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1 PA3BPABOTAH ®epepanbHbiM rocyfapCTBEHHbIM GlOAXETHbIM yuypexieHneMm 34paBoOXpaHeHuns
«[0NIOBHOW LEHTP rMrneHbl u anugemMunonornn» depepasbHoOro MenKo-61M010rM4ecKoro areHTcTBa.

2 BHECEH TexHuyeckum KomuTeToM no ctaHgapTusaumm TK 380 «KnuHuueckune nabopaTopHbie uc-
cnepoBaHWa U AMarHOCTUYECKMEe TECT-CUCTEMbI UH BUTPO»

3 YTBEP)X/JEH VI BBEAEH B JEWCTBWE MMpukasom ®efepanbHOro areHTCTBa MO TEXHUUYECKOMY
perynmpoBaHuio n metponornm ot 8 Hoabps 2013 r. No 1532-cT

4 BBAMEH ITOCT P 51352—99

MpaBuna NpMMeHeHNs HacTosALWero cTaHgapTa ycTaHosneHsl B FOCT P 1.0—2012 (pasgen 8).
WHbopmauus 06 n3ameHeHusx K HacToAleMy cTaHgapTy NybnmkyeTCcs B eXerofHoM (Mo COCTOSHUIO Ha
1sHBaps TekKyLlero roga) MHhopMaLMOHHOM yKasaTene «HaumoHaibHble CTaHgapThl», a oL ManbHbIl
TEeKCT U3MeHeHWi 1 NoMpaBoK - B €XemMeCA4YHOM MHAOPMaUVOHHOM ykasaTene «HaunmoHaibHble CTaH-
JapThbi». B cnyyae nepecmoTpa (3aMeHbl) MW OTMeHbl HAaCTOALEero cTaHAapTa CooTBeTCTBYyLee
yBefoMmneHne byaeT ony6avMkoBaHo B 6amxaliliem BbiNycke MHOPMaLMOHHOIO ykasaTens «HauuoHanb-
Hble cTaHaapTbi». CoOTBeTCTBYOWas MHopmauus, ysefjoMieHne n TeKCTbl pasmeLlalnTCca Takke B
MHOPMaLMOHHOW cucTeMe 06LLEero Nonb3oBaHNA - Ha ouLmanbHOM caiiTe deaepasnbHOro areHTcTBa
N0 TEeXHNYeCKOMY PeryimpoBaHnio 1 MeTponoruv B ceTu MIHTepHeT (gost.ru)
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BeepeHune
HacTtoawwuii ctaHgapT ycTaHaBiuBaeT MeTOAbl UCMbITAHWUIA U TexHuYyeckne TpeboBaHUSA K U3fennsam
npu oueHke nx acpdekTMBHOCTU N 6e30NacHOCTH.

Mo npo6nemam, 3aTPOHYTOM B HacTosiLeM CTaHAapTe, MOryT 6biTb NPUMEHEHbl MEeXAyHapogHble,
HauMOoHa IbHbIE U PErMoHasibHblie 3aKOHbl 1 Npasuna.
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HAUWOHANBbHbBIMN CTAHOAAPT POCCUNCKOWN SGEAEPALMUNMN

MEANUNHCKUNE N3AENWNA ANA OJUATHOCTUKWN MH BUTPO

MeTogabl UcnbiTaHuii

In vitro diagnostic medical devices. Test methods

[Jata BBefeHua — 2015—01—01

1 O6nacTb NpuMeHeHUsn

HacToswuii ctaHfapT pacnpocTpaHsaeTcs Ha MeAuLMHCKUue usfenva 4Na AUarHoCTUKM UH BUTPO (gda-
nee No TeKCTY - M3gennsa) NpMpoAHOro MM UCKYCCTBEHHOTO MPOUCXOXAEHUS, NpeaHasHavyeHHble Ansa npu-
MEHEeHUs B MEAULMHCKON MpakTUKe U UCMOoMb3yeMble B KJUHWUKO-AUArHOCTUYECKMX NabopaTtopusax, BbIMOM-
HALWKWX 6GakTepnonornyeckne, 6GuMoXxMMuUyeckme, UMMYHOSOTMYECKMEe, MeAuKo-6uonornyeckne, megmko-
reHeTU4yeckne n gpyrne AUarHocTUyeckme MH BUTPO WUCCAEAOBaHWSA, a TakkKe Ha COCTaBHble YacTu 3TUX U3-
aenuii, umerwmne GyHKUNOHaNbHOE MEANLNHCKOEe Ha3HaYeHne N N3roToBAsSiEMble OTAE/NbHO.

[na KOHTPO/bHLIX MaTepuanos, BXOAALWMX B COCTaB U3AENNA WU BbliNyCKaeMblX OTAE/bHO C y4eTOM
nx cneynukn, Heob6XxoAMMO A4ONOHUTENBHO yunTbiBaTh Tpeb6oBaHna NOCT P 53133.3.

Ha ocHoBe faHHOro ctaHgapra gonyckaetcs paspabatbiBaTb METOAUKA M NPOBOAUTbL UCNbITAHUA U3-
Aenuii ANa caHUTapHO-3aNUAEMUONOTMYECKUX UCCefoBaHuiA.

CTtaHfapT He pacnpocTpaHaeTcs Ha cTaH4apTHble o6pasubl 1 Kanubpatopsl, TpebyloLwmne yctaHoBe-
HMS Tuna cTtaHgapTHoro obpasua, MCNofb3yeMble Npu Banupauum MeTof0B WM BHELWHel OUEeHKM kayecTBa
nabopaTtopHbIX UCCNeAoBaHUA.

CTaHAapT He pacnpocTpaHAeTCs Ha AMarHoCTUYeCKMe N aHTUToKcuyeckne neyebHble CbIBOPOTKM (415
WH BUBO).

CTtaHfapT He pacnpocTpaHsaeTcs Ha 06opyfoBaHue A5 AUAarHOCTUKU UH BUTPO (Npubopbl, annaparsl,
aHanusatopsbl, aHanMTUYecKne KOMNMeKChl, cpefcTBa U3MepPeHUa n nporpammHoe obecneyeHune ykasaHHoro
obopypoBaHus).

2 HopMaTuBHbIE CCbINKK

B HacTOAWEM CcTaHAapTe UCNO/b30BaHbl HOPMATUBHbLIE CCbINIKWN Ha cCleayloune cTaHaapThl:

FOCT P 51088-97 Habopbl peareHTOB A4N151 KIMHUYECKOW NnabopaTopHOW AnarHoCcTuku. O6wmne TexHu-
yeckue ycnosus

FOCT P 52361-2005 KoHTponb 06bekTa aHanMTuyecknii. TepMUHbI 1 onpeaeneHuns

FOCT P 52379-2005 Hagnexawaa KinHu4yeckas npaktmka

FOCT P 53022.2-2008 TexHonoruy nabopatopHble KnnHuyYeckme. TpeboBaHUSA K KayecTBY KUHUYe-
cknx nabopaTopHbIX nccnegosaHuin. Yactb 2. OueHka aHanMTUYeCKOW HafeXHoCTU MeToA0B nccneoBaHus
(TOYHOCTb, YYBCTBUTENBHOCTb, CNELUNHUYHOCTDb)

FOCT P 53022.3 TexHonorun nabopatopHble KAnHuyeckue. TpeboBaHUA K KayecTBY KIAUHUYECKUX
nabopaTtopHbIXx uccnegosaHmnii. Yactb 3. MNpaBuna OUEHKW KIMHWYECKOW MHhopMaTUBHOCTY nabopaTopHbIX
TecToB

FOCT P 53133.3-2008 TexHonorun nabopaTopHble KAnHUYeckne. KOHTpPoNb KayecTBa KAUMHUYECKUX
nabopaTopHbIX uccnegoBaHuii. Yacte 3. OnncaHne matepuasnoB ANA KOHTPOJS KayecTBa KAMHUYECKUX na-
60paTopHbIX UccnepoBaHui

FOCT P 53434-2009 MpuHuunel Hagnexauwiei Na6opaTopHO NpakTUKu

FOCT P EH 12322-2010 W3penua meauuuHCKUue NS ANArHOCTUKK in vitro. MNMutatenbHble cpefbl AnA
MuKpo6uonormn. Kputepum dyHKLNOHANbHbBIX XapakTepuCcTUK NUTaTenbHbIX cpes

FOCT P EH 13612-2010 OueHka pyHKLUMOHAIbHbIX XapakTepucTuk MeANLNHCKNX n3gennii gna gua-
FHOCTUKM in vitro

F'OCT P EH 13641-2010 YcTpaHeHMe UMW CHUXEHUE puUcKa MHAULMPOBAHMWSA, CBA3AHHOIO C peareH-
Tamun Ans ANarHocTuky in vitro

M3paHne ouymansHoe
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FOCT P MCO 13485-2004 W3penusa megununHckme. Cuctembl MeHegXMeHTa KavyectBa. CUCTEMHble
Tpe6oBaHMA ANA Lenei perynnposaHus

FOCT P NCO 15193-2007 U3genns meaunuuHCKUE ANA AUATHOCTMKKW in vitro. I3amepeHune Benu4uH B
npo6ax 6MoNOrMYecKoro NponcxoxaeHns. OnucaHme pedepeHTHbIX METOAUK BbINOMHEHNA N3MepeHNii

FOCT P NCO 15194-2007 U3pgenns meaunuuHCcKue ANA AMArHOCTMKKW in vitro. I3mepeHne Benu4unH B
npo6ax 6uonoruyeckoro npoucxoxaeHns. OnucaHne ctaHgapTHbIX 06pas3LoB

FOCT P NCO 15195-2006 /labopaTtopun meauumHckue. TpebosaHua K nabopatopuam peepeHTHbIX
n3mepeHunit

FOCT 8.315-97 locypapcTBeHHas cuctema o6ecneyvyeHuss eguHcTBa M3MepeHuii. CTaHpapTHble 06-
pasubl cocTaBa 1 CBOWCTB BelecTB U maTepnanos. OCHOBHbIE MOIOXKEHUSA

FOCT MCO/M3K 17025-2009 O6wume TpeboBaHMA K KOMNETEHTHOCTM WUCMbITATE/bHbIX U Kanubpo-
BOYHbIX abopartopuii

MpumeuyaHue - Mpu NoMb30BAHNM HACTOALWM CTaHAAPTOM LieNecoo6pasHo NpoBepuTb AeiicTBrE CCbl-
JIOYHbIX CTAHAAPTOB B MHCPOPMALMOHHON cucTeMe O6LLEro nosib30BaHWs — Ha oduumaibHOM cailite defepasbHOro
areHTCcTBa MO TEXHUYECKOMY PErysIMpoBaHWio N METPONOTMM B CETU VIHTEPHET Un Mo eXerofHoMy MH(hopMaLoHHOMY
ykasaTesio «HaunoHasbHbIE CTaHAAPTbI», KOTOPbIFA OMy6IMKOBaH MO COCTOSIHUIO Ha 1 iHBaps TEKYLLEro roaa, v no Bbi-
Myckam exemecsiYHOro WH(HOPMALIMOHHOTO yKasaTens «HaunoHanbHble CTaH4apTbl» 3a Tekyluumii rof Ecnm 3ameHeH
CCbIIOYHbIV CTAHAAPT, Ha KOTOpbI/ AaHa HeAaTMpOBaHHAs CCblIKA, TO PEKOMEHAYETCS! MCMOJb30BaTh AENCTBYHOLLYO
BEPCUI0 3TOT0 CTaHAAPTa C YYEeTOM BCEX BHECEHHbIX B AaHHYH BEpCU0 U3MEHEHUIA. ECNM 3aMeHeH CCbINIoUHbIN CTaH-
[apT. Ha KOTOpbIi AaHa JaTVpOoBaHHas CCbiNka, TO PEKOMEHZYeTCsl UCMo/b30BaTh BEPCHI0 3TOrO CTaHJapTa C ykasaH-
HbIM Bbllle rOAoOM YTBEpXAeHWs (MpuHATMS). Ecny nocne yTBEpXAEHUS HACTOSILLEro CTaHAapTa B CCbUIOYHbIA CTaH-
[apT. Ha KOTOpbIi AaHa JaTMpOBaHHAs CCbinka, BHECEHO M3MEHeHWe, 3aTparvBarollee NosiokKeHne, Ha KOoTopoe AaHa
CCbI/KA, TO 3TO MOJIOKEHNE PEKOMEHAYETCS NPUMEHATL 6e3 yyeTa AaHHOro M3MeHeHUs. EC/u CCbiMouHbIi cTaHaapT
OTMeHeH 6e3 3aMeHbl, TO NOJIOXeHNe, B KOTOPOM AjaHa CChl/ika Ha HEro, PeKOMeHAyeTCs MPUMEHATL B YacTu, He 3aTpa-
TMBAtOLLEN 3Ty CCbIIKY.

3 TepMuHbl U onpegenexHus
B HacToAWeM cTaHgapTe NPUMEHEHbI CeaylolLme TEPMUHbLI C COOTBETCTBYIOLW UMM ONpeaeieHnaMN:

3.1 aHanuT: KOMNOHEHT npo6bl, yka3aHHbI/i B Ha3BaHUU MCCefyeMOro CBOCTBa Wau namepse-
MOV BE/INYNHDI.

MpumeuyaHune - B kanHM4Yeckoli nabopaTopHOli AMArHOCTUKE aHaNUTbl MOTYT UMETb Pa3/INyHbIiA
xapakrtep:

a) h13NYECKNX CBOICTB;
6) XMMUYECKNX 3/IEMEHTOB, MOHOB, HEOPraHNYEeCKNX MOMEKYJT;

B) OpraHnyecknx CTPYKTYp C Masioli MONeKynsapHOI Maccoii;

r) MakpoMOsieKyal C U3BECTHOW uAn Npuénn3nTenbHO YCTaHOBNEHHOW CTPYKTYpOWl u cneuynduye-
CKMMN 6MONOTUYECKNMIN CBOWCTBAMMU;

a) KNeToK, X CTPYKTYPHbIX 3/IEMEHTOB U/IN KNETOYHbIX CUCTEM.

e) MWKPOOpPraHM3MoB {6akTepuil, BUPyCOB, a Takxe rpuboB 1 napasuTapHbIX OpraHn3MoB pasme-
poM A0 1 MM), X CTPYKTYpbl U CBOMICTB.

3.2 6nonormyeckme XUAKOCTHU: XXUAKOCTN OpraHu3ma 4YesioBeka W UX KOMMOHEHTbI: KPOBb, MO-
Ya. IMKBOP, MM a, CEKPETbI, CbIBOPOTKA, Naas3mMa, C/IloHa, aMHUOTUYECKAs XUAKOCTb, IAKYNAT U Ap.
3.3 6uonoruyeckunii matepuan: Buonoruyeckre XUAKOCTU, TKAHW 1 3KCKpeTbl Yenoseka [4].

MpumeyvaHne -

Brnomarepuansl Yenoseka NpeacTaBnAoT COO0W CNOXHbIE CUCTEMbI CMECU Pa3/INYHbIX BELLECTB U KNEeTOK, AB-
NAOLWMNXCA KOMMOHEHTaMW, T.€. OYEPYEHHbIMM YacTAMU CUCTEMbI. B aHanMTke KOMMOHEHTbI CUCTEMbI Nnoapasgens-
10T Ha «aHa/IUTbI». «KOHKOMUTaHTbI» U «PacTBOPUTENN», NOCNEAHNE ABa BuAA KOMMNOHEHTOB 0603HAYaloT Kak «maT-
pyuy». MaTtpuua oxBaTbiBaeT BCE KOMMNOHEHTbI MaTepuasibHON CUCTEMbI, UCKIKOYas aHasuT.

[FTOCT P 53022.2-2008. YacTb 2. nyHKT 3.21

3.4 6uonormyeckass pedepeHTHas nonynsuua: OJHOpoAHAs MONYNAUWUS WHAUBUAYYMOB,
HaxXoAsLLMXCA B XOPOLLO ONPEENSIEMOM COCTOSHUN 340POBbsS MW GOME3HN.

MpumeuvaHunsa

1 [aHHoe onpefenexve agantuposaHo Paboueli rpynnoii no rnobanbHov rapmoHmsauum (1).

2 B cnyuas ecnn 6uonornyeckunii pechepeHTHbI HTepBasT MOMy/IsALMM NPeAoCTaB/IeH U3TOTOBUTENEM B UH-
CTPYKLMW MO NPUMEHeHMto, nabopaTtopus, UCNOb3yoLlas usfenue 415 AMarHoCTKM UH BUTPO. OTBETCTBEHHA 3a Moj-
TBEPXJEHVE TOro, 4To 6uonornyeckas pedepeHTHas nonynsums COOTBETCTBYeT NOMysumMK, o6eyxvBaemoii nabopa-
Topuei.

2
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3 OnpepeneHHas rpynna 04Y4eBWAHO 340POBbIX UHAMBUAYYMOB WM JIUL, HaxOASLIWXCS B ONpefe/ieHHOM
Me[MLMHCKOM COCTOSIHUU. TOHATUE NO3BO/ISIET CBA3LIBATL PedEPEHTHbI UHTEPBas/l C BO3PACTOM, MOJIOM U 3THUYECKON
NPUHAANEXHOCTLI0 PECIEPEHTHO NonynsLun, ecnn TpebyeTcs.

35 AvarHocTuka uWH BuTpo: Onpegenenve Hanuuma u (UAU) KONWYECTBEHHOTO COfEpXaHus
KIMHNYECKN (AUarHoCTUYeCKM) 3HaUYMMbIX aHaIMTOB IHAOTEHHOW U (M1N) IK30TE€HHON NpMpoAbl, B TOM Yucne
BblAe/IeHNne U naeHTUduKauna MukpoopraHusmos (6akTepuii, BUpycoB, rpuboB, napasunTapHbIX OpraHus-
MOB). UX TOKCMHOB W APYINX NPOAYKTOB XMN3HeAeATeNbHOCTM B o6pasuax 6uonornyeckux matepuanos (6uno-
NIOTNYECKNX XNAKOCTEN, IKCKPeTOoB, TkaHell), B3ATbIX MU BblAENEHHbIX U3 OpraHn3ma Yyenoseka.

3.6 UAEHTUMKALUS U3AEeNus: YCTaHOB/IeHNe TOXAECTBEHHOCTU XapakTepucTUK M3Lenus ero
CYWECTBEHHbLIM MPU3HAKaM.
3.7 nsmepeHue: fMpouecc (COBOKYNHOCTL Onepauunit) 3KCNepUMeHTaNbHOTO MOJMlyYeHUss OAHOIo

nnun 6onee 3Ha4YeHUi BENNUYNHBI.

MpumeyaHunsa

1 OTanbl NpoBefeHns N3MepeHns oT NnonyyeHns Npobbl, NpeobpasoBaHya aHausa B hopmy yao6HY0 Ans
N3MEPEHWS, NOJyYEHUs BENINYMH B CPEACTBE M3MEPEHUS U 06PabOTKM NOJYYEHHbIX Pe3yNnbTaToB SBAAKTCA YacTAMMW
npovecca usmepeHus. B pesynbtarte npouecca nsmepeHns MoryT 6biTb NOMyYEeHbl KONIMYECTBEHHbIE UM KaYeCTBEHHbIE
[JaHHble, NpeAcTaBAALLME 3HAUMMYIO AN1S ANArHOCTUKM MHGpopMaLmio.

2 KauecTBeHHble faHHble - pe3y/bTaT, NoJyYeHHbI AMXOTOMUYECKUM AefIeHNeM Mo onpeaesieHHoMY npu-
3HaKy

Mpumep - AaHHble MDA Ha Hannyve MHUUMPOBAHHOCT U NauyneHTa onpegenseTcsa No npu3Haky OnN
npo6bl 60Nblwe NN MeHbwe ONMKPUTMYECKOTO B @aHHON cCucTeme.

3 K n3mepeHnto He OTHOCUTCSI BU3yaslbHOE MCCef0BaHne CBOICTB, Hanpumep LBeTa.

4 ®epepasibHble opraHbl UCMOTHUTENBbHOW BAAcTW, OCYLLECTBASIOWYE HOPMATMBHO-NPaBOBOE perynnposa-
HMe B 061acTax AesATeNbHOCTY (34paBooXpaHeHns), onpeaenstoT N3MepeHuns, oTHocsLLMecs K cdhepe rocyAapCTBEHHO-
ro peryimpoBaHns o6ecneyeHns eAMHCTBa U3MEPEHWIA, N yCTaHaBIMBAKOT K HUM 06si3aTesibHble MeTposiornyeckue Tpe-
60BaHWs1, B TOM Y1C/ie nokasaTesin TOYHOCTU N3MEPEHWIA. (2)

3.8 MHTepcenT: KOHUeHTpauusa aHanusMpyemoro BeLlecTBa, KoTopas COOTBETCTBYeT onpejefieHHol
TOukKe Ha KannbpoBoYHOM rpacdpuke.
3.9 KOHTPONbHbIE MaTepuan: OLHOPOAHbLIA MaTtepuan 4enoBeYEeCKOro WM XWBOTHOFO Mpouc-

XOXAEHUA WU NCKYCCTBEHHbIA MaTepuasn, nNpubanxalLmnica HackoNbko 3TO BO3MOXHO, N0 CBOMM Haubo-
Nee cyuleCcTBEHHbIM CBOMCTBaM K uccaegyemomy 6uonornyeckomy matepuany npobbl U npefHasHaueHHbIN
[ONS OLEeHKN NMPeun3noHHOCTU UCCNefOoBaHUA NPo6 NauneHTOB, BbIMO/HAEMbIX B KVHUKO-AWATHOCTUYECKUX
nabopartopusnax.

MpumeyaHune - K KOHTPONbHLIM MaTepuasiaM OTHOCAT KOHTPOJIbHbIE N1abopaToOpHble PacTBOPbLI C Onpe-
[eNeHHO KOHLeHTpaumein YucToro aHann3npyemoro BelecTsa (B caydas ¢ hepMeHTaMu npeanoyTuTesisHee CbiIBOPOT-
Ka UM niasma KpoBM YenoBeka C U3BECTHON aKTUBHOCTbIO (DEPMEHTA).

3.10 «koahhuumeHT Bapuauuu: lNokasaTenb BOCNPOM3BOAMMOCTW pe3ynbTaToB onpedeneHus,
paccumTaHHbIli Kak OTHOLIEHWE 3HAYEHWUs CPefHEero KBafpaTuuecKkoro OTK/IOHEHUSI K CpefHeMy apudmeTu-
YECKOMY 3HAYEHWIO.

3.11  nuHelHOCTb: OTK/IOHEHWE 3HAYEHUS KOHLEHTpauuu onpeaensiemMoro BewecTsa (UM akTUB-
HOCTW (hepMeHTa) OT TeOPEeTUYECKOro B AuanasoHe pabounx KOHUEHTpauui.

3.12 MeguUUHCKOE u3genve NS AMATHOCTUKW UH BUTpoO: Jlln60oe MeauWuuHCKOe u3genue,
npefHa3HayeHHOe M3roTOBUTENEM AN UCCNefoBaHUs 6e3 KOHTakTa ¢ nayneHToM o6pasL,oB 6M0N0rnyecko-
ro Matepuana 4yefsioBeka npu OTAE/IbHOM MPUMEHEHUN UMW B KOMBUHALMUU C APYTUMU MEANLUHCKAMU nU3ge-
NVAMU UCKNIOUYNTENBHO C LENbio NOMYyYeHNUs AaHHbIX OTHOCUTENbHO (DU3N0I0rMYECcKOro Nau naTonornyecko-
rO COCTOSAHMS, U (UN) OTHOCUTEILHO NMPO6AEM BHYTPUYTPOBHOIO pasBuTMs naoaa, v (Un) Ans MOHUTOPUH-
ra TepaneBTUYECKNX MeponpusaTuid, n (MnNn) Ans onpegeneHns COBMECTUMOCTN TKaHel.

MpumeyaHnsa

1 JaHHOB onpegeneHve aganTupoBaHo Paboueli rpynnoii no rnobanbHoi rapMmoHusaumm [1).

2 MaxkeT 6bITb 1CMO/L30BaHO OTAEMNBHO UM B KOMOUHALWMW C MPUHALIEXHOCTAMA UK APYTIMA MEAVLMHCKUMN 13-
[enmamn.

3 MeaununHckne nsgenus Ana AWarHoCTUKA WH BUTPO BK/OYAKOT B Ce6A peareHTbl, kanmbpaTopbl, KOH-

TPONbHbIE MaTepuasnbl. MeauLMHCKIE U34enUst 418 ANArHOCTUKM MH BUTPO MOTYT BK/IOYATL eMKOCTW Aisi c6opa 1 xpa-
HEeHVst 06pa3LLoB, NPOrPaMMHOE 06ecrneyeHne 1 CBSA3aHHbIE C HUM UHCTPYMEHTbI, NpUBopbI MK Apyrie NpeaMeTs, uc-
nosib3yemble 415 Lesneli AMarHoCTUKA UK B NMOMOLLb ANArHOCTUKE, HO He pacCcMaTpUBaeMble B JaHHOM CTaHaapTe.

3.13 wmeTog: O6uiee onucaHue NOrMYeckoi NnocnesoBaTenbLHOCTV onepauuili Nnpyu NpoBeaeHUn uccneno-
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BaHWiA. U3MEPEHUIt A1 AUArHOCTUKN UH BUTPO.

MpumeyaHunsa

1 OCHOBHbIMV METOZA@MU B K/TMHWKO-/TA60PATOPHON NPaKTVKe AB/AKOTCA:

a) PagnonmmyHonormyeckuini - MeTof, OCHOBaHHbI Ha UMMYHOXMMUYECKON peakuun, NpoBOAUMOW WH BUTPO B
NPUCYTCTBUN MEUYEHHOTO PafVOHYKIMAOM aHTUreHa Uan aHTuTena.

6) IMMyHO(bepMEHTHbI - MeToA, OCHOBaHHbI Ha MMMYHOXMMWYECKON peakuun, NPOBOAVMMOIA UH BUTPO B Npw-
CYTCTBUW MEYEHOT0 PEPMEHTOM COeANHEHNS 1 (PePMEHT3aBMCUMMOro cybeTpara.

B) IMMyHObNOOpECUEHTHbI - MeToA, OCHOBAHHbIA Ha UMMYHOXMMWYECKOW peakuyn, NpPoBOAMMON WH BUTPO B
NpUCYTCTBUN (O/TyOPECLEHTHON METKM.

r) VIMMyHOXeMUIIOMUHECLBHTHBIN - METO/, OCHOBaHHbIA Ha UMMYHOXMMUYECKON peakumn, NPOBOAUMON UH BUTPO B
MPUCYTCTBUN XEMUIOMUHECLEHTHON METKN.

4) VimmyHoxpomaTorpadpnyeckuii - MeTOA, OCHOBaHHBIA Ha KOHKYPEHLMM onpefessieMoro BellecTsa 1 KoHbtorata
aHasora onpejenseMoro BellecTsa 3a CyocTpar Ha Nosiocke XxpoMarorpacuyeckoli bymaru.

e) MvikpoaHanm3 HyKNeoTUAHbIX NociefoBaTesIbHOCTER - MeTOA, OCHOBAaHHBIN UM Ha mpoLiecce cneuudnyeckoro
YMHOXEHUS KomyecTsa Uccnefyembix y4acTkoB Ae30KCUPUOOHYKIEeNHOBOM kucnoTbl (AHK) nam puboHyknemHoBoR Kucno-
Tbl (PHK), B TOM 4Ynicne MeToaoMm nosmmMepasHoi uenHoli peakuun (MLP) ¢ nocneaytowein fgetekumein curdana, wim Ha
NPAMOVA JleTEKLMM CUTHAUTOB, BO3HUKAIOLLIMX NPK rMépuansaunm ¢ CUHTETUYECKUMM 30HAAMM.

X) PoTOMETPUYECKMIA - METO/, OCHOBaHHbIN Ha 136MpaTeslbHOM MOrOLWEHNN UHChPaKPacHOro, BUAUMOTO WK Yib-
TPadmoeTOBOro M3/ly4YeHns MosieKysiamm OnpeaesnsiemMoro BeLecTsa Uim ero CoeHeHnst ¢ COOTBETCTBYIOLLMM peareH-
TOM.

3) Koary/loMBTpW4ecKmii - cnocob OLeHKN CUCTEMbI CBEPTLIBAHUSA KPOBM, OCHOBAHHbIN Ha perncTpauum BpeMeHn
hnbprHOO6Pa3oBaHMS.

1) Mnkpobuonornyeckne MeTofbl - «30/10TON CTaHAAPT» MUKPOOMONOrMYECKOW AManyoCTUKW, MO3BOAKT TOUYHO
YCTaHOBUTb (hakT Ha/Muma BO3GYAUTENS, MAEHTUMKALMIO (S0 BUAA MUKPOOPraHM3ma) ¢ yYETOM MOPMOIOrNUECKUX, TUHK-
TOpuanbHbIX. KyNbTypasibHbIX, GMOXVMWUYECKMX, TOKCUTEHHBIX M aHTUreHHbIX CBOWCTB MUKpPOOPraHusma v onpepeneHue
YYBCTBUTE/ILHOCTU K aHTUMUKPOOBHLIM Npenapartam y Bblfe/IeHHOro Bo3byauTens.

K) Brodmanyecknii - meTod, xapakTepusyoLLmii CBOMCTBa BMOM0rMUECKON XUAKOCTW, Hanpumep, BA3KOCTb, Temne-
paTypy 3amep3aHus U T[,.

2 MeToz MoXeT 6bITb OCHOBOW OZHOV MM HECKOMbKUX METOAVK U3MEPEHUIA, Kaxkaas 3 KOTOPbIX MMEeT Npucyams
€/l YICnoBble 3HAYEHNSI XapaKTEPVUCTUK BbINO/THEHVS.

3.14 wmeToguKa namepeHwii: leTanbHoe onucaHne M3MepeHuii B COOTBETCTBMMU C OAHUM Uan 60-
nee MeToOAOM.

MpumeyaHuns

1 MeToauky M3MepeHuii 06bIYHO ONKCLIBAIOT AOCTATOYHO MOAPOGHO M NPeACTaBNAT B BUAE AOKYMEHTa
(MHCTPYKLMM), NO3BO/SIOLLEN NOMNL30BATESO BbINOMHUTL U3MEPEHME.

2 MeToayka U3MepeHnst MOXeT BK/UaTb MHDOPMALMIO O HEONPEeaEIeHHOCTN N3MEPEHWIA.

3 B psige cnyyaeB MeToAuKa U3MepeHwii, MponucaHHas [OCTATOYHO AeTaslbHO W CnocoGHas o6ecneunTs

nonb3oBatesst Bceil Heo6xoauMol MHpopMaLyein 6e3 NpuBIeHeHUst AONONHATETbHBIX UCTOYHUKOB, MOXET paccMaTpu-
BaTbCs Kak CTaHAapTHasi onepauyoHHas npoleaypa.

3.15 MuKpobuonornyeckme nutatenbHole cpeabl (MC): MeguumHckme unsgenvs, npegHasHa-
YeHHble AN15 BbISBMIEHUS, HAKONMNEHUA, KyNbTUBNPOBaHUA, AN depeHunanbHol AnarHocTUK1, TpaHCnopTu-
POBKM M XpaHEHNA MUKPOOPraHN3MoB.

3.16 oueHKa cooTBeTCTBUA: [loka3aTeNbCTBO TOr0O, YTO 3a@faHHble TpeboBaHUA K U3AEe/N0 Bbl-
NOJIHEHbI.

3.17 oueHka (hyHKLMOHaNnbHOW xapakTepucTuku (performance evaluation): N3yyeHne MmeguunH-
CKOTO u3fenusa AN OUarHOCTUKW UH BUTPO C Le/bl0 YCTAHOBJ/IEHWA WAW NMPOBEPKN 3asiBIEHHOW (DYHKLKO-
HaNIbHOW XapaKTepucTUKN.

3.18 nonuMmepasHasa uenHasa peakuua (MLP): 3kcnepumeHTanbHbIi MeTOA MOMEKYyNsApHO 6mo-
nornn. No3BONSAKWMNIA AOBUTHCA 3HAYUTENIbHOTO YBEIMYEHUA MasblX KOHLEHTpauuin onpepeneHHbix gpar-
MEHTOB HYK/enHoBoI kucnotbl (HK) B 6uonornyeckom matepuasne (npobe). Momumo amnandukaumm AHK.
MUP nos3sonsieT Npou3BOANTb MHOXECTBO APYIUX MaHUNyAsuuiA ¢ HyKNeMHOBbIMU KUcnoTamu (BBefeHue
MyTauuii, cpawuBaHne parmentoB AHK) u wmpoko ncnonb3yercsa B 6MONOTMUYECKON N MEeOULUHCKON npak-
TUKe. Hanpumep, ANA AWATOCTUKM 3aboneBaHuii (HacnefCTBEeHHbIX, UH(EKLNOHHBIX), ANA YCTaHOBAEHUS
OTL0BCTBA, A1 KNOHUPOBAHWA TEHOB, BblAENEeHNS HOBbIX F€HOB.

3.19 cneyndunyHocTb: Cnoco6HOCTL U3fgennsa onpefenatb TOMbKO TO BeWecTBO (MU aKTUBHOCTb
dhepmeHTa, UK yyactok reHoma), 415 KOTOPOro u3genne npegHasHauyeHo.

3.20 cTaHAapTHbIN o6pasel (aTTecToBaHHbLIN cTaHgapTHbIA o6paseuw): CTtaHAapTHbI obpa-
3el. C CONpPOBOANTEsNIbHON JOKYMeHTauunel, BbiAaHHON aBTOPUTETHbIM OpraHoM, (YMOJIHOMOYEHHbIM) K OC-
HOBAHHOIW Ha NOATBEPXAEHHbIX Npoueaypax, UCNONb30BaHHbIX ANA NONYyYEHUS 3HaYeHus cneunduyeckoro
CBOIICTBA C HeoNpeAeIeHHOCTbIO ¥ NPOCIEXNBAEMOCTbIO.

Mpumep « CbiIBOPOTKa YenoBeKka, cofepxallias XoNecTepuH C NPUNUCcaHHbIM 3Ha4YeHnem ee-
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NNYNHBI N HeonpeageneHHOoCTb WuU3MepeHusd, yTBep)K,EI,eHHOVI NPUNOXEHHbIM CepTVICpVIKaTOM,
npegHasHavYyeHHasa ANA UCNOMb30BaHUA Kak Kanm6paTop nnn KOHTpOI‘IbeII7I mMaTepuan npaBunb-
HOCTMW.

MpumevaHuns

1 [laHHOB onpegeneHve aganTypoBaHo Paboyeli rpynnoii no rno6asibHoi rapMoHusaumm [1].

2 B aTOM onpegeneHun «HeonpefeneHHOCTb» OXBaTblBAeT WU «HEeOoNpefeNeHHOCTb U3MEPEHUs» U «He-
onpefeneHHOCTb Ka4eCTBEHHOTO CBOMCTBa», Takoro kak MAEHTUYHOCTb U MOC/1eA0BaTe/IbHOCTb, BbIPKEHHbIX Kak BEPO-
ATHOCTW. [pOCNeXMBaeMoCTb 03Ha4YaeT «METPOJIOTMYECKYIO NMPOCNEXMBAEMOCTbLY» 3HAUEHUS BE/IMUUHBLI U NPOCNEXMBA-
€MOCTb HOMWHa/IbHOTO CBOWCTBA.

3 AgantupoBaHo 13 MCO/M3K PykosoacTeo 99:2007, nyHkT 5.14 [3].

3.21  TakKcoH (nat. taxon): Fpynna XuWBblIX OPraHN3mMoB, 06beAUHEHHbIX HA OCHOBAHWU ONpeaesneH-
HbIX METOJ0B Knaccudurkayum.

3.22  TecT Ha «OTKpbITME» (MeToAa Ao6aBok): MpoBepka COOTBETCTBUS 3HAUYEHUS onpeaensiemMoi
KOHLEeHTpauum Bewectsa (MM akTUBHOCTY (DEPMEHTA) pacyeTHOl BeNnumHe, NoslyYeHHONn nyTem CMellMBaHus
paBHbIX 06EMOB KOHTPO/IbHLIX PACTBOPOB (Ka/IMGPOBOYHbLIX NPO6, KOHTPO/IbHbIX CbIBOPOTOK MM GUOOrMye-
CKOro MaTepuana) ¢ ycTaHOB/IEHHOMN KOHUEeHTpaymeit (MM akTUBHOCTLI).

4  O6wue TpeboBaHUA K UCNbITAHUAM MeAUUUHCKUX u3genuii ana agua-
THOCTUKM UH BUTPO

4.1 Bupgbl ncnoiTaHuis

4.1.1 M3penuns nogseprawTcs cnefylowmmM BuaaM UChblTaHWiA:
a) npegBaputesibHble;

6) TexHu4yeckue:

B) KNUHUYeckKue;

r) rocyfapCTBEHHbI KOHTPO/Ib KauecTBa;

n) cepTuduKaLnoHHbIE.

MpumeyaHune - TOKCMKONOTUYECKMNE UCTILITAHNA N3LENWIA, B CBA3N C UX HEAKTYa/IbHOCTbLIO /151 ANArHOCTY-
KU VH BUTPO. B JaHHOM CTaHAapTe He pacCcMaTpyBaIOTCA. YCTpPaHeHWe WAn CHWXEeHWE prcka MHULMPOBaHWS, CBS3aH-
HOro C coiepxaHneM maTepuasia Hes0Beueckoro, X1BOTHOTO MPOUCXOXAEHNS WK NOYYEHHOTO B 6MOTEXHOIOMMYECKOM
npoLiecce, Korga pesy/bTaTbl aHa/M3a BbIAB/SIOT BO3MOXHOCTb 3apaXeHsl YesoBeka, NPoBOAUTCA C y4eTom TpeboBsa-
Huit no FOCT P EH 13641 1 gelicTBYIOLMX CAHUTaPHBIX TpeboBaHuiA.

4.1.2 MpepBapuTenbHble UCNbITAHUSA NPOBOAATCA U3rOTOBUTENEM C yyeToM TpeboBaHuii TOCT P
MNCO 13485.
4.1.3 TexHuyeckne n cepTudmMKaLMOHHbIE NCMbITAHUA U3A4eNnit NPOBOAAT B UCMbITATE/bHbIX LiEH-

Tpax (nabopatopusx), akkpeamTOBaHHbIX WU NMPU3HAHHbIX HE3aBUCUMbIMW B YCTAHOB/EHHOM 3aKoHoAaTefb-
CTBOM MopsfKe.

4.1.4 KnuHuyeckne ucnbiTaHna nsgenuii 4Na AMarHoCTUKU UH BUTPO NPOBOAATCA B MeAULUHCKUX
N Hay4YHbIX y4ypexfeHusax, Umerwmnx NULEeH3NUNn Ha COOTBETCTBYKOLWME BUAbl AeATEeNbHOCTU. McnbiTaHus
npoBoAATCA C UCNo/ib30BaHNeM 6monornyeckoro matepmana 6es yyactma yesoseka.

4.1.5 FocygapCTBEHHbI KOHTPO/b KayecTBa BKAOYaeT NPOBEpKy U3fennii Ha CoOOTBETCTBUE BCEM
Tpe6oOBaHNAM HOPMATUBHOM U TEXHUYECKON AOKyMeHTauuu. FoCyAapCTBEHHbI KOHTPO/b 3a BblNyCKaeMoW
npoaykuuein BknoyaeT npegBapuTenbHblil, Nnocneayowmii n, npu Heo6Xo0AUMOCTH, apOUTPaXKHbIA KOHTPONb
KayecTBa v3genuii 1 NPOBOAUTCS COOTBETCTBYKOLWMMU cnyxb6amm MuHsgpaBa Poccuun. Mopsigok nposeje-
HUA TOCyAapCTBEHHOrO KOHTPO/SA, NEPUOANYHOCTb U MUHUMAsbHbI 06bEM BbIGOPKM MO KaXA0MY KOHKpeT-
HOMY Knaccy u3genuin yctaHaBAMBaklTCA COOTBETCTBYHOLW UMW HOPMATUBHbIMU AOKYMEHTaMW, yTBEpPXAeH-
HbIMW B yCTAHOB/IEHHOM NOpPsAAKe.

4.1.6 CepTuuKaLMoOHHbIM UCNBITAHMAM NOABEpPralT n3genus, npowegline NnpMeMoyHble, TeXHU-
Yyeckue ¥ KIMHUYeCcKMe UCNbITaHus, paspelleHHble K NPOU3BOACTBY Y MPUMEHEHUIO B MEAULMHCKOW NpakTu-
Ke 1 3aperncTpupoBaHHble B yCTAHOB/IEHHOM MOpsAAKe.

4.2 O6uime TpeboBaHUA K nabopaTtopumam Npu NPoBeAEHUN UCTbITAHWUNA

4.2.1 McnbiTaHMs No oueHke COOTBETCTBUA (fanee - OueHKka COOTBETCTBMUSA) U3Lenus nNpoBoasaT C
Lenblo rocyfapcTBeHHON pernctpaunun, rocygapCTBEHHOro KOHTpoONa unu ceptudukaumu. MNpu oueHke co-
OTBETCTBUSA yuynTbiBaeTCcs, oTBeYaeT N n3genve TpebOBaHUAM TEXHUYECKWUX YCNOBWUIA, feliCTBYOWNX HOP-
MaTMBHbIX [OKYMEHTOB, CBOAOB NpaBu/a (Hanpumep, caHUTApPHbIX MPaBUI U HOPM, APYTUX NOAOGHbLIX AOKY-
MEHTOB).
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4.2.2 OueHka COOTBETCTBUA NMyTEM TEXHUYECKUX UCMbITAHWIA UNn cepTudukayuu npoBoauTCa B
nucnblTatesibHbIX nabopaTopusax, akkpegutToBaHHbIXx No TpebosaHuam FOCT NCO/M3K 17025 B ycTaHoB-
NIEHHOM 3aKOHOM nopsfjke. BbicokocneuunanuanpoBaHHble nabopatopun (KannbpoBouHble, pedepeHTHbIX
n3MepeHwnit), NpoBOAALLME NCAbITAHNA MeANLWUHCKNX N3Aennii ANA AUarHOCTUKA UH BUTPO. UCMOMb3yeMble B
nabopaTopHoOii MefuLMHe, AO/XHbI COOTBETCTBOBATb ChneuunasnbHbiM TpeboBaHWAM, YCTAHOBJIEHHbIM B
FOCTPNCO 15195.

MpnmeuaHnsa -
1

Na6opaTtopunt pethepeHTHbIX M3MEPEHUii LO/MKHBI 06eCneunBaTb NPOC/IEXMBAEMOCTb 40 HaNGOIee BbICOKOro
[OCTVKMMOTO METPOJIOMYECKOrO YPOBHS MO CPABHEHMIO C YPOBHEM MPOC/IEXUBAEMOCTH, YCTAHOB/IEHHBIM A/151 1a60-
paTopuit PYTUHHBIX M3MEPEHUA. MeTpPOorMYeckuii ypoBeHb pe3y/ibTatos, MoslydaeMblX B 1a6opaTopusx petepeHT-
HbIX U3MEPEHUiA, O/KEH COAENCTBOBATL TOMY, UTOObI 1a60PaTOPUN PYTUHHBIX N3MEPEHUI COOTBETCTBOBA/IN MEAN-
LIMHCKAM TPe6OoBaHUsM.

[FOCT P 1CO 15195 - 2006, BeepeHuel.

2

3TN BbICOKOCMELMA/IM3NPOBaHHbIe 1abopaTopun MOryT 6biTb CBA3aHLI UM paboTaTb MO KOHTPaKTy C TakuMu
opraHv3auvsMK, Kak HauuoHaslbHble MEeTPOIorMyeckne WHCTUTYTbI, OpraHu3auuu, OCYLLEeCTBASAWME BHELLHIOW
OLIeHKy KayecTBa 1CC/ieloBaHuWii, Hay4Hble LLeHTPbl, MPOM3BOAUTENN MEAULMHCKAX U3AeNuii ANa ANarHoCTUKY in vitro.
NabopaTopun pedepeHTHbIX M3MEPEeHWA [O/MKHbI BHEAPATb METOAMKM pechepeHTHbIX U3MepeHuin 1 nonyyatb pe-
3y/bTarbl. KOTOPbIE ABNAOTCA MPABUIbHLIMU U NPOC/IEXMBAEMbIMU [0 HALMOHASIbHBIX UM MEXAYHaPOAHbIX NepBuy-
HbIX CTaHAapTHbIX 06pasLoB, €C/N TakoBble AOCTYNHbL. [pu Hanuuum Takoli BO3MOXHOCTW MPOC/EXMBAEMOCTb
[0/MKHa BbITb YCTAHOB/IEHA MO CTaHAAPTHLIM 06pasLiam, CBOWCTBA KOTOPLIX BbIpaXeHbl B eAunHMLEAaX MexayHapoaHow
cucTembl egmuHny, CU (MCO 17511:2003). Bo MHOrMX criy4yasix CBOMCTBa GMOMOrMYECKMX MaTepuasioB He MoryT 6bITb
BblpaXXeHbl B egnHuuax CU. NocKosbKy MOMEKyNApHaa CTPYKTypa 3TUX aHasIMTOB HeA0CTaTO4HO M3yyYeHa M BO3MOX-
Hbl OT/INUMA CTaHAAPTHOro o6pasLia OT TOro aHa/INTa, YTO HaXOAUTCA B HATVBHOV Mpo6Ge Yes10BEYECKOro MPOMNCXOX-
[eHus (Hanpumep, COCTOSIHME TNMKO3UNMPOBaHUA Genka); Torga Lenb NPOoCNeXnBaeMOCTV 3aKaHUMBaETCH Ha HUX-
HeM ypoBHe, HanpuMep Ha NPOU3BO/IbHONM MeXayHapoAHo eAnHuLe. OaHako nabopaTopun peepeHTHbIX usmepe-
HWIA [OMKHBbI NPEeACTaBNATb 3HAYEHUS CTaHAAPTHLIX 06pasLoB, MOJlyYEHHbIX OT 3aKa3uuKOB, MPOCNEXEHHble A0
HauBbICLLErO BO3MOXHOIO YPOBHSI METOAMK pethepeHTHbIX U3MepeHuii an cTaHAapTHbIX 06pa3LoB. [axe ecin 3Ha-
YyeHune CBOICTBa 6MOMNOTMYECKOTO MaTeprasna He NpocnexeHo Ao eanHuubl CU. Ha Kaxaom aTtane npouenypbl pede-
PEHTHOro M3mepeHust (Hanpymep, rpaBuMeTpUM, BOTIOMETPUN. U3MEPEHUs TeMnepaTypbl) JO/MKHbI ObiTb NOyYEHbI
3HAYEHNS, KOTOPbIe MPOC/IEXEHbI 0 COOTBETCTBYIOLW el eanHnLbl CU. KoHuenuus npocnexusaemocTt, ee npumeHe-
HWA 1 OrpaHnyeHns aeTasibHo onncaHbl B ICO 17511:2003.

[FTOCT P NCO 15195-2006. BeefeHue]

4.2.3 Pa3spaboTka nporpaMmbl NPOBEAEHUA TEXHUYECKUX U KTUHUYECKUX UCMNbITaHUA J0KHA Npo-
Bogutca ¢ yyuetom FOCT P EH 13612. B nporpamme npoBeAeHUst TEXHUYECKUX U KIUHUYECKNX UCMbITaHWiA
Heo6x04MMO yuYuTbiBaTb TpebOBaHMUA K KayecCTBY KNMHWYECKUX WCCNefoBaHMil Mo OLeHKe aHanuTuyeckomn
HaJeXHOCTU MeTo40B uccnefoBaHns (TOYHOCTb, YYBCTBUTENBLHOCTbL, cneundunyHocTb) no TOCT P 53022.2
1 NO OLEeHKe KANHUYeckoi nHpopmatusHoctn no FOCT P 53022.3.

4.2.4 MeanunHCKMe yupexaeHus, NpoBoAslW e KAWHUYECKNe UCTbITaHUS MeAULUHCKUX U3genui
ONA OMArHOCTUKW WH BUTPO. AOJ/IKHbI COOTBETCTBOBaTb TpeboBaHWAM MO Haanexalwein nabopaTtopHoii
npaktnke FTOCT P 53434, B cnyyasx npuBieYeHNs YyesioBeka Kak o6bekTta npu NpoBegeHnn ucnbiTaHuii, co-
oTBeTcTBOBaTb TpeboBaHusam FOCT P 52379.

425 OnucaHue meToaunKk pedhepeHTHbIX U3MEpPEeHN A N onucaHne cTaHgapTHbIX 06pa3L0B AO/KHO
cooTBeTcTBOBaTh TpeboBaHuam NOCT P MCO 15193 n TOCT P UCO 15194. OueHka COOTBETCTBUSA n3ge-
MR 1 oueHKa (PYHKUMOHANbHbIX XapakTepucTuk u3genuin B hopme WCNbITaHWA NPOBOAUTCH C Y4eTOM
HacTosALWero ctaHgapTa v BCeil AeicTBytoueli HOpMaTUBHOW M NPaBOBOW JOKYMEHTaLMNN.

4.2.6 Pe3ynbTaToM TeXHWYECKUX, KIMHUYECKUX WCMbITAHUA MeAULMHCKUX U3Aenuil Ana AuarHo-
CTUKW WH BWUTPO C y4yeTOM Knaccudumkauuy B 3aBUCMMOCTU OT MOTEHLMANbHOrO pucka MX MPUMeEHeHus, n
aKcnepTu3bl kayecTBa, 3peKTMBHOCTM 1 6e30MacHOCTY MeAULUMHCKUX MU3fenuii ABNsSieTCS 3akilyeHne o
MoSIHOTe pe3ynbTaToB NPOBEAEHHbIX UCMbITAHWIA N UCCefOoBaHWiA. 3aknlo4yeHne AO/KHO NOATBEPAUTL, UTO
B pe3ynbTaTte NpoBeAeHHbIX UCMbITaAHUI foKa3aHo.

a) PYHKUMOHANbHbIE U TEXHUYECKNE XapaKTepPUCTUKN COOTBETCTBYHOT 3asB/IEHHbLIM MPOW3BOAU-
TeneMm B TEXHWYECKOW M 3KkcnayaTaunmoHHONM AOKYMeHTauun, a Takke BbINOSIHEHblI 06a3aTenbHble TpeboBa-
HWS HOPMATWMBHOW M NPaBOBOW AOKYMeHTauuu;

06) AW P EeKTUBHOCTb U3fenus noaTeepxaeHa, MyHKUNOHANbHbIE XapaKkTepucTukn n3genns nosso-
NAT nccnefosaTb aHanUT (MM ero akTUBHOCTb). VICKOMbI aHanuT HaxoAUTCA B NPUUYUHHO-CNEACTBEHHON
CBfAA3K C NMpegnonaraemMoil natonornei, n YTo gokasaHa NOJIE3HOCTb A4AHHOTo TecTa A/A AUArHOCTUKN U Bbl-
6opa neuvebHOIi cTpaTermu.
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B) M3roToBUTENb (MPOU3BOAUTENb) NPEANPUHSN BCE MEpPbl 415 MAaKCUMasibHOTO CHUXEHNE MOTEeH-
LMaNbHOTO 1 KOCBEHHOTO pUCKa NMPUMEHEHUs U3LEeNUs N YC/I0BUIA, B KOTOPbIX 4AHHOE U3fhesne npeaHasHa-
UEHO ANSA NPUMEHEHUS, yUen KBaNMMUKaLUIO 1 ONbIT Npeanonaraemsix nosib3oBaTeneii, u, rae NPUMeEHUMO,
(pn3nyeckoe cocTosiHMe Nosb3oBaTesieil ¢ OrpaHUYEHHbBIMU BO3MOXHOCTAMMU.
5 OueHKa COOTBETCTBUA MeAULMHCKOTo n3agenus

51 NpoeHTudnkauna n3genns

MpeHTudmnkauna nsgenns npoBoaunTcs no tpe6osaHmam TOCT P 51088, TexHUYeECKO 1 akcnayaTa-
LMOHHON AOKYMEeHTaLMmM Nponu3BoAMTENSA U €70 MapKNpPOBKe.

51.1 MpoBepka KOMNEKTHOCTU U COCTaBHbIX YacTeil nsgenus:

a) KOMMAEKTHOCTb B COOTBETCTBUM C IKCN/yaTaLMOHHON fOKYMeHTauuneii:

6) BHELUHWI BUA 1 COCTOSSHWE YNaKoBKW U3AeNNs U er0 KOMNOHEHTOB;

B) Hanuyve MapkMpoBKM U3AEeNus U ero KOMMOHEeHTOB, NOATBeEpPXAalLlieii cooTBeTCTBME Tpe-
60BaHMAM HOPMAaTUBHON AOKYMEHTaL N N3roTOBUTENS.

5.1.2 KOMMNOHEHTbI A0/KHbI 6bITb NOABEPTHYTHI BU3YaslbHOMY KOHTPOJIIO.

OCMOTpP KOMMOHEHTOB M3Ae/nsl 3aK/lo4YaeTCs B YCTaHOB/IEHUM COOTBETCTBYUS NokasaTesieil BHelWHero smaa
Tpe6oBaHUAM TEXHUUYECKON 1 IKCNNyaTaLMOHHON AOKyMeHTaLuu:

a) arperaTHoe cocTosiHue (TabneTka, NOpPOLWOK, amopdHasa Macca, XUAKOCTb U T. n.);

6) LBeT;

B) Npo3payYHoOCTb (419 XUAKOCTEN);

r) Hasmume uam oTCyTCTBME Ocajka Uaun XAonbes (415 XULKoCTen):

) KOHCMCTEHLMA.

5.2 O6wune TexHuyeckne TpeboBaHUA K MeAULUHCKAM wU3aennam ANA AUATHOCTUKUM WH

BUTPO nNpu npoBefgeHNN OLEHKN COOTBETCTBUA

5.2.3 O6wune TpeboBaHmus

5.2.3.1 OueHka 3 PEeKTUBHOCTM N 6€30MacHOCTU AO/DKHA OCYL,eCTBASATbLCA MPUM HenocpenCcTBEH-
HOM COMOCTaB/IEHUN C AaHHbIMUW, NOMYYEHHbIMU NpPU NpoBeAeHUN pedhepeHTHOW MeTOAMKM Ha aTTecToBaH-
HbIX COBpPeMeHHbIX nsgenuax. Ecnn ncnonbsyemoe gns cpaBHeHWUs usgenve B MOMEHT MPOBEAEHUSA COMo-
CTaB/ieHUA nokasatesieil npefcTaB/eHO Ha PblHKE, OHO AO/HKHO GbiTb 3aperncTpupoBaHO B yCTAHOB/IEHHOM
nopsigke.

5.2.3.2 Ecnun B xofe npoBefeHNA OLEHKN NoNyvyalTCcsa pacxofslimecs pesynbTaTtbl TECTUPOBAHUA,
Takme pacxoXAeHns A0/MKHbI 6bITb N0 BO3MOXHOCTW YCTPaHEHbI, Hanpumep:

a) nocpeAcTBOM OLLEHKM OT/inyatoLeica npobbl B APYrMX TECTOBbIX CUCTEMAX;
6) 3a cyeT UCMONb30BaHUA pedepeHTHOro meToga uan mapkepa:

B) nocpeAcTBOM NPOBEPKN KIIMHUYECKOTO COCTOSIHUS U AMarHosa nauueHTa;

r) B Xo4e TeCTupoBaHMA NMOBTOPHbBIX KOHTPOJ/IbHbIX O6pa3LLOB.

5.2.3.3 OueHka 3aheKTMBHOCTU NPOBOAMTCA Ha npobax, Nosy4vyeHHblXx OT Guonormnyeckoi pecpe-
PEHTHON monynsauuu.

5.2.3.4 TNMonoxutenbHble 06pasLbl, MCNONb30BaHHbIE NPU OLEeHKe aPPeKTUBHOCTH, AO/KHbI BblGU-
patbcs Tak, UTO6bl OTpaxaTb pas3/iMyHble cTaguy COOTBETCTBYHOLWEro 3aboneBaHusa (3abonesaHuii), pasHolii
CNeKTp aHTUTEeN, pas3inyHbie TeHOTUNbI, pa3finyHble cy6TUnbI, MyTauum u np.

5.2.3.5 OTpuuaTenbHble Npobbl, UCNONb3yeMble ANA OueHKN 3hheKTMBHOCTH, NogbmpaTca Takum
o6pa3omM, 4TO6blI AOCTOBEPHO OTpaxaTb HacefneHwe, ANA KOTOPOro npefHasHavyaeTcsa TecT, Hanpumep, A0-
HOPOB KPOBU, rOCNUTAIN3NPOBAHHbIX NaLMEeHTOB, 6epeMeHHbIX XEeHLUH 1 np.

5.2.3.6 V3genusa fonxHbl obnagatb cneynuUUYHOCTbLIO HE HUXe KIAMHUYEeCKM 0O6OCHOBAHHOW Auna-
rHOCTUYECKON adhhpekTMBHOCTHN, ecnn NpousBofuTesieM He 060CHOBaHbl fApyrue TpeboBaHus. Cneunduny-
HOCTb paccyuTbiBAETCSH HA OCHOBAHWM YaCTOTbl NOBTOPHO PeakTUBHbIX (TOXXHOMOMOXUTENbHbIX) pe3ynbTa-
TOB 4N151 Npo6 ¢ oTpuuaTenbHOW peakuueil Ha LeneBoil mapkep.

Mpumep - MeguunHckue nsgenuns, npegHasHadyeHHble Ana onpefeneHuna rpynn KpoBu, LOJKHbI
obnagaTb cneunduYHOCThio Mo obpa3uam AOHOPCKON KpoBU He meHee 99 ,5%.

5.2.3.7 [na pokasaTtenbcTBa 3(PMEKTUBHOCTN U3AeNINsS NPOU3BOAUTENb [OJ/IKEH B MOSIHOM 06beme
NpoBECTW NPOBEPKY, C TEM 4YTOObI BbISABUTb ahhekT noTeHunanbHO nHTepepupywmnx sewects. OueHu-
BaeMble NOTeHUManbHO MHTepdepupyowe BewecTBa 6yayT B onpefesieHHOW cTeneHn 3aBuceTb OT CO-
cTaBa peareHTa u KOHurypauuv aHanusa. NoTeHunanbHO MHTepepupyloLLme BelecTsa onpeaensoTcsa B
X04e aHannsa pucKos, 06A3aTeNlbHOro ANA CO6N0AEHNA OCHOBHbIX TpeboBaHU K KaXAoMy HOBOMY u3ge-
NN0. HO MOTYT Takxe BK/IYaTb, HaNnpumep:
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a) o6pasubl, NpeAcTaBnsoU e «POACTBEHHbIE» UHEKLUN;

06) npoo6bl, B3ATbIe Y MHOTOPOXAaBLUUX XEHLIWH, TO eCTb XEHLNH, Y KOTOpbIX 6bl/10 6011€e 0AHOI
6epeMeHHOCTU, MU NaLUEHTOB C MOJIOXKUTE IbHLIM PEBMATOUAHbIM (DAaKTOPOM;

B) B C/lyyae PeKOMOUHAHTHbIX @aHTUTEHOB — aHTuTeNna 4yesioBeka K KOMMNOHEHTAM CUCTEMbl 3KC-

npeccun. HanpumMmep, aHTuTena k E. coli nnn aHtutena Kk gpoxokam.

5.2.3.8 B pamkax o6s3aTeNlbHOro aHann3a pUCKOB B XOfe NOBTOPHOrO aHanu3a cnabononoxunTesnb-
HbIX 06pas3uoB onpegensdeTca obuias yactota oWMOOK CUCTEMBI, MPUBOAALWMX K TOXHOOTPULATENBHBIM pe-
3ynbraram.

5.2.3.9 EcAu B OTHOLWEHUN HOBOTO MEAULUHCKOIO U3fenusa Ans ANarHoCTUKN UH BUTPO, OTHECEHHO-
ro K BbICOKOMY Knaccy, crneuuanbHO He OroBOpeHbl 0bLiue TexHuyeckme TpeboBaHUsA, TO cnefyeT NPUHK-
MaTb BO BHUMaHue TpeboBaHWA ANA WU3AeNusa, Hanpumep, CO CXOAHbIM NPUMEHEHUWEM WAW CO CXOAHbIMMW
puckammn npuMeHeHus.

5.2.4 MN3penna ana BbISBNEHUSA BUPYCHbIX UHA eKL Ui

5.2.4.1 TMMpepnaraemble 4na o6palleHna Ha pblHKE B KAYECTBE CKPUHUHTOBbLIX UIN AUArHOCTUYECKUX
TeCTOB U3fenuns Ana BbIIBIEHUS BUPYCHbIX MHMEKUW AO/MKHbI YAO0BMETBOPATL TpeboBaHUSAM K 4yBCTBU-
TENbHOCTN U cneundnUyYHOCTU. [N oueHkn 3 PEKTUBHOCTU CKPUHUHTOBbLIX TECTOB UCcneayoTcsa obpasubl,
noflyYeHHble N3 passinyHbIX (He MeHee ABYX) MCTOYHMKOB, BK/lOYatoLWwme obpasybl nocnegosaTenbHol caa-
4n KpOBWU.

5.2.4.2 OueHka 3hPeKTUBHOCTM TECTOB A1 CKPUHWUHTA A0/DKHa BKAOYaTb 25 NONOXMTENbHBIX (ec-
N ecTb B HaNU4YMKM B cnyvyae peakux UHAEeKUnin) «B3ATbIX B TOT Xe AeHb» CBEXUX NP06 CbIBOPOTKM u/nnu
nnasmbl (He 6onee 1 aHA nocne oT6opa Npoobbl).

5.2.5 N3penusa, npegHasHavYeHHble 4N TECTUPOBAHUA XUAKOCTEW opraHnsma

5.25.1 W3pgenuna, npefHasHayeHHble ANA AMATHOCTUKM GUONOTMYECKUX areHTOB, MOYM, C/OHbI W
np., AO/DKHbI COOTBETCTBOBATH TAKUM Xe TpebOoBaHWAM B OTHOLWEHUN YYBCTBUTENBHOCTU U CNELUGPUUYHOCTH,
4YTO U TecTbl 411 CbIBOPOTKN UAW naasmbl. A1 oueHKn 3 heKTUBHOCTM NPOBOAMTCA TeCcTupoBaHme npob ot
Tex Xe nuy B obomx TecTtax C NOATBEPXKAEHWEM MO aHanu3y COOTBETCTBYKOLEN NPo6bl CbIBOPOTKWN WK
nnasmsl.

5.2.6 MeaguuunHckue nsgennsa, npegHasHayeHHble NS caMOLNArHOCTUKN

5.2.6.1 K usgenusam, npefjHasHavyeHHbIM A1 CAMOANArHOCTUKN, TO €CTb A/ AOMALIHero Ucnosib-
30BaHMA. JO/DKHbI NPebABAATLCA Te Xe TpeboBaHNs K oLeHKe PyHKUMOHAbHbIX XapakTepucTuk (4yBCTBU-
TENIbHOCTN U cneundUYHOCTH), YTO U K U3gennam Ana npodeccroHanbHOro NCNoabL30BaHnS.

5.2 6.2 Hawnbonee BaxHble 3Tanbl OLEeHKN 3P EKTUBHOCTN [O/KHbI MPOBOAUTLCS (MU NOBTOPATb-
CS) COOTBETCTBYWLWMMU MONb30OBaTeNsAMU-HeNnpodeccmoHanamm, 4Tobbl NpoBepuTb paboToCNOCOBHOCTb
N3aenna M MHCTPYKLMIO NO ero UCnosib30BaHuio.

5.2.7 OueHKka 4YyBCTBUTE/IbLHOCTM MO  MNOMOXWUTENbHbIM  pe3ynbTaTtam  UCNblTaHWUi
aTTecTOBaHHbIX NOIOXUTENbHbIX 06pPa3LL0B CEPOKOHBOPCUMN

5.2.7.1 YyBCTBUTENbHOCTb AMArHOCTMYECKOro TecTa B XOfe CEepOKOHBEepPCUM [0/HKHa COOTBETCTBO-
BaTb COBpPEMEHHbIM TpeboBaHuaM. Ecnu ganbHeliwee TecTMpoBaHWe C MCNOMb30BaHWEM TOW Xe Wan [o-
MOJIHATENbHOW MaHesnn CepOKOHBEPCUM MPOBOAMUT UCMbITATesbHbIA OpraH, pe3ynbTaTbl AO/DKHbI NMOATBEpP-
XAaTb nepeBoHavasbHble faHHble OLeHKN 3 PeKTUBHOCTU. MNaHenn cepoKOHBEPCUN LOJ/DKHbI HAYMHATbLCS C
oTpuuLaTenbHO NPobbl (NPO6) KPOBU U MMETb MUHMMAbHbI BPEMEHHOI MHTEpBaN MexXay ee 3abopamu.

5.27.2 Bce nonoxutenbHble 06pasubl 4O/MKHbI NOATBEPXAATbCA Kak NOMOXNTE bHbIE C MOMOLLbIO
nucnbliTyemoro usgenvsa. Hosoe mnsgenve JOMNXKHO UMeTb PYHKLUOHANbHbIE XapakTepUCTUKN, Kak MUHUMYM,
3KBMBAJIEHTHbIE NOKa3aTesisiM COBPEMEHHOI0 paHHee anpobupoBaHHOro nsgenus.

5.2.7.3 [na usgenuii, BbIABNAWOLWNX aHTUTENa K BUpycaM WMMyHodeduuynTa Yyenoseka, Heobxoam-
MO npoaHanuaupoBaTtb kak MMHUMYM 40 06pa3LoB paHHell cepokoHBepcun BUY. Pe3ynbTaTbl AO/KHbI CO-
OTBETCTBOBATb COBPEMEHHbIM TpeboBaHNAM.

5.2.8 OueHka aphekTUBHOCTU U3AeNna ANS aHanmsa CbiBOPOTKM U Naasmbl

5.2.8.1 OueHka athphekTUBHOCTU U3AENUNIA, NpegHa3HAYEeHHbIX A8 aHanM3a CbIBOPOTKM U NaasMmbl,
[0/KHA AEeMOHCTPUPOBATb 9KBMBANEHTHOCTb CbIBOPOTKM K nnasme. 370 HEO6XOAMMO A0MONHUTENbHO NPO-
[eMOHCTpMpoBaTh. NO KpaliHeli mepe, Ha 50 npobax (25 NONOXUTENbHbLIX U 25 oTpuLaTeNbHbIX).

5.2.8.2 OueHka athpekTUBHOCTN U3AENNiA, NpeAHasHa4YeHHbIX 4158 aHanusa nnasmbl, JO/HKHA NoA-
TBEPAUTb NOKasaHusa M3genusa ¢ UCNonb30BaHMEM BCEX aHTUKOAry/nsiHTOB, BO3MOXHOCTb NPUMEHEHNS KOTO-
pbIX C AaHHbIM M3AenueM ykaszaHa npousBoguTenemM. JTO HE06XO0AMMO NPOAEMOHCTPUPOBaTb, MO KpaiiHei
mepe, Ha 50 npo6ax (25 NonoXuTenbHbIX U 25 oTpuLaTenbHbIX) 419 KaXA0ro aHTukoarynsaHra.

5.2.9 OueHKn 3 hEeKTUBHOCTM peareHToB ANS ONpejeneHns aHTUIeHOB rPynn KPoBMK

5.2.9.1 OueHKa 3a(heKTUBHOCTN peareHToB A1 onpejesieHna aHTUTEHOB rPyNn KPOBU:

-cuctema rpynn kposu ABO ABO1 (A). AB02 (B). ABO3 (A,B);

-cuctema rpynn kposun Rh RH1 (D). RH2 (C). RH3 (E), RH4 (c). RH5 (e);

-cuctema rpynn kposu Kenna KEL1 (K)
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ocyliecTBNAeTCS NpU HenocpeacTBEHHOM COMNOCTaB/IEHUMM C nNokKasaTensamy 3aperucTpupoBaHHOro
anpobupoBaHHOro COBPEMEHHOIO U3fesnuns.

5.2.92 Ecnu B xo4e NpoBefeHUs OLeHKN pe3ynbTaTbl TECTUPOBAHUA PacXoAAaTCs, Takme pacxXox-
[EeHNA JO/MKHbI ObITb N0 BO3MOXHOCTU YCTPaHEHbI, Hanpumep:

a) nocpeAcTBOM OLLeHKM OT/nYatoLeica npobsl B APYrMx TECTOBbLIX CUCTEMAX;

6) 3a cYeT UCNONb30BaHUA abTePHATUBHOIO MeToaa.

5.2.9.3 TonoxutenbHbole ob6pasLbl, UCNOJSIb30BaHHbIE A1 OLEHKN 3P EKTUBHOCTU, AO/IKHbI BblOK-
paTtbCs Taknum o6pa3om, 4TobObl OTpaXKaTb BaApbUPYIOLLYIO 1 CNabyl 3KCNPecCcuto aHTUreHoB.

5.2.9.4 B pamkax OoueHkun apdekTUBHOCTN n3fenna (Habopbl peareHToB) A0/HKHbI NMPOXOAUTbL MPO-
BEPKY, C TeM 4YTOObl BbiABUTb ahPeKkT NoTeHuManbHo UHTepepmpyLwnx BelecTs. Habop oLeHnBaeMbix
noTeHUManbHO UHTepdepupyoLIMX BelecTs 6yAeT B onpefefieHHOol CTeneHW 3aBuceTb OT cocTaBa pea-
reHTa v CTPYKTypbl aHanusa. MNoTeHunanbHO NHTEpepupyoLw e BewecTsa onpeenatoTcs B Xoe aHannsa
puckoB, 06a3aTeNIbHOro ANa co604eHNA OCHOBHbIX TPe60BaHN ANA KaXA0ro HOBOro nsgenus.

5.2.10 NUP aHanus

5.2.10.1 Pe3ynbTatbl Ko/AM4YecTBEHHOro aHanu3a [MUP pgonxHbl cooTBeTCTBOBaTb TpeboBaHMAM
MeXAyHapoAHbIX CTaH4apTOB UMM KanMbpOBaHHLIM CTaHAAPTHbIM MaTepuanam, ecnuv TakoBble UMEKTCS B
Hannuun, N NPUMEHSTbCA B MEXAYHapOAHbIX efuHMLax BesINYUH, UCNOMb3yeMbliX B KOHKpPeTHOl o6nacTtu
npUMeHeHns.

5.2.10.2 TUP aHann3 moxeT Mcnonb3oBaTbCA A8 06HapyXeHus Bupyca B obpasuax oTpuuaTesnb-
HbIX MO aHTUTenam, TO eCTb o6pasLuax 40 CepOKOHBEpCUU. Bupychl, cBA3aHHble B UMMYHHbIE KOMMEKCHI,
MOryT BeCTU ceba MHavye No CpaBHEHUIO CO CBOBOAHLIMY BUPYyCaMu, HanpuMep, Ha cTaguu LeHTpudyrmpo-
BaHuA. [03TOMYy BaXHO MPU U3y4YeHUN yCTOWYMBOCTU BKIOYATb B pacCMOTpeHue obpasubl, oTpuyaTesbHble
no aHTMTenam (40 CepoKOHBepCUn).

5.2.10.3 [na uccnefoBaHUss BO3MOXHOW KPOCC-KOHTaMuHaUUM B XO4E W3YYEHUS YCTOWYMBOCTM
Heo6Xx0AMMO NpoBecTun, No KpaiHel Mepe, NATb LMKIOB aHannsa C nNonepemMeHHo MeHSLWNMNCA BbIOOKO-
TUTP@XHbIMWU U OTpULAaTENbHbIMKU obpa3uyaMmun. BbiCOKOTUTPaXKHbIe 06pasLbl AO/KHbI BKAKOYATb NPo6bI CO
BCTPEYalLWMMNCA B eCTECTBEHHbIX YC/TOBUAX BbICOKMMWU TUTPaMu Bupyca.

5.3 McnblTaHns nagennii

53.1 JKcnepumeHTanbHas NpoBepka W3Aenunii fo/mkHa 6blTb OCHOBaHa Ha KOHTpPOJie KayecTBa
CUCTEeMbl, BK/loYasd MeTOAuKY onpefenieHnss UCKOMOro aHanuTa. KOHTPOJ/IbHbIX MaTtepuasnos, U3fenna KoH-
KpeTHoro Buaa.

5.3.2 CpepcTtBa M3MepeHus, 4O3MpYyOLW e YCTPOiCcTBa, BEChI 1 Apyroe o60pyAoBaHne, UCMOMb3Y-
eMble Npu UCMbITAHWUAX, AO/KHbI OblTb NOBEPEHbI B COOTBETCTBUM C TpeboBaHWAMMU, NpefbABASAEMbIMUA K
cpeacTtBaM U3MeEPEHUS.

5.3.3 BbicOKOTexHO/10rM4yHoe nabopaTtopHoe o6opyaoBaHne, UCNOb3yeMoe Npu NpoBefeHun uc-
NbITAHWUA. [O/DKHO HAaXo0A4WUTbLCA B UCNPaBHOM COCTOAHWUW C AOKYMEHTa/IbHO NOATBEPXAEHHbIM TEXHUYECKUM
ob6cnyxusaHnem.

5.3.4 Pe3ynbTatoMm npoBeAeHHbIX UCNbITAHWI ABAsSieTCA AKT € NpoTokoNamu nabopaTopHbIX (Tex-
HMYEeCKNX) NCMbITaHWi, NOATBEPXAaloLW e COOTBETCTBME UM HECOOTBETCTBME U34ENNS U MeTOAWNKM NpoBe-
[eHna n3MepeHunsa 3asaB/ieHHbIM PYHKLUNOHAIbHLIM XapaKkTepucTukam.

5.35 O6pasubl U3genunii NpeacTaBNAOT Ha UCNbITAHUS B KO/IMYECTBE, HEOBXOAUMOM AN NpoBe-
[leHUs1 Tpex MOJIHOLEHHbIX BUAOB WCMbITAHWA (MeXCepuitHOro, BHYyTPUCEPUAHOTO UCMbITAHUS) C YYETOM He-
o6xoaumoro o6bema mccnefosaHuii o6pasLoB B COOTBETCTBUM C TPpeHOBAHUSAMU HOPMATUBHbLIX AOKYMEH-
TOB.

5.3.6 MpoBefeHve UCnbITaHWii JOMXKHO COOTBETCTBOBATL COr/1acCOBaHHOW NporpamMme UcnbiTaHWiA.
5.4 OueHka nokasateneil PYHKLNOHNPOBAHUA N3AENNA AN pa3NNYHbIX MeTOL0B aHannsa
541 n3penva ona paguonMMyHONOTMYeCcKOro aHanmsa

5.4.1.1 O6was pagmoakTMBHOCTb MEYEHOT0 KOMMOHEHTa

3HayeHne obLeil pagmoakTUBHOCTM KOMMOHEHTa, MeYeHOro paanoHyknugom (151lunn 3H). asnsetcs oc-
HOBaHMeM AN pacyeTa HEKOTOPbIX APYrnx nokasaTteneit. Kpome Toro, onpegenexHne obuieli pagnoakTBHOCTH
Nno3BOJISAeT MPOKOHTPO/IMPOBaTb KO/IMYECTBO NOCTaABIAEMOro MeYeHOro BellecTsa.

PagnoakTnBHOCTb KOMMNOHeHTa A. knnobekkepenu (Kbk). meuyeHoro 1251. onpefensatoT Ha AeHb nacnop-
Tusaymm Habopa no popmyne:

vf60 x 1000

A=
-
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roe JU, —cKopocCTb cyeTa Npo6bl MEYEHOTO KOMMOHEHTA, UMN/MWH;
V —o6uwunii o06beM MeyeHOro KOMNoHeHTa B Habope, cmM3
vV  —006bem npo6bl MEYEHOTO KOMMNOHEHTA, B3ATOW AN18 U3MEPEHUA CKOPOCTK cyeTa.
f —3h(PEeKTUBHOCTb cyeTa raMma-cyeTymka, f4onu eguHuLbI;

— —KO3(P(PUUNEHT NEpeBoOAa UMMNY/IbCOB B MUHYTY B KUTOGEKKEPEU.

PagnoakTMBHOCTbL KOMNoOHeHTa A. KBk. MeueHoro 3H. onpefenslT Ha AeHb nacnopTusauuu usgenus
no chopmyne:

N.V
A = X K, (2)
v/60x1000
roe Nt —ckopocTb cyeTa Npobbl MEYEHOr0 KOMMNOHEHTA, UMMN/MUH;
\Y —o6uWmnii 06bemM MeYeHOro KOMNoHeHTa B Habope, cm3;
vV —06bem Npobbl MEYEHOTO KOMMOHEHTA, B3SITOI A9 U3MEPEHUSA CKOPOCTU CYET],
f —3(pPeKTUBHOCTbL cyeTa raMMa-cyeTymka, 40NN eANHNLbI;

60 x 1000 _ ko3aphMuMeHT nepeBoja MMNYbCOB B MUHYTY B KWnobekkepenu:

K —koadhdhuumeHT nonpaBky Ha raweHue (onpegensaiT IKCNepumMeHTanbHO NyTeM N3MEPEHNst CKOPOCTKH
cyeTa 06pa3LOBOro paAnoakTMBHOIO pacTBopa TPUTKSA B COOTBETCTBYIOLWEN CUUHTUNNALNOHHON XUAKOCTA 40 1
nocsie BHECEHMSA B Hee OonpefesieHHOro KosmyectTsa pacTBOPEHHOr0 MEYeHOro KOMMOHEHTa U KOMMOHEHTa, He
cofiepxalero Me4yeHoro coejuHeHus).

5.4.1.2 ToTtanbHas (obwasn) pagmoakTUBHOCTb, BHECEHHAA B aHaNM3npyeMy npobupky

[na pacueTa psfa nokasaTenei kayecTsa us3genus HeobxoAUMMO onpeaenuTb ToTanbHyto (0buwyto) pa-
[OM0aKTMBHOCTb T. BHECEHHYIO B aHanM3upyemMyto npobupky. 3HayeHne T onpegensetcsi kak YNCN0BOM pe3y/b-
TaT CKOPOCTW cyeTa pajMoaKkTUBHOCTU, BHECEHHON B KaXAYH aHannTUYecKy Npooupky.

[nsa onpegenenna T B NpOGUPKM BHOCAT KOMMOHEHT, coAepXalinii paguoHyknua, B o6beme, ykazaHHOM
B UHCTPYKLMUW NO NPUMEHEHWIO U3AENNS, NOc/e Yero A06aBNAT B NPOOGUPKN BCE KOMMNOHEHTbI UHKY6aLMOHHOM
cpefbl B 06beMe, yka3aHHOM B MHCTPYKLUMUM NO NPUMEHEHUI0 U3AeNns; LeHTpudyrnposaHme He Npon3BOAAT.

PagnomeTpuio kaxaoli Npo6upkn NpoBOAAT B OTAENLHOCTU W ONpeAensioT cpefjHee apudmeTuyeckoe
3HayeHVe 1 3HayeHne koapduumeHTa Bapuauuun. JOCTOBEPHOCTb COCHMTAHHbLIX MMMY/bCOB AO/KHA ObiTh B
npegenax ot 1 % fo 2 %. koadppumuneHT Bapmaunm cyeta T Npo6 He Ao/mkeH npeBbiwaTb 3 %, UHTEHCMBHOCTb
cueta T go/mkHa 6bITb He MeHee 10000 MMN/MUH ANA NOAYYEHUA AOCTOBEPHOCTU cyeTa C NOrpeLHOCTbio Me-
Hee 1 %.

5.4.1.3 Cneuyucuyeckn ceazaHHasa pagnoakTuBHOCTb (cneynduryeckoe cBsA3biBaHNE)

Cneyuuueckn ceAsaHHylo pajuoakTUBHOCTL (MK cneundruyeckoe CBA3biBaHME) onpeaenstoT ¢ no-
MOLLbIO HY/1IEBOI KANMGPOBOYHON NPO6LI, TO €CTb NPWU HYNEBOI KOHLEHTpaLMn onpeaensaemMoro BelecTsa.

3HaveHMe cneundmnyeckoro cefAsbiBaHUS (MPUMEHAIOT TakKke TepMUH «MakCumasbHOe CBf3biBaHWe)*)
BblpaxaloT B NpoLeHTax kak OTHOLEeHUe 3HavyeHus pagumoakTMBHOCTU obpasua C HyneBol KOHUeHTpauuen, us
KOTOPOro MCK/IIOYEHO 3HauyeHue Hecneunduyeckun CBA3AHHOW pPaAMoaKTUBHOCTW, K 06OLei pagMoakTVBHOCTM
obpasua:

— x 100, 0)
roe Bc  —cKopocTh cueTa B Npobupke, cogepkalleli HyneByo Kann6poBoYHyo npoby, UMN/MUH;
T  —CKOpOCTb cueTa TOTa/lbHOl PafMOaKTMBHOCTI, BHECEHHOW B aHA/IMTUYECKYIO MPOGUPKY, UMN/MUH.

3HayeHne cneyndnMyecKoro CBA3biBaHWA AaeT OCHOBHYH MH(OPMAaLMI0 O NPOTEKAHUN UMMYHOXMMUYe-
CKOW peakuuu mexay aHTuTenamm v MeyeHbIM aHTUreHOM B AaHHOW cucTeme ANa paguovMMYyHOSTOTMYECKOTO
aHanunsa. Ero nameHeHns mMoryT 6biTb 06YC/IOB/IEHBI, NPEXAE BCEro, U3AMEHEHNSIMU KOHLEHTpaunii 060mMx KoM-
NOHEHTOB B peakUVOHHOW CMecu M UX CBOWCTB, OCOGEHHO CPOACTBA U EMKOCTU CBA3W aHTUTEs, yaeNbHol ak-
TUBHOCTW pagvoMHAMKATOpPa U ero NoBpeXAeHMeM, a Takke U3MEHEHUsIMU, MPOUCXOAALLUMU BO BPEMS XpaHe-
HUS UK NpU MHKy6auun. Kpome Toro, Ha 3HavyeHue cneunguyeckoro CBsS3bIBaHUA MOTYT OKasaTb BAUSHUE U
Apyrve KOMMNOHEHTbl peakUMoHHOl cMecH, yCnoBus MHKyGaunum, a Takke NpaBuUIbHOCTb BbIMOMIHEHUS NpoLeayp
cenapauun. Jllo6oe 3ameTHOe OTK/IOHEeHMe 3HaveHus Bo/TxHOO (6onee yem Ha 5 %) OT 06bIYHO NOsyYaemblxX
3HauYeHwii Npu faHHOl MeToAMKE LOMKHO CNYXWUTb CUTHANIOM O HapyLleHUn cTaHAapTHbIX ycnoBuii onpegene-
HMA 1 KayecTBa KOMMOHEHTOB U3Aenusi, a Takke AO/MKHO NOCNYXUTb OCHOBaHWEM K AOMNOMIHUTENbHON NpoBepke
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n3genus.

3Ha4veHve crneuncunyeckoro ceA3biBaHUA onpeAensoT cnegywwmm obpasom: B npobupku (oT 8 go 10
LUT.) BHOCAT HYNEBY KannbpoBOYHYIO NPobBY M BCE KOMMOHEHTbI peakuMoHHOl cMecu, nocne 4yero NpoBoAAT
BCe npouenypbl, NpeAyCMOTPEHHbIE UHCTPYKLUUEl MO NPUMEHEHUIO N3AeNus.

B ngeane 3HaueHne cneundunyeckoro cBsA3biBaHUSA AO/KHO 6bITb 61113K0 K 50 %. Yem Huxe 3TOT noka-
3aTeNlb, TEM MeHblle paspellarlias cnoco6HOCTbL KaMbpoBOYHON KPUBOI U34enns, NOCKObKY Kannbposou-
Has kpuBasi bygeT 6onee nosoroii. MNpu BbICOKOM 3HaveHun Bo/TxKOO 4yBCTBUTENbHOCTb U3feNns yBenmynBsa-
eTcs, HO «pabounii» oTpe3ok KannbpoBOYHON KPUBOI yMEHbLUAeTCS.

5.4.1.4 Hecneuundunyeckn cBsa3aHHas pagmoakTMBHOCTb (Hecneyuduyeckoe cBsizbiBaHue)

Hecneunduueckoe cBasbiBaHne - 3TO HecneLudnyeckn cBsi3aHHasa paanoakTMBHOCTbL B 06pasLe npu oT-
CyTCTBUM cneyndnyeckux aHTuTen.

OnpefenieHne 3Ha4YeHns Hecneunprnyeckoro cBA3biBaHNA faeT npexae scero nHopmaumio 06 adek-
TUBHOCTW MCNOMb3YyeMOro Metofa cenapaumm cBO60AHON 1 CBA3aHHON hpakunii 1 0 Hecneungryeckom 3axsa-
Te CBOOGOAHOrO pagnonHAMKaTopa B CBA3aHHOW dpakummn. MNMpuyunHoin Hecneundyeckoro cBsA3biBaHWA, Npexae
BCero, ABNsSeTcs Hecneunduyeckas copbums cBob6oAHOro paguMonmHamKaTopa Ha CTeHkax Npobupok, Ha no-
BEPXHOCTN ocajgka u copbeHToB. Kpome TOro, Hecneuundunyeckoe cBA3bIBaAHUE - 3TO BAUAHWE MNepeKPecTHbIX
peakuuii B aHann3mpyembix obpasuax B NPUCYTCTBUN IHAOTEHHbIX aHTUTEN U BO3AEeCTBME HEKOTOPbIX Hecne-
Luuryecknx pakTopos BCNeCTBME UX NPUCYTCTBMA B aHaANIM3MpyeMbiX obpasuax.

