeponpuaThs no obecneyeHuto caadu M npueMKku OﬁOpynOBaHVIFl no Kaxgaomy stany
NnocTaBKK U B LESIoM, cogepKaHue oTY4eTHON, TEXHUYECKON U MHOW JOKYMeHTaLuMu, noanexawen opopmne-
HUKO 1 cOave No KaXXaomy sTany U B LenoMm (Tp66OBaHMe UCMbITAHUA, KOHTPOSIbHBLIX MYCKOB, NOANUCAHUA
aKTOB TeXHNYEeCKOro KOHTPOMA, MHBIX AOKYMEHTOB Npu caadve 060pyﬂOBaHMﬂ).
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5 TPE6OBaHMﬂ, BKNn4YaeMble B TeXHU4YeCKoe 3agaHue Ha aBToMmaTndeckKkue
aHann3aTopbl Ana onpeaerneHns ra3oB KpoBu, MeTabonuToB u
KUCNOTHO-LWENOYHOro COCTOAHUA ANA uenen rocyfaapCTBeHHbIX 3aKynokK

Mpu bopmupoBaHUM TEXHUYECKOTO 3adaHNs 4NN Lenei rocyaapCTBEHHbIX 3aKynoK K aBTOMaTUYECKUM
aHanusaTopaM 3akasvuk pykoBoacTeyeTcs HacTosimuM FOCTOM 1 B 3aBUCUMOCTU OT LieNeit, CTOAWMX nepea
MeauumMHcKon nabopaTopuen, Ucrnonb3yeT HeobxoamMble No3nLMK TeXHUYECKUX TpeboBaHuin 6e3 pernamen-
TauumM UX KoNn4yecTea.

OpHoBpeMeHHoe UCMoNb3oBaHNe B3aMMOUCKITIoYaloLWmx TpeboBaHUIn He aonycKkaeTcs.

5.1 HaumeHoBaHue oGopy,qOBava, ero HasHa4eHue U Lenu UCNnonb3oBaHUA

AHanusaTop rasoB KpoBM, KMCNOTHO-wWenouHoro coctosiHuA (KLWUC), anektponutoB, MeTabonuToB 1
KMUCropoaHore ctaTyca.

MpumMmeyaHune — MHbopmaumio 0 napameTpax KUCIOPOAHOIO CTaTyca U ypOBHE HapyLIeHWUs TPaHCNopTa K1c-
nopopaa K KrneTke AaeT KOOKCUMETPUsi — ONTUYecKkas TEXHOMOrUsl, OCHOBaHHasi Ha MeTozie abcopbLUMoHHOMN cnekTpodoTo-
METPVM U BKIIOUYEHHAsA TEXHONOIMYECKN B COBPEMEHHbBIE razoaHanm3artopbl.

5.2 3HauyuMble TeXHUYECKUe TpeﬁOBaHMﬂ K aHanu3atTopam And onpeneneHuAa ra3oB KpoBu,
MeTaboNUTOB U KUCNOTHO-LENOYHOIrO COCTOSHUS

5.2.1 Tpe6oBaHuA, 06ycnoBneHHblIe HanMyYuMeM y KOHEYHOro norb3oBaTeNns MaTtepuanbHbIX
pecypcoB 1 NoMeLleHUI, CBA3aHHble C pa3MelleHMeM aHanusaropa y nony4arens ¥ KOMMyHanbHbIMU
pecypcamu nony4atens

- TUMN UCTIONHEHWST aHanuaaTopa (CTauMoHapHbIA UM NepeHOCHON);

- MakcumarnbeHO AonycTuMble rabaputebl aHanuaaTopa (BblcoTa X AfIMHA X LWKpUHa (MM));

- MakcumarnbHas nnowaab nomelleHus, Heobxogumas Ans pernaMmeHTUMPOBaHHOW 3KcnnyaTauun aHa-
nusatopa;

- TpeboBaHua nNo aHeproobecneyeHnio, HeobxoaMMble ANS aKCNyaTauum aHanusaTopa (ctauuoHap-
HbIA X NEPEHOCHOM).

5.2.2 Tpe6oBaHUA kK NPOU3IBOAUTENBHOCTU

- TecToB B Yac Ans npob n Mukponpob;

- ONNTENbHOCTb OAHOrO LKA C Y4eTOM BPEMEHN U peXUMa KanubpoBoK.

5.2.3 Tpe6oBaHUA k YPOBHIO aBTOMaTU3aLUN TECTUPOBAHUS

- aBTOMaTNYeCcKas NPoMbIBKa XUAKOCTHOrO MOAYISA 1 U3MEPUTENbHON KaMepbl;

- aBTOMaTUyeckasi kannbposka N3MEPSIOLLMX 3MEKTPOAOB;

- aBTOMaTUYECKNIA KOHTPOSIb KavecTBa.

5.2.4 Tpe6oBaHUA k oNTUMU3ALUU NaGopaTopHOro NpoLecca Npu aKCNAyaTauuu o6opyaoBaHust

- NoAKMoYeHNa aHanu3aTopa K nabopaTopHoi MHPOPMAaLMOHHON CUCTEME;

- CKaHep LUTPUX-KOAOB NPOBUPOK (BCTPOEHHbBIW U BHELLHWIA);

- CKaHep LUTPUX-KOA0B peareHTOB (BCTPOEHHBIN UM BHELUHUN);

- MUHUMarnbHoe konnyecTeo obpasua, Heobxoaumoe ANs NpoBedeHUs U3MepPeHNs;

- TUNbl BUONOrMYECKUX XKNAKOCTEN, KOTOPLIE MOTYT UCCNEAO0BaTLCA Ha aHanmnsaTope;

- KonnyecTBo 06pasua, HeobxoanMoe Ansa onpeaeneHns KOHKPETHOrO aHanuTa Unu rpynnel aHanUToB.

5.2.5 TpeboBaHUA k cucTemam o6ecneveHUA NPaBUNbLHOCTU aHaNUTUYECKOro npouecca

- AeTeKumna crycTkoB B ob6pasue;

- KOHTponb cTabunbHOCTM paboTbl NamMnbl aHann3aTopa;

- KOHTPOSb OCHOBHbIX 6NOKOB aHanuaaTopa (MoAdynb 3abopa obpasua, X1AKOCTHON MoayIb, U3Mepy-
TernbHas kamepa, Ko-OKCUMeTp).

5.2.6 TpeGoBaHUA K KauecTBY pe3ynbLTaTOB UCCNEeA0BaHUI, NonyvyaemMbIX B npoLiecce aKkcnnya-
Tauum o6opyaoBaHus

PesynbTaThl 4OMKHbBI NepekpbiBaTh AManasoH napamMmeTpoB roMeocTasa.

5.2.7 Tpe6oBaHUA K NepeyH0 BUAOB UccnenoBaHUi, BbINOMHAEMbIX Ha 060pyAOBaHUMU

MapunansHoe HanpsxeHue Kucnopoaa (p0,), NapumansHoe HanpsbkeHue asyokucu yriepoaa (pCO,),
pH, K, Na, iCa, CI, Glu, Lac, ctHb, sO2, FHHb, FO,Hb, FCOHb, FMetHb, FHbF, kpeaTuHuH

B03MOXHOCTb NONy4YeHUs1 pacveTHbIX NapaMeTpoB.

5.3 Tpe6oBaHuA k BpeMeHU HapaboTkn 060pyAOBaHUSA Ha MOMEHT 3aKymMKu
Ha MomeHT noctaBki 0GopyaoBaHue IBNSETCA HOBbIM, He BLIBLIMM B SKCMyaTaLuu.
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BpeMﬂ HapaGOTKM Ana sannaaunn, KaJ'II/IGpOBKI/I Ha npeanpuAaATUN-U3roToBUTesne 1 B npouecce TexHu-
YeCKNX UCMBbITaHUIA MpU perucTpaumMm MegnuunHCKoro U3genust B Cpoke akcniyarauum He y4uThiBaeTCs.

5.4 Tpe6oBaHUsA K NOCTaBLUUKY 060PYyAOBaHUA M €ro OTBETCTBEHHOCTU

MocTaBLUMK OOMKEH UMETb YCTaHOBMEHHbIE 3aKoHOAATENIbCTBOM Y HOPMaTUBHO-MPaBOBLIMU akTamu
Poccuiickoin ®egepaummn QOKyMeHTbl, MOATBepKaatolme CoOTBeTCTBUE OKasbiBaeMbIX YCryr TpeboBaHWsAM
AeNCcTBYOLMX HOpMaTUBHO-NPaBOBbLIX akToB Poccuiickoin Peaepaumn. OTBETCTBEHHOCTL 32 CBOEBpPEMEHHOe
npoafieHne Taknx 4OKYMeHTOB NexuT Ha MocTaswuke. MocTaBwmnk npegocTasnset 3akaszunky Konmm AoKy-
MEHTOB, NOATBEPXKAAMLUUX COOTBETCTBME OKa3biBAaEMbIX yCnyr TpeboBaHuAM AeNCTBYOLIMX HOpMaTUB-
HO-MpaBoBbIX akToB Poccuinckon degepavinn.

5.5 Tpe6oBaHUue 0 He0o6X0AMMOCTU OGecneyYeHUs1 B3auMoAeNCcTBUSA NOCTaBNAEMOro
ob6opynoBaHusa ¢ o6opyaoBaHueM U MHPOPMaLMOHHBIMU CUCTEMAMU, UCNONb3YEeMbIMU
3aKa34yuKom

O6opyaoBaHne AOMKHO NogKtoYaThees K nabopaTopHon HMOPMaLMOHHON CUCTEME C UCTIONb30BaHU-
eM cTaHAapTHbIX NPOTOKOOB 06MeHa AaHHbIMM.

5.6 Tpe6GoBaHusa k paamepam o6opyaoBaHusA

[omkHbl ObITb YKkasaHbl;

- MUHUMaTsbHble TPe6oBaHMA K MOMELLEHNIO;

- MakcMmanbHO AONyCTUMblE pasmepbl 060pya0BaHMS, UCXOAA N3 UMEHOLLMXCS Y KOHEYHOTO NOMb30Ba-
Tens nnowagen nnm c y4eToM UX peKOHCTPYKLMN, obecnevnBaroLne 6esonacHocTb NnepcoHana npu pabote U
obcnyxmBaHn1, ¢ y4eToM AeNCTBYIOWMX HOPM AN MeaNUMHCKUX nabopaTopui.

5.7 Tpe6oBaHUA Kk NpeAnpoAaXHO NOAroTOBKe 0GopyaoBaHUA

YKkasaTb KOHKpeTHble TpeboBaHNA 3akasvuka no npeanpoaa)KHo NoAroToBKe aHanM3aTopos, Hanpu-
mep:

- Hanu4yne AencTByoLEro cepTudmkaTa cooTBEeTCTBUA Ha obopyaoBaHue;

- Hanu4Me pacxogHblX MaTepuanos, Heo6XoAMMbIX A48 BanuaaLl g, ycTaHOBKA aHanusaTopos 1 0byye-
HUA NepcoHana.

5.8 TpeboBaHus k kavecTBY 060pyaoBaHuMs, 6e30MacHOCTU MeQULMHCKOrO NepcoHana u sawuTe okpy-
Xatowen cpefbl:

- eXXegHeBHbIA KOHTPOmMb KayecTBa CTaHQAPTHLIMWU pacTBOpaMWu, CO3AaHHBIMW Ha OcHoBe paboThl
pedepeHTHON NabopaTopuu;

- BHELWHWI KOTPOnb KayecTsa No nporpamme @edeparibHol cucmeMbl 8HEWHel OUeHKU Kayecmea Kilu-
Hudeckux nabopamopHsbix uccnedosaruli (PCBOK);

- BO3MOXHOCTb BKMHOYEHUA B MEXAYHAPOAHYIO NPorpamMmmy KOHTPONS KavecTBa.

