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Mpeancnosne

1. PaspabotaH ®efepanbHbIM rocyaapcTBEHHbIM BI0MKETHBIM yupexaeHuem 3gpaBooxpaHeHus "lfonosHoOn
LEHTp rurmeHbl n anngemuonorun ®egepanbHoro megmko-omnonormdeckoro areHtctea Poccumn” (OIBY "lMonosHom
LEHTp rurmeHbl n anngemuonorun” ®MBA).

2. BHeceH TexHumyeckum kommuteTtoMm no crangaptmsaumm TK 380 "KnuHudeckne nabopaTtopHble
nccregoBaHns N AUarHOCTUYECKNe TeCT-CUCTEMbI UH BUTPO".

3. YTBepxaeH u BeeaeH B fgerctaune Npukasom denepanbHOro areHTCTBa No TEXHUYECKOMY PeryrimpoBaHuto
n metponorum ot 2 anpens 2014 r. N 282-cr.

4. BeepeH Brnepsble.

MpaBuna npMMeHeHMsa HacTosLwero ctaHgapTa yctaHosneHsl B FOCT P 1.0-2012 (pasgen 8). MHdopmauusi
00 M3MeHeHMAX K HacTosILLEeMY CTaHAapTy NyGrvkyeTcs B eXXerogHom (Mo COCToAHMIO Ha 1 sHBaps TekyLlero roga)
MHpopMaLMnoOHHOM ykasaTene "HauuoHanbHble CcTanHAapTbl", a ouumnanbHbI 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 MHopmaunoHHoOro ykasatens "HaumoHanbHble cTangapThbl”. CooTBeTcTByHOWAA WHopMaums,
yBEAOMIEHNE W TEKCTbl pa3MeLlanTcsd Tawke B WHAOPMALMOHHOW cucTeMe OOLLero Mofb3oBaHUs - Ha
ouumansHoM caiTe ®PegepanbHOrO areHTCTBa MO TEXHUYECKOMY PEryriMpoBaHWO M METPONiorMM B CETM
WHTepHeT (gost.ru).

1. ObnacTb NpMMeHeHus

HacTosiwmin ctaHgapT onucbiBaeT npaBuia COCTaBMNEHUs] TEXHUYECKMX TpebOoBaHUM UM TEXHUYECKMX
3aganni (T3) pgna rocygapCTBEHHbIX 3aKymnmoK BbICOKOTEXHOMOMMYHOro nabopaTopHoro o6opygoBaHus -
aBTOMATUYECKMX aHaNM3aTOpPOB OJ1I9 MMMYHOMOTMYECKMX WCCIEeqOBaHUA WH BUTPO B YCIOBUAX MEAWLIMHCKMX
naboparopui.

HactoAwmn ctangapT npegHasHayeH Anst NPUMEHEHUST YMONTHOMOYEHHbIMW fWLaMy FoCy4apCTBEHHbIX
3aKa3yMKoB MpPWM  COCTaBMNEHUM TEXHUYECKUX TpeboBaHMM K aBTOMaATUYECKMM aHanusaTtopam  Ans
WMMYHONOMMYECKUX WCCrefoBaHNUA B paMKaxX KOHKYPCHOW, ayKUWOHHOW UMW KOTUPOBOYHOW [JOKyMeHTauuwu,
pernaMeHTMpoOBaHHOW ANS  Uenen roCyAapCTBEHHbIX  3aKyMOK aBTOMATMYECKUX  aHanvM3aTopoB  Ans
UMMYHOJSTOTVMECKUX UCCIEAOBAHNN.

2. HopmaTuBHbIE CCbIfKn



B HacTosileM ctaHgapTe Ucnonb3oBaHbl HOPMaTUBHbBIE CChISIKU Ha criegyloLime cTaHgapThbl:

FOCT 18996-80 AHanu3aTopbl GMONOrMYECKNX XXMOKOCTEN MeaULMHCKNE. TepMUHbI U onpeaeneHns

FOCT P 52905-2007 JlabopaTtopuu meanumnHckme. TpeboBaHus 6Ge3onacHoCcTH

FOCT P 53022.2-2008 TexHomnorum nabopaTtopHble KnuHUYeckue. TpeboBaHWsi K Ka4ecTBY KITMHUYECKMX
nabopaTopHbIX UccriegoBaHuii. YacTb 2. OueHka aHanuTUYeckon HagexXHOCTU MeTOA0B UCCNenoBaHNs (TOYHOCTb,
YYyBCTBUTEMNBHOCTb, CNELMPUYHOCTb)

FOCT P 53420-2009 KpoBb foOHOpcKasi U ee KOMMNOHeHTbl. Obwmne TpeboBaHUst Kk 0becnevyeHnto KayecTea
npu 3aroToBke, NnepepaboTke, XpaHEHUN U UCMONb30BaHUN JOHOPCKOM KPOBU Y €€ KOMMOHEHTOB

FOCT P 53470-2009 KpoBb AoHOpCKasi U ee KOMMOHEHTbl. PykoBOACTBO MO MPUMEHEHUIO KOMMOHEHTOB
OOHOPCKOW KPOBWU

FOCT P NCO 15189-2009 JlabopaTopuun MeamumnHckmne. YactHble TpeboBaHUst K ka4ecTBY U KOMNETEHLIMK

FOCT ISO 9000-2011 CuctemMbl MeHeaXMeHTa kadecTBa. OCHOBHbIE MONTOXEHUS 1 CroBapb

FOCT I1SO 11737-1-2012 Ctepunu3aumsa MeaMuuHcknx nsgenuin. Mukpobuonornyeckue metoabl. Yacts 1.
OueHka nonynsumMm MMKPOOPraHU3MOB Ha NPOaYKLMW.

MpumeyaHue. Mpu NoNb30BaHMN HACTOSALLMM CTaHAAPTOM LienecoobpasHO NPOBEPUTL AENCTBUE CChINTOYHbIX
CTaH4apToOB B MH(OPMAaUMOHHOW cucTeme obLiero nonb3oBaHUA - Ha oduumanbHom cante PepeparnbHOro
areHTCTBa MO TEXHWYECKOMY PEerynmpoBaHMiO W MEeTponorum B CeTUM VIHTEpHET wnyM Mo eXerogHomy
nHdOpMaLMOHHOMY yka3aTento "HaunoHanbHble cTaHaapThl", KOTOPbIA ONyBrvMKOBaH MO COCTOsIHUIO Ha 1 sAHBaps
TeKyLlero roga, U no BbiyCkaM eXeMeCAYHOro WHMOPMaLMOHHOro ykasaTtensa "HauuoHanbHble ctaHgapTbl” 3a
Tekywmin rod. Ecnu 3aMeHeH CCbIMO4YHbIA  CTaHOapT, Ha KOTOPbIM [aHa HeaaTUpoOBaHHAsA CCbifka, TO
pekomMeHayeTCs UCMOoMnb30BaTb OENCTBYIOLLYIO BEpPCUMIO 3TOr0 CTaHAapTa C YY4eTOM BCEX BHECEHHbIX B AaHHYI0
BEPCUMIO M3MeHeHuMn. Ecnu 3ameHeH CCbINOYHbIM CTaH4apT, Ha KOTOpbIM AaHa AaTupoBaHHas Ccebinka, TO
pekomMeHayeTCs MCMoNb3oBaTb BEPCUI0 3TOMO CTaHAapTa C yKa3aHHbIM Bblle rogoM YTBepXKOeHus (NPpuHATUS).
Ecnv nocne yTBepXaeHUA HacTOsILLEro ctaHgapTa B CCbIFIOMHbLIM CTaHAApT, Ha KOTOPbIM AaHa AaTupoBaHHas
CCbifika, BHECEHO W3MEHeHWe, 3aTparnBalollee MOMOXeHWe, Ha KOTOpOe [faHa CCbifka, TO 3TO MOfoXeHue
pekomeHayeTcs NpUMeHsTb 6e3 yueTa AaHHOTO n3MeHeHus. Ecnv cebinoyHbIn cTaHaapT OTMeHeH 6e3 3aMeHbl, TO
MofnoXeHne, B KOTOPOM [aHa CCbiflka Ha Hero, pekoMeHOYyeTCs MPUMEHSTb B YacTW, He 3aTparvBarolen 3Ty
CCbIfKY.

3. TepMuHbI, onpegeneHns n CokpaLleHns

B HacTosieM cTaHgapTe NpMMEHEHbI crieaytoLine TEPMUHbI C COOTBETCTBYIOLLIMMM onpeaeneHmusmMu:

3.1. ABTOMaTMYECKMA aHanu3aTop ANS MMMYHOSOIMMYECKUX UuccnegoBaHui: npubop, MNO3BOMAIOLWNN
NPOBOAUTb aHANUTUYECKUI 3Tan MMMYHOIOrMYECKMX WCCNeaoBaHUM C MOMEHTa wugeHTudmkauum obpasua
GuomaTtepuana 4YerioBeka aHanuM3aTtopoM A0 MNONyYeHUs BM3yanu3npoBaHHOro pesyrbTata uccrieqoBaHust 6e3
BMeLLIATENbCTBa onepaTopa B paboTy npubopa.

MpumevaHue. lMog fOaHHoe onpegeneHve nonagalT W ApyrMe aBTOMaTUYECKMe MMMYHonornyeckmne
aHanusaTopbl C aBToMaTu3aumen npouecca nccrnegoBaHui.

3.2. AHanuT: KOMMOHEHT npobbl, YKa3aHHbIA B Ha3BaHWM WCCNELyeMOro CBOWCTBA WM U3MEPSIEMOM
BEMUYMHbI.

MpumeyaHus

1. B knnMHu4eckor nabopaTopHOM ANArHOCTMKE aHanNnTbl MOryT MMETb PasnuUYHbIA XapakTep:

a) PM3NYECKNX CBONCTB;

0) XMMUYECKNX 3NEMEHTOB, MOHOB, HEOPTraHUYECKNX MOMNEKYT;

B) OpraHNYecKMx CTPYKTYp C Marion MOMeKysipHON Maccow;

r) MakpoOMONEeKyn C W3BECTHOM WNWM NpUOMMU3UTENBHO YCTAHOBNEHHOW CTPYKTYPOW U Cheumduyeckumm
BGronorm4eckMumMmmn CBOMCTBaMu;

0) KNEeTOoK, X CTPYKTYPHbIX 311IEMEHTOB UMW KIMETOYHbIX CUCTEM;

€) MuKpoopraHnsamoB (bakTepuu, BUpyChl, a Takke rpubbl 1 NapasutapHble OpraHn3Mbl pasmepom 4o 1 mm),
NX CTPYKTYpbl 1 CBONCTB.

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

3.3. bronornyecknin matepuan: buonormdeckne XnakocTu, TKaHU U 3KCKpeThbl YeroBeka [8].
MNpumeyaHue.

BuomaTepmanbl 4enoBeka NpeacTaBnsalOT COOOM CIOXHbIE CUCTEMbI CMECU pPasfiMYHbIX BELLECTB U
KNEeTOK, SIBMNSIOLLMXCS KOMNOHEHTaMU, TO €CTb OYEePYEHHBIMIN YacTaAMN CUCTEMbI. B aHannTMke KOMMOHEHTbI
CUCTEMbI nNoapasgensalT Ha "aHanuTbl", "KOHKOMWUTaAHTBI" W "pacTBopuTenun"; nocrnegHve agBa Buaa




KOMMOHEHTOB 0003Ha4alT Kak "maTpuuy". MaTpuua oxBaTbiBaeT BCE KOMMOHEHTbI MaTtepuarnbHON
cucTembl, ncknovas aHanut. [FOCT P 53022.2-2008 YacTb 2, nyHKT 3.2]

3.4. bBuonornyeckme XnokocTu: XKUOKOCTH opraHmn3ma 4eroBeka U X KOMMOHEHTbI. KPOBb, JIMKBOP, ﬂMMCba,
CeKpeTbl, CbIBOPOTKA, Nnia3mMma, Mmo4a, nrneBpalnbHaa XUOAKOCTb, CIlOHA, aMHUOTUYECKadA XKXUOKOCTb, 3AKYNAT U 4p.

3.5. Banugauus: noaTeepxaeHne nocpencTsoM NpeacTaBneHns 06bekTUBHLIX CBUAETENBLCTB TOro, YTO
TpeboBaHWA, npeaHasHaYeHHble AN KOHKPETHOro MUCMOMb30BaHWUSA UK NMPUMEHEHUs], BbinonHeHsl. [FOCT
ISO 9000-2011, nyHkT 3.8.5]

MpumevaHus

1. [OKyMEHTUpOBaHHble UCMbITaHUsl, 3annucu U OOBbSCHEHMSA pe3ynbTaToB, Heobxogumble Ans
NMOATBEPXKAEHNST TOrO, YTO MPOLIECC HEU3MEHHO [JaeT pes3ynbTaT, B COOTBETCTBUM C OnpenerieHHbIMU
TpeboBaHuaAMM.

2. Banupauus MeTogouMku 3aknio4vaeTcs B Cepuu WUCCredoBaHWiA Anst onpepeneHus apdekTUBHOCTU U
BOCMNPOU3BOAMMOCTM METOAA UCTbITAHUNA.

3.6. BropuyHas npobupka: npobupka unmn MHOM cocyn, B KOTOPbIA BHOCUTCS npoba nocrne HeobGxopvmon
npeaHanuTuyeckon obpaboTku.

3.7. BbicokoTexHonornyHoe nabopatopHoe obopyaoBaHue: npubopbl, annapatbl, obopydoBaHue And
NpoBeAEeHUS KIUHWYECKMX NabopaTopHbIX WCCNEAOBaHWA, HanpaBfieHHbIX Ha OLEHKY COCTOSIHUS OpraHvM3ma
yernoBeKka, MNPOM3BEAEHHblE C  MWCMONMb30BAHWEM COBPEMEHHbLIX [OOCTWKEHWA B 00nacTu  3MNeKTPOHMKM,
nporpamMmmHoro obecrneyeHunsi, pobOTOTEXHUKM U OPYTX BbICOKOTEXHOMOMYHbIX 06racTei NpoMbILLNEHHOCTH.

3.8. EoMHMua BenuuuHbl: (PUKCUPOBAHHOE 3HAYEHME BENUYMHBI, KOTOPOE MPUHATO 3a €AUHULY OaHHOW
BEMUYMHbI N NPUMEHSIETCS OIS KONMYECTBEHHOMO BblpaXKeHUs1 OOHOPOOHbIX C HEl BENUYMH [3].

3.9. MamepeHune: npouecc (COBOKYNHOCTb Onepauui) aKCneprMeHTanbHoro nofnyyYeHus ogHoro unu bonee
3Ha4YeHWI BENUYMHLI [7].

MpumeyaHus

1. OTanbl npoBegeHUsa namepeHnst oT nony4veHms npobel, Npeobpa3oBaHusa aHanuTa B hopmy, yaobHyro ang
N3MepeHns, MosyyYyeHust BenuuMH B CpeacTBe M3MepeHust U obpaboTKM MOMyYeHHbIX pe3ynbTaToB SABMSKTCA
YacTamu npouecca nsmepeHus. B pesynbtaTte npouecca nsmepeHms MoryT 6biTb NOMyYeHbl KONIMYECTBEHHbIE UK
KayeCTBeHHble AaHHble, NPEeACTaBNALNe 3Ha4YMMYHO A1 ANarHOCTUKN MHEPOpMaLmIo.

2. KayecTBeHHbIEe faHHble - pe3ynbTaT, NONyYeHHbI AUXOTOMUYECKUM AefNeHMEM MO KakoMYy-TO NPU3HaKY.

Mpumep - [HaHHble umMyHodepmeHTHoro aHanmusa (MPA) Ha Hanuume WHMPUUMPOBAHHOCTU NauMeHTa
onpenensTcsa no npudHaky ontudeckor nnoTHocTu (OlM) npobbl 6onbwe unu menbwe Of1, kpuTnyeckoro B
JaHHoNM cucTteme.

3. K n3amepeHuto He 0THOCUTCH BM3yarbHOE UCCrEeOOBaHNE CBOMCTB, Hanpumep uBseTa.

4. ®depepanbHble OpraHbl  WUCMOSTHUTENbHOM  BMAcTW, OCYLUECTBASOWME  HOPMaTUBHO-MPaBOBOE
perynvpoBaHme B 06MacTax AeATEeNbHOCTU (30paBOOXpAHEHMS), ONpeaensaioT N3MepeHnsl, OTHOCSLWMeECs K cdepe
rocygapCcTBEHHOIo perynupoBaHusa obecnevyeHns eanHCTBa M3MEpPEeHU, U yCTaHaBNMBalT K HUM 00s3aTenbHble
MeTposnoruyeckme TpeboBaHus, B TOM YMCre nokasatenn TO4HOCTU namepenni [3].

