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Mpeancnosne

1. PaspabotaH deneparnbHbIM rocygapCTBEHHLIM BHOMKETHBIM yUpEeXaeHUEM 30paBooxXpaHeHns "[TornoBHON
LEHTp rurmeHbl n anngemuonorun degepansHoro meamko-éuonormnyeckoro areHtctea Poccun” (PIBY "lMonosHon
LEeHTp rurmeHbl 1 anngemuonorun” ®MBA).

2. BHeceH TexHumyeckum kommuteTtoMm no crangaptmsaumm TK 380 "KnuHudeckne nabopaTtopHble
nccnenoBaHust U AMarHoCTUYECKUE TECT-CUCTEMBI MH BUTPO".

3. YTBepxaeH n BeeaeH B fgerctaune Npukaszom degepanbHOro areHTCTBa No TEXHUYECKOMY PeryrimpoBaHuto
n metponorum ot 2 anpens 2014 r. N 283-cr.

4. BeepeH Brepsble.

MpaBuna npMMeHeHMsa HacTosLwero ctaHgapTa yctaHoeneHsl B FOCT P 1.0-2012 (pasgen 8). MHdopmauusi
00 M3MeHeHMAX K HacTosLLEeMY CTaHAapTy NyGrvKyeTcs B eXXerogHom (Mo COCTOoAHMIO Ha 1 sHBaps TekyLlero roga)
MHpopmMaLnoHHOM ykasaTene "HauuoHanbHble CTanHAapTbl", a ouunanbHbI TEKCT U3MEHEHUIA U MOMPaBoOK - B
€XEeMeCAYHOM MHOPMaLMNOHHOM yKasaTterne "HauuoHanbHble cTaHgapTbl". B cnydae nepecmoTtpa (3ameHbl) nnm
OTMEHbI HaCTOSILLEro cTaHgapTa COOTBETCTBYOLLEE yBedoMeHMe OyaeT onybnmnkoBaHo B Grivbkanlem BbiMycke
€XEMECAYHOro MHopmMaunoHHOro ykasatens "HaumoHanbHble cTangapthbl”. CooTBeTcTByHOWAA WHOopMaums,
YBEAOMIEHNE W TEKCTbl pa3MeLlanTcs Takke B WHOPMALMOHHOM cuUCTEME OOLEero Mofb3oBaHUS - Ha
ouumansHoM cainTe ®PegepanbHOrO areHTCTBa MO TEXHUYECKOMY PEryriMpoBaHWO M METPONiorMM B CETM
WHTepHeT (gost.ru).

1. O6nacTb NpMMeHeHus

HacTtosilmin cTaHgapT ONUCbIBAeT MpaBuiia COCTAaBMEHUS TEXHUYECKMX TpeboBaHWU UMK TEeXHUYECKUX
3aganuni (T3) ons uenen rocydapCTBEHHbIX 3aKyrnoK BbICOKOTEXHOMOMMYHOro nabopatopHoro obopyaoBaHus -
aBTOMaTUYECKUX aHaNM3aTOPOB AN MONEKYNSPHO-OMONOrMYECcKNX WUCCNeqoBaHWn MH BUTPO (aBTOMAaTUYECKUX
CTaHUMA Ansi BblAENEHUs] HYKNEUHOBLIX KWUCMOT, aMMnnMUKaTOPOB HYKIMEMHOBLIX KUCMOT B PEXMME pearibHoro
BpEMeHU, 060opyAOBaHUsS AN KNACCMYECKOro KanunmnspHOro cekBeHmpoBaHus no metoay CaHrepa, obopygoBaHus
ONsi COBPEMEHHOIO BbICOKOMPOU3BOAUTENBHOIO CEKBEHMPOBaHWUS, 000PYAOBaHWUA A NeYaT U CKaHUpOBaHUS
OMOYMNOB HU3KOW M CPEeAHEN NNOTHOCTU, OOOpyAOBaHUSA AN CKaHMpPOBaHMSA OUOYMMOB BbICOKOW MAIOTHOCTW) B
YCINOBUSIX MEANLIMHCKUX NabopaTopuii.

ABTOMaTMYECKME aHanu3aTopbl AN  MONEKYNSAPHO-OMONOrMYeCcKNX WUCCNEAOBaHWA  UCMONb3YIT AN
BbIMOMHEHUS  KMUHMKO-NaAbopaTopHbIX  WUCCMNeaoBaHM  Ouonornyeckux MatepuanoB. HaubGonee wwimpokoe
NPUMEHEHME B MEAMLMHCKON MpaKTUKE AaHHbIe aHanM3aTopbl Nony4Yunyu B obrnact ANarHOCTUKN U KITMHWYECKOrO



MOHUTOPWHIa MHMEKUMOHHBIX 3aboneBaHuii (BUpycHble renatutbl, BUY-nHdekums, mHdekumn, nepenaBaemMblie
MornoBbIM NyTeM, MHAEKLMN OpraHOB AblXaHusa 1 Ap.).

HacToswmin craHgapT npegHasHavyeH AnS MPUMEHEHUSA YNOSTHOMOYEHHbIMU NULAaMKU rocyAapCTBEHHbIX
3aKa34yMKoB MpPUM  COCTaBNEHUM TexXHUYEecKUx TpeboBaHMM K aBTOMaATUYECKMM aHanus3atopam  Ans
MOJEKYNSPHO-OMONOIMYECKMX  UCCNEeOOBaHNA B paMKaxX KOHKYPCHOW, ayKUMOHHOW WM  KOTUPOBOYHOW
OOKyMeHTauun, pernameHTMpoBaHHON ONs Lernen rocyfapCTBeHHbIX 3aKynok Ha aBTOMaTuyeckne aHanuaatopbl
O MONEKynsApHO-6MONOrMYecknx nccnegoBaHun.

2. HopMaTuBHbIE CChISTKN

B HacTosieM cTaHgapTe UCMnorb3oBaHbl HOPMaTUBHbBIE CChINTKU Ha CriegyroLimne cTaHgapThbl:

FOCT 18996-80 AHanun3aTopbl GMONOIMYECKMX XUOKOCTEN MeaULMHCKUE. TePMUHBI 1 ONPeaENEHNs;

FOCT P 52905-2007 JlabopaTtopun meauumHckue, TpeboBaHms 6e3onacHoCTy;

FOCT P 53022.2-2008 TexHomnornv nabopaTopHble KuMHMYeckue. TpeboBaHMS K KauyecTBY KITUMHUYECKMX
nabopaTtopHbIX uccrnegoBanuii. Yactb 2. OueHka aHanuTUYecKon HageXXHOCTU MeTOAOB UCCIenoBaHMs (TOYHOCTb,
YYBCTBMTENBHOCTb, CNELNUYHOCTL);

FOCT P 53022.3-2008 TexHomnoruvm nabopaTopHble KrvMHWYeckne. TpeboBaHMSA K KauyecTBY KIMHUYECKMX
nabopaTopHbIX uccnegoBaHuii. Yactb 3. OueHKa KMMHUYEeCKON MHOPMaTMBHOCTM NTabopaTopHbIX TECTOB;

FTOCT P WNCO 15189-2009 JlabopaTtopun mMeguumHckne. YacTHble TpeboBaHUSI K KadecTBy W
KOMMETEHTHOCTY;

FOCT ISO 9000-2011 Cuctembl MeHegXKMeHTa kavyecTBa. OCHOBHbIE NONIOXEHMS U CNOBapb;

FOCT ISO 11737-1-2012 Crepunusaumnsa MeguumMHCKMx magenuin. Mukpobuonornyeckune metogbl. Yacts 1.
OueHka nonynsiLMm MUKPOOpPraHM3MoB Ha NPOAYKLMN.

Mpumeyanue. Mpu NONb30BaHMU HACTOALLMM CTaHOAPTOM LenecoobpasHo NpoBepuTb AENCTBME CCbINTOYHbIX
CTaHOapToB B MHAOPMALMOHHOM cuCTeMe OOLLEro nonb3oBaHUA - Ha odmumansHom canTte PepepanbHoOro
areHTCcTBa MO TEXHWYECKOMY PEryriMpoBaHMIO W MeTponorMm B ceTu VIHTepHeT wnM no  exerogHomy
WHpopMaLMOHHOMY YykasaTento "HauunoHanbHble cTaHaapThl”, KOTOPbIA ONy6rnnkoBaH MO COCTOSIHUIO Ha 1 aHBapS
TEeKyLero roga, U no BbiNyCKaM €XeMeCA4YHOro MHGOpPMaLMOHHOrO ykasatensa "HaumoHanbHble cTaHgapThl" 3a
Tekywun rog. Ecnu 3ameHeH CCbINMOYHbIA CTaHOapT, Ha KOTOPbIA [aHa HegaTupoBaHHasi CCbifka, TO
pekomMeHayeTCs WUCMOoMnb30BaTb OENCTBYIOLLYIO BEpPCUMIO 3TOrO CTaHgapTa C YYEeTOM BCEX BHECEHHbIX B AaHHYH0
BEPCUIO M3MEHeHMN. Ecnn 3amMeHeH CCbINouYHbIM CTaHAapT, Ha KOTOpbI AdaHa [aTUpOBaHHaAsA CcCbifka, TO
pekoMeHayeTCs MCMoNb30BaTb BEPCUIO 3TOMO CTaHAapTa C yKa3aHHbIM Bblle rogoM YTBepXKOeHWs (NpuHATKSA).
Ecnv nocne yTBepxaeHUs HacTosILLero cTaHdapTa B CCbIIOYHbIA CTaHAAPT, Ha KOTOPbIN AaHa gaTupoBaHHast
CCbifika, BHECEHO W3MEHEHWe, 3aTparnBalollee MOMOXEHNe, Ha KOTOpOe [aHa CCbiflika, TO 3TO MNOMoXeHue
pekoMeHayeTcs NpuMeHaTb 6e3 yyeTa AaHHOro M3MeHeHUs. Ecnun cCbinoyHbIv cTaHg4apT OTMEHeEH 6e3 3ameHbl, TO
MofoXeHne, B KOTOPOM [daHa CCbiflka Ha Hero, peKoOMeHOYyeTCs MPUMEHSTb B YacTW, He 3aTparvBarolen 3Ty
CCbIfKY.

3. TepMuHbI, onpegeneHns n cokpaLleHns

B HacTosilem cTaHgapTe NpMMEHeHbI criegylolne TePMUHbI C COOTBETCTBYIOLLMMM onpegeneHusamu:

3.1. ABTOMaTU4ECKMIN aHanM3aTop 4151 MOSEKyNsApPHO-OMONOrM4ecknx nccnegoBaHui: NpMbop UM KOMMMeKe
nNprMbopos, No3sonsLme NpoOBOANTL MOMEKYNsipHO-Buonornyeckue uccnegoBaHms buomarepmana venoseka Ao
MOMy4YeHNss KOHEYHOro (BM3yanua3npoBaHHOro) riabopaTopHOro pesyrnbTata uccregoBaHus 6e3 BmellaTenbcTBa
onepatopa B paboTy oTaenbHbIX NprbopoB.

MNpumeyaHue. MNopg JaHHoe onpegenexve nonagawTt apyrue aHanusartopsl ansi
MOJIEKYNSPHO-OMONOrMYECKMX MCCNEAOBaHMIM C aBTOMatm3aumen npouecca UccrnegoBaHuin.

3.2. AHanuT: KOMMOHEHT Mpobbl, yKa3aHHbI B Ha3BaHUM WUCCHEQyeMOro CBOWCTBA WU M3MEepsieMoWn
BENNYUHDI.

MNpumeyaHus

1. B knnHu4eckon nabopaTtopHOW AMArHOCTUKE aHanMTbl MOryT MMETb pasnMyHbIN XapakTep:

a) PM3NYECKNX CBONCTB;

6) XMMNYECKMX rIEMEHTOB, NOHOB, HEOPraHNYECKMX MOFEKy;

B) OpraHNYecKMx CTPYKTYp C Mariov MOMeKysipHON Maccow;

r) MakpOMONEKyn C W3BECTHOW Wnu MNpUOMM3NTENBHO YCTAHOBMNEHHOW CTPYKTYPOM M crneundryeckumm
Buonornyeckumm CBoNCTBaMu;

A) KNETOK, NX CTPYKTYPHbIX 3N1IEMEHTOB MUNW KIETOYHbIX CUCTEM;

€) MukpoopraHmamoB (6akTepum, BUPYChbl, @ Takke rpnbbl U NapasvTapHble OpraHu3Mbl pasmMepoM Ao 1 Mm),
NX CTPYKTYPbI 1 CBONCTB.



2. ApanTtupoBaHo [FTOCT P 52361, ctatbs 17].

3.3. bronornyeckuit maTepuan: buonormyeckne XUOKoCTU, TKaHU N 3KCKPETLI Yeroseka [8].
MpumeyaHue.

Buomatepuanel 4enoBeka npencTaeBnsitoT cobOM CrNOXHbIE CUCTEMbI CMECU PasfnYHbIX BELLECTB U
KNeToK, SABNSOLLMXCA KOMNOHEHTaMU, TO €CTb OMepYEHHbIMU YacTsaMU CUCTEMbI. B aHanuTnke KOMNOHEHTHI
cucTeMbl noapasgensioT Ha "aHanutbl", "KOHKOMUTaHTBI" K "pacTBopuTenu", nocnegHve [Ba Buaa
KOMMOHEHTOB o0O03Ha4aloT Kak "mMaTpuuy". MaTpuua oxBaTbiBaeT BCE KOMMOHEHTbl MaTepuanbHON
CUCTEMbI, UCKNIOYas aHanuT.

[FTOCT P 53022.2-2008. YacTb 2, nyHKT 3.2]

3.4. Bronormyeckme XUOKOCTU: XKMOKOCTM OpraHnama YerioBeka M MX KOMMOHEHTbI: KpOBb, MoYa, NMKBOP,
numda, cekpeThl, CbIBOPOTKa, Nnasma, Mo4a, nnesparbHas XWOKOCTb, CMoHA, aMHUOTUYECKAs XKUOKOCTb, ISKYNAT
n op.

3.5. Banugauwms: noareepxaeHve NocpeacTsoM npeacraBneHns 00 beKTUBHBIX CBUOETENbCTB TOro, YTO
TpeboBaHusl, NpegHa3Ha4YeHHbIE O151 KOHKPETHOro NCMOMb30BaHUs UM NPUMEHEHUS], BbINOSTHEHbI.
[FOCT ISO 9000-2011, nyHkT 3.8.5]

MpumevaHus

1. [OKYMEHTUPOBAHHbIE WCMbITAHMS, 3anucu U OObACHEHMs pe3ynbTaTtoB, Heobxoaumble AN
noaoTBEPXKAEHUS TOro, YTO MpPOLECC HEU3MEHHO AaeT pe3ynbTal, B COOTBETCTBUM C OMpefereHHbIMU
TpeboBaHMAMM.

2. Banvpgaumsi MeToOouKu 3akroyaeTcd B Cepuum uccrnepoBaHun gnst onpegeneHunst adeKTMBHOCTU U
BOCMPOM3BOAUMOCTM METOAA UCTIbITAHUA.

3.6. BtopuyHasa npobupka: npobupka unu MHOW COCyAd, B KOTOPLIN BHOCUTCA Mpoba nocrne Heobxoammon
npeaHanuTuyeckon obpaboTku.

3.7. BbicokoTexHonornyHoe rnabopaTopHoe obopyaoBaHue: npubopbl, annapartbl, obopyaoBaHue nOnsi
NpoBeAEeHUS KIMHWYECKMX NabopaTopHbIX WCCNEAOBaHWA, HanpaBfieHHbIX Ha OLEHKY COCTOSIHMS OpraHvM3ma
YyernoBeKka, MNPOM3BEAEHHbIE C  MWCMOMb30BAHWEM COBPEMEHHbIX [OOCTWKEHWA B 00MacTu  3MNeKTPOHMKM,
nporpamMmmHoro obecneveHns, pPO6OTOTEXHUKN U OPYTUX BbICOKOTEXHOSOMMYHbBIX 06nacTel NPOMbILLITEHHOCTW.

3.8. ['eH: CTpyKTypHasi 1 yHKLMOHaNbHasa eauHMLA HacneaCcTBEHHOCTM XMUBbIX OPraHU3MOB.

Mpumeyanue. eH npepgctaensier cobor nocnegoBaTenbHocTb [HK, 3apatowwiyto nocnegoBaTenbHOCTb
onpegeneHHoro nonvnentuga nmbéo dyHkumoHanbHon PHK. eHbl (ToyHee, annenu reHoB) onpeaensoT
HacneacTBEHHbIE MPU3HAKN OPraHM3MOB, NepeaaroLLmMecss OT poauTerner NOTOMCTBY NpW pa3mMHoXeHUW. Mpyn 3ToM
HEKOTOpble OpraHensibl (MUTOXOHAPWW, NnacTuabl) MMmetoT cobcTBeHHyto [HK, He BxoasLylo B reHOM opraHv3ma,
KoTOopasi onpeaensieT Ux NpuaHaku.

3.9. EoMHMua BenuuuHbl: (UKCMpOBAHHOE 3HAYEHUE BENUYMHbLI, KOTOPOE MPUHATO 3a eAuHULY OaHHOWM
BEMWYMHBI N MPUMEHSETCH A5 KONMMYECTBEHHOTO BbIPaXKEHWSI OOHOPOOHbIX C HEN BENUYMH [3].

3.10. N3amepeHue: npouecc (COBOKYMHOCTb OmnepaLunin) aKkcnepMMeHTanbHOro nofy4yeHns ogHoro unun éonee
3Ha4YeHWI BENUYMHLI [7].

MNpumeyaHus

1. OTanbl NpoBeAEHUS N3MEPEHMS OT Nony4YeHnst Npobbl, NpeobpasoBaHusa aHanuTa B opmy, yaobHywo ons
N3MepEeHnsi, MOSTyYEeHUs1 BENUYMH B CpeacTBe M3MepeHust U 06paboTku MOMy4YeHHbIX pe3ynbTaToB SABMSKTCA
yacTamu npouecca nsmepenus. B pesynbtaTte npouecca nsmepeHus MoryT 6biTb NOMyYeHbl KONTMYECTBEHHbIE UK
KayeCTBEHHbIE AaHHble, NPEACTaBNSALNE 3HAYMMYHO 4S9 ANarHOCTUKN MHApOpMaLMIo.

2. KayecTBEHHbIE faHHbIE - pe3ynbTaT, NONyYEHHbI AUXOTOMUYECKUM AeNEHNEM MO KaKOMY-TO NPU3HAKY.

Mpumep - [aHHble nMmyHodepMeHTHOro aHanusa (MPA) Ha Hanuune MHPUUMPOBAHHOCTM NauueHTa
onpeaenstoTcd no npudHaky ontudeckon nnotHocTy (Of1) npobbl 6onbwe unu medbwe Ol kpuTudeckoro B
[JaHHOWN cucTeme.

3. K usamepeHuto He OTHOCUTCA BU3yarbHOe UccrneaoBaHne CBOMCTB, Hanpumep LuseTa.

4. ®depepanbHble OpraHbl  WCMOSTHUTENbHOM  BMACTW, OCYLUECTBMSIOWME  HOPMAaTUMBHO-MPaBOBOE
perynupoBaHue B 06nacTax AesTEeNbHOCTU (34paBOOXPaHEHMs), onpeaensoT n3MepeHns, oTHocsAwmecs k cepe
rocygapCTBEHHOIO perynupoBaHusa obecnevyeHns eanHCcTBa U3MEpPEHUA, U YyCTaHaBNMBAKT K HUM 00s3aTenbHble
MeTporornyeckne TpedboBaHus, B TOM YMCIE NokasaTenu TOHHOCTM uamepeHui [3].



3.11. WHTerpauma obopyaoBaHus: MNpoOLEcC TEeXHUYecKoro O0ObeAUHEeHWs  BblICOKOTEXHONMOIMYHOIO
nabopaTopHoro o6opygoBaHWA MNOCPeACTBOM KaK KOHCTPYKTUBHOMO peLUeHWus NpousBoauTensl, Tak U C
MCMONb30BaHWEM [OOMOMHUTENbHBIX YCTPOWCTB Ha ©6ase MeguumHckon rnabopaTtopum € aBTOMaTUYECKUM
nepemeLlleHmem npoo.

MpumeyaHune. WHTerpauma obopyaoBaHUs MNO3BOMSET CO34aBaTb €AMHYK MPOM3BOACTBEHHYIO TMMHUIO
KMUHWKO-ANarHocTuyeckon nabopatopum, NpoeKTUpyeMyl0 WHAMBMAYANbHO C YYETOM MOLLHOCTU nabopartopuw,
BMOOB WCCMNeLOBaHWNA, BbIOPAaHHOrO TEXHOMOrMYECKOro peLleHnsl, a Takke pasMepoB W pacCTaHOBKM
nabopaTopHoro obopyaoBaHus. [[ocobue k MITCH 4.12-97. NleuebHo-npodhmnaktuyeckme ydpexaeHus. Pasgen
lll. Beinyck 4. OuarHoctnyeckue otaenexus: KnmHuko-guarHoctuyeckue naboparopuu. Naronoro-aHatommnyeckue
oTtaeneHus. Bropo (otgenenust) cyaebHO-MeaMLNHCKON 3KCNepTu3bl].

3.12. MeTon: o0uwee onMcaHMe IOTMYECKOM MOCMeAoBaTENbLHOCTM OnepaumMi  npu  NpoBedeHuK
nccnenoBaHuin, U3MEPEHUn ANs JUarHOCTUKM UH BUTPO.

3.13. MeToguka M3MepeHuit: geTanbHOe OnucaHWe W3MEPEHUA B COOTBETCTBUM C OO4HUM wunn Gonee
METOOM.

MpumevaHus

1. MeToauKy namepeHuii 0ObIYHO OMUCLIBAOT 4OCTATOMHO NOAPOOHO M NPEACTABNSAT B BUAE OOKYMEHTa
(MHCTPYKLMM), NO3BONSAIOLLEN NONBb30OBATENIO BbIMNOMHUTL N3MEPEHME.

2. MeToguka namepeHus MOXeT BKoYaTb MHAOPMALMIO O HeonpeaeneHHOCTN U3MEPEHNIA.

3. B psge cnyvyaeB meToguka W3MEpPEHWIA, MpPONUCaHHad B WHCTPYKUMAX OMs MOnb3oBaTtens, MOXeT
paccmaTpuBaTbCs Kak CTaHdapTHas onepaumoHHasa npoueaypa (SOP).

3.14. MonekynsapHo-bruonornyeckue nccneaoBaHus: uccrneqoBaHusa BUoNorMyeckux Matepuanos Yernoseka
Ana BblABIeHUA M3MEHEeHUN cocTaBa 6M0M3Tepmana n KOHLleHTpaLlMVI KOHKPEeTHbIX BewecTB U XUMUYEeCKUX
COG,IJ.VIHGHVIVI C uUenblo nonyvyeHuda I/IHCt)OpMaLLVII/I O MNPOTEKaHUN XUIHEHHO BaXHbIX MNpoLecCoB B OpraHumMme
yenoBeka AN OLEHKM COCTOSIHUS BCEro OpraHu3ama, CUCTEM OpraHoB WM  KOHKPETHbIX opraHoB. K
MOJ'IeKyJ'IﬂpHO-6I/IOJ'IOFI/NeCKI/IM nccecnegoBaHUAM OTHOCATCA KadeCTBeHHble U KOnM4YecTBeHHble WccrneaoBaHud
HYKITEWMHOBLIX KUCNOT (TECTUPOBAHNE HYKNENHOBbLIX KNCNOT - THK).

3.15. TllepBunyHaa npobupka: npobupka wWNM WMHOM COCyd, B KOTOPbI noctynaetr 6Guomatepwman
HenocpeacTBEHHO OT nauneHTa.

3.16. [poba: pocrtaTtoyHOe KOMMYECcTBO OuonorMyeckoro martepuana, B3ATOrO Yy 4erioBeka Angd
nabopaTopHOro uccregoBaHus.

3.17. CpeacTBoO U3MEPEHUN: TEXHNYECKOE YCTPONCTBO, MCMOMb3yeMOe A5l BbINOSTHEHUS U3MEPEHUN, B TOM
yucne B COMETaHWM C OQHUM UNU HECKOMNBbKUMW AONONHUTENBHBIMU YCTPOCTBaMu [6].

MpumeyaHus

1. TexHudeckoe CpeacTBO, nNpedHasHayeHHoe Ansg  U3MEPEHUH, MMeLWee  HOPMUPOBaHHbIE
METPOSIOTMYECKME XapaKTEPUCTUKK, BOCMPOM3BoAsLLee WU (MNW) XpaHswee eauvHuly (OU3MYECKOM BESTMYMHLI,
pasmvep KOTOPOM NPUHUMAIOT HEU3MEHHbIM (B npegenax yCTaHOBMEHHOW MOrpeLuHOCTM) B TEYEHUEe U3BECTHOro
WHTepBana BpeMeHW.

2. lNpvBegeHHOe onpegerneHne BCKpbIBaeT CyTb CpeAcTBa M3MEPEHWUW, 3aKroyaroLlylocs, BO-NMEpBbIX, B
"yMeHnn" XpaHuTb (M BOCNPOMN3BOAUTL) €ANHULY PU3NYECKON BENMUYNHBI; BO-BTOPbIX, B HEM3MEHHOCTM pa3mepa
XPaHUMOWN eauHuLUbl. ITU BaxHenwue daktopbl U 00yCrnoBnNMBaOT BO3MOXHOCTb BbIMOMIHEHUS] U3MEPEHMS
(conocTtaBneHne ¢ eguHuuen), T.e. "OenarT" TEXHUYECKoe CPeAcTBO CPeAcTBOM maMepenun. Ecnu paswep
€OMHMLBI B NpOLlecce U3MEPEHU M3MEHSAEeTCA bonee, Yem YCTaHOBMEHO HOPMamMu, TakMM CPedcTBOM HENb3s
nony4nMTb pesynbTat C Tpebyemon TOYHOCTbI. OTO O3HA4aeT, YTO U3MEpPSATb MOXHO NuUWb Toraa, koraa
TEXHUYECKOE CPEACTBO, NpegHa3Ha4YeHHOE ANs 3TON Lenn, MOXET XpaHUTb eguHNLY, A0CTaTOYHO HEM3MEHHYHO Mo
pasmepy (BO BpEMEHH).

3. Mpun oueHVBaHMM BENWYMH MO YCMOBHBIM LKanam LiKanbl BbICTYNalT kak Obl "cpeactsom namepeHunin"
3TUX BENUYMH [9].

3.18. TexHuyeckne cuUCTEMbl U YCTPOWUCTBA C WU3MEPUTENbHLIMU (PYHKUUAMU: TEXHUYECKUE CUCTEMbl U
YCTPOMNCTBA, KOTOPbIE HAPAAY C MX OCHOBHbLIMU DYHKLMSAMM BbINOMHSAOT U3MEPUTENbHbIE (DYHKLIMN.

MNpumeyaHus

1. K TexHu4eckum cuctemam u yCTpomcTBaM C U3MepUTENbHOM (PYHKLIMEN OTHOCUTCS BbICOKOTEXHOMOMMYHOE
nabopatopHoe o6opynoBaHue, BkMYawwee B cebA Havmbonee nonHbIi npouecc uamepeHus. [aHHble,
MOofy4yeHHble BO BpemMs 3Tana W3MEpPeHWs Ha BbICOKOTEXHOMOIMYHOM nabopaTopHoM 0bopyaoBaHuK,
ncnone3yloTcsa Ans nNpeobpasoBaHUsl B Ka4eCTBEHHbIE UIN KONUYECTBEHHbIE AaHHbIE C MOMOLLBI BCTPOEHHOTO
obopynoBaHus U nporpammMHoro obecneyeHus. [JaHHbIeE U3MEPEHNs He SABNATCA NPAMbIMA 1 NPY NOATBEPXKOEHWN
COOTBETCTBMSA (B BMOE peructpaumMm unu ceptudukaumm) gaHHOro obopygoBaHUSA NPOBOAUTCHA NOATBEPXAEHME



(aTTecTaums) MeToaUKN U3MEPEHNS.

2. ObazaTtenbHble TPeOOBaHMSA K TEXHUYECKUM CUCTEMAM U YCTPOUCTBAM C U3MEPUTENbHLIMU (DYHKLUUSIMK, a
Takke (OPMbl OLEHKM WX COOTBETCTBUS YKa3aHHbIM TpeboBaHMSAM YCTaHaBMNMBAKTCH 3aKoOHOO4ATENbCTBOM
Poccuickon ®efepaumm 0 TEXHUHECKOM perynmpoBaHum [2].

3. B cooTBeTCTBUM C AENCTBYIOLUM 3aKOHOAATENbCTBOM OTBETCTBEHHOCTb Ha BCeX dTanax obpalyeHus
BbICOKOTEXHOMOIMMYHOrO  nabopaTopHOro 00OpyAOBaHWA Ha pblHKE HeceT MNpov3BoAWUTENb UMK €ero
aBTOPU30BaHHbIN NpeacTaBuTErb.

4. TpeboBaHUS K COCTaBIEHWNIO TEXHUYECKUX 3afaHUI
Ons NnpoBefeHns rocy4apCTBEHHbIX 3aKynoK

TexHn4yeckme TpeboBaHUS AOMMKHbI:

- coepXaTb XapaKTEPUCTUKN BbICOKOTEXHOMOIMYHOIO nabopaTopHOro oOOpyAOBaHMS C TOYKM 3peHust
npegnonaraemMoro UCnosib30BaHUs ero KOHeYHbIM NoTpebuTenem;

- He ObITb N30bLITOYHLIMMY;

- He MCKItoYaTb KOHKYPEHLMIO NPKU 3aKymnKe BbICOKOTEXHOMOMMYHOIo nabopaTtopHoro obopyaoBaHus;

- obecneymBaTb BO3MOXHOCTb LLUMPOKOro BbibOpa C TOUKMN 3peHMsT LieHbl U Ka4yecTBa ToBapa.

TexHn4Yeckme 3agaHus Ons rocy4apCTBEHHbIX 3aKynok pa3pabaThiBaloTCs 3aka3ynMKoM C y4eToM TpeboBaHuMn
3aKoHo4aTenbCTBa O pasMelleHMn 3akas3oB [1], aHTMMOHOMOMBLHOrO 3aKoHo4ATenbCTBa UM 3akoHo4aTenbCcTBa O
TEXHUYECKOM perynmpoBaHum [2].

4.1. HaunmeHoBaHve obopyaoBaHus, ero HasHa4YeHue 1 Lenuv UCrnonb3oBaHns

TpeboBaHMe KOHKPETMU3UPYETCS FOCYAApPCTBEHHbIM 3aKa3uyMKOM WUCXOAA M3 HasHaveHusi obopygoBaHMs U
npegnonaraeMomn cepbl €ro MeguLMHCKOro NPUMEHEHNUS.

4.2. OnncaHne obopyaoBaHus

Kaxgblh NOAnNyHKT OAaHHOro MNyHKTa [AOMKEeH HymMepoBaTbCA W codepxaTb HeOobxoauMMbI nepeyeHb
(*)yHKLWIOHaJ'IbeIX N TeXHUYECKUX XapaKTepUCTUK, I'IOTpe6VITeJ'IbCKI/IX CBOI7ICTB, KoMnnekTauun, KonndecTtBeHHbIe,
KayeCTBEHHbIE U MHble NokasaTenu, HeobxoaMMble 3aKka34vmKy (KOHEYHOMY MONb30BaTEeN!O).

TouHbIE 1 YeTKMe TeXHUYEeCKMe TpeboBaHUS ABNSITCA NPeAnoChINKOM K TOMY, YTOoBbl NOCTaBLLMK MO 3anpocy
3aKa34vka npeacraBun pearnbHble U KOHKYPEHTOCNOCODHbIE TEXHUYECKME U TEXHUKO-KOMMEpPYECKUE NpeanoxKeHms
6e3 3HauYMTENbHbIX OrOBOPOK, OTKMOHEHWI UMW OOMONHUTENBHbLIX YCOBUN.

TexHunyeckme TpeboBaHMs Ha MNOCTaBKy OOOpPYAOBaHMSA BbLINOMHANTCA pasdenbHO AN Kaxgoro Buaa
obopyaoBaHMsa U OOIMKHbI BKITHOYATh B CEOS:

- TEKCT TEXHUYECKNX TpeboBaHWUN;

- TAabnNuuUy TEXHUYECKNX NMOoKasaTenen.

B TekcT TexHmnyecknx TpeboBaHU BKNOYAKOTCS OCHOBHbLIE XapaKTEPUCTMKM NocTaBnseMoro obopyagosaHus.
CornacHo TexHuyeckuMm TpeboBaHusiM, 3akynaemoe obopydoBaHMe W maTtepuanbl, NPUMEHSEMble B 3TOM
obopyaoBaHMK, AOOMKHbl ObITb HOBBIMW, HE MWCMOMb30BaHHBLIMW paHee, NpeacTaBnATb CobOM COBPEMEHHbIE
MOAEnu, Co34aHHble C y4eTOM NOCNeaHNX JOCTUKEHUIN B 0611acT KOHCTPYKUMI U MaTepuanos.

TexHndeckne TpeboBaHMS OOMMKHbI ObiTb COCTaBMEHbl TakMM 0bpa3oM, 4YToObl obecneynTb MakCUMarnbHO
LLUMPOKYIO KOHKYPEHLMIO 1 B TO XXe BpeMs AaTb YeTKoe npeAcTaBneHne o Heobxoanmbix ctaHgapTax 6esonacHocTu
N KayecTBa MCMOSIHEHMS, MaTepuanax Wu 3KChfyaTauuOHHbIX XapakTepUCTUKax 3akynaemoro obopyaoBaHus,
TPaHCNOPTUPOBKE, YNAKOBKE U YCNOBUSAX XpaHeHUs obopyaoBaHus.

Mpn cocTaBneHun TexHu4eckmx TpeboBaHW HEOOXOAMMO y4uTbIBaTb TO, YTO OHW HEe OOMMKHbl MMETb
orpaHuyuTenbHbIM  xapakTep. CTaHgapTel M TeXHUYECKne cneumdukaumm, ykasbiBaeMble B KOHKYPCHOM
OOKyMeHTauuW, OOIMKHbI rapaHTMpoBaTb COBMOAEHNEe OCHOBHbBIX TEXHUYECKMX TpeboBaHMM 1 npounx TpeboBaHun
K 3aKynaemomy 060pydoBaHuIoO.

B TpeboBaHusix AOMKHbI OblTb MPUBEAEHbI CBEAEHUS O KIMMAaTU4ECKOM WCMONTHEHUM WU KaTeropusix
pasmMellenms obopygoBanuss no OCT, crenenn 3awmtbl no FOCT, ypoBHe BMOpaumu, LymMa, KOMMOHOBKE,
pasMeLleHMn 1 nnowagkax obcnyxmsaHmsa obopyaoBaHud, macce obopynoBaHus, ero rabaputax (nnowagw ang
camoro npubopa) c y4eToM MMEILLMXCH Yy 3aKka34ymka (KOHEYHOro Monb3oBaTend) NOMELLEHUA U KOMMYHasbHbIX
pecypcoB, MOHTaxe, MMaHOBbIX W KanuTamnbHbIX pPEeMOHTax obopyaoBaHMS, YCMOBUSX €ro CEpPBUCHOMO
obcnyxuBanuns. 1o BO3MOXHOCTU B TEXHUYECKNX TPEOOBAHNSX YKa3bIBaAOTCH KOHKPETHBIE CTaHOAPThI, MPUHSATLHIE B
mexayHapoaHon npaktuke (FTOCT P MCO/M3K, TOCT MCO/M3K, 3apernctpmpoBaHHble kak Meguagenus B PO),
KOTOpbIM LOIMKHO COOTBETCTBOBATh 3aKynaemoe obopynoBaHue, unu ctaHgaptel Poccum (TOCT P).

4.3. TpeboBaHus K BpeMeHM HapaboTkn 060pyaOBaHMSA Ha MOMEHT 3aKyrMKu

YKkasbiBaeTcs, 4TO o0OOpygoBaHME [LOMMKHO ObiTb  HOBbIM, paHee He  UCMOMb30BaHHbIM, He
3KCMIyaTMPOBaBLUMMCA UMW UMETb OonpedeneHHoe Bpemsi HapaboTku (C yyeToM Banugaumm M KanubpoBKM Ha
NPeanpUATUN-U3TOTOBMTENE U B MPOLECCE TEXHUYECKUX UCTBITAHUIA MPU PerMcTpaumm MeguuUHCKOro U3genus) un
ObITb UCNPaBHbIM.

4.4, TpeboBaHWs K MOCTaBLUUKY 0O0pYy40BaHUS U €ro OTBETCTBEHHOCTU



VicnonHuTenb [OMKEH MMETb YCTaHOBIEHHbIE 3aKOHOA4ATENbCTBOM W HOPMATUBHO-MPAaBOBbLIMU akTaMu
Poccuinckon depepaumm [OOKYMEHTbI, MOATBEPXKOAIOLWME COOTBETCTBME OKasblBaEMbIX YCnyr TpeboBaHWAM
OEVCTBYIOLLMX HOpPMATMBHO-NpPaBoBbIX akToB Poccuiickon ®epepauun. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
NPOANeHMe TakMx [OOKYMEHTOB nexuT Ha Wcnonuutene. WcnonHutenb npegoctaBnsieT 3akasyumky KOnum
OOKYMEHTOB,  MOATBEPXKAAMWMNX  COOTBETCTBME  OKasblBaeMblx  ycnyr  TpeboBaHUSM  OENCTBYHOLLMX
HOpMaTUBHO-MPaBOBLIX akToB Poccuickon ®epepauunun.

4.5. TpeboBaHve O HeobxogumocTu obecneyeHus B3auUMOAEWCTBUSI NOCTaBnsiemoro obopyaoBaHusA C
o6opyaoBaHMeM, UCTONb3yeMbIM 3aKa3qyMKoM

Mpn HeobXxoOMMOCTW yKasblBalOTCsi BapuaHTbl 0becrneyeHust COBMECTMMOCTM MMEIOLLLErocsi y 3akasuvuvka
obopynoBaHus ¢ 3akynaeMblM 06opyaoBaHMEM (BO3MOXHOCTL MOAKIMIOYEHUST K NabopaTopHON MHAOPMaLMOHHON
cucTemMe, eauHbIN NPOTOKON oOMeHa AaHHbIMK, NporpaMMHasi COBMECTUMOCTbL U Mp.).

4.6. TpeboBaHua k pa3amepam 060pya0oBaHNA

TpeboBaHus kK pa3amepam 060pyLoBaHUSA (hOPMUPYIOTCS MCXOOA U3 UMEIKOLLMXCSA Y KOHEYHOTO Mornb3oBaTens
nnowagen unn ¢ y4eToM Ux PEKOHCTPYKUUN. PEKOHCTPYKUUS MMEIOLLMXCA NioLwagen onpeaenseTca 3agaHMem Ha
NpoeKkTMpoBaHWe, B 3aBUCUMOCTM OT MOLLYHOCTM nabopatopuu, BMOOB WCCRNeLOBaHMKW, BblOPaAHHOMO
TEXHOMOMMYECKOro PELLEHNS, a Takke pa3MepoB U paccTaHOBKM NabopaTopHOro 06opyaoBaHus.

4.7. TpeboBaHuMs K NpeanpoAaKHON NoAroToBke 06opyaoBaHUS

TpeboBaHus k Npeanpoga)Ho NOAroTOBKE 060pyA0BaHNS KOHKPETU3MPYIOTCS 3aKa3yumnKoM.

MpepnpoaaxHas nogrotoBka 060pyaoBaHMS NPOBOAUTCS Ha Cknage KoMnaHMU-NocTaBLUuKa.

4.8. TpeboBaHusi k KadyecTBy 0OOpynoBaHUsi, 6€30MacHOCTM MEeOMLMHCKOrO nepcoHana W nauueHTOB U
3alMTe OKpyXXatoLLen cpeabl

TpeboBaHma Kk kadectBy W 6GesonacHocTn obopygoBaHus, €ro noTpebutenbCckMMm  CBOWCTBaM
KOHKPETU3MPYHTCS rocy4apCTBEHHbLIM 3aKa34MKOM.

B cnyyae ecnu oT ncnonHuTens B NpoLecce BbINOMHEHUS KOHTpaKTa TpebyeTcs OCyLLeCTBUTL CTpaxoBaHue
OTBETCTBEHHOCTM nepen TPETbMMU NMLAMWN UMK eCIK MOCTaBKN U COMYTCTBYHOLLME YCIYrM CBSA3aHbl C BO3MOXHOM
OMacHOCTbIO AMs1 XU3HWU W 340POBbsl MOAEN UMK SKOMOrMvyeckum yuiepbom, B AaHHOM pasfgene LOMKHbl ObiTb
OaHbl COOTBETCTBYHOLLNE HEODXOAUMbIE TPeDOOBaHMS.

4.9. TpeboBaHus K rapaHTUMHOMY 1 NOCTrapaHTUNHOMY OBCITYXMBaHWUIO

ToyHO yKasbiBaeTCsd MPOOOIMKUTENBHOCTL TFApPaHTMMHOIO CpoKa M MeCTO BbINOMHeHMs paboT no
rapaHTMNHOMY OOCIYXXMBaHWUIO, yCTaHaABNMBAEMOE MO YCMOTPEHUIO FOCYAApPCTBEHHOMO 3akasyuka. [[apaHTUMHBLIN
CPOK HE MOXET ObITb MEHbLLUE rapaHTUIHOIO CPOKa NPOU3BOANTENS (M3rOTOBUTENS).

YKa3blBalOTCA MUHUManbLHO NpuemMrnemMble Ans rocygapCTBEHHOro 3akas3yuka WKn XeCTKO YCTaHOBIEHHble
obs13aTenbCTBa NOCTaBLUMKA B rapaHTUNHBLIA nepuog,.

4.10. TpeboBaHus Kk nepenade 3akasvmky ¢ 060pygoBaHMEM TEXHUYECKOWN, COrNacOBaHHOW pa3peLumTeribHOM
N MHOW OOKYMEeHTaLum

TpeboBaHusa K nepegadve rocyaapCTBEHHOMY 3aKa3uuKy TEXHUYECKMX W WHbIX JOKYMEHTOB Mpwu MnocTaBke
0bopyooBaHUS  KOHKPETU3MPYIOTCA  3aKa3yuMKoM. YKasblBalOTCSA [OOKYMEHTbI, COMPOBOXAAWOLIME MOCTaBKy
obopyaoBaHus, BbINOMHEHNE paboT, oKa3aHue yCnyr, Hanpumep, YTo 3T AOKYMEHTbl AOMKHbI ObiTb NepedaHbl Ha
A3blke MPOU3BOAUTENS C NEPEBOAOM Ha PYCCKUN A3bIK.

4.11. TpeboBaHMsi K CONYTCTBYIOLLEMY MOHTaXY NMOCTaBIIEHHOrO 060PYAOBaAHUSA, NYCKOHANaA04YHbIM 1 UHBIM
pabotam

TpeboBaHMA K MOHTaXy MNOCTaBIEHHOrO OOOPYAOBaHUA WM MyCKOHaNadovHbiM paboTam Ha MecTe Yy
3aKkas4umka (KOHEeYHOro Nonb3oBaTens) KOHKPETUNPYIOTCA roCy4apCTBEHHbLIM 3aKa34yMKOM.

4.12. TpeboBaHMs K NOATOTOBKE N MHCTPYKTaXKY MEOMLUMHCKOTO M TEXHUYECKOro nepcoHana 3akasymka

TpeboBaHMA K WHCTPYKTaXy MOCTaBLLUMKOM TEXHUYECKOTO W MEOMUMHCKOrO MepcoHana 3akas3yuka B
OTHOLLEHMM paboTbl C MOCTABMNEHHBIM 060PYAOBaHNEM KOHKPETU3NPYIOTCS rOCY4apCTBEHHBIM 3aKa34yMKOM.

4.13. TpeboBaHus K KONNYECTBY, NEPUOSNYHOCTU, CPOKY U MECTY NMOCTaBOK

Cpoku (neprogbl) noctaBkn 06opyaoBaHUA (YKa3biBaOTCA KOHKPETHAsA kaneHgapHasi gata uin MMHUManbHO
npvemrnemMas Ansi rocyaapCTBEHHOrO 3akasyuka garta nocTtaekv, unu nepuog (nepuodbl), B T€YEHME KOTOPOro
(koTOpbIX) AOIMKEH BbITb NOCTABIEH TOBAP, UM CPOK C AaThbl 3aKITOYEHUS AoroBopa (ynnaTbl aBaHca Uin NHOTO), B
TEeYEeHne KOTOPOro AOMKHa ObITb OCyLLEeCTBIEHa NOCTaBka, Uiy npunaraeTcs rpadvk NePNOANYHOCTM NOCTaBOK).

4.14. MNMopsgok caaym u Nnpuemkn o6opyaoBaHns

Mopsgok coadm v npuemkn 06opyaoBaHUS! KOHKPETU3NPYETCS roCy4apCTBEHHBIM 3aKa34MKOM.

YKa3sblBalOTCA MEpPONPUATUS NO 0OeCcnevYeHunto caadm u npuemkm obopyaoBaHms no Kaxgomy atany nocTaBKu
W B LeroMm, cogepxaHne oT4eTHON, TEXHUYECKON 1N MHOW JOKyMeHTauun, noanexaiien opopMrneHuio u cgade no
KakgoMy atany M B Lenom (TpeboBaHUS MCMbITAHWUA, KOHTPOJSIbHBIX MYCKOB, MOAMUCAHWUS aKTOB TEXHWUYECKOrO
KOHTPONS, MHbIX JOKYMEHTOB Mpu caade obopyaoBaHus).

TpeboBaHMEe KOHKPETM3NPYETCS rOCYyAapCTBEHHbIM 3aKa34yMKOM MCXOAs U3 HasHayeHus obopynoBaHuSA U
npegnonaraemMon cgepbl ero MEAULMHCKOTO NPUMEHEHNS.



5. TpeboBaHus, BKNOYaeMble B TEXHUYECKOE 3aaHNne
Ha aBTOMaTU4eCKne aHanmn3aTopbl 4115 MOEKYNsipHO-B1MONorMyecknx
nuccnenoBaHvi AnNs Lenen rocygapcTBEHHbIX 3aKymnok

Mpy POpPMUPOBAHUM TEXHUYECKOTO 3adaHus AN Leneil rocygapCTBEHHbIX 3aKyNnoK K aBToMaTUYecKUM
aHanusaTopaM 3akasuuK pykoBoAcTByeTcsa HacToAwmm TOCTomM M B 3aBUCMMOCTU OT Lenei, CToswux nepeq
MeauMLUMHCKoW nabopaTtopueit, Ucnonb3yeT HeobxoauMble No3uULUM TEXHUYECKUX TpeGosaHuii 6e3 pernameHTaUum
MX KonuyecTsa.

OpnHoBpeMeHHOe UCMoMNb3oBaHNe B3aMMOMUCKITIOYatoLLMX TpeGoBaHuiA He AonycKaeTcs.

5.1. HaumeHoBaHne o6opynoBaHUs, ero HasHauyeH1e 1 Lienn UCrnornb3oBaHus

ABTOMaTUYECKWIn aHanusaTop Ans MonekynspHo-GUonornyeckmx UccrnenoBaHuin (Mnu apyrue aHanusaTopsl
ANa MONeKynspHo-GMoNorMyecknx MccrnegoBaHuii ¢ aBToMaTm3aalueit npoLiecca UccrneaoBaHui).

MpumevaHune. B TexHnyeckoM 3agaHumM 3anpeLlaeTcs UCNonb3oBaTh (PMpMeHHble Ha3BaHWsA 060pya0BaHMS.

OCHOBHLIE TEXHMYECKME MOKasaTenn: YyBCTBUTENbHOCTb, CMeLU(UYHOCTb, NMUMHENHOCTb, UHTepdepeHLms,
npegen o6Hapy>XeHus.