BesonacHOCTb MeAULUHCKOro NepcoHana npu akcnnyartauum aHannsaTopos AomkHa obecnevnsaTbes:

- KOHCTPYKUWEen aHann3aTopos, KOTOpble A0MKHbI BbITb 6e30MacHbl NPYU UCNONb30BaHUN OTAENBHO UMK
B COCTaBe KOMIMMEKCOB (CUCTEM) 1 YAOBNETBOPATL Tpe6oBaHUAM CTaHAapTOB U APYro HOPMAaTUBHO-TEXHU-
YeckoW [OKYMeHTauuu;

- KOHCTPYKUMEA N YCTPOWNCTBOM 3NEKTPOYCTAHOBOK ANA NUTAHUSI aHanM3aTopoB, KOTOpblE AOMKHBI
yaosneTtsopaTh «lpasunam ycTponcTBa 3n1ekTpoycTaHOBOK» W APYroA HOPMATUBHO-TEXHUYECKON AOKYMEH-
Tauuu;

- CUCTEMOI TEXHUYECKOro 0B6CnyXuMBaHUA N peMoHTa o6opyaoBaHus;

- MPUMEHEHWEM YCTaHOBMEHHBIX MEP 1 CPEACTB 3aluThI.

5.9 TpeboBaHus kK rapaHTUIHOMY W NOCTrapaHTUINHOMY OBCNY>XUBaHUIO:

- rapaHTUIHBIA CPOK Ha NocTaBnsaeMoe o6opyaoBaHne — He meHee 1 roaa;

- Hanmu4ue cepBUCHON CNyX0Obl, cepTUdULMPOBaHHON NpoM3BOAUTENIEM TOBapa, Ha TeppuTopun Pd;

- HanUuve cucTembl yaaneHHoro MOHUTOPUHra paboTbl aHanu3aTopa cepBUCHO crnyx6oii Npoussoau-
Tens obopygosaHus;

- Hamuuue cnyx6bl TEXHUYECKON NoAAePXKU NPOU3BOAUTENA aHanu3aTopa.

5.10 TpeboBaHusa K Nnepeaadve 3akasvnky ¢ obopyaoBaHMeM TEXHUYECKOW, COrNMacoBaHHOWM paspeLun-
TenbHON U NHOW AOKYMEHTaLun:

- Hanu4ue perncTpaLmoHHOro yaocToBepeHUA Ha NocTaBNseMble aHanu3aTophl;

- Hanuyue perucTpaLMoHHOro YaoCTOBEPEHUA Ha pacxoaHble MaTepuarsibl, Heo6xoaMMble Npu aKcnnya-
Tauuv aHann3aTopos;

8
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- HanMuue perncTpauUoHHOro YAOCTOBEPEHUA Ha pacXoHble MaTepuansl, Heobxoaumble Ans Uccre-
[0BaHusa aHanuTa Ha o6opyaoBaHuu;
- Hanuuue aKCnnyaTauMoHHOW JOKYMEeHTaUM Ha aHanMsaTop Ha pycckoM sI3bike.

5.11 Tpe6GoBaHUsA K CONYTCTBYIOLLEMY MOHTaXy NocTaBneHHoro o6opyaoBaHus,
NycKoHanago4HbIM U UHbIM paboTam

Bsog O60pyﬂ,0BaHV]ﬂ B 3KCcnnyatauuo oCyLLeCcTBIAETCA CepTI/ICbI/ILI,I/IpOBaHHbIMI/I cneunanncTamn.

5.12 Tpe6GoBaHUA K NOArOTOBKE U UHCTPYKTaXKy MeaAULUUHCKOro U TeXHM4eCcKoro nepcoHana
3aKa3duka

VlHCprKTa)K nepcoHana KoOHe4YHOro nonb3oBaTtens pa60Te Ha aHanusaTope C Bblgavyei COOTBETCTBYHO-
LLUMX AOKYMEHTOB.

5.13 Tpe6oBaHuUs K BbINONHEHUIO COMYTCTBYIOLMX paboT, oKasaHMI0 CONYTCTBYHOLWUX yCnyr

YKasaTb KOHKpeTHble TpeboBaHWs MO BbIMNOMHEHWUIO CONYTCTBYOLWMNX paboT, okasaHUo CoMyTCTBYHOLLMX
ycrnyr, eCnv OHW CBA3aHbl C MOCTaBKaMM aHarMsaTopos.

5.14 TpeboBaHWs K KONMYECTBY, NEPUOAUYHOCTA, CPOKY N MECTY NOCTaBOK:

- KOMMYECTBO NocTasnsemMoro o6opyaoBaHus (LWT.);

- KONMYEeCTBO NOCTaBMAEMbIX KOMMNIEKTOB, BKMOYatoLWKX B cebst obopyaoBaHune, pacxogHele Matepua-
nbl U conyTcTRYloLee o6opyaoBaHme.

5.15 Mopsagok caayn 1 npuemMkn obopyaoBaHusA:

- NOPSAOK NPUEMKN-CAAYN OTAENbHbIX BUAOB M 3Tanos paborT,;

- NOPSAOK Nepeaayn UCNONHUTENbHBIX AOKYMEHTOB;

- obecneveHne Hagnexallmnx yCroBuUin ANa NpoBedeHNa NprueMkn — caadmn obopyaosaHus;

- Hanu4ue nNporpamMmbl BepuduKaLMOHHBIX UCMbITAHWIA N ee BbINOMHEeHWe.

6 Tpeb6oBaHMA K 0OPMIEHUIO TEXHUYECKOrO 3af4aHUA Ha
BbICOKOTEXHONOrM4Hoe nabopartopHoe o6opynoBaHue

3akasuunk opopmnseT T3 B COOTBETCTBUM C O6LMMUN TpeBOBAHNAMM K TEKCTOBLIM AOKYMEHTaM, ycTa-
HosrieHHbIM [OCT 2.105—95 «EanHas cnuctema KOHCTPYKTOPCKON goKyMeHTauun. Obme TpeboBaHnA K Tek-
CTOBbIM AokyMeHTaM». dopma u3noxeHus T3 npuseaeHa B NpunoxkeHun A n moxeT ObiTb NpeAcTaBneHa Kak
B TabnuuHon popme, Tak 1 B TeKCTOBOM popmaTe. CBeaeHUs o cornacosaHnn 1 yteepxxaeHun T3 pasmelua-
HOTCH Ha TUTYSBHOM fnCTe.
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MpunoxeHne A
(pexomeHgyemoe)

MpumepHasa dopma «TeXHMYECKOro 3a4aHUA Ha 3aKymnKy BbICOKOTEXHOMOrMYHoro nabopaTtopHoro

ob6opyaoBaHUA»

«YTBepXaaw»
PykoBoauTene opraHusauum
/ /
« » 201__r.