MockonbKy Hecneunguyeckoe CBA3bIBAHWE - OfHA W3 OCHOBHbIX Npo6aem pajvoMMMYHON0MMYECKOro
aHann3a, ero uccnefoBaHne M KOHTPO/b BaXHbl 1 HEO6X04uMbI. py 3TOM 3HaveHne Hecneunduueckoro ces-
3blBAHUSA HEOO6XOA4MMO BblUMTATb W3 3HAYEHWW NONYYEHHbIX paAnoakTUBHOCTElN AN BCeX KaiubpOBOYHbLIX
npo6.

Hecneunduryeckoe cBa3biBaHME onpeaenaoT cneayowmm obpasom: B npobupku (ot 8 go 10 wT.) BHO-
CAT HY/NEBYIO KasIMGpPOBOYHYIO NPoby (Mnn nwobyto kanmbpoBoYHy Npoby, WAWM CbIBOPOTKY KPOBM YesioBeka) u
BCE KOMMOHEHTbI U3fenus, npeaycMoTPeHHbIe UHCTPYKLUMEl NO ero NpUMeHEeHo, 3a UCK/TI0YEHNEM aHTUCbIBO-
poTKku (aHTUTen). 3aTem NPOBOAAT BCe NpoLeypbl, NPeAyCMOTPEHHbIE UHCTPYKLUNEN NO NPUMEHEHUIO U3AENNS.

3HayeHVe HecneLnduueckoro ceasbiBaHna BH. %. paccunTbiBatoT no popmyne:

AH=yx1°0’ (4)
rae B —cpepaHee apudmeTnyeckoe 3HaUYeHNe CKOPOCTU cueTa B OTAeNbHbIX NPO6UpPKax, UMM/MUH:
T —cpeaHee apumeTUUECKOe 3HAYEHNe TOTaNIbHOI PaanoakTUBHOCTMI, UMM/MUH.

3HayeHne HecrneLndmnyYecKoro cBA3bIBaAHNA AO/MKHO 6bITb He 6onee 5 %.
Mpu ucnonb3oBaHnMn TBEPAOMA3HOr0 MeToAa 3HaYeHne Hecneundurnyeckoro CBA3bIBaHUS He onpeje-
NAoT.

5.4.1.5 COOTHOLEHNE CKOPOCTEl cyeTa KaIMOPOBOYHbIX NPO6

[Ona oueHkn npaBuWIbHOCTU paboTbl CUCTEMbI ANS PaAVOMMMYHONOTMYECKOro aHannsa HeobxoAnmo
NPOBOAUTL ONpefesieHne COOTHOLIEHNA CKopocTel cueTa (MMN/MWH) KanMbpoBOYHbIX MPO6. 3HAYeHNs CKopo-
cTell cueTa KasIMBGPOBOYHbLIX NPO6 MOryT UMETb NPSAMYI0 3aBUCUMOCTb OT KOHLLEHTpaL UM aHaIM3MpyemMoro aHTu-
reHa (unu aHtuten): BO< ... < B.— (caHgBu4Y-BapuaHT), nnn obpartHyt: BO> ... > B tc(MeTo4 KOHKYPEHTHOTO
CBA3bIBAHUA).

5.4.1.6 CoOTHOLWEHNE CKOPOCTEN cyeTa KannbpoBOUYHbIX NPO6 C MaKCMMasbHbIM U MUHUMANbHbIM
cofiepXaHnemM aHTUreHa (aHTUTenN) 1 KanMbpoBOYHOI NPo6LI, HEe coAepXalel aHTUreH (aHTuTena)

HaknoH kannmbpoBOYHOW KPMBOW B faHHON TOYKe fBNseTcA oAHWM M3 DakTOpoB, KOTOPLIA onpegenseT
paspeliatoLyo CnoCO6HOCTb U TOYHOCTb CUCTEMbI ANA U3MEPEHUSA COOTBETCTBYOLWEN KOHLEHTpauun aHanu-
3MpyemMoro aHTureHa. 3HayeHne COOTHOLLEHUSI CKopocTeli cyeTa KainbpoBOYHON NPO6bl C MUHUMASIbHBIM CO-
JepXaHuem aHTureHa n KanubpoBOUHOW Npobbl, He cofepxalleli aHTureH [(B**, - B*Y(Bo - B,) x 100). moxeT
B/INATb HA 3HAYeHWe YYBCTBUTE/ILHOCTU CUCTEMbI 419 PaANOUMMYHOIOTUYECKOro aHanm3a. COOTHOLEHNE Xe
cKkopocTeii cyeTa KannbpoBOYHON NPO6bLI C MakCMMasibHbIM COAEpPXaHWeM aHTUreHa u KannmbpoBoUYHON Npobbl,
He cogepxauien aHtureH [(B - BJ/( BO- BJ x 100]. xoTs 1 He oTpaxaeT paspellatoLlyo Crnoco6HOCTb OT-
[AeNbHbIX Y4acTKOB KaMbpoBOYHOro rpadpvka, ofAHaKo ABASETCA OAHMM U3 NokasaTteneli cTabuabHOCTU cucTe-
Mbl 418 PagMOMMMYHONOMMYECKOro aHanunsa npu cpaBHeHUN pasHbIX U3genuii ogHoOW cepumn n usgennii pasHbix
cepuid.

[onyckaeTcsa onpefensTb COOTHOLEHMEe CKOPOCTel cyeTa KanmbpoBOYHON NPobbl C MUHUMANbHLIM CO-
AepXaHueMm aHTureHa n KannbpoBOYHOW NPobblI C MakCUMasibHbIM coAepxaHuem aHTureHa [(B*,, - BWw/(Bwvay, -
BH) x 100] » COOTHOLIEHNE CKOPOCTEN cyeTa npeanocnenHeil kKannbpoBoYHO Npobbl (Bnp) u kKannbpoBOYHOIA
npo6bl C MakcMManbHbIM cofepXxaHnem aHtureHa [(B.-p- BK/(BVOM- BJ x 100].
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5.4.1.7 UYyBCTBUTENbLHOCTb

3HayeHne YyBCTBUTE/IbHOCTU ONpefensaT cneayowmnm obpasom: B npobupkn (o1 8 Ao 10 wT.) BHOCAT
HyneBylo KaimbpoBOUHY0 NPobYy 1 BCE KOMMOHEHTbI U3AeNns, npefycMOTPEeHHble UHCTPYKLMe no ero npume-
HEHWIO. Noc/e Yero NPoBOAAT BCe npoueaypbl onpegeneHns. Ha 0CHOBaHWN MOTYYEHHbIX AaHHbIX BbIYUCNAOT
cpegHee KBajpaTnyeckoe OTK/IOHEHMe No opmyne.

7
( M-1 (5)
roe B, —3HauyeHue CKOpOCTU cHeTa MEeUYEHOro COeUHEHNS KaXoro M3MepeHns B NPobupkax c HyneBoi ka-
NMB6POBOYHOI NPO6OWA. hmiVmhh;
K —cpeaHee apupmeTnueckoe 3HayeHMe CKOPOCTH CYeTa MEUYEeHOro CoeAuHeHust B NpoGupkax ¢ Hyne-

BOW Ka/inbpoBOYHOWN NPO6BOIA, NMN/MUH;
| —3HaK CyMMUpOBaHus:
N — 4ynucno onpeaeneHuni.

Ha ocu opguHaT kannM6poBOYHOro rpagvka oTknaabiBaloT 3HavyeHne (Bo - 2<T) - eciv NPUMEHSIIOT MPUH-
LMN KOHKYPEHTHOro CBA3blBaHUS, uan (B3+2a) - ecnm MCNonb3ylT CIHABUY-BAPUAHT; U3 MOSYYEHHON TOUKU
NPOBOAAT NPAMYIO, NapasnnenbHyo ocu abeumce, A0 nepeceyeHuns ¢ KaimMbpoBOUYHbIM rpacmkom; U3 TOUKK ne-
peceyeHuns onyckalT nepneHAnKynap Ha ocb abeumcc.

CoOoTBeTCTBYIOLLAA 3TOMY 3HAYEHUIO KOHLeHTpaLus xapakTepudyeT YyBCTBUTEIbHOCTb, KOTOPYIO cneay-
eT BblpaxaTb B 3HAYEHMSAX KOHLEHTpaLUM aHanM3npyeMoro BelLecTsa.

3HayeHne YyBCTBMTENIbHOCTM 3aBUCUT OT KPYTM3HbI KaMOGPOBOYHOrO rpadivka B 061acTh HU3KMX KOH-
LleHTpauuii. OT TOYHOCTU ONpefeneHna Hy1eBol KanMbpoBOYHON NPobbl, OT KOHCTaHTbLI accounauun cneundm-
Yyeckux aHTUTeN (4em 6osblle KOHCTaHTa accouuauuun, Tem YyBCTBUTENbHEE cucTeMa ANsi PaguoUMMYHOSOIu-
4YeCcKoro aHannsa), a Takke OT 3HAYeHUs COOTHOLLIEHUSI CKOpOoCTeli cyeTa KanMbpoBOYHON NMPObbI C MUHUMATb-
HbIM COZlEPXaHUEM ONpeAeNisieMoro aHTUreHa u HyneBoi KanMbpoBOYHON NPOGHI.

5.4.1.8 TecT Ha «OTKpbITUEe» (MeToa A06aBOK)

Mpy nocTaHOBKe TecTa Ha «OTKPbITUE» CMeLINBAIOT, Kak NPaBnio, paBHble 06beMbl KOHTPO/IbHON CblBO-
pPOTKM (N1a3mbl) U KanMGPOBOYHOM MPO6LI. BMECTO KOHTPOAbLHOW CbIBOPOTKM (NNa3Mbl) MOXHO MCNOMb30BaTb
KasIM6pOBOYHYIO NPO6Y C MUHMMasIbHOW KOHLeHTpaLuueli onpefensemMoro BelecTsa.

TecT Ha «oTkpbiTue» OT, %. NpoBOASAT B BOCbMU-AECSATU NOBTOPHOCTAX. B uccnepyemoii npo6e onpepe-
NAT KOHLEHTPaLMI0 aHaIM3pyeMoro aHTureHa u cpaBHUBAlOT ee 3HauYeHue ¢ pacyeTHbIM No hopmMyne:

C
r;r=-~xH 0 6)
cr

roe C/p—noslyyeHHoe No kannbpoBovHOMY rpaduky (MpakTMyeckoe) 3HavYeHne KOHLEeHTpauuy aHanusmpyemoro
aHTuUreHa B nccnepyemoi npobe;
Cr —pacyeTHoe (TeopeTnyeckoe) 3Ha4YeHne KOHLEeHTpaL M aHTUreHa B uccneayemoi npoée.

3HaueHne «OTKPbITUA» A0/HKHO HaxoauTbesa B npegesnax ot 90 % o 110 %.

TecT Ha «OTKpbITUE» SABMIAETCA OAHVWM W3 OCHOBHbIX AJ1S pelleHus Bonpoca o0 cneunuyHocTn 1 npa-
BW/IbHOCTW NPOBefeHNA aHann3a. BaxHOCTb faHHOro TecTa 3ak/llyaeTcs Takke U B TOM. YTO Npu ero nocra-
HOBKe CpaBHMBAIOT, KaK B3aMMOAENCTBYIOT aHaU3NpyeMblil aHTUreH, HaxoadAwuiica B uccnegyemon npobe
(Hanpumep, B KOHTPOJIbHON CbIBOPOTKE WM MAasMe), U aHaAu3mpyemblii aHTUreH, HaxoAswuiics B kannbpo-
BOYHOW npobe, c aHTUTENoM. Ecnn OHM B3amMOAeNCTBYIOT MO-pasHOMY, YTO Ha3blBAETCA «MaTPUKCHbIM 3d-
(heKkToOM», TO NOABJIATCA CUCTEMATUYECKME OLIMOKN N HEMOCTOSAHCTBO pPe3yNbTaToB onpefeneHuns.

B cnyyae akcnepuMeHTanbHOW NpoOBEpKN n3aenuii, npegHasHavyeHHbIX AN onpefesieHns aHTureHa (aH-
TUTEN) B CyXMX NATHaX KPOBU, TECT HA «OTKPbITUE» HE MPOBOAAT.

5.4.1.9 TecT Ha «/IMHENHOCTb>»

DTOT TecT 3aknyaeTcs B nocnefoBaTeflbHbIX pasBefeHnax KannbpoBOYHON Npobbl ¢ MakcMMasbHOM
KOHLUEeHTpauneli aHTUreHa uam KOHTPOJIbHOM CbIBOPOTKM (N1a3Mbl) C BbICOKOW KOHLLEHTpaLMeil 3Toro aHTureHa B
2, 4.8 nT. 4. pa3s (BO3MOXHbI 1 Apyrue nponopuun pasBefeHus) ¢ nocneayowmmMm cpaBHeHWeM MNOoJyYeHHbIX
pe3ynbTatoB C OXKUAAEMbIMU NPU 3TUX pasBefeHUsX KOHUEeHTpauuamMu aHanusnpyemoro aHtureHa. Passepe-
HWS AOMKHbI GbiTb BbINOIHEHbI C TAKUM pacyeToM, YTOObl TECT OXBaTbiBasl BCE Yy4acTKM Ka/MbpoBOYHOrO rpa-
hmkKa. N0O3TOMY Hapsagy C MakCMManbHOM KanmbpoBOYHON NPO6OM MOXHO MCMNOMb30BaTh KasiMbpoOBOYHbIE NPO-
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6bl CO cpeaHeil U gaxe HU3KOM KOHUEHTpauueid aHanuampyemoro BewiecTsa. [1s pasBefeHus cnegyert wc-
nofb30BaTb HYNEBYI0 KAMGPOBOYHYIO NPOGY UK CbIBOPOTKY (Maa3My) KPpOBU, He COAepXaliylo uccinemyemsiii
AHTUrEH.

TecT Ha «nHeiHoCTb» J1 %. NPOBOAAT B BOCbMU-AECATU MOBTOPHOCTSAX. B aHann3npyembix o6pasuax
onpeaensoT KOHLEHTPaLWI0 UCCNESYEMOT0 aHTUTEHA, YMHOXAIOT HA KO3 (ULUNEHT pasBefeHus N cpaBHUBA-
0T ee 3HaueHue ¢ pacyeTHbIM Mo popmyne:

@)

roe Cro — noslyyeHHoe no KanmbpoBOYHOMY rpadhvky (MpakTuyeckoe) 3HauyeHue KOHUeHTpauuu aHanmsupye-
MOr0 aHTUreHa B uccnegyemoii npobe:
CT —pacyeTHOe (TeopeTuyeckoe) 3Ha4eHne KOHUEHTpaumn aHTUreHa B uccaegyemoii npobe.

3HayeHne «IMHENHOCTM» AOMKHO HaxoAnTbCcsA B npegenax ot 90 % go 110 %.

TecT Ha «JIMHeAHOCTb» BaXeH TeM. 4TO M03BO/IAET MPOKOHTPONPOBATL, HACKO/IbKO NMPaBWU/ibHO Kannbé-
poBaHbl KannbpoBOYHbIE NPO6GLI OTHOCUTENBLHO APYr Apyra. Mpn pa3BefeHnn OAHON KannbpoBOYHONM NPO6LI
naet cpaBHeHWe 3ToN Npobbl C KaMBPOBOYHLIMU NPo6amMu, 6/IM3KUMKU NO KOHLEHTPauuUn K NoJSyYeHHbIM pe-
3ynbTaram.

TecT Ha «/IMHEeliHOCTb» NO3BONSAET YCTPaHUTb cUcTeMaTuyeckne ownbkn, cBA3aHHble C pa3nnyHol cne-
LMMUYHOCTLIO aHannsa, Ha Kaxwoi cTagun KannmbpoBKU, a Takxe No3BosisieT OLEeHUTb NpaBu/bHOCTb PaboTbl
cucTeMbl A8 pagnoMMMYHOMOTMYECKOTo aHan3a Ha BCex yyacTkax kanmbpoBOoYHOro rpaduka.

B cnyyae akcnepumeHTasibHOM NPOBEPKU KauyecTsa MU3AeNns, npefHasHavyeHHoro 415 onpejesieHns ax-
TUreHa (aHTUTEN) B CyXMUX MATHAX KPOBU, TECT Ha «/IMHENHOCTb» HE NPOBOAAT.

5.4.1.10 KoacbduumneHT Bapuauunm

Mpu onpegeneHun koapduLmneHTa Bapuaynm cnegyet UCNonNbL30BaTb aTTECTOBAHHbIE KOHTPOJ/IbHbIE Cbl-
BOPOTKM (M/1a3Mbl, CyXue NiTHa KPOBW) C HU3KUM, CPeAHVM UM BbICOKMM COAEpXaHUeM aHann3mpyemoro aHTu-
reHa. KoHTposb BOCNPOU3BOANMOCTN NPOBOAAT B BOCbMU-[eCATM NOBTOPHOCTAX. Bocnpon3sogmumocTs npose-
PAOT Kak AN18 OJHOT0 U34S, Tak U 419 pasHbiX U3AEeNnii OfHOV Cepuun u N3Aenuii pasHbix cepuii.

3HaueHue KoatpduuneHTa saprauun K.B., %. onpegenstoT no oopmyne:

®)

roe C, —3HayeHne Kaxpaoro n3mMepeHns KOHUEeHTpauun aHaan3npyemoro aHTureHa B KOHTPO/IbHOM CbIBOPOT-

—cpefHee apudmMeTmyeckoe 3Ha4YeHne KOHLEeHTpaLuum aHanm3npyemMoro aHTureHa B KOHTPO/IbHOM Cbl-
BOPOTKe;
| —3HaK cymMuMpoBaHus:
N — ynucno onpegeneHuii.

Bocnpoun3BoanMOCTb pe3ynbTatoB cUuTaeTcs yA0BAeTBOPUTENbHOW, ecnn 3HavyeHne K.B. He npeBblliaeT
8 % npu NpoBefeHUn aHannsa B 6UONOTMYECKUX XUAKOCTAX 1 15 % - npu NnpoBeAeHUn aHannsa B CyXmx naTHax
610/10rMYECKNX XUAKOCTEN.

5.4.1.11 WHTepcenTt

3HayeHVe wuHTepcenTa ONpefensarnT Mo KainbpoBOYHOMY rpadiuky, MOCTPOEHHOMY B KoopAuHatax
logit-log (Ha ocu opguHaT oTkNaAbiBalOT 3Ha4YeHNe COOTHOLLIEHUSI CXOPOCTel cueTa KanmbpoBOUHbIX Npob - B* n
Hy/1eBOI KannbpoBOYHOM Npobbl - BO, a HA ocn abcumnce - 3Ha4YeHne KOHLEeHTpauum aHTureHa B norapugpmuye-
ckoMm macwTabe). Ecnm paboTta nsgennsa ocHoBaHa Ha NPUHLMNE KOHKYPEHTHOrO CBA3bIBAHUS, TO NCMNO/b3YIOT
cooTHolWeHne BxBo x 100. ecnu Ha NpUHUUNE CIHABMY-BapMaHTa - cCOOTHoWweHue [(Bx-BoY(Bs»c-Bo) x 100).
3HayeHne UHTepCenTa BblpaxalT B TeX Xe efuHuLax, YTo U 3HaYeHNe KOHLEeHTpauum aHann3npyemoro aHtu-
reHa.

Mpu KOHTpoONe kayecTBa U3AeNUin ANS paguouMMyHONOTMYECKOro aHann3a 06blYHO NOMNb3YyTCA TpeMms
3HayYeHnsMun nHTepcenta - 20 % (25 %), 50 % 1 80 % (75 %), xoTs gonyckalTca u Apyrme BapuaHTbl. OTpe3ok
KanmbpoBOYHOro rpadmka, orpaHUyeHHblin 3HavyeHnsmMmn 20 % n 80 % mHTepcenTa. - 3TO «pabounii» 0Tpe3ok
KanmbpoBOYHOro rpaduka, sBAsALWMICA Hanbonee YyBCTBMTE/bHONM ero yacTblo. 3HavyeHne 50 % mHTepcenTa
[OMKHO Nexartb Ha CamMoil KpyToW YacTu KannbpoBOYHOro rpadimka 1 f0/HKHO COOTBETCTBOBATL OAHOW U TOl e
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cpefiHell KOHLeHTpaLMm aHannm3npyemMoro aHTureHa B npefenax ycraHoB/IEHHbIX KonebaHuii.

3HayYeHnss HTepcenTa oTpaXatT CTabUNbHOCTb KOHLEHTpaLUM aHTUreHa B aHaan3mpyemoii npobe B Te-
YeHve ANNTEeNbHOTO0 BPEMEHU; 3TW 3HAYEHMA He AO0/KHbl B 60NbLIOIA cTeneHn BapbMpoBaTb OT M34eNusa K nU3-
[enunio. Tak Kak OT 3TOro 3aBMCUT JOCTOBEPHOCTb NOJyYaeMbiX B KJIMHUYECKON MpakTuke pe3y/ibTaToB Npu uUc-
no/b30BaHNN U3AENNIA pa3HblX CEPUIA.

54.1.12 KoHueHTpauns aHann3mpyemoro aHTureHa B KOHTPOJIbHOW CbIBOpOTKe (Nnasme, Cyxom
NATHE KPOBU)

[na npoBepku NpaBUNbLHOCTU (AOCTOBEPHOCTW) ONpefesieHns KOHLEeHTpauum aHann3npyemoro aHture-
Ha B KOHTPOJIbHOW CbIBOPOTKE (M/1a3Me, CyxOM MATHE KPOBMW) UCMNOJb3YIOT METOA, OCHOBAHHbI Ha NpuMeHe-
HWUW KOHTPO/IbHBIX CbIBOPOTOK (M/1a3M, CyXUX NATEH KPOBU) C U3BECTHON KOHLEeHTpauunell aHann3mpyemoro aHTum-
reHa. Kotopble N0 coCcTaBy M OCTas/lbHbIM CBOMNCTBaM AO/KHbI 6bITb Hanbonee 6/1M3KN K obpasuam aHannsunpy-
emoro maTtepuana (Bo nsbexaHune «maTpukCcHoro adppekra»). Msgenus ana paguonMmMmyHOI0rMYECKOro aHanum-
3a, Kak nNpaBuno, KOMNNEKTYIOT KOHTPOJIbHbIMW CbIBOPOTKAMMW C WM3BECTHbIM COAEPXaHWeM aHanM3mpyemoro
aHTureHa. CpaBHeHMe NOMy4YeHHOl B pe3ynbTaTe onpejAesieHnss U ykasaHHOl B macnopTte M3genns KoHUeHTpa-
LM NO3BO/MSET OLEHUTb OCTOBEPHOCTbL (MPaBU/bHOCTL) ee onpefeneHns KOHKPeTHbIM u3gennemM Aaa pagno-
UMMYHO/IOTMYECKOTO aHanmnsa.

5.4.2 M3pgenve gna nMMyHopagMoOMeTpUUYeCcKoro aHanmsa

JKcrnepuMeHTanbHaa oueHka n3fenuii BknwvaeT B cebA onpegeneHne cnepylolmnx nokasarenei: 06-
Las pagnoakTMBHOCTb MEYEHOro KOMNoHeHTa - no opmyne (1) unu no dpopmyne (2); TotanbHas (obwasn) pa-
[MO0aKTMBHOCTb; COOTHOLLEHME CKOPOCTell cyeTa KanmbpoBOUHbIX Mpo6: BO< ... < BN : cKopoCTb cyeTa B Ka-
NM6pPOBOYHONM npobe, He cofepxal,eil aHTUreH (aHTMTena); OTHOLWeHMWe CKOpPOCTM cyeTa B Ka/MbGpOBOYHOWA
npo6e C MakcMMasibHbIM COAEepXaHWeM aHTUreHa K ToTanbHOi (06Leli) pafgnoakTUBHOCTMW; «OTKPbITUE» - MO
opmyne (6); «anHeliHOCTb» - No chopmyne (7); kKoadhduryneHT Bapuaymm - no dopmyne (8): NHTEpPCENT; KOH-
LeHTpaunsa aHanM3npyeMoro aHTureHa (aHTuTen) B KOHTPOIbHON CbiBOpOTKe (n1asme). Mpu onpegeneHnn vyBs-
CTBUTE/IbHOCTN paccynTbiBalOT 3HAYEeHMEe CpeHero KksaapaTnyeckoro oTknoHeHus (a) - no coopmyne (5). nocne
4yero Ha ocu opAuHaT KanubpoBOYHOro rpadmka oTknagbiBatoT 3HavyeHne (Bat+2a) M U3 3TOK TOUKM NPOBOAAT
npsMyto, napasafienbHyo ocu abeumce, 40 nepecevyeHns ¢ KaMbpoBOYHbIM rPatUKOM; U3 TOYKN MepeceyveHns
onyckalT nepneHAnKyIap Ha ocb abCLMCC - COOTBETCTBYOLAA 3TOMY 3HAYEHNIO KOHLEHTpaLnua xapakrepmsyet
YyBCTBUTE/IbHOCTb.

5.4.3 N3genusa ona uMMyHoM epMEHTHOTo aHannsa

JKcrnepuMeHTanbHaa oueHka M3genuin Bkntyaet B ceba onpegeneHne cneayloLlmnx nokasarenei: coot-
HOLLEeHMe onTUYeCcKUX NaoTHocTel (ONM) kKanmbpoBOYHbIX NPo6: (OrY.y-< ... < OMO0) Npy MCNONb30BaHUN METO-
[a KOHKYPEHTHOro cBAsbiBaHua. (OMNB< ... < OMNM1C- Npu CIHABUY-BapuaHTe); cooTHoweHne OI kanmbpoBoY-
HOW NPO6blI C MUHMMAa/IbHLIM COAEPXaHWEM aHTUreHa W HyneBoi KanmbpoBouHoi Npobbl (O M~/ OM3x 100);
CcooTHOLWeHne Ol KanMbpoBOYHOW NPO6bLI C MaKCMMasnbHbIM COAEPXaHWEeM aHTUreHa M HyneBoW KainmbpoBoY-
HOW npo6bl (O M~ / OMcx 100); 3HayeHne Ol kannbpoBOUYHOW Npobe C MakCMManbHbIM 3HavyeHnem Ofl: yyB-
CTBUTENbLHOCTb - ONpeAenaT 3HavyeHne o no dopmyne (5). nocne Yero octasibHble pacyeTbl BefyT Tak. Kak
ykasaHo B 5.4.1: «0TKpbITUe» — no copmyne (6); «IMHEeNHOCTb» — no hopmyne (7); koadurumeHT Bapnaymm -
no chopmyne (8); MHTEpPCENT; KOHLUEHTPaLUUsa aHaan3nupyemoro aHTureHa a KOHTPOsIbHOW CbiBOPOTKe (nNnasme).
[lonyckaeTca onpeAensatb cooTHoweHne Ol kannMbpoBOYHON NMPOOLI C MUHMMA/bHLIM COAEepXaHnem aHTureHa
N KannbpoBOYHOI NPO6bLI C MakCcMMasbHbIM cofepxaHmeM aHTureHa (OMmi/ O M~ x 100) n cooTHoweHne OJ

npeanocnieaHel kKanM6poBOYHOW NPO6bl Y KaNMGPOBOYHON NMPOGLI C MAKCUMAasbHBIM COAEpPXaHuemM aHTureHa
(ON~OrurXxIloO0).

5.4.4 MN3penusa pna uMMYyHOM TIlOOPECUEHTHOTO aHaaunsa
JkcnepumeHTanbHas OLeHKa n3fenuii BkaoyaeT B Cebs1 onpefesieHne crefylolmnx nokasareneit: cooT-
HOLleHne MHTeHcMBHOCTeW dnoopecueHuun (MP) kannbpoBouHbiX Npo6: (MPB> ... > Idm»*) npu Ncnonb3o-

BaHWN MeTofa KOHKYpPeHTHOro cBasbiBaHnsA. (MP0 < .. . < Mdvee) - npu CIHABUY-BApMaHTe; cooTHOWweHne NP
KannbpoBOYHON NPO6LI C MUHMMAa/bHBIM COfEepXaHUeM aHTUreHa 1 HyneBoW KanmbpoBoyHON! Npobbl (NdPu.u/
NdCx 100); cooTHOweHne VP kannbpoBOYHOW NPo6bl C MakCMMasibHbIM COAEPXaHWEM aHTUreHa W Hy/neBol
KannbpoBoYHON Npobbl (MPMIT/ Ndn x 100); 3HayeHne NP B kannbpoBouHoii Npobe ¢ MakcumasbHbIM 3Have-
HMeM aHTWUreHa; 4yBCTBMTENbHOCTbL - ONpPefensioT 3HaveHne crno popmyne (5). nocne yero octasibHble pacye-
Tbl BEAYT TaK, Kak ykazaHo B 5.4.2; «OTKpbITUe» — no dopmyne (6); «nnHeliHoCcTb» — no copmyne (7); Koad-
huymeHT Bapnaymm — no dopmyne (8): NHTEpPCENT; KOHLEHTPaLMsa aHaan3Mpyemoro aHTureHa B KOHTPO/IbHOM
CbIBOPOTKe (Na1asMme, CyXoM MATHe KpoBu). [lonyckaeTcs onpeAensitb COOTHoWweHne N® KannbpoBOUHON Npoobsl
C MWHMMasbHbIM COAEPXAHNEM aHTUreHa W KaMbpoBOYHOW MPO6bl C MakCUMasibHbIM COAEPXAaHUEM aHTUreHa
(N~ NP NEX 100) n cooTHoweHne NP npegnocnegHein kanubposoyHoli npobbl (MPE) n KannbpoBoYHOIA
npo6bl C MakcMmMasibHbIM cogepxaHuem aHtureHa (Menp/ ND.,.,.- x 100).

5.45 M3pgenua ona NMMYHOXEMUNIOMUWHECLEHTHOTO aHanusa

JKcnepumeHTanbHas OUeHKa M3fenuit BKoYaeT B cebs onpefeneHne Tex Xe rnokasatesieil, kotopble
NCMONb3YIT 418 NPOBEPKM WU3Aenunii 419 MMMYHOhepMeHTHOro aHanmsa (cm. 5.4.3); npu 3TOoM onpegensoT
14
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3HaueHne aHa/IMTUYECKOro CUTHasa KambpoBOYHbIX U APYrUX Uccieayemblix npob.

5.4.6 n3pnenna ona apyrux BMg0B UMMYHOXUMUYECKOTO aHanunsa

JkcneprvMeHTanbHasa oueHka u3gennii (OCHOBAHHbIX Ha MCMOMb30BaHWM MEeTOA40B MMMYHOTYpOouaMMeT-
pun. ummyHoanddysnmn n 4p.) BkIoUaeT B Cebs onpefesieHne Tex e rnokasaresnei, KOTopble UCMONb3YIOT AN
NpoOBEpPKMN KayecTBa u3genunii s MMMyHodepMeHTHOro aHannsa (cm. 5.4.3).

OnucaHHble Bbllle MeTOAbl IKCMEPUMEHTasIbHOM NPOBEPKM KayecTBa W3Aeni Ana pa3nyHbiX BapuaH-
TOB UMMYHOXUMMWYECKOr0 aHanmnsa OTHOCATCA K M3AeNnaAM ANSA BbINOMHEHUA KOMWYECTBEHHbIX aHann3os (Mc-
cnefoBaHuit).

Mpu npoBepke KayecTBa M3genuii 415 Ka4eCTBEHHOIO UM NOJIYyKO/IMYECTBEHHOro onpejeneHns ocoboe
3HayeHne umeeT pacyeT COOTHOLIEHNA 3HAYEHUI ONTUYECKUX MOTHOCTEW (MM CKOpPOCTEeN cyeTa, WIN UHTEeH-
CMBHOCTU h/iloopecueHUnn, NN aHaNNTUYECKOro CUrHana) NoMoXUTENbHOTO N OTpMLaTeNIbHOTO KOHTPO/bHbIX
06pasLoB, BXOAALWMX B cOCTaB usgenuns. Npu atom ncnonb3yoT cneaytolime BapmaHTbl:

a) pasHuua 3HauyeHuit ONTUYECKMX MIOTHOCTEW OTpMLATENIbHOrO M MOJSIOXKUTENBHOTO KOHTPOJbHbIX
o6pa3uoB fo/MKHA ObITb He 6onee kakoro-nMb6o 3afaHHOro 3HaYeHUA UK Xe A0/KHA HaXOAUTbCH B Kakux-
160 3agaHHbIX Npegenax;

6) pasnuuve B 3HAYEHUAX COOTHOLIEHWA ONTUYECKMX MAOTHOCTEW OoTpuuaTesibHOro U MO0XU-
TeNbHOT0 KOHTPO/IbHbIX 06pa3L0B A0/KHO ObITb HE MEeHee Kakoro-nnbo 3afaHHOro 3HaYeHUs UK Xe AO0JXK-
HO HaxXoAWUTbCA B KakMx-NnMbo 3afaHHbIX npegenax;

B) pasnuune B 3HAYEHUSAX ONTUYECKUX MJIOTHOCTEN OTpMuaTesIbHOr0O M MNOMOXUTENbHOTO KOH-
TPO/IbHbIX 06pa3uo0B [O/KHO OblTb CTATUCTUYECKN AOCTOBEPHLIM (METOA KOHTPONA OCHOBAH Ha BblYWUC-
NneHun cpepHero apumeTnyeckoro s3HayeHusa natc 3m).

MocKoNbKy NPy Ka4eCTBEHHOM WU NONYKONNYECTBEHHOM MMMYWOXMMUYECKOM aHann3e 4acTo WUCMOosib-
30T BU3yasibHYI0 OLEHKY pe3ynbTaToB, TO. HAPAAY C YKa3aHHbIMUW Bbllle MeTOAaMW OLEeHKU u3fgenuii, 0CHOB-
HbIM KpuTepueMm npu Bbibope MeToAa KOHTPO/S AO/HKHO ObiTb 3aMeTHOe pasfinyve B MHTEHCUBHOCTU OKpacku
NOMIOXNUTENIbHOTO U OTPULLATENBHOIO KOHTPO/IbHbIX 06pas3LoB.

JkcneprvMeHTanbHasa oueHka W3Aennii, NCMoNb3YILWNX NaTekc-arrloTVHALNIO, eC/I OHW NpejHasHade-
Hbl A5 KAYeCTBEHHOro onpefenieHns aHanu3npyemoro BeliecTBa, BkIo4YaeT B ceba onpegeneHne 4yBCTBU-
TeNIbHOCTU. 06pa3oBaHnA arrlTUHALUN C NaTEKCHbIM peareHToM, NOJIOXUTEIbHOIo KOHTPONSA U oTpuuartesb-
HOro KOHTPOnA. B cayyae nosiyKoONMYeCTBEHHOro onpefesieHns aHannsvpyemMoro BelecTsa aKCnepumMmeHTasb-
Has npoBepKa KayecTBa 3aTUX U3AeNuil, Hapagy c onpefeneHnem 4yBCTBUTENbHOCTW, 06pa3oBaHna arriTHa-
LMK C NaTeKCHbIM peareHToM, MOSI0XNTEIbHOTO KOHTPOSA U OTPULLATEIbHOTO KOHTPO/ISA, BK/IlOYaeT B ce6s Tak-
Xe onpegeneHne TMTpa aHanM3MpyemMoro BelecTsa.

5.4.7 N3pennsa gna uMmMyHoxpomaTorpadunyeckoro aHanmsa

N3pgenua gns nmmyHoxpomartorpadmyeckoro aHanmsa, kak npasuio, npefHasHavyeHbl 415 Ka4eCTBEHHO-
ro onpefeneHns aHanM3npyemMmoro BelyecTea.

JkcneprvMeHTanbHasa OueHka u3fenuii Bki4vaeT B cebs onpedesieHne cnegylowmnx nokasartenei: yys-
CTBUTENbHOCTb. NONOXMUTENbHbI KOHTPO/b, OTPULLATENbHbIA KOHTPOIb U BPEMSA LOCTVXEHUS YCTOWUYUBBLIX MO-
kasateneli Tecta. Mpy NpoBepke kayecTBa 3TUX U3AENNIA 06A3aTeNbHbIM ABNSETCA UCNO/b30BaHNe MeXayHa-
pPOAHbIX CTaHAAaPTHbIX 06pa3LoB, HaLMOHabHbIX CTaHAapTHbIX 06pa3yos no FOCT 8.315 unm ob6pasuoB uC-
cnepgyemoro 6uomatepvana ¢ TOYHO YCTAHOB/IEHHbIM COAEPXaHNEM aHanu3npyemoro BelecTBa v rapaHtTmpo-
BaHHO JOKYMEHTUPOBAHHbIX.

5.4.8 N3pennsa gna MukpoaHanusa HyKNeoTUAHbIX NocnefoBaTenbHOCTEN

JkcneprvMeHTanbHasa oueHka n3genuii BknoyaeT B ceba onpegenieHve cneylowmx nokasarenei: nono-
XUTENbHbIA KOHTPONbHbI o6pasey, AHK (Mnn PHK) n oTpuuatenbHbli KOHTPONbHbLIA 06pasel. [onyckaetcs
Takxe ncnonb3oBatb Mapkepbl mosiekynsapHoro seca AHK (unum PHK) 1 BHyTpeHHWIA KOHTPOAb.

5.4.9 N3penuna ona oToOMeTPUYECKOro aHanmsa

5.4.9.1 PacTBOPMMOCTb KOMMNOHEHTOB

B TOM cnyvae, Korga KOMMNOHEHTbI (peareHTsbl, peakTuBbl), BXOAALWME B COCTAB U3AeNNs, NOCTaBIAITCA B
CYXOM COCTOSIHWM, HEO6X0AMMO NPOBEPATb UX PACTBOPUMOCTbL: B AUCTUANNPOBAHHON (6UANCTUNNNPOBAHHOIA)
BOJE WX LPYTOM KOMMOHEHTe (peareHTe, peakTuBe) U3fenus, NocTaBiseMoM B XUAKOM BuAe, OTMETUB BpeMs
pacTBOpeHus.

5.4.9.2 YyBCTBUTENBHOCTb

[na onpefeneHns 4yBCTBUTENILHOCTU UCMOJb3YIOT KOHTPOJIbHbIE 1abopaTtopHbie pacTBopsbl.

3HauveHne 4yBCTBUTENBLHOCTM ONpefensioT criegyowmm obpasom. B npobupkn (0T 8 4o 10 wwT.) BHOCAT
KOHTPO/bHbIA NabopaTopHbIil pacTBOp aHaAn3npyemoro BeliecTsa (CbIBOPOTKY UK MasMy KPOBU C U3BECTHON
aKTMBHOCTbIO hepMeHTa) U BCe KOMMNOHEHTbl U3fAenus, NpefyCMOTPeHHble WHCTPYKLMEl Mo ero NnpuMeHeHuto,
nocne yero NpoBoOAAT BCe npoueaypbl onpegenenns. O4HOBPEMEHHO NPOBOAAT BCe NpoLefypbl onpegeneHuns
kanubpaTopa, BXOAfLEro B coctaB usgenuna. focne aToro M3MepsoT ONTUYECKY0 MAOTHOCTb O B Kaxpoi
npo6upke ¢ KOHTPOJIbHLIM /1abopaTopHbIM PacTBOPOM U C KanMbpaTtopoM NPOTUB XON0CTOW Npobbl (pacTeop
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CpaBHEHUS, COCTOALWMNIA, Kak NpaBunIo, N3 ANCTUAINPOBAHHOI BOAbI NN CMECU KOMMNOHEHTOB (peareHToB), BXO-
OAWNX B U3denve, 3a UCKII0YeHneM Kannbpartopa).

CpefiHee apumeTnyeckoe 3HaYeHne OnTUYeCcKol NOTHOCTU &. eAVHULbI ONTUYECKOh NNoTHOCTU (ed.
ONT. M/I0TW.), KOHTPOJILHOTO NabopaTopHOro pacTeopa v KannbpaTopa onpegensioT no popmyne:

— I n
9)
n =1
rae E —3HaueHuve O kaalloro nsmMepeHus, eq. onT. MI0TH.;
1 —3HaK cymmupoBaHus,
n —uuncno onpepeneHuii.

KOHUEeHTpaynio aHaM3MpyeMoro Bewectea (aKTUBHOCTb (DEPMEHTa) B KOHTPOJIbHOM /ia6opaTopHOM
pacTteBope C onpegensioT no gopmysne

C= XCan (10)

rae —cpegHee apudmeTmnyeckoe 3HavyeHne Ol KOHTPOSILHOro NabopaTtopHOro pacTeopa, ef. OnT. NOTH.;
Exan—cpegHee apudmetudeckoe sHaueHne Ol kanmépaTtopa, ef. OnT. MIOTH.;
C,iN —KOHLeHTpaLumnsa aHanm3npyemoro BelecTsa (akTMBHOCTb hepMeHTa) B kKanmbpartope.
B psife cnyvyaeB, ecniv 3TO NpeAyCcMOTPEHO VMHCTPYKUUel No NpUMEHEeHWI0 U3genuns, gonyckaeTtcsa onpe-
[ensaTb KOHLEHTpaLUuio aHaM3npyeMoro Belectsa (akTMBHOCTb (DepMeHTa) No KaMbpoBOYHOMY rpaduky.
[na onpefeneHna akTUBHOCTU hepMeHTa KMHETUYECKUM MeToA0M Mo hakTopy B U3MEPUTENbHYIO KloBe-
Ty cnekTpopoTOMeTpa BHOCAT CbIBOPOTKY (N/1a3My) KPOBM U BCe KOMMOHEHTbI U3AeNns, NpefyCcMOTPEHHbIe WH-
CTPYKLMERn No ero NPUMEHEHNI0, NHKYOUMPYIOT (B cnyyae HEO6XOAMMOCTUN) B TeYeHNe yKa3aHHOro B UHCTPYKLUUK
BpeMeHu. lNocne 3Toro onpeaenstoT (COrnacHo MHCTPykuuun) nsmeHenme O aHanusupyemolt npo6bl BO Bpe-
MEHMU.
M3meHeHne ON (OEN,*) onpeaenstoT no popmyne:

AE£/MH — ¢ * a1y

roe JEn —wu3meHeHue Ol npobbl, ef. OnT. MIOTH.:
t —WHTEepBaa BPEMEHU MeXAy onpeaeneHnamm, MuH.
OnpefeneHvie YyBCTBUTENbHOCTW B OHON 1 TON xe npobe CbiIBOPOTKM (NNa3mbl) KPOBU NPOBOAAT 5 pas.
CpegHee apudmeTnyeckoe 3HayeHne usmeHenus Ol aHanm3npyemoil Npo6bl paccyuTbiBaloT Mo gop-
myne (9).
AKTUBHOCTb hepMeHTa (A) onpeaenstoT no opmyne.

A=AE/u,, xF, )

rae OE/«*  —wn3meHeHue Ol npobbl, ea- onT. NAO0TH.;
F —pakTop nepecueta. E/gm*.
dakTop nepecyeTa (F) onpeaensaoT no oopmyne:

V x\0 3
Fo= s (13)
ex v
roe V —KOHEeYHbIli 06beM n3mMepsaemoi Npobbl, M3
v —o06bem go6aBneHHOI NPo6bI CbIBOPOTKM KPOBU, CM3
o] — KO3 pULMEHT MONAPHOI aKCTUHKLUMM NADH B ycnoBuax onpegeneHns, cM ' X MMonb'l
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103 — koahpULMEHT nepecyeTa A1 BblpaXXEHUSA akTUBHOCTM dhepmeHTa B E/AM3; 1 ykasbiBaloT B nac-
nopTe Ha usgenue.

lMonyyeHHoe 3HauyeHMe XxapakTepusyeT YyBCTBUTE/IbHOCTb, KOTOPYIO criefyeT BblpaxaTb B 3HAYeHUAX
KOHLLEHTpaL N aHan3npyemoro selectsa (aKTMBHOCTU hepMeHTa).

JKcneprvMeHTaslbHO YCTAHOB/IEHO, YTO 06bIYHO 3HAYEHNEe YYBCTBUTENIbHOCTU B U3Aennax ana otomer-
pryeckoro aHanusa paBHO cpefiHeMy aputMeTUYECKOMY 3HAUYEeHUI0 X0N0CTOol Npo6bl nc 3<T.

5.4.9.3 CooTBeTcTBME Kanmbpatopa KOHTPOSIbHOMY flabopaToOpHOMY pacTBoOpy

B Tom cnyvae, korga B KOMMIEKT U3fenuns BKAOYEH kanubpatop, He ABAAWMWIACA OTAe/IbHbIM KOMMep-
4yeckuM NpPoAYKTOM, AN NPOBEPKU Kannbpartopa HE06X0AMMO NpoBeJeHre TecTa Ha COOTBETCTBME Kanmbparo-
pa KOHTPO/IbHOMY NlabopaTOpHOMY pacTBOPY aHaM3Mpyemoro BelecTBa C KOHLeHTpauunel, paBHOW KOHLEH-
Tpauun Kkanubpatopa.

B ognH pag npobupok (0T 5 40 7 WT.) BHOCAT KOHTPO/bHbIA NabopaTopHbIii pacTBOpP aHa/IM3npyeMoro
BellecTBa, B ApYroi pag npobupok (o1 5 o 7 wr.) — kanubpaTop, nocne 4yero 406aBNAIOT BCE KOMMNOHEHTbI
n3genusa, npefycMoTpPeHHble WHCTPYKLME MO ero NpUMEHEHWI0, ¥ NPOBOAAT BCe HeEO6XoANMMble Npoueaypbl
onpegeneHns B COOTBETCTBUM C WMHCTPyKuueli. Mocne atoro namepsioT 3HaveHne Ol B kaxpoi npobupke c
KOHTPOJIbHbIM 1abopaTopHbIM PAacTBOPOM M C KannbpaTopom NpPoOTUB XO/1I0CTON Npobbl. CpefHee apudmeTn-
yeckoe 3HadyeHue Ol KOHTPOSILHOTO N1abopPaTOPHOTrO pacTeopa v Kanubparopa onpefensawoT no opmyne (9).
KoHLueHTpauuio aHanusnpyemoro BellecTBa onpegensoT no dopmyne (10). OTHOCMTENbHOE pacxoxieHune
MeXAay KOHLeHTpauuei aHanm3npyemoro BellecTBa B KOHTPO/IbHOM nabopaTopHom pactesope C,A v B kanm6-
paTtope Qun, %. onpegenstoT no hopmyne

@ K.~ 9 kan  11A
r XIUU. (14)
K.

PacxoxaeHne He AO0/MKHO NpeBblwaTb 3HAYEHUS, YKa3aHHOro B TEXHUYECKOW AOKYyMeHTaLumn Ha usgenums
KOHKPEeTHOro BMAa.

5.4.9.4 TecT Ha «OTKpbITUE»

Mpu nocTaHOBKe TecTa Ha «OTKPbITME» CMELLMNBAIOT, Kak NpaBuno, paBHble 06beMbl KOHTPOSIbHOW CbIBO-
poTkM (N1a3mbl) U KOHTPO/ILHOTO 1abopaTOPHOrO pacTBOpa aHa/M3NPyeMoro Bel,ecTBa C U3BECTHON KOHLEeH-
Tpaumein. nam xe pasHble 06BbEMbl KOHTPO/IbHLIX NabopaTopHbIX PacTBOPOB ONpeAensemMoro BelecTBa C U3-
BECTHbIMWU KOHLEHTpauusamu. B cnyvae onpegeneHna akTMBHOCTU (DePMEHTOB, Kak Npasuio, CMelnBalT pas-
Hble 06beMbl CbIBOPOTOK (M/1a3M) KPOBW Ye/l0BeKa C U3BECTHbIMU aKTUBHOCTAMU hepMeHTOB.

TecT Ha «OTKpbITUE» NPOBOAAT B BOCbMU-AECATU NOBTOPHOCTAX. B aHanusupyemoli npobe onpegensioT
KOHLIeHTpaLmio uccnegyemoro Belwectsa (akTMBHOCTb hepMeHTa) B COOTBETCTBMU C MHCTPYKUWEeid no npume-
HEHWIO N3EeNus 1 cCpaBHMBAIOT ee 3HaUYeHue ¢ pacueTHbIM no chopmyne (6).

PacxoxgeHue He JO/MKHO NpeBbIWaTh 3HAYEHNSA, YKA3aHHOTO B TEXHUYECKOW foKyMeHTaLumn Ha nsgenus
KOHKpPETHOro Buga.

5.4.9.5 TecT Ha «/IMHENHOCTb»

Mpy npoBefeHnK 3TOr0 TectTa onpeaensalnT aHaIn3npyemoe BeLLecTBO (aKTUBHOCTb (hepmMeHTa) B KOH-
TPONbHbLIX NabopaTtopHbIX pacTBOpax aHanuM3upyemoro BelecTBa C KOHLEeHTpauusaMu, 0XBaTblBalOLWMMUN BCHO
o6nacTb IMHENHOro onpeAenexHns, Nocae Yero CpaBHMBAKT NOJTyYEHHbIE 3HAYEHUSI C TEOPeTUYECKMMN 3Have-
HUAMUW aHa/IM3nMpyemoro selecTsa (aKTUBHOCTU hepmeHTa).

TecT Ha «J/IMHEHOCTb» NPOBOAAT B BOCbMU-[ECATU NOBTOPHOCTAX NO KaXAOMYy KOHTPO/IbHOMY nabtopa-
TOpPHOMY pacTBopy. B aHanusmpyembix o6pasuax onpefensaoT KOHLEeHTpauuio uccresyeMoro BelecTsa (ak-
TUBHOCTb (DepMeHTa) B COOTBETCTBUM C WHCTPYKLMEN NO NPUMEHEHUI0 U34eNnsa U CpaBHUBAIOT ee 3HaYyeHus ¢
TeopeTnyecknmmn 3HavyeHmamu no popmyne (7).

PacxoxeHue He [0/MKHO NpeBbilaTh 3HAYEHNS, YKa3aHHOr0 B TEXHNYECKOW fOKyMeHTaLumn Ha usgenus
KOHKPEeTHOro BMAaa.

5.4.9.6 KoadhduuneHT Bapnaunu

[na onpepeneHns koadpduuMeHTa Bapmauum MOXHO MCNONb30BaTb aTTeCTOBaHHbIE KOHTPO/IbHbIE Cbl-
BOPOTKM (M/1a3Mbl) C HWU3KOW, CpefHei NN BbICOKON KOHLEHTpauneli aHann3mpyemMoro BelecTsa (aKTUBHOCTbIO
hepmeHTa), KOHTPO/bHbIE NabopaTopHble PacTBOPbI C U3BECTHON KOHLUEHTpaunei aHanusnpyemoro Belyecrasa
(akTMBHOCTbIO (hepmeHTa) WanM obpasubl Guomatepuana 4venoBeka C rapaHTUPOBAHHO [AOKYMEHTUPOBAHHON
TOYHOI KOHLeHTpaumei onpefensemoro BelecTBa (aKTUBHOCTbIO pepmeHTa). Onpegenexne koaduymeHta
Bapuauun NpoBOAAT B BOCbMU-AECATU NOBTOPHOCTAX NO ABYM-TPEM pas3/iMyHbIM KOHLEHTpaLuam aHanmsupye-
MOro BeliecTBa (aKkTMBHOCTSIM (hepMeHTOB). BOCNpou3BoOAMMOCTb NPOBEPSAIOT Kak 418 OAHOr0 U3fesnus, Tak u
ANA n3genuii ogHo cepun n n3genuii pasHbix cepuil. 3HadyeHne KoapduumeHTa Bapuauum onpeaenstoT no
dopmyne (8).
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KoathchuumeHT Bapmaumnm He AO/DKEH MpeBblllaTh 3HAYEHUS, YKA3aHHOTO B TEXHUYECKOW JOKYMeHTaLuuu
Ha M34eNns KOHKPETHOro Buaa.

5.4.9.7 LonycTumblii pa36poc pe3ynbTaToB Npu napasnfeflbHbiX onpefeneHuax o4Hoi npobbl pas-
HbIMW U34eNnsiMy OAHOW cepun

[Ana onpepeneHns pasbpoca pesynbTaToOB MOXHO WMCMNOAb30BaTbh aTTeCTOBaHHbIE KOHTPOJbHbIE CbIBO-
pPOTKM (N/1a3mbl) C HU3KOWN, CpeAHein Uan BbICOKOW KOHLEeHTpauuel aHanusnpyemoro BeuiectBa (aKTUBHOCTbIO
hepmeHTa), KOHTPO/IbHbIE NabopaTopHble PacTBOPbLI C N3BECTHOW KOHLEHTpauunei aHann3npyemoro Beliecrsa
(aKTUBHOCTbIO (hEPMEHTOB) UM o6pasubl GuomaTepuana YesnoBeka € rapaHTUPOBAHHO [OKYMEHTUMPOBAHHOM
TOYHOW KOHUEeHTpaLmeil onpefensemMoro BewecTa (akKTMUBHOCTbIO hepMeHTa).

TecT NpoBOAAT B BOCbMUW-AECATY NOBTOPHOCTAX MO KaXAOMY OTAE/bHOMY M34eN0 C UCMO/Ib30BaHUEM
peareHToB U kanubpaTopa COOTBETCTBYHOLWEro usgenus. KoHUeHTpauMio aHanm3nupyemoro Belectsa (akTme-
HOCTb (pepmeHTa) onpegenstT no popmyne (10). Paszbpoc pesynbtatoB (P), %. npu napansenbHbiX onpege-
NEeHUsIX 04HOW Npo6bl pasHbIMU U3ENNAMU OLHOWN Cepumn BbIYUCASAIOT NO hopmynam:

P=clL-c,
(mexay nsgenuamu Ne 1 un 2);
C,
p_C\-C3 (mexay nagenmsamm Ne 1 u 3): (15)
C3
_Ci-C,
P= C (mexay nsgennamm Ne 2 un 3).
r

rpe C,. C2u C3 —cpegHue apumetmyeckne 3Ha4YeHUss KOHUEHTpaLm aHanm3npyemMoro Belecrsa (akTmB-
HOCTK (hepmeHTa), NONYYEeHHbIe NpW Ucnosb3oBaHun nsgenuii Ne 1. 2 n 3 COOTBETCTBEHHO.

[onycTumblii pa3bpoc He AO/KEH NMpeBblWaTh 3HAYEHUS, YKa3aHHOro B TEXHUYECKOI JOKYMeHTauunm Ha
n3gennsa KOHKpeTHOro Buaa.

5.4.3.8 OnTuyeckas NAOTHOCTb LiBeTOOGpasytlLLero pacteopa

OTOT TEeCT UCNOMbL3YIT NPU 3KCNepMMeHTaNlbHOW NpoBepKe KavyecTBa M3fenuii, NpUHLMN onpeaeneHns
KOTOPbIX OCHOBAH Ha 06pa30oBaHnyM OKpaLLleHHOro cCoeguHeHNs, nogsepraemoro (o0TOMeTPUPOBaHUIO.

Mpu BbINOMHEHMM 3TOrO TecTa (B NATU-CEMU NOBTOPHOCTAX) u3mepstoT Ol uBeToobpasyoLwero pacTeo-
pa B COOTBETCTBUM C MHCTPYKLMEN No npumeHeHuto usgenusa. CpegHee apudmetnyeckoe 3HadyeHve Ol onpe-
nenswT no dgopmyne (9).

3HayeHune Ol He J0/MKHO NpeBbllWaTb 3HAaYEHNS, YKa3aHHOTO B TEXHUYECKOWN AOKYyMeHTaLMn Ha usgenus
KOHKpeTHOro Buaa.

5.4.9.9 Bpems AOCTUXEHUSA YCTONYMBBLIX 3HAYEHUI ONTUYECKOl NIOTHOCTM NPV NPOBEeAEHUMN LBeT-
HOI peakuumn

3TOT TeCT UCNO/b3YIOT MPU 3KCMEepUMEHTaIbHON NpOBepKe kayecTBa U3genuii, NpMHUMN onpegeneHuns
KOTOPbIX OCHOBaH Ha 06pa30BaHNM OKPaLLIEHHOro CoeAUHEHNS, NoABEepraemMmoro 0ToOMeTPUPOBaHUIO.

Mpu npoBefeHUN 3TOro TecTa Mnocsie 3aBeplieHns BCexX npoueayp no onpefesieHno aHannu3npyemoro
BelecTBa (aKTUBHOCTN pepMeHTa), NPefyCMOTPEHHbIX WHCTPYKUMEl Mo NPUMEHEHUI0 U3Lenns, onpeaensiT
3HayeHue Ol okpalleHHOro NpPoAyKTa peakuuu, BKNHOYaKT CeKyHAOMeEpP U ganee U3MepsatoT 3HadeHus Ol ve-
pe3 paBHble NPOMEXYTKMA B TeYeHWe 3a,aHHOro BpeMeHU 0 MOMEHTAa AOCTUXEHUSA NMOCTOAHHOTO 3HadyeHnsa Orl.
OnpefeneHve cnepyeT NOBTOPUTL HE MEHee TPeX pas3 1 paccumTaTb cpefHee apudmeTmyeckoe 3HavyeHue.

Bpemsa gocTmxkeHus ycToiiumBbix 3HaYeHuin Ol He JO0/MKHO MpeBbillaTh 3HAYEHMWSA, YKa3aHHOTO B TEXHU-
Yyeckoli [oKyMeHTaLumn Ha n3genna KOHKPeTHOro Buaa.

5.4.9.10 lM3MeHeHne ONTUYECKON NNOTHOCTN paboyero pacTBopa peareHToB

3TOT TeCT MUCNO/b3YIOT NMPU 3KCMEepUMEHTabHON NpoBepKe kayecTBa U3genuii, NpuHUMN onpegeneHuns
KOTOPbIX OCHOBAH Ha KMHETUYECKOM U3MepeHUn yMeHblueHna 3HavyeHnsa Ol B HeokpalleHHbIX obpasuax.

Mpu npoBefeHMN 3TOrO TecTa, XapakTepusyLlWero CKOpocTb aBToOOKUCNEHNUS. namepsawT Ol paboyero
pacTBopa peareHTOB Npu KOMHaTHOWN Temnepatype (oT 18 °C go 25 °C) npu AANHE BOJIHbI U KIOBETE C A/IMHOIA
ONTUYECKOro NyTW, NPefyCMOTPEHHbIX WHCTPYKUMEl No MpUMEHEHW0 u3fgenvs, cpasy nocfie NpuroToBfeHns
yKasaHHOro pactsopa u Tpu pasa ¢ uHTepsasiom B 30 MuH. OnpefensioT cpefjHee apumeTnyeckoe 3HadeHne
ymeHblweHua Ol B yac npyv KOMHaTHOW Temnepartype.

3HauveHne nameHeHns Ol He AO/HKHO MpeBbllaTb 3HAYEHUS, YKa3aHHOTO B TEXHUYECKON AOKyMeHTaunm
Ha n3genunsa KOHKPeTHOro snga.

5.4.9.11 MexdnakoHHaa Bapuayuns

B Tom cnydyae, ecnv B cocTaB U3gennst BKAOYEHbl KOMMOHEHTbI C OAMHAKOBbIM COAEpPXaHneM aHanmsu-
pyemoro BewiecTBa (Hanpumep, Tpu hnakoHa KOHTPO/SbHOrO o6pasua aHanM3Mpyemoro BeliecTBa wau Tpu
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h1akoHa KOHTPOJIbHOW CbIBOPOTKM), HEO6XOAUMO ONpefesinTb Mexd1akoHHYI0 BapuaLmio CoaepXaHus aHanu-
31MpyemMoro BelecTsa C UCMOb30BaHNEM afeKBaTHOW MeTOAMKM KO/TIMYeCTBEHHOro onpeAesieHns uccnegyemo-
ro BellecTsa (akTMBHOCTU (hepmeHTa). OnpefeneHvie NPoBOAAT B NSATU-CEMW MOBTOPHOCTAX B KaxaoM dna-
KOHe AN KaX[0ro aHa/M3nmpyemoro selyecTsa (aKTUBHOCTU (pepmeHTa), Mocsie 4ero paccuuTbiBalOT cpejHue
apudmeTnYecKne 3HaYeHNs 415 Kaxgoro diakoHa no KaxgomMmy onpegensiemMomy COeMHEHNIO.

3HaueHne mexdNakoHHOW BapuaLuy no Kaxgomy onpejensieMoMy CoOeiMHeHN0 He [O/IKHO NnpeBblwaTb
3Ha4yeHus, ykasaHHOTO B TEXHUYECKOl AOKYMEHTaunn Ha n3fenms KOHKPEeTHOro Buga.

OnucaHHble Bbille MeTOofbl 9KCMEePUMEHTasbHON NPOBEpPKU KavecTBa u3fenuin ansa oTomeTpuyeckoro
aHann3a OTHOCATCSH K U3eNnsaM A5 BbINO/THEHUA KOTMYECTBEHHbIX aHaM30B (MccefoBaHunii).

5.4.10 N3penna Ansa Ka4ecTBEHHOTO MU/IM NOJIYKO/IMYECTBEHHOTo aHanusa

JKcneprvMeHTanbHasa oLeHKa U3fenunii AN Ka4eCcTBEHHOTO MU NOJIYKO/IMYECTBEHHOrO aHasm3a (3To. Kak
npasuo, MHAWKATOPHbIE TOCT-MOJIOCKM) UCNOMBL3YIOT cneylolwme nokasaresnn: YyBCTBUTENbHOCTb CEHCOPHOTo
3/1eMeHTa UHANKATOPHbIX MO/I0COK; BpeMsl JOCTMXEHUA CTabUNbHOM OKpacku CEHCOPHOro 3/ieMeHTa; npasub-
HOCTb OMnpejeneHns aHaan3npyemoro BelecTsa; NOMexoycToNYnBOCTb ONpeAesieHns aHaIn3npyemMoro Belle-
CTBa K Ha/lMumnio Apyrnx nHtepdepunpyoLmnx coearHennin. ns nposefeHns TeCTOB UCNO/b3YIOT KOHTPOJIbHbIE
nabopartopHble pacTBOPbl C Pa3/INYHLIMU WU3BECTHLIMU KOHLEHTpauuaMn nUcclefyeMoro BelecTsa, a Takke
KOHTPOJ/IbHbIE NlabopaTopHble pacTBOpbI, CofepxXalyne U3BEeCTHble KOHLUEHTpaLun uccrefyemoro seujecrtsa u
UHTepepupyowmnx coegnHeHnii. CpaBHMBAIOT OKPaCKy CEHCOPHOro 3/ieMeHTa MHAWKATOPHbLIX NOM0COK C Mo-
NAMU UBETOBOV WKaslbl, COOTBETCTBYIOL VMM ONpeAeneHHOMY COflepXaHunio aHann3npyemoro BelecTsa.

5.4.11 N3penua aona koarysiomeTpuyeckoro aHanmnsa

M3penva gnsa koarynioMeTpuyeckoro aHanusa WCnosb3yloT 414 onpeAeneHnsa pas/indHbiX napameTpos
cBepTbiBatoLLeid, NPOTUBOCBEPTLIBAOLLEA 1 PUOPUHONTUYECKON CUCTEM.

JKcneprvMeHTanbHasa OUeHKa U3fennii BKNoyaeT B cebs onpegeneHne cneayolmx nokasarteneii: pac-
TBOPUMOCTb KOMMOHEHTOB, KO/IMYECTBEHHOE OMnpejesieHne aHan3npyemoro napameTtpa, OTK/IOHEHWe 3Have-
HWIA aHanM3Mpyemoro napameTrpa OT aTTecTOBaHHOrO 3HauyeHUs 3TOro nokasaTesis, YyBCTBUTENbHOCTb*, «OT-
KpbiTe» \ «IUHENHOCTb» *. KO3thULMEHT BapmaLmmn, 4ONYyCTUMbIA pa3bpoc pe3ynbTaTos Npu napannenbHbiX
onpejenieHnax OAHON NPO6bI pasHbIMU N3AENNAMUN OAHON Cepuu.

[na nposefeHNs 3TUX TECTOB UCMOJIb3YIOT KOHTPOJ/IbHbIE N1a3Mbl C aTTECTOBAHHLIM 3Ha4YeHWEeM B HOp-
MasibHON 1 naTosiornyeckux obnactax. OnpegeneHne NpoBoAAT B TPEX-NATU NOBTOPHOCTAX. PacueTHble dop-
My/lbl B OCHOBHOM HE€ OT/IMYalOTCH OT TakoBbIX, MPMMEHSEMbIX NPU IKCNepuMeHTanbHOl OueHKe n3genuii ans
choToMeTpunyeckoro aHanunsa.

3HayeHua onpefensaemMblix napameTpoB CUCTEMbI remocTasa He [0/DKHbI NpeBbiwaTh Mo KakAoMy aHa-
nn3npyemMomy napameTpy 3Ha4YeHWUid, ykasaHHbIX B TEXHUYECKOW [OKYMEeHTaunn Ha n3gennsa KOHKPeTHOro Buaa.

5.4.12 Mukpobuonornyeckne nutatenibHble cpesbl

OueHKa COOTBETCTBUA U3[eNunsa - MUKpobuonornyeckas nutatenbHas cpefa (gasnee no TekcTy - cpeaa)
nposoAuTcA ¢ yuetom TpebosaHmii FOCT P EH 12322 1 no metogukam, U3/10XKeHHbIM B MeTogun4ecknx ykasa-
Husx [5]. BesonacHocTb A9 NnepcoHana u okpyxarwuieii cpefbl MpW KOHTPO/e cpef Heobxoaumo obecneunBaTb
B COOTBETCTBUU C TPe6OBAHMUAMM CaHUTaPHbIX Npasun [6].

JKcnepuMeHTanbHasa OLeHKa cpefbl BKAlYaeT B ceba nposefileHWe OUEHKU MUKpobuonoruye-
CKUX XapaKkTepucTuk, uccrefoBaHne yHKLMOHANbHbIX XapakTepucTuk (cneymduryeckoir akTMBHOCTU C NOMO-
b0 KOHTPO/IbHbIX LITAMMOB), a Takke BW3yas/lbHOW OLeHKM (4BETHOCTb, MPO3PayvyHOCTb, PacTBOPUMOCTb),
onpefenexHne 3HayeHns pH rotosolt cpedpbl, CTEPUIBHOCTU KaXA0W NMPUrOTOB/EHHOI NapTun (KOHTPOsb YNCTO-
Tbl PO3/1BA).

Cepus cpefibl Npu3HaeTCs rOAHON TOJbKO Noc/ie NPoBeeHNs BCeX BUL0B KOHTPONSA.

5.4.12.1 PacTBOpPMMOCTb

KonunuyecTtso cpefbl B rpammax, Heo6xoAumoe A8 NPUTOTOB/IEHUA KOHKPETHON cepuu nuTatesbHol
cpefbl, O/HKHO PacTBOPATLCA NPU NepeMellBaHun U. ecin HeobXo4MMO, NPU KUNAYEeHUn B TeyeHue oT 2 4o 3
MUHYT. Tpenapar cunTalT pacTBOPUBLLMMCS, €C/IM B pacTBOPe Mpu BU3yaslbHOM HabM0AeHUM B Npoxogsaliem
cBeTe He 06HapYXMBAKOTCA YacTULlbl BeLlecTsa.

5.4.12.2 TIpo3payHOCTb U LUBETHOCTb CYXUX KOMMOHEHTOB n3genua

Mpo3payHoCTb U LUBETHOCTb CYXUX KOMMNOHEHTOB cCpefbl onpeaenatoT Bu3yasnbHO B NPOXOAALLEM CBETe B
pacTBope nocse (uabTpaymmn ero yepes BaTHO-Map/ieBblii (UNbLTP (arapoBble cpefbl) U BymMaxHbI hunbTp
(xmgkocTm).

5.4.12.3 T1po3payHOCTb U UBETHOCTb

Mpo3payHoOCTb U LBETHOCTb FOTOBbLIX CPef, PasNINTbiX BO (P1akoHbI, ONpeaensaoT BU3yasibHO B NPOXoas-
uem ceeTe. Arapbl npeABapuTe/lbHO PacnnasfsaoT B Kunswein BoAsSHOW 6aHe u pasnuBatoT B yawku Metpu
csioeMm 0T 4 0 5 mMm.

3a UCK/THYEHNEM TECTOB, Pe3y/bTaTbl KOTOPbIX BbIPaXKEHbI KaK BPEMS CBEPTLIBAHWSA B C.
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5.4.12.4 Onpepenexve pH

Onpegenexvie pH nutaTesibHbIX Cpef NPOBOAAT C MOMOLWbIO NoTeHunomeTpa. Ecnu 3HavyeHvne pH wnsro-
TOB/IEHHOI cpefbl He COOTBETCTBYET TpebyeMblM 3HauYeHMAM, NPOBOAAT KOppekuuto AobaBneHnem KucnoThbl
NN LWeNoyn, Uam roToBAT HOBYIO NapTuio.

5.4.12.5 OnpepgeneHve CTepubHOCTA

OnpefenexHvie CTepunbHOCTU FOTOBOIN cpefbl NPOBOAAT BM3yaslbHO nyTeM npocmoTtpa oT 3 % Ao 5 %
Kaxfoi napTuu nocne nHkyb6aumm B TepmocTate npu Temnepatype 37 X B TeuyeHue oT 2 A0 14 cyTOK B 3aBU-
CUMOCTM OT TUNa cpefsbl.

5.4.12.6 OnpepersieHne YNCTOTbl po3nnBa

Cpegbl, npuroTaBnuBaemble U3 CYXUX KOMMOHEHTOB W (UW) pasfivBaemMble B fabopaTopum B Hallku
(Npo6MpPKK), KOHTPONUPYIOT Ha YNCTOTY po3nuea. B 3aBucumocTv oT o6bEMa po3nusa He06Xo4MMO NPOBEPATH
oT 140 2 yawek (Npobupok) nam 1 % yalwwek uanm NpobUPoK B Hauasie 1 CTONbLKO Xe B KOHLe npouecca posnsa
cpebl. Yawkn (npobupkn) cnegyet UHKyb6uposaTb He meHee 18 4 npu 37 X  nAu B YCNOBUAX UHKYBMPOBaHUSA,
peKkoMeHAyeMbIX AN KaX[0i cpegbl.

5.4.12.7 OnpepeneHune cneundunyeckoin akTMBHOCTH

KoHTponb cneundmnyeckor akTUBHOCTU NUTATeNbHbIX cpej Heob6Xo4MMO NPOBOAUTL C NPUMEHEHUEM
pacwmpeHHoro Habopa KOHTPOJIbHbLIX LWTaMMOB, BK/OYalLWero pedepeHTHble wWTaMMbl. PedepeHTHble
LWTaMMbl MOTYT ObITb NONYYEHbl U3 CNELVann3npoBaHHbIX KONMEKLWIA:

[ocypapcTtBeHHas Konnekuna naToreHHbIX MWUKPOOPraHn3mMoB (erey F’MCK VM.
N.A.TapaceBunya PocnoTpe6Hag3opa Ha 6a3e ®PIBY «HayuHbIl LEeHTP 3KCNepTu3bl cpescTB MeANLUHCKOro
npumMmeHeHus» MuUHUCTEpCTBA 34paBoOOXpaHeHUsa 1 coumanbHoro passutusa Poccuiickoin Pegepaynn):

Bcepoccuiickasi Konnekuns npombiWIeHHbIX MUKpoopraHnamos (BKMM) ®TYNrocHUNIeHeTu-
Ka:

Bcecot3Has Konekuna HenaTtoreHHblX MukpoopraHmamos (MBOM);

AmMepukaHckas Konnekuns TMnoBbix KynbTyp (ATCC);

AHrnmniickas HaumoHanbHasa Konnekuma Tmnosbix KynbTyp (NCTC).

M30NaTbl MUKPOOPraHM3MOB, BblAENEeHHble U3 K/IMHWYECKOro mMaTtepuana u Ucnofb3yemble ANA KOH-
TPONA, AO/KHbI NO CBOMCTBAM COOTBETCTBOBaTb MWKPOOPraHW3Mam NPU3HAHHbIX HaLWOHAasbHbIX U MEeXAy-
HapoAHbIX KONNEKLUWNIA.

MepeyeHb (NaHenb) KOHTPO/bHbLIX LWITAMMOB, HEO6X0AUMAs A5 KOHTPONA KayecTBa Kaxpgoi nutatesb-
HOI cpefbl, onpefenseTcs ee HasHayeHueMm, T.e. [O/KEH COCTOATb, Kak MpaBui0, U3 HECKONbKUX LUTaMMOB,
MOZENVPYLWMNX HaTypHbIE YCOBUA NPUMEHEHNA CPefbl.

MpumeHseMble 418 KOHTPONASA WTaMMbl (M3 IMOPUIN3NPOBAHHOIO COCTOAHUS UK CO CPefibl XpaHeHUs)
He AO0/XHbI NPOXOAUTL 6onee TPEX NocnepoBaTesibHbIX NEpPeceBOB Ha nMuTaTeflbHble cpefbl, a CBeXeBblae-
JNIeHHble WTaMMbl C MOMEHTA BbIAENeHNss U NONYYEHUA UX B BUAE YUCTbIX KY/IbTYP He AO/DKHbI NPOXoauTb 60-
nee 3-5 nocnepoBatesibHbIX NepeceBoB. OHWM AOMKHbI OblITb TUMUYHBIMU MO Ky/NbTypasbHbiM, MOpdosoruye-
CKUM. BUOXMMUYECKUM W1 CEPOSIOrMYECKMM TUHKTOPUAbHBIM CBOMCTBaM, a Takke NpoBepsiTbCA Ha OTCYTCTBUE
Anccoumauuu.

FoToByl0 cpefy 3aceBalT KyNbTypoil (LUTaMMOM) LLeneBoro MukpoopraHmsama (102103 KOE/mn). ansa ko-
TOpOro NpuroToBsieHa cpefja v wramMmmoB-accoumaHToB (KO MO 6 KOEYMN) 1 BU3yasnbHO (MM Nog Masbim yBe-
NMYeHneM MUKpPOCKOoMa) u3y4atoT XxapakTep pocra.

PoCT MMKPOOPraHM3mMOoB OLLEHMBAIOT C NOMOLLbIO KO/IMYECTBEHHBLIX (418 NNOTHBLIX cped), Nonaykonuye-
CTBEHHbIX UM KayeCTBEHHbIX MeTofoB. KonnyecTBo 06pasLoB OfHOW cepun cpefbl 415 KOHTPONS - HE MeHee
Tpex.

Ana Bcex TUNos cpef (cyxue, rotosble, NIOTHbIE, XUAkMe, AuddepeHunancHble, Ce/leKTUBHbIE, TPaHC-
MOpPTHbIE. ANA KyNbTUBMPOBAHMA U TL.) ONpeAensoT YyBCTBUTENbHOCTb, CKOPOCTb pPOCTa Ky/bTypbl, @ Takxe
CcTabnbHOCTb OCHOBHbIX 6M010rMYeCcKNX CBOMCTB WTamMma Npu pocTe Ha uccnenyemoii cpege.

5.4.12.8 CkopocTb pocTa

CKopoCTb pocTa (4) onpefensaT N0 MUHUMa/lbHOMY BpeMEeHWU MHKy6aLmm nocesoB, 3a KOTOpoe npu co-
OTBETCTBYIOLLEM pasBefeHun obecneuymBaeTcss oTYeTNMBbLIA (He meHee 100 XM3HECNOCOOHbIX KNEeToK) BUAU-
Mblli HEBOOPYXEHHbIM [/1a30M POCT Ky/bTypbl (TOMYTHEHME, Hanuume MaeHKn, ocagka, pocTa no ykaoHy u ap.)
BO BCEX 3aCesfHHbIX NPobMpkKax ¢ XUAKMMU (NONYXUAKAMU) NUTATeNbHbIMU cpefamMmun unm hopmmpoBaHune Tu-
MUYHbIX. Nerko gndepeHLMpyeMbiX KOTOHWUIA Ha Yallkax (Npobupkax) ¢ NaoTHOW cpeAoit.

MonyxonuuecTBeHHasn oueHKa pocTa Ao/MKHa OblTb BbINO/IHEHA C MOMOLLbIO LWKaNbl pocTa, Hanpumep oT
080 3 naocoB (4).

5.4.12.9 YyBCTBUTENILHOCTbL Cpeabl

YyBCTBUTENBHOCTb Cpefbl ONpefensanT Kak MakcuMmalnbHoe pa3BefieHune KynbTypbl (WTamma), obecne-
ynBalwLllee BU3yanbHO O6HapYXMBaeMblii POCT KOSIOHWIA UCKOMOTO WTamMMa B TeYeHve onpefesieHHoro Bpeme-
HW U TeMnepaType Ha BCeX 3acesiHHbIX Yawkax (npobupkax) ¢ nuTaTesibHOl cpeaoii.

KayecTBeHHbIM METOAOM OMpefesnifaloT Haluume u xapakrep pocta Kaxforo u3 KOHTPOJIbHbIX WTaMMOB.
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PocT ueneBbiXx KOHTPO/IbHbIX LUITAMMOB [O/DKEH OblTb TUNUYHLIM MO LBETY, pasMepy U MoptosIorun KOOHWIA,
POCT HeleneBbIX AO/HKEH YACTUYHO UK MOSTHOCTLIO MOAABAATLCS.

[Nns oueHKn pe3ynbTaToB KOIMYECTBEHHbIM METOAO0M MPW UHTeprpeTauun MHIMbUpPYLWNX, HaKonuTesb-
HbIX WK 3a[lepPXMBaloLLNX POCT CBOWCTB NUTaTe/NbHON cpefbl, MOACUYUTLIBAIOT KO/IMYECTBO BbIPOCLUUX KOSIOHWIA
Ha TecTMpyeMmoli 1 KOHTPO/IbHOW (CpeAe BblpallMBaHus) cpefjax u onpefensoT uHrnbupyowme, guddepeHum-
pylowme. HeiTpanusytolne umam nHble CoOOTBETCTBYIOLLNE HA3HAYEHWNIO Cpe/bl CBOMCTBA.

5.4.12.10 OundhepeHympytowme cBoiicTBa NUTaTeibHOI cpeabl

[nsa cpep, npefHasHavyeHHbIX ANA UAeHTUuduKkauuy, BoigeneHus u guddeperHymauny onpeaenstoT Tak-
xe AndpepeHunpyoLne CBONCTBA - BbIPAXEHHOCTb OTAMYUTESIbHBIX MPU3HAKOB NATOrEHHbIX MUKpoopra-
HMU3MOB OT HenaToreHublX BUAOB N €CTeCTBEHHbIX acCOLMaHTOB (N0 CTPYKTYPHbIM OCOGEHHOCTSAM KOMOHWIA,
MX OKpacke, U3MEHEHUIO LBeTa U Ap. Npu3Hakam).

AndhepeHynpytowne cBoiicTBa onpeaensoT no creayWum TectTam:

a) BblpaXeHHOCTb AuddhepeHLmMpyloLero npusHaka - CTPYKTypa KOJIOHWIA, LBET KOJIOHUIA, u3me-
HeHue uBeTa cpefbl NoJ KOOHWAMMU, OPEOsT BOKPYr HUX, AUameTp nocsefHero, nossiaeHne gndgysHoro
M3MeHeHus LBeTa cpefbl;

6) 4eTKOCTb AuddepeHunannn KOMIOHWI Tpynnbl NaTOreHHbIX MUKPOOPraHW3mMoB OT HenaToreH-
HbIX, BXOAALLMX B TOT )X€ CUCTEMaTUUYECKNI TAKCOH, N OT eCTeCTBEHHbIX acCOLMaHTOB NpW NMOCeBe CMeceil.

5.4.12.11 NHrnbupytowme ceoincTea cpegbl

WHrnéupytowme ceoiicTea onpefensoT AN CeNeKTUBHbIX CPej Kak CTeneHb NojaBfAaloLero Bo3fei-
CTBMSA Ha poCT v (U1K) NPOSIBNIEHNE TUMUYHbIX CBONCTB COMYTCTBYIOL e MUKPOIOPSI.

MokasaTesib MHIMBUPYIOLWKNX CBOWCTB BblpaXaloT Kak MUHUMas/IbHOe pa3BefieHne Ky/bTypbl, Npyu nocese
13 KOTOPOTrO MOSIHOCTLIO OTCYTCTBYET POCT U (MKN) NPOSIBAIEHNE TUMMNYHBIX CBOWCTB NOCTOPOHHEN MUKPOMI0pPbI
Ha UCNbITYyeMOii cpefie Npu ero HaiMunK Ha cpefie BbipalinBaHna (MHIM6UpyoL e CBoCTBa), UM Kak BEeNnyun-
Hy OTHOLUEHWA CpefHero ymcna chopMnpOBaBLINXCA KOJIOHWI KOHTPO/IbHOTO LUTaMMa Ha «HEeUHTMGUTOPHO»
cpege (cpefa BblpaliMBaHUA) K CpefHeMy YMUCAy KOMIOHWIA Ha UCMbITYEMOR «UHIMOUTOPHOI» cpefe (Nokasa-
Teflb UHIMBULMM) C YYEeTOM pasBefeHus.

5.4.12.12 O hekTnBHOCTL cpesbl

Cpegpl, npegHasHayeHHble A1 HaKOMJEHUSA MUKPOOPraHn3mMoB (HakonuTesibHble NuUTaTeslbHble cpefbl),
OLEHMBAIOT N0 UX 3PP EKTUBHOCTU. DPEKTUBHOCTL CPeAbl XapakTepnusyeTcs nokasaTtesieM 3 eKTUBHOCTH
(3)- BbIXOA4 MUKPOGHLIX KNETOK C 1 M nuTaTenbHOl cpedbl (B MAPA/MA) M NPUPOCT YMCAa MUKPOOPraHU3MOB
OTHOCUTE/IbHO 3aCESAHHOIO.

OueHKy kayecTBa HaKoMMTesNbHbIX NUTaTeflbHbIX Cpef No nokasartenio athekTUBHOCTA NPOU3BOAAT Ny-
TeM onpefesieHns KOHLEeHTpaunm MUKPOGHbLIX K/IeTOK B cpejie Nnoc/sie COOTBETCTBYIOL e HKy6aLuu.

MpupocT uncna MUKPOOPraHM3MOB B HAKONWTE/IbHOW NUTaTesNbHOI cpefe B npouecce MHKyb6auuu noce-
BOB B TeYEHMe COOTBETCTBYIOLEro BpemeHu (t) onpegenstoT no gopmyne (8 %):

S:b.XK, (16)

roe T —cpefHee 4YnCci0o KOIOHMI Ha Yalkax noc/ae MHKyb6auum KynbTypbl B XUAKOW (MONYXUAKOW) HaKo-
nuTenbHol cpepae;
n0 —cpefHee YNCNO KOMOHUI NPU «HYNEeBOM NocesBe»;
K —cTeneHb pasBefeHus.

5.4.12.13 MokasaTenn CoxpaHeHUs XU3HeCNnoCO6HOCTU N CTabUNbHOCTU OCHOBHbIX 6uonorunye-
CKUX CBOWCTB MWKPOOPraHM3MoB

[lns TpaHCNOPTHbIX Cpeq W cpef AN XpaHeHUs (KOHCepBUPYIOLWUX), 3afepXnBaolwmnx pasMHOXeHne un
POCT MUKPOOPraHM3MOB, ONpesenatT nokasaTenu coxpaHeHUst XXN3HeCnoCOGHOCTM U CTaBUIbLHOCTH OCHOBHbIX
610/10rMYecknx CBOMNCTB MUKPOOPTraHU3MOB.

Moces maTeprana Ha cpefbl 1 NOCNEAYOLW Y0 NAEHTUNKALNIO BblAENEHHbIX Ky/bTyp NPOBOASAT B COOT-
BETCTBUM C MeTOAMKAMM, U3NT0OXEHHbIMY B AelCTBYOWMX MY. MHCTPYKLMAX, NpUKasax no AnarHoctuke sabone-
BaHWiA, BbI3biBA€MbIX COOTBETCTBYIOLMMU MUKPOOPraHM3mMamMu.

[Ns oueHKM KayecTBa NUTATENIbLHOW cpefbl BO3MOXHO MCMOMb30BaHNE cpefbl CPaBHEHUS - cpefbl, pa-
Hee OTKOHTPO/IMPOBAHHON 1 yaoBeTBOPSAOLW el Tpe60oBaHMAM KayecTsa.

MokasaTenb nNpopacTaHnsi MUKPOGHbLIX KMETOK OnpeaesnisitoT Kak OTHOLEHUE CPefHEero Ymcra KOMOoHWA,
06pa3oBaBLUNXCA Ha UCMbITYEMOW cpefe, K CpefHeMy YUCY KOMIOHUI Ha KOHTPO/IbHOW cpeje, BblpaXeHHoe B
npoLeHTax.

Mpy 3TOM NNOTHblE arapoBble cpeAbl rOAHbI K UCMOMNb30BaHNIO, eCK Nnokasatesib NpopacTaHus He me-
Hee 70 %, a Ha XMAKUX cpefax HabMoAalT BU3yaslbHO O4VMHAKOBbI/ POCT KOHTPOJIBHOIO WTamMMa.
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