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HALUVWOHA/NbHBLIN CTAHOAPT POCCUMNCKOMN OPELEPALMUMN

MEOVNUVHCKUWE N3OENNA ONA ANATHOCTUKNA IH BUTPO
YacTtb 5

ABTOMaTU4YECKNE aHaIM3aTopbl ANa onpeaesieHna ra3oB KpoBWU, MeTabonmToB
N KUCNOTHO-WEeN0OYHOro COCToAHNA.
TexHunyeckue Tpe6OBaHMﬂ ANA rocyaapCTBeHHbIX 3aKyrnokK

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

[ata BBefeHns — 2015—06—01

1 O6nacTb NpUMEHEHUA

HacToswuii ctTaH4apT onucbiBaeT NpaBuia COCTaB/IEHNS TEXHUYECKUX TPeOOBaHUIA NN TEXHUYECKNX
3agaHnii (T3) ANns rocyAapCTBEHHbIX 3aKyrnoK BbICOKOTEXHOMOTMYHOrO nabopaTtopHoro o6opyaoBaHns —
aBTOMaTMYeCKUX aHannsaTopoB ANA onpefefieHus rasoB KpoBM, MeTabo/UTOB U KMCMNOTHO-LEN0YHOro
COCTOSIHUSI MH BUTPO B YCMOBUAX MEAULUHCKUX NabopaTopuii.

HacTtosAwuii ctaHgapT npegHasHavyeH 4715 NPYUMEHeHUs yNOHOMOYEHHbIMU MLaMu1 rocy4apCTBEHHbIX
3aKa34MKOB MPU COCTABNEHUN TEXHNYECKNX TPeboBaHMI B pamMmKax KOHKYPCHOM, ayKUMOHHOW AN KOTUPOBOY-
HOli OKYMEHTaL MU pernamMmeHTMPOBaHHOM ANs Leneli rocyaapCTBEHHbIX 3aKynoK aBTOMAaTUUYeCKUX aHanusa-
TOPOB AN151 ONpefieNIeHNsi Ta30B KPOBMU, META60/IMTOB U KNC/TOTHO-LLETOYHOTO COCTOSTHUS.

2 HopmaTuBHbIE CCbINKN

B HacTosilem cTaHgapTe NCnosib30BaHbl HOPMaTUBHbIE CChIJIKU Ha creayloline ctaHaapTbl:

FOCT 18996—80 AHanu3aTopbl 6UOMOrMYECKNX XUAKOCTEN MeanLMHCK1e. TepMUHbI U onpeaeneHns

FOCT ISO 9000—2011 Cuctembl MeHegXMeHTa KadyectBa. OCHOBHbIE NOJSIOXEHUA U C/I0Bapb

FOCT P 52905—2007 (MCO 15190:2003) JlabopaTtopuun MeguuuHckue. TpeboBaHus 6e3onacHoCTH

FOCT P NCO 15189—2009 nabopaTtopun MeguunHckme. YacTHble TpeboBaHUA K Ka4eCcTBY U KoMMe-
TeHunm

NMpumevyaHue — Mpu NONb30BAHUN HACTOALMM CTaHAAPTOM Liesiecoo6pa3Ho NPOBEPUTL AEWCTBUE CCbIIOY-
HbIX CTaHAaPTOB B MH(DOPMALMOHHOI cucTeMe 06LLEero Nosib30BaHUs — Ha odmumanbHoM caiite defepancHOro areHT-
CTBa MO TEXHUUYECKOMY PEry/IMPOBAHUIO U METPOJIOTAN B CETU VIHTEPHET MU NO eXEerofHOMYy MH(OPMaLMOHHOMY yKasaTte-
N0 «HauvoHasibHble CTaHAAPTbI», KOTOPbIA OMy6/MKOBaH NO COCTOSIHUIO Ha 1 sHBaps Tekylero roga, U no Bbinyckam
€XEMECSUHOT0 MHOPMALMOHHOTO yKasaTens «HauuoHasibHble CTaHA4apThI* 3a TEKYLW WA rof. EC/M 3aMEHEH CCbINOYHBII
CTaHAapT, Ha KOTOpbIii AaHa HejaTupoBaHHas CCblfiKa, TO PEKOMEHAYeTCsl UCMO0/b30BaTh AeliCTBYIOLLYI0 Bepcuio 3Toro
CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AaHHY0 BEPCUI0 U3MEHEHWIi. EC/N 3aMEeHEH CCbINIOYHbIN CTaHAApPT, HA KOTOpbIV Aa-
Ha AaTMpOBaHHas CCblfka, TO PEKOMEHAYeTCs UCNO/b30BaTh BEPCUID 3TOr0 CTAHAAPTa C YKasaHHbIM Bbille rofoM yTBep-
XaeHus (MpuHATKS). ECnv nocne yTBEPXAEHUS HACTOSLLEro CTaHAapTa B CCbI/IOYHbIN CTAHAAPT, HA KOTOPLIV AaHa AaTupo-
BaHHasi CCblfika, BHECEHO W3MEHeHWe, 3aTparvBalollee MosoXeHue, Ha KOTOpoe AaHa CCbika, TO 3TO MOMOXEeHWe
pekoMeHAyeTCs NPUMEHNATL 6e3 ydeTa AaHHOro U3MeHeHUsl. EC/ CCbINIOYHbIA CTaHAapT OTMeHEH 6e3 3aMeHbl, TO NosIoXe-
HWe. B KOTOPOM [ @Ha CCbl/IKa Ha Hero, peKOMEeHAYeTCs NMPUMEHSATbL B YacTW, HE 3aTparnBaloLLeil 3Ty CCblky.

MN3paHne ouynanbHoe
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3 TepMuHbI, onpeaesieHnss U coKpaleHus

B HacTofAwem cTaHAapTe NpUMeEHeHbl cnefyrow e TepMUHbI C COOTBETCTBYIOLWMMY OnpesesieHNnAMU:

3.1 aBTOMaTM4yeckuii aHanusaTop AN onpegesieHUs rasoB KpPOBW, MeTabo/IMTOB U KUC/OT-
HO-LL,e/TIOYHOr0 COCTOSAHMA: MpuGop, NO3BOMSAKLWMIA NPOBOAMTL aHANIMTUYECKWIA 3Tan uccnefoBaHuii ¢
MOMEHTa B3ATWSA NPOo6bI LiesIbHOl KPOBM A0 NOMYyYeHUss pe3ynbTaTa uccrefoBaHns 6e3 BMellaTesibcTBa one-
patopa B paboTty npuéopa.

3.2 aHannT: KOMMOHEHT Npobbl, yKa3aHHbIi B HA3BaHUM UCCeAyeMOro CBOWCTBA UK M3MepsieMoli
BE/INUMHBI.

MpumeyaHus
1 B knuHM4Yeckoit nabopaTopHOil ANarHOCTUKE aHaIUTbl MOTYT UMETb PasfinyHbIi XapakTep:

a) hn3myecknx cBOMCTB;

6) XMMWYECKUX 3/1IEMEHTOB, NOHOB, HEOPTaHNYECKNX MONEKY;

B) OpraHMYecKux CTPYKTYp C Masioii MONeKynsipHOI Maccoii;

r) MakpOMOEKY/ C M3BECTHOWN nnn npuban3nTenbHO yCTaHOBNEHHON CTPYKTYpOIi U cneuuduyeckumm 6rnonoru-
YecKnmu cBolicTBaMu;

[1) KNeToK, X CTPYKTYPHbIX 3/IEMEHTOB U/IN KNETOUYHbIX CUCTEM;

€) MWKpoOopraHu3moB (GakTepuu, BUPYChl, a Takke rpubbl 1 napasutapHbie opraHn3Mbsl pasMepom Ao 1Mm), ux
CTPYKTYpbl 1 CBOWCTB.
ApantuposaHo (TOCT P 52361. ctatba 17].

3.3 6uonoruyeckuii matepuan: BUoMoOrMyeckne XuaKoCTH, TKaHW 1 IKCKpeTbl YenoBeka [8].

MpunmeuvaHne —

BruomaTepuansl YenoBeka NpeacTaBAsioT COO60W CMOXHbIE CUCTEMbI CMECU PA3/TINYHbIX BELLECTB U K1ETOK, ABNSOLLNX-
€A KOMMNOHEHTaMK, TO eCTb O4YepPUYEHHbIMU YacTAMWU CUCTEMbl. B aHanuTke KOMNOHEHTbI CMCTEMbI MOApPa3AensoT Ha
«aHaNnnTbl», «KOHKOMUTAHTbI» U «pacTBOPUTENU»: NOC/NeAHVNe [Ba BMAA KOMMOHEHTOB 0603HAYAlT KakK «MaTpuLly».
MaTpuua oxBaTbiBaeT BCE KOMMOHEHTbI MaTepuasibHON CUCTEMbI, UCK/TIOHYAs aHaNuT.

[FOCT P S3022-2—2008 YacTb 2, NyHKT 3.2]

3.4 6uonoruyeckne XKNAKOCTU: XXNOKOCTU opraHnsma 4yesioBeka M UX KOMMOHEHTbI; KPOBb, MOYa,
NNKBOP, ,I'II/IMCba, CeKpeTbl, CbIBOPOTKa, njasmMa, Mo4da, nnespasibHada XMAKOCTb, C/1lOHA, aMHUOTUYECKaa Xua-
KOCTb. 34KYyNnAT U gp.

3.5 Banupauusa: lMoaTBepxaeHue nocpeacTBOM NpeAcTaB/eHns 06bEeKTUBHBIX CBUAETENbCTB TOr0,
4yTo TpeboBaHUs, NpefHa3HaAYeHHbIE A1 KOHKPETHOTO UCMO/b30BAHUS UM NPUMEHEHUS, BbINOTHEHBI.
[FTOCT ISO 9000—2011, nyHkT 3.8.5]

MpumevyaHus

1 [loKyMeHTMPOBAHHbIE UCMbITAHWUS, 3aNUCU N 06 BbSICHEHUSI PE3YNbTATOB, HEO6X0ANUMBIE A/ NOATBEPXKAEHUS TOTO,
4YTO NpoLecc HEM3MEHHO faeT pe3ynbTaTt, B COOTBETCTBUMU C ONpeAeseHHbIMU TpeGoBaHUSAMU.

2 Banupauus MeTOAMKM 3aKN04aeTcs 8 cepun uccnefoBaHuii Ans onpegeneHus apdeKkTUBHOCTU N BOCNPOU3BO-
AWMOCTU MeTofa UCNbITaHWiA.

3.6 BTOpu4YHas npobupka: Mpobupka nnm NHOW cocys, B KOTOPLIA BHOCMTCA Npoba nocne Heobxoau-
MOV NpeaHanMTu4eckoih o6paboTku.

3.7 BbICOKOTEXHOJ/IOTMYHOE NnabopaTopHoe obopyaoBaHue: [Mpubopsl, annapatbl, 060pyaoBaHne
ANS NPOBefEeHUs KIMHNYECKNX N1abopaToOpHbIX MCCNEef0BaHUA, HanpaBieHHbIX HA OLLEHKY COCTOSIHWUA opra-
HM3Ma YyesioBeKa NpPou3BefeHHbIe C NCMOMb30BAaHUEM COBPEMEHHbIX JOCTMXEHU B 061aCT 3M1EKTPOHUKM,
nporpamMmmMHoro obecneyeHnsi, PO60TOTEXHUKM U APYTMX BbICOKOTEXHOTOTMYHbIX 06/1aCcTeil NPOMBbILLIEHHOCTW.

3.8 rasbl kpoBu: [a3006pa3Hble BeLeCcTBa, cogepxalymecs B niasMe N pOPMEHHbIX 3/IeMeHTax Kpo-
BM B paCTBOPEHHOM WM XUMUYECKM CBA3AHHOM COCTOsiHUM [10].

n punmevyaHne — B AAaHHOM OOKYMEHTEe pacCcMaTpuBaeTCca napunasibHoe HanpaxeHue Kucnaopoga n AByOKNCHU

yrnepoga B LeflbHON KpoBH.

3.9 eavHMUA BeNNUYUHBI: PUKCUPOBAHHOE 3HAYEHWE BENNYMHbI, KOTOPOE NPUHATO 3a eAUHULY faH-
HOWi BENNYMHBI 1 NPUMEHSIETCS ANA KONMMUYECTBEHHOIO BbIPAXXEHUSI OAHOPOAHbIX C Hell BenunyuH [3].

3.10 n3mepeHue: [lpouecc (COBOKYNMHOCTb onepauuii) akcnepyuMeHTabHOro MoJsly4YeHss O4HOT0 Un
60/1ee 3HaYeHUn BeNnUnHbI [7].

2
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MpumevaHuns

1 3Tanbl NpoBeAEHNS N3MEPEHNS OT NOyYeHMa NPo6bl, Npeobpa3oBaHma aHanTa BopmMy yao6HY0 Ana usmepe-
HUA. NONyYeHNs BE/MYUH B CPELCTBE U3MepeHns 1 06paboTkn NOMyYeHHbIX pe3yibTaToB SABAAIOTCA YacTAMK npouecca
n3mepeHus. B pesynbtaTte npouecca U3MepeHuss MOryT ObiTb MOSyYEHbl KO/IMYECTBEHHbIE WM KAYeCTBEHHbIE [aHHble,
npeAcTaBnsioWme 3HauMMyo 418 4UarHocTUKN MHGopMaumio.

2 KayeCTBeHHble flaHHble — pe3yNbTaT, NoJsyUYeHHbIli AUXOTOMUYECKUM AefleHNeM Mo KakoMy-TO MpU3HaKy.

Mpumep — [faHHble UMMYyHOepMeHTHoeo aHanmsda (UPA) Ha Hannune MHULMPOBAHHOCT M NayneHTa
onpegenseTca No Npu3Haky onTuyeckoih nnoTHocTwH (OM) npobbl 6onblie nnu MmeHblwe Of KPUTUUYECKOTO B
LaHHOW cucTeme.

3 K M3MepeHuWio He OTHOCATCS BU3yaslbHOE UCCNefoBaHne CBOWCTB, Hanpumep, LBeTa.

4 depepasibHble OpraHbl UCMOIHUTE/LHOV BMACTU, OCYLLECTB/ISIOWME HOPMATUBHO-NPABOBOE PEry/IMPOBaHNE B
061aCTAX feATeNbHOCTY (34paBOOXPaHeHus), ONpeaensiioT N3MepeHus, 0THOCsLWMeCs K chepe rocyjapcTBEHHOTO pery-
INPOBaHNs 06ecrneyYeHns efUHCTBA U3MEPEHNIA, U YCTaHAB/IMBAKOT K HUM 0653aTe/IbHbIe METPOJIOTMYEeCckme TPe60BaHNs,
B TOM 4KC/le nokasaTenn TOUHOCTU u3mepeHuii. (3)

3.11 uwHTerpaumsa ob6opyAoBaHUsA: NPOLECC TEXHNYECKOro O06beAVHEHWS BbICOKOTEXHOMOTMYHOro
nabopatopHoro o60pyAoOBaHNS NOCPeACTBOM KaK KOHCTPYKTMBHOTO pelleHus Npou3BoAavTens, Tak W ¢
MCMONb30BaHNEM [AOMNOJIHUTENbHbBIX YCTPOWCTB Ha 6ase MeAWLMHCKOW nabopatopuv C aBTOMaTUYECKUM
nepemelleHmem npoob.

MpumeuyaHue — NHTerpauus 060pyAoBaHUs NO3BOMSIET CO3AaBaTb efMHY0 NMPON3BOACTBEHHYIO IMHWIO KN~
HUKO-4MarHOCTMUYECKOM nabopaTopuu, NPOEKTUPYEMYI0 UHAUBUAYANLHO C Y4ETOM MOLLHOCTY naboparopum, BUAOB Ucce-
[0BaHUi, BbIGPAHHOTO TEXHOMIOTMYECKOTO PELUeHUsl, a TakkKe pasMepoB W PacCTaHOBKW N1a6opaTOPHOro 06opyA0BaHUs.
(Moco6ue kK MICH 4.12-97. NledeGHo-npodhunakTuueckue yupexgenus. Pasgen lll. Boinyck 4. JuarHocTudeckue otgene-
HWs: KNUMHUKO-AnarHoctudeckme naéoparopum. NartasoroaHatoMuyeckue oTaeneHus. Bopo (otaenexus) cyne6Ho-mMeam-
LIMHCKO 3KCnepTu3bl).

3.12 meTabonuTbl: 3TO NPOAYKTbI: UCXOLHbIE, MPOMEXYTOYHbIE 1 BbIBOAVMbIE U3 OpraHu3ma yenose-
Ka, yyacTByloLwime B o6MeHe BelLecTB.

3.13 meTop: Obulee onucaHne NorMyeckoin nocnefosaTelbHOCTY OnepaLluii Npu NpoBefeHnn nccne-
[OBaHWiA, N3MepeHuin ANa AUarHoCTUKWA UH BUTPO.

3.14 meToaMKa U3MepeHWit: [eTanbHoe onucaHue N3MepeHuii B COOTBETCTBUM C OAHUM Wnun 6onee
MeToL0M.

Mpumeuvanunsna:

1 MeToAnKy naMepeHuii 06bI4HO ONUCHIBAIOT 4OCTATOYHO NOAPOGHO M NPeACTaBAAIOT B BUAE AOKYMeHTa (MIHCTPYK-
L1Kn) No3BoNsoLLE/ NOMb30BATENO BbINOMHUTL U3MEPEHME.

2 MeToauka N3MepeHus MOXeT BK/o4YaTb MHOpMaLMI0 O HeonpeeneHHOCTU N3MEePEHWA.

3 Bpsage cnyyaes MeToAMKa M3MepeHNi nponucaHHas a MHCTPYKUMAX 4151 NONIb30BaTENs MOXeT paccmaTpuBaTbCs
Kak cTaHgapTHas onepaunoHHas npouegypa (SOP).

3.15 nepBu4Hasi Nnpo6upka: Mpobupka unm MHOI cocya, B KOTOPLI NOCTynaeT 6uomarepuan Henoc-
PeACTBEHHO OT nauueHTa.

3.16 npoba: [ocTaToyHOe KOAMYEeCTBO HUONOrMYECKOro mMatepuasna, B3siTOro y yesoBeka ansa nabo-
paTopHOro uccnefoBaHus.

3.17 cpeAcCTBO U3MepeHUii: TexHUYeckoe yCTPOoiCTBO, UCNO/b3YEMOE /1S BbINOMHEHUS U3MepeHUii,
B TOM YWC/IE, B COUETAHUUN C OLHUM WN HECKONILKAMU AOMNOSTHUTENbHLIMMW YCTpOicTBaMU. [6]

NMpumevyaHns

1 TexHuyeckoe CpPeAcTBO, MpefHas3HaYeHHOe [N1A U3MEepPEeHWii, MMelollee HOPMUPOBAaHHbIE MeTPOsiornyeckne
XapaKkTepucTuku, Bocnpoussogaiiee n (Mnun) xpaxsiiee eguHuLy uanyeckoii BeIMUMHbI, pasmep KOTOPOI NpuHUMatoT
Hen3MeHHbIM (a Nnpegenax yCTaHOB/IEHHOV NOrPeLHOCTN) B TeYeHe N3BECTHOTO MHTepBasna BPEMEHMU.

2 TpuBefeHHOe onpejesnieHre BCKpbIBAeT CyTb CPEACTBA U3MEPEHUIA, 3aK04aloLLyOCs, BO-NEPBbIX, B KYMEHUN»
XpaHuTb (MK BOCMPON3BOANTDL) eANHULY PU3NYECKOV BE/TMUYNHBI: BO-BTOPbIX, 8 HEU3MEHHOCTU pasmepa XpaHumoin egun-
HULbI. DTV BaxkHeliLW Ve hakTopbl M 06YCNOBANBAIOT BO3MOXHOCTb BbINO/THEHUSI U3MEPEHUSA (CONOCTaB/IeHNe C euHNLER),
T.e.BAenalnT» TeXHNn4eckoe CpeACcTBO CpeACTBOM M3MepeHuii. Ecnun pasmep efuHuLbl anpouecce U3mMepeHunint usmMeHseT-
ca 6onee, YeM YCTAHOBNEHO HOPMaMM, TakKUM CPeACTBOM Hesb3s NOy4YnTb pe3ynbTaT ¢ Tpebyemoii TOYHOCTbI0. ITO 03Ha-
YyaeT, YTO N3MepSATb MOXHO NNLWb TOrAA, KOrAa TeXHUYeckoe cpeAcTBo, NpejHasHaYeHHoe A41A 3TOV e, MOXeT XpaHuTb
efiH1LY, 0OCTaTOYHO HEU3MEHHYH0 NO pa3mepy (BO BpeMEHMU).

3 Tpu oueHnBaHNM BE/TMUYMNH N0 YCNIOBHbIM LUKanaMm LWKasbl BbICTYNaloT kakbbl BCPeACTBOM U3MEPEHUIi» 3TUX BEN-
UYuH. (9)
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3.18 TeXHUYeCKMe CUCTEeMbl 1 YCTPOCTBA C U3MEPUTENbHBIMU DYHKLUSAMU: TEXHUYEecKue cucte-
Mbl U YCTPOICTBA, KOTOPbIE HAPSAY C UX OCHOBHbLIMU (PYHKLMSIMUA BbINOHAOT U3MEPUTESIbHbIE (PYHKLNU.

MpumevyaHuns

1 KTexHU4yeckum cuctemam v ycTpoiicTBam C N3MepuUTENbHOW (hyHKLMER OTHOCUTCA BbICOKOTEXHOMOTNYHOE 1abo-
paTtopHoe o6opyfoBaHue, BKovawLee e cebs Hanbonee NoHbIA Npouecc n3mepeHns. laHHble, NOsTlyYeHHbie BO BpeMs
aTana n3MepeHumsa Ha BbICOKOTEXHOJ/IOTMYHOM I'Ia60paTOpHOM 060pyAOBaHMM, ncnonb3yrwTca Ans npe06pasoBava B
KayeCTBEHHbIE WM KO/IMYeCTBEHHbIE AaHHble C MOMOLL b BCTPOEHHOTO 060py0BaHMA 1 NPOrPaMMHOro obecneyeHus.
[laHHble N3MepeHUs He ABNAITCSA NPSIMbIMU, U NPV NOATBEPXAEHNN COOTBETCTBUS (B BUAE peructpauun unm ceptudurka-
L1n) faHHoro o60pyAoBaHna NPOBOANTCH MOATBEPXAeHUe (aTTecTaynsa) MeTOANKA U3MEPEHUS.

2 O6s3aTenbHble Tpe60BaHUA K TEXHUYECKUM CUCTEMAM 1 YCTPOUCTBAM C M3MEPUTEbHLIMU (DYHKLUAMM, a Takke
hOpMbI OLLEHKM X COOTBETCTBMSA YKa3aHHbIM Tpeb0oBaHNSAM yCTaHaB/IMBaOTCA 3aKoHo4aTeNbCTBOM Poccuiickoii ®epepa-
LUK O TEXHUYECKOM perynmpoBaHum. (2)

3 B cOOTBETCTBUM C AEWCTBYIOLMM 3aKOHOAATE/IbCTBOM OTBETCTBEHHOCTb Ha BCEX aTanax 06palyeHnst BbICOKOTeX-
HOIOMMYHOro na60paTopHoro 060py,ﬂ,OBaHMﬂ Ha pblHKEe HeceT Npon3BoANTE b UNKN eroaBTOpM3OBaHHbIl71 npeactaBuTesb.

4 Tpe6OBava KCOCTaB/TIEHNH TEXHUYECKNX 3a,an|/||‘/’| ana nposegeHmA
rocygapCrtBeHHbIX 3aKyrnok

TexHnuyeckne TpeboBaHNS LOKHbI:

- coflepxaTb XapakTepPUCTUKN BbICOKOTEXHOJIOTMYHOTO /labopaToOpHOro 060py0BaHUSA C TOUYKM 3pEHUSA
ero npegnosiaraeMoro Mcrnosib30BaHWsa KOHEYHbIM noTpebutesnem;

- He ObITb N30bLITOUYHLIMMU:

- He UckYaTh KOHKYPEHLUI0 NPU 3aKynKe BbICOKOTEXHOMOMMYHOro nabopaTopHOro 060pyAoBaHuS:

- obecneymBaTb BO3MOXHOCTb LUMPOKOro Bbibopa ¢ TOUKM 3pEHUS LEeHbl 1 KayecTBa ToBapa.

TexHnuyeckne 3afiaHus ons rocyfapcTBeHHbIX 3aKynoK padpabaTbiBadTCA 3aKa3unkom C y4eTOM Tpebo-
BaHWii 3aKOHOAATENbCTBA O pa3MeLLeHUN rocy4apcTBEHHbIX 3aKa30B [1], aHTUMOHONONLHOTO 3aKOHOAAaTEe Nb-
CTBa M 3aKOHOAATEeNbCTBA O TEXHUYECKOM perynmposaHum [2].

4.1 HaunmeHoBaHue O60py,ﬂ,OBaHVIFI, €ro HasHayeHue n uenn ncnosib3oBaHmMA

TpebGoBaHWe KOHKPETU3UPYeTCs rocyfapCTBEHHBIM 3aKa3uMKOM WCXOAs 13 Ha3HaueHWsi 060py0BaHus
¥ Npeanonaraemoii cpepsl ero MeauLHCKOro NprMeHeHus.

4.2 OnncaHne obopyaoBaHus

Kaxpablli NOANYHKT AAHHOro MyHKTa AO/HKEH HYMepoBaTbCsi M coaepxaTb Heo6XoAuMMbIA nepeyeHb
QYHKLMOHANIBHbIX U TEXHUYECKUX XapaKTEePUCTUK, MOTPEBUTENbCKMX CBOMNCTB, KOMNMEKTALUN, KOIMYECTBEH-
Hble, KAYECTBEHHbIE U MHblE MoKa3aTe i, Heo6XxoAnMble 3aKka3unky (KOHeYHOMY Mo/b30BaTENIo).

TOuYHbIE U YeTKMe TexHU4Yeckue TpeboBaHWA ABNSTCS NPeANOCbIIKOA K TOMY, YTOGbl NOCTaBLMK NO
3anpocy 3akasuvka npeacTaBu/l peasibHble U KOHKYPEHTOCNOCO6HbIE TEXHUYECKMNE U TEXHUKO-KOMMEpPYECKMe
npeanoxeHust 6e3 3HauMTesIbHbIX OTOBOPOK, OTKNOHEHWIA WK AONONHNUTENBHBIX YCNOBUIA.

TexHuyeckne TpeboBaHNs Ha NOCTaBKy 060py0BaHUS BbIMOMHAKTCSA pasfesibHO AN Kaxaoro suaa
060pyAoBaHUs 1 AOSKHBI BKOYATbL B cebS.

- TEKCT TEXHUYECKNX TpeboBaHwii;

- TabnnLy TEXHUYECKMX NoKasaTenei.

B TeKCT TexHMYecknx TpebGoBaHUi BKIOYATCS OCHOBHbIE XapakTepucTUKM NOCTaBASiEMOro 060pyao-
BaHusi. CorslacHO TeEXHUYecKUM Tpe6GoBaHUsIM, 3akynaemMoe o060opyfoBaHuMe U maTepuassl, NPUMEHsIEMble B
3TOM 060pYyA0BaHMM, [OMKHBI 6bITb HOBLIMU, HE UCMONbL30BAHHLIMU paHee, NPeaCcTaBIATL CO60I COBpPEMEH-
Hble MOAENN, CO3[ aHHbIE C YYETOM NOCNeAHNX AOCTMKEHNIA B 06/1aCT KOHCTPYKLMIA U MaTepuanos.

TexHnyeckune Tpe6oBaHMA AOMHKHbI ObITb COCTaB/IEHbI TakMM 06pa3oM, YTo6bl 06ecneynTb MakcuMarib-
HO LUMPOKYIO KOHKYPEHLIMIO 1 B TO Xe BPeMs faTb YeTKoe npeAcTaB/ieHne 0 He06X0ANMbIX CTaHAapTax 6e30-
MacHOCTM U KayecTBa WCMOJSIHEHWS, MaTepuanax W 3KCnayaTauMOHHbIX XapakTepucTUKax 3akynaemoro
060pyA0BaHMs, TPAHCNOPTUPOBKE, YNAKOBKE U YC/TOBUSAX XpaHeHUst 060pyA0BaHus.

Mpy cocTaBfieHUN TeXHUYECKUX Tpe6GoBaHWii HEO6XOAMMO YUNTLIBATb TO, YUTO OHW He AOJ/IKHbI UMETb
OrpaHnYnTENbHbIA XapakTep. CTaHAapTbl ¥ TEXHUYECKME cnelmduKkaLmun, ykasbiBaemMble B KOHKYPCHOW [OKY-
MEHTaLMN. fO0MKHbI rapaHTUPOBaTb COGNI0AEHNE OCHOBHbIX TEXHUYECKUX Tpe6GoBaHW 1 Npounx Tpe6oBaHwii
K 3aKynaeMomMmy 060pyA0BaHuio.

B Tpe60oBaHUsIX AO/MKHbI ObITb NPUBEAEHbI CBEAEHNSA O KTMMATUYECKOM UCMNOSIHEHWMN 1 KaTeropusix pas-
MeLeHns o6opygoBaHusa no FOCT, cteneHn 3awuTbl no FOCT, ypoBHe BUGpaLuu, Wyma, KOMNOHOBKe, pas-
MeLLeHUN 1 nnoLwazkax 06cnyxmnsaHns 06opyoBaHus, macce 060pyaoBaHus, ero rabaputax (nsowaau ans

4
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camoro npuéopa) ¢ y4eToM MMeroLmnxcs y 3aKkasumka (KOHEYHOro Nosib30BaTesNs) NoMeLLeHUi 1 KOMMYHaslb-
HbIX PecypcoB, MOHTaXe, MJaHOBbIX W KanuTalbHbIX PpeMOHTax o6opyAoBaHus, YCI0BUSIM €ro CepBUCHOTO
o6cnyxnBanus. Mo BO3MOXHOCTY, B TEXHUYECKNX TPeOOBaHUAX YKa3biBAOTCA KOHKPETHble CTaHAapTbl, Npu-
HATble B MexfayHapogHoli npaktmke (FOCT P WCO/M3K. TOCT WNCO/M3IK), KOTOpbIM [AO/KHO
COOTBETCTBOBATbL 3aKkynaemoe obopygoBaHue, unu ctaHgaptsel Poccun (FTOCT P).

4.3 TpeboBaHMA K BpeMeHN HapaboTKn 060pyA0BaHNSA Ha MOMEHT 3aKymnKu

YKa3blBaeTcs, UTo OGOpy,ﬂ,OBaHMe A0/HKHO 6bITb HOBbIM, paHee He UCNnoJ1Ib30BaHHbIM, HE 3KCnyaTnpo-
BaBLIMMCA NN UMeTb onpeaesieHHoe Bpema HapaﬁOTKI/I (C yyeTom Banmpgauuu u KaﬂMGpOBKM Ha npeanpuva-
TUN-N3roToBuTeENNE N B Npouecce TeXHNYECKUX UCMbITaHWI npun perncrtpayun meamnuymnHCKoro VI3,D,eI'IVIF|) 1 6bITb
ncnpaBHbIM.

4.4 Tpe6oBaHWsi K MOCTaBLiVMKY 060pYyA0BaHNsA U ero OTBETCTBEHHOCTM

McnonHutenb fo/MKEH UMETb YyCTaHOB/EHHbIEe 3aKOHO4AaTe/IbCTBOM U HOPMATUBHO-NPABOBbLIMY akTamu
Poccuiickoii ®epepaummn AOKYMEHTbI, NOATBEPXAalOLMe COOTBETCTBME OKa3bliBAEMbIX YCyr Tpe6oBaHUAM
AelicTBYOLMX HOPMATNBHO-NPaBOBbIX akToB Pocculickoli ®efepaunn. OTBETCTBEHHOCTb 32 CBOEBPEMEHHOE
npoAsieHne Taknx [AOKYMEHTOB NeXUT Ha WcnonHuTtene. VcnonHutens npegocTaBnsieT 3akasunky Konum
[LOKYMEHTOB, NMOATBEPXAAIOLNX COOTBETCTBME OKa3biBaeMbIX YC/Yr Tpe60BaHUsIM AeliCTBYOLUX HOPMATUB-
HO-MpaBoOBbIX aKTOB Poccuiickoii degepaumu.

4.5 TpeboBaHMe 0 HEO6XOAMMOCTU 0becnevyeHns B3anMoOAelicTBMsSI NOCTaBNSEMOrO
o6opyaoBaHus ¢ o60pyaoBaHNEM, UCMOMb3YEMbIM 3aKa3unMKOM

Mpy HEOGXOAMMOCTH, YKa3bIBAKTCS BapMaHTbl 06ecrneyeHusi B3auMoeliCTBUSI UMEIOLLErocs y 3akas-
unka 060pyAoBaHUsA C 3aKynaeMbiM 060pyf0BaHNEM (BO3MOXHOCTb NOAKIIOUEHUS K 1a6opaTopHoii nHgop-
MaLMOHHOI cucTeme, eVHbIA NPOTOKON 06MEHa AaHHbIMK, NporpaMMHasi COBMECTUMOCTb 1 Np.).

4.6 TpeboBaHMA K pa3mepam o6opyaoBaHUs

Tpe6oBaHus kK pasmepam 060pyf0BaHNst (DOPMUPYIOTCSI UCXOAS N3 UMEKLLMXCS Y 3aKa3umka (KOHeUHo-
ro nonb3oBatesis) Noliafei UM ¢ yudeToM UX PEeKOHCTPYKLUW. PEKOHCTPYKLUS MMelolmxca niolwasgei
onpefensieTcs 3afjlaHneM Ha NPOeKTUPOBaHVe, B 3aBUCKMOCTM OT MOLLHOCTY NabopaTopum, BULOB UCCeso-
BaHWii. BbIGPAHHOTO TEXHOMIOTMYECKOTO pPeLleHusi, a Takke pa3MepPOB 1 PacCTaHOBKM la6opaTopHOro o6opy-
[l0BaHus.

4.7 Tpe6oBaHWs K NpeAnpoAaXHoli NoAroToBKe 060pyAoBaHus

Tpe6oBaHus K NpeNpoAaxXHOli NOAroTOBKE 060PY0BaHNS KOHKPETU3UPYIOTCSA 3aKa34YMKOM.
MpegnpogaxHas noAroToBka 060py0BaHUs MPOBOAUTCS Ha CkNafe KOMNaHUM-NocTaBLLvKa.

4.8 Tpe6oBaHWs K pacxofam Ha aKcnJyaTtauuio o60pyA0BaHus, K MOCTaBKe PacXoAHbIX
MaTepuanoB Ans o6ecnevyeHnsi PYHKLUOHUPOBAHWS U 3KCNyaTauny o6opyaoBaHNs

Mpy HEO6XOAMMOCTH, YKa3biBAETCS UTO. HANpUMEp, pacxodbl Ha 3KCMyaTauuio 060pyA0BaHUS B Teue-
HUe MecsiLa (KBapTana, nonyroAwsi, roga v np.) He A40/MKHbI NpeBbiaTh 6051ee 10 % CTOMMOCTY 060pYA0BaHUS.

B aTOM pasgesie HeO6X0AMMO NEPEUNC/TUTL PACXOAHbIE MaTepuasibl, KOTOPbIe 3aKa3unk HamepeH nosy-
uuTb BMecTe ¢ o6opyfoBaHueM. Tpe6oBaHWs No nepefaye 3akasuuky CTapTOBOrO KOMM/EKTa PacxXofHbiX
mMaTepuasnioB A/1si NepBUYHOI 3KCnyaTauuy ToBapa B TeHeHUe TpeGyemMoro cpoka KOHKPeTU3MpYTCs rocy-
[apCTBEHHbLIM 3aKa34YnKOM.

4.9 Tpe6oBaHWs K Ka4ecTBY 060pyA0BaHUsl, 6e30MacHOCTU MeAULMHCKOro NepcoHana u

3almTe oKpyxatolleli cpefbl

Tpeb6oBaHus K kKauecTBy 1 630MacHOCTY 060PYLO0BaHNS N €70 MOTPEBUTENTLCKUM CBOCTBAM KOHKPETU-
3VPYIOTCS TOCYJapCTBEHHbLIM 3aKa34yMKOM.

B cnyuae ecnivm OT UCNOSIHUTENS B MPOLLECCE BbINO/IHEHUS KOHTPaKTa Tpe6GyeTcsl OCYLLeCTBUTL CTPaxo-
BaHWe OTBETCTBEHHOCTY Nepes TPeTbUMY IMLaMK, WK ec/in NOCTaBK1 1 COMYTCTBYIOLLME YCYT1 CBsi3aHbl C
BO3MOXHOI 0NacHOCTbIO 4151 XXU3HU U 3[40POBbS MII0AEl NN 3KONOrMYeckum yuep6om, B JaHHOM pasgene
[O/XHbI 6bITb aHbI COOTBETCTBYIOLME HEOOX0ANMbIE TPEGOBAHNS.

4.10 Tpeb6boBaHuWs K rapaHTUIiHOMY 1 NOCTrapaHTUiiHOMY 06CNyXNBaHUIO

TOUHO yKa3biBaeTCa NPOAO/HKNTENBHOCTb rapaHTUIiHOTO CpoKa Y MECTO BbIMOSIHEHNA Pa6oT Mo rapaH-
TUIAHOMY 06CNYXMBaHWIO, YCTaHABIMBAEMOE M0 YCMOTPEHMIO TOCYapCTBEHHOIO 3akasuuka. FapaHTUiiHbIi
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CPOK HE MOXET 6bITb MeHbLUEe rapaHTUiHOro cpoka npoussoguTens (usrotosutens). CnegyeT 4eTKo ykasaTb
006513aHHOCTM MOCTaBLMKa (MCNOHUTENSA, NOAPAAYMKA) B TEUEHUE rapaHTUIAHOIO cpoka — 06513aHHOCTM MO
npochmnakTMyeckuM ocMoTpaM U MeponpusaTUSM, N0 rapaHTUIMHOW 3aMeHe W PEeMOHTY JeTaneid, no
npefocTaB/IeHUI0 B MO/Ib30BaHMe Ha BPEMS PeMOHTa aHaslorMyHoro Toeapa, no 3abopy v Bo3Bparty ToBapa
TPaHCMOPTOM NocTaBLMKa U T. 4.

CnepyeT Takxe ykasblBaTb NEPUOANYHOCTb TEXHUYECKOr0 06cnyxunaHus. MNpu nposegeHnn 06cnyxm-
BaHNsi 060pyA0BaHNS AOMKHbI UCMONb30BATbCSA UHCTPYMEHThI, KOHTPOJIbLHO-U3MepUTe bHbIE NPUGOPSI, pac-
XO[Hble MaTepuanbl, KOMMIEKTYKLINe, 3anacHble YacTu, COOTBETCTBYHOLWME TPeOOBaAHUAM K TEXHUYECKOMY
06CMYXMBAHWIO N PEMOHTY, NpeAbaBASEMbIM NPOM3BOAMTENEM 060pPYAOBaHNS.

B faHHOM pasgesnie MoryT 6biTb NPUBEAEHbI faHHbIE O TapaHTMItHOM CPOKe akcnyaTtauum o6opynoBa-
HUSA. rapaHTuWiiHOl Hapa6oTke (B npegenax rapaHTUHOIO cCpoka 3kcnjyartauuu), rapaHTuyM nNpaBuIbHOCTW
BbI6Opa BCnomoratesibHoro 060pyAoBaHnst KOMMJIEKTHOM NOCTaBKU. 34eCh e MOXET NPUBOAUTLCS NepeyeHb
3anacHbIX YacTeil 1 NpuMcnocobneHnii Ha Nepuog rapaHTUIiHON 3KcnayaTaumMnm ob6opyfoBaHMs M Ha Nepuog,
nocne OKOHYaHWA ero rapaHTUtHOW akcnayaTayuu.

4.11 TpeboBaHMA MO 06bEMY rapaHTUii kayecTBa ycnyr

Tpeb6oBaHus K KauecTBy 060pyA0BaHNA 1 €ro NOTPEBUTENLCKM CBOWCTBAM KOHKPETU3UPYTCS rocy-
[apCTBEHHbIM 3aKa34uMKOM.

YKa3blBalTCA MUHVMaNbHO NpueMaeMble A5 roCyAapCTBEHHOrO 3aKa3umka Win XXecTKO yCTaHOB/EH-
Hble 0653aHHOCTN NOCTaBLUMKA B rapaHTUliHbI Nepuoa,.

4.12 Tpeb6oBaHUs K Nepefauye 3akasunky ¢ 060py0BaHMEeM TEXHUUECKO, COrnacoBaHHO
paspeLnTesibHON U MHOW fOKYMeHTauum

Tpe6oBaHusa K nepefaye rocy4apcTBEHHOMY 3aKa3uuKy TEXHUYECKUX U UHbIX JOKYMEHTOB Npy NOCTaBKe
060pyj0BaHNSI KOHKPETU3VPYIOTCS 3aKa3uMKOM. YKasblBAKTCS [OKYMEHTbI, COMPOBOXAAIOLWME MNOCTaBKY
060py0BaHNS, BbINO/IHEHNE PaGoT, OKasaHue ycayr, Hanpumep, 4Tto aTn AOKYMEHTbI AO/KHbI 6biTh Nepesa-
Hbl Ha A3blke NPOV3BOANUTENS C NEPEBOAOM HA PYCCKUIA A3bIK.

4.13 Tpe6GoBaHMsA K COMYTCTBYIOLEMY MOHTaXy NOCTaB/IEHHOrO 060pyA0BaHNs,
MyCKOHaNaA0uHbIM U VHbIM paboTam

Tpe6oBaHUs K MOHTaXy MOCTaB/IEHHOTO 060PYAOBaHMS W MyCKOHaNafo4yHbIM paboTam Ha mecTe y
3akasuuka (KOHeYHOro Nnosib30BaTesisl) KOHKPETU3MPYIOTCS TOCYAapCTBEHHLIM 3aKa3uMKOM.

4.14 Tpe6oBaHMA K NOATOTOBKE U UHCTPYKTaXY MEAULMHCKOIO U TEXHUYECKOro nepcoHana

3aKasumka

Tpe6oBaHUA K MHCTPYKTaXy MOCTABLLMKOM TEXHUYECKOro U MeAMUMHCKOTO nepcoHana 3akasuuka B
OTHOLLUEHUN paboTbl C MOCTAB/IEHHBIM 060PYA0BaHNEM KOHKPETU3VPYIOTCS FOCYAapPCTBEHHBIM 3aKa3UMKOM.

4.15 Tpeb6oBaHUS K BbINO/IHEHNIO COMYTCTBYIOLWMX paboT, OKa3aHMKO CONYTCTBYOLWNX YCAYT

TpebGoBaHus K 4OCTaBKe, pasrpy3ke, NPefoCTaBEHNIO UNIOCTPATVBHBIX MaTEPUASIOB, NOCTABKaM KOM-
njeKTa pacxoAHbIX MaTepuasios u ap.

4.16 Tpe60BaHUs K KOMIMYECTBY, NEPUOAUNYHOCTU, CPOKY Y MECTY MOCTaBOK

Cpoku (neprofbl) NOCTaBKM TOBApOB (yKasbiBaeTcs KOHKpeTHas kaseHaapHas farta, UM MUHUMabHO
nprvemnemas 45 rocyapCTBeHHOI0 3aKka3uvka fata nocTaBku, U nepuos (Nepuoabl), B Te4eHue KoToporo
(KoTOpbIX) fOHKHO GbITL MOCTaB/IEHO 060PYAOBAHME, UIN CPOK C AaThl 3aK/04eHUs foroBopa (ynnaaTbl aBaH-
ca WM NHOTO), B TeUEHME KOTOPOTO A0/KHA 6biTh OCYLLECTB/IEHA NOCTaBKa, WM NpunaraeTcs rpaduk nepmo-
[AVYHOCTU NOCTABOK).

4.17 Topsa[oK coayn v NnpMeMku o6opynoBaHuns

MopsAok cauy U NpUueMkn TOBapoB KOHKPETU3UPYIOTCA roCcyapCTBEHHbLIM 3aKa3unKoM.

YKa3blBalTCS MeponpuaTus no o6ecnevyeHnio CAauu U npuemMku o60pyoBaHUs MO KaxAoMy aTtany
MOCTaBKW W B LiE/IOM, COAEPXaHWe OTYETHOW, TEXHUUYECKO 1 MHOI JOKYMEHTaLUKW, nognexalleli ocopme-
HUIO ¥ cfade Mo Kaxaomy aTtany v B LesioM (Tpe6oBaHMe UCMbITaHWA, KOHTPO/IbHLIX MYCKOB, MOAMMUCAHUS
aKTOB TEXHWUECKOTO KOHTPOJIS, UHLIX AOKYMEHTOB Npu caade 060pyA0BaHus).
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5 Tpe6OBaHVIF|, BK/1lOHaeMble B TEXHNYECKOe 3agaHne Ha aBToMaTtn4yeckmne
aHa/mm3aTtopbl Anda onpeaeneHnda rasaos KpoBu, MeTabonmnToB 1”
KNCJ/TOTHO-LWEeJ/TIOYHOTI0O COCTOAHUNA ONnA u,enel‘/’l rocygapcCrtBeHHbIX 3aKyrnokK

Mpy hopMMpPOBaHUN TEXHUYECKOTO 3aAaHuns AN Lenei rocyAapcTBEHHbIX 3aKynoK K aBToMaTUyYecknm
aHanmsaTopam 3akasuvk pykoBoAcTByeTcs HacToAawmm FTOCToM v B 3aBUCUMOCTU OT Lieneil, CToALmMX nepes
MeAMUMHCKOM nabopatopueil, NCNoNb3yeT He06X0AUMbIE NO3ULMN TEXHUYECKUX TpeboBaHuii 6e3 pernamer-
Tauum ux KonuyecTaa.

OfHOBpPEMEHHOE VCNO/Ib30BaHNe B3anMOUCKYaloLWwmx TpeboBaHmnii He gonyckaeTcs.

51 HanmeHoBaHue 060py,ﬂ|OBaHVIF|, ero HasHa4dyeHue 1 uenn ncnosib3oBaHuda

AHann3aTop rasoB KpPOBMW, KMCNOTHO-e04HOro coctosHusa (KWC), anekTponutos, meTabonmTos u
KMCNOPOAHOro cTartyca.

NMpumeuaHue — VHpopmaLuio o napameTpax KUCIOPOAHOrO cTaTyca 1 ypoBHE HapyLIEHWUsi TpaHCnopTa Kuc-
N10poAa K KeTKe faeT KOOKCUMETPUSt — ONTUYeckasi TEXHOJOMUs, OCHOBaHHash Ha MeToAe a6Cop6LMOHHOI CnekTpodoTo-
MEeTpUU 1 BK/tOYeHHasi TEXHOIOTMYECKN B COBPEMEHHbIE ra30aHann3aTopsl.

5.2 3Hauumble TexHNnYeckue TpeboBaHUA K aHanM3arTopam A/1s onpefesnieHns ra3os KpoBw,
MeTab0/IMTOB N KNCNOTHO-LLENOYHOI0 COCTOSHUSA

5.2.1 Tpe6oBaHusA, 06YCNOB/EHHbIE Ha/IMYHOM Y KOHEYHOro Mofb30BaTens MatepuasibHbIX
pecypcoB 1 NOMeLLeHW, CBA3aHHble C pa3MellleHeM aHanim3aTopa y nosyyarens u KOMMyHa/lbHbIMU
pecypcamu nosiyyartens

- TN UCMOMNHEeHNA aHanusaTopa (CTauvoHapHbIA UM NEPEHOCHOW):

- MaKkcuMasnbHO AonycTuMble rabaputbl aHasnm3artopa (BbicoTa * AnvHa X wupuHa (Mm));

- MakcumMasibHasa naowanb nomeLlleHns, Heobxoammas ANS pernaMeHTUPOBaHHON aKcnyaTaumm aHa-
nu3aropa:

- TpeboBaHMA MO 3HeproobecneyeHnto, Heo6xoaMMble A8 IKChyaTauun aHanmsatopa (cTauuoHap-
HblA U NEPEHOCHOW).

5.2.2 Tpe6oBaHMs K NPOM3BOANTE/IBHOCTYU

- TeCTOB B Yac Ans npob v MUKponpoo6:

- ANNTENbHOCTb O4HOTO LKA C y4eTOM BPEMEHU U pexrma KanbpoBOK.

5.2.3 Tpe6oBaHus K YPOBHIO aBTOMaTM3aumm TeCTMpoBaHns

- aBTOMaTuyeckas NpoMbIBKa XUAKOCTHOTO MOAY/A U U3MEPUTENbHOW KaMepbl:

- aBTOMaTtuyeckas Kanmbposka M3MepsaIoLnX 3/1eKTPOAOB;

- aBTOMaTUYECKUA KOHTPO/Ib KayecTBa.

5.2.4 TpeboBaHua KonTuMmnsaLnm nabopaTopHOro npolecca npu aKkcnayaraunum obopyaosaHns

- NOAKNIOYEHUS aHanm3arTopa Kk 1abopaTtopHOi MHOPMALMOHHON cucTeme:

- CKaHep WTPUX-KOA0B NPO6UPOK (BCTPOEHHbIA WAN BHELLHWIA):

- CKaHep LITPUX-KOA0B peareHToB (BCTPOEHHbI WU BHELLIHWIA);

- MVHMManbHOe Ko/im4yecTBo obpasua, HeobxoAnmMoe 419 NPOBeAEHUS N3MEPEHUS:

- TUMbl GMONOTNYECKMX XMAKOCTEN, KOTOPble MOTYT UCC/eA0BaTbCA Ha aHannsaTope:

- KOIMYecTBO 06pasLa, HeobxoArMoe AN onpeAesieHNs KOHKPETHOrO aHanTa Unm rpynnbl aHaIMToB.

5.2.5 Tpeb6oBaHusa K cuctemam obecrneyeHns NPaBUIbHOCTUN aHa/IMTUYECKOrO npoLecca

- AeTeKumnsa cryctkos B obpasue:

- KOHTPONb CTabWUNLHOCTW PaboThl NaMnbl aHaIM3aTopa;

- KOHTPO/Ib OCHOBHbIX 6/10KOB aHanunsatopa (Mogynb 3abopa obpasua, XWAKOCTHON MOAy b, N3Mepu-
TenbHasa Kkamepa, Ko-OoKCUMeTp).

5.2.6 Tpeb6oBaHMsA K Ka4ecTBYy pe3ynbTaToOB UCC/ief0BaHNi, NoslyyaeMblX B NpoLecce aKcnaya-
Taumn obopyaoBaHus

PesynbTaTbl 4O/KHBI NepekpbiBaTh Anana3oH napaMeTpos romeocTasa.

5.2.7 Tpe6oBaHM1s K NepeyHio BUAOB NCCNefoBaHWi, BbINOHAEMbIX Ha 060pyA0BaHNM

MapuvnanbHoe HanpsxxeHne kncnopoga (p02), napunanbHoe HanpshxeHue asyokucy yrnepoga (pC02),
pH, K, Na. iCa. Cl, Glu, Lac, ctHb. s02. FHHb, FO2Hb, FCOHb, FMetHb. FHbF. kpeaTuHuH

B0O3MOXHOCTb MOly4yeHMA pacyeTHbIX NapamMeTpoB.

5.3 Tpe6oBaHuUs K BpeMeHU HapaboTku 060pyA0BaHNs HA MOMEHT 3aKymnKu
Ha MOMEeHT nocTaBkum 060pyA0BaHME ABNAETCSA HOBbIM, HE 6bIBLUMM B 3KCN/yaTaLluu.
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Bpemsa HapaGOTKVI Ana sanngauun, Kal'lVIﬁpOBKVI Ha npeanpuAaTun-n3rotoeuTesnie n B npoyecce TexHu-
YeCKMX UCMbITaHni npun pernctpaunm MmeguUMHCKOro nsaenma B Cpoke akcnayartaunnm He ydyntblBaeTCA.

5.4 Tpe6GoBaHMWs K NOCTaBLLMKY 060pYyA0BaHNsi 1 ero OTBETCTBEHHOCTU

MocTaBLWWK JO/MKEH UMETb YCTAHOB/IEHHbIE 3aKOHOAATENIbCTBOM W HOPMATVMBHO-NPABOBLIMU aKTamu
Poccuiickoii defepauny LOKYMEHTbI, NOATBEPXAAOLWME COOTBETCTBUE OKa3bIBAEMbIX YCyr Tpe6oBaHUAM
[elicTBytOLMX HOPMATMBHO-NPABOBLIX akKTOB Poccuiickoii ®eaepaumnn. OTBETCTBEHHOCTL 3a CBOEBPEMEHHOE
npoAneHne Takux JOKYMEHTOB NeXUT Ha MocTaBlyuke. MocTaBLyK npefocTaBaseT 3aka3umky Konuu [oKy-
MEHTOB, MOATBEPXAAKLMNX COOTBETCTBME OKa3biBAEMbIX YCNyr TPe6GOBaHUAM [LEWCTBYHOLLMX HOPMATUB-
HO-MPaBOBbLIX aKTOB Poccuiickoii ®eaepauun.

5.5 TpeGoBaHue 0 HEOGXOAMMOCTU 06ecrneveHnsi B3auMoAeicTBMSI MOCTaB/ISIEMOrO
o60opyAoBaHuA ¢ 060pyA0BaHMeM U MHOPMALMOHHBIMU CUCTEMAMU, UCTIONb3YEeMbIMU
3aKa34ynMKoMm

O6opyzoBaHue J0MKHO NOAKIYATLCS K 1a60paTopHO MHGOPMALMOHHOI cUCTEME C UCMOMb30BaHN-
€M CTaHAapTHbIX MPOTOKO/I0B 06MeHa AaHHbIMU.

5.6 TpeboBaHuA K pasMmepam o60pyaoBaHUsA

[0/MXHbI 6bITh YKa3aHbl:

- MUHUMaJIbHble TPEGOBaHUS K MOMELLEHUIO;

- MakcUMasbHO AOMNYyCTUMblE pasMepbl 060PYA0BaHMUS, UCXOAS U3 UMEIOLLMXCS Y KOHEUHOro No/b30Ba-
Tens nnowazgeii nam c yueTom 1x PeKoHCTPYKLUKM, o6ecnednBaiolyme 6e30nNacHoOCTL NepcoHana npu paéoTe u
06CNYXNBaHUW, C YyYETOM LeiCTBYIOLMX HOPM 15 MEAULMHCKUX naGopaTopuii.

5.7 Tpe6oBaHUA K NpeanpoaaXHOi NoaAroToeke 060pya0BaHus

YKa3aTb KOHKpeTHble TpeboBaHUs 3akasumka no npesnpofaXHoi NOAroTOBKE aHa/M3aTopoB, Hanpu-
mep:

- Hanuumne AelicTByOLWeEro ceptTumnkata CooTBETCTBUSA HAa 060pyA0BaHMe;

- HanMume pacxofHblX MaTepuanos, HEO6X0ANMbIX A1 Ba/MAALMN, YCTAHOBKM aHanM3aTopos 1 obyye-
HUSA nepcoHana.

5.8 TpeboBaHuA K kayecTBy 060pyf0BaHNs, 6€30NacHOCTU MEANLMHCKOrO nNepcoHana v 3aluTe oKpy-
Xarowiein cpeabl:

-eXeAHEeBHbI/i KOHTPONb KayecTBa CTaHAAPTHbIMU pacTBOpamMu, CO3[4aHHbIMW Ha OCHOBE pPaboThbl
pedepeHTHO nabopatopuu;

- BHELUHWIA KOTPO/Ib KayecTBa no nporpamme ®efepanbHO CUCTEMbl BHELLUHEW OLeHKM KayecTBa Ku-
HMYeCcKux nabopaTopHbIX nccnegosanuii (PCBOK):

- BO3MOXHOCTb BK/TIOUYEHMSA B MEXAYHapOAHYI0 Nporpammy KOHTPO/IS kKayecTsa.

Be3onacHoCTb MeIMLMHCKOrO NepcoHasia Npu aKcnayaTauun aHannsaTopos Ao/kHa ob6ecneynsaTbes:

- KOHCTPYKL e aHanm3aTopoBs, KOTOPbIE AOMKHbI 6bITh 6€30NacHbI MPU UCNONbL30BAHUN OTAENBHO UK
B COCTaBe KOMM/EKCOB (CUCTEM) 1 YAOBNETBOPATL TPe6oBaHNAM CTaHAAPTOB W APYroli HOPMATUBHO-TEXHW-
YeCcKoW foKyMeHTaLun:

- KOHCTpYKLMeA 1 yCTPOWCTBOM 3M1EKTPOYCTaHOBOK A/1 MUTaHWA aHann3aTopoB, KOTOPble AO/MKHbI
yAoBneTBopATh «[paBunam ycTpoicTBa 3/1eKTPOYCTaHOBOK» W [ pYroi HOPMATUBHO-TEXHNYECKOW AOKYMEH-
Tauum;

- CUCTeMOM TEXHNYECKOro 06CNYXMBaHNA 1 peMoHTa 060pya0BaHus;

- MPUMEHEHNEM YCTAHOB/IEHHbIX MEP N CPeACTB 3aluThbl.

5.9 TpeboBaHus K rapaHTUHOMY 1 NOCTrapaHTUiHOMY 06C/TYXXMBAHWIO:

- rapaHTUiiHbIl CPOK Ha NocTasnsieMoe o6opyfoBaHMe — He MeHee 1roga:

- Hannume CepBUCHOI CNYXObl, cepTUMLMPOBAHHON Npon3BoAMTENEM ToBapa, Ha TeppuTopun Po;

- Hannuyne cncTeMbl yaarieHHOro MOHUTOPUHra paboTbl aHanm3aropa cepBMUCHO Cnyx60i nponssBoAu-
Tens obopynoBaHus;

- Hanuumne cnyx6bl TEXHNYECKON NoAAEPXKKN MPOVN3BOAUTENSA aHanu3aTopa.

5.10 TpeboBaHus k Nnepefaye 3aka3umky ¢ 060pyfoBaHNEM TEXHUYECKOW, COrNacoBaHHON paspeLun-
TENbHOW ¥ MHOW JOKYMeHTauuu:

- Hannune perncTpauMoHHOro y40CTOBEPEHUS Ha NOCTaBNseMble aHann3aTopbl;

- Han4Ke perncTpaLroHHOro yA0CTOBEPEHNA HA pacxofHble MaTepuasibl, HE06X0AMMbIE NPK IKCnya-
TauuMn aHanM3aTopos.
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- Ha/INuMe PerucTPauroHHOro YAOCTOBEPEHUS HA PACXO4HbIE MATEpUasibl, HEO6XOANMbIE ANS UCC/e-
[0BaHUsA aHanuTa Ha 060pyA0BaHN;
- HaNMuMe KCTyaTauuoHHO OKYMEHTALMNN Ha aHaNIM3aTop Ha PYCCKOM sA3blKe.

5.11 Tpe6GoBaHMs K CONYTCTBYIOLEMY MOHTaXy MOCTaB/IEHHOT0 060pyA0BaHMS,
MyCKOHaNafo4YHbIM U UHbIM pa6oTam

Beop, 060pyﬂ,OBaHVIFI B 3KCnyaTauunto oCcyuiecTBiseTca CepTVICpVILI,I/IpOBaHHbIMI/I cneuvanncTtamMmu.

5.12 Tpe60BaHMs K NOATOTOBKE U MHCTPYKTAXY MeAULMHCKOro Y TeXHUUYECKOro nepcoHana
3akasuuka

WHCTpYKTaX nepcoHana KoHeYHoro nosib3oBatesnsi pabote Ha aHanM3aTope ¢ BblAayeil COOTBETCTBYHO-
WX JOKYMEHTOB.

5.13 Tpe6oBaHUs K BbINOSIHEHUIO COMYTCTBYIOWMX PaboT, oKazaHWo CONYTCTBYHOLNX YCyT

YKa3aTb KOHKpeTHble TpeboBaHNA NO BbINO/IHEHUIO COMYTCTBYIOLWMX PpaboT, OKasaHMio CONyTCTBYHOLLMX
YC/yr, €CN OHW CBSA3aHbl C MOCTaBKaMU aHaIn3aTopoB.

5.14 Tpeb6oBaHWA K KONNYECTBY, NEPUOLNYHOCTMN, CPOKY U MECTY NOCTABOK:

- KO/IMYECTBO MOCTaBAseMoro o6opyaoBaHns (LUT.);

- KONIMYECTBO NOCTaB/IAEMbIX KOMMJ/IEKTOB, BK/OYAKLWMX B ce6a 060pyaoBaHue, pacxodHble maTepua-
Nbl U conyTcTByloLLee 06opyaoBaHue.

5.15 lMopsagok caayn n npuemMkn 06opyaoBaHus:

- MOPAA0K NPUEMKU-CAAYN OTAENbHbIX BUAOB 1 3TanoB pabor;

- MOPAAOK Nepefayn NCNOSTHUTENbHbIX AOKYMEHTOB;

- obecneyeHne Hagnexalux ycnoBuii s npoBeLeHns NpUeMKn — chayv 060pya0BaHus;

- HannuKe nporpamMmmbl BEPUQIVKALMOHHbIX UCMbITAHWIA U ee BbINOJIHEHME.

6 TpeboBaHMSA KOPOPMIEHUNIO TEXHUYECKOTO 3aJaHuNs1 Ha
BbICOKOTEXHOJIOTMYHOE labopaTopHoe 06GopyAoBaHue

3akasuuk ocpopmnseT T3 B COOTBETCTBUM C 06LWMUMY TPebOBaHUAMM K TEKCTOBbIM [OKYMEHTaM, ycTa-
HoBJ/ieHHbIM TOCT 2.105—95 «EunHas cuctema KOHCTPYKTOPCKOi fokymMeHTaummn. Obuwme TpeboBaHNS K TEK-
CTOBbIM AOKYMeHTaM». dopma n3noxeHnsa T3 npuBefeHa B NpUNOXeHnn A 1 MOXeT 6bITb NpeAcTaB/ieHa Kak
B TaGNMYHON chopMe, Tak 1 B TEKCTOBOM hopmate. CBeileHNs 0 CornacoBaHnn 1 yTeepxaeHun T3 pasmella-
10TCA Ha TUTY/IbHOM SCTe.
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MpunoxeHne A
(pekomeHgyemoe)

MpumepHasa popmMa «TeXHMYECKOro 3afaHns Ha 3aKynKy BbICOKOTEXHOIOTMUYHOIO N1abopaTopHOro

obopypoBaHua»

«YTBEpPXAa»

PyKOBO,qI/ITeJ'Ib opraHusayuu

TexHunyeckoe 3afaHve Ha 3aKynky BbICOKOTEXHO/IOTUYHOTO na60paTopHoro oﬁopy,qOBava

N* HaviblemonaHnc pa3fenoB TEXHNYECKOTo 3aAaHus TpeﬁoBaHfﬂ'
npeAbsBAsEMble * 3afaHUV;

1 HaumeHoBaHve o6opyf0BaHNsA, ero HazHavyeHune U Lienn NCnob3oBaHus
2 Onucanune o6opyaoBaHus
3 Tpeb6oBaHnsA K BpeMeHn HapaboTkm 060pyA0BaHNA HA MOMEHT 3aKynku
4 Tpe6oBaHusi K NOCTaBLLUKY 060pYj0BaHNSA U €10 OTBETCTBEHHOCTMN
5 TpeboBaHve 0 He06X0ANMOCTN 06ecneyeHns B3auMoelicTBMA noctasnsieMoro 06o-

pyfoBaHus ¢ 060pyfoBaHMeM, UCMNOb3YEMbIM 3aKa3ukom
6 TpeboBaHus K pasamepam 060pyAoBaHNs
7  Tpe6oBaHusa k NpejnpoAaxHoii NoarotToBke o60pyaoBaHus
8 TpeboBaHus K pacxofaMm Ha akcnsiyaTauuio o60pyfoBaHus, K NocTaBKe PacxofHbIX

maTepuasnos Ans obecneyveHns MYHKUVOHWPOBAHMA W aKCnayaTaumm 060pyfoBaHus
9 Tpeb6oBaHVsA k kKayecTBy 060pyAoBaHns, 6€30MacHOCT MeAWMLMHCKOTo nepcoHana v

3almTe oKpyxatoLei cpeabl
10  Tpe6oBaHuWsi K rapaHTUIiHOMY M NOCTrapaHTUIiHOMY 06CyXUBaHUIO
11  Tpe6GoBaHusA No o6beMy rapaHTuii kayecTsa ycnyr
12  TpeGoBaHusa Kk Nnepefaye 3akasumky ¢ 060py0BaHNEM TEXHUYECKOI, COrnacoBaHHOM

paspelunTenbHOl U NHOI JOKyMeHTaunm
13  Tpe6oBaHMA K COMYTCTBYIOLLEMY MOHTaXy MOCTaBAEHHOTro 060pyA0BaHNSA, NMyCKOHa-

Nafo4HbIM U MHBIM paboTam
14  Tpe6oBaHusi K NOArOTOBKE U MHCTPYKTaXy MeAWNLMHCKOTO N TEXHUYECKOro nepcoHana

3akasumka
15 TpeboBaHuUs K BbIMOSIHEHNIO COMYTCTBYOLWNX paboT, OKasaH1io CONYTCTBYIOL X yCAyT
16  TpeboBaHWsi K KONNYECTBY, NEPUOJUYHOCTI, CPOKY U MECTY NoCcTaBOoK
17  Mopsfok caayun n npuemMkn 060pyAoBaHNs
18  TIpuNoXeHNs K TEXHUYECKOMY 3afaHnio

MpumeuvaHnunsn
1 Bce nons ob6s3aTesnbHbl K 3anosiHeHNo B cnydae, ecnu 3akasyvk He npeAbaBAseT KOHKPeTHOro Tpe6oBaHus, To
B COOTBETCTBYHOLLEM MOME NPOCTaBAseTCcs 3anuch «He npeabsiBnaetcs». «He TpebyeTcsa» unm Ap. — B 3aBUCUMOCTH OT
KOHTekcTa.

2 B cnyvae ecnu 3akasuuk ccpopmynupyeT T3 HErpamMOTHO, HEKOPPEKTHO UAN HEKOHKPETHO BO3HMKAET BO3MOX-
HOCTb NpuobpeTeHus obopygosaHus (ToBapa, paboTbl WAKU yCayrn), He OTBevalLlero ero noTpebHocTaM. [laxe ecnu
obopyfoBaHMe COBEPLLUEHHO He ycTpauBaeT 3aka3suyuka, HO Npu 3ToM cooTBeTcTByeT T3 3akaszumka. 3akoH Ne 94-d3 He
[aeT HMKaKoli BO3MOXHOCTM 0TKa3aTbCs OT 3ak/Il0YEHNA KOHTpakTa.

PykosoauTens

CTPYKTYpHOTro nogpasgenexus

OTBETCTBEHHbI

Cneuunanuncrbl:

10




FOCT P 55991.5—2014

Bubnnorpadgusa

|11 ®epepanbHblii 3akoH oT 21 nions 2005 roga Ne 94-03 «O pa3melleHny 3aka3oB Ha NOCTaBKy TOBApOB, BbINOJIHEHNE
paboT, okasaHue ycnyr A5 rocygapCcTBEHHbIX Y MYHULMUMNANbHBIX HYX»

(2) ®depepanbHbill 3akoH 0T 27 fekabpsi 2002 roga Ne 184-93 «O TeXHUYECKOM perynupoBaHun*

(3) PepepanbHblit 3aKoH OT 26 utoHsA 2008 roga Ne 102-®3 *06 obecnevyeHWn eguHCTBA U3MEpPEHNIA*

(4) ®depepanbHblii 3aKoH OT 26 miona 2006 1. Ne 135-03 «O 3aluTe KOHKYPEeHLUn»

(5) ®epepanbHblii 3akoH 0T 21 HOsI6pA 2011 1. Ne 323-®3 «O6 ocHOBax OxpaHbl 340p0BbS rpaxaH B Poccuiickoii Pepe-
paunmn»

[6) MexpayHapoAHblii cnoBapb MO METPOMOrMKA: OCHOBHble W 06LiMe MOHATUS W COOTBETCTBYHOLME TEPMUHbI.
(International vocabulary of metrology-Basrcand general concepts and associated terms (VIM) JCGM 200.2008) Mep.
c aHrn, u cp.— Cr6. HNO «MpodeccroHan», 2010

J7) TepmuHonorusa aHanuTMyecknx namepeHunii. Beegerune B VIM 3. (Terminology in Analytical Measurement. Introduction
to VIM 3. First edition 2011) MNep. ¢ aHrn. — M.. Ha6opa. 2012

(8 KnuHuuyeckan nabopaTopHas AuarHoctuka: HaumoHanbHoe pykoBoacTBO. B 2-x Tomax. Mog pes. B.B. Jonrosa.
B.B. MeHbwmnkoBa. FNIBOTAP-Meguna. 2012

[9] PekomeHpauuy Mo MexrocygapcTBEHHONW cTaHfjapTusauuu. FocyjapcTBeHHas cuctemMa obecnevyeHus efAuHCTBa
n3MepeHuii. Metponorusi. OCHOBHble TEPMUHbI K onpegenennsa. PMI 29-99

(10) 3Huuknoneauyeckuii cnoBapb MeaULUMHCKUX TepMUHOB. — M.: CoBeTckas aHuuknonegusa. — 1982—1984 rr.

11



FOCT P 55991.5-2014

YAK 61:006.354 OKC 11.020

KntoueBble croBa: aHanu3aTopbl A/s1 ONpejesieHnsi ras3oB KPOBU, MeTabo/IMTOB M KUC/IOTHO-LLENOYHOTo
COCTOSIHUSA, TEXHUYECKMe TpeboBaHNs 4151 TOCYAAPCTBEHHbIX 3aKYMNOK, TEXHUYECKOE 3aJaHne, BbICOKOTEXHO-
flormyHoe nabopaTopHoe o6opyaoBaHme

Pepaktop M.A. ®dununnosa
TexHuyeckuin pegaktop E.B. Becnpo3BaHHas
Koppektop M.C. Ka6sLoBa
KomnbtoTepHas BepcTka J1.A. Kpyrosoii

CpaHo a Habop 02.07.2014 MoanucaHo s nevatb 05 08.2014. ®dopmart 60 k 84yE. FapHuTypa Apuas
Ycn. ney.n. 1.86.  Yu.-uag. n. 1,66. Tupax 40 9K3. 3ak. 3057.

M3paHo n oTnevataHo ao ®ryn «CTAHAAPTUH®OPM», 123995 Mocraa. [paHaTHbI nep . 4.
vrww.gostinfo.ru info@gostinfo.ru


http://www.mosexp.ru#  
http://files.stroyinf.ru/Index/573/57330.htm

