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Mpeancnosne

1. PaspabotaH ®efepanbHbIM rocyaapcTBEHHbIM BI0MKETHBIM yupexaeHuem 3gpaBooxpaHeHus "lfonosHoOn
LEHTp rurmeHbl 1 anungemuonorun degepansHoro meamko-éuonormnyeckoro areHtctea Poccun” (PIBY "lMonosHon
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 fgerictaune Npukasom denepanbHOro areHTCTBa No TEXHUYECKOMY PerynimpoBaHuto
n metponorum ot 2 anpens 2014 r. N 287-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)
WMHopmaumnoHHOM ykasaTtene "HaumoHanbHble cTaHgapThl', a oduunanbHbI TEKCT M3MEHEHMIA U MOMPaBOK 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,
yBeOOMIIEHME W TEKCTbl pasMeLlalnTcs Takke B MH(OPMaUMOHHOW cucTemMe oOOLWero nonb3oBaHUA - Ha
odmumManbHOM canTe HauuoHanbHOro opraHa Poccuickon degepaumm no cTaHgapTMsaumMm B cetn MHTepHeT
(gost.ru).

1. ObnacTb NpMMeHeHus

HactosAwmn ctangapT OnucbiBaeT MpaBuiia COCTABMEHUSA TEXHUYECKMX TpeboBaHWM MM TEXHUYECKUX
3aganni (T3) pgna rocygapCTBEHHbIX 3aKymnmoK BbICOKOTEXHOMOMMYHOro nabopaTopHoro o6opygoBaHus -
aBTOMATUYECKMX aHanM3aTopoB AN OOLLEKITMHUYECKMX WCCNEAOBaHWN WH BUTPO B YCMOBUSAX MEOMLIMHCKMX
naboparopui.

HactosAwmn ctangapT npegHasHadeH Anst NPUMEHEHUS YMOSTHOMOYEHHbIMW NUUaMU FrOCyAapCTBEHHbIX
3aKa34MKOB MpPU COCTaBIIEHNM TEXHUYECKMX TPebOBaHUM B pamMKax KOHKYPCHOW, ayKLUMOHHOW WU KOTMPOBOYHON
OOKYMeHTauu1, pernaMmeHTMpPOBaHHON ANS Lenen rocygapCTBEHHbIX 3aKyrnoK aBTOMaTU4ECKMX aHanu3aTopoB Ansi
OBOLLEKITMHUYECKNX NCCNES0BaHNN.

2. HopmaTuBHbIE CCbIfKn

B HacTodAwem CTaHOgapTe UCnoJib30BaHbl HOPMAaTUBHbIE CCbIJTKM Ha cneayuine CtaHgapThbl:



FOCT 18996-80 AHanu3aTopbl OMONOrMYECKNX XKNOKOCTEN MeauLMHCKNE. TepMUHBI U OnpeaeneHus;

FOCT P 52905-2007 (MCO 15190:2003) JTabopatopum meguumHckue. TpeboBaHus 6e3onacHoCTy;

FTOCT P WNCO 15189-2009 Jlabopatopum mMeguumHckne. YacTHble TpebGoBaHUSI K KadecTBy W
KOMMETEHTHOCTMN.

Mpumeyanue. MNpy NonNb30BaHMN HACTOSILLMM CTaHOAPTOM LieriecoobpasHo NpoBepUTb AENCTBUE CCbINTOYHbIX
CTaH4apToOB B WMH(OPMALMOHHOM cUCTeMe OOLLero nornb3oBaHus - Ha oduumanbHoM cante PegepanbHOro
areHTCcTBa MO TEXHWYECKOMY PErynIMpoBaHMIO W METPONorMM B CETM VIHTEpPHET WM MO eXerogHomy
nHdopMaLMoHHOMY yka3aTento "HaunoHanbHble cTaHaapThl”, KOTOPbI ONy6brvMKoBaH Mo COCTOsIHWUIO Ha 1 sAHBaps
TeKyLLero roga, M no BbiMyCkaM eXeMeCSYHOro MHopMaLUMoHHOro ykasaTtens "HaumoHanbHble ctaHgapTbl” 3a
Tekywmn rog. Ecnn 3ameHeH CCbINO4YHBLIM CTaHZapT, Ha KOTOPbIM JdaHa HegaTUpOBaHHasl CCblka, TO
pEKOMEHAYETCS MUCMOMb30BaTb OENCTBYIOLLYIO BEPCUMIO 3TOrO CTaHAapTa C YY4ETOM BCEX BHECEHHbLIX B AaHHYH
BEPCUIO M3MeHeHWI. Ecnn 3ameHeH CCbIIOYHbIM CTaH4apT, Ha KOTOpbLIM daHa AaTMpoBaHHasi Cccbinka, TO
pPEKOMEHAYETCS MCMONb30BaTb BEPCUIO 3TOMO0 CTaHAapTa C yKa3aHHbIM BhILE FOAOM YTBEPXKOEHUs (MPUHATUS).
Ecnu nocne yTBepXAeHUSI HACTOsILLEro cTaHZapTa B CCbUIOYHbIA CTaHAApT, Ha KOTOPbLIM AaHa gaTupoBaHHasi
CCbifika, BHECEHO MW3MEHeHWe, 3aTparnBalolLee MONIOKEHME, Ha KOTOpOe [aHa CcCbiflka, TO 3TO MONoXeHue
pekomeHayeTcs NpUMeHsTb 6e3 yyeTa JaHHOrO N3MeHeHus1. Ecnn ccbinoYHbI cTaHaapT OTMeHeH 6e3 3aMeHbl, To
MorioXKeHne, B KOTOPOM [aHa CCbiflka Ha HEero, peKoMeHOYeTCsl MPUMEHSITb B YacTW, He 3aTparvBaroLlien aTy
CCbIfKY.

3. TepMuHbl 1 onpegeneHns

B HacTosiLeM ctaHgapTe NpMMEHeHb! criefytolmne TePMUHbI C COOTBETCTBYHOLLIMMUK onpeaeneHnsiMmu:

3.1. ABTOMATUYECKMN aHanu3aTop NS OOLEKNMHUYECKUX WCCreaoBaHun: npubop, MNO3BONSAOLLNIA
NPOBOANTb aHANUTUYECKUIA 3Tan OBLLEKNTUHUYECKMX UCCIeAoBaHNIA C MOMEHTa BHECEHMS1 06pasLIoB 13 NEPBUYHbIX
npobupok 00 nonyyYyeHnsa pesyrnbTaTta uccnenosaHnsa 6e3 BMeLlaTensCcTBa ornepartopa B paboty npmbopa.

3.2. AHanuT: KOMMOHEHT Mpobbl, yKasaHHbI B Ha3BaHUM WUCCREeQyemMoro CBOWCTBA UMW U3MepsieMown
BEMUYMHbI.

MpumevaHus:

1. B knMHu4eckon nabopaTopHOM ANarHOCTMKE aHanmnTbl MOryT MMETb pasfnUYHbIN XapakTep:

a) hmsnyecKknx CBONCTB;

0) XMMNYECKNX ANEMEHTOB, MOHOB, HEOPraHNYECKNX MOMNEKYT;

B) OpraHM4yeckux CTPyKTyp C Marnon MOSEKYNSPHOW Maccom;

r) MakpoMOJSieKy/l C W3BECTHOM WNU NpuONU3NTENbHO YCTAHOBIIEHHOM CTPYKTYpPOM M crneumdurnyecknmm
BronornyeckMmm CBOMCTBaMU;

4) KNeToK, X CTPYKTYPHbIX 311EMEHTOB UMW KIMETOYHbIX CUCTEM;

€) MUKpoOpraHM3mMoB (6akTepuu, BUPYChI, @ Takke rpubbl U NapasuTapHble OpraHn3mbl pasmepom 4o 1 Mm),
NX CTPYKTYpPbl 1 CBONCTB.

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

3.3. buonornyecknun matepunan: 6MONOrMYECKME XUOKOCTU, TKAHU N SKCKPEThbl YenoBeka [8].
MpumeyaHue.

BbuomaTepmanbl yenoBeka NpencTaBnstoT COOOM CNOXHbIE CUCTEMbI CMECU Pa3fiMYHbIX BELLECTB U
KNeToK, SBMSOWMXCS KOMMOHEHTaMW, TO €CTb OYEepYEeHHbIMM YacTs MU CUCTEMbl. B aHanutuke
KOMMOHEHTbLI CUCTEMbI NOAPa3nenaT Ha "aHanuTbl", "KOHKOMUTaHTLI" 1 "pacTBopuTenn”; nocnegHue asa
BMAa KOMMOHEHTOB 0003HauvaloT kak "mMatpuuy”. MaTtpuua oxBaTbiBaeT BCE KOMMOHEHTbI MaTepuanbHON
cuctembl, ncknodas aHanut. [FOCT P 53022.2-2008 YacTtb 2, nyHkT 3.2]

3.4. buonornyeckme XuUOKOCTU: XKMUOKOCTU OopraHmamMa 4erioBeka U MX KOMMOHEHTbI: KpOBb, MO4a, JIMKBOD,
numda, cekpeTbl, CbIBOPOTKA, Nia3sma, nrespanbHas XUaKoCTb, CroHa, aMHUOTUYECKas XnaKocThb, SAKYnAT 1 ap.

3.5. Banupgauus: noaTeepkaeHne nocpeacTBoM NpeacTaBneHnss 00beKTUBHBLIX CBUAETENbLCTB TOro,
yTo TpeboBaHUs, npeaHasHayYeHHble Ans KOHKPETHOro WCMONb30BaHUS UM NMPUMEHEHUs!, BbIMOMHEHbI.
[FTOCT ISO 9000-2011, nyHkT 3.8.5]

MNpumeyaHus:
1. [OKYMEHTMPOBaHHbIE WUCMbITAHWS, 3anMcu U OObACHEHWs pes3ynbTaTtoB, Heobxogumble Ans
NMOATBEPXKAEHMSA TOrO, 4YTO MPOLECC HEUM3MEHHO [aeT pes3ynbTal, B COOTBETCTBUM C ONpegeneHHbIMU



TpeboBaHMAMM.
2. Banupauma metoaoukM 3akrnoyaeTcs B cepuu UccrienoBaHuin Anst onpefeneHus 3deKTUBHOCTU U
BOCMPOU3BOANMOCTM MEeToa UCMbITaHUNA.

3.6. BropuyHas npobupka: npobupka unn MHOM cocyn, B KOTOPbIA BHOCUTCA npoba nocre Heobxogvmon
npeaHanuTuyeckon obpaboTku.

3.7. BbicokoTexHonorm4yHoe nabopatopHoe obopyanoBaHue: npubopbl, annapaTtbl, 0bopynoBaHWe Ang
NpoBedeHNs KIMHWYECKMX nabopaTopHbIX WCCNENOBaHWA, HanpaBfeHHbIX Ha OUEHKY COCTOSHUS OpraHvama
yernoBeKka, MNpPOM3BEAEHHble C MWCMONMb30BaHWEM COBPEMEHHbIX [OOCTWKEHWW B 00nacTv  3neKTPOHMKM,
nporpammHoro obecnevyeHns, pPO6OTOTEXHUKN U OPYTUX BbICOKOTEXHOMOMMYHbBIX 06nacTel NPOMbILLITEHHOCTW.

3.8. EoMHMua BenuuuHbl: (PUKCUpPOBAHHOE 3HAYeHWEe BENUYMHbLI, KOTOPOE MPUHATO 3a eAuHULY OaHHOM
BEMUYMHbBI N MPUMEHSIETCA A5 KONUYECTBEHHOIO BbIpaXeHWs1 O4HOPOOHbIX C HEN BeNUYMH [3].

3.9. NamepeHue: npouecc (COBOKYMHOCTb OMepauuin) aKCNepUMEHTanbHOro Nony4yeHns ogHoro unu bonee
3HaYeHWU BENUYUHBI [7].

MpumevaHus:

1. OTanbl NpoBeAeHUst U3MEPEHMUS OT NonyyeHus Npodbl, NpeobpasoBaHnsa aHanuTa B opMy, YA0OHy0 Ans
N3MepeHnsi, MONyYeHus1 BENWYMH B CpeacTBe M3MepeHusi U oOpaboTKM MOMy4YeHHbIX pe3ynbTaToB SBASOTCH
YacTamu npouecca nsmepeHns. B pesynbtaTe npoiecca U3MepeHust MoryT ObiTb NOyYeHbl KONMYECTBEHHBIE WU
KayeCTBeHHble AaHHble, NPeACTaBNAlLWmne 3Ha4MMYyH0 A8 ANarHOCTUKN MHAOpMaLmio.

2. KayecTBeHHbIE JaHHbIE - pe3ynbTaT, NONyYEHHbIN AMXOTOMUYECKUM AENEHNEM MO KAKOMY-TO MPU3HAKY.

Mpumep - [HaHHble umMyHodepmeHTHOro aHanusa (MPA) Ha Hanuume WHMULMPOBAHHOCTU NauMeHTa
onpenensTca No npudHaky ontudeckor nnoTHoctu (OlM) npobbl Gonblwe unu menbwe Of, KpuTuyeckoro B
[aHHOWn cucteme.

3. K uamepeHuio He 0THOCUTCA BU3yarbHOe UCCrefoBaHMe CBOMCTB, HanpuMep, uBeTa.

4. ®depepanbHble OpraHbl  UCMOSMHUTENbLHOM  BMACTW, OCYLUECTBMSOWME  HOPMaTUBHO-MPaBOBOE
perynupoBaHve B 06nacTax AeATEeNbHOCTU (30paBOOXPAHEHMS), ONPeaensaioT N3MepeHnsl, OTHOCSLMECS K cdepe
rocyaapCTBEHHOIO PerynmpoBaHusa obecneyeHnss eanHCTBa U3MEPEHUI, U YCTaHaBNMBAKOT K HUM obs3aTenbHble
mMeTpornornyeckne TpeboBaHns, B TOM YMCre nokasaTenu TOHHOCTM usmepeHnn [3].

3.10. WHTerpaumsi 00OpyAOBaHUSA: MNPOLECC TEXHUYECKOro OObeaMHEHUsI  BbICOKOTEXHOMOrMYHOro
nabopaTopHoro o6opyooBaHWS MNOCPEACTBOM KaK  KOHCTPYKTMBHOMO pELUeHWs Npou3BoauTens, Tak U C
NCNONb30BaHMEM [OOMOMHUTENbHLIX YCTPOMCTB Ha ©0ase wmeguuuHckon nabopatopum C  aBTOMaTUYECKUM
nepemeLleHmem npoo.

Mpumeyanune. WHTerpaums obopynoBaHUsi MO3BONSET CO34aBaTb E€OMHYI0 MPOU3BOACTBEHHYIO JMHUIO
KIMMHWKO-QNarHoCTUYeCKkon nabopatopum, NpoOEKTUPYEMYIO WHAMBMOYANbHO C YYETOM MOLLHOCTU nabopartopuw,
BMOOB WCCMNELOBaHWNA, BbIOPAHHOrO TEXHOMOMMYECKOrO pEeLIeHNs, a Tawkke pasMepoB W pacCTaHOBKM
nabopartopHoro obopynoBaHus [[Mocobune k MITCH 4.12-97. INleuebHo-npodmnakTuieckme yupexaeHus. Pasgen Il
Bbinyck 4. [OuarHoctnyeckue otaeneHusa: KnuHuko-guarHoctudeckue nabopatopuun. [laTonoroaHatomuyeckue
otaeneHus. bropo (otoeneHns) cynebHo-MeguLMHCKON SKCNepTusbl].

3.11. MeToa: oOwee onucaHMe NOrMYEcKon MOcCnenoBaTeNbHOCTM oOnepaumMi  npu  NpoBeAeHUn
nccnegoBaHuii, U3MEPEHU NS AUarHOCTUKMA UH BUTPO.

3.12. MeToamka M3MepeHun: AeTanibHOe OnucaHWe W3MEPEHMN B COOTBETCTBUM C OgHMM unu Gonee
METOOM.

MNpumeyaHus:

1. MeToauky namepeHunii 0ObIYHO OMUCHLIBAKOT JOCTATOMHO NOAPO6GHO M NPeaCcTaBnsioT B BuAEe OOKYMEHTa
(MHCTPYKUMM), MO3BONSAIOLLErO MNONb30BATESO BLINOITHUTL N3MEPEHNE.

2. MeToguka namepeHus MOXeT BKIoYaTb MHAOPMALMIO O HeONpeaeneHHOCT N3MEPEHUIA.

3. B psge cnydaeB meToAMKa WM3MEPEHWI, MponmMcaHHas B MHCTPYKUMAX OnS Mnofb3oBaTensi, MOXET
paccmMaTpvBaTbCA Kak CTaHgapTHasa onepaumoHHasa npoueaypa (SOP).

3.13. OBGeKNMHNYecKMe nccrneqoBaHus: usyvyeHne obpasuoB Guonormyeckoro marepuana, BbINOIHAEMOe
ONs1 QMarHOCTUKM LIeNoro psiga pasnuyHbix 3aboneBaHuni.

3.14. TllepBuyHas npobupka: npobupka WM MKMHOW COCyA, B KOTOpbIM MnocTynaetr Owuomatepuwan
HenocpeAcTBEHHO OT NauueHTa.

3.15. Tlpoba: pocTtaTtoyHoe KonMyecTBO Ouonornyeckoro marepuana, B3ATOr0O y 4YenoBeka [And
nabopaTopHOro nccreaoBaHus.

3.16. CpencTBO M3MEPEHUIN: TEXHUYECKOE YCTPONCTBO, NCMOMb3yEMOE AJ1S1 BbINOSIHEHUS N3MEPEHWI, B TOM
yucne, B COMETAHUM C OOHUM UMW HECKONBKUMW SOMNOMHUTENBHBIMK yCTponcTBamu [6].

MNpumeyaHus:



1. TexHuyeckoe cpedcTBO, MNpegHasHa4YeHHoOe ONA  U3MEPEHUW, UMelolWee  HOPMUPOBaHHbIE
METPOSIOrMYecKMe XapakTepuCTMKM, BOCMPOU3BOAsLLEE M (MNKU) XpaHslee eauvHUUy (U3NYECKOW BENMYUHDI,
pa3mep KOTOPOW MPUHMMAIOT HEU3MEHHbIM (B npedenax YCTaHOBMEHHOW MOrpeLlHOCTM) B TeYeHWe W3BECTHOro
WHTepBana BpemMeHu.

2. lNpuBedeHHoe onpeferieHne BCKpbIBaeT CyTb CpeAcTBa W3MEPEHWUW, 3akroyaroLlylocs, BO-NMepBbIX, B
"yMeHUn" XpaHuTb (M BOCNPOU3BOAMUTL) eauHNLY (OU3NYECKON BEMUYUHBI; BO-BTOPbLIX, B HEM3MEHHOCTU pasmepa
XPaHUMOW eaunHUUbl. OTU BaXKHenwune ¢akTopbl M 0OYCMOBMMBAKOT BO3MOXHOCTb BbINOMHEHUS W3MEpPeHUs
(conocTtaBrieHne ¢ eguHuuen), T.e. "OenaloT" TeXHUYeckoe CPeAcTBO CPeAcTBOM usMepeHun. Ecnu pasmep
eQuHULbl B Mnpouecce M3MepeHun usmeHseTca bonee, YyeM yCTaHOBMEHO HOPMaMu, TakMM CPEACTBOM Herb3s
nonyyYnTb pesynbTaTt Cc TpebyemMon TOYHOCTbI0. OTO O3HayaeT, YTO U3MepsiTb MOXHO Nub TOr4a, Koraa
TEXHUYECKOe CPEACTBO, NpegHasHa4YeHHOoe Ang 3TON Lenu, MOXeT XpaHUTb eQuUHULY, AOCTaTOYHO HEU3MEHHYIO MO
pasmMepy (BO BpeMeHH).

3. MNpun oueHVBaHWM BENWYMH MO YCMOBHbBIM LUKanam LUKanbl BbICTynatoT Kak Obl "cpeacTBOM M3MepeHun"
3TUX BENUYMH [9].

3.17. TexHuuyeckme cCUCTEMbl U YCTPOWCTBA C U3MEPUTENBbHBIMU (PYHKLUMAMU: TEXHUYECKME CUCTEMbI U
YCTPOWCTBA, KOTOpbIE Hapsay C X OCHOBHbIMU OYHKLMSMW BbINONMHAIOT U3MEPUTENbHbIE (DYHKLMN.

MpumevaHus:

1. K TeXHM4eCcKMM cuctemMam 1 YCTPOMUCTBAM C U3MEPUTENBHOM (PYHKLMEN OTHOCUTCS BbICOKOTEXHOMOMMYHOE
nabopatopHoe o6opydoBaHue, BkMovawowee B ceba Haubonee nONHbIA npouecc uaMepeHusi. [aHHble,
MonyyYeHHble BO BpeMs 3Tana MW3MEpeHMsl Ha BbICOKOTEXHOMOMMYHOM nabopaTopHoM 06opyaAoBaHWU,
NCMoNb3YTCA Ansi NpeodpasoBaHMs B KAa4YEeCTBEHHbIE WX KONMMYECTBEHHbIE AaHHbIE C MOMOLLbIO BCTPOEHHOrO
obopynoBaHns M nporpamMMHoro obecnevyeHusi. [aHHble W3MEPEHWs He SABNATCA MNpaAMbIMKW, U NpU
NOATBEPXAEHNN COOTBETCTBUSI (B BMAE perucTpaumm unm ceptudumkaumm) aaHHOro obopynoBaHWs NpoBOAUTCS
noaTeBepxaeHne (aTTectauunst) METOAMKN U3MEPEHUS.

2. Obs3aTternbHble TpeboBaHMA K TEXHUYECKUM CUCTEMAM U YCTPONCTBaAM C U3MepuUTenbHbIMU (DYHKUNSAMY, a
Takke (OPMbl OLEHKM WX COOTBETCTBUSI YKa3aHHbIM TpeboBaHMSM YCTaHaBMNMBAKTCS 3aKOHOA4ATENbCTBOM
Poccuinckon ®egepaumm o TeXHUYECKOM perynupoBaHum [2].

3. B cooTtBeTCcTBMM C OENCTBYIOLWIMM 3aKOHOAATENbCTBOM OTBETCTBEHHOCTb Ha BCeX 3Tanax obpaiieHus
BbICOKOTEXHOMOMMYHOrO  nabopaTopHOro 0BOpYAOBaHWA Ha  pblHKE HeceT npou3BoAWTENb UMK ero
aBTOPU30BaHHbIN NpeacTaBuTerb.

4. TpeboBaHMs K COCTaBMNEHNIO TEXHUHYECKNX 3adaHWNN
AN NpoBeaeHnsi rocyaapCTBEeHHbIX 3aKynok

TexHndeckne TpeboBaHWs OOMKHbI:

- cofepaTb XapaKTepUCTUKN BbICOKOTEXHOMOMMYHOro nabopatopHoro obopyaoBaHNs C TOYKM 3pEHUS €ro
npegnonaraemMoro UCMosib30BaHMsA KOHEYHbIM NOTpebuTenem;

- He 6bITb N30bITOYHLIMY;

- HEe MUCKNoYaTb KOHKYPEHLMIO MPKM 3aKynKe BbICOKOTEXHOMOMMYHOIo nabopaTopHoro o6opyaoBaHuns;

- obecneymBaTb BO3MOXHOCTb LLUMPOKOro Bbibopa € TOYKM 3peHUs LeHbl U KayecTBa ToBapa.

TexHndeckne 3agaHns Ansi rocygapCTBEHHbIX 3aKyrnoK pa3pabaTbiBalOTCs 3aKa3ymMkoM € y4eToM TpeboBaHui
3aKoHodaTenbCTBa O pa3MeLLeHUN roCyAapCTBEHHbIX 3aka3oB [1], aHTMMOHOMOMBHOrO 3aKoHoAAaTenbCTBa M
3aKoHo4aTenbCTBa O TEXHUYECKOM perynnpoBaHum [2].

4.1. HanmeHoBaHne ob6opyaoBaHus, ero HasHa4YeHne 1 Lienm UCnonb30BaHns

TpeboBaHMe KOHKPETM3NPYETCS rOCyAapCTBEHHbIM 3aKa34MKOM MCXOAS U3 HasHavyeHust obopygoBaHus U
npegnonaraemMoun cgepbl ero MeEANLUMHCKOIO NPUMEHEHNUS.

4.2. OnncaHne obopygoBaHus

Kaxgblh NognyHKT OAHHOrO MNyHKTa [AOMKEH HyMepoBaTbCsA W coaepxaTb HeobXooumbli nepeveHb
PYHKUMOHAMbHbIX M TEXHUYECKMX XapaKTEPUCTUK, NOTPEOUTENbCKMX CBOWCTB, KOMMIIEKTALUW, KONIMYECTBEHHbIE,
KayeCTBEHHbIE U MHbIE NOKa3aTenu, HeobxoaMMble 3aKa34vmKy (KOHEYHOMY MONb30BaTEN!O).

TOYHbIE 1 YETKME TEXHUYECKME TPEOOBaHUS ABMASIOTCA NPEANOChIKON K TOMY, YTOObI MOCTaBLUUK MO 3anpocy
3aKa34yvKka NpeacTaBui pearbHble Y KOHKYPEHTOCMOCOOHbIE TEXHUYECKME U TEXHUKO-KOMMEpPYECKUE NPEeanOKeHs
6€e3 3HaYMTENBbHbIX OFOBOPOK, OTKMOHEHWI UNN OOMOSHUTENbHBIX YCIOBUN.

TexHnyeckme TpeboBaHMs Ha MNOCTaBKy OOOpPYAOBaHMS BbBIMOMHSKOTCA pasgenbHO Afs Kakgoro Buaa
0bopynoBaHUs U LOIMKHbBI BKITHOYaThb B Cce04:

- TEKCT TEXHUYECKUX TpeboBaHWI;

- Tabnnuy TEXHNYECKMX MOKa3aTenen.

B TeKkcT TexHuveckux TpeboBaHMIA BKIHOYAKOTCA OCHOBHbBIE XapakTEPUCTUKM NMOCTaBNAeMoro obopygoBaHus.
CornacHo TexHuW4yeckuM TpeboBaHWsIM, 3akynaemoe oOopydoBaHME W maTepuarnbl, NPUMEHSEMbIE B 3TOM



obopynoBaHUN, OOMMKHbI ObITb HOBbLIMW, HE WCMONb30BaHHLIMKM paHee, NpeacTaBnAaTb COOOM COBPEMEHHLIE
MOLENW, CO3[aHHbIe C Y4EeTOM NOCNEeAHNX SOCTUKEHUI B 06N1acTu KOHCTPYKUMIA U MaTepuarnos.

TexHnyeckme TpeboBaHUS AOMKHbI ObiTb COCTaBMneHbl TakMM 06pa3oM, 4ToObl obecneunTb MakcMMarnbHO
LLIMPOKY KOHKYPEHLMIO U B TO XXe BpeMs AaTb YeTKoe npeacTaBrieHe o Heobxoammblx cTaHgapTax 6esonacHocT
N KayecTBa MCMOJIHEHMS, MaTepuanax W 3KCMiyaTauMOHHbIX XapakTepUCTUKaX 3aKkyrnaemoro obopynoBaHus,
TPaHCMOPTUPOBKE, YNAKOBKE M YCINOBUSAX XpaHEHUS 000pyA0BaHNS.

Mpn cocTaBneHnn TEXHUYECKMX TpeboBaHWA HEOOXOAMMO Y4YMTbIBATb TO, YTO OHW HE OOSMKHbI MMETb
orpaHMYuTENbHbLIN  xapakTep. CTaHgapTbl M TEXHUYEcCKne cneuudukaumm, ykasbiBaeMble B KOHKYPCHOM
OOKYMeHTaLMW, OOIMKHbI rapaHTMpoBaTh COBMOAEHNE OCHOBHbBIX TEXHUYECKNX TpeboBaHMi 1 Npo4Ynx TpeboBaHui
K 3aKynaemomy ob0opyaoBaHuio.

B TpeboBaHusiX AOMKHblI OblTb MPUBELEHbI CBEAEHUSI O KIMMAaTUYECKOM WCMONTHEHUM W KaTeropusix
pa3melleHns obopyaosaHusa no FOCT, ctenenu 3awmtbl no MOCT, ypoBHe BMOpauuu, Liyma, KOMMOHOBKE,
pa3meLLeHn 1 nnowaakax obcnyxmBaHus obopyaoBaHus, macce ob6opynoBaHus, ero rabaputax (nnowaau ons
camoro npubopa) c y4eToM MMELLMXCH Yy 3akasumka (KOHEYHOro nonb3oBaTensl) NOMEeLEHMN U KOMMYHaIbHbIX
pecypcoB, MOHTaXxe, MMNaHOBLIX W KanuTanbHbIX pPeMOHTax 00opyaoBaHUS, YCIOBUSIM €ro  CEpPBUCHOTMO
obcnyxuBanuns. Mo BO3MOXHOCTU, B TEXHUYECKUX TPeBOBaHUSIX YKa3blBaOTCS KOHKPETHble CTaH4apThbl, NPUHATHIE
B MexayHapogHow npaktuke (FTOCT P MCO/M3K, TOCT MCO/M3K, 3apernctpmpoBaHHble kak Meansgenuvs B P®),
KOTOpbIM LOMKHO COOTBETCTBOBATL 3aKkynaemoe obopynoBaHue, unu ctangaptel Poccumn (TOCT P).

4.3. TpeboBaHusi kK BpeMeHM HapaboTkn 060pyAOBaHMS HA MOMEHT 3aKyrKu

Yka3biBaeTcss, 4TO 00OopygoBaHME [LOMKHO ObiTb  HOBbIM, paHee He  UCMOfb30BaHHLIM, He
9KCMNNyaTMPOBaBLUMMCH UMM UMETb OnpedeneHHoe BpeMsi HapaboTku (C y4eToM Banugauum u KkanvbpoBKU Ha
NpeanpUSTUN-U3roTOBMTENE U B NpoLEecce TEXHUYECKUX UCTbITaHMI NpU perMcTpaumMm MeguuuHCKoro nsgenus) n
ObITb UCNPaBHbIM.

4.4. TpeboBaHus K NOCTaBLUUKY 0BOPYyAOBaHNS U €ro OTBETCTBEHHOCTU

VcnonHuTenb [OMKEH MMETb YCTaHOBMEHHble 3aKOHOA4AaTEeNbCTBOM W HOPMAaTUBHO-MPABOBLIMW akTaMu
Poccuiickon ®depepauumn OOKYMEHTbI, NOATBEPXKAAKOLLME COOTBETCTBME OKasbiBAaEMbIX YCryr TpeboBaHUsM
OENCTBYIOLWNX HOPMaTMBHO-NPaBoBbIXx akToB Poccuiickon ®epepauun. OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE
npoaneHve TakMx [OOKYMEHTOB nexut Ha WcnonHwutene. WcnonHutenb npepoctaBnseT 3aka3uuky Konuu
OOKYMEHTOB,  MOATBEPXAAWMX  COOTBETCTBME  OKasblBaeMblx  ycnyr  TpeboBaHuSM  OeWCTBYHOLLMX
HOpMaTUBHO-NPaBOBLIX akToB Poccumnckon ®epepauunn.

4.5. TpeboBaHne o HeobxogmmocTn obecneveHusi B3aMMOAEWCTBMSI MOCTaBnsieMoro obopynoBaHust C
obopygoBaHueM, NCNonb3yeMbiM 3aKa34ynMKoM

Mpn HeobxoouMOCTH, yKa3biBAOTCA BapuaHTbl obecneyvyeHns B3aMMOAEWCTBUS MMEIOLLErocsl y 3akasdmka
obopynoBaHusa ¢ 3akynaembiM 060pyaoBaHMEM (BO3MOXHOCTb MOAKMOYEHUS K nabopaTtopHon MHGOOPMaLMOHHON
cUcTeMe, eOuHbIA NPOTOKON 0OMeHa AaHHbIMUW, NPOrpaMMHas COBMECTUMOCTb W Mp.).

4.6. TpeboBaHus K pasmepam 00opyaoBaHUSA

TpeboBaHusa k pasmepam 060pyaoBaHMS (DOPMUPYHOTCS NCXOOA U3 UMEKLLMXCA Y 3aKas3umnka nnowagen unm
C YYeTOM WX PEKOHCTPYKUUW. PEKOHCTPYKUMSA UMELWMXCa Mnowagen onpegensercd  3agaHuem Ha
NpoeKkTMpoBaHne, B 3aBUCUMOCTM OT MOLIHOCTM nabopatopun, BWAOB UCCMEeAOBaHWKN, BbIOPaHHOrO
TEXHOSOMMYECKOro peLleHns], a Takke pa3sMepoB U paccTaHoBKW nabopaTopHoro obopyaosaHus.

4.7. TpeboBaHMs K NpeanpoaaXkHoN NOAroToBke 06opyaoBaHUs

TpeboBaHMsa NO NpeanpoaaXHON NOAroTOBKE 000pyA0BaHMSA KOHKPETU3MPYIOTCSA 3aKa3yunKoM.

MpennpoaaxHasa nogrotoBka 060pyaoBaHMSA MPOBOAMTCA Ha CkNnage KOMMaHMU-NoCTaBLUUKa.

4.8. TpeboBaHusA K pacxogam Ha akcrnyataumio obopyaoBaHMs, K NOCTaBKE pacxOodHbIX MatepuanosB Ans
obecneyeHnst PyHKLMOHMPOBAHNS 1 KCnnyaTaumm obopyaoBaHums

YKa3sbiBaeTcs npu HeobXoAMMOCTM - Hanpumep, pacxodbl Ha aKcnnyaTauuio obopyaoBaHWs B TeyeHue
Mecsua (KBapTtarna, nonyroguvs, roga v np.) He AomkHbI npeBbiwaTe 6onee 10% ctoumocTn obopyaoBaHUS.

B atom pasgene HeobxoAMMO MepeYncnnTb pacxodHble Martepuarbl, KOTOpble 3aKa3duMK XOYET MOoMy4nTb
BMecTe ¢ obopyaoBaHveM. TpeboBaHMsa Mo nepefaye 3aka3vmKy CTapTOBOrO KOMMSIEKTa pacXOAHbIX MaTepunanos
ONA NepBUYHOW 3KchfyaTauum ToBapa B TeveHue Tpebyemoro cpoka KOHKPETU3MPYHTCA roCy4apCTBEHHbLIM
3aKa34MKoM.

4.9. TpeboBaHuss K KayecTBy o0OopygoBaHus, 6e30macHOCTM MEeOMUUMHCKOrO nepcoHana w  3awumrte
OoKpyxatoLlen cpeabl

TpeboBaHma K kavectBy M 0GesonacHocTM oOOpyAoOBaHMA W €ro  noTpeduTenbCkUM  CBOWCTBaM
KOHKPETU3MPYIOTCSA roCy4apCTBEHHbLIM 3aKa34MKOM.

B cnydyae ecnv oT NCNonHUTENS B NPOLIECCE BLINOITHEHMS KOHTpakTa TpebyeTcsi OCyLWecTBMTb CTpaxoBaHme
OTBETCTBEHHOCTM Nepen TPETbMMMU NMLAMU U €CIN MOCTaBKN U COMYTCTBYHOLLME YCIYTM CBSA3aHbl C BO3MOXHOM
OMacHOCTbIO AMs XKU3HM U 300pOBbS MOAEN UMK 3KOMNOrMYeckum yulepbom - B JaHHOM pasfene OOSPKHbl ObiTb
OaHbl COOTBETCTBYHOLLME HEODXOAMMbIE TPEDOOBAHNS.

4.10. TpeboBaHMsA K rapaHTUMHOMY M NOCTrapaHTUNHOMY OBCMY>XUBaHUIO



TOYHO yKasbiBAeTCs MPOOOIMKUTENBHOCTL FAapaHTUMHOIO CpoKa M MeCTO BbINOSMIHEHMS paboT no
rapaHTUMHOMY OOCIY)XMBaHMIO, YyCTaHABNMBAEMOE MO YCMOTPEHMIO FOCY4apPCTBEHHOrO 3akasuvvka. [apaHTUiHbIN
CPOK He MOXeT ObiTb MeHbLUe rapaHTUMHOrO cpoka npousBoauTensa (u3rotoBuTens). CriegyeT 4eTKo ykasaTb
00a3aHHOCTN MOCTaBLiMKa (MCMOMHUTENS, NoApsiAYMKa) B TeYeHWe rapaHTUMHOTMO cpoka - 00s3aHHOCTM Mo
NpoUNaKTUYECKMM OCMOTPaM U MEPOMPUATUAM, MO rapaHTUAHOW 3aMeHe W PEeMOHTY JeTtanen, no
NPeLOCTaBMNEHMIO B MOMb30BaHNE Ha BPEMSI PEMOHTa aHarorM4yHoro ToBapa, Mo 3abopy v BO3BpaTy ToBapa
TPaHCMOPTOM MOCTaBLLMKa U T.4.

CnenyeT Takke ykasbiBaTb NEPUOANYHOCTL TEXHMYECKOro obcnyxmBaHus. MNpu npoBegeHun obenyxmeBaHus
0bopyooBaHUS OOMKHbI  UCMOMb30BaTbCA WMHCTPYMEHTbI, KOHTPONbHO-U3MepUTENbHblE NPUBOpPLI, pacxofHble
MaTepuanbl, KOMMNEKTYIOLWME, 3anacHble YacTu, COOTBETCTBYOLLME TPEOOBaAHNSM K TEXHUYECKOMY 0BCINYXMBaHNIO
N PEMOHTY, NpeabsBNseMbiM Npon3BoguTeENeM 000pyaOBaHMS.

B paHHOM pasgene MoryT GbiTb NpMBEAEHbI OAHHBIE O FApaHTMMHOM CpOKe 3KCniyaTaumm obopynoBaHus,
rapaHTMMHOM HapaboTke (B Mpefenax rapaHTUMHOIO Cpoka 3KChryaTtauuun), rapaHTUM MpaBuITbHOCTM Bbibopa
BCMOMOraTenbHOro obopynoBaHMs KOMMIEKTHOM NOCTaBKU. 34eChb Ke MOXET MpUBOOMTLCS NepeveHb 3anacHblX
yacTel 1 npucnocobneHnin Ha nepyog rapaHTUMHON KcnyaTauum obopyaoBaHUSA U HA NepPUOS Nocre OKOHYaHus
€ro rapaHTUNHOW aKcnnyaTalmu.

4.11. TpeboBaHus N0 0ObEMY rapaHTU kayecTBa yCnyr

TpeboBaHMs Kk kavecTBy o0OOpyLOBaHMA W ero MOTPeOUTENbCKUM CBOMCTBAM  KOHKPETU3MPYHOTCS
rocygapCTBEeHHbLIM 3aKa34yMKOM.

YKa3blBalOTCA MUHMMAanbHO NMpueMrieMble Ansl rocy4apCTBEHHOro 3akas3uymka WM KECTKO YCTaHOBIEHHble
06s3aHHOCTM NOCTaBLUMKa B rapaHTUMHLIA Nepuoa.

4.12. TpeboBaHua Kk nepenade 3akasumky ¢ 06opygoBaHMEM TEXHUYECKOWN, COrNacOBaHHOM pa3peLLmTeribHON
N MHOW AOKYMeHTaLum

TpeboBaHus Kk nepegave rocyaapCTBEHHOMY 3aKa3uuMKy TEXHUYECKMX M MHbIX OJOKYMEHTOB NMpWU MocTaBke
0bopynoBaHUS  KOHKPETU3MPYHOTCS  3aKa3uuMkoM. YKasblBalOTCsl [OOKYMEHTbl, COMPOBOXAaloLiMe MOoCTaBKy
0bopynoBaHus, BhINOMHEHNe paboT, okasaHue YCnyr, Hanpumep, YTo 3T AOKYMEHTbl AOMKHbI ObiTb NepegaHbl Ha
s13blke NPON3BOAUTENS C NEPEBOAOM Ha PYCCKUI A3bIK.

4.13. TpeboBaHUs K CONyTCTBYIOLLEMY MOHTaXy NOCTaBNEHHOro 060pyAoBaHMs, NyCKOHaNagouYHbIM U UHbIM
pabotam

TpeboBaHMA K MOHTaXy MNOCTaBNEHHOro O0OOpPyAOBaHUA W MyCcKOHanagodHbiM paboTtam Ha MecTe Yy
3aka34umka (KOHeYHOro Nonb3oBaTens) KOHKPETUMPYHOTCA roCy4apCTBEHHbBIM 3aKa34MKOM.

4.14. TpeboBaHUS K NOATOTOBKE U MHCTPYKTAXKY MEOQMLIMHCKOrO M TEXHUYECKOro NepcoHana 3akas4mka

TpeboBaHMA K WHCTPYKTaxy MNOCTaBLLUMKOM TEXHUYECKOTO W MEeOMLMHCKOrO nepcoHana 3akas3uuka B
OTHOLLEHMM paboTbl C NOCTaBNEHHbIM 0B0PYAOBaHNEM KOHKPETU3NPYIOTCS rOCY4apCTBEHHBIM 3aKa34yMKoM.

4.15. TpeboBaHUS K BbIMNOMHEHMIO CONYTCTBYHOLMX PaboT, OKa3aHWo CONYTCTBYHOLLUX YCyr

TpeboBaHna Mo [octaBke, pas3rpy3ke, MNPeLOCTaBMEHUIO WMAMOCTPATUBHBIX MaTepuanosB, MOCTaBKam
KOMMIeKTa pacxogHbIX MaTtepunanos v ap.

4.16. TpeboBaHUS K KONUYECTBY, NEPUOSNYHOCTU, CPOKY N MECTY NOCTaBOK

Cpoku (nepmoabl) nocTaBkM 000pyaoBaHUSA (yKasblBaeTCsl KOHKPETHas KanengapHas garta, Uinmn MUHUMarbHO
npuvemnemMas Ans rocyaapCTBEHHOrO 3akasyuka garta nocTtasku, wnu nepuog (nepuodbl), B TeYEHME KOTOPOro
(koTOpbIX) OOMKHO ObITb MOCTaBneHo obopydoBaHME, UMK CPOK C OaTbl 3akmnoveHus goroesopa (ynnaTbl aBaHca
WNN MHOrFO), B TeYeHMEe KOTOPOro Q[OoSbkHa ObiTb OCyllecTBfieHa MOoCTaBka, WM npunaraeTca  rpadumk
NepMoanYHOCTM NOCTABOK).

4.17. MNMopsgok caaym u npuemkyn o6opyaoBaHms

Mopsgok caaym v NpMemMKn TOBapoB KOHKPETU3NPYHOTCS roCy4apCTBEHHbBIM 3aKa34MKOM.

YKa3bIBalOTCA MEpPONPUATUS MO 0BecnevyeHnto caayun n npueMkn obopyaoBaHms No Kaxgomy atany nocTaBKu
N B LEeroMm, cogepxaHne oT4eTHOW, TEXHUYECKON 1N MHOW JOKyMeHTauun, noanexaiiern opopmneHuno n caade no
KaxgoMy atany M B Lenom (TpeboBaHMEe MCNbITaHWA, KOHTPOMbHbBIX MYCKOB, MOAMMCAHUSA aKTOB TEXHWYECKOro
KOHTPONS, MHbIX JOKYMEHTOB Mpu caave obopyaoBaHus).

5. TexHuuyeckme TpeboBaHus, NpeabaBsgeMble NOCTaBLLMKaM
aBTOMaTUYECKMX aHanM3aTopoB AN O6LLEKITMHNYECKMX
nuccnegosaHui, ANs Lenen rocygapCTBEHHbIX 3aKymnoK

Mpn chopmMnpoBaHMM TEXHUYECKOrO 3adaHus Onsl Lenen rocygapCTBEHHBLIX 3aKyrnoK K aBTOMaTUYeCKUM
aHanusaTopam 3akasduk pykoBoacTByeTcsl HacToswmm FTOCTom M B 3aBUCMMOCTM OT LEnew, CToslMX nepen
MeOMUUHCKON nabopaTopuen, NCNornb3yeT HEOOXOAMMbIE MO3ULUN TEXHNYECKMX TpeboBaHu 6e3 pernameHTaumnm
NX Konum4yecTBa.

OpHOBpPEMEHHOE MCNOMb30BaHWE B3aMOUCKITOYaoLWmnx TpeboBaHuii He AonyckaeTcs.

5.1. HaumeHoBaHWe o6opyaoBaHUs, ero HasHa4YeHNe 1 Lienm UCnonb3oBaHns



ABTOMaTMYECKMI aHanmsaTtop And OOLLEKNNHNYECKUX UCCNEen0oBaHNA.

anIHLI,VII'I n3MepeHna n MeToAbl YKasblBakdTCA, €Clin BIUAKOT Ha YYBCTBUTEJIbHOCTD, CﬂeLl,I/I(*)VI‘-IHOCTb n
BOCNpon3BoOANMOCTb nccrnenoBaHui.

I'IpwmeanMe. B TexHu4eckom 3agaHum 3anpeLjaeTca ncnonb3oBaTtb (bl/lpMeHHbIe Ha3BaHUA O60pyﬂ,OBaHI/IF|.

5.2. OnncaHne obopynosaHus

5.2.1. TpeboBaHusi, 0OyCrnoOBMEHHbIE HAaNW4MEM Yy KOHEYHOro MOoNb30BaTeNnsd MaTepuanbHbIX PecypcoB u
NMOMEeLLIEHNIA, CBA3aHHbIE C pa3MeLLleHeM aHanusaTopa y nonyyarens 1 KOMMyHarnbHbIMW pecypcamu nony4varens

- TUN UCMNOSHEHNs aHanu3aTopa (HacTOMNbHbIA/HANOMbHbIN);

- MakcumarbHO AonycTuMble rabaputbl aHanmaartopa (Bblicota (MM) X AnvHa (MM) X WupuHa (Mm));

- MakcumarbHas nnowaab, Heobxogumas Ans KcnnyaTauum aHanmM3aTopa;

- TpeboBaHMA NO HANPSPKEHUIO ANEKTPOCETU, HEOOXOAUMOMY ANA dKCnnyaTtauum aHanusaTopa (B).

5.2.2. TpeboBaHuWs kK NPON3BOAMTENBHOCTH

- MPOM3BOAUTENBHOCTbL (TECTOB B Yac);

- TpeboBaHUs MO BO3MOXHOCTW MOArpyXaTb AOMOSMHWTENbHO HOCUTENW Guomnornyeckoro maTtepuana 6es
OCTaHOBKM aHanusaTtopa (BO3MOXHO/HEBO3MOXHO);

- MPOM3BOANUTENBHOCTb AN POTOMETPUYECKMX TECTOB (TECTOB B Yac);

- Hann4ne MOHOCENEKTMBHOIO MOAYIs B COCTaBe aHanM3aTopa;

- MPOM3BOAUTENBHOCTb MOHOCENEKTUBHOIO MOAYNS (TECTOB B Yac);

- BpeEMsi OT MOCTaHOBKM Npobupkn ¢ Gruomatepuanom Ha GOpT aHanu3aTopa OO0 NonyyeHust pesynbtaTa (B
MUHYyTax).

5.2.3. TpeboBaHus K YpOBHIO aBTOMaTU3aLMN TECTUPOBAHUS

- aBTOMaTn4eckoe passegeHune buomatepuana Ha 6opTy aHanu3arTopa;

- aBTOMaTM4eCcKoe NepeHasHa4YeHne Tecta nNpu NoNy4YeHNM HEKOPPEKTHbBIX Pe3ynbTaToB (peTecTupoBaHue);

- nporpaMMvMpoBaHWe MpaBuil TECTUPOBaHUSA [Ofs aBTOMATUYECKOrO Ha3HayYeHWs OOMOMHUTENbHbIX
nccnegoBaHui B 3aBMCMMOCTU OT MOMyvYaeMbiX pe3dynbTaToB (pedriekcHoe TECTUPOBaHUE);

- HTErpauusi C UMMYHOXMMUYECKUM aHaNMn3aTopoM.

5.2.4. TpeboBaHus k cTeneHn onTummnsaLmm nabopaTopHOro npouecca npu aKkcnnyaTtaumm obopyaosaHms

- NOAKIMYEHNe aHannsaTopa K nabopaTtopHon MHPOPMAaLIMOHHON CUCTEME;

- Hanmymne BCTPOEHHOro CKaHepa LUTPUX-KO4OB NPOoBUpoK;

- MMHUMarbHOE KonmMyecTBo bruomarepmana, Heobxognmoe Ans NpoBeaeHns nccrnegoBaHns (MKn);

- TMNbl BomMaTepmana, KOTopbI MOXET UCCreqoBaTbCA HA aHanNu3aTope;

- Konn4yecTBo buomaTepuana, Heobxoaumoe Ansa onpeaenexus "X" (He Gonee, MkI);

MpumeyaHue. B kauectBe "X" MOXeT ObiTb yKaszaH KOHKPETHbIN aHanNuT uUnu rpynna aHanuTos.

- MakcuMarnbHOe KOnmM4yecTBo 06pasLioB, eAUHOBPEMEHHO 3arpy>kaemblx Ha 6opT aHanmnsaTtopa (WT.);

- MakcumanbHOe KONMMYEeCTBO pasfnyHbIX TECTOB, KOTOPbIE MOXHO BbINOMHATL Ha aHanu3atope 6e3 3ameHbl
peareHToB;

- BO3MOXHOCTb paboTbl aHann3aTopa ¢ NepBUYHBIMU NPoBMpKamu;

- BO3MOXHOCTb paboTbl aHanmn3aTopa ¢ NepBUYHbIMU NPpobMpkammn 6e3 MCnonNb30BaHUA aganTepos;

- BO3MOXXHOCTb paboTbl aHanmM3aTopa ¢ nepBuYHbIMK Npobupkamm gnameTpom "X" Mm;

- BO3MOXHOCTb paboTbl aHanusatopa C MnepBuYHbIMW MNpobupkamm 6e3 MCNonb3oBaHUS aganTepoB
anameTtpom "X" Mm;

MpumeyaHue. B kavecTtBe "X" MOXET ObITb YKa3aH KOHKPETHBIN AnaMeTp unmn gnanasoH JuameTpoB.

- MCMONb30BaHME B aHanu3aTope YHMBEpPCallbHbIX LTATMBOB ANA MNpoOMPOK C pasnnyHbIMK TUNamu
06pasLoB, KOHTPOSTbHBIMX MaTepuanamu unu Kannéparopamu.

5.2.5. TpeboBaHUS K HanMM4YMIO BCTPOEHHbIX B aHanmu3atop cuctem obecrnevyeHnss npaBuUIIbHOCTH
aHanuTM4ecKoro npowecca

- cucTema OeTeKLmMmn CrycTKOB B 0b6pasLe buomartepuana npy nMneTMpoBaHuy;

- cucTema LETEKLMN CTyCTKOB, My3blPbKOB, MeHbI B 0Opasue buomaTtepuana npu nMneTMpoBaHny;

- cucTema LETEKL MU CTYCTKOB, My3bIPbKOB, MEHbI NPV MUMETUPOBAHUN PEareHTOB;

- OTCYTCTBUE MEPEKPECTHOIO 3arpsi3HeEHMS 0Opa3LoB NPy NUNETUPOBAHWY;

- KOHTPOIb CTabUNBHOCTM PaboThbl NaMMnbl aHaNN3aTopa;

- cuCTeMa MOHMTOPUWHIA NPO3PaYyHOCTUN PEAKLMOHHbIX KIOBET;

- aBTOMaTM4eCcKas cucTeMa MOHMTOPUWHIA MPO3PaYHOCTU PEaKLMOHHBIX KIOBET NMOCE KaX40ro NpoBegeHHOro
TecTa.

5.2.6. TpeboBaHuWsi K KayecTBy MoMy4YaeMbix B MpOLEcCe 3KcnnyaTtauuum o0opyaoBaHWsl pes3ynbTaToB
nccriegoBaHmn

- MMHMMarnbHasa onpegensemMas KoHueHTpaumsa "X" (MUMnUT geTekumn);



- MMHMMarbHasa Banuampyemas KoHueHTpauusa "X" (Konn4ecTBeHHbIN Npeaen onpeaenexHns).
MpumeyaHue. B kauectBe "X" yka3blBaeTCs KOHKPETHbIA aHanuT U COOTBETCTBYIOLLME €OMHULbI U3MEPEHUIA.

5.2.7. TpeboBaHUs k NepeYHI0 BUOOB UCCNEAOBaHWI, BbINOMHAEMbIX Ha 060opyaoBaHMK
- BO3MOXHOCTb onpefeneHus "X";
MpumeyaHue. B kavecTBe "X" MOXET ObITb Yka3aH KOHKPETHbBIN aHaNWUT UMnu rpynna aHanuToB.

- Hanuyne [OOMOSHUTENbHBLIX MOMb30BaTENbCKMX KaHaroB Afsi NPOrpaMMUPOBaHUSI UCCNEOoBaHUA - He
MeHee (LT.).

5.3. TpeboBaHus K BpemeHn HapaboTkn 060pyAOBaHNS HA MOMEHT 3aKymnku

Ha MOMeHT nocTtaBku 06opynoBaHMe SBNSIETCA HOBbIM, HE ObIBLLUMM B 3KCMyaTauuu.

Bpemsi HapaboTku gns Banugauun, KanvbpoBKn Ha NPeanpUATUN-U3rOTOBUTENE U B MPOLLECCE TEXHUYECKNX
UCNbITaHWI NPU PErncTpaumnm MeELULMHCKOIO U3LENUS B CPOKE SKCMNITyaTaunm He y4YUTbIBaeTCS.

5.4. TpeboBaHus K nocTaBLLuKy 06opyaoBaHMSA U €r0 OTBETCTBEHHOCTU

MocTaBWMK [OOMKEH WMETb YCTaHOBMEHHbIE 3aKOHOAATENbCTBOM M HOPMAaTMBHO-MPABOBbLIMW  aKTamu
Poccuiickon ®epepaumn [OKYMEHTbI, MOATBEPXAaloLMe COOTBETCTBME OKa3blBAaEMbIX YyCnyr TpeboBaHusiM
OENCTBYIOLWMX HOPMAaTUBHO-MpaBoBbIX akToB Poccuickon ®enepaumn. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NpoaneHNN TakMx AOKYMEHTOB NexuT Ha MocTtaBwimke. MNMocTaBLumK npeaocTaBnaeT 3aka3uuky Konum AOKYMEHTOB,
NOATBEPXKAAILLMX COOTBETCTBME OKa3blBaeMbIX yCnyr TpeboBaHUsIM OeACTBYOLMX HOPMATUBHO-MPABOBbIX aKTOB
Poccuiickon ®epepavmu.

5.5. TpeboBaHne 0 HeobxogumocTn obecnevyeHnss B3aMMOLENCTBMSA MOCTaBNsemMoro obopyaoBaHus C
O60py,qOBaHVIeM n VIH(*)OpMaLI,I/IOHHbIMI/I cncreMmamMu, UCNoJ1b3yemMbliMU 3aKa34nMKOM

O6opynoBaHMe [OMKHO MOAKMHYAThCa K nabopaTtopHon MHGAOPMALMOHHOW CUCTEME C MCMONb30BaHMEM
CTaHOapTHbIX MPOTOKOJ10B obmeHa AaHHbIMW.

5.6. TpeboBaHus k pasmepam obopyaoBaHus

[omkHbl BbITb Yka3aHbl:

- MMHAMallbHblE TpGGOBaHVIﬂ K NOMeLleHUo;

- MakCumMalnbHO OONYCTUMbIE pa3Mepbl OGOpyAOBaHMﬂ, ncxoga M3 MMerLWmnxca y KOHeYHOro nornb3oBaTtend
nnowagen wnm c ydeToM WX PEKOHCTPyKuuK, obecneumBatowme 6e3onacHOCTL nepcoHana npu pabote wm
obcnyXnBaHun, ¢ y4eTom OENCTBYHOLLNX HOPM NS MEAULMHCKMX nabopaTopui.

5.7. TpeboBaHua k npeanpoaaxHoM NoarotToske obopynoBaHNs

YKasaTb KOHKpETHble TpeboBaHUS 3aKka34vmka K NpeanpogaxHon NoaroToBKe aHann3aTopoB, Hanpuvep:

- HanNu4Me OencTByOLWEro cepTudurkaTa CooTBETCTBUA Ha 06opyaoBaHME;

- Hamuyme pacxogHbIX Matepuanos, HeobxoaumbIX ANs Banvaauuu, yCTaHOBKU aHanv3aTtopoB U oby4veHus
nepcoHana.

5.8. TpeboBaHMs K pacxogamMm Ha 3KchnyaTauuo 00OpyAOBaHWUA, MOCTABKE pPacXOAHbIX MaTepuanoB W
conyTcTBytoLLero obopynoBaHust ansa obecnevyeHns QyHKLUNOHNPOBAHNA 1 3KCNyaTaumm o6opyaoBaHus

- pacxoaHble maTepuarbl ANg BbINOHEHUA nccnegosaHun "X", He MeHee (TecToB);

- pacxogHble maTepwuarsbl, BKovas kannbpartopsbl, 418 BbINOSTHEHUA nccreqoBanuni "X", He MeHee (TecToB);

- pacxofHble MaTepuanbl, BKMYas KanubpaTopbl M KOHTPOSbHble Martepuanbl, AfS  BbINOMHEHNS
nccnegosaxui "X", He MeHee (TecToB);

MpumeyaHue. B kauectBe "X" ykasbiBa€TCA KOHKPETHbLIA aHanuT.

- KOMMIIEKT MaTepuarnoB AN npoBefeHns 0bCcnyxXunBaHMsa BO BPeMsi 3KChnyatauum (mepuog aKcniyataumu
yKa3blBaeTCs B MecsuUax);

- KOMMSEKT MaTepuarnoB Ansi MPOBEAEHUS TEXHUYECKOro OOCnyXuMBaHMS aBTOPU3OBAHHBIM CEPBUCOM
(yka3aTb nepuoa akcnnyatauum, HoO He MEHee rapaHTUMHOMO CpoKa NOCTaBLLNKA);

- cucTema nofroToBKU BOAbI C MPOU3BOAUTENBbHOCTBLIO, 4OCTAaTOMHOM ANA 3KCnyaTauumn obopygoBaHus;

- UCTOYHMK BecnepebonHOro NMTaHus, ykasatb BpemMsa obecrneyeHns aBTOHOMHOW paboTbl aHanu3aTtopa, He
MeHee (MUHYT);

- TMN NpuvHTepa (NasepHbI UM CBETOAMOAHBIN), MPOU3BOAUTENBbHOCTL (CTPaHWL, B MUWHYTY), LBETHOCTb
(4epHO-6€enbIn nnu LBETHOWN).

5.9. TpeboBaHms Kk KadecTBy 0OOpygoBaHusi, ©e30MacHOCTM MEOUUMHCKOrO MepcoHana W 3awure
OoKpyxatoLlen cpeabl

Be3onacHOCTb MegULMHCKOrO NepcoHarna npu aKcniyartauum aHanu3aTtopoB JOSkHA 0becnevmBaTbCs:

- KOHCTPYKUUWEW aHanmM3aTopoB, KOTOpble AOMKHbI ObiTb Ge3onacHbl Npy MCMOMb30BaHMU OTAENbHO Ui B
COCTaBE KOMMIIEKCOB (CMCTEM) M YyOOBMNETBOPATH TpeboBaHMAM CTaHAApTOB UM APYror HOPMAaTUBHO-TEXHUYECKON
OOKyMeHTauuu;

- KOHCTPYKUMEN W YCTPOWCTBOM 3fIEKTPOYCTAaHOBOK AfS MNUTaHWS aHanu3aTopoB, KOTOPbIE AOSMKHbI
yoosneTBopATh "[paBunam ycTponcTea anekTpoyCcTaHOBOK" 1 APYron HOPMaTUBHO-TEXHNYECKOW JOKYyMeHTauuu;



- CUCTEMOW TEXHUYECKOIO 0OCNY>XMBaHUS U pEMOHTa 000pyL0BaHMS;

- NPUMEHEHNEM YCTaHOBMNEHHbIX Mep U CPEACTB 3aLUUThI.

5.10. TpeboBaHus kK rapaHTUAHOMY M NOCTrapaHTUMHOMY OBCHYXNBaHUIO

- rapaHTUNHbBIA CPOK Ha NnocTaBnsiemoe obopyaoBaHue - He meHee 1 roaa;

- HanM4ne CepBUCHON CNYyx0Obl, CepTUULMPOBaAHHON NPON3BOAUTENEM TOBapa, Ha TeppuTopun PO;

- Hanuyne cucTembl yaaneHHOro MOHUTOPUHra paboThl aHanmM3aTopa CEpPBUCHON cry0boi nponssoanTens
obopynoBaHus;

- Hanu4ume cnyx6bl TEXHUYECKON NOOAEPKKM NPOM3BOAUTENST aHanu3aTopa.

5.11. TpeboBaHus No o6bemy rapaHTUin KayecTBa ycnyr

- 6ecnnaTHbI PEMOHT 060pYyAOBaHNSA B rapaHTUAHbIA NEPUOL;

- DGecnnatHoe BbLIMNOMIHEHME BCEX MNPOUNaKTUYeckMx paboT, pernameHTMPOBaHHbLIX MNPOU3BOAUTENEM
0bopynoBaHus, B paMkax rapaHTUIHOro nepuoaa.

5.12. TpeboBaHus k Nnepefade 3akasvmky ¢ 06opyoBaHNEM TEXHUYECKOW, COrNacoBaHHOM paspeLunTenbHON
N MHOW AOKYMeHTaLum

- HanNu4Me perncTpaLnoHHOro YA0CTOBEPEHNSA Ha NOCTaBNAEMblE aHanM3aTopbl;

- HanV4yne perncTpaLnoHHOro yAOCTOBEPEHUS HA pacxofHble MaTepuanbl, HeOOXO4MMbIE MPKU SKCNyaTaumm
aHanmn3aTopoB.;

- HanuuMe pernmcTpaLMoHHOrO YAOCTOBEPEHWSI Ha pacxogHble MaTepuanbl, Heobxogumble Anist
nccnenoBaHusi aHanuta Ha obopyaoBaHuuy;

- HanNu4yMe aKcnnyaTauMoHHON OOKYMEHTAL MU aHanu3aropa Ha pyCcCKOM SI3bIKe.

5.13. TpeboBaHMsA K CONYTCTBYIOLLEMY MOHTaXY NMOCTaBIEHHOrO 060OPYAOBaAHUA, NYCKOHANa404YHbIM U UHBIM
pabotam

Beog 0bopyaoBaHus B aKChnyaTauuio OCyLLLECTBASETCH CepTUdMLMPOBaHHLIMU CrielanmcTamu.

5.14. TpeboBaHMA K NOAFOTOBKE U MHCTPYKTaXy MEOULMHCKOrO U TEXHUYECKOro nepcoHarna 3akasyuka

VHCTpyKTaXX nepcoHana KOHeYHOro nonb3oBatend no pabote Ha aHanu3atope C  Bblgayewn
COOTBETCTBYOLLNX JOKYMEHTOB.

5.15. TpeboBaHus K BbINOSTHEHUIO CONYTCTBYHOLLUX paboT, OKa3aHWo CONYyTCTBYHOLLUX YCNyr

YKa3blBalOTCA KOHKPETHbIE TPEOOBAHUA K BbIMNOSTHEHUIO COMYTCTBYOLWMX paboT, OKasaHU0 COMyTCTBYHOLLIMX
YCIyr, eCnn OHU CBSI3aHbl C NOCTaBKaMu aHann3aTopoB Ans OBLLEKNMHUYECKUX CCeqoBaHui.

5.16. TpeboBaHus Kk KONNMYECTBY, NEPUOANYHOCTU, CPOKY M MECTY MOCTaBOK

- KONMMYECTBO NOCTaBMsiEMOro obopyaoBaHus (LUT.);

- KONMMYeCTBO MOCTaBMsSeMbIX KOMMIEKTOB, BKMOYaLWmX B ceba obopynoBaHue, pacxogHble matepuanbl 1
conyTcTBytoLLiee 00opyaoBaHMe.

5.17. MNopsipok coayun n NnpueMkn o6opynoBaHust

- MOPSAOK NPUEMKN-CAAYM OTAEMNbHbIX BUAOB 1 3Tanos pabor;

- NOPSAAOK Nepegayvn UCNONMHUTENbHbIX AOKYMEHTOB;

- obecneyeHne Hagnexawmx ycrosun ang nposegeHns npuemku-cgadm obopyagoBaHums;

- Hanmyme nNporpaMmmbl BEpUPUKALNOHHBIX UCTIbITAHWUIA N €€ BbINOMHEHNE.

6. TexHuueckme TpeboBaHUs, NpeabaBNsgeMble NOCTaBLLMKaM
aBTOMaTUYECKMX aHanM3aTopoB 4SS LUTONOMMYECKUX CCreaoBaHui,
ANs Luenen rocyaapCTBeHHbIX 3aKymnok

6.1. HaumeHoBaHne o6opyaoBaHuWs, ero Ha3Ha4YeHne 1 Lenu Ncrnosib3oBaHms

ABTOMATMYECKMI aHanu3aTop Afs LMTOMNOrM4YEeCcKUX WCCNedoBaHUMM (MnvM aHanormyHoe HavMEHOBaHWue,
COOTBETCTBYIOLLEE AAaHHOMY TUMY MCCNEAOBaHWN).

OcCHOBHOE Ha3Ha4eHue: MOBbILWEHUE YYBCTBUTENBHOCTU LUMTONOMMYECKOr0o MeToda WUcCcregoBaHui wn/vmnm
ONTUMM3ALUS UCMONb30BaHUS paboyero BpeMeHN BbICOKOKBANMPULIMPOBAHHBLIX BpaYen-LUTONOroB.

YKasblBaeTcs npegHasHavyeHne annapartypbl N9 OUarHOCTUYECKMX WCCIeqoBaHUM W/vnyM CKPUHWMHIA Ha
HanMyne Tex UM UHbIX 3aboneBaHuin.

B coctaB obopygoBaHusa BKMOYaTCA MNporpaMmHble  W/unu  annapaTtHble cpeacTBa  (YCTPOWCTBA),
MO3BOMSIOLLMNE BbINOMNHATE OYHKLUMWN, YCTAHOBMNEHHbIE A5 JAHHOrO0 000pya0BaHUS.

6.2. On1caHue obopyaoBaHus

6.2.1. TpeboBaHusi, 0OYCNOBMEHHbIE HaNVYMEM Yy KOHEYHOro MONb30BaTeNs MaTtepuaribHblX PeCcypcoB U
NMOMELLEHNIA, CBSA3aHHbIE C Pa3MELLLEHMEM aHanu3aTopa y nony4yaTenst U KOMMyHarnbHbIMU pecypcamu nony4darens

- TMN UCMONMHEHNS A1 KaXKO0ro U3 annapaTHbIX CPeACTB aHanm3aTtopa (HaCTOMNbHbIN/HAMOMNbHbIN);

- MakcMMarbHO JONyCTUMble rabapuTel aHanNn3aTopa;

- MakcMMarbHas nnowagpb, pernaMmeHTMpoBaHHas Ans 3KcnfyaTauun aHanm3artopa;

- TpebOoBaHMsI NO HANPSPKEHWIO AMNEKTPOCETU, HEOOXOAMMOMY AN1A AKCyaTaumu aHanuaartopa (BT).

6.2.2. TpeboBaHMs K NPON3BOAUTENBHOCTU



- MakcMMaribHOE KOMMYECTBO aHanmampyemblX LIUTONOrMYECKUX NpenapaTtoB B €4MHULYY BPeEMEHU (B 4vac, B
OeHb, B ron);

- MUMHUManbHOEe BpeMsi OT Mnorny4veHus Guornormyeckoro marepuana o hopMMPOBaHUSA LIUTONOTMYECKOTO
3aKIMoYeHus.

6.2.3. TpeboBaHUS K ypOBHIO aBTOMaTM3aLMM NPUrOTOBITEHNST U TECTUPOBAHUS LIMTONOrMYECKUX NpenapaToB

- aBTOMaTM4eckass OuNCTKa maTtepuana oT NpMMeCer, NoTEHLMANbHO CHUXAOLWMNX ero MHOPMaTUBHOCTb;

- ynpaeneHue KoHUeHTpaumer obpasua (pa3segeHne Unm KOHLEHTPUPOBaHUE);

- aBTOMaTM4YEeCKOE U3rOTOBIIEHME MOHOCIIOMHbIX LIUTONONMYECKMX MpenapaTtos;

- obecneyveHne cTabunbHOCTU XMMNYECKOro COCTaBa PEaKTMBOB B XO4€ NPUrOTOBIEHWUSI NPENapaToB;

- NCNOMNb30BaHMe OCTaBLLErocs KNeToYHOro MaTepuana B Apyrnx BUgax UCCreLoBaHui;

- NpOrpaMMMpPOBaHNE MpaBuI TECTUPOBAHUS ANsl HAa3HAYEHUS! AOMNONHUTENbHBIX NCCNEeoBaHWUNA.

6.2.4. TpeboBaHua K cTeneHu onTUMM3aLMM nabopaTopHOro mnpouecca BCNeacTBUe 3IKcnnyaTaumu
obopynoBaHus

- NPUroToBIeHWe M3 oAdHoro obpasua Ouonornyeckoro maTepuana HecKONMbKMX BUAOB LUTONOMMYECKUX
npenapaToB, YacTb KOTOPLIX OKpaLLEeHa, a YacTb HET;

- NogkNtoYeHne aHanusaTopa K nabopaTopHo MHPOPMaLMOHHON CUCTEME;

- HanuMuMe BCTPOEHHOIO CKaHepa LWTPUX-KOO4O0B, HaKMeeHHbIX Ha HocuTenu obpasuoB Ouonornyeckoro
MaTepuana;

- MMHMMarbHOe KonmyecTBo obpasuoB Guomartepuana, Heobxoanmoe AN NPUrOTOBIEHNST LUTONOMMYECKNX
npenaparos;

- cTaHgapTHas npoueaypa AekoHTaM1HaumMM o6opyaoBaHus;

- MUHMMarnbHOe KonmyectBo obpasuoB OuomaTtepmana, Heobxogumoe [nsi BbINOMHEHMS aHanusa
LUTONOrM4eCcKnX npenaparos;

- Nokanusauus bruomaTtepuana, U3 KOToOporo MoryT GbiTb MPUFOTOBMEHbI LIUTONOMMYECKME NpenapaTbl;

- paBHOMEpPHOE pacnpefeneHne LMTONorM4eckoro Mmatepumarna no NnoBepxHoCT! NPeaMeTHOro CTEKNa;

- MMHUMN3aUKnA KOHUEHTpaunn BpeaHbIX BEWECTB B peareHTax;

- MakcMMarnbHOe KonmMyecTBo 0bpasLoB, eANHOBPEMEHHO 3arpyxaembix Ha 60pT aHanusatopa (LUT.);

- jobaBneHne HOBbIX LIUTONOMMYEecKkMxX npenapaTtoB 6e3 ocTaHOBKM aHanM3aTopa;

- MaKcMMarbHOe KONMMYeCcTBO NpenapaToB, aHanu3npyemoe 3a OAauH 3anyck.

6.2.5. TpeboBaHMsi K HanMuMO BCTPOEHHLIX B aHanu3aTtop cuctem obecneyeHnss NpPaBUNBHOCTU
aHanuTM4eCcKoro npowecca

- KOHTPOJTb KONMYECTBA KNETOK B LIMTONOrM4YEeCKUX npenaparax;

- KOHTPOJb HanM4Ms B Npenapare cneumanbHbIX TUMOB KIETOK;

- cucTemMa camoTecTupoBaHMsa 0bopyaoBaHus;

- NEPUOANYHOCTb CaMOTECTMPOBaHMS 060pyaoBaHMS aHann3aTopa;

- CHWXKEHMe MnepeKkpecTHOW KOoHTamuHauuu obpasuoB 6Guonormyeckoro matepuana npu M3roTOBAEHUU
LUTONOrMYecKknx npenapaTos.

6.2.6. TpeboBaHus k hopme NpencTaBneHns oTyeTa aHanmnsartopa

- KONTMYECTBO NpeabsABMASEeMbIX LUTONOry AN aHanusa nonemn 3peHus;

- paHXuMpoBaHWe NOoMnen 3peHNst UM LUTONOMMYECKNX npenapaToB Mo OLEHKE BEPOSATHOCTU HanMnuust B HUX
aTUMUYHbIX KNETOK.

6.3. TpeboBaHnA k BpeMeHn HapaboTkn 060pyaoBaHMA HA MOMEHT 3aKymKu

Ha MomMeHT nocTaBku obopyaoBaHMe SBNAETCA HOBbIM, He ObIBLLUMM B 3KCMnyaTauum.

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

6.4. TpeboBaHus K NOCTaBLLMKY 060pYAOBaHMSA U €r0 OTBETCTBEHHOCTY

lMocTaBWMK [OMKEH MMETb YCTaHOBMEHHbIE 3aKOHOO4ATENbCTBOM M HOPMAaTMBHO-MPaBOBbIMW  akTamu
Poccunckon depepaumm OOKYMEHTbI, MOATBEPXOAAOLWME COOTBETCTBME OKasblBaeMbIX YCryr TpeboBaHUsM
OEVNCTBYIOLLNX HOPMAaTUMBHO-NMpaBoBbIX akToB Poccuickon ®depepauun. OTBETCTBEHHOCTb O CBOEBPEMEHHOM
NPOANEHNN Takux JOKYMEHTOB NexuT Ha [NocTaswmke. [NocTaBwumk npegoctaBnseT 3akasdmky KonMu JOKYMEHTOB,
NoATBEPXAALNE COOTBETCTBUE OKa3biBaeMblx ycnyr TpeboBaHsaM OENCTBYHOLNX HOPMATMBHO-NPaBOBbIX aKTOB
Poccuiickon depepaumm.

6.5. TpeboBaHne o0 HeobxoguMocTM obecnevyeHns B3aMMOOENCTBUSA SNEMEHTOB MOCTaBISAEMOro
obopynoBaHuss mexagy cobon u c obopydoBaHMEM W MHAOPMAUMOHHBIMKM CUCTEMAaMK, WUCMONb3yeMbIMU
3aKa34MKoMm

- nogknioyeHne obopyaoBaHuMs K nlabopaTopHOM MH(OPMALUOHHOW CUCTEME C  WCMONb30BaHUEM
CTaHOapTHbIX MPOTOKONOB OOMEeHa AaHHbIMY;

- nepeyeHb MMWKPOCKOMOB, MMEKLWMXCS B nabopatopum u MCNoNb3yemblX B cocTaBe paboynx mect
LUUTONOroB, MpefHa3Ha4YeHHbIX AN aBTOMATM3MPOBAHHOW ACCUMCTEHUWMM Bpayy-LMTOMOry B Xo4e nepecMmoTpa
NpoaHanM3MpoBaHHbIX annapaTypon LUTONOMMYECKMX NpenapaTtos;



- KONMYEeCTBO paboyvmx MEeCT LIMTONOroB, KOTOPOe CNocobeH 06CnyXmMBaTbh OAMH aHanM3aTop.

6.6. TpeboBaHusa K paamepam 0b6opya0BaHNS

JormkHbl ObITb yKa3aHbl:

- MYHUMarnbHble TPebOoBaHMA K MOMELLEHMWIO UMW MOMELLEHNAM;

- MakcumaribHO AonycTuMble pa3mepbl 060pyaoBaHMS, UCXOOSA M3 MMEIOLLUXCH Y KOHEYHOro Monb3oBartens
nrnowagen wunuM C y4eToM MX PEKOHCTPyKuuW, obecneuvBatowime 6GesonacHOCTb MepcoHana npu pabote wu
06CnyXmMBaHWK, C y4eTOM AENCTBYIOLLMX HOPM AN MeaUUMHCKMX nabopaTopui.

6.7. TpeboBaHUs K rapaHTUAHOMY 1 NOCTrapaHTUNHOMY OBCNY>X1BaHUIO

- rapaHTUNHBIA CPOK Ha NocTaBnsiemoe obopyaoBaHue - He meHee 1 roaa;

- Hanu4yne cepBUCHON cnyX0bbl, cepTUULIMPOBAHHON Npon3BoauTENEM ToBapa, Ha Tepputopumn PO;

- Hanuune cuctembl yOaneHHoro MOHMTOpUHra paboTbl aHanmMsaTopa CepBUCHOM Cryx0oi npoussoautens
obopynoBaHus;

- Hanuuune cnyx06bl TEXHUYECKON NoAAEPKKM NPON3BOAUTENS aHanu3aTopa.

7. TexHu4yeckne Tpe6OBaHI/I$|, npeabasndaeMble NoCTaBLKamM
aBTOMaTU4YECKMX aHann3aTopoB OANA MUKPOCKOMNMUKA MO4H,
ans uenen rocyaapcCTBEeHHbIX 3aKynokK

7.1. HaumeHoBaHve obopyaoBaHus, ero HasHa4YeHne 1 Lienm Ucnonb3oBaHns

ABTOMATMYECKMN  aHanusaTop AN MUKPOCKOMMM  MOYM  (UNW  aHanorMyHoe  HavMeHOoBaHwue,
COOTBETCTBYIOLLEE AaHHOMY TUMY UCCEedOoBaHWN).

MpumeyvaHue. B TexHMYeckoM 3agaHunm 3anpeLlaeTcs Ncnonb3osaTtb (prpMeHHble HadBaHuA 0bopyaoBaHMs.

7.2. OnucaHue obopynoBaHus

7.2.1. TpeboBaHus, 0OYCNOBMEHHbIE HanMYMEM Y KOHEYHOro Mosib30BaTens MaTepuanbHbIX PecypcoB
I'IOMGLIJ,GHVIVI, CBA3aHHbIE C pa3MelleHneM aHanmsaTtopa y nonyyarena n KOMMyHarnbHbIMU pecypcamMu nonydvarend

- TMN UCMNOMHEHNs aHanm3aTopa (HacTOMNbHbIA/HANOMbHbIN);

- MakcMMarbHO JoNyCcTUMbIe rabapuTbl aHanmusaTopa (BblCOTa X ANIMHA X WUpUHA (MM));

- MakcuMMarnbHas nnowadb MNoMeleHns, Heobxogumas Ans  pernamMeHTUPOBAHHOW  JKcnnyaTauum
aHanusaTopa;

- TpeboBaHNA No 3HeproobecneyeHno, HeobxoanmbIe AN 3KCNyaTauun aHanusartopa.

7.2.2. TpeboBaHus kK NPON3BOANTENTBLHOCTU (TECTOB B Yac)

- obLasa/makcmmanbHas.

7.2.3. TpeboBaHuWs K YPOBHIO aBTOMaTU3aLum

- MHTerpaumsi aHanusaTtopa MO4YM U aBTOMaTUYECKOro aHanm3aropa MUKPOCKOMUU MOYM C popMUMpOBaHNEM
€0MHOro NpoToKOria uccrneqoBaHuin Ha eOUHOM 3KpaHe;

- NOAKMIYEHNe aHanunsaTtopa K nabopaTtopHon MHPOPMaLIMOHHON CETH;

- paboTta aHanmsaTopa C NepBUYHBIMK NMPOBMpKamu;

- MakcumarnbHOe KOnmM4yecTBo 06pasLioB, eAUHOBPEMEHHO 3arpy>kaemblx Ha 6opT aHanmnsaTtopa (WT.);

- paboTa ¢ WTpUX-KoaNpoBaHHbLIMK NpobMpKamu.

7.2.4. TpeboBaHuWs Kk CTENEHN ONTMMM3aLMM NTabopaTopHOro npoLecca

- apxmBuMpoBaHne 06pa3oB 0O BEKTOB MOYM;

- MMHUMAarbHOE KONMYEeCTBO BMOMNOrMYeckom XnagkocTn Ha ogHoO uccnegosaHme (Mn);

- TMN uccriegyemMon 6nonormieckon XugKocTu;

- BbIMOMTHEHWNE CPOYHbIX UCCNES0BaHNUI;

- MNporpaMMupoBaHMe npaBuil TECTUPOBaHWS ANA aBTOMATMYECKOrO Ha3HayYeHUs MMKPOCKOMMYECKOro
NCCregoBaHMs B 3aBUCUMOCTU OT pe3yrbTaToB BUMOXMMUYECKOrO MCCEAOBaHNS MOYMY;

- cucTemMa aBTOMaTUYECKOro NPUHATUS PELLEHMS.

7.2.5. BCTpoeHHbIE B aHanNM3aTop cucteMbl obecnedeHmns NpaBuibHOCTM aHaNMTUYECKOro npouecca

- CUCTeMa KOHTPOSS KavyecTBa MUKPOCKOMUA MOYY;

- cucTema NOBTOPHOIO MPOCMOTPA NEPBUYHBIX AAHHbIX CMELMANTUCTOM.

7.2.6. TpeboBaHWsi K KayecTBy MOMy4YaeMblx B MpoLecce 3KcrnnyaTaumm o0opynoBaHUS pesynbTaToB
nccregoBaHmn

- MMHMMarnbHasa onpegensemas KoHueHTpaumsa "X" (MuMnT getekumn);

- MUHMMarnbHas Banuampyemas KoHueHTpauua "X" (KonnyecTBEHHbIN Npeaen onpeaenexHns).

MpumeyaHue. B kauecTBe "X" ykasbiBaeTCH KOHKPETHbLIA aHanuT U COOTBETCTBYIOLLME eAUHULbI U3MEPEHUIA.

7.2.7. HomeHknaTtypa B1AOB UCCNegoBaHUN, BbINOMHSAEMbIX Ha 060pya0BaHNM
- NepeYeHb KONMUYECTBEHHbIX NapaMeTpoB;
- NepeYeHb Ka4eCTBEHHbIX MAapaMeTpoB;



- cybknaccudmkauma o6bekToB MOUM (TUMbI KPUCTANSOB, TUMbI LIAMMHAPOB U Mp.).

7.3. TpeboBaHve o0 HeobxoaMMoOCTM obecrnevyeHus B3aMMOLENCTBMS SfEeMEHTOB  MOCTaBSAEMOro
obopynoBaHna mexay cobom un ¢ obopygoBaHveM W MHAOPMAULMOHHBIMKM CUCTEMamW, WCMoNb3yeMbIMU
3aKa34ymMKoMm

O6opynoBaHue JOMKHO noAknoyaTbes K nabopaTopHon MHMOPMALMOHHOW cucTeMe C WUCMofb30BaHUEM
CTaHA4apTHbIX NPOTOKONIOB OOMeHa AaHHbIMM.

7.4. TpeboBaHuA k Nepegaye 3akasyvky ¢ 060pygoBaHMEM TEXHUYECKOW, COrNacoBaHHOW pa3peLumTenbHON
N MHOW JOKYMeHTauum

- Hanu4ymne perucTpaLmoHHOro YA40CTOBEPEHUS Ha NOCTaBNsieMble aHanM3aTopsl;

- Hanu4yme perucTpaLnoHHOro yAOCTOBEPEHUSI HA pacxodHble MaTepuarnbl, HEOOXoAMMbIE NPK AKCMnyaTaumm
aHann3aTopoB.;

- HanuMuMe PperucTpaumMoHHOrO yOOCTOBEPEHUST Ha pacxogHble Mmartepuansl, Heobxogumble And
nccnenoBaHust aHanuta Ha obopyaoBaHuuy;

- Hanuyme aKcnnyaTauMoHHON OOKYMEHTauun aHanusaTopa Ha pyCCKOM si3blke.

7.5. TpeboBaHUsi kK COMYTCTBYIOLLEMY MOHTaXy MOCTaBIEHHOro 0OOpPyAOBaHUS, NyCKOHANago4YHbIM U UHbIM
paboTtam

Beog obopynoBaHusi B 3KCnyaTaumio OCyLLeCTBNAETCS CepTUMUMPOBaHHBIMY CeLManncTamu.

8. TexHun4eckne TpeboBaHus, NpeabsABNsAeMble NOCTaBLLMKaM
aBTOMaTUYECKUX KIMHUYECKMX aHanM3aTopoB AN UccregoBaHus
MOYU, ANSA Lenei rocyaapCTBeHHbIX 3aKynok

8.1. TpeboBaHus K NPOM3BOAUTENBHOCTU (MOMOCKM B Yac)

- NPOU3BOAUTENBHOCTL BUOXMMMUYECKOTO aHanu3aTopa MoYM Ha TECT-NOSIOCKaX.

8.2. TpeboBaHUA K ypOBHIO aBTOMaTM3aLmMK

- nNporpamMmmMmHaa nHTerpauua O1oXMMmnYeckoro aHanmsartopa Mo4u 1 aHanusatopa Ana MUKPOCKOonnun mMo4un
(eamHoe nporpammHoe obecneveHue);

- Q')VI3VNGCKa$| nHTEerpauuna ONOXUMMNYECKOTO aHanmsartopa Mo4Yu M aHanudartopa And MUKPOCKOMUKN MO4YU
(eAnHbIN TPaAHCNOPTHLIN WTATMB A4S NPOOMpPOK);

- MaKkcMMarnbHas 3arpyska TecT-nonocok Ha 6opT aHann3aTtopa;

- paboTta aHanusaTopa C NepBMYHbIMU NPOBUPKaMN C HATUBHOW MOYOM;

- MakcumarnbHOe KOnmM4ecTBo 06pasLioB, EAUHOBPEMEHHO 3arpyaemblx Ha 6opT aHanmnsaTtopa (WT.);

- BO3MOXHOCTb paboTbl C LUTPUX-KOAMPOBAHHLIMU NPOGUpKamu.

8.3. TpeboBaHua k cTeneHn onTMMmM3aLmMm nabopaTopHOro npouecca

- NOAKIMYEHNe aHanunsaTopa K nabopaTtopHon MHPOPMALIMOHHOM CETH;

- MMHUMarbHOE KONM4YecTBoO Bromarepuana Ha ogHoO uccrnegoBaHue (Mn);

- Tunbl OuomaTepuana, KOTOPbIA MOXET MWCCredoBaTbCsl Ha aHanusatope (Mo4a, CMX, JIMKBOP,
CMHOBManbHas XUAKOCTb 1 Mp.);

- BbIMOMHEHNE CPOYHbIX UCCNEegoBaHNN.

8.4. TpeboBaHMA K HanMUuMIO BCTPOEHHbIX B aHanu3atop cucteM obecneyeHns npaBUbHOCTU
aHanuTM4ecKoro npotwecca

- pedpakTop Ans onpegeneHns OTHOCMTENbHOW NNOTHOCTU MOYM;

- MUKpoboTOMETP AN onpedeneHns uBeTa u cteneHm TypouaHoCTu mouu;

- KONTIMYECTBO AMVH BOMMH poToMETpa AN TECT-NOMOCOK;

- CUCTeMa KOHTPOIS KavyecTsa.

8.5. TpeboBaHus K KayecTBy MOMyyYyaemblx B MpoLecce 3Kcnnyatauum o6opydoBaHMs pesynbTaToB
nccregoBaHnn

- MMHMMarnbHasa onpegensemas KoHueHTpaumsa "X" (MuMmnT getekumn);

- MUHMMarnbHas Banuagmpyemas KoHueHTpauusa "X" (konnyecTBEHHbIN Npeaen onpeaeneHns).

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

8.6. HomeHknaTypa BMOOB MCCreAoBaHWN, BbIMOMHAEMbIX Ha 060pyaoBaHWMK
- NepeYeHb NapameTpoB TECT-MONOCKY;

- OTHOCUTENbHAsA NNOTHOCTb MOYY;

- UBeT 1 TypOMaHOCTb MOYMN.

9. TpeboBaHUs K 0POPMITEHUIO TEXHUYECKOTO 3a0aHus
Ha BbICOKOTEXHONOMM4YHOE nabopatopHoe obopyaoBaHve

3akasumk O(*)OpMJ'IFIeT T3 B COOTBETCTBMM C OOLIUMMU TpEGOBaHI/IFIMVI K TEeKCTOBbIM [JOKYMEHTaMm,



ycTaHoBneHHbiMn TOCT 2.105-95 "EgmHas cuctemMa KOHCTPYKTOPCKOW AokymeHTaumn. O6wime TpebGoBaHust K
TEKCTOBbIM AokyMeHTam". ®opma manoxeHus T3 npueeneHa B MNpunoxeHun A n MoxeT ObITb NpeAcTaBneHa kak B
TabnuyHon cbopme, Tak N B TekcToBoM dhopmate. CBedeHUsl 0 cornacoBaHum 1 yTeepxaeHun T3 pasmeLLaroTcs Ha
TUTYNbBHOM NUCTE.

Mpunoxexve A
(pekomeHgyemoe)

NMPUMEPHAA ®OPMA
"TEXHUYECKOIO 3AOAHNA HA 3AKYTKY BBICOKOTEXHONOIMMYHOIo
JIABOPATOPHOI'O OBOPYAOBAHNA"

"YT1Bepxaaro"
PykoBoautenbs opraHnsauum
/ /

" 201 r.

TexHun4yeckoe 3afjaHne Ha 3aKynKy BbICOKOTEXHOJIOMMYHOIo
nabopaTopHoro obopyaoBaHus

TpeboBaHus, npeabaBnaemble K
N HanmeHoBaHWe pa3fnenoe TEXHUYECKOro 3agaHuns
3agaHnto

1 | HanmeHoBaHue ob6opynoBaHusi, €ro Ha3Ha4YeHne n Lenm
NCMNoMb30BaHNSA

2 | OnucaHne obopyaoBaHus

3 | TpeboBaHua k BpemeHn HapaboTkn obopyaoBaHus Ha
MOMEHT 3aKymnKu

4 | TpeboBaHus K NOCTaBLLUKY 0O60pY40OBaHMS U €ro
OTBETCTBEHHOCTU

5 | TpeboBaHMe o HeobxooMMocTn obecnevyeHus
B3aMMOAENCTBMSA NOCTaBNAEMOro obopyaoBaHms ¢
obopygoBaHueM, NCNOoMb3yeMbiM 3aKa34ynMKoM

6 | TpeboBaHua k pasamepam obopyaoBaHus

7 | TpeboBaHusa K NpeanpogaXkHOM NoAroToBke 060pyaoBaHMSA

8 | TpeboBaHusa K pacxogam Ha aKcnnyaTauuio 0bopygoBaHus,
K MOCTaBKe PacXO4HbIX MaTtepuanos ans obecnevyeHus
PYHKUMOHNPOBaHUS 1 3KCnyaTaumm obopyaoBaHms

9 | TpeboBaHus Kk kavyecTBy obopyaoBaHus, 6e3onacHOCTU
MEeOMLUHCKOrO NepcoHara 1 3aluTe oKpyXatoLen cpeapl

10 | TpeboBaHMA K rapaHTUAHOMY U NOCTrapaHTUAHOMY
obcnyXuBaHuo

11 | TpeboBaHus N0 0O6bEMY rapaHTU kKavyecTsa yCcnyr

12 | TpeboBaHus K nepegaye 3aka3vmky ¢ 06opygoBaHNEM
TEXHMYECKOWN, COrNacoBaHHOW pa3peLlnTeNbHOM U NHOWN




[OKyMeHTaLmm

13

Tpe6OBaHVI9| K CONyTCTBYHOLLEMY MOHTaXy NOCTaBJ1IEHHOIO
O60pyﬂ,OBaHMﬂ, nyCkoHanaao4yHbIM N UHbIM pa60TaM

14

TpeGOBaHMﬂ K NOAroTOBKE U MHCTPYKTaXy MeaULIMHCKOro 1
TEeXHUYEeCKOro nepcoHana 3aka3dnka

15

TpeGoBaHWs K BbINOMHEHUIO COMYTCTBYOLLMX paboT,
oKasaHW COMyTCTBYHOLLMX YCryr

16

TpeGoBaHuWs K KONUYECTBY, NEPUOANYHOCTM, CPOKY U MECTY
NoCTaBOK

17

nOpﬂﬂOK caayun n npnemMkm o6opy,u,osaHv|;|

18

anJ'IO)KeHMﬂ K TeXHN4YeCKOMY 3adaHuo

MpumevaHus:
1. Bce nonsa ob6sAsaTenbHbl K 3anonHeHuioo. B cnyyae ecnu 3aka3uuk He npeabsBnsieT KOHKPETHOro

TpeboBaHus, TO B COOTBETCTBYIOLLIEM More npoctaenseTcs 3anuck "He npegbssndetcs”, "He Tpebyetca” nnm ap.,
B 3aBMCMMOCTM OT KOHTEKCTa.

2. B cnyyae ecnu 3akasumk ccopmynupyeT T3 HerpamoTHO, HEKOPPEKTHO WM HEKOHKPETHO, BO3HUKAET

BO3MOXHOCTb NpunobpeTteHusa obopyaoBaHusa (ToBapa, paboTbl Unu ycnyrun), He oTBevaroLero ero noTpebHocTAM.
Haxe ecnu obopygoBaHue COBEPLUEHHO He yCTpauBaeT 3aka3uyuka, HO Mpu 3TOM CooTBeTCTBYeT T3 3akasuumka,
3akoH N 94-d3 He gaeT HMKAKON BO3MOXHOCTW OTKa3aTbCs OT 3aKMOYEeHUSA KOHTpaKTa.
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