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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MEOVNUNHCKUNE U3LENNA oA ONATHOCTUKW NH BUTPO
YacTtb 2

ABTOMAaTMYECKMe aHanm3atopbl 419 UMMYHOTOTNYECKUX MCCﬂe,U,OBaHMVI.
TexHunyeckne TpeﬁOBaHI/Iﬂ ONnA rocyaapCTBeHHbIX 3aKynok

In vitro diagnostics medical devices. Part 2. Automatic analyzers forimmunoassays.
Technical requirements for public procurement

fata eBegeHns — 2015—06—01

1 O6nacTb NpUMeEHeHuns

HacToawuii cTaHAapT onucbiBaeT npaBuia COCTaB/IeHUSs TEXHUYECKUX TPEBGOBaHN WM TEXHUYECKUX
3afaHuii (T3) ANs rocyfapCTBEHHbIX 3aKynoK BbICOKOTEXHO/IOTMYHOMO flabopatopHoro o6opynosa-
HUSt — aBTOMaTUYECKNX aHA/IM3aTOPOB A1 UMMYHOIOTMYECKNX UCCNeA0BaHNi H BUTPO B YC/TOBUSIX MeAU-
LMHCKNX nabopartopui.

HacTosawuii ctaHpapT npegHasHayeH 415 NPUMEHEHUS YNOTHOMOYEHHbIMMW ML AMUW FOCYAapCTBEHHbIX
3aKa3uMKoB NPV COCTaBEHUN TeXHNYeCKNX TpeboBaHMii K aBTOMaTUYECKUM aHam3aTopam A1 UMMYHO0ru-
Yyeckux uccrieoBaHuit B pamkax KOHKYPCHOM, ayKLMOHHOW UM KOTUPOBOYHOW AOKYMEHTALUN perfnamMmeHTMpo-
BaHHON ANA ueneil rocyfapCTBEHHbIX 3aKynoK aBTOMaTMYeCKMX aHasM3aTopoB A5 VMMYHO0TMYECKMNX
nccnenoBaHuii.

2 HopmaTtuBHbIE CChIIKK

B HacTosllem cTaHAapTe UCnosib30BaHbl HOPMaTUBHbIE CCbISIKU HA cneaytolme cTaHaapThl:

FOCT 18996—80 AHanusatopbl 6M0I0rMYECKNX XUAKOCTER MeguumnHckue. TepMuHbl 1 onpegeneHns

FOCT P 52905— 2007 JlabopaTopuun megnunHckune. TpeboBaHns 6e30nacHOCTH

FOCT P 53022-2—2008 TexHosnorum nabopatopHble KNuUHU4Yeckme. TpeboBaHUsA K Ka4eCTBY KIUHU-
Yyeckunx nabopaTopHbIX nccnegosarunii. Hactb 2. OLeHka aHaIMTUYecKon HagexHoCTU MeToL0B UcciefoBa-
HUA (TOYHOCTb, YYBCTBUTE/IBHOCTb, CNELNMUYHOCTL)

FOCT P 53420—2009 KpoBb JoHOpcKasi M ee KOMMOHeHTbl. O6wue TpeboBaHMA K obecnevyeHuto
KauecTBa Npu 3aroToBke, nepepaboTke, XpaHEHNN N NCMNOb30BaHNN [LOHOPCKOW KPOBY 1 €€ KOMMOHEHTOB.

FOCT P 53470—2009 KpoBbaoHOpPCKas Y ee KOMNOHEHTbl. PYKOBOACTBO MO NPUMEHEHUI0 KOMMNOHEH-
TOB [IOHOPCKOI KPOBY

FOCT P MCO 15189—2009 J/labopaTopun MeauumHckue. YacTHble Tpeb0oBaHUsA K Ka4ecTBY U KoMMe-
TeHuun

FOCT ISO 9000—2011 CwucteMbl MeHefXMeHTa KayecTBa. OCHOBHbIE MOMIOXEHUS N CNoBapb

FOCT ISO 11737-1—2012 Crepunusauus meguUMHCKUX m3genuii. MMKpobuonormyeckme mMetofbl.
YacTb 1. OueHka nonynsAuum MMKpOOpraHn3mMoB Ha NPoayKLun

MpumeuyaHune — lMNpy NONAb30BAHUN HACTOALLMM CTAHAAPTOM Lieiecoo6pasHo NpoBepUTL AelCTBUE CCbINOY-
HbIX CTaHAapToB B WH(OPMAaLMOHHOW cucTeme o6LWero Nonb30BaHUSA — Ha oduuuManbHOM calite defepanbHOro
areHTCTBa N0 TEXHWYECKOMY PerynpoBaHuio U MeTpoaiorum a cetn VIHTEpHeT AW NO eXerogHoMy WHPOpMaLoOHHOMY
ykasartesnto «HaunoHabHble CTaHAapTbl», KOTOPbIA ONY6/IMKOBAH MO COCTOAHMIO HA 1HBaApA TekyLero roga, 1 no Bbinyc-
Kam exemecsYHOro MHOpMaLMOHHOTo yka3aTens «HaunoHanbHble cTaHAapTbl» 3a TekyLwuii rog. Ecnn 3ameHeH ccbinouy-
Hbl/i CTaHA4apT, Ha KOTOPbIA AaHa HejaTMpOoBaHHAas CCblfika, TO peKOMeHAyeTCA WCNOoMNb30BaTh [eliCTBYIOLW Y0 BEPCU0
3TOro cTaHAapTa C yHeTOM BCeX BHECEHHbIX B JaHHY0 BEPCUI0 M3MEHEHW. ECIM 3aMeHeH CCbINI0YHbIV CTaHAApT, Ha KOTo-

M3paHne ouynanbHoe
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pblii faHa 4aTUPOBAHHAS CChIIKA, TO PEKOMEHAYETCS UCMO0/Ib30BaTh BEPCUI0 3TOTO CTaHAAPTA C YKa3aHHbIM BbILLE TO40M
yTBepxXAeHus (NPUHSATUS). Ecnn nocne yTBEPXAEHUS HACTOSLLEro CTaHAapTa a CCbII0UHbIN CTaHAapT, Ha KOTopbIN faHa
[4AaTMPOBaHHas CCbl/iKa, BHECEHO U3MEHEHWE, 3aTpar1BaloLLee nosioXeH1e, Ha KOTOPOe AaHa CCbisika, TO 3TO MOJIOKeHNe
pekoMeHAyeTcs NpUMeHsTL6e3 yueTa faHHOro MU3MeHeHuUst. EC CCbIN0UHbIA CTaHAapT OTMEHeH 6e3 3amMeHbl, TO NMosioxXe-
HUE. B KOTOPOM [aHa CChi/IKa Ha Hero, PEKOMEHAYeTCs MPUMEHSATb B HacTU, He 3aTparvBaloLLeil 3Ty CChisiky.

3 TepMWHbLI, ONpeaeneHuns 1 cokpaleHus

B HacToslLem cTaHAapTe NPMMEHEHbI CrieyloLLe TEPMUHBI C COOTBETCTBYIOLMMU ONPeAeeHUsIMU:
3.1 aBTOMATMYeECKUi aHanM3aTop ANA UMMYHOMOTMYECKUX UCCeaoBaHunii: Mpubop, No3BoNsto-
WMt NPOBOAUTL aHA/IMTUYECKUI 3Tan MMMYHOIOTMUYECKUX UCCNe0BaHuii C MOMeHTa naeHTudukaLum o6pas-

La buomaTtepuana YesnoBeka aHaIn3aTopoM A0 NoyYyeHns BU3yaM3npoBaHHOMO pesybTaTa uccinefoBaHuns
6e3 BMelLaTebCcTBa onepaTopa B paboTy npubopa.

Mpumeuyanune — MoaaaHHoeonpeaeneHenonaganTUAPYrmeasToMaTMuyeckKMeMMMYHO/IOTUYECK1e aHau-
3aTopbl C aBTOMaTM3aLmMel npouecca UccnesoBaHuii.

3.2 aHanuT: KOMMOHEeHT I'Ip06bl, yKa3aHHbIVI B HasBaHun uccnegyemoro cBoiicTBa uUnn Msmepﬂemoﬁ
BE/INYNHbBI.

MpumeyaHuns

1 B KAMHUYECKOI nabopaTopHON AMarHOCTKe aHaNNTbl MOTYT UMETb pPas3/InyHbIl xapakTep.

a) (huM3Myeckmx CBOMCTB.

6) XMMWYECKNX 3/1IEMEHTOB, MOHOB, HEOPTraHNYeCKNX MOEKY/T;

B) OpraHM4YecKnx CTPYKTyp C Masioil MOSIeKyAPHOI Maccoil.

r) MakpoMOneKyn C U3BECTHOM Un NPMGAN3UTENbHO YCTaHOB/IEHHOV CTPYKTYPOIA U cneyuduyeckumm 6uonoruyec-
KAMU cBOWiCTBaMMU;

) KNeTOK, UX CTPYKTYPHbIX 3/IEMEHTOB UW K/TIETOYHbIX CUCTEM;

e) MuKpoopraHuamoB (6akTepum, BUPYCbl, a Takke rpubbl U napasuTapHble OpraHn3Mbl pasmepom Ao 1 mm), ux
CTPYKTYpbI U CBOICTB.

2 ApgantupoBaHo [TOCT P 52361. ctatbsa 17J.

3.3 6buonoruyeckuini matepuan: Bronornyeckne XmakocTu, TKaHN 1 3KCKpeTbl Yenoseka [8].
MpunmevyaHune —

Buomartepuanbl YenoBeka nNpefcTaBasoT cO60i CNOXHbIE CUCTEMbI CMECH PA3/INYHBIX BELLLECTB U KNeToK, ABNALLNX-
CA KOMMOHEHTaMK, TO eCTb OYEPYEHHbIMW YaCTAMU CUCTEMbI. B aHanMTnke KOMMOHEHTbI CUCTEMbI NOAPA3AENAT Ha
«aHaNUTbI». «KOHKOMUTaHTbI» W «PacTBOPUTENN»: NOC/NefHVNe fBa BUAa KOMMNOHEHTOB 0603HAYaloT Kak «MaTpuLy».
MaTpuua oxBaTbiBaeT BCe KOMMOHEHTbI MaTepuanbHO cucTemsl, ucknovas aHanut. [FOCT P 53022.2—2008 YacTb 2,
NyHKT 3.2

3.4 6uonormyeckne XmMaKkocTu: XXMAKOCTN opraHn3ma YesioBeka U MX KOMMNOHEHTbI; KPOBb, JIMKBOP,
numda, CekpeTbl, CbIBOPOTKA, Njasma, Moya, nseBpasibHast XUAKOCTb, C/IlOHA, aMHUOTUMYECKas XWUAKOCTb,
IAKYNAT W Ap.

3.5 Banupauma: MoaTBepxAeHWe NOCPeACTBOM MpeacTaBieHns 06 beKTUBHbIX CBUAETENbCTB TOro,
4TO TpeboBaHuA, npeaHasHauYeHHble A1 KOHKPETHOro WCMOJSIb30BaHWUA WM NPUMEHEHUs, BbINO/IHEHbI.
[FOCT ISO 9000—2011, nyHkT 3.8.5]

MpumevyaHnuns

1 [JOKYMEHTMPOBAaHHbIE UCMbITaHWUSA, 3aMUCK N 0O bACHEHUS pe3y/IbTaToB, HE06X04MMbIe [/19 NOATBEPXAEHUSA TOrO,
4YTO NpoLecc HeM3MEHHO AaeT pe3ynbTaT, BCOOTBETCTBMMU CONpeesieHHbIMU TpeboBaHUSAM

2 Banupauvs MeTOAMKM 3ak/ovaeTcsi B Cepumn UccnefoBaHunii gnsa onpeaeneHns aphekTUBHOCTA N BOCNPON3BO-
AMMOCTU MeTofa MUCMbITaHWiA.

3.6 BTOpMYHaa npob6upka: Mpobupka Uam uHoli cocya, B KOTOPbIA BHOCUTCS Npo6a nocre Heo6xoam-
MOV NpeaHanuTM4eckoin 06paboTku.

3.7 BbICOKOTEXHOMOTMYHOE fnabopaTopHOO obopyaoBaHue: MNpubopsl, annapatbl, 060pyAoBaHNE
[ANS NPoBeAeHUs KNMHUYECKNX NabopaTopHbIX UCCef0BaHNi, HanpaBeHHbIX Ha OLeHKY COCTOSIHUSI OpraHun3-
Ma YesioBeka NpousBefeHHbIe C UCNOMb30BAHMEM COBPEMEHHbIX JOCTVXEHWI B 06/1aCTV 3M1EKTPOHUKM, NPo-
rpammHoro obecneyeHus, pPO60TOTEXHUKM U APYTUX BbICOKOTEXHOMOTMYHBIX 061acTeli MPOMbILLIEHHOCTU.
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3.8 efuHuLa BeNNYNHbI: PUKCUPOBAHHOE 3HAUYEHWE BE/TMUMHBI, KOTOPOE NPUHATO 3a eUHULLY AaHHOW
BE/IMUYNHbI U MPUMEHSIETCSA 151 KOSIMYECTBEHHOTO BbIPAXEHUS OHOPOAHBIX C HEl BENMNYMH. [3]

3.9 usmepeHue: lMpouecc (COBOKYNHOCTb onepawuit) aKCnepMMeHTaNIbHOTO MOJSTyYEeHUSs O4HOTO Un
601ee 3HauYeHnin BeNnUnHbI.(7]

NMpumevyanns

1 3Tanbl NnpoBeAeHNs U3MEepPeHNs OT NOsTlyYeHns Npobsl, Npeobpa3oBaHnsa aHanuTa B opMy ya06Hy0 Ana nsmepe-
HUA. NONYyYeHNs BeINYKH B CPeACTBE U3MepeHNsa 1 06paboTkn NOMyYeHHbIX pe3yibTaToB SIBAAIOTCA YacTAMK npouecca
n3MepeHus. B pesynbTaTe npouecca U3MepeHus MoryT 6biTb NOSTy4YeHbl KOJIMYECTBEHHbIE UM KAYeCTBEHHbIE [aHHble,
npeAcTaBnsoLmMe 3Ha4MMy0 AN 4UarHoCTUKN MHhopMaLuio.

2 KauecTBeHHble flaHHble — pe3y/bTaT, NoyYeHHbI ANXOTOMUYECKUM Ae/IeHNEeM MO KakoMy-TO NPU3HaKy.

Mpumep — laHHble MMYHOMEepPMeEHTHOro aHannsa (MPA) Ha Hannume NHOULUMPOBAHHOCT U NayneHTa
onpefenstoTCA N0 NpU3HaKy onTwuvyeckoih nnoTHocTK (OMN) Nnpo6bl 60nble UM MeHblle O KPUTUYECKOTO B
LaHHON cucTeme.

3 Ku3mepeHuio He OTHOCUTCA BU3yaslbHOE Ucc/ef0BaHVe CBOWCTB, Hanpumep LBeTa.

4 depepalibHble opraHbl UCMOTHUTENBHOW BACTU, OCYLLECTBAOWNE HOPMATUBHO-NPAaBOBOE perynvpoBaHne B
o6nacTaAx AesTeNbHOCTM (34paBoOXpPaHeHUs), onpeensoT U3MepeHus, oTHocAlMecs K cdepe rocyAapcTBEHHOro pery-
NMpoBaHus obecneyeHns efMHCTBA U3MEPEHNIA, N yCTaHaBINBAIOT KHUM 0653aTeNibHble MeTposiornyeckne TpeboBaHns,
B TOM 4YMC/ie NoKasaTesin TOYHOCTU n3MepeHmii. (3)

3.10 MMMyHONOTMYecKMe nccnenoBaHns: uarHocTuyeckne MeToAbl UCCNEAOBAHNS, OCHOBaHHbIE
Ha cneymdguryeckoM B3anMOAeNCTBMN aHTUTEHOB W aHTUTe 1. OHUM BKNOYAOT CEPOIOrMYeckme nccnefoBaHus,
W CEPOOTUYECKNE peakLmm, K KOTOPbIM OTHOCSIT 06bIYHO peakuum NPsSIMOro B3auMoAeincTBMS aHTUTEHOB 1
aHTUTEs CbIBOPOTKM KPOBW WH BUTPO.

3.11 uHTerpauma o6opypoBaHus: lpouecc TEXHNYECKOTO O6beAWHEHUSI BbICOKOTEXHOJIOTUYHOTO
nabopaTopHOro 060pyA0BaHNsS NOCPEeACTBOM Kak KOHCTPYKTUBHOIO PELIEHUS MPOU3BOANTENS, TaK U C UCNOJTb-
30BaHWEM [OMOSTHUTENbHbIX YCTPOICTB Ha 6a3e MeAMLMHCKOl na6opaTtoprn ¢ aBTOMaTMYyeckum nepemMelle-
Huem npoo.

NMpumeuyaHune — WHTerpauusa o6opyagoBaHns No3BONAET cO34aBaTh €A4NHYI0 NPON3BOACTBEHHYIO IMHUIO KNN-
HWKO-AnarHoCcTU4Yeckoii nabopaTopuu, NPOEKTUPYEMYI0 UHANBUAYATBHO Cy4eTOM MOLLHOCTU nabopaTopun, BUAOB nccne-
[l0BaHWIi. BbIBPAHHOro TEXHOIOFMUECKOro pelleHuns, a Takke pasMepoB 1 paccTaHOBKM nabopaTopHOro o6opyAoBaHuS.
(Mocobue xMICH 4.12—97. Jleye6Ho-npodmnaktTuyeckme yupexagenus. Pasgen lll. Boinyck 4. JuarHocTuyeckne otgene-
HuA: KnuHnko-gnarHoctuyeckme naboparopuun. NMatanoroaHatomuyeckune otgenenuns. biopo (otaenennaCyaebrHo-mean-
LMHCKOI aKcnepTusbl].

3.12 meTopa: O6Lyee onucaHWe NorMyeckoli NnocnefoBaTelbHOCTM onepauuii npy NpoBeAeHUn nccne-
[0BaHWUIA, N3MepPeHWil 4NA ANarHOCTUKN WH BUTPO.

3.13 meToaMKa nsmepeHuii: letanbHoe onucaHwe M3MepeHuii B COOTBETCTBUM C OAHUM W 6onee
METO/0M.

MpumevyaHunn

1 MeToAnKy nsmepeHuii 06bIYHO OMUCLIBAIOT AOCTATOYHO NOAPOOHO N NpeCTaB AT B BUAe AOKyMEHTa (MHCTPYK-
L1n). N03BOAIOLWEM NOIb30BATENIO BbINOMHUTL U3MEPEHME.

2 MeToauka n3MepeHns MOXeT BK/IYaTb MH(popMaLMio 0 HeonpeeneHHOCTU N3MePEHNIA.

3 B psige cnyyaeB MeToAMKa u3MepeHuii, nponucaHHas BUHCTPYKLMSAX 415 NONb30BaTeNsA, MOXeT paccMaTpuBaThb-
€A Kak cTaHgapTHas onepauvoHHas npoueaypa (SOP).

3.14 nepBuyHas npobupka: MNpobupka WM MHOW cocyh, B KOTOPbIA NocTynaeT 6uomaTepuasn Henoc-
peAcTBEHHO OT nauueHTa.

3.15 npob6a: fjocTaTouyHOEe KO/IMYECTBO GMONOrMYECKOro MaTtepuana, B3ATOro y yesioseka ansa nabopa-
TOPHOTO NccnefoBaHns.

3.16 cpefcTBO U3MepeHuii: TexHnyeckoe yCTpoicTBO, UCNOJIb3yeMOoe A4/151 BbIMOTHEHMSA N3MEPEHUIA, B
TOM YKC/Ie B COMETAHUMN C OAHUM WIN HECKOIbKMMU AONOSTHUTENbHBLIMU yCTpOlicTBaMu. [6]

MpumeyvyaHuns

1 TexHunyeckoe cpeAcTBO, NpeAHasHauyeHHoe ANA W3MEPEHWi, MMelolee HOPMUPOBaHHbIE MeTpoJsioruyeckne
XxapakTepucTukn, Bocnpoussogsilee u (Unu) xpaHsiuiee eAnHULY usnyeckoli BeIMUNHbI, pa3Mep KOTOpOW NpuHUMatoT
Hen3MeHHbIM (a npejenax yCTaHOB/IEHHOW NOrpelHoCT) B TeHeHe N3BECTHOIO NHTepBana BpeMeH!.

2 TpuBeaeHHOe onpefeneHne BCKpbiBaeT CyTb CPeACcTBa U3MEPEHUA, 3aK/T0YaloLLyOCsi, BO-NEPBbIX, B «YMEHUN»
XpaHuTb (MK BOCMPON3BOAUTL) eANHULY PU3NYECKOV BENTMUYNHBI; BO-BTOPbIX, B HEU3MEHHOCTU pa3Mepa XpaHUMoi egun-
HULbI. DTN BaxkHeliLW e hakTopbl MOGYCNOBANBAIOT BO3MOXHOCTb BbINO/THEHUSI U3BMEPEHUS (CONOCTaBNIEHNE C eNHNLENR).
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T. €. «AeNalnT» TEXHNYECKOE CPEACTBO CPEACTBOM N3MEpPeHNii. ECNiM pazmep eAuHMLbI B TPOLLECCE U3MEPEHWIA N3MEHSIET-
cs1 6onee, YeM yCTaHOB/IEHO HOPMaMU, TAKUM CPEACTBOM Heslb3si NONyUuTh Pe3ynbTaT ¢ Tpe6yemMoii TOUHOCTbI0. 3T 03Ha-
YaeT. yTo U3MEPSITb MOXHO /ML TOTAA, KOT4A TEXHNYECKOE CPeACTBO, MPeAHa3HAUYEHHOe A/ 3TON Lesin, MOXKEeT XpaHUTb
efMHLY, LOCTaTOYHO HEN3MEHHYIO N0 pasmepy (BO BpeMeHw).

3 |-|pI/I oueHMBaHUU BE/IMYNH NOYCNOBHBLIM LWWKasiaM LWKasibl BbICTYNAKT Kak 6bl «CcpeacTBoOM I/I3MepeHI/II7I» 3TUX BENN-
YNH.N
3.17 TEXHUYECKNe CUCTEMbI M YCTPONCTBA C M3MEPUTENbHbIMU PYHKLMAMN: TeXHNYeckne cucre-

Mbl 1 YCTPOCTBA, KOTOPbIE HAPSAY C UX OCHOBHLIMU (PYHKLUAMM BbINOMHSIOT U3MepuTe bHbIe DYHKLNN.

MpumeuvaHnunsn

1 KTexHW4yeckum cuctemam v ycTpoiicTBaM C U3MepuTebHON thyHKLMEeR OTHOCUTCA BbICOKOTEXHO10TMYHOe na6o-
paTopHoe 06opyfoBaHue, Bktovatolee B ce6s Hanbosee NosHbIi npouecc nsmepeHus. laHHble, NolyYeHHble BO BPEMS
aTana M3MepeHus Ha BbICOKOTEXHO/IOTMYHOM NabopaTopHOM 060pyAoBaHUM, UCNONb3ylTCsA AN npeobpasoBaHns B
KayeCTBEHHbIE WM KONIMYEeCTBEHHbIE AaHHble C MOMOLLbI0 BCTPOEHHOIO 060py0BaHMA 1 NPOrPaMMHOro o6ecneyeHus.
[laHHble U3MepeHns He ABASITCSA NPSAMbIMW W NPU NOATBEPXAEHUN COOTBETCTBUSA (B BUAE perncTpauuv unm ceptuduka-
Lun) gaHHOro o6opyA0BaHUA NPOBOAMTCA NOATBEPXAEHME (aTTecTauusa) MeTo4NKN U3MepeHus.

2 O6s3aTenbHble Tpe6oBaHNA K TEXHUYECKUM CUCTeMaMm W yCTPONCTBaM C U3MepUTesbHbIMU (DYHKLUAMK, a Takke
¢hOpMbI OLLEHKM UX COOTBETCTBUSA yKa3aHHbIM Tpe6oBaHNAM ycTaHaB/IMBAOTCA 3akoHogaTenbcTBOM Poccuiickoii depepa-
LN O TEXHUYECKOM perynmpoBaHuu. (2)

3 BCOOTBETCTBUM C leiCTBYIOLL MM 3aKOHOA4ATE/IbCTBOM OTBETCTBEHHOCTb Ha BCeX aTanax o6palleHnst BbICOKOTEX-
HOMTIOTMYHOTo NabopaTopHOro 060pyA0BaHUS Ha PbIHKE HECET NPOU3BOANTEb U/IN EF0ABTOPNI0BAHHbBIA NpeacTaBuTeb.

4 Tpeb6GoBaHWS K COCTAB/IEHUIO TEXHUUYECKUX 3afaHWnii 4na npoBeaeHuns
rocyapcTBeHHbIX 3aKynok

TexHnyeckne Tpeb6oBaHNSA AODKHbI:

- cofepXaTb XapakTepUCTUKM BbICOKOTEXHOIOTMYHOIO 1abopaTopHOro 060pyi0BaHNSA C TOUKM 3peHNUs
ero npegnosiaraeMoro Ucrnosib30BaHNs KOHEYHbIM NOTpebuTenewm;

- He ObITb N36bITOYHBIMU;

- He UCKYaTb KOHKYPEHLMIO MPU 3aKyNKe BbICOKOTEXHOMOMMYHOro labopaTtopHoro 060pya0BaHus;

- o6ecneuymBaTb BO3MOXHOCTb LUMPOKOro Bbibopa C TOUKM 3pEHMA LEeHbl U KayecTBa ToBapa.

TexHnuyeckne 3aflaHus ons rocyfapcTBeHHbIX 3aKynok paspabaTbiBaldTCA 3aKa3unkom C y4eToM Tpebo-
BaHWi1 3aKOHOAATENbCTBA O pa3MeLL,eHUN rocy4apcTBEHHbIX 3aKa30B [1]. aHTUMOHONONbHOTO 3aKoOHOAAaTEeNb-
CTBa M 3aKOHOAAaTebCTBA O TEXHUYECKOM perynmpoBaHnm [2].

4.1 HaumeHoBaHue 060PYyA0BaAHNSA, €70 HA3HAYEHUE U LieSIM UCNO/b30BaHus

TpeGOBaHme KOHKpeTunsnpyeTcAa rocygapCTtBeHHbIM 3aka3s4MkomMm ncxoaa nsHasHavyeHmna OﬁOpyAOBaHMﬂ n
npe,qnonarael\noﬁ C(Zt)epbl ero MegnynHCKoro npuMeHeHuA.

4.2 OnncaHne obopyaoBaHus

Kaxabllii NOANYHKT AaHHOTO NYHKTA A0/HKEH HYMEPOBATLCS U CoAepXaTb HE06X0A4MMbI NepeyeHb PYHK-
LMOHAsIbHBIX U TEXHUYECKUX XapaKTEPUCTUK, NMOTPEBUTETbCKNX CBOMCTB, KOMM/IEKTaLmn, KOIMUYeCTBEHHbIE,
KauyecTBeHHbIe 1 UHble NoKa3aTesnin, Heo6XoAMMble 3aKa3umnky (KOHEYHOMY MO/b30BaTe ).

TOuYHblE U YETKMEe TexHU4Yeckne TpeboBaHUA ABNSOTCS NPEeANOCbIIKOA K TOMY, YTOGbI NOCTaBLMK NO
3anpocy 3akasuuka npeacTaBu/l peasibHble U KOHKYPEHTOCNOCO6HbIE TEXHUYECKNE U TEXHUKO-KOMMEpPYECKMe
npeanoXxeHus 6e3 3HauuTeIbHbIX OrOBOPOK, OTK/TOHEHWIA NN [ONONHUTENbHBLIX YCNOBUIA.

TexHuyeckne TpeboBaHNs Ha NMOCTaBKy 060py0BaHUS BbINOJHATCA pasfenbHo AN Kaxoro Buaa
060pyA0BaHMS 1 A0KHBI BKNOYATL B CEGS:

- TEKCT TEXHUYECKUX TpeboBaHuii;

- Tabnuuy TEXHUYECKUX NokasaTesnei.

B TEKCT TEXHMYECKNX TPEBOBAHUIA BKNHOYAIOTCS OCHOBHbIE XapaKTePUCTUKN NoCTaBsieMoro 06opyoBa-
Husl. CornacHo TexHUYecknm Tpe6oBaHUsIM, 3akynaemoe o6opygoBaHue 1 MaTepuassl, NPUMEHSIEMbIE B 3TOM
060pya0BaHUN, A0MKHbI 6bITb HOBLIMU, HE UCMOMbL30BaHHLIMW paHee, NpeAcTaBnATb COGOV COBpEMEHHbIe
MoZenu, co3faHHble C y4eTOM Noc/eHNX AOCTUXEHWI B 061aCTN KOHCTPYKLUMIA U MaTepuasios.

TexHnyeckne Tpe6oBaHMSA AOMKHbI ObITb COCTaB/IEHbI TAKUM 06pa3oM, YTO6bl 06ecneynTb MakcuMarib-
HO LUMPOKYIO KOHKYPEHLMIO 1 B TO Xe BpeMsl faTb YeTKoe npeacTaBneHne o Heo6xoAnMbIX cTaHaapTax 6e3-
OMacHOCTM W KauyecTBa WCMOJSIHEHUSI, MaTepuasiax U 3KcnayaTauMOHHbIX XapakTepucTukax 3akynaemoro
060pyAo0BaHMs, TPAHCNOPTUPOBKE, YNAKOBKE M YCIOBUSIX XpaHeHWs 060pyA0BaHUS.

Mpu cocTaBNEHUN TEXHUYECKUX TPe6GoBaHWi HEOGXOAMMO YYUTbIBaTh TO, YTO OHWU HE AO/HKHbI UMETb
OorpaHnYnTENbHbIN XxapakTep. CTaHAapTbl U TEXHUYECKNE cneunguKaLmm, ykasbiBaeMble B KOHKYPCHOI [0Ky-
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MEeHTaL MW, fO/MKHbI rapaHTUPOoBaTh CO610AEHMNE OCHOBHbIX TEXHUYECKMX TPe60BaHUi 1 NpoUnx TpeboBaHuii K
3aKynaeMomMy 060pyA0BaHuio.

B TpeboBaHMAX 4O/MKHbI ObITb NPMBEAEHbI CBEAEHUSA O KTMMATUYECKOM UCMOSTHEHUM 1 KaTeropmnsix pas-
MeLeHns obopygosaHus no FOCT, cteneHun 3awnTbl o FOCT, ypoBHe BUGpauuu, Lyma, KOMNOHOBKe, pasme-
LeHUn 1 naowaakax obcnyxmeaHns o6opyfoBaHus, macce o6opyaoBaHus, ero rabaputax (naowaam ans
camoro npmbopa) cy4yeToM MMeLMXCH Y 3aKa3umnka (KOHeYHOr 0 Mosib30BaTe 1s1) MOMEeLLEHUA M KOMMYHabHbIX
pecypcoB, MOHTaxe, NAaHoBbIX 1 KanuTanbHbIX PEMOHTax 060pyA0BaHNS, YCI0BUSAM €ro CEPBUCHOT0 06Cy-
XnBaHus. Mo BO3MOXHOCTH, B TEXHUYECKNX TPEBOBAHNAX YKa3blBAOTCA KOHKPETHbIE CTaHAapThbl, NPUHATLIE B
MexayHapogHoi npaktuke (FOCT P NCO/M3K. TOCT NCO/M3K, 3apernctpupoBaHHble kak Meansaenus B
P®), koTOpbIM LO/HKHO COOTBETCTBOBATHL 3aKynaeMoe obopyaoBaHue, nnu ctaHgaptel Poccun (FOCT P).

4.3 Tpe6oBaHus kK BpeMeHn HapaboTky 060PYA0BAHMA HA MOMEHT 3aKynKu

YkasbiBaeTcsi, YTo 060pyA0BaHNE AO/KHO OblThb HOBbIM, PAHEE HE UCMO/Mb30BAHHbIM, HE 3KCMIyaTUpo-
BaBLUMMCS WU UMETbL OnpeesieHHoe BpeMsi HapaboTky (C yueToM BaMaauum u kannbpoBKu Ha npeanpus-
TUM-N3rOTOBUTESIE U B MPOLECCE TEXHUYECKMX UCMbITAHWIA NPW perncTpaLun MeauuuHcKoro n3aenms) n bbb
McnpaBHbIM.

4.4 Tpe6oBaHUs K NOCTaBLYMKY 060pYA0BaHUS U ero 0OTBETCTBEHHOCTH

McnonHutesnb fOo/MKEH UMETb YCTAaHOB/EHHbIE 3aKOHOA4AaTe/IbCTBOM U HOPMATUBHO-NPABOBbLIMY akTamu
Poccuiickoii ®epepaunmn AOKYMEHTbI, NOATBEPXAAOLWME COOTBETCTBUE OKa3biBAEMbIX YC/Yr TpeGoBaHUAM
[AeliCTBYOLIMX HOPMATUBHO-NPaBOBbIX akTOB Pocculickoii ®epepaunn. OTBETCTBEHHOCTb 32 CBOEBPEMEHHOE
npoaJ/ieHne Taknux 4OKYMEHTOB NIEXUT Ha VicnoniHuTene. VicnosiHnTens npegocTasniseT 3akasumky Konum foky-
MEHTOB.  MNOATBEPXAAKLWMNX COOTBETCTBME  OKa3blBaeMblX ycnyr TpeboBaHuAM  AeicTBYOLMX
HOpMaTMBHO-NPaBOBLIX akTOB Poccuiickoii degepaumu.

4.5 TpeboBaHMO 0 HEO6XOAMMOCTI 06GEecnevyeHns B3aMMoLeicTBMA NnocTaBAsieMoro obopyaosa-
HUA c 060pyAOBaHUEM, UCNONb3yEeMbIM 3aKa34nkom

Mpy HeO6XOAMMOCTH, YKa3biBalOTCS BapUaHTbl 06ecneyeHnst B3auMoAeicTBIUSA UMEIOLLEerocs y 3akasuu-
Ka 060pyA0BaHs C3akynaembiM 060py40BaHMEM (BO3MOXHOCTb NOAK/IOUEHS K 1a60paTopHO MHopMaLm-
OHHOIi cucTeme, efiMHbIA NPOTOKON 06MeHa faHHbIMY, MPOrpaMMHasl COBMECTUMOCTb 1 Np.).

4.6 TpeboBaHUsa k pasmepam 060pyL0BaHusA

Tpe6oBaHus K paamepam 060pyA0BaHNs (DOPMUPYIOTCS UCXOAS U3 UMEIOLLMXCS Y 3aKa3umka (KOHEeUHOro
nonb3oBaTess) NoWaAe N ¢ yYueToM UX pEKOHCTPYKLMU. PEKOHCTPYKLMS MMeloLLUXCs niowaneii onpege-
NnsieTcs 3afjaHneM Ha NpPoekTMpoBaHue, B 3aBUCUMOCTM OT MOLLHOCTY flabopaTopuu, BUAOB UCC/ef0BaHwii,
BbIGPAHHOrO TEXHOJIOTMYECKOTO PELLEHNS], @ TAKXKE Pa3MEPOB U pacCTaHOBKM N1a6opaTopHOro 060py0BaHus.

4.7 Tpe6oBaHus K NpenpoAaxHoil noaroToBke o60pysoBaHma

Tpe6GoBaHus K NpeanpoAaxHoii NoAroToBke 060py40BaHUS KOHKPETU3UPYIOTCS 3aKa34YMKOM.
MpeanpoaaxHas noAroToBka 060pyL0BaHUsi NPOBOAMTCS Ha cklafe KOMMaHUU-NocTaBLyuKa.

4.8 Tpeb6oBaHUA K Ka4ecTBy 060pyA0BaHNs, 6€30NacHOCT Me4ULMHCKOTO NepcoHana v naumneH-
TOB M 3aliuTe OKpyXxatoLiel cpefbl

TpeboBaHUA K kauecTBy 1 6€30MacHOCTU 060PYAOBaHUA M €70 NOTPEOBUTENLCKM CBONCTBAM KOHKPETHU-
3UPYHTCH rocyAapCTBEHHbIM 3aKa3unKoM.

B cniyyae, ecnu oT MCNOHUTENSA B NpoL,ecce BbINOSIHEHWS KOHTPakTa TpebyeTcs ocyLecTBMTbL CTpaxoBa-
HWe OTBETCTBEHHOCTY Nepes TPeTbUMM INLLamMu, v eCan NOCTaBKM 1 CONYTCTBYHOLLME YCYTY CBSA3aHbl C BO3-
MOXHOI OMaCHOCTbIO 151 XXU3HW U 34,0P0OBbS NII0AEN NN 3KOSTOTUYECKUM YLLLEp6OM, B JaHHOM pa3zesne [0/DKHbI
6bITb AaHbl COOTBETCTBYHOLLME HEOOX0ANMbIE TPe6OBaHNS.

4.9 Tpeb6oBaHuA No 06bEMY rapaHTuii KayecTBa yCcnyr, N0 rapaHTURHOMY U NOCTrapaHTUMHOMY
06CNyXuBaHuio

Tpeb6oBaHUs K KayecTBY 060py0BaHNA 1 €ro NOTPEOUTEIbCKUM CBOWCTBAM KOHKPETU3MPYIOTCA rocyaa-
PCTBEHHbIM 3aKa34YMKOM.

Yka3blBaeTCA NPOAO/KUTENbHOCTb rapaHTUHOIO CPOKa M MECTO BbINOIHEHWSA paboT No rapaHTUHOMY
06CNyXNBaHNIO. FapaHTUHbLIA CPOK HE MOXET ObiTb MEHbLLIE CPOKa YCTaHOB/IEHHOTO Npon3BoguTenem (M3ro-
TOBUTENEM).

apaHTWiiHbIN CPOK MCUMCNAETCS C MOMEHTa yCTaHOBKN 060pyA0BaHUs, yCTaHOBKa A0/HKHA 6bITb NPOU3-
BeJieHa He no3gHee 3-x MeCALEB C MOMEHTA NOCTaBKM.

YKasblBalOTCA MUHUMa/IbHO NpuemMaemMble A/ rocyAapCTBEHHOMO 3aka3umnka 1nm XXecTko yCTaHOBJ/IeH-
Hble 0683aHHOCTH nocTasLiMKa B FapaHTI/IVIHbIVI nepwuoa.
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4.10 Tpe6oBaHus K Nepefaye 3akazumky ¢ 060pyJ0BaHNEM TEXHUYECKOI, COrnacoBaHHOl pas-
pewnTenLHON N MHON fJoKyMeHTaL K

Tpe6oBaHusa K nepegaye rocy4apcTBEHHOMY 3aKa3umnKy TEXHUUYECKUX U UHbIX 4OKYMEHTOB Npu NocTaBke
060pyl0BaHNSI KOHKPETU3NPYIOTCS 3aKa3uMKOM. YKa3blBAKTCS [OKYMEHTbI, COMpPOBOXAAOLWME MNOCTaBKy
060pyf0BaHus, BbINOSIHEHWE PA6OT, OKazaHue yC/yr, Hanpumep, YTO 3TU OKYMEHTbI A0/IXHbI 6bITh NepejaHsbl
Ha A13blKe MPOU3BOAUTENS C NEPEeBOAOM Ha PYCCKUi A3bIK.

4.11 Tpeb6oBaHMA KCONYTCTBYOLWEMY MOHTaXy NOCTaB/IEHHOro 060pyA0BaHNA, NycKoHanagou-
HbIM M MHBbIM paboTam

TpeboBaHMst KMOHTaXy NOCTaB/IEHHOT0 060PYA0BaHNSA U NYCKOHAaA04HbIM paboTaM Ha MecTe y 3akas-
ynka (KOHe4YHOro NoJsib3oBaTessl) KOHKPETU3NPYHTCA FOCYAAPCTBEHHBIM 3aKa34MKOM.

412 Tpe6OBava KNOATOTOBKE MUHCTPYKTaXy MeANLNHCKOTO NTEXHNYECKOTO NepcoHaia 3aKas-
YnkKa

Tpe6oBaHUA K NOATOTOBKE U MHCTPYKTaXKY MOCTABLLMKOM TEXHWUYECKOTO U MEAMLMHCKOro nepcoHana
3aKa3umka (KOHe4YHoro noTpe6uTens) paboTe Ha NOCTaBIEHHOM 060PYL0BaHNEM KOHKPETU3UPYIOTCS 3aKasuu-
KOM.

4.13 TpeboBaHUs KKOMYECTBY, NEPUOANYHOCTH, CPOKY U MECTY NOCTaBOK

Cpokun (nepuogbl) noctaBkm 060pyf0BaHns (yKasbiBAaeTCSA KOHKpPEeTHas KaneHgapHas jata, Win MUHU-
MasibHO NpuemsaemMas Ans rocylapCTBEHHOrO 3akasuuka gaTa nocTtaBku, UAn nepuog (Nnepuoasl), B Te4eHne
KOTOPOro (KOTOPbIX) A0/MKHO 6bITh NOCTaBIEHO 060pYyAOBaHMe, UK CPOK C AaTbl 3aK/104eHNa orosopa (ynna-
Thbl aBaHCa WM MHOTO), B TEYEHME KOTOPOro f0/MKHA ObiTh OCYLLLECTB/IEHA NOCTaBKa, UKW npunaraeTca rpaduk
neprmoanYHOCTH NOCTABOK.

4.14 Tlopafokchavm nnpuemMkun obopyaoBaHus

Mopsanok caauv u npuemMkM 060pyA0BaHUSA KOHKPETU3UPYETCS TOCYAaPCTBEHHbLIM 3aKa3UYnKOM.

Yka3biBalTCA MeponpuaThs no obecrneyeHuWto cgayvm 1 NpueMkun o60opyaoBaHMs MO KaXAoMmy aTtany
NMOCTaBKM U B LLE/IOM, COAepXaHWe OTYETHO, TEXHUYECKOI 1 MHOV AOKYMeHTauuu, noanexatyeii opopmaeHnto
u cAave no Kaxaomy atany v B LesioM (TpeboBaHMA UCNbITaHW, KOHTPOJ/IbHBIX MYCKOB, NOANWCAHNS aKTOB TeX-
HMYECKOro KOHTPOJISA, NHbIX JOKYMEHTOB Npuv cAaye 060pyAoBaHus).

5 TexHuyeckue Tpeb6oBaHUA, NnpeabsiBAseMble NOCTaBLUIMKAM aBTOMATUY€CKUX
aHanM3aTopoB A5 UMMYHOIOTUYECKUX UCCNefoBaHUN, ANs uenei
rocyaapcTBEeHHbIX 3aKynok

Mpy hoOpMUPOBAHUN TEXHUYECKOTO 3aaHuns Asis Lesieil rocyAapCTBEHHbIX 3aKynoK K aBTOMaTUYECKUM
aHanmMsaTopamM 3aka3uuk pyKoBOACTBYeTCsA HacToswmum FTOCTOM 1 B 3aBUCUMOCTY OT Lieneld, CToAWMX nepes,
MeaUUMHCKON nabopatopueid, NCMosib3yeT HE06X04MMble NO3UL MU TEXHUYECKUX TpeboBaHuii 6e3 pernameH-
Tauun nx konmyectea. OJHOBPEMEHHOE NCMOMb30BaHME B3aVMOVCK/IOYALLNX TPEBGOBaHNIA HE JoNyCKaeTCs.

5.1 HaumeHoBaHMe 060py[0BaHNSA, €70 HA3HAYEHUE 1 LeNn NCNO0J/Ib30BaHUA

HavMeHoBaHWe: aBTOMATUYECKUI aHanM3aTop A8 UMMYHO/IOTMYECKUX UCCnefoBaHuii (v apyrue
aHanu3aTopsbl 415 UMMYHOJ/IOTMUYECKUX UCCNeA0BaHUil C aBToOMaTu3auueli npoLecca nuccnesoBaHuii).

MpruMeuaHune — B TexHUyeckoMm 3agaHumn 3anpeLtaeTcsi UCNOb30BaTb (PUPMEHHblE Ha3BaHUs 060pyaoBa-
Hus.

TpeboBaHNs K060PYAOBAHMIO MO UCMO/Ib3YEMbIM METOAAM:
- pagMoMMMYHOOTUYECKNIA aHaNmns;

- MMMYyHODEepPMEHTHbI aHaNus;

- UMMYHO/TyOpEeCLEHTHbI aHanus;

- UMMYHOXEMUNIOMWUHECLLEHTHbI aHanus;

- MMMYHOXpomaTorpadunyeckunii aHanms;

- N30CEepoNornyecxunii aHaams.

5.2 TexHuuyeckue Tpe6GoBaHuUs K060pyL0BaHNIO

5.2.1 Tpe60oBaHUsA, CBA3aHHbIE C Pa3MeLLEeHNeM aHanmsaTopa y nosayyaTtens 1 KOMMYHalbHbIMU
pecypcamu nosydartens

- Tun “cnonHeHus aHanuaaTopa (HacTo/bHbI / HANOMbHbINA):
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- MakCuMasibHasa AoCTtynHaa njaowaaib noMeweHna y KOHeEYHOro I'IOTpe6VITEI'IFI ANnsa pernameHTnpoBaH-
Hol aKcnnyatayun aHanmsartopa,
- Tpe6OBaHVIF~I no 3Hepr006ecnequmo, HEOGXO,CI,I/IMbIe ANA 3Kennyataynn aHanmsaropa.

5.2.2 Tpeb6oBaHWs K NPOU3BOAUTENBHOCTU

L5 cucTeM 3aKpbITOro Tuna.

- MPOU3BOANTENILHOCTL (KO/IMYECTBO pe3y/ibTaToB /1a6opaTtopHOro aHasimM3a roToBbiX K Basvgauyuu,
nosiyuaemoe 3a ofiMH yac pa6oTbl aHaM3aTopa);

- BPEeMs OT 3arpy3kuv Npo6bl BaHaNM3aTop A0 NoyYeHusi NepBOro pesysbTara iabopaTopHOro aHaimsa.

N5 cucTem OTKpbLITOro TMna:

- Tpe6oBaHWs KOHEYHOTO NOTPEBUTENS N0 NOTOKY BO3MOXHbIX UCCNef0BaHW 3a (OUKCUPOBaHHbIA Npo-
MeXyTOK BPEMEHMU.

5.2.3 TpeboBaHVs KYpOBHIO aBTOMaTU3aLN TECTUPOBAHUS

- ABTOMAaTUYeckoe pasBefeHne o6pasLa B aHaM3aTope;

- aBTOMaTtuyeckoe NepeHasHauyeHus Tecta npu noslyuYeHun HeKOPPEKTHbLIX Pe3y/bTaToB.;

- MporpaMmypoBaHNe anropuTMa aBTOMAaTMUECKOTO HasHaYeHWsl JOMOSIHUTENbHLIX UCCNEef0BaHui B
3aBMCMMOCTM OT NMOJTyYaeMbIX pe3y/ibTaTos;

- NpoBejeHue 0JHOBPEMEHHOIO NCCMEL0BaHNS pa3/INiHbIX aHA/IUTOB.

5.2.4 Tpe6oBaHUs K CTeneHn onTuMu3aLuu nabopaTopHOro npouecca npu akcnayatauuu o6opy-
foBaHus

- WHTerpauus c gpyrum nabopaTopHbiM 060py0BaHNEM;

- NOAKMNIOYEHUS aHaNM3aTopa k nabopaTopHoli MHOPMAaLMOHHO cucTeme;

- CKaHep LUTPUX-KOA0B MPO6MPOK (BCTPOEHHbIV UW BHELLHWIA);

- CKaHep LWTPUX-KOAO0B peareHToB (BCTPOEHHbIN U BHELLUHWIA);

- TUNbl BMOSIOTUYECKUX XMUAKOCTEN, KOTOpblE MOTYT UCC/IEL0BATLCSA Ha aHaIn3aTope;

- KosM4ecTBO o6pasua, Heobxoanmoe A5 onpefeneHns KOHKPETHOro aHanmMTa Uav rpynnbl aHaInToB
(yka3blBaeTcsi onpeAenieHHbll aHanuT u/unmn MeTogmka nccnenoBaHns);

- MakcuMasibHOe KO/iM4yecTBO 06pa3LoB, eAHOBPEMEHHO 3arpyxaemMbix Ha 60pT aHann3aTopa,;

- MakcumasibHOe KOSIMYeCTBO TUMOB METOAUK, KOTOPbIE MOXHO BbIMO/THATL HA aHanm3aTope 6e3 3amMeHbl
n/unu fo3arpyskn peareHTos;

- MakcumasibHOe KO/IM4YeCcTBO TECTOB (YKa3biBaeTcs onpeAesieHHas MeToAuka) KoToOpoe MOXHO BbINosi-
HUTb Ha aHanu3artope 6e3 3amMmeHbl U/1nu fo03arpy3kn peareHTos;

- MCNO/b30BaHNe 0HOPAa30BbIX U MHOTOPa30BbIX HAKOHEYHWNKOB A1 L03MPOBaHNS.

- UCMONb30BaHMe NePBUYHbLIX NPOBUPOK;

- 1CNo/Ib30BaHUE BTOPUYHbIX MPOGUPOK;

- CPOYHble UccnefoBaHus.

5.2.5 Tpe60BaHUA K HA/IMUNIO BCTPOEHHBLIX B aHA/N3aTOP cUCTeM obecneyeHns NnpaBu/ibHOCTM
aHanMTUYeckKoro npouecca

- [leTekuus crycTkoB B obpasLe;
- [eTeKuuns ny3blpbKoB, NeHbl B 06pasLe;
- OTCYTCTBME NEPEKPECTHOW KOHTaMUHaLUMM 06pa3LoB.

5.2.6 Tpeb6oBaHMA K kayecTBY Nosly4aeMbiX B NpoLecce akcnayatayny obopyfoBaHunsa pesybra-
TOB UccnepoBaHuii

- MuHUMansLHas onpegensiemast KOHUEeHTpauusa «X» /MUMUT feTeKunu.

n punMmevyaHune — B kayecTtBe «X» YKa3sblBaeTca KOHerTHbII7I aHanunT U cooTBeTCcTBylOLWne egnHuubl name-
peHuii;

- MUHUMasIbHAA eanuampyemas KoHLeHTpaumsa «X» /KoIMUeCTBEHHbIV Npeaen onpeaeneHus.

n punMmevyaHune — B kauecTBe «X» YyKa3sblBaeTca KOHerTHbIﬁ aHasiuT U CooTBeTCTBYOLWNE eANHNLbI ero nsme-
peHuii;

- pabouwnii Anana3oH nMepeHnii (MakcumasnbHas eanmaupyemas KoHUueHTpauus).

5.2.7 Tpe6oBaHUs K HOMeHKIaType onpeaensieMbiX aHa/IMTOB (415 CUCTEM 3aKPbITOro TUNA)

- Bo3moxHOCTL onpegeneHus;
- MUHUMasibHaA onpegendemMas KOHUEeHTpauna KOHKPETHOro aHannta InumnT ,D,eTeKLI,VIVI/ no CI'IeLWId)VI-
YeCcknm Tpe6OBaHI/I$IM KOHEYHOro nosnb3oBaTtenA.
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5.3 Tpe6oBaHuWs K BpeMeHu HapaboTku 060pyJ0BaHNS HA MOMEHT 3aKynKu

Ha MmomeHT nocrtaBku oGopy,qosaHme ABMSETCA HOBbIM, HE GbIBLUNM B 3KCnayatauunn.
Bpewms Hapa6OTKM,q1'IH Banugaunn, KaﬂMGpOBKI/I Ha npeanpuaTUN-UM3rotoBuUTesie N B npouecce TexHnu4vec-
KNX UCMbITAHWIA npu perncrtpaumm megnunHCKoro n3genna B Cpoke akcnayataynm He y4uTblBaeTca.

5.4 Tpe6oBaHuWs K NOCTaBLLMKYy 060pyL0BaHNUS N Er0 0OTBETCTBEHHOCTH

MocTaBLWWK AO/MKEH UMETb YCTAHOB/IEHHbIE 3aKOHOAATENbCTBOM U HOPMATVWBHO-NPABOBLIMU aKTamu
Poccuiickoii degepauum 4OKyMeHTbI, NOATBEPXAAtoLe COOTBETCTBUE OKa3biBAEMbIX YCyr TPe6GOBAHUSAM
[elicTByIOLLMX HOPMATUBHO-NPABOBLIX aKTOB Poccuiickoii ®efepalnu. OTBETCTBEHHOCTL 3a CBOEBpeMeHHoe
NpoAsieHNe TaknX JOKYMEHTOB NIEXUT Ha MNocTaBLvke. MocTaBLMK npefocTaBisieT 3aKkasurKy Konum LJOKyMeH-
TOB.  MOATBEPXAAOWMX  COOTBETCTBME  OKa3biBAE€MbIX  YCIyr  TpeGoBaHWsM  AeACTBYHOLLNX
HOpPMaTVBHO-NPaBOBLIX aKTOB Poccuiickoii ®eaepauun.

