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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MEAVNUMNHCKUNE U3LENUNA ANA ANATHOCTUKU UH BUTPO
YacTtb 4

ABTOMaTMYeckue aHann3aTopbl A8 KOArya010rmMyeckux nccnefoBaHuii.
TexHuyeckne TpeboBaHNSA ANS rOCYLapPCTBEHHbIX 3aKynokK

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

[Nata BeegeHns — 2015—06—01

1 O6nacTb NpUMeHeHUs

HacToawuii cTaHAapT onucbiBaeT npaBuia COCTaB/EHUS TEXHUYECKUX TPEBGOBaHN WM TEXHUYECKUX
3afjaHuii N5 rocyapCTBEHHbIX 3aKyMNOK BbICOKOTEXHOMOMMYHOr0O 1abopaTopHOro 060pyaoBaHna — aBToMa-
TUYECKUX aHa/M3aTopoB [/ KOoarysioflorMyeckmx ucciefoBaHWii MH BUTPO B YC/IOBUAX MeEULMHCKUX
naéopaTtopuii.

HacToawuii ctaHpapT npegHasHayeH 415 NPUMEHEHNUS YNOTHOMOYEHHbIMU ML, AMU FOCYAapCTBEHHbIX
3aKa34yMKoB MPU COCTAB/IEHUN TEXHUYECKUX TPeOOBaHW B paMKax KOHKYPCHOW, ayKLWOHHO! Unn KOTMPOBOY-
HOVi OKYMEHTaL MW Ha 3aKynKy aBTOMaTUYECKUX KOaryno/10rMyeckux aHan3aTopos.

2 HopmaTtuBHble CChINIKK

B HacTofLWweMm cTaHfapTe UCMO/Ib30BaHbl HOPMATUBHbIE CCbIJIKU HA cneaytolme cTaHAapThl:

FOCT 18996—80 AHanusaTopbl 6MOMOrMYECKNX XUAKOCTER MeanLMHCKMe. TepMuHbI 1 onpegeneHns

FOCT ISO 9000—2011 CwucTteMbl MeHemXMeHTa kayecTBa. OCHOBHbIE NOJIOXEHUA U C/1I0Bapb

FOCT ISO 11737.1—2012 Crepunusauus MegUUUHCKUX n3genuin. Mukpobuonormyeckme mMetofbl.
YacTtb 1. OueHka nonynsaumnm MMKPOOpraHM3MoB Ha NpoayKLun

FOCT P 52361—2007 KoHTpo/sib 06bekTa aHanMTU4eckuii. TepMuHbl 1 onpeseneHns

FOCT P 52905—2007 /labopaTopuu meauumHckne. TpeboBaHns 6e3onacHoOCTU

FOCT P 53022.2—2008 TexHonorun nabopaTopHble kAnHUYeckue. TpeboBaHUSA K KayecTBY KIUHU-
Yyeckunx nabopaTopHbIX nccnegosarmnii. Hactb 2. OueHka aHaIMTUYecKon HagexXHoCTN MeToL0B ncciefoBa-
HYSA (TOYHOCTb, YYBCTBUTENIbHOCTb, CMEeLN(UYHOCTb)

FOCT P MCO 15189—2009 JlabopaTopuun meguumHckme. YacTHble TpeboBaHUA K Ka4ecTBY U KOMMe-
TEHTHOCTK

NMpumeyvyaHue — Mpy NoNb30BAHUN HACTOSILLMM CTAHAAPTOM LiefiecoobpasHo NpoBepuTb AeiicTBIE CCbloY-
HbIX CTaH4ApPTOB B WH(OPMALMOHHOM CUCTEME O6LEero nob30BaHWs — Ha OMuManbHOM caiiTe degepanbHoro
areHTCTBa No TEXHUYECKOMY PeryiMpoBaHuio 1 MeTponoruu B ceT VIHTEpPHET WaW Mo eXerofHoMYy UH(OPMaLMOHHOMY
ykasaresio «HauuoHasibHble CTaH4apThl*, KOTOPbIV 0Ny6/IMKOBAH N0 COCTOSIHMIO Ha 1 AHBAps TEKYLLero roga, 1 no Bbinyc-
KaMm exxeMecs4HOro MHHOPMaLMOHHOTO yKasaTensi «HalyoHa bHble CTaHAaPTbI» 3a TeKyLNii rof. ECnu 3aMeHeH ccbliou-
HbI/i CTAHAAPT, HA KOTOPbIN AaHa HeAaTMPOBaHHAs CCbINKA, TO PEKOMEHAYETCS UCMO/Ib30BaTh AEWCTBYIOLLYI0 BEPCUIO
3TOro cTaHAapTa Cy4eTOM BCeX BHECEHHbIX B JaHHYI0 BEPCUI0 U3MEHEHWIA. EC/TM 3aMEHEH CChINIOYHbIN CTaHAapT, Ha KOTO-
pbiii faHa AaTMPOBaHHAs CCbI/IKA, TO PEKOMEHAYETCS UCMNO/b30BaTh BEPCUIO 3TOMO CTAHAAPTA C YKa3aHHbLIM BbllUE r0L0M
yTBEPXAEHUS (MpUHATUA). ECAM Nocne yTBepXAeHWs HACTOSALLero cTaHgapTa B CCbIIOYHbIN CTaHAAPT, Ha KOTOpbI AaHa
[aTpoBaHHas CCbifika, BHECEHO U3MEHEHWE, 3aTparMBaloLLee NosIoXEeHNe, Ha KOTOPOe AaHa CChl/ika, TO 3TO NOJIoXeHue
pekomMeHAyeTCsl NPUMEHATb 6e3yyeTa ;aHHOr0 N3MeHeHUs. ECNM CCbIIOYHbIV CTaHAAPT OTMEHeH 6e3 3aMeHbl, TO MoJIoXe-
HUE. B KOTOPOM AiaHa CChl/IKa Ha HEro, PEKOMEHAYETCS MPUMEHSTL B YACTU, HE 3aTparuBaioLLeil 3Ty CCbIKY.

MN3paHne ouynanbHoe
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3 TepmuHbl, onpefeneHusa N cokpaw,eHuns

B HacTosiLeM cTaHaapTe NpMMEHEeHbI cefytolme TepMUHbI C COOTBETCTBYHOLLMMU ONpeeeHnaMU:

3.1 aBTOMATMYeCKWUii aHanmsaTop ANA Koarynonormyecknx nccnegosaHuii: Mpubop, no3sonsto-
WM NPOBOAUTL aHANIMTUYECKUIA 3Tan KoarynoiorMyecknx nccnefoBaHunii c MOMeHTa BHECEHNA 06pasLoB 13
nepBUYHbIX NPOGUPOK A0 NOMYyYEHUs pesynbTaTa uccnefoBaHus 6e3 BMeLlaTeNbCTBa onepartopa B paboTy
npubopa.

3.2 aHanuT: KOMNOHEHT Npobbl, yKa3aHHbI B Ha3BaHWM UccnefyeMoro CBOWCTBa UM M3MepsiemMol
BE/IMYMHBI.

MpumeyvaHnunsa

1 BkAWHUYECKo nabopaTopHO AnarHoCTUKe aHa/IMTbl MOTYT UMETb Pas/iMuHbIii xapakTep:

a) (PhM3MYEeCcKUX CBONCTB.

6) XMMWYECKUX 3/IEMEHTOB, NOHOB, HEOPraHNYeCKNX MOEKY/T;

a) OpraHUYeckux CTPYKTYp C Masioil MONeKyIsipHOl Maccoii;

r) MakpOMOJeKys C MU3BECTHOWN UM NpM6an3nTeNbHO YCTaHOBIEHHO CTPYKTYPOIA 1 cneymndrnyeckmmm 6uonornyec-
KUMU CBONCTBaMMU;

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

e) MukpoopraHusmoB (6akTepuu, BUPYCbl, a Takxe rpubbl N NapasuTapHble OpraHu3mbl pasmepom o 1 Mm), ux
CTPYKTYpbl 1 CBOWCTB.

2 ApantupoBaHo [TOCT P52361. ctatbsa 17J.

3.3 6uonoruyeckuii matepman: buonornyeckme XuMAKoCTH, TKaHU 1 IKCKPETbI YenoBeka [8].

MpumevyaHne —

EmomaTeleanbl yesnoBeKa npeacTtaBnAaAT c0o60/i CNoXHble CUCTEMbI CMECU pasnnyHbIX BEWECTB UKNETOK, ABNAK-
LW MNXCA KOMNOHEHTaMUu, TO €CTb O4EepPYEHHbIMN YaCTAMN CUCTEMBbI. B aHanuTuke KOMMOHEHTbl CUCTEMbI nogpasgensanT
Ha «aHa/IUTbl». «KKOHKOMUTaHTbI» N «pacTBOPUTENN»; NOCneqHNe ABa BNAA KOMNOHEHTOB o603HavalT Kak «MmaTpuuy».
Manmqa OoxBaTblBaeT BC& KOMMOHEHTbI MaTepmaanon CUCTEeMbIl, UCKNK4Yasa aHauT.

[FOCT P53022.2—2008 YacTb 2. NyHKT 3.2]

3.4 6MON0TNYECKME XUAKOCTN: XKUAKOCTY OpraHn3Ma YeioBeka u nx KOMMNOHEHTbI: KPOBb, MoYa, JT1K-
BOP. IMMdPa, CeKpeThl, CbIBOPOTKa, N1asma, Mova, naeBpasibHas XUAKOCTb, C/IOHA, aMHUOTUYECKAs XUAKOCTb,
3AKYNSAT U Ap.

3.5 Bannagaymna: nO,U,TBep)Kp,eHVIe nocpencTtsoM npeactaBneHNA 06BbEKTUBHbIX cBMnaeTenbCcTB TOrO,
yTo Tpe6OBaHVIFI, npeaHa3HavyeHHble 1A KOHKPEeTHOro Ncnosib3o0BaHNA UK NPUMEHEHUA, BbIMO/THEHbI.
[FOCT ISO 9000—2011. MyHKT 3.8.5]

MpumeyvaHnunsa

1 [loKyMeHTWpOBaHHbIe UCMbITAHUSA, 3aMUCU N 06 BSACHEHUA pe3ynbTaToB, HE06X0AUMbIE 415 NOATBEPXAEHUA TOrO,
4YTO NPOLEeCcC HEM3MEHHO JaeT pe3y/bTaT, B COOTBETCTBMU CONpeesieHHbIMU TpPe60BaHUAMU.

2 Banupauvsa MeTOAMKM 3aK/ovaeTcs e cepun nccnefoBaHunii 4na onpepeneHns s pekTMBHOCTA N BOCNPOUN3BO-
AVMOCTW MeToAa UCTbITaHWNIA.

3.6 BTOpu4yHasa npob6upka: Mpobupka NIn MHOW cocyh, B KOTOPbI BHOCUTCA Npoba nocne Heobxoam-
MOV NpeaHannTMYeCcKoin 06paboTKM.

3.7 BbICOKOTEXHONOrMYHOEe nabopatopHoe o6opyaosaHue: Mpubopsl, annapaTbl, 060pyAOBaHNe
NS NPOBefeHNs KNMHNYECKUX nabopaTopHbIX UccnefoBaHuii, HanpaBeHHbIX Ha OLLeHKY COCTOSIHWSA OpraHmn3-
Ma yenioBeka, NPon3BeAeHHbIE C UCMONb30BaHNEM COBPEMEHHBIX JOCTUXEHWIA B 06/1aCTW 3NEKTPOHMKMN, NPO-
rpammHoro o6ecneyeHns, pPo60TOTEXHUKN U APYTUX BbICOKOTEXHOTOTUYHBIX 061acTeli MPOMbILLIEHHOCTW.

3.8 eguHMLa BENMNUYUHBI: PUKCMPOBAHHOE 3HAYeHWe BeIMUYUHBI, KOTOPOE NPUHATO 3a e 4UHNLY JaHHOM
BE/IMYVHbI Y MPUMEHSETCA A1 KONMMYECTBEHHOIO BblPaXEHUS OAHOPOAHBIX C Hell BesMuuH [3].

3.9 n3mepeHue: lMNpouecc (COBOKYNHOCTb Onepaumii) 3KCNepMMeHTaIbHOrO MOy4YeHUss O4HOM0 Wan
60nee 3Ha4YeHUi BesIMUnHbI [7].

MpumeyaHnsa

1 OTanbl NpoBeAeHUs U3MepeHns oT NoayyeHns Npobel, NnpeobpaszosaHna aHanuta B Qopmy, y4006HY0 Ansa nsme-
peHnA. NoNTyYeHNa BEINYUH B CPeACTBE N3MepeHNs 1 06paboTkM NONYUYEHHbIX pe3yNbTaToB ABAAITCA YacTAMMU npouecca
n3mepeHus. B pesynbTaTe npouecca n3mMepeHus MoryT 6biTb MONyYeHbl KONIMYECTBEHHbIE N KaueCTBEHHble AaHHble,
npeacTasnaoLWmMe 3HaYMMYH0 4719 ANarHOCTUKM MHopMaLmIo.

2
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2 KauecTBeHHble AaHHble — pe3ynbTarT, I'IOJ'IyHeHHbII7I ANXOTOMUYECKUM AeNNeHNEM N0 KaKOMY-TO NPU3HaKy.

Mpumep — [laHHble UMMyHOM epMeHTHoOeo aHanusa (MPA) Ha Hannume UHPULUUPOBAHHOCTMU NayneHTa
onpefenstoTCA NO NPpU3HaKy onTuyeckoit nnorTHocTwU (OM) npo6bl 60onbwe AW MeHbwe O KPUTNYECKOTO B
LaHHOl cucTeme.

3 Kun3mepeHuto He 0THOCUTCA BMU3yasibHOe ucciefoBaHne CBONCTB, Hanpumep LBeTa.

4 ®depepanbHble opraHbl UCNOMHUTENbHON BNacTu, OCyLecTBASALWNEe HOPMaTVBHO-NPAaBOBOE peryanpoBaHne B
obnacTax AeAaTenbHOCTY (34paBoOXpaHeHns), oNpeaenstoT MU3MepeHus, OTHoCcALWMecs K cpepe rocyaapcTBEHHOro pery-
nnpoBaHua obecnevyeHns eanHCTBA U3MEPEHWIA, N yCTaHaBMBAIOT K HAM 0653aTelbHble MeTposiornyeckne TpebosaHus,
a TOM yuncne nokasaTenu TOUHOCTU n3mepeHunii (3.

3.10 uHTerpauma obopypoBaHua: lpouecc TEXHNYECKOro 06beAUHEeHNS BbICOKOTEXHOIOTMYHOTO
nabopaTopHOro 060pyA0BaHNA NOCPELCTBOM Kak KOHCTPYKTUBHOIO peLleHns NPon3BoANTe NS, Tak u C UCMOSb-
30BaHWEM [0NOIHUTENbHBIX YCTPOICTB Ha 6a3e MeAnLMHCKOl nabopaTtopmn ¢ aBTOMaTUYECKUM nepemMelle-
Huem npo6.

NMpumeuaHune — WHTerpaunsa o6opygoBaHns No3BONAET CO34aBaTh €NHY0 NPON3BOACTBEHHYIO IMHUIO KNN-
HWKO-AnarHoCcTUYeckoii nabopaTopun, NPOEKTUPyeMyo0 UHANBUAYANTBHO Cy4eTOM MOLLHOCTU nabopaTopun, BUAOB nccne-
[l0BaHWii, BbIGPAHHOro TEXHOOTMYECKOT0 PELLEHNS, a Takke pa3MepoB 1 pacCTaHOBKN NabopaTopHOro 060pyA0BaHus.

[Mocobune k MITCH 4.12-97. JleyebHo-npochunaktuyeckne yupexagenusa. Pasgen lll. Boinyck 4. lnarHoctmyeckme
oTAeneHuns: KnnHuko-guarHoctnyeckne naboparopuun. NMaTtanoroaHatomuyeckue otgenexus. bopo (otaenexuns) cyne6-
HO-MeANLMHCKOW aKCnepTUsbi].

3.11 koarynauusa (remoctas): CnoxHblli 6uonornyeckmii npouecc obpasoBaHNs B KPOBU HUTel 6enka
punbpuHa, 06pasyoLnx TpPoMObI, B pesyibTaTe Yero KPOBb TEPSIET TEKYUYECTb, NPUoGpeTas TBOPOXMUCTYH KOH-
CUCTEHLMIO.

3.12 koarynonorunyeckne nccnegosaHnsa: MeTogukun mccnefosaHus TpOMOOLMTapHO-COCYANCTOrO
(nepBMYHOTroO) remocTasa, KkoarynsiyMoHHOro reMocrasa, (0akTopoB CBEPThIBAHUS KPOBU U UCCEA0BAHNSA CUC-
TeMbl (hubprHonm3a.

3.13 meTopa: ObLee onvucaHve N0rMYecKoin NnocneoBaTebHOCTM onepauuii Npyu NpoBefeHun nccne-
[OBaHWIA, U3MepeHuin 415 AUarHOCTVKN UH BUTPO.

3.14 meTofuKa n3mepeHuii: letanbHoe onucaHwe M3MepeHuii B COOTBETCTBUM C OAHUM Uaun 6onee
MeTOAOM.

MpumeyaHuns

1 MeTofuKy usmepeHuii 06bI4YHO OMUCHIBAIOT AOCTATOYHO NOAPOBHO M NpeCTaBAAT a BUuAe AoKyMeHTa (MHCTPYK-
L1K). NO3BONSAIOLLETO NOMb30BATESIO BbINOMHNTL N3MEPEHME.

2 MeToguka U3MepeHusi MOXeT BK/o4YaTb MHhOpMaLMI0 0 HeonpeaeNeHHOCTN U3MEPEHWIA.

3 Bpsagecnyyaes MeToanka naMepeHuii, nponucaHHas BUHCTPYKLUMAX 415 NONb30BaTeNsA, MOXeT paccmaTpusatb-
CA KaKkCcTaHfapTHasa onepaunoHHas npoueaypa (SOP).

3.15 nepBuyHas npo6upka: Mpobrpka UK UHOI cocyg, B KOTOpLIN NocTynaeT 6MomMaTepuan Henocpe-
[ACTBEHHO OT NaumeHTa.

3.16 npo6a: [locTaTo4HOe KO/IMYecTBO GMOJIOrMYEecKoro MaTepuasna, B3sToro y uesoBseka s naéopa-
TOPHOTO UCCNeA0BaHUS.

3.17 cpeACTBO M3MePeHUii: TexHUYeckoe ycTpoiCTBO, NCMOMb3YEMOE A/151 BbINO/IHEHUS U3MEPEHWIA, B
TOM YiC/ie B COYETaHUN C O4HUM U/ HECKONIbKUMM A0OMNOMHUTEIbHbIMU YCTPoicTBaMM (6).

NMpumevyaHns

1 TexHuyeckoe CpefcTBO, MpefHa3HaYeHHOe [AN1A U3MEepeHWii, uMmerollee HOPMUPOBAaHHbIE MeTPOsiornyeckne
XapakTepucTuku, Bocnpoussogaiiee n (Mnun) xpaHsiee eguHuLy puanyeckoii BeIMYMHbI, pasmep KOTOPOI NpuHUMatoT
Hen3MeHHbIM (B Npejenax ycTaHOB/IEHHOV NOTPELHOCTN) B TeUYEeHNEe N3BECTHOTO NHTepBasa BPEMEHU.

2 TpuBefeHHOe onpegenieHne BCKPbIBAeT CyTb CPEACTBA M3MEPEHUIA, 3aKN04aloLLYOCS, BO-NEPBbIX, B KYMEHUN»
XpaHuTb (M1 BOCNPOU3BOANTL) eAuNHULY (PU3NYECKOW BENWYVHbI, BO-BTOPbIX, B HEM3MEHHOCTW pasMepa XpaHuUMmOo
eANHNLbI. DTN BaxHeliLlne hakTopbl 1 06yCcN0BANBAIOT BO3MOXHOCTb BbINOSIHEHWSA 3MepeHUs (conocTaB/ieHne ¢ eAnHN-
uei). T. e. BAeNawT» TeXHUYeckoe cpeAcTBO CPeACTBOM M3MepeHuii. Ecnu pasmep efuHuubl B npouecce UsmepeHuii
n3MeHsieTcst 6osee, YeM yCTaHOBIEHO HOPMaMU, TakuM CPeAACTBOM Heflb3si MONy4nTb pe3ynbTat c TpebyemMoii TOUHOCTbIO.
3To03Ha4aeT,YTo M3MePATb MOXHO NULLb TOrAa, KOrga TeXHUuYeckoe CpeacTBo, NpegHasHaueHHoe A5 3TON uenu, MoxeT
XpaHUTb eAnHULY, LOCTATOYHO HEM3MEHHYI0 No pasMmepy (BO BPEMEHM).

3 Tpu oueHNBaHNN BETMYMH N0 YCNIOBHbIM LUKaNaM LWKasbl BbICTYNalT Kakbbl «CpeACTBOM U3MEPEHWII» 3TUX BEN-
4uH [9].
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3.18 TeXHUYeckne CUCTEMbI M YCTPOCTBA C U3MEPUTEbHBIMU (PYHKLUAMU: TEXHNYECKMNE CUCTE-
Mbl 1 YCTPOCTBA, KOTOPbIE HAPSAY C UX OCHOBHLIMU (PYHKLUSIMU BbINOHSAIOT U3MepUTE bHbIE (DYHKLN.

MpumeyaHuns

1 KTexHu4yeckum cuctemam u ycTpoicTBam c usMepuTenbHOM (hyHKLUNeR OTHOCUTCA BbICOKOTEXHON0rMYHOoe na6o-
paTtopHoe o6opyfoBaHue, BKoYatLee B ceb6s1 Hanbosee NosHbI NpoLuecc n3mepeHus. [laHHble, NOsTlyYeHHbIe BO BpeMs
aTana M3MepeHus Ha BbICOKOTEXHO/IOTMYHOM fnla6opaTopHOM 060pyAOBaHWM, UCMNONb3ylTCS ANS npeobpasoBaHUs B
KaueCTBEHHbIE WK KONINYECTBEHHbIE [JaHHble C MOMOLLbI0 BCTPOEHHOro 060pyA0BaHNSA U NPOrpaMMHOro o6ecneyeHus.
[laHHble U3MepeHns He ABNAITCSA NPAMbIMU, U NPU NOATBEPXAEHUN COOTBETCTBUSA (B BUAe perncrpaymmn unm ceptuduka-
uun) faHHoOro o60pyA0BaHuUsi NPOBOAMTCS MOATBEPXAEHME (aTTeCTaLUs) METOAUKN U3MEPEHUS.

2 O6s3artenbHble Tpe60BaHNA K TEXHUYECKUM CMCTEMaM W YCTPONCTBaM C U3MepUTESbHLIMU (YHKLUSMU, a Takke
hOpMbI OLLEHKM UX COOTBETCTBUSA yKa3aHHbIM TpeboBaHNAM ycTaHaBMBaKOTCA 3akoHOAaTeNbCTBOM Poccuiickoil depe-
pauun o TexHU4Yeckom perynnposaHum (2.

3 BcooTBeTCTBMM C AeCTBYIOLMM 3aKOHO4aTe/1IbCTBOM OTBETCTBEHHOCTb Ha BCeX aTanax obpalleHuns BbICOKOTeX-
HO/TIOTMYHOTO 1abopaToOPHOro060pPyA0BAHMUSA HA PbIHKE HECET NPOU3BOAMTE b UM €T0aBTOPU30BaHHbI NpeAcTaBUTE Nb.

4 Tpe6oBaHMA K COCTABMIEHNIO TEXHUYECKMX 3afaHNil 4N NpoBeaeHns
rocyfapcTBEeHHbIX 3aKymnoK

TexHuyeckne Tpe6oBaHNA A0KHbI:

- cofepxaTtb XapakTepucTUKN BbICOKOTEXHOIOTMYHOTO 1abopaToOpHOro 060pyA0BaHUS C TOUKU 3peHUSs
ero npegnosiaraeMoro Ucrnosib30BaHUsi KOHOYHbIM NOTPEBUTENEM:

- He 6bITb U30bITOUYHLIMY;

- He UCK/toYaTb KOHKYPEHLMIO NPY 3aKyNKe BbICOKOTEXHOMOMMYHOr0 /1abopaTopHOro 060pya0BaHus;

- o6ecneunBaTb BO3MOXHOCTb LLUMPOKOTO BbIGOpA C TOUKM 3pEHUSA LieHbl M KauecTBa ToBapa.

TexHuuyeckme 3a4aHnsa Ans rocyapCTBEHHbIX 3aKynokK pa3padaTbiBaloTCcs 3aka3umkoM ¢ y4eTom Tpebo-
BaHWi 3aKoHoAATeNIbCTBA O pPa3MeLLEHMM FOCYAAPCTBEHHbLIX 3aKa30B [1]. aHTMMOHOMOJILHOIO 3aKoHOoAa-
TeNbCTBa M 3aKOHOAaTeIbCTBA O TEXHUUYECKOM perynnpoBaHum [2].

4.1 HaumeHoBaHve 060pyA0BaHUSA, €0 HA3HAYEHME U LLeNIM UCNOb30BaHNS

TpeboBaHMe KOHKPETU3NPYETCSA rOCYAAPCTBEHHbLIM 3aKa3uMKOM UCX0AA N3HA3HAYeHUs 060pyA0BaHNA U
npegnonaraemoli chepbl ero MeANLUHCKOro NPUMEHEHNS.

4.2 OnwncaHue obopyaoBaHus

Kaxpabllii NOANYHKT AaHHOTO NYHKTa A0/HKEH HYMepoBaTbCA U CoAepxaTb He0O6X0AMMbIA NepeyeHb PyHk-
LIMOHASIbHBIX N TEXHUYECKNX XapaKTepucTuK, NOTpebuTeNbCKNX CBOWCTB, KOMMIEKTaLn, KONNYeCcTBeHHbIe,
KayeCTBEHHbIE 1 UHble NoKa3aTenn, Heob6xoanMbIe 3aKka3unky (KOHEYHOMY NoJIb30BaTEe ).

TouHble ¥ yeTKne TexHnyeckne TpeboBaHWA ABNATCA NPeANoCbIIKOA K TOMY, 4TO6bl NOCTaBLMK NO
3anpocy 3akasuvka npefcraBui peasibHble N KOHKYPEHTOCMOCO6HbIE TEXHUYECKME N TEXHUKO-KOMMeEpPYeckmne
npeanoxeHns 6e3 3HaunTeIbHbIX OTOBOPOK, OTK/IOHEHWI NN [ONONHUTENbHbIX YCNOBUIA.

TexHuuyeckne TpeboBaHNA Ha noctasky 060PyAOBaHUS BbINOHATCA pasfesibHO AN KaXA0ro Buaa
o60pyAoBaHNA 1 A0MKHLI BKIOYATD B CE6S:

- TeKCT TeXHNYeCKUX TpeboBaHuii;

- Tabnuuy TeXHNYeCKnx nokasatenei.