TexHn4yeckoe 3agaHMe Ha 3aKYNKy BbICOKOT@XHOMOrMYHOro naéopatopHoro o6opyaoBaHms

TpebosaHus,
Ne HaumeHoBaHune pasnenos TeXHUYecKoro 3agaHus
npeabABNAEmMbIE K 3aaaHUI0

1 HavmeHoBaHne 06opyaoBaHuWs, ero Ha3Ha4YeHve U Lenu UCronb3oBaHusA
2 | Onmncanue obopygoBaHusi
3 | TpeboeaHus k BpeMeHn HapaboTku 0b6opyaACBaHMA HA MOMEHT 3aKynku
4 | TpeboBaHus kK nocTaBWwuky 060pyaOBaHNUs U ero OTBETCTBEHHOCTU
5 | TpebGoBaHve 0 HeoGxoauMocTu obGecrneyeHUs B3aumMoaencTBusl NOCTaBNsiemoro o6o-

pyaoBaHus ¢ ob6opyaoBaHMeM, UCMOMb3yeMbIM 3aKa34NKOM
6 | TpeboBanus k pasmepam obopyaoBaHUst

TpeboBaHus K NpeanpoAaXHOW NogroToeke 06opyaoBaHus

TpeboBaHusa K pacxogam Ha 3Kcrnnyataumio o6opyaoBaHus, K NOCTaBke PacxogHbIX

maTtepuanoe ans obecneyeHns HOyHKLUMOHMPOBAHUA U 3KcnnyaTaumun o6opyaoBaHus
9 | TpeboeaHus Kk ka4ecTBy obopyaoBaHusi, 6e30nNacHOCTN MeaULUMHCKOTO NepcoHana u

3awWwmTe OKpYKalolen cpeqbl
10 | TpeboBaHus K rapaHTMMHOMY W NOCTrapaHTUAHOMY OBCNy>KMBaHUIO
11 | TpeboBaHusi No 06beMy rapaHTUIA Ka4ecTBa ycnyr
12 | TpeboBaHus kK Nnepegaye 3akasumky ¢ 060pya0BaHMEM TEXHUUYECKOW, COrNacoBaHHOM

paspewmnTenbHOW M MHOW JOKyMEHTauum
13 | TpeboBaHus K COMYTCTBYIOLWEMY MOHTaXXy NOCTaBNEHHOro 060pyA0BaHUs, NMyCcKOHa-

NajoyHbIM U UHbIM paboTam
14 | TpeboBaHMs K NOATOTOBKE M MHCTPYKTAXY MEAULIMHCKOTO U TEXHMYECKOTo NepcoHana

3akasumka
15 | Tpe6oBaHusi K BLINOMHEHWIO CONYTCTBYIOLWMX pAbOoT, OKa3aHWIo COMyTCTBYIOLMX YCIyr
16 | TpeboBaHMs K KONUYECTBY, NEPUOANYHOCTU, CPOKY M MECTY NOCTaBOK
17 | Mopsinok coaym u npueMkyn o6opyaoBaHNS
18 | NpUNoXeHnsa K TEXHNYECKOMY 3aiaHUI0

MpumevaHnsn
1 Bce nonsi ob6si3aTentHbI K 3anonHeHnto. B cnyyae, ecnm 3akasumk He npeAbaBnsAeT KOHKPETHOro TpeboBaHus, To
B COOTBETCTBYIOLLEM NOre NpocTaensieTcs 3anuck «He npeabsBnsieTcs», «He TpebyeTca» nnu gp. — B 3aBUCUMOCTHM OT
KOHTEKCTA.

2 B cniyyae ecnu 3akasumk ccpopmynupyet T3 HErpamoTHO, HEKOPPEKTHO UMW HEKOHKPETHO BO3HUKAET BO3MOX-
HOCTb NpuobpeTeHusn ob6opyaoBaHusi (ToBapa, paboTel Unu ycryrv), He oTBevatowero ero notpebHoctam. [axe ecnm
o6opyaoBaHne COBEPLUEHHO He YCTPanBaeT 3akasumka, Ho Npu 3ToM cooTBeTcTBYeT T3 3akasumka, 3akoH Ne 94-93 ne
AaeT HUKaKOM BO3MOXHOCTM OTKa3aTbCsl OT 3aKMIOUEHUs] KOHTPaKTa.

PykosognTtens

CTPYKTYPHOrO noapasgerieHusi

OTBETCTBEHHbIN

CneumnanuncTbl:
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