KnuHnyeckme nabopaTopHble WUCCrenoBaHUsl BbIMOMHST C NPUMEHEHUEM aHaNMUTUYECKUX TEXHOMOMUN
(meTogoB mccnenoBanus). KnnHuko-nabopaTopHas aHanuTUYecKkas TEXHONMOMMS - 3TO COBOKYMHOCTb Mpoueayp,
npousBoguMbIx ¢ obpasuammn GromaTtepuana nauveHTa U npegcTaBnsowmx cobor Bo3gencTBust uanyeckoro,
XUMUYECKOro UK BMONOrMyeckoro xapakTepa, HanpaBrfieHHbIX Ha pasfgeneHne OuonorMveckon  cmecu
BELLECTB/KNETOK, OOHapyXeHue, uaeHTUdUKaUM WM KONMMYECTBEHHYIO OLEHKY WCKOMOrO KOMMOHEHTa -
aHanwuTa.

5.2. 3Haunmble TeXHUYECKue TpeboBaHNSA K MOMNEKYNAPHO-6Monornyeckum aHanmsaTopam

5.2.1. TpeboBaHug, cBA3aHHbIE C pa3MELLEHNEM aHann3aTopa y nonydarensa u KOMMyHarnbHbIMU pecypcamm
nony4arens:

- TUN UCMOSHEHNs aHanu3aTopa (HacTOMbHbIA UM HanoMbHbIN);

- MakcMMarnbHO JonycTuUMble rabapuTbl aHanusaTopa (BblcoTa (MM) X AnvMHa (MM) X WMpuHa (MM));

- MakcMManbHas nrowagb, HeobxoaMMas Ans aKkcnnyaTaumMm aHanusaTopa;

- MUHMMarnbHas nnowaae, HeobxoaMMas Ans AKcnnyaTaumMm aHanu3aTopa;

- TpeboBaHNA NO HaNPSXKEHMIO 3NEKTPOCETH, HEOOXOAMMOMY ANs 3KCMyaTauun aHanunsartopa (B).

5.2.2. TpeboBaHus kK NPON3BOAUTENBHOCTU

MponsBoanTENbHOCTL (TECTOB 3a paboyyto CMEHY).

5.2.3. TpeboBaHua kK cTeneHn onTuMmsaumm nabopaTopHOro npouecca, CBA3aHHOM C SKchnyaTaumen
obopynoBaHus:

- UHTerpauus ¢ gpyrum nabopatopHbiM 060pyaOBaHUEM;

- NOAKIMYEHUS aHanm3aTopa k nabopaTtopHon MHGHPOPMAaLIMOHHON CUCTEME;

- CKaHep LUTPUXKOA0B NMPOBMPOK (BCTPOEHHbIN U BHELLHWUNA);

- CKaHep LUTPUXKOAO0B peareHTOB (BCTPOEHHbIN U BHELLHWIA);

- TUNbl BMONOMMYECKNX XUOKOCTEN, KOTOPblE MOIYT UCCIEeAoBaTbCA Ha aHanM3aTope;

- MakcMMarbHOe KonmMyecTBo obpasLoB, eANHOBPEMEHHO 3arpyxaembix Ha 60pT aHanu3aTopa;

- MaKCMMarbHOe KONMYEeCTBO METOAMK, KOTOPbIE MOXHO BbIMOSHATL Ha aHanM3aTope;

- NCNONb30BaHMe NepBUYHbBIX NPOBUPOK;

- NCMOMNb30BaHMe BTOPUYHbBIX NPOBUPOK.

5.2.4. TpeboBaHMS K HanMW4YUIO BCTPOEHHbIX B aHanu3aTtop cuctem obecrnedeHus npaBuITbHOCTU
aHanuTM4ecKoro npowecca

KoHTponb cTtabunbHOCTM paboTbl Namnbl aHanusaTopa.

5.3. TpeboBaHus kK BpeMeHn HapaboTkn 060pyJOBaHUSA HA MOMEHT 3aKyrKu

Ha MoMeHT nocTaBku o6opygoBaHue SIBNAETCA HOBbIM, HE ObIBLUMM B SKCMyaTauum.

Bpems HapaboTku gns Banugauun, KanvbpoBKn Ha NPeanpUATUN-U3rOTOBUTENE U B NMPOLLECCE TEXHUYECKNX
UCMbITaHW NPU perMcTpaunm MeQULMHCKOIO U3AENWs B CPOKE 3KCNITyaTaunm He y4YuUTbIBaeTCs.

5.4. TpeboBaHus K NocTaBLLMKY 060pYAOBaHMSA U €ro OTBETCTBEHHOCTY

MocTaBWMK [OMMKEH MMETb YCTAHOBIMEHHbIE 3aKOHOO4ATENbCTBOM M HOPMATMBHO-MPaBOBbIMW  akTamu
Poccunckon depepaumm [OOKYMEHTbI, MOATBEPXKOAIOLWME COOTBETCTBME OKasblBaEMbIX YCIyr TpeboBaHWAM
OEVCTBYIOLLNX HOPMaTMBHO-NMpaBoBbIX akToB Poccuiickon ®depepauun. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NPOAMEHUN TakUX JOKYMEHTOB NeXnT Ha [NocTasymke. [NocTaBlwimk npegoctaBnsieT 3akasqmKy KOnMu JOKYMEHTOB,
NOATBEPXAALLNX COOTBETCTBME OKa3blBaEMbIX YCIyr TPeOOBaHMAM OENCTBYIOLLNX HOPMATMBHO-NPaBOBbIX aKTOB
Poccuiickon depepaumm.

5.5. TpeboBanne o HeobxogumocTn obecrneveHus B3aMMOLEWCTBMS MNOCTaBnsieMoro obopyaoBaHus C
obopyaoBaHMEM N MHPOPMALMOHHBIMU CUCTEMAMM, UCTIONb3YEMbIMU 3aKa34MKOM:

- nogknoYeHne obopyaoBaHns K nabopaTopHOM MHPOPMAaLMOHHOW CUCTEME;



- nogkniodeHns obopygoBaHua K rabopaTopHoOM MHGOPMALMOHHOW CcUCTeMe C  UCMONb30BaHMEM
CTaHAapTHbIX NPOTOKOSIOB OOMeHa AaHHbIMM.

5.6. TpeboBaHus k paamepam ob6opyaoBaHUSA

JormkHbl ObITb YKa3aHbl:

- MYHUMarbHble TpeboBaHUS K MOMELLEHMIO;

- MakcumaribHO AonycTumMble pa3mepbl 060pyaoBaHMSA, UCXOOSA M3 MMEIOLLUXCH Y KOHEYHOro Monb3oBartens
nrnowagen wnuM C y4eToM MX PEKOHCTPyKuuK, obecneuvBatowime 6GesonacHOCTb MepcoHana npu paboTte wu
06CnyXmMBaHWK, C y4eTOM AENCTBYIOLLMX HOPM AN MeaULMHCKMX nabopaTopui.

5.7. TpeboBaHus K NpeanpoaaxHoOM NoAroToBke 060pPyAOBaHNSA

YKa3aTb KOHKpeTHble TpeboBaHus 3akasdvka no nNpeanpoaaXKHON NOAroTOBKE aHann3aTopoB, Hanpumep:

- HanNu4ne OEeNCTBYIOLLEro cepTndukata CooTBETCTBUA Ha 0bopyaoBaHue;

- Hanuyne pacxofHbIX MaTepuarnoB, HEOOXOAMMbIX Ans Banuaauun, YCTaHOBKM aHanu3aTopoB U 00y4eHus
nepcoHana.

5.8. TpeboBaHusa K pacxofgam Ha 3akcrnyatauuio obopyaoBaHus, K NOCTaBKE PacxOfHbIX Matepuanos Ans
obecneyveHns PyHKLMOHMPOBaHNSA U aKcnnyaTauum obopyaoBaHus:

- pacxogHble maTepuansl ANg BbINOMHEHUS uccnegosaHun "X", He MeHee (TecToB);

- peareHTbl, BKNoYas kanmbpaTopsbl, 41 BbINOMHEHUS uccregoBaHuin "X", He MeHee (TeCTOB);

MpumevaHue. B kavecTtBe "X" yka3blBaeTCA KOHKPETHBIN aHanuT.

- KOMMMEKT MaTepuanoB A NpoBeAeHUst 06Cny>XnBaHUsi BO BpeMsl aKcnnyatauum (nepvog aKkcnnyaTtauum
yKasblBaeTcs B Mecsuax);

- KOMNNEeKT mMatepuanoB Ana npoBeneHuna TeXHUYeCKoro OﬁCJ‘Iy)KI/IBaHI/Iﬂ aBTOPN30BaHHbLIM CepBUCOM
(ykasaTb nepuopg aKkcrnyaTalum, HO He MEHEE rapaHTUAHOTO CPpoKa NOCTaBLUKMKA).

5.9. TpeboBaHus Kk rapaHTUAHOMY U NOCTrapaHTUMHOMY OBCNYKUBAHWIO:

- rapaHTUNHBINA CPOK Ha NocTaBngemoe obopyaoBaHue - He MeHee 1 roga;

- Hanu4mne cepBUCHON CNyx0bl, cepTUMLMPOBaHHON Npou3BoauTeENemM ToBapa, Ha TeppuTtopun PO;

- HanuMumMe CMCTEMbl YOANEeHHOro MOHUTOPUHra paboTbl aHanmn3aTopa CEPBUCHON cCnyxbon npou3BoanTens
obopynoBaHus;

- Hanuume cnyxbbl TEXHUYECKON NOOAEPKKM NPOM3BOAUTENS aHanusaTopa.

5.10. TpeboBaHus nNo nepegade KOHEYHOMY NOSb30BATENIO C 0O0PYAOBAHMEM TEXHUYECKOW, COrNacoBaHHOMN
paspeLnTENbHOM U MHOW JOKYMEHTaLNN;

- Hanu4me perucTpaLmoHHOro yA4OCTOBEPEHMS HA NOCTaBsiEMblE aHanNM3aTopsbl;

- HaNM4yne perncTpaLnoHHOro yAOCTOBEPEHUSA HA pacxofHble MmaTtepuanbl, He0OXoAMMble MPKU AKCNyaTaumm
aHann3aTopoB.;

- Hanu4me perncTpauuoHHOro YAOCTOBEPEHUS Ha peareHTbl, Heobxoaumble AN uccrnegoBaHusa aHanuTa Ha
obopynoBaHuu;

- Hanu4yme akcnnyaTauMoHHON OOKYMEHTauun aHanusaTopa Ha PyCCKOM si3blKe.

5.11. TpeboBaHMs MO COMYTCTBYIOLLEMY MOHTaXy MOCTaBNEHHOro OOOPyAOBaHWs, MyCKOHaNagoYHbIM U
WHbIM paboTam

Beog obopygoBaHus B aKCMnyaTauuio OCyLLLECTBASETCH cepTUMLMPOBaHHbIMU CriewmanmcTamu.

5.12. TpeboBaHus k NOATOTOBKE N MHCTPYKTaXY MEOULMHCKOrO M TEXHUYECKOro NepcoHarna 3akas4umka

WHCTpyKTaX nepcoHana KOHeYHoro nornb3oBaTtens no pabote Ha aHanusaTope OCYLLEeCTBNSETCH C Bbigayen
COOTBETCTBYIOLLMX JOKYMEHTOB.

6. TpeboBaHUsA K 0POPMITEHNIO TEXHUYECKOrO 3a4aHus
Ha BbICOKOTEXHOMOMM4YHoe nabopatopHoe obopyaoBaHve

3akasunk odopmnsger T3 B cooTBETCTBUM C 0OWMMM TpeboBaHMAMM K TEKCTOBbIM [JOKYMEHTaM,
yctaHoBneHHbiMn TOCT 2.105-95 "EgvHas cuctema KOHCTPyKTopckow AokymeHTauumn. O6wime TpeboBaHus K
TEKCTOBbIM AokymeHTam". dopma mnanoxeHmsa T3 npueegeHa B NpunoxeHun A n moxeT OblTb NpeAcTaBneHa kak B
TabnuyHonm cbopme, Tak 1 B TekCToBOM hopmate. CBedeHMs 0 cornacoBaHMun 1 yTeepxaeHun T3 pasmellarTcs Ha
TUTYITbHOM FIUCTE.

MpunoxeHne A
(pexomeHgyemoe)



NPUMEPHAA OPMA "TEXHUYECKOIO SAJAHUNA HA 3AKYTKY
BbICOKOTEXHOJIOMMYHOI O NTABOPATOPHOIO OBOPYOOBAHNA"

"YTBEpxaato

PyKOBOﬂ,I/ITeJ'Ib opraHmn3auun

/

/

TexHu4Yeckoe 3agaHve Ha 3aKyrnkKy
BbICOKOTEXHOMOMMYHOro naéopaTtopHoro 06opyaoBaHus

TpeboBaHusi, NpeabsiBnsieMble

N HaumeHoBaHWe pasgena TEXHUYECKOro 3agaHus
K 3agaHuio

1 |HaumeHoBaHue ob6opynoBaHus, ero HasHadeHue n Lienm
NCnonb30BaHns

2 |OnucaHne obopynoBaHus

3 | TpeboBaHusa Kk BpeMeHU HapaboTkM 000pPyAOBaHUSA HA MOMEHT
3aKynKku

4 | TpeboBaHuA Kk NocTaBLLKKy 060pyAOBaHUSA U ero
OTBETCTBEHHOCTU

5 | TpeboBaHue 0 HeobxoammocTn obecneveHms B3aMMOAENCTBUSA
nocraensemoro obopynoBaHus ¢ obopyaoBaHMeM,
NCMNOMb3yeMbIM 3aKa3ynKoMm

6 | TpeboBaHusa Kk paamepam ob6opyL0BaHNS

7 | TpeboBaHusa K NpeanpoaaxHon nogrotoske obopynoBaHMs

8 | TpeboBaHus k kKauecTBy ob6opyaoBaHus, 6e3onacHoOCTH
MeOMUUHCKOro nepcoHarna 1 nauMeHToB 1 3awmTe
OKpy>atoLen cpeqbl

9 | TpeboBaHusa K rapaHTUMNHOMY M NOCTrapaHTUAHOMY
obcnyxnsaHuto

10 | TpeboBaHus K nepefaye 3akazumky ¢ obopygoBaHMeEM
TEXHUYECKOWN, COrnacoBaHHON pa3peLLMTENbHOM U MHON
OOKyMeHTauum

11 |TpeboBaHus K COMYTCTBYIOLLEMY MOHTaXy MOCTABMNEHHOIoO
obopynoBaHus, NycKoHanago4HbIM U MHbIM paboTam

12 |TpeboBaHWsi K MOQrOTOBKE U MHCTPYKTAXY MEAULIMHCKOIO U
TEXHMYECKOro NepcoHasna 3akasynka

13 |TpeboBaHus K KONIMYECTBY, MEPUOANYHOCTHU, CPOKY N MECTY
NMoCTaBoOK

14 |Mopsgok coadm v npyemkn obopynoBaHus

15 |lMpunoxeHns K TEXHUYECKOMY 3adaHunIo

MNpumeyaHus

201

1. Bce nons obsisaTenbHbl K 3anonHeHuo. B Cly4dae ecClin 3aka34duk He npeabaBiideT KOHKPEeTHOro



TpeboBaHus, TO B COOTBETCTBYIOLLEM MOie NpocTaensgeTcs 3anuck "He npeabsensetca”, "He Tpebyetca” unu gp.
B 3aBUCMMOCTU OT KOHTEKCTa.

2. B cnyyae ecnu 3akasunk cdopmynupyet T3 HerpaMoTHO, HEKOPPEKTHO WM HEKOHKPETHO, BO3HUKaET
BO3MOXHOCTb NprobpeTeHus obopynoBaHus (ToBapa, paboTbl Unu ycnyrn), He OTBEYaoLLEro ero NoTpedHOCTAM.
Oaxe ecnn obopynoBaH/Me COBEPLUEHHO He YCTpauBaeT 3aka3uuka, HO Mpu 3TOM COoTBeTCTBYeT T3 3akasuuka,
3akoH N 94-®3 He fgaeT HMKAKON BO3MOXHOCTW OTKa3aTbCs OT 3aKMOYeHUA KOHTpaKTa.

PyKOBOOUTEJbE CTPYKTYPHOTO HOIpPAa3IleJieHMUs

OTBeTCTBEHHEIM
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