5.5 Tpo6oBaHMO 0 HEO6X0AMMOCTU 06ecneyeHns B3anMoaelicTBUs NnocTaBasemMoro o6opyoBa-
HUS c 060pyAOBaAHNEM U MHDOPMALUOHHBIMU CUCTEMAMMU, UCMOb3YEMbIMU 3aKa3UNKOM

O6opypoBaHMe fO/MHKHO MOAKIYATLCSA K 1abopaTOPHO MHADOPMALMOHHO CUCTEME C UCMO/Ib30BaHNEM
CTaHAAPTHbLIX NPOTOKO/1I0B 06MeHa AaHHbIMU.

5.6 TpeboBaHus k pasmepam o60opyfoBaHus

[0/MKHbI 6bITb YKa3aHbl:

- MUHMMasbHble TPeGOoBaHNS K NOMELLEHUIO;

- MakcumasibHO AOMyCTUMbIe pasMepbl 060PYA0BaHUS, NCXOAA U3 UMEIOLLUXCS Y KOHEUYHOTO M0/1b30Ba-
Tens nnowagei UM c ydeTom UX peKoHCTpYyKUMK, o6ecneunBatoLive 6e30nacHOCTb NepcoHana npu paéote u
06CyXMBaHUN, C yH4ETOM AECTBYIOLLUX HOPM 4718 MeANLVHCKIX 1abopaTopuid.

5.7 Tpe6oBaHuUs K NpeanpoAaxHo NoATOTOBKe 060pyA0BaHMUA

YKaszaTb KOHKPETHble TPE60BaHNA 3aKazumka o NpeanpoaaxKHoli NoOAroTOBKe aHa13aTopoB, HanpuMep:

- Ha/Muve [eiicTBYIOLLEro cepTudnKaTa CoOTBETCTBMS Ha 060pyJ0BaHME;

- Ha/iMume pacxofHbIX MaTepuasios, HE06XOAUMBIX A1 BANUAaLMN, YCTaHOBKM aHaNN3aTopoB 1 06yye-
HUSA NepcoHana.

5.8 TpeboBaHMs K pacxogam Ha 3kcnyaTaumio 060pyfoBaHus, K NOCTaBke pacxofHbiX MaTepua-
N0B 1 conyTcTBywLU,ero obopygoBaHusa Ana obecneyeHus (PYHKLMOHMPOBAHUA U 3KCnayaTauum
obopypoBaHus

- PeareHTbl U pacxogHble MaTepuasibl A5 BbINOMHEHUS UCCIef0BaHNii «X». He MeHee (TecToB);

- peareHTbl M pacxofHble MaTepuasbl, BKIOYasA KaimbpaTopsl, 4151 BbIMO/IHEHUS UCC/IEf0BaHMNA «X». He
MeHee (TecToB);

- peareHTbl M pacxofHble MaTepuasbl, BKIOUYas KambpaTopbl N KOHTPO/IbHbIE MaTepuasl, 415 BbINOM-
HEeHUS Uccrief0BaHUN «X». He MeHee (TecToB).

MpumeyaHune — BkauyecTBe «X» yKa3blBAETCA KOHKPETHbIA aHanuT;

- KOMNEKT MaTepuanos s npoBeAeHns 06CnyxvnBaHns BO BpeMs aKkcnyataunm (nepnog akcnayara-
LuKn yKasbiBaeTcs B MecsLax);

- KOMMNMEKT MaTepnasoB ANS NPOBeAEeHUs TEXHUYECKOro 06C/YXMBaHNA aBTOPU30BAHHLIM CEPBUCOM
(yka3aTb nepuog akcnayartaumm, Ho He MeHee rapaHTUIiHOro Cpoka NoCcTaBLUuKa);

- WCTOYHUMK 6GecnepeboitHOro NuTaHus (ykasaTb Bpemsi o6ecneyeHns aBTOHOMHO pa6oTbl aHanm3aTo-
pa. He MeHee (MUHYT));

- TVN NpUHTepa (NasepHblii N CBETOANOAHBIIR), NPOU3BOANTENBHOCTL (CTPaHUL, B MAHYTY), LIBETHOCTb
(4epHO-6enbIit NN LBETHOI).

5.9 Tpeb6oBaHus K KauecTBy 060pyA0BaHNs, 6€30NacHOCTU MeAMLMHCKOro NnepcoHasna v 3awurte
oKpyXatwueli cpegbl

Be3onacHoCTb MeMLMHCKOro NepcoHasa npu akcnayartawum aHaim3aTopoBs Jo/MKHa 06ecneyunBaTbCes:

- KOHCTpYyKUMel aHann3aTopoB, KOTOpbIE A0/KHbI GbiTb 6e30nacHbl NPU UCMONb30BAHUMN OTAENLHO UK
B COCTaBe KOMMJIEKCOB (CUCTEM) U YAOBNETBOPSATL TPEGOBAHNAM CTaHAAPTOB U APYroli HOPMATUBHO-TEXHU-
YecKoW JoKyMeHTauuu,;

- KOHCTpYKUMEeN n yCTPONCTBOM 3MEKTPOYCTAHOBOK A1A NIMTAHUSI aHANIM3aToOPOB, KOTOPble AO/MKHbI
yA0BNeTBOpATh «[pasunam ycTporicTBa 31eKTPOYCTaHOBOK» 1 APYroil HOPMaTMBHO-TEXHUYECKON OKyMeHTa-
umu;

- CUCTEMOI TEXHUYECKOTO 06CNYXUBAHUSA U PEMOHTA 060pYy0BaHNMSA.

- MPUMEHEHNEM YCTAHOB/IEHHbIX MEP U CPEACTB 3aLLUTbI.
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5.10 Tpeb6oBaHWA KrapaHTUAHOMY Y MOCTrapaHTURHOMY 06CNyXNBaAHNIO

- [apaHTuiiHbIl Cpok Ha NocTaBnsiemoe o6opyaoBaHne — He MeHee 1ropa:

- HanMyve cepBUCHOI cnyx6bl, CEpPTUMLMPOBAHHON NPON3BOAMTENEM TOBapa, Ha Tepputopumn P®:

- Hanuyne CUCTeMbl YAaneHHOTO MOHUTOPUHIA PaboTbl aHasm3aTopa cepBUCHOI cnyx60oii nponsBoau-
Tens obopyaoBaHus:

- Hanuune cnyxobl TEXHNYECKOW NoAAEPXKKM NPON3BOAUTENS aHam3aTopa.

5.11 Tpeb6oBaHMA K Nepegaye 3aka3umky ¢ 060pyso0BaHUEM TEXHUYECKON, cCornacoBaHHON pas-
pewunTenbHON N UHOW AOKYMeHTaLnun

- Hanunuue perncrpaunoHHOro yg0CTOBEPEHUSA HA NOCTaB/ISEMble aHa/In3aTopbl;

- Ha/myue perncTpaunoHHOro yA0CTOBEPEHUS Ha peareHTbl, Heob6xoANMbIe 419 UCCNefoBaHUA aHau-
TOB Ha 060pyA0BaHuy;

- Hanuyve sKcnayaTalMoHHON AOKYMEHTaL N aHann3aTopa Ha PycCKOM f3bIke.

5.12 Tpeb6oBaHWA KCONYTCTBYOLWEMY MOHTaXy NOCTaB/IEHHOIO 060pyAOBaHUSA, NyCKOHaNagou-
HbIM U MHbIM paboTam

BBog 060pya0BaHns B aKCMyaTauuio oCyLecTBAAETCA CepTURULMPOBAHHLIMU CieLManucTaMu.

5.13 Tpeb6oBaHWA K MOATOTOBKE W WHCTPYKTaXy MeAUUUHCKOTO U TEeXHWYECKOro nepcoHana
KOHEe4YHOro nonb3oBartens

WHCTpyKTaxX nepcoHana KOHe4yHOoro nosb3oBartena paboTe Ha aHanmM3aTope C Bblgayeil COOTBETCTBYIO-
LLNX OKYMEHTOB.

5.14 Tpeb6oBaHMA K BbINOSTHEHWIO CONYTCTBYKLWNX PpaboT, OKa3aHU CONYTCTBYOLWNX yCAYT

Heob6xoAnmo ykasaTb KOHKpeTHble Tpeb6oBaHWA MO BbINOSIHEHMIO COMYTCTBYIOLNX paboT, OKasaHuio
COMYTCTBYIOLLMX YCAYT, €C/IM OHY CBA3aHbl C NOCTaBKaMy aHa/M3aTopoB A1 UMMYHO/I0TMYeckux uccneposa-
HUA.

5.15 Tpe6oBaHWA K KONMYECTBY, NEPUOANYHOCTH, CPOKY U MECTY NOCTABOK

- KonunuecTtBo noctaBnseMoro obopygoBaHms (LuT.);

- KO/IMYEeCTBO NOCTaB/IeMbIX KOMMNNEKTOB, BKOYaKLWmx B cebs obopygosaHme, pacxofHble MaTepua-
Nbl Y COMYTCTBYHOLLLEE 060pyAOBaHNE.