B TEKCT TEXHMYECKNX TpebOoBaHUii BKNOYATCS OCHOBHbIE XapaKTepPUCTUKU NOCTaBsieMoro o6opyoBa-
Hus. CornacHo TexHuyeckum TpeboBaHnAM, 3akynaemoe 060pygoBaHve 1 matepmasibl, NPUMEHAEMbIE B 3TOM
060pyA0BaHUN, AO/MKHbI ObITb HOBbIMW, HE UCMO/MbL30BaHHLIMW paHee, NpeAcTaB/ATb CO60/ COBPEMEHHbIE
mMoZenu, co3gaHHble C yH4eTOM NocnefHNX fOCTUXEHWI B 061aCT KOHCTPYKLUIA 1 MaTepuasnos.

TexHuuyeckne TpeboBaHUA [OMKHbI ObITb COCTaB/EHbI TakuM 06pa3oM, YToObl 06ecneynTb Makcumasb-
HO LUMPOKYIO KOHKYPEHLIMIO U B TO Xe BpeMs faTb YeTKoe npejcTas/ieHne 0 He06XoaMMbIX cTaHdapTax 6e30-
MacHoOCTM U KayecTBa WCMOJSIHEHUA, MaTepuanax W 3KCryaTauMOHHbIX XapakTepucTukax 3akynaemoro
o6opyAoBaHns, TPAHCMOPTUPOBKE, YNakoBKE M yC/TOBUAX XPaHEHNS 060pyA0BaHNS.

Mpu cocTaBneHun TexHn4ecknux TpeboBaHnii HEO6XOANMO yUnTbIBaTb TO. YTO OHWM HE AO/DKHbI UMETb
orpaHuynTeNbHbIA xapaktep. CTaHAapTbl U TEXHUYeckne cneymdukauum, ykasbiBaeMble B KOHKYPCHOM [OKY-
MeHTaLMW. AO/IKHbI rapaHTMPOBaTb CO6M0AEHNE OCHOBHbIX TEXHUYECKUX TPe6OoBaHii 1 Npounx TpeboBaHwuii K
3aKynaemomy 060pyA0BaHuio.

B Tpeb6oBaHVAX AOMKHbI ObITb NPMBEAEHbI CBEAEHUS O KTMMATUYEeCKOM NCMOTHEHUN 1 KaTeropusx pas-
MelleHns obopyaosaHus no NOCT, cteneHu 3awumTtbl no FOCT, ypoBHe BUbpaLmu, LWyma, KOMNOHOBKe, pasmMe-
LWeHun v naowagkax obenyxumsaHma obopyfoBaHna, macce obopyaoBaHus, ero rabaputax (naowaav Ans
camoro npubopa) c yHeToM UMeLLUXCS Y 3aKa3ymka (KOHEYHOro No/Ib30BaTeNs) NOMELLEHNA 1 KOMMYHa bHbIX

4
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pecypcoB, MOHTaxe, M1aHOBbIX U KanuTasbHbIX peMOHTax 060pyA0BaHNS, YyCI0BUSIM €ro CepBUCHOro 06Cny-
XuBaHus. Mo BO3MOXHOCTU, B TEXHUYECKUX TPEOOBAHNAX YKa3blBAOTCA KOHKPETHbIE CTaHAapThbl, NPUHATbIE B
mexayHapogHoi npaktuke (TOCT P MICO/M3K. TOCT NCO/M3K, 3apeructpupoBaHHble Kak Megusaenvs B
P®), KOTOpbIM AOMXHO COOTBETCTBOBATL 3akynaemoe 060pyaoBaHue, unmn ctaHgaptel Poccumn (TOCT P).

4.3 TpeboBaHNA K BpeMeHN HapaboTkn 060pyAO0BaHUA HA MOMEHT 3aKynku

YKa3blBaeTcs, UTo 060py,u,03aHV|e A0/HKHO 6bITb HOBbIM, paHee He NCno/ib30BaHHbIM, HE 3KCnyaTnpo-
BaBLIMMCA NN UMETb onpeaenieHHoe BpemsA HapaﬁOTKI/I (C y4yeToMm Banungauuu u KaﬂMﬁpOBKI/I Ha npeanpuva-
TUU-N3roToBUTENE KN B NpoLEecce TEXHNYECKUX UCMbITaHW npu perucrtpaynmn meguunuHcKoro VI3,D,eI'II/Iﬂ) 1 6bITb
ncnpaBHbIM.

4.4 TpebGoBaHWA K NOCTaBLLUKY 060PYA0BaHMUS 11 €70 OTBETCTBEHHOCTU

McnosHMTe b fO/XEH UMETb YCTaHOB/IEHHbIE 3aKOHOAATEeIbCTBOM Y HOPMATVBHO-NPABOBLIMU aKTamu
Poccuiickoii defepaluy AOKYMEHTbI, NMOATBEPXAAIOLLIME COOTBETCTBUE OKa3blBAeMbIX YCNyr Tpe6oBaHusaM
[elicTBYIOLWUX HOPMATMBHO-NPAaBOBLIX akTOB Poccuiickoii ®efepanun. OTBETCTBEHHOCTb 38 CBOEBPEMEHHOE
NPOAJSIEHNE TaKUX JOKYMEHTOB NIEXUT Ha icnonHuTene. cnoiHuTenb npefocTaBnsiet 3akasumky Konum foKy-
MEHTOB,  MNOATBEPXAAMOWMX COOTBETCTBME  OKa3blBAaEMblX YCAyr  TpeboBaHUAM  [eliCTBYHOLLMX
HOpPMaTKBHO-NPaBOBLIX akTOB Poccuiickoii ®efepaumm.

45 Tpeb6oBaHue o0 Heob6xoaumocTn obecnevyeHuss B3auMoaelicTBUA  NOCTaB/ISIEMOTO
obopypoBaHusa c o6opygoBaHNEM, NCNOMTb3YEMbIM 3aKa3uyMKoM

Mpn HEO6XOAMMOCTM YKa3bIBAKTCS BapraHTbl 06ecrneyeHusi B3arMOoAeiCTBUS MMEeIOLLLEerocs y 3akasumka
o060pyf0BaHus ¢ 3akynaemMbiM 060py0BaHNeM (BO3MOXHOCTb NOAK/IHOUYEHUs KNabopaTopHoi MH(OPMaLOH-
HoIi cncTeme, e 4UHbIV NPOTOKO 06MEHaA AaHHbIMK, MPOrpaMMHasi COBMEeCTUMOCTb W Np.).

4.6 Tpeb6oBaHusa k pa3Mepam o60pyAoBaHNS

Tpe6oBaHus K pasmepam 060py[0BaHUsS (POPMUPYIOTCS NCXOAA U3 UMEIOLLXCSA Y 3aKasumka (KOHEYHOTo
nonb3oBaTesis) Nowageli Um ¢ yueToM Nx peKOHCTPYKLMIU. PEKOHCTPYKLMS UMeoLLMXCs niowaaeii onpeae-
NsieTcs 3afjlaHneM Ha NPOeKTUPOBaHMe, B 3aBUCMMOCTM OT MOLLHOCTY flabopaTopuu, BUAOB MCCef0BaHuii,
BbIGPAHHOT0 TEXHOJIOTMYECKOTO PELLEHNS], & TAKKE PA3MEPOB M pacCTaHOBKM N1a6opaTopHOro 060py0BaHus.

4.7 Tpe6oBaHus kK NpeAnpoAaxHoii nogroToBke o60pyfoBaHns

Tpe6oBaHus K NpeAnpojaxHoi NoAroToBKe 060pyA0BaHNS KOHKPETU3MPYIOTCS 3aKasunkoM.
MpegnpogaxHas nofAroToBka 060py40BaHUsi NPOBOAUTCS Ha Cklafe KOMMNaHWU-NoCcTaBLLMKa.

4.8 TpeGoBaHMWA K pacxojam Ha 3Kcnsyatauuio o60pyfoBaHMs, K MOCTaBKe PaCXOAHbIX
MaTepuanoB Ans o6ecnevyeHnsa hYHKLMOHNPOBAHUSA M 3KcnyaTauum o6opysoBaHums

Mpu HEO6XOAMMOCTH YKa3biBAETCsl, UTO, HaNpPUMep, PacXoisl Ha SKCMyaTaumio 060pyA0BaHus B Teue-
Hue Mecsua (kBapTana, nosyroums, rofia 1 np.) He 4o/MKHbI NpeBbIWaTh 6onee 10 % CToMMOCTY 060pyJ0BaHUS.

B aToM pasgenie He06X0AMMO NEPEUUCIUTL PACXOAHbIE MaTepuasbl, KOTOPbIe 3aKka3uvk HaMepeH Mnosy-
unTb BMecTe ¢ o6opyaoBaHueM. Tpe6oBaHusi NO nepegave 3aka3uuky CTapTOBOrO KOMM/EKTa PacxogHbiX
mMaTepuasnoB A5 NepBUYHOl aKCnyaTauuy ToBapa B TedeHue TpeGyemMoro cpoka KOHKPeTU3MpyTcs rocy-
[apCTBEHHbIM 3aKa34MKOM.

4.9 Tpeb6oBaHMWa K kayecTBy 060pyAoBaHusi, 6e30MacHOCTM MeAWLUMHCKOro nepcoHana u
nayMeHTOB 1 3aluTe oKpyxatolLeit cpegbl

Tpe6oBaHMs K KAYECTBY U 6e30NacHOCTY 060PYA0BaAHUSA U €70 NOTPEBUTENTLCKMM CBOMCTBAM KOHKPETU-
3UPYHTCH roCcy4apCTBEHHbIM 3aKa34uMKOM.

B cniyyae, ecnu oT MCNoAHWTENS B NpoL,ecce BbINOMIHEHWS KOHTpakTa TpebyeTcs ocyLLecTBUTbL CTpaxoBa-
HWe OTBETCTBEHHOCTU Nepes TPeTbMMU ML aMU UM €CIM NOCTaBKMN 1 CONYTCTBYOLLME YCNYTK CBSI3aHbl C BO3-
MO>XHOI ONaCHOCTbI0 /151 XXU3HW U 340P0OBbS NII0AEW NN 3KONTOTMYECKMM YLLLep6OM, B JaHHOM pa3erne fO/MKHbI
ObITb fJaHbl COOTBETCTBYIOLME HEOOXOAMMbIE TPEeOOBaHUS.

4.10 Tpeb6oBaHMNA KrapaHTUIAHOMY U NOCTrapaHTUNHOMY 06CTy)XMBaHUIO

To4yHO yKasbiBaeTCA NPOAO/HKNTETIbHOCTb rapaHTURHOIO CPOKa U MeCTO BbINO/IHEHNS paboT no rapaH-
TUIAHOMY 06C/YXMBaHUWIO, YCTaHaB/IMBAEMOE MO YCMOTPEHWIO TOCYAapPCTBEHHOMO 3aka3unka. FapaHTuliHbIi
CPOK He MOXeT ObITb MeHbLUe rapaHTUIiHOrO cpoka npounssoanTens (n3rotosutens). CnegyeT YETKO ykas3aTtb
06513aHHOCTM MOCTaBLMKa (MCNONHUTENS, NOAPALAUNKA) B TEYEHME rapaHTUITHOTO Cpoka — 0653aHHOCTU No
npogUNaKTUYECKUM OCMOTPaM M MEPONPUATUSIM, MO rapaHTUIiHOW 3aMeHe U PeMOHTY AieTaseld, No npeocTas-
NIEHVI0 B MO/Ib30BaHVe Ha BpeEMS peMOHTa aHalorMyHoro ToBapa, no 3abopy 1 BO3BpaTy ToBapa TpaHCNopToM
nocTaBLUnKa UT. 4.
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CnepyeT Takxe ykasbiBaTb NePUOANYHOCTb TEXHNYECKOro o6cnyxusaHus. Mpyu nposBegeHun o6Cnyxm-
BaHNs 060pyA0BaHNSA JOMKHbI UCNONb30BATLCA UHCTPYMEHTbI, KOHTPO/IbHO-U3MEpPUTE bHbIE NPUBOPBLI, pac-
XO0AHble MaTepuasbl, KOMMNNEKTyOLe, 3anacHble YacTu, COOTBETCTBYIOLWME TPe6oBaHNAM K TEXHUYECKOMY
06CNYXMBAHWIO U PEMOHTY, NpeAbsaBNseMbIM NPon3BOAUTENEM 060pYyA0BAHUSA.

B faHHOM pasgesne MoryT 6biTb NPUBeAEHbI faHHbIE O rapaHTMItHOM CPOKe akcnayaTtauum obopynoa-
HUS. rapaHTuiiHoOl HapaboTke (B npefenax rapaHTUHOrO Cpoka 3KcnayaTtauuu), rapaHTum npaBuIbHOCTU
BbIGOpa BCroMoraTeibHoro 060pyA0BaHNs KOMMNIEKTHON NOCTaBKW. 34eCh Xe MOXEeT MPUBOANTLCA NepeyeHb
3anacHblX YyacTeil 1 NpucnocobaeHnii Ha Nnepuog rapaHTUiiHON akcnayaTauun 060pyf0BaHNA 1 Ha Nepuoa
nocsie OKOHYaHWsA ero rapaHTUIAHON aKcnayaTauum.

4.11 TpcboBaHMA NO 06bEMY rapaHTuii kKayecTBa ycnyr

TpeboBaHus Kk kauecTBy 060pyOBaHNA N ero N0TPebuTeIbCKUM CBONCTBAM KOHKPETU3NPYIOTCA rocya-
PCTBEHHBIM 3aKa34YNKOM.

YKa3blBalTCA MUHUMaNbHO NpUeMIemble 415 roCyAapCTBEHHOIO 3aka3umka Wan XXecTKO yCTaHOBMEH-
Hble 0693aHHOCTY NMOCTaBLUMKA B rapaHTUHbIA Nepuoa.

4.12 TpeboBaHus K nepegadye 3akas3umky C 060pyAoBaHMEM TeXHUYECKOl, cornacoBaHHOW
paspelwnTenbHON N MHOW AOKYMeHTaL K

TpeboBaHua K nepegaye rocygapCTBEHHOMY 3aKa3unKy TEXHUYECKUX U UHbIX OKYMEHTOB NpW NocTaBke
060py0BaHNA KOHKPETU3UPYIOTCA 3aka3yMKOM. YKasblBalTCA [OKYMEHTbl, COMpOBOXAallue NocTaBKy
o6opyAoBaHus, BbiNoNIHEHME paboT, oka3aHue ycayr, Hanpumep, 4To 3TV A0KYMEHTbI 4O/DKHbI 6bITb NepeaaHbl
Ha s13blKe NPOV3BOANTENS C NEPEBOAOM Ha PYCCKUIA A3bIK.

4.13 Tpeb6oBaHus K conyTcTBylow,emy MOHTaxXy nocTtaB/ieHHOTo o6opyaoBaHus,

NyCcKOHanafo4HbIM U UHbIM paboTam

TpeboBaHVsA KMOHTaXy NOCTaB/IEHHOIO 060PYA0BaHUSA U MyCKOHaNaA04YHbIM paboTaM Ha MecTe y 3akKas-
yrka (KOHeYHOro Nosib30BaTesis) KOHKPETU3NPYHTCA roCy4apCTBEHHbIM 3aKa34yMKOM.

4.14 Tpeb6oBaHWA K NOATOTOBKE U WHCTPYKTaXy MEeAMLMWHCKOTO U TEXHMYECKOro nepcoHana

3akKasuuka

TpeboBaHuA K NOATOTOBKE WU MHCTPYKTaXy MOCTABLUMKOM TEXHMYECKOro U MeAMLUHCKOro nepcoHana
3akKa3uyvka (KoHeyHoro notpebutens) Kk pabote Ha NocTaB/eHHOM 060pyAOBaHUM KOHKPETU3NPYIOTCA 3aKas-
YMKOM.

4.15 Tpc6boBaHWSA KBbIMOMTHEHWIO CONYTCTBYHOLWUX paboT, OKa3aHWUio CONYTCTBYOLWNX YCAYT

TpeboBaHua Mo focTaBke, pasrpyske, NpefoCcTaB/IEHUIO WTOCTPATVBHBIX MaTtepuasnos, MOoCTaBKam
KOMMeKTa pacxoHblX MaTepuanos v ap.

4.16 TpebGoBaHMA KKOIMYECTBY, NEPUOANYHOCTN, CPOKY U MECTY NOCTaBOK

Cpokun (nepuogbl) nocTaBku obopyfoBaHuA (ykasblBaeTCs KOHKpeTHas KaseHgapHas gata uin MuHW-
MasibHO npuemnaemas Ans rocyfapcTBeHHONo 3akasuuka gata noctaBku, uan nepuog (nepuodsl), B Te4eHue
KOTOpOro (KOTOPbIX) A0/KHO 6bITh NOCTaBIEHO 060pYAOBaHKe, UK CPOK C AaTbl 3aK/104eHNs gorosopa (ynna-
Tbl @BaHCa UM NHOTO), B TEYEHME KOTOPOro J0/1XHA ObITh OCYLLLECTB/IEHA NOCTaBka, Wan npunaraeTcs rpaduk
nepuoAnNYHOCTY NOCTABOK).

4.17 TMopagokchaunm unpuemMkn obopynosaHus

Mopsgok caaun n npuemky 060pya0BaHNSA KOHKPETU3NPYETCH roCy4apCTBEHHbIM 3aKa3uMKoMm.

Yka3biBalTCA MeponpuaThs no obecrneyeHnto cgaynm 1 NpueMkn o6opyaoBaHMs MO KaXAomy aTtany
NoCTaBKM U B LLE/IOM, COAepXaHMe OTYETHO, TEXHUYECKON 1 MHOV AOKYMeHTaL MK, noanexatleli opopmaeHuto
“ cAave no Kaxaomy atany v B LesioM (TpeboBaHMA UCNbITaHW, KOHTPOJ/IbHBIX MYCKOB, NOANWCaHNS aKTOB TeX-
HMYECKOro KOHTPOJIA, NHbIX JOKYMEHTOB Npu caaye 060pyAoBaHus).

5 TexHuyeckue Tpe6oBaHUA, NnpeabsB/seMble NocTaBLUMKaM aBTOMaTUYECKUX
aHanM3aTopoB AN Koarynosiormyeckux uccnenoBaHuii, ans uenei
rocyaapCcTBEHHbIX 3aKymnok

Mpun hopMMpoBaHNM TEXHUYECKOTO 3afaHnst ANs Leneli rocyaapcTBEeHHbIX 3aKyMnoK K aBTOMATUYECKUM
aHanmMsaTopamM 3akasuuk pykoBoACTBYyeTCsA HacToswmum FTOCTOM U1 B 3aBUCUMOCTY OT Lieneld, CToAwmx nepes,
MeauLuHCKol nabopaTopueil, ncnosb3yeT He06X04MMble NO3ULMN TEXHUYECKUX TpeboBaHuii 6e3 pernameH-
Tauumn ux KoamyecTaa.
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O,D,HOBpeMeHHOB ncnosib3oBaHne B3aMMOUCKI4YarLWmnx TpeﬁOBaHVIVI He aonyckaeTtca.
51 HawumeHoBaHue 060py,D,OBaHVIFI, €ero HasHadeHune n uenm ncnonb3oBaHuAa

ABTOMATHUYECKWIA aHanM3aTop AN KoarynoaorMieckux ccnefoBaHuii (Unu apyrue aHanusatopbl Ansi
Koarynosnornyeckux uccnefoBaHuii c asTomaTusalmein npouecca nccnefoBaHuii).

MpnmMmeyaHne — B TEXHNYECKOM 3afaHun 3anpeljaeTca WCMNosb3oBaTb qJVIpMeHHbIe Ha3BaHuA 060pyp,o-
BaHuA.

5.2 3HaunMmble TeXHMYeckne TpeboBaHNA K 6MOXMMUNYECKUM aHanmsaTtopam

5.2.1 Tpe6oBaHusA, 06yC/OB/IEHHbIE Ha/MiMEM Yy KOHEYHOro nosib3oBaTens martepuasbHbIX
pecypcoB 1 NOMELLEHWNI, CBA3aHHbIE C pa3MeLLeHnemM aHannsaropa y nonyyaresnsi M KOMMYHanbHbIMU
pecypcamu nonyvatens

- TWN UCMOJTHEHNS aHanu3artopa (HaCTOMbHbIA UAW HaNO/bHbIN);

- MakcvMMasibHO fonycTuMble rabapuTbl aHanm3aropa (BblicoTa X AIMHA X WwupuHa (Mm));

- MakcumasnbHas nnaowagb NoMeLleHns, HeobxoAanmas ANA pernaMeHTMPOBaHHON akcnayaTauuy aHa-
nusaTopa,;

- Tpe6oBaHus No aHeproobecneyeHnto, HeobxogMMble 419 SKCNyaTauMm aHansaTopa.

5.2.2 Tpe6oBaHMA K06GOPYAOBaHMIO MO UCNOMb3yeMbIM MeTOAAM

- Hanmuve POTOMETPUYECKOro MeTOAA;

- Ha/myve NoTeHUMOMEeTPUYecKoro MeToga.

5.2.3 TpeboBaHusa K NPON3BOANTENBHOCTMN (TECTOB B Yac)

- obwas/makcumasnbHas;

- Ana OTOMETPUYECKUX TECTOB;

- ANA NOTEHLMOMETPUYECKOro Metoga.

5.2.4 Tpeb6oBaHMA KypOBHI aBTOMaTU3aLum nu3aMepeHus

- aBToMartuyeckoe pa3BefieHue obpasLa BaHanmsarope;

- aBTOMartuyeckoe nepeHasHauyeHve Tecta Nnpu NoyYeHUN HEKOPPEKTHbIX Pe3y/ibTaToB;

- NporpaMMupoBaHue Npasw/i U3MepeHns 4719 aBTOMATMYeCKOro Ha3HavyeHuUs AONO/THUTE NbHbIX Ucche-
[l0BaHWii B 3aBUCUMOCTU OT NOSTy4aeMbIX pe3ynbTaTos.

5.2.5 Tpe6oBaHua KONTUMMU3aLUM NabopaTopHOro npoLecca BCaeCcTBMe akcnayatauum obopy-
foBaHusA:

- WHTerpaums c Apyrum nabopatopHbiM 060pyAoBaHMEM;

- NOAKMNIOYEHME aHanM3aTopa k nabopaTtopHoO MHhOPMaLVOHHO cucTeme;

- CKaHep WTPUX-KOA0B NPO6GUPOK (BCTPOEHHbIV UK BHELLHWUIA);

- CKaHep LUTPUX-KOA0B peareHToB (BCTPOEHHbI UKW BHELLHWIA);

- MVWHMMasbHOE KONMYecTBO o6pasua, Heobxogumoe ANA NPOBEAEHNS N3MEPEHNS;

- TUNbl 6UONOTNYECKNX XNAKOCTEN, KOTOPbIE MOTYT NCCef0BaTbCA HA aHaNn3aTope;

- KO/IM4ecTBO obpasua, HeobxoamMMoe AN onpefeneHns KOHKPETHOro aHanuta uam rpynrbl aHasMTos;

- MakcumasibHoe KONn4yecTBo 06pasLoB, eAVHOBPEMEHHO 3arpyxaemMbix Ha 60pT aHanusaTopa;

- MakcumasibHOe KONIMYeCcTBO MeTOAMK, KOTOPblE MOXHO BbINO/HATL HA aHanu3aTope 6e3 3aMeHbl pea-
TEHTOB;

- MCNO/Ib30BaHNe NePBUYHbIX NPOBUPOK.

- MCNO/b30BaHNe BTOPUYHbIX MPOBUPOK.

- CPOYHble UCCef0BaHNS.

5.2.6 Tpeb6oBaHuAa K cuctemam o6ecnevyeHns NpaBuILHOCTM aHANUTUYECKOTO npoLiecca

- [eTeKums CrycTkos B 06pasLie;

- AeTeKuuMsa ny3blipbKOB U /MK NeHbl B obpasLe;

- AeTeKuus CrycTKOB peareHToB;

- JeTeKumns ny3blpbKOB W /WKW NEHbl peareHTos;

- OTCYTCTBUWE NEPEKPECTHOrO 3arpsa3HeHns o6pasLios.

5.2.7 Tpe6oBaHusa K kKa4eCTBY No/ly4aeMblX B NpoLecce akcnayataynm o6opyaoBaHua pesynbra-
TOB MccnepoBaHuii

- MUHUMasbHas onpegensemas KoOHUeHTpauusa «X» [MMMUT getekumu/.

MpumevyaHne — B KauecTBe «X» yKa3blBAeTCS KOHKPETHbI aHafnMT ¥ COOTBETCTBYHOLLME E€4UHULbI W3Me-
peHwuii:

- MUHUMasIbHAA BaNUAMPyeMas KOHLLEHTpaLmMa «X» /KOIMYECTBEHHbIV Npeaen onpeaeneHus.
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MpumMmeyvyaHne — B KkayecTBe «X» yka3blBaeTCsl KOHKPETHbI aHa/IUT U COOTBETCTBYIOLME €ANHULbI €0 N3Me-
peHuiA.

5.2.8 Tpeb6oBaHUA K HOMEHKNaType BUAO0B UCCeA0BaHNI, BbINOMHSAEMbIX HA 060pyA0BaHNN
OC06eHHOCTN METOA0B BblAEEHNS 1 BO3MOXHOCTW NX COBMELLEHNS B €4UHULYY BPEMEHMW:
- BO3MOXHOCTb OnpegeneHuns «X»;

MpumeyaHune — BkayecTBe «X» MOXeET ObITb yKasaH KOHerTHbIﬁ aHannt nau rpynna aHasanTos,

- Hanuuue AONOSHUTESNbHBIX NOJSIb30BaTeNbCKNX KaHasI0B A1 NMporpaMMUpoBaHUs uccnefoBaHuii —
He MeHee (WT.).

5.3 Tpeb6oBaHusA kK BpeMeHn HapaboTkn 060pyf0BaHNSA HA MOMEHT 3aKymnKu

Ha MoMeHT nocTasku 060pyAoBaHue ABASETCA HOBbIM, He ObIBLUMM B SKCNyaTaLuu.

Bpemsa HapaboTkn ana sanmgauun, KanmopoBky Ha NPeanpuUATUM-U3roTOBUTENE U B NPOLIECCE TeXHUYec-
KWX UCMbITAHUIA NpW perncTpaummn MeanuLmnHCKOro n3aenus B Cpoke akcnayatauum He y4nTbiBaeTCs.

5.4 TpeboBaHuSA k NOCTaBLMKY 060pPYA0BaHNSA N Eero OTBETCTBEHHOCTH

MocTaBLMK JOMKEH VMETb YCTaHOB/IEHHbIE 3aKOHOAATEIbCTBOM U HOPMAaTWBHO-MPABOBLIMW aKTaMu
Poccuiickoli ®eaepanun LOKYMEHTbI, NOATBEPXAOLLME COOTBETCTBUE OKa3biBAEMbIX YCYr TPeGOBaHUAM
feicTByOLWNX HOPMATNBHO-MPaBOBbIX akToB Poccuiickoil degepauymn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NpoANeHNM Taknx JOKYMEHTOB N1eXUT Ha MocTasLuke. MNocTasLivk npegocTaBnseT 3akasumky KOnmmn JOKyMeH-
TOB. NOATBEPXAAloLLMEe COOTBETCTBME OKa3blBAeMbIX YCyr TPe60BaHNAM AeiCTBYIOLWUX HOPMATUBHO-MPaBo-
BbIX aKTOB Poccuiickoit denepauuu.

5.5 TpeboBaHne 0 Heob6xogMmMocTU obGecnevyeHnss B3ammogelicTBUA  MOCTABAAEMOrO
o6opysoBaHusi ¢ 06GopyAoBaHWEM U WH(MOPMALUOHHBIMU CUCTEMAMW, UCMNOSb3YEMbIMM
3aKa34ynmkom

Oﬁopy,u,osaHme A0JIXHO NoAKNH4YaTbCA Kna60paT0pH017| VIH(*)OpMaLI,VIOHHOVI cuctemMme c ucnosib3osaHnem
CTaHOapTHbLIX MPOTOKOJ/10B obmeHa AaHHbIMWN.

5.6 TpeboBaHus k pasmepam o60pyAo0BaHuA

LoNXHbI 6bITb YKa3aHbl:

- MUHUMaSIbHbIE TPEe60BaHUS K NOMELLEHUIO;

- MaKCUMasibHO AOMYCTUMbIE pa3Mepbl 060pYA0BaHUSA, UCXOASA U3 UMEIOLNXCS Y KOHEUHOTO No/b30Ba-
Tens nnowagei unm ¢ ydeTom UX peKoHCTpyKumMu, o6ecneumBatoive 6€30nacHOCTb NepcoHana npu pagore u
06CNyXMBaHUM, C YUETOM AENCTBYIOLLUX HOPM A8 MEAULMHCKNX 1a6OpaTOpWii.

5.7 Tpe6oBaHus K npeAnpoAaxHoii noAroToBke o60pyfoBaHus

YKa3aTb KOHKpeTHble TpeboBaHUs 3akasuuka no NpeanpofakHOW NoAroTOBKE aHa/nM3aTopoB, Hanpu-
mep:

- Hanuuue pelicTBytoLLEro cepTudMkaTa cooTBETCTBUS Ha 060pyJ0BaHMUE;

- Hanmuue pacxofHblx MaTepnanos, HEO6X04UMbIX 415 BanMaaLmm, yCTaHOBKM aHan3aTopoB nobyye-
HWSA nepcoHana.

5.8 TpeboBaHua K pacxofam Ha akcnayaTauunio 060pyaoBaHus, K MocTaBke pacxofHblX Matepuanos n
conyTcTByloLLero o6opyaoBaHnsa gaa obecneverHns YHKLMOHUPOBAHNA 1 aKcnyaTalumn 060pyA0BaHNS;

- pacxofHble matepuasbl 4151 BbINMOSIHEHNSA UCCNEA0BaHUNA «X», He MeHee (TeCTOB);

- pacxofgHble maTtepuasnbl, BKIOYasa kanmopaTopbl, ANA BbIMOMHEHNUA UCCNeA0BaHUA «X». He MeHee
(TecToB).

- pacxofHble MaTepuasbl, BKIoYas KanmbpaTopbl UKOHTPO/IbHbIE MaTepuassl, A1 BbINONHEHUSA UCCre-
[0BaHUM «X». He MeHee (TecToB).

MpumeyaHune — BkayecTse «X» ykasblBaeTcs KOHerTHbIﬁ aHanurt.

- KOMNEeKT MaTepuasnoBs A5 NpoBeAeHUs 06CNyXUBaHNA BO BPEMS aKcnyaTalum (nepuog akcnayata-
LuKn yKasbiBaeTcs B MecsLax);

- KOMMJIeKT maTtepuasios AN5 NPOBEAEHNS TEXHUYECKOro 06CNyXMBaHNA aBTOPMU30BaHHbIM CEPBUCOM
(ykasaTb nepuog akcnayataumm, Ho He MeHee rapaHTUiHOro Cpoka NoCcTaBLLMKaY);

- cucTtema noAroToBKM BOAbl CNPON3BOAUTENIbHOCTbIO, AOCTATOUYHON 415 IKCNAyaTaunm 060pyfoBaHns;

- UCTOYHUK Becnepe6OHOro NUTaHNsA, ykasaTb BpeMsi o6ecrneyeHnss aBTOHOMHOM paboTbl aHanmM3aro-
pa. He meHee (MUHYT);

- TUN NpuHTEpa (Na3epHblii WM CBETOANOAHbIN), MPOU3BOAUTENBHOCTL (CTPaHWL, B MUHYTY), LBETHOCTb
(4epHo-6enblii NN LBETHOW).
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5.9 TpcboBaHus K kayecTBy 060pyA0BaHNSA, 6€30MacHOCTN MeAULMHCKOro nepcoHana v sawure

OKpyXarlLiei cpeabl

BesonacHoCTb MeMLMHCKOro NnepcoHana npu akcnayatauumn aHann3aTopos Ao/KHa obecneymBaTbCs:

- KOHCTPYKUMel aHanm3aTopoB, KOTOPble A0/KHbI 6bITb 6€30MacHb! NPy UCMOMb30BaHUN OTAENBHO UK
B COCTaBe KOMM/IEKCOB (CMCTEM) M yA0BNETBOPATL Tpeb6OBaHNAM CTaHAaPTOB Y APYrOli HOPMATUBHO-TEXHW-
4YeCcKoW JOoKyMeHTaLuumK;

- KOHCTPYyKUMEl 1 yCTPOWCTBOM 3/1eKTPOYCTAHOBOK A1 MUTaHWA aHasim3aTopoB, KOTOPble AO/IKHbI
yA0BNeTBOpPATL «lpaBunam ycTpoicTBa 3/1eKTPOyCTaHOBOK» W APYroil HOPMATUBHO-TEXHUYECKON AOKYMEH-
Tauuu,

- CUCTEMOI TEXHNYECKOro 06CNyX1MBaHNa U peMoHTa 060pyA0BaHUS;

- NPYMEHEeHNEeM yCTaHOBIEHHbIX MEP U CPEeCTB 3aluThl.

5.10 TpeboBaHus K rapaHTUAHOMY 1 NOCTrapaHTUIHOMY 06CNYXUBAHUIO:

- rapaHTuWiiHbIl CPOK Ha NocTaB/sieMoe 060pyA0BaHMe — He MeHee 1roaa;

- Hanunyve cepBUCHOI Cnyxobbl, cCepTUMLMPOBAHHON NPON3BOAMTENEM TOBapa, Ha Tepputopumn P®;

- Hanmyve cucTeMbl yaaneHHOro MOHMTOPMHIa paboTbl aHann3aTopa CepBUCHOR CNyx60i Nnponssoau-
Tensa obopypoBaHus;

- Hanuuve cnyx6bl TEXHNYECKOl NoALepXKU NPOn3BoAMTENA aHanu3arTopa.

5.11 TpeboBaHusa K Nepegavye 3akaszumky ¢ 060pyA0BaHNEM TEXHUYECKOW, COracoBaHHOW paspeluu-
TesIbHOW 1 NHOW AOKyMeHTaLuu:

- Hanmyve perncTpauvoHHOro yaA0CTOBEPEHUS Ha NOCTaB/sSieMble aHa/IM3aTopbl;

- HanuMuune perncTpaumnoHHOro yA0CTOBEPEHNS Ha pacxofHble MaTepuasbl, Heo6xoAMMble NPU 3KCnya-
TauMm aHann3aTopos;

- Hanmyve perncTpaLnoHHOro y40CTOBEPEHUSA HA PACXOAHbIE MaTepuasibl, He06X0AUMbIe AN nccneno-
BaHWA aHa/IMTa Ha 060pyA0BaHUN;

- Hanmyue sKcnayaTalMoHHON AOKYMEHTaLUN aHann3aTopa Ha PycCKOM S3blKe.

5.12 Tpe6oBaHus K  COnyTCTBYHOLEMYy  MOHTaXy  MocTaBfieHHOro  o60pyAoBaHus,
nycKoHanago4HbIM U UHbIM paboTam

BBoz, 060pyA0BaHNs B 9KCMyaTaLmio OCyLLEeCTBIAETCS CepTUULNPOBAHHLIMU CrieluanmcTamu.

5.13 Tpe6oBaHus K NOATOTOBKE W WHCTPYKTAXy MEAMULUHCKOrO M TeXHMYEeCcKoro nepcoHana
3akasuuka

WHCTpyKTax nepcoHana KOHeYHoro nosib3oBartens pabote Ha aHannsaTope C Bblgayeil COOTBETCTBY!HO-
LLNX [LOKYMEHTOB.

5.14 TpeboBaHWA NO BbIMO/IHEHWIO CONYTCTBYOLWMNX paboT, OKa3aHWo CONYTCTBYOLWMNX yCNyr

- ykasaTb KOHKpPeTHble Tpe6oBaHVA No BbINO/IHEHWIO CONYTCTBYIOLMX PaboT, OKa3aHWio CONyTCTBYHOLLMNX
YCNyr, eC/in OHY CBA3aHbl C NOCTaBKamMun aHaIn3aTopoB A/19 Koaryoaormyeckmx nccnefosaHuii.

5.15 TpeboBaHMA K KONMYECTBY, MEPUOANYHOCTM, CPOKY 1 MECTY NOCTaBOK:

- KOJIMYeCcTBO NnocTaBnsemMoro obopyaosaHus (WT.);

- KOJIMYeCTBO NOCTaB/IAEMbIX KOMM/IEKTOB, BK/IOYaKOLWMX B cebs 060pyaoBaHne, pacxofHble maTepua-
Nbl 1 cOMyTCTBYOLLee obopyoBaHve.

5.16 Mopsaokcaayn n npuemMkm o60pyoBaHns:

- NOpAAOK MPUEMKU-CAAYN OTAEe/bHbIX BUAOB 1 3Tanos pabor;

- NOpsAfOK nepefayn UCNONHUTENbHbIX OKYMEHTOB;

- obecneuyeHne Hagnexawiux ycnosuii gna npoBeAeHns NpueMkn-caadin obopynoBaHus;

- Hanunyve nporpamMmbl BEpUUKALMOHHBIX UCMbITAHWIA 1 ee BbINO/IHEHMNE.

6 Tpeb6oBaHWS K 0OPOPM/IEHUNI0 TEXHMUECKOTO 3a4aHuns
Ha BbICOKOTEXHO/I0TMYHOe nabopaTopHoe o6opyaoBaHue

3aka3umk opopmasaeTT3 B COOTBETCTBUM COOLLMMUN TPeOOBaHUAMN KTEKCTOBLIM JOKYMEHTaM, yCTaHOB-
neHHbIM TOCT 2.105—95 «EauHasn cucteMa KOHCTPYKTOPCKOM AoKyMeHTauun. O6Lne TpeboBaHNs K TEKCTO-
BbIM JOKYMeHTaM». dopma usnoxeHus T3 npusegeHa B MpunoxeHun A n MoxeT 6bITb NpefcTaBeHa kak B
TabnnyHoi chopme, Tak M B TEKCTOBOM chopmaTe. CBEAEHNSA O COr1acoBaHnn 1 yTBepxaeHnmn T3 pasmeLlarTcs
Ha TUTY/IbHOM NncCTe.
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Mpunoxexne A
(pekomeHayemoe)

MpumepHas popma «TexHNYecKoro 3ajaHnsa Ha 3akynky
BbICOKOTEXHOJ/IOTMYHOTO abopaTopHOro o6opyfoBaHua»

«YTBEpPXAA»
PykoBoaWTeNb OpraHusanm

« »

TexHnyeckoe 3afaHue Ha 3aKynky
BbICOKOTEXHOMOIMYHOTO NabopaTopHOro o6opyaoBaHus

Tpe6GoBaHusl, NpesbsiBsieMble

HanmeHoBaHWe pasfenioB TEXHUHECKOro 3afaHus

HaumeHoBaHune 060py0BaHNA, ero HasHavyeHne u Liean Mcnosib3oBaHus
OnucaHne obopyaoBaHus

Tpeb6oBaHWsA Kk BpeMeHn HapaboTkm 060pyA0BaHNA HA MOMEHT 3aKynku
Tpeb6oBaHMA K MOCTaBLLNKY 060pYAOBaHNSA N €70 OTBETCTBEHHOCTY

TpeboBaHne 0 He06Xx0AMMOCTM 06ecnevyeHns B3aMMoelicTBUSA NOCTaBASAEMOro
060py0oBaHNsA ¢ 060pyAOBaHNEM, UCMOMb3YEMbIM 3aKa3uynkoM

Tpe6oBaHus k paamepam 060py0BaHus
Tpe6oBaHus K NPeANpoAaxHoii NoAroToBKe 060py0BaHNs

Tpe6oBaHuUsA K pacxoAam Ha aKkcnayatauuio 060pyfoBaHust, KNOCTaBKe pacxos-
HbIX MaTepuanoB ANns o6ecrneyeHus (PYHKLMOHMPOBAHWUSA W 3KcnayaTauuu
o6opyfoBaHNa

Tpe6oBaHusi K KayecTBy 060pyf0BaHus, 6€30MacHOCTN MeANLMHCKOTO nepco-
Hana u NayMeHToB 1 3aWmnTe OKpyXatoLei cpeab

TpeboBaHus K rapaHTUHOMY 1 NOCTrapaHTUAHOMY 06CyXNBaHNIO
Tpe6oBaHMsA No 06bEMY rapaHTWii kayecTBa ycnyr

Tpe6oBaHusA k Nepefave 3akas3unky ¢ 060pyjoBaHNEM TeXHUYEeCKOi, cornaco-
BaHHOI paspelunTenbHOl U MHOW fOKYMeHTaLmMmn

Tpe6oBaHUs K CONYTCTBYIOLLEMY MOHTaXY NOCTAB/IEHHOTO 060PYA0BaHNS, NyC-
KOHanafo4yHbIM 1 MHbIM paboTam

Tpeﬁosava K MOATOTOBKE N MHCTPYKTaXy MeAULUHCKOro U TeXHU4eckoro nep-
COHana 3akas4yuka

Tpe6oBaHUs K BbINOSIHEHUIO COMYTCTBYIOLMX PABOT, OKA3aHUI0 COMYTCTBYIOLNX
ycnyr

Tpe6oBaHus K KONUYECTBY, NEPUOANYHOCTM, CPOKY M MECTY NOCTABOK
Mopsgok caaun u npueMkn o60pyoBaHus

MpUNOXeHNUs K TEXHNYECKOMY 3aaHuio

MpumeyaHnuns

1 Bcenonsio6s3aTenbHbl K3aN0/HEHWIO. B cnyyae, ecnu 3akas3umk He NpeAbsBASET KOHKPETHOTO Tpe6oBaHus, T0 B
COOTBETCTBYIOLEM MOJIe NpoCTaBAseTCA 3anuch «He npeabsBnseTca». «He TpebyeTca» WM fp. B 3aBUCUMOCTU OT KOH-

TekcTa.
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2 B cnyuyaB ec/n 3akasuuk cpopmynupyeT T3 HEFPAMOTHO, HEKOPPEKTHO WU HEKOHKPETHO, BO3HWKAET BO3MOX-
HOCTb Npuo6peTeHusi 060pyLoBaHus (ToBapa, paboTbl UK YCNyrK), He OTBeualoLero ero NoTpe6HoCcTAM. [laxe ecnm
060pyf0BaHMe COBEPLUEHHO HE YCTpauBaeT 3akasuuka, HO Mpu 3TOM COOTBETCTBYeT T3 3akasumka. 3akoH N? 94-93 He
[,aeT HUKaKOM BO3MOXHOCTM OTKA3aThbCs OT 3aK/0UEHNST KOHTPaKTA.

PykoBoaunTens
CTPYKTYPHOrO nojpasfeneHns

OTBETCTBEHHbI

CneunanucTbl:

Bubnunorpadus

(1) depepanbHblil 3aKoH 0T 21 ntons 2005 roga N? 94-03 «O pa3melleHn 3aKka3oB Ha NOCTaBK/M TOBApOB, BbIMO/HE-
Hue paboT, okazaHue ycnyr ANS rocyfapCTBEHHbIX Y MyHULMNAIbHbLIX HYX/A»

(20 PepepanbHbllil 3aKoH OT 27 fekabps 2002 roga bl 184-®3 «O TeXHU4YECKOM perynvpoBaHnmn»

(3) ®PepepanbHbIii 3aKoH OT 26 mioHA 2008 roaa Ne 102-d3 «O6 obecneyeHun eANHCTBA U3MEPEHUI»

(4) PepepanbHblil 3aKoH OT 26 uons 2006 r. Ne 135-®3 «O 3aluTe KOHKypeHuun*

(5) PepepanbHbIii 3aKoH 0T 21 HOs6pst 2011 1. Ne 323-®3 «O6 0CHOBaXx 0XpaHbl 340POBbs rpaxaaH B Poccuiickoin de-
aepauun»

(6) MexayHapoAHblii cnoBapb MO METPO/IOrMU: OCHOBHble W O6LiMEe MOHATUS U COOTBETCTBYHOLME TEPMWUHbI.
(International vocabulary of metrology-Basic and general concepts and associated terms (VIM) JCGM 200.2008)
Mep. c anrn, n cp. CM6. HMO «[lMpodeccuonan* 2010

(7) TepMmuHOnoOrus aHanuTUueckux wmamepeHuii. BeegeHne B VIM 3. (Terminology in Analytical Measurement.
Introduction to VIM 3. First edition 2011) Mep. ¢ aHrn. M. Ha6opa 2012

(8) KnuHuueckas nabopatopHas guarHoctuka: HaumoHanbHoe pykoBoAcTBO. B 2-x Tomax. MNog pefd. B.B. [lonrosa.
B.B. MeHbwukosa. FOOTAP-Meguna. 2012

(99 PekomeHAauuu MO MeXrocyaapcTBEHHON cTaHgapTusauuun. FocygapcTeBeHHan cuctema obecnevyeHuss efquHCTBa
n3mepeHuii. MeTposiornsi. OCHOBHble TEPMUHbI 1 onpegeneHus. PMI 29— 99
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KnoueBble C/10Ba: aHa/M3aTopsbl A8 KOary10/10TMYecKX UCcrefoBaHunii, TeXHnYeckne TpeboBaHnsa a1s rocy-
[lapCTBEHHbIX 3aKyMOK, TEXHNYECKOe 3aaHne, BbICOKOTEXHOIOTMYHOE MeAULIMHCKOE 060pYya0BaHNe, NCMO/b-
3yeMble MeToAbl
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