3.10. NmMmyHOnornyeckMe wuccrefoBaHus: AMarHOCTUYECKMe MeTOA4bl WUCCrEeLOBaHMS, OCHOBaHHbIE Ha
cneumpunyeckoMm B3anMOOENCTBUM aHTUreHOB M aHTuTen. OHM BKIIOYAKT CEeponornyeckme MCCrieqoBaHust Unu
Cepornormyeckne peakumm, K KOTOpbIM OTHOCAT OObIYHO peakuMn NPsiMOro B3aMMoOeNCcTBUSE aHTUFEHOB N aHTUTEN
CbIBOPOTKUN KPOBU UH BUTPO.

3.11. WHterpauus obopynoBaHMsa: MNpPOLECC TEXHMYECKOro ob6beuHEHMSI  BbICOKOTEXHOMOMMYHOMO
nabopatopHoro obopyaoBaHMs MNOCPEeOCTBOM KaK  KOHCTPYKTMBHOIMO pELUeHMS MpOW3BOAUTENS, Tak U C
MCMOMb30BaHNEM [OOMOMHUTENbBHBIX YCTPOWCTB Ha 6ase meauumHckon nabopaTopum C  aBTOMaTUYECKUM
nepemeLleHmeM npoo.

MpumevaHue. WHTerpaumsi obopyaooBaHUS MO3BONSET CO30aBaTb E€OMHYIO MPOM3BOACTBEHHYHO JIMHUIO
KIMMHUKO-ONarHocTnyeckon nabopatopun, NpoeKkTMpyeMy0 WHAMBUAYANbHO C Yy4YETOM MOLLHOCTM nabopatopun,
BMOOB MWCCIEOOBaHUA, BbIOPAHHOrO TEXHOJIOrMYECKOrO pPELUEeHUs, a Takke pasMepoB WU pacCTaHOBKU
nabopatopHoro obopygoBaHus. [[ocobue k MICH 4.12-97. JleyeGHo-npodmnaktnyeckme ydpexaenns. Pasgen
[ll. Beinyck 4. OuarHoctnyeckue otaenenus: KnvHuko-gnarHoctnyeckme nabopartopuu. [latonoroaHatommyeckue
otgenenus. bropo (oTgenenns) cyaebHo-MeanUMHCKOM 3KCNepTU3bI].

3.12. MeToa: oOuwee onuMcaHMe INOMMYEecKon MocnenoBaTeNnlbHOCTM ofnepaumMi  npu  NpoBeAeHUn



nccriegoBaHnn, U3MepPEHN onst ANarHOCTUKN UH BUTPO.

3.13. MeToamnka M3MepeHwun: AeTanbHOE OfnuncaHWe WU3MEPEHUMW B COOTBETCTBUM C OOHMM unn Oonee
MeToaaMu.

MpumeyaHus

1. MeToauKy namepeHunii OObIYHO OMUCLIBAKOT JOCTATOMHO NOAPOOHO M NPeACcTaBnsitoT B BUAE OOKYMEHTA
(MHCTPYKLMM), NO3BOSAIOLLENO MOSb30BATENO BbIMNOSHUTE U3MEPEHUE.

2. MeToauka namepeHus MOXeT BKMoYaTb MHGOPMALMIO O HeonpeaeneHHOCTU U3MEPEHUIA.

3. B psage cnyvyaeB meToauka W3MEpPEHWA, MNponucaHHas B WHCTPYKUMAX AMs MOMb30BaTens, MOXET
paccmaTpuBaTbCA kak cTaHgapTHasa onepauunoHHasa npoueaypa (SOP).

3.14. TlepBuyHass npobupka: npobupka wWnNM WHOW COCyA, B KOTOPbIA nocTtynaetr Owuomarepuan
HenocpeacTBEHHO OT nauneHTa.

3.15. TpobGa: pocraToyHOoe KOnM4ecTBO Ouonorndeckoro MaTepuana, B3sTOro Yy u4enoseka [Ans
nabopaTopHOro UccrnegoBaHus.

3.16. CpeacTBO U3MEPEHUIN: TEXHUYECKOE YCTPONCTBO, UCMOMb3yeMoe AN BbINOMHEHUS U3MEPEHUI, B TOM
yncne B COMETAHUN C OOHUM UMM HECKOMNBbKMMMW AONOMHUTENBHBLIMY YCTporicTBamu [6].

MpumevaHus

1. TexHuyeckoe cpeacTBO, MpegHasHavyeHHoe ONs  U3MEPEHUn, KMellee  HOPMUPOBaHHbIE
METPONOrMyeckne XapakTepucTukn, BoOCMpou3Bosiliee W (UNK) XpaHswee eauHuuy (U3NYeckon BenuduHbI,
pasMep KOTOPOW MPUHMMAOT HEU3MEHHbIM (B Mpegenax yCTaHOBMNEHHOW MOrpeliHocTn) B Te4eHUe W3BECTHOrO
WHTepBana BpeMeHw.

2. lNpuBegeHHoe onpegerneHne BCKpblBaeT CyTb CpeAcTBa M3MEPEHWUW, 3aKroyaroLlylocs, BO-NepBbIX, B
"yMeHun" XxpaHuTb (M1 BOCNPOU3BOAMUTL) eOuHNLY (OU3NYECKON BEMUYMHDBI; BO-BTOPbLIX, B HEM3MEHHOCTU pasmepa
XpaHMMOW efuHuUbl. OTWU BakHenwme dakTopbl M 0BYyCrnOBNMBaOT BO3MOXHOCTb BbINOMHEHUS W3MepeHus
(conocTtaBneHne ¢ eguHuuen), T.e. "OenarnT" TEXHUYEcKoe CpPeAcTBO CPeAcTBOM maMepeHun. Ecnu pasmep
eQuHMUBl B Npouecce U3MepeHun M3MeHseTcs bonee, 4em yCTaHOBMEHO HOpMaMu, TakuMm CpeacTBOM Henb3s
nony4nTb pesynbTat Cc Tpebyemon TOYHOCTbIO. OTO O3HAYyaeT, Y4TO U3MepATb MOXHO NuWb Torga, Korga
TEXHUYECKOe CPEeACTBO, NpegHasHavYeHHoe Ans 3TON Lenn, MOXeT XpaHUTb eguHMLY, A0CTaTOYHO HEU3MEHHYIO Mo
pa3smepy (BO BpeMEHN).

3. MNpn oueHnBaHMM BEMWYMH MO YCIOBHBIM LUKanam LUKanbl BbICTynatoT kak Obl "cpegcTtBomM namepeHunin'
3TUX BENUYMH [9].

3.17. TexHu4eckne CUCTEMbl U YCTPOUCTBA C WU3MEPUTENbHbIMU (PYHKUMAMU: TEXHUYECKME CUCTEMbI U
YCTPOWCTBA, KOTOPbIE HAapPSAY C MX OCHOBHbIMU OYHKLUSIMW BbINOMHSAIOT U3MEPUTENbHbIE (PYHKLIMN.

Mpumeyanus

1. K TeXHM4ecKkMmM cuctemam u yCTPOUCTBaM C N3MeEPUTENBHOM (PYHKLIMEN OTHOCUTCS BbICOKOTEXHOMOIMYHOE
nabopatopHoe o6opyaoBaHue, BKIoYaolwlee B cebst Hambomnee MOMHbIM MNpouecc u3aMepeHus. [JaHHble,
MonyyYeHHble BO BpeMs 3Tana MW3MepeHusl Ha BbICOKOTEXHOMOMMYHOM rnabopaTopHoM 0GoOpyaoBaHWU,
NCMonb3yTCA Ansi NpeobpasoBaHMs B KAa4YECTBEHHbIE WU KONMMYECTBEHHbIE AaHHbIE C MOMOLLbIO BCTPOEHHOMO
obopyaoBaHns 1 nporpaMMHoro obecneyeHmns. JaHHble N3MEPEHUs He SABNATCSA NPSMbIMU U MPY NOATBEPXAEHUN
cooTBeTCcTBMA (B BUAE perncrpauum nnu ceptudmkaummn) gaHHoro obopyaoBaHUSA NMpoBOAUTCA MOATBEPXOEHUE
(aTTecTaumsa) MeToaNKM N3MEPEHUS.

2. Ob6sazarenbHble TPeO6OBaHUSA K TEXHUYECKMM CUCTEMaM N YCTPOWCTBaAM C U3MEPUTENbHBIMU PYHKUMAMU, a
Takke (OPMbl OLEHKM WX COOTBETCTBUSI YyKasaHHbIM TpeboBaHMSIM YCTaHaBMNMBAKTCSA 3aKOHOA4ATENbCTBOM
Poccunckon ®enepaumm o TeEXHUHECKOM perynmpoBanunm [2].

3. B cooTBETCTBUM C AENCTBYIOLLMM 3aKOHOOATENbCTBOM OTBETCTBEHHOCTb Ha BCEX 3dTanax obpalleHus
BbICOKOTEXHOMOMMYHOrO  nabopaTopHOro 00OpyAOBaHWS Ha  pblHKE HeceT Npov3BOAWUTENb  UNKN  €ro
aBTOPU30BaHHbIN NpeacTaBUTENb.

4. TpeboBaHMsA K COCTaBMNEHNIO TEXHUHYECKNX 3adaHWNN
OIS NpoBefeHnst rocygapCTBEHHbIX 3aKyMoK

TexHnyeckmne TpeboBaHUS AOMKHbI:

- coAepxaTb XapakTepPUCTUKN BbICOKOTEXHOMOMMYHOMO iabopaTopHOro o6opyaoBaHUS C TOYKU 3PEHUS ero
npeanonaraemMoro UCMosib30BaHMsA KOHEYHbIM NOTpebuTenem;

- He ObITb U3DbLITOYHbLIMU;

- HE WCKNtoYaTb KOHKYPEHLIMIO NMPU 3aKyNKe BbICOKOTEXHOMOMMYHOrO nnabopaTtopHoro ob6opyaoBaHus;

- obecneynBaTb BO3MOXHOCTb LLUMPOKOro BbiGOpa C TOUKMU 3peHUs1 LieHbl U KayecTBa ToBapa.

TexHu4yeckme 3agaHus ans rocyaapcTBEHHbIX 3aKynokK paspabaTbiBatoTCs 3aKkas3yumMkoM C y4eToM TpeboBaHuit
3aKOHOOATENbCTBA O pas3MELLEHUM roCydapCTBEHHbIX 3aka3oB [1], aHTMMOHOMOSLHOIO 3aKOHOA4ATENbCTBA M



3aKoHO4ATENbLCTBA O TEXHUYECKOM perynuposaHum [2].

4.1. HaumeHoBaHne 060pyaoBaHus, ero Ha3Ha4YeHne 1 Lienv UCNonb30BaHNS

TpeboBaHMe KOHKPETM3NPYETCS rOCYAapPCTBEHHbLIM 3aKa34MKOM MCXOOsA U3 HasHaveHust obopynoBaHus U
npegnonaraemMon cgepbl ero MeAULMHCKOTO NPUMEHEHNS.

4.2. OnncaHne obopyagoBaHus

Kaxablh NOANyHKT [OAHHOrO MNyHKTA [AOSMKEH HyMepoBaTbCs W coaepxaTb HeobXooumbli nepeveHb
PYHKUMOHANbHbIX M TEXHUYECKUX XapaKTepUCTUK, NOTPEOUTENbCKMX CBOWCTB, KOMMIEKTALUKU, KONMYECTBEHHLIE,
KayeCTBEHHbIE M MHbIE NoKa3aTenun, HeobxoaMMble 3aKa34vmKy (KOHEYHOMY MONb30BaTEN!O).

TOYHbIE M YETKME TEXHNYECKME TPEOOBaHUS ABMNSIOTCA NPEAnoChIKOM K TOMY, YTOObLI MOCTaBLUMK MO 3anpocy
3aKka3uyvka NpefcTaBui pearbHble U KOHKYPEHTOCMOCOOHLIE TEXHNYECKME N TEXHMKO-KOMMEPYECKUE NPEeLNOKEHNS
6€e3 3HauYMTENbHbIX OFOBOPOK, OTKMOHEHWIA UMW OOMONHUTENbHLIX YCIOBUNA.

TexHunyeckme TpeboBaHMs Ha MNOCTaBKy OOOpPYAOBaHMS BbLIMOMHSIOTCA pasgenbHO Afs Kaxgoro Buaa
0bopynoBaHUS U LOMKHbI BKIMHOYaTbL B cebs:

- TEKCT TEXHUYECKNX TpeboBaHWIA;

- Tabnuuy TEXHUYECKMX NoKasaTenen.

B TeKkcT TexHu4eckux TpeboBaHWIA BKIIOYAKOTCA OCHOBHbIE XapakKTEPUCTUKM NOCTaBNsSeMOro obopyaoBaHus.
CornacHo TexHu4eckum TpeboBaHMsAIM 3akynaemoe obopyaoBaHWe W maTtepuarnbl, MPUMEHsIEMble B 3TOM
obopynoBaHUN, OOMMKHbI ObITb HOBbLIMW, HE WCMONb30BaHHLIMKM paHee, NpeacTaBrnsaTb COOOM COBPEMEHHLIe
MOLEnNK, CO3faHHble C Y4eTOM NOCNeaHMX SOCTUKEHUI B 06N1acTu KOHCTPYKUMIA U MaTepuarnos.

TexHunyeckme TpeboBaHUS AOMKHbI ObiTb COCTaBneHbl TakMuM 06pa3oM, YToOblI obecnevnTb MakcumarbHO
LUMPOKYHO KOHKYPEHLIMIO 1 B TO )Xe BPeEMsi AaTb YeTKoe npeAcTaBneHne o Heobxoanmbix cTaHgapTax 6esonacHocTm
N KayecTBa MWCMOSIHEHWS, MaTepuanax W 3KChryaTauMOHHbIX XapakTepUCTUKax 3akynaemoro o6opynoBaHus,
TPaHCNOPTUPOBKE, YNAKOBKE U YCNOBUSX XpaHeHUs 00opyaoBaHUS.

Mpn cocTaBneHMM TEXHUYECKMX TpeboBaHUN HEOOXOOMMO YYUTbIBaTb TO, YTO OHM HE LOMKHbI UMETb
orpaHuuuTenbHbIM  Xapaktep. CTaHgapTel M TeXHUYeckue cneumdukaumm, ykasbiBaeMble B KOHKYPCHOM
OOKYMeHTauuW, OOMMKHbI rapaHTMpoBaTb CObniogeHne OCHOBHbIX TEXHUYECKNX TpeboBaHun 1 npouunx TpebosaHmin
K 3akynaemomy 060pyaoBaHuIo.

B TpeboBaHusiX AOMXKHblI OblTb MNpPUBEAEHbl CBEAEHUS] O KIMMaTU4EeCKOM WCMOMHEHUM WU KaTeropusix
pa3smelleHnss obopygoeaHma no OCT, crtenenn 3awmtbl no OCT, ypoBHe BuOpauuu, Lyma, KOMMOHOBKE,
pasmeLlleHnM 1 nnowankax obcnyxmeaHms obopyaoBaHus, macce obopyagoBaHusi, ero rabapurtax (nnowaam ans
camoro npubopa) ¢ y4eToM UMEKLLUXCH Yy 3akadumka (KOHEYHOro Mnosfb3oBaTens) NOMELLEHMN N KOMMYHarbHbIX
pecypcoB, MOHTaxe, MMaHOBbIX W KanuTanbHbIX pPeMOHTax obopyaoBaHMs, YCMOBUSX €ro CepBUCHOro
obcnyxuBaHus. 1o BO3BMOXHOCTU B TEXHUYECKNX TPEDOOBaHNSX YKa3biBalOTCH KOHKPETHbIE CTaHOaPThl, MPUHATLIE B
mexayHapoaHown npaktuke (FTOCT P UCO/M3K, TOCT NCO/M3K, 3apernctpmpoBaHHbie Kak meansgenus B PO),
KOTOpPbIM AOSMKHO COOTBETCTBOBATL 3aKynaemoe obopyaoBaHue, nnu ctangaptel Poccum (TOCT P).

4.3. TpeboBaHus KO BpeMeHN HapaboTkn obopyaoBaHnst HA MOMEHT 3aKyrKu

YKkasbiBaeTcsd, 4TO o0OOpygoBaHMe [OMKHO ObiTb  HOBbIM, paHee He  UCMOMb30BaHHbIM, He
3KCMyaTMpOoBaBLUMMCHA UMW UMETb onpedeneHHoe Bpems HapaboTku (C yyeToM Banugaumm n KanubpoBkM Ha
NpeanpuUATUN-M3roTOBMTENE U B NMPOLECcCe TEXHUYECKUX UCTbITAHWMI NpU pernctpaumm MeguuuHCKOro n3genus) un
ObITb MCMPABHbIM.

4.4. TpeboBaHMA K NOCTaBLLNKY 060pyA0BaHMSA U €ro OTBETCTBEHHOCTU

VicnonHuTenb JOMKEH MMETb YCTAHOBMEHHbIE 3aKOHO4AaTEeNbCTBOM W HOPMAaTMBHO-NPAaBOBbLIMU aKTaMu
Poccuiickon depepauumn OOKYMEHTbI, NOATBEPXKAAKOLLME COOTBETCTBME OKasblBAEMbIX YCryr TpeboBaHUsIM
OEVNCTBYIOLLNX HOPMAaTUBHO-NpaBoBbIX akToB Poccuickon ®egepauun. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
NpoAfeHne TakMx [OOKYMEHTOB nexuT Ha Wcnonuutene. WcnonHutenb npegocTtaBnsdeT 3aka3uuKky Konuu
OOKYMEHTOB,  MOATBEPXAAWMX  COOTBETCTBME  OKa3blBaeMbix  ycnyr  TpeboBaHMSM  OEeNCTBYHOLLMX
HOpMaTUBHO-MPaBOBLIX akToB Poccuickon ®egepauunn.

4.5. TpeboBaHne o HeobxogumocTn obecrnedeHus B3aVMOAENCTBUS MOCTaBMsSeMoro obopygoBaHusA C
obopyaoBaHUEM, NCMONb3yeEMbIM 3aKa34yMKOM

Mpn HeobxooMMOCTU yKa3blBalOTCA BapuaHTbl obecrneyeHusi B3aMMOLENCTBUS MMEIOLLErocs y 3akasduuka
obopynoBaHus ¢ 3akynaemMblM 060pyAoBaHNEM (BO3MOXHOCTb MOAKIMIOYEHUS K NnabopaTopHON MHGOPMAaLMOHHON
cucTemMe, eaunHbIN NPOTOKON 0OMeHa AaHHbIMKU, MPOrpaMMHas COBMECTUMOCTb 1 Mp.).

4.6. TpeboBaHus K paamepam 06opyaoBaHUs

TpeboBaHusa K pa3amepam obopygoBaHUS (OPMUPYIOTCA MCXOOS U3 MMEKLWNXCHA Y 3aKasdmka (KOHEYHOro
none3oBaTens) nfowagen WM C Yy4eTOM WX PEKOHCTPYKUMW. PEeKOHCTpyKumMsi MMerowuxca nnowagen
onpeaensieTcsd 3agaHneM Ha NPOEeKTUPOBaHME, B 3aBUCMMOCTU OT MOLLHOCTY nabopaTtopun, BUOOB UCCNEA0BaHUN,
BbIOPaHHOrO TEXHONMOMMYECKOrO PELLEHUS, a Takke pa3MepoB U pacCTaHOBKM nabopaTopHoro obopyaoBaHus.

4.7. TpeboBaHus K NpeanpoaaKHOW NoAroToBke 06opyaoBaHUs

TpeboBaHus kK NpeanpogaHo NOArOTOBKE 060pyA0BaHNS KOHKPETU3MPYHOTCS 3aKa3uYnKOM.

MpennpoaaxHasa nogrotoBka 000pyAoBaHMS MPOBOAUTCS Ha CkNage KOMMaHUU-MOCTaBLUUKA.



4.8. TpeboBaHua K KadecTBy oOboOpymoBaHWs, 6e30MacHOCTV MeAMUMHCKOro mnepcoHana M nauveHToB U
3aLLmMTe OKpy>KaroLleln cpeabl

TpeboBaHuss K kavecTBy M ©Oe3sonacHocT ob6opydoBaHMS W ero  MOTpPeOUTENbCKUM  CBOWCTBAM
KOHKPETU3MPYHTCSA roCy4apCTBEHHbLIM 3aKa34MKOM.

B cnyyae ecnu oT ncnonHuTens B NpoLecce BbINOMHEHUS KOHTpakTa TpebyeTcsa OCyLLeCTBUTbL CTpaxoBaHmne
OTBETCTBEHHOCTM Nepen TPETbMMMU NULAMW UM ECNIU NOCTaBKM M COMYTCTBYHOLLMNE YCYrM CBSA3aHbl C BO3MOXHOM
ONacHOCTLIO AN XU3HU U 340pPOBbSA FOAENA UMW 3KOMOMMYECKUM yulepOoM, B AaHHOM pasfene LOIMKHbl ObiTb
AaHbl COOTBETCTBYHOLLME Heobxoammble TpeboBaHus.

49. TpeboBaHua no o0ObeEMYy rapaHTMW kavecTBa YCMyr, MO rapaHTUAHOMY W MOCTrapaHTUAHOMY
oBCcnyXnBaHuo

TpeboBaHua K KavecTBy obopyaoBaHMA W ero noTpebuTenbCKMM CBOWCTBaM  KOHKPETU3UPYHOTCH
rocyapCTBEHHbIM 3aKa3ynKOM.

YKka3blBaeTcsl NPOAOIHKUTENBHOCTb FApaHTUAHOIO CpPoKa WM MECTO BbINOSIHEHMS PaboT No rapaHTUAHOMY
obcnyxuBaHunio. apaHTUAHBLIA CPOK HE MOXEeT ObiTb MeHblle CpoKa, YCTaHOBMEHHOrO Mpou3BoauTenem
(nsrotoBuTENEM).

[apaHTUIHBIA CPOK WCYUCNISIETCH C MOMEHTa YCTaHOBKM 0OOOpyAoOBaHMSl, yCTaHOBKA [JOrmkHa ObiTb
npounssefeHa He no3gHee 3-x MecsALEeB C MOMEHTA NOCTaBKM.

YKka3blBalOTCA MUHMManbHO NMpuUeMrieMble Ansl roCyAapCTBEHHOrO 3akas34yMka WITM KeCTKO YCTaHOBIEHHbIE
06513aHHOCTM NOCTaBLLMKA B rapaHTUMHbLIA NepUOL,.

4.10. TpeboBaHus Kk nepeaaye 3akasdnky ¢ 060pyaoBaHNEM TEXHUYECKOW, COrNacoBaHHOW paspeLumnTenbHON
N MHOW AOKYMeHTaLum

TpeboBaHusA K nepegave rocyaapCTBEHHOMY 3aKa3uMKy TEXHUYECKUX M MHbIX JOKYMEHTOB MpWU MocTaBke
000pyAOBaHNA  KOHKPETM3NPYIOTCH  3aKa3uMKOM. YKasblBalOTCA [OOKYMEHTbl, COMPOBOXAAKOLUME MOCTaBKY
06opyaoBaHus, BbINOMHEHWE paboT, okasaHue YCnyr, Hanpumep, YTo 3TV AOKYMEHTbI AOIMKHbI ObiTb NepeaaHbl Ha
A3blKe NPOU3BOAMTENS C NEPEBOLOM Ha PYCCKUMN SA3bIK.

4.11. TpeboBaHUs K CONyTCTBYIOLLEMY MOHTaXy NOCTaBNEHHOro 060pyaoBaHMs, NyCKOHaNagouYHbIM U NUHbIM
pabotam

TpeboBaHMA K MOHTaXxy MNOCTaBNEHHOrO0 OOOPYAOBaHWSA W MyCKOHanadovHbiM paboTam Ha MecTe Yy
3aKa34umka (KOHeYHOro Nonb3oBaTens) KOHKPETUINPYHOTCS rocy4apCTBEHHbIM 3aKa34yMKOM.

4.12. TpeboBaHUS K NOATOTOBKE U UHCTPYKTAXKY MEOQMLIMHCKOrO M TEXHUYECKOro NepcoHana 3akas4mka

TpeboBaHMA K NOOrOTOBKE W WHCTPYKTaXy MOCTABLUMKOM TEXHUYECKOro M MEeOMUUHCKOro nepcoHana
3aKasymka (KOHe4YHoro notTpebutens) pabore Ha NnocTaBneHHOM 060pyA0BaHMEM KOHKPETUIUPYIOTCS 3aKa3uYMKOM.

4.13. TpeboBaHUS K KONUYECTBY, NEPUOSNYHOCTU, CPOKY N MECTY NOCTaABOK

Cpoku (nepmoabl) noctaBkM 060pyaoBaHUA (yKa3blBaeTCsl KOHKPETHas KanengapHas garta, unm MUHUManbsHo
npuvemnemMast Ans rocyaapCTBEHHOrO 3akasyuvka garta nocTasku, wnu nepuog (nepuogbl), B TEYEHME KOTOPOro
(koTOpbIX) OOMKHO ObITb MOCTaBneHo obopydoBaHME, UMK CPOK C OaTbl 3akmnoveHus gorosopa (ynnaTbl aBaHca
WNN MHOrMO), B TeYeHMe KOTOPOro [OoSbkHa ObiTb OCyLlecTBeHa MOCTaBka, WU npunaraetcd rpaduk
NepuoanYHOCTM NOCTABOK).

4.14. Topsaok caayn u npuemkn odopyaoBaHus

Mopsgok coadm v npyemkn 06opyaoBaHUS KOHKPETU3NPYETCSA rocy4apCTBEHHBIM 3aKa34nKOM.

YKa3blBaloTCA MeponpusaTUs No obecneveHunto caadm n npueMkn obopyaoBaHms no Kaxxgomy atany nocTtaBKu
N B LENoM, cogep)XaHne oTYETHON, TEXHUYECKOM N MHOM JOKYMEHTauuKn, noanexaiien opopmieHno 1 cgade no
KaxxgoMy atany M B Uenom (TpeboBaHUS MCNbITAHWNA, KOHTPOSIbHbBIX MYCKOB, MOAMUCAHWS aKTOB TEXHWYECKOro
KOHTPONS, MHbIX JOKYMEHTOB Mpu caade obopyaoBaHus).

5. TexHuuyeckme TpeboBaHus, NpeabsBnsemMble NOCTaBLLMKaM
aBTOMATUYECKMX aHANM3aTopoB A4S UMMYHOMOrMYECKNX
uccnegosaHui, AN Lenen rocygapCcTBEHHbIX 3aKynokK

Mpn dopmMupoBaHMN TEXHUYECKOrO 33adaHus ANs Uenen rocygapCTBEHHbIX 3aKyrnoK K aBTOMAaTUYECKUM
aHanusaTopam 3akasduk pykoBogctByetcsa HactoswmMm TOCToMm u B 3aBUCUMMOCTM OT LeEnewn, CTosAWmMX nepeq
MeOMUUHCKON nabopaTopuen, NCnornb3yeT HEOOXOAMMbIE MO3ULUN TEXHNYECKMX TpeboBaHu 6e3 pernameHTaumnm
nx konmyectea. O4HOBPEMEHHOE MCMONb30BaHNE B3aMMOMUCKITHOHaOLWMX TpeboBaHMIn He JONYyCKaeTCs.

5.1. HaumeHoBaHne o6opyaoBaHuWs, Ero Ha3Ha4YeHWe 1 LeNu NCnosib30BaHus

HanmeHoBaHMe: aBTOMATWYECKWMA aHanu3aTop ANd WMMMYHOMOrMYEeCKUX WCCNedoBaHuMn (v gpyrue
aHanM3aTopbl 419 UMMYHOMNOrMYECKUX UCCIeqOBaHUM ¢ aBTOMaTusaLmen npouecca nccrnegoBaHum).

MpumedvaHue. B TexHMYeckom 3agaHunm 3anpeLlaeTcs Ncnonb3oBaTbh (MPMEHHbIE HadBaHUA 000pyaOBaHUS.

TpeGOBaHVIFI K OGOpyﬂ,OBaHMIO Nno ncnosnb3dyeMbiM MeTo4aM:
- paﬂMOMMMyHOﬂOFMHeCKMVI aHanms;



- UMMYHOMEPMEHTHBIN aHanus;

- IMMYHOTYOPECLEHTHbIV aHanus;

- IMMYHOXEMUIMIOMUHECLIEHTHbIV aHanus;

- IMMYHOXpOMaTorpadoU4eCcKuii aHanms;

- U30CEPONOrMYECKNN aHanms.

5.2. TexHu4yeckme TpeboBaHUs k 06opyaoBaHMIO

5.2.1. TpeboBaHusl, cBsI3aHHbIE C pa3MeLLEHMEM aHanmM3aTopa y nonyyarens u KOMMyHanbHbIMWU pecypcamu
nonyyvarens

- Tun ucnonHeHnsa aHanuaartopa (HaCTOrbHbLIN/HaNoMNbHbLIN);

- MakcuMMarbHas OOCTyMnHas nrowadb NOMELLeHNst Y KOHEYHOro noTtpebutenst onst pernaMmeHTUpoBaHHOM
3KCMnyaTauum aHanu3aTopa;

- TpeboBaHMA No aHeproobecneyveHnto, HeobxoamMMble ANs AKCMyaTauMn aHanusartopa.

5.2.2. TpeboBaHuWs kK NPON3BOAMTENBHOCTH

[lnsa cuctem 3akpbITOro Tvna:

- NPOWU3BOAMTENBHOCTL (KONMWYECTBO pe3ynbTaToB nabopaTOpHOro aHanwsa, roToBbIX K Banuaauuw,
nonyyaemoe 3a oguH 4Yac paboTbl aHannsaTopa);

- BPEMS OT 3arpy3ku Npodbl B aHanu3aTop A0 Nony4YeHns NepBoro pesynbtata nabopaTtopHoOro aHanmsa.

[na cuctem OTKpbITOro Tvna:

- TpeboBaHMs KOHEYHOro nOTPebuTenss Mo MNOTOKY BO3MOXHbIX WCCNEAOBaHWA 3a (PUKCUMPOBAHHbIN
NPOMEXYTOK BPEMEHM.

5.2.3. TpeboBaHus K YPOBHIO aBTOMaTU3aLMN TECTUPOBAHUS

- ABTOMaTM4eckoe pa3BefeHne obpasua B aHann3artope;

- aBTOMaTM4eCKOe NepeHasHa4YeHne Tecta Npu Nony4YeHn HEKOPPEKTHBIX Pe3yrbTaToB.;

- NporpaMMMpoBaHWE anroputMa aBTOMATMYECKOrO Ha3HaYeHUs [OMNOIHUTENbHbIX WCCEedoBaHUA B
3aBMCUMOCTU OT MOryYaeMbIX pe3yrbTaToB;

- NpOBEeAEHNE OAHOBPEMEHHOIO UCCIEef0BaHMSA Pa3fnnyHbIX aHanmToB.

5.2.4. TpeboBaHus k cTeneHn onTummnsaLmm nabopaTopHOro npowecca npu akcnnyaTtaumnm obopyaoBaHns

- MHTerpauusa ¢ gpyrum nabopatopHbiM 060pya0oBaHMNEM;

- NOAKIMYEHUS aHanm3aTopa k nabopaTtopHon MHGHPOPMAaLIMOHHON CUCTEME;

- CKaHep LUTPUX-KOL40B NPOOUPOK (BCTPOEHHLIN U BHELLHWIA);

- CKaHep LUTPUX-KOL4O0B peareHToB (BCTPOEHHbLIN UM BHELLHWN);

- TUNbl BMONOrMYECKNX XUOKOCTEN, KOTOPblE MOIYT UCCIEeAoBaTbCA Ha aHanM3aTope;

- KonuyecTBo obpasua, HeobxoouMmoe AN onpedeneHus KOHKPEeTHOro aHamuTa wnu rpynnbl aHanuToB
(ykasbiBaeTCcst onpeaeneHHbIn aHanuT u/unm MeToamka NccrneaoBaHus);

- MaKkcMMarbHOe KOnmM4ecTBo 06pasLoB, eANHOBPEMEHHO 3arpyxaembix Ha 60pT aHanu3aTopa;

- MakCMMarbHOE KONMMYEeCTBO TUMOB METOAMK, KOTOpble MOXHO BbINOMHATL Ha aHanu3atope 6e3 3ameHbl
n/vinn go3arpysku peareHToB;

- MaKkcMMarbHOe KONMMYeCcTBO TECTOB (yKa3biBaeTCs OnpederieHHasi MeToamka), KOTOpoe MOXHO BbIMOSNTHUTL
Ha aHanusaTtope 6e3 3amMmeHbl /U 4o3arpy3kn peareHToB;

- NCNOMNb30BaHMe OAHOPAa30BbIX UMM MHOTOPa30BbIX HAKOHEYHUKOB AN 403MPOBaHWUS;

- NCMOMNb30BaHMe NepBUYHbIX NPOBUPOK;

- NCMOMNb30BaHMe BTOPUYHbBIX NPOBUPOK;

- CPOYHbIE UCCneoBaHus.

5.2.5. TpeboBaHUS K HanMW4YUIO BCTPOEHHbIX B aHanmu3atop cuctem obecrnevyeHuss npaBuIIbHOCTH
aHanuTM4ecKoro npowecca

- OeTtekumsa cryctkoB B obpasue;

- AeTeKkumsi Ny3blpbKoB, NeHbI B 06pasLe;

- OTCYTCTBUE NEPEKPECTHON KOHTaMMHaLMM 0b6pasLoB.

5.2.6. TpeboBaHuMs K Kka4yecTBy MOMy4YaeMblXx B MpoLiecce 3KcrnnyaTauum o0OopyaoBaHWs pes3ynbTaToB
ncecregoBaHnn

- MuHnmanbHasa onpegensemas koHueHTpaums "X"/NMumMuT geTekumm;

MpumeyaHue. B kauectBe "X" ykasbiBaeTCA KOHKPETHbIA aHanuT U COOTBETCTBYIOLLME eAUHULbI U3MEPEHUI.

- MUHMMarnbHasa Banuaupyemas KoHueHTpauus "X"/Konn4ecTBEHHbIN Npeaen onpeaerneHuns;
MpumeyaHue. B kadvectBe "X" yKasblBaeTCA KOHKPETHbIA aHanuUT UM COOTBETCTBYHOLLUME eOUHWUUbI ero
N3MepeHni.

- pabo4unin gruana3oH U3MepeHun (MakcumarnbHas BanuanpyemMasi KoHUEeHTpaums).
5.2.7. TpebGoBaHWs kK HOMEHKNaType onpeaensiemMblix aHanuToB (45 CUCTEM 3aKPbITOro Tuna)
- BosmoxHOCTb onpeneneHus;



- MUHMMarbHas onpeaensieMasi KOHLEHTpaLnsi KOHKPETHOMO aHanuTa /MMMAUT aeTekumn/ no cneumndunyecknv
TpeboBaHMAM KOHEYHOrO MOSb30BaTENS.

5.3. TpeboBaHusa KO BpeMeHN HapaboTkn 00OpyL0BaHUA HAa MOMEHT 3aKyMKu

Ha MOMeHT nocTaBku 06opygoBaHMe ABNSETCA HOBbIM, HE ObIBLLUMM B 3KCMyaTauum.

Bpemsi HapaboTku gns Banugauun, KanvbpoBKN Ha NPeLnpUATUN-U3rOTOBUTENE U B NMPOLIECCE TEXHUYECKNX
UCNbITaHWI NPU PeErncTpaumnm MeLULMHCKOIO U3LEeNNs B CPOKe 3KCNyaTauum He y4nTbiBaeTCs.

5.4. TpeboBaHus K NOCTaBLLMKY 060pYAOBaHMSA U €r0 OTBETCTBEHHOCTH

MocTaBLWMK [OMKEH MMETb YCTaHOBIEHHbIE 3aKOHOOATENbCTBOM M HOPMAaTMBHO-MPaBOBbLIMW  aKTamu
Poccuickon depepaumm OOKYMEHTbI, MOATBEPXKOAIOLWME COOTBETCTBME OKasblBAEMLIX YCNyr TpeboBaHUSIM
OEeNCTBYIOLWNX HOPMaTUBHO-NpaBoBbIX akTtoB Poccunckon Pepepauun. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
NPOANEeHNe TaknuxX LOKYMEHTOB NexXuT Ha MNocTasymke. MNocTaBlmk npegoctaensieT 3akasymKky Konmu gOKYMEHTOB,
NOATBEPXKAAMLLNX COOTBETCTBME OKasbiBaEMbIX YCNyr TpeboBaHMAM OENCTBYHOLNX HOPMATUBHO-NPABOBbLIX aKTOB
Poccuickon ®egepaumu.

5.5. TpeboBaHue O HeobGXxoaMMOCTU obecrneyeHusi B3aMMOLEWNCTBMA MOCTaBnsieMoro obopyaoBaHusi C
obopynoBaHNEM N MHPOPMALMOHHBLIMU CUCTEMAMM, UCTONb3YEMbIMW 3aKa34yMKoM

O6opynoBaHMe LOMKHO MOAKMIOYaTbCs K nabopaTopHOW MHAOPMALMOHHOM CUCTEME C WUCMONb30BaHUEM
CTaHOapTHbIX MPOTOKONOB 0OMeHa faHHbIMU.

5.6. TpeboBaHusi K pasamepam ob6opynoBaHus

[omkHbl ObITb YKka3aHbl:

- MUHMMarbHble TPeboBaHNUSI K MOMELLLEHMIO;

- MakcMMarnbHO AONYyCTMMble pa3mepbl 060pyaoBaHMs, NCXOOA N3 UMEIOLLMXCS Y KOHEYHOro Morb3oBaTterns
nnowagen wnv c ydeToM WX PEKOHCTPyKuuKn, obecneumBatowme 6e3onacHOCTbL nepcoHana npu pabote wm
obcnyXknBaHun, ¢ y4eToMm OENCTBYHOLLNX HOPM A5 MeAULMHCKMX nabopaTtopun.

5.7. TpeboBaHus Kk npeanpodaxHon NOAroToBke obopyaoBaHus

YkasaTb KOHKPEeTHble TpeboBaHUS 3akasymka no NPeanpoAakHoN NOAroTOBKE aHanNM3aTopoB, HanpuMep:

- Hanu4me gencTByloLlero cepTndmrkaTa COOTBETCTBUSI HA 060pyaOBaHME;

- Hanu4Me pacxogHbIX MaTepuanoB, HeobxoOaUMbIX Anst Banuaaumu, YCTaHOBKW aHanM3aTopoB U obyveHus
nepcoHana.

5.8. TpeboBaHMa K pacxodam Ha SKchnyaTtaumio 0bOpyAOBaHWS, K MOCTaBKE PaCXOAHbIX MaTtepuarnoB U
conyTcTBytoLLero o6opynoBaHnst ans obecnevyeHns QyHKLUNOHMPOBAHNS N 3KCMnyaTaumum obopynoBaHust

- PeareHTbl 1 pacxogHble maTepuansl ANS BbINOHEHWA uccnegosaHun "X", He MeHee (TeCToB);

- peareHTbl U pacxofHble MaTtepuansbl, BKIYasd KanvbpaTtopbl, NS BbINOMHEHMS uccnegoBaHui "X", He
MeHee (TecToB);

- peareHTbl W pacxodHble MaTepuanbl, BKMYas KanubpaTtopbl W KOHTPONbHblIE MaTtepuanbl, And
BbINOSTHEHUSA nccregoBaHun "X", He MeHee (TecToB);

MpumeyaHue. B kauectBe "X" ykasbiBaeTCA KOHKPETHbLIA aHanuT.

- KOMMMEKT MaTepuanoB AN npoBefeHns obcnyxunBaHMsA BO BpPeMsi 3KChnyatauum (nepuog akcniyataumu
ykasblBaeTcs B Mecsuax);

- KOMMMEKT MaTepuanoB Ans MNPOBEAEHUS TEXHMYECKoro ob6CrnyXvMBaHMS aBTOPU3OBaHHbLIM CEPBUCOM
(ykasaTb nepuop akcniyaTauum, HO He MeHee rapaHTUNHOIO Cpoka NocTaBLLMKa);

- UICTOYHUK BecnepeborHoro nuTaHns (ykasaTb BpemMsi obecneveHms aBTOHOMHOWN paboTbl aHanmM3aTopa, He
MeHee (MUHYT));

- TMN NpuHTepa (NasepHbIn UM CBETOOWOAHbLIN), MPON3BOAUTENBHOCTL (CTPaHWL, B MUHYTY), LBETHOCTb
(4epHO-6€enbIn nnu LBETHOWN).

5.9. TpeboBanumsi k KadecTBy 00OpygoBaHusA, 6e30MacHOCTM MEOUUMHCKOTO MepcoHana u  3awure
OKpyxatoLlen cpeabl

BesonacHOCTb MeauUMHCKOrO NepcoHara npu aKcniyaTtauum aHanu3aTtopoB JOSkHA obecnevmBaTbCs:

- KOHCTPYKUMWEN aHanmM3aTopoB, KOTOpble AOMKHbI ObiTb Ge3onacHbl Npy MCMOMb30BaHMU OTAENbHO Ui B
COCTaBe KOMMIIEKCOB (CMCTEM) U yOOBMNETBOPATE TpeboBaHMAM CTaHOapTOB M APYrorM HOPMAaTMBHO-TEXHUYECKON
OOKyMeHTauuu;

- KOHCTPYKUMEN W YCTPOWCTBOM 3fIEKTPOYCTAaHOBOK AN MNWUTaHWA aHanm3aTtopoB, KOTOPblE [OOJDKHbI
yooBneTBopATh "[1paBunam ycTponcTea 3nekTpoyCcTaHOBOK" 1 APYron HOPMaTUBHO-TEXHNYECKOW JOKYyMeHTauuu;

- CUCTEMOW TEXHUYECKOIO OOCNY>XMBaHUS U pEMOHTa 000pyA0BaHMS;

- MPMMEHEHMEM YCTAHOBIIEHHBIX MEP N CPEACTB 3alUUThI.

5.10. TpeboBaHuSA K rapaHTUAHOMY M NOCTrapPaHTUNHOMY ODCIYX1BaHWIO

- MapaHTuMHBIN CPOK Ha NocTaBnsiemoe obopynoBaHue - He MeHee 1 roga;

- HanM4mne CepBUCHON CNyxObl, cepTUMLMPOBaAHHON NPON3BOAUTENEM TOBapa, Ha TeppuTtopun PO;

- HanM4yne cucTembl yAarneHHOro MOHUTOPUHra paboTbl aHanmM3aTopa CEPBUCHONM CyXOoW NpousBoauTens
obopynoBaHus;



- Hanuuune cnyx06bl TEXHUYECKON NoAAEPKKM NPON3BOAUTENS aHanm3aTopa.

5.11. TpeboBaHus k Nnepefade 3aka3vmky ¢ 060pyJ0BaHNEM TEXHUYECKOW, COrNacoBaHHOM pa3peLumnTenbHON
1 NHOW JOKYMeHTauuu

- Hanu4yue pernctpaumoHHOro yaqocToBepeHus Ha NocTaBnsieMble aHanM3aTops;

- Hanuyne perncTpaLmMoHHOro YA0CTOBEPEHNS Ha peareHTbl, HeobxoauMble ANst UCCNEAOBaHNA aHaNUToB Ha
obopyaoBaHuu;

- Hanuyme sKcnnyaTauMoHHON JOKYMEHTauun aHanusaTopa Ha pyCCKOM fi3blke.

5.12. TpeboBaHus K CONYTCTBYIOLLEMY MOHTaXXy NOCTaBMEeHHOro 060pyA0BaHUsi, MyCKOHaNago4YHbIM U NHBbIM
paboTtam

Beog obopynoBaHusi B aKCnyaTaumio OCyLLeCcTBNAETCS cepTUMUMPOBaHHbIMY cneLmanucTamu.

5.13. TpeboBaHus K MOArOTOBKE W MHCTPYKTaXy MEOWLMHCKOrO U TEXHUYECKOro mnepcoHara KOHEeYHOro
none3oBaTens

VHCTpyKTax nepcoHana KOHeYHOro norb3oBaTensi paboTe Ha aHanu3aTope C Bbidayeln COOTBETCTBYHOLLMX
OOKYMEHTOB.

5.14. TpeboBaHWA K BbIMOMHEHUIO COMYTCTBYHOLLMX PabOT, OKa3aHUo CONyTCTBYOLLMUX YCNyr

HeobxoamMMo ykasaTb KOHKpeTHble TpeboBaHWS MO BbIMOMHEHWIO CONYTCTBYOLWMUX paboT, OkasaHuo
CONYTCTBYIOLLMX YCMYT, €CMX OHW CBA3aHbl C MOCTaBKaMyn aHanu3aTopoB 4S9 UMMYHOMOrMYEeCKUX UccrnenoBaHuni.

5.15. TpeboBaHusa K KONUYECTBY, NEPUOJUYHOCTU, CPOKY U MECTY NOCTaBOK

- KonunuecTBo noctaensiemoro obopynoBaHust (LT.);

- KONMUYECTBO NOCTaBMSEMbIX KOMMIEKTOB, BKMOYaoWwmx B cebst obopynoBaHue, pacxogHble Matepuansl u
conyTcTBylowee obopygoBaHume.

5.16. MNopsgok caayn n npuemkn obopyaoBaHus

- Mopsiaok Nnpruemk1-caadm oTaernbHbIX BUAOB U 3TanoB pabor;

- NOPSAOK Nepegayvn UCNONMHUTENbHbIX AOKYMEHTOB;

- obecneyveHne Hagnexawmx ycrosun ans nposedeHns npuemMkm-cgadm obopygoBaHus;

- Hanuyme nNporpaMmmbl BEpUPUKALNOHHBIX UCTIbITAHWUA 1 €€ BbINOMHEHNE.

6. TpeboBaHUsA K OHOPMITEHNIO TEXHMYECKOrO 3aaHus
Ha BbICOKOTEXHONOMM4YHOE niabopaTopHoe 0bopyaoBaHue

3akasumk odopmnser T3 B COOTBETCTBUM C OOWMMKM TpebOBaHMAMM K TEKCTOBBIM [JOKYMEHTaM,
yctaHoBneHHbiMM TOCT 2.105-95 "EgmHas cuctema KOHCTPYKTOpPCKOM AokymeHTaumn. OO6wwune TpeboBaHusa K
TEKCTOBbIM AokyMeHTaM". dopma nsnoxeHust T3 npmeeaeHa B NpunoxeHnn A n MoxeT ObITb NpeAcTaBneHa kak B
TabnunyHon popme, Tak n B TEKCTOBOM chopmaTe. CBefeHUs 0 cornacoBaHum 1 yTeepxxaeHun T3 pasmeLlatoTcs Ha
TUTYNIbHOM FUCTeE.

Mpunoxexne A

(pekomeHpaTensHoe)
NMPUMEPHAA ®OPMA
"TEXHUYECKOIO 3AOAHUA HA 3AKYTIKY
BbICOKOTEXHOJIOT'MYHOIO NTABOPATOPHOIO OBOPYOOBAHNA"
"YTBepxaaro"
PykoBoautenb opraHusauum
/ /
v 201 .
TexHun4yeckoe 3agaHne Ha 3aKyrnKy BbICOKOTEXHOMOMMYHOMO
nabopatopHoro o6opyaoBaHns
N HanmeHoBaHWe pa3fgenoB TEXHUYECKOro 3a4aHus TpeboBaHus,

npeabaBideMsble K 3agaHU0

1 HanmeHoBaHue O60pWJ,OBaHl/Iﬂ, €ro HasHa4yeHue un uenm




NCMONb30BaHWs

2 |OnucaHve obopynoBaHus

3 | TpeboBaHus ko BpemeHn HapaboTkM 06opyaoBaHNS HA MOMEHT
3aKymnKu

4 | TpeboBaHus K NOCTaBLUUKY 0O0pya0BaHUSA U ero
OTBETCTBEHHOCTU

5 | TpeboBaHne HeobxooMmMocTn obecneyeHns B3aumMogencTeuns
nocrtaensiemMoro o6opynoBaHus ¢ obopyaoBaHMEM,
NCMOnNb3yemMbIM 3aKa3ynkoM

6 | TpeboBaHus k pasamepam obopyaoBaHUs

7 | TpeboBaHus k NpegnpogaxHow NoAroToBke 060pyaoBaHMSA

8 | TpeboBaHus k kKadecTBy 060pyaoOBaHNsA, 6e3onacHOCTH
MeAWLIMHCKOro nepcoHana v nauueHToB 1 3alluTe OKpyXKaroLen
cpegabl

9 | TpeboBaHusa No 06bEMY rapaHTMI KayecTBa ycnyr, no
rapaHTUMHOMY M NOCTrapaHTUMHOMY OBCMYXMBAHUIO

10 | TpeboBaHusa K Nnepepaye 3akasumky ¢ obopygoBaHuemM
TEXHUYECKOW, COrNacoBaHHOW paspeLumnTensHON 1 MHON
OOKyMEeHTaLmm

11 | TpeboBaHMS Kk COMYTCTBYHOLLEMY MOHTaXy NOCTaBMEHHOrO
obopynoBaHus, NyckoHanagovHbIM U UHbIM paboTam

12 | TpeboBaHMS Kk NOATOTOBKE N MHCTPYKTaXy MEAULIMHCKOrO U
TEXHWYECKOro NepcoHana 3akas4uka

13 | TpeboBaHMS K KONNYECTBY, NEPUOANYHOCTU, CPOKY U MECTY
MoCTaBOK

14 |MNopsgok coaym 1 npuemkn obopyaoBaHus

15 | MNpunoxeHus K TEXHNYECKOMY 3afaHuUIo

MpumeyaHus

1. Bce nonsa obssaTenbHbl K 3anonHeHutio. B crnyyae ecnu 3aka3uuk He npeabsBAsSeT KOHKPETHOro
TpeboBaHus, TO B COOTBETCTBYIOLLEM MoOsie npoctasnseTcd 3anvck "He npeabasnsetca”, "He Tpebyetca” wnm gp.

- B 3@aBUCMMOCTU OT KOHTEKCTa.

2. B cnyyae ecnu 3akas3uuk cgopMynupyet T3 HerpamoTHO, HEKOPPEKTHO MIIN HEKOHKPETHO, BO3HUKAET
BO3MOXHOCTb NprobpeTteHns obopygoBaHusa (ToBapa, paboTbl Unu ycryrn), He OTBEYaloLLEero ero NoTpebHOCTAM.
Haxe ecnu obopynoBaHMe COBEPLUEHHO HE YCTpauBaeT 3akas3uyuka, HO Mpu 3TOM COOTBETCTBYET T3 3akasuuka,
3akoH N 94-d3 He gaeT HMKaKOM BO3MOXXHOCTW OTKa3aTbCsl OT 3aKMOYEeHNs KOHTpaKTa.

PykoBoguTenb CTPyKTYpPHOro NoapasaeneHust

OTBETCTBEHHbIN

CneuunanucTbl:
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