5.16 MopsAgok caaym v npmemMkn o6opyaoBaHns

- Mopsaok npueMkn-caayun oTaeNbHbIX BUAOB 1 3TanoB paboT;

- NOpsAfOK nepefayun UCNONHUTENbHbIX OKYMEHTOB;

- o6ecneyeHve Hagnexalux ycroBuii 418 NpoBeeHNs NPUEMKM-CAAYN 060PYA0BaHNS;
- Ha/iM4me NporpaMmmbl BEPUMUKALUOHHBIX UCMbITAHWIA 1 ee BbINOJIHEHNE.

6 Tpeb6oBaHUs K ohoPMIEHUIO TEXHUYECKOTO 3a4aHNns
Ha BbICOKOTEXHO/IorMYHoe nabopaTopHoe o6opynoBaHue

3akaszunk ohopmIaeTT3 B COOTBETCTBUM COOL MMM TPEOOBAHUSAMMU KTEKCTOBBLIM [JOKYMEHTaM, yCTaHOB-
neHHbIMn TOCT 2.105—95 «EgnHas cnctema KOHCTPYKTOPCKOW fokyMeHTaummn. O6Lre TpeboBaHns KTEKCTO-
BbIM JOKYMeHTam». dopma usnoxeHuns T3 npusegeHa B MpunoxeHun A n MoxeT 6bITb NpefcTaBneHa kak B
TabnnyHoi chopme, Tak M B TEKCTOBOM chopmaTe. CBeAEHNA 0 CornacoBaHnm nyteepxaeHumn T3 pasmelyatorcs
Ha TUTY/IbHOM NUCTe.
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MpunoxeHune A
(pekomeHpaTenbHoe)

MpumepHas copma «TeXHNYeCcKoro 3afaHna Ha 3akKynky BbICOKOTEXHOOTUYHOTO

nabopartopHoro o6opyaosaHusa»

TexHu4Yeckoe 3afaHve Ha 3akynky

«YTBEpXAAI0»
PyKOBOANTENb OpraHnsauum
/ /
« » 201 .

BbICOKOTEXHONOINYHOTO na6opaTopH0r0 060py,qosava

HanmeHoBaHve pa3fenoB TEXHUYECKOro 3ajaHus

HanmeHoBaHWe 060py0BaHNSA, €0 Ha3HaYeHne 1 Lenun NCnosib30BaHuns
OnucaHne 060pyfoBaHNs

TpeboBaHuA kK BpeMeHN HapaboTkn 060pyA0BaHNA HA MOMEHT 3aKymku
TpeboBaH/sA K MOCTaBLLUKY 060py0BaHUS 1 €r0 OTBETCTBEHHOCTY

Tpe6oBaHne HEO6X0ANMOCTH 06ecneyeHns B3aumMoAeincTBMa noctaBnsa-
emMoro 060pyfoBaHNs ¢ 060PY[0BAHNEM, UCMO/b3YEMbIM 3aKa3UMKoM

TpeboBaHus k pasmMepaM 060pyaoBaHNsS
TpeboBaHuA k NpeAnpoAaxHoi NoAroToBke 060pyA0BaHNSA

Tpe6oBaHUs K KauecTBy 060pyAOBaHUs, 6€30MacHOCT MELULMHCKOro
nepcoHana u NauueHToB 1 3aluTe OKpyXawLlei cpeap

Tpe6oBaHus N0 06beMy rapaHTuii kauecTsa yc/yr, No rapaHTUiAHOMY U
nocTrapaHTuiitHoMy 06CNTyXUBaHUIO

Tpe6oBaHWs K nepegaye 3akasuuky ¢ 060pyf0BaHNEM TEXHUYECKOW, Co-
rN1acoBaHHOW paspeLwnTesibHON 1 NHOI AOKyMeHTauum

Tpe6oBaHUs K COMYTCTBYHOLLEMY MOHTaXy MOCTaBNEHHOrO 060pyAoBa-
HUA. NYCKOHANafo4YHbIM U UHbIM paboTam

Tpe6oBaHUs KNOATOTOBKE N MHCTPYKTAXY MEAULUHCKOTO U TEXHNYECKOro
nepcoHana 3akasuuka

Tpe6oBaHUs K KOSIMYECTBY, NEPUOANYHOCTI, CPOKY M MECTY NOCTaBOK
Mopsagok caauv 1 Npremku 060pya0BaHUs

MpunoXeHnsa K TeXHUYECKOMY 3ajaHunio

MpumeyaHnsa
1 BcenonsobsasaTenbHbl K3anofHeHW0. Benyyae, ecnv 3akasunk He npebABAseT KOHKpeTHOro Tpe6oBaHus, T0 B

Tpe6oBaHus, npegbsBnsiemMble
K 3afaHnio

COOTBETCTBYIOLEM MOJIE NMPOCTABAAETCA 3anuch «He npegbaBnseTca». «He TpebyeTca» wnan gp. — B 3aBUCUMOCTU OT

KOHTEeKcTa.
2 B cnyuae, ecnu 3akas3uuk cpopmynupyet T3 HerpaMmoTHO, HEKOPPEKTHO WU HEKOHKPETHO, BO3HUKAET BO3MOX-

HOCTb NMpuobpeTeHns obopygosaHus (ToBapa, paboTbl WAKM yCayrn), He OTBevaloLlero ero noTpebHocTaM. [laxe ecnu
o6opyfoBaHNe COBEPLUEHHO He ycTpanBaeT 3akasuuka, HO Npu 3ToM cooTBeTcTByeT T3 3akasunka. 3akoH Nb 94-03 He
fAaeT HUKaKoW BO3MOXHOCTU OTKa3aTbCs OT 3aK/0UeHNs KOHTpakTa.

PykoBoANTENb CTPYKTYPHOrO NoapasgeseHuns

OTBETCTBEHHbIN

Cneynanuctbl:
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Bubnunorpadus

depnepanbHblii 3akoH 0T 21 nons 2005 roaa Ne 94-d3 «O pa3mell,eHnn 3aka3oB Ha NOCTaBKM TOBAPOB, BbINOJIHEHNE
paboT, okazaHue ycnyr Ans rocyfapCTBEHHbIX M MyHULMNANbHBIX HYXA»

defiepanbHblii 3aKOH OT 27 flekabpsa 2002 roga Ne 184-93 «O TeXHUYECKOM perynvpoBaHum»

depnepanbHblil 3aKOH OT 26 MioHA 2008 roga Ne 102-903 «O6 o6ecnevyeHun eguHCTBA U3MEPEHUIA»

depfepanbHblli 3aKOH OT 26 nons 2006 1. Ne 135-93 «O 3alute KOHKypeHLumn»

depfepanbHblii 3aKoH 0T 21 Hos6pst 2011 r. Ne 323-93 «O6 ocHOBax OXpaHbl 340pOBbs rpaxaaH B Poccuiickoii
depepaunmn»

MexayHapoaHblii cnoBapb MO METPOJSIOTUN: OCHOBHble U 06LMe MOHATUA W COOTBETCTBYKOLLME TEPMUHbI.

(International vocabulary of metrology-Baslc and general concepts and associated terms (VIM) JCGM 200:2008)
Mep. caHrn, ndp. CNe6. HMNO «MpodeccnoHan». 2010

TepMUHONOTNS aHanuTMYecknx unsMepeHuii. Beegenne B VIM 3. (Terminology In Analytical Measurement.
Introduction to VIM 3. First edition 2011) Mep. c anrn. M.. Habopa. 2012

KnuHunyeckas nabopatopHas guarHocTuka: HauvoHanbHoe pykoBoacTBo. B 2-x Tomax. lNMog pes. B.B Jonrosa.
B.B. MeHbwunkoBa. F'90TAP-Megua, 2012

PekomeHgaunm No MexrocyfapCcTBEHHOW cTaHAapTu3aunv. FrocygapcTBeHHas cuctema obecnevyeHuss eguHcTBa
n3mepeHuii. MeTponorus. OCHOBHble TEPMUHbI 1 onpegenexnns. PMI 29—99

MocTtaHoBneHne MpaBuTtensctea P® ot 31 gekabpsa 2010 r. Ne 1230 «O6 yTBEPXAEHMMN NPaBUI U METOAOB Uccre-
[loBaHWii N npaBun oT60pa 06pasLoB AOHOPCKOW KPOBU, HEOBXOAUMBIX ANA NPUMEHEHUS 1 UCNIONTHEHUS TeXHUYec-
KOro perfiameHTa o Tpe6oBaHnAX 6e30NacHOCTN KpOBW, ee NPOAYKTOB*

Mocobue k MICH 4.12—97. JleyebHO-npodunaktuyeckme yupexgenusa. Pasgen lll. Boinyck 4. luarHocTnyeckne
oTaeneHns. KnuHnko-gnarHoctuyeckme nabopatopun. MatanoroaHatomuyeckne otgenenHus. biopo (otgenexus)
cyfie6HO-MeANLMHCKON aKCnepTu3bl
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