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Mpepgucnosue
1 PA3SPABEOTAH ®epnepanbHbIM rocygapCTBEHHbIM OIOMKETHBIM YUupexaeHueM 34paBoOXpaHeHus
"[0NOBHO LEHTP rUrMeHsl 1 anugemuonornn” degepanbHOro Meguko-61onormiyeckoro areHTCTBea.

2 BHECEH TexHunuyeckum KOMUTETOM Mo cTaHgaptu3aumm TK 380 "KnuHuueckne naboparTopHble
nccnefoBaHusa N AnarHoCTUYeCKne TeCT-CUCTEMbI UH BUTPO"

3 YTBEPXXAEH W BBEJEH B [JEVWCTBWE MMpukasom defepasibHOr0 areHTcTBa no TeEXHUYECKOMy
perynmpoBaHunio U MeTponorum ot 8 Hosiopsa 2013 . N 1532-cT

4 BSAMEH IOCT P 51352-99

lMpasuna npuMeHeHUsi Hacmosiweao cmaHoapma ycmaHos/ieHbl 8 TOCT P 1.0-2012 (pas3den 8).
WIHbopmayusi 06 UMeHeHUsIX K HacmosiweMmy cmaHoapmy ry06/iuKyemcsi 8 exxe200HOM (0 COCMOSIHUK0 Ha
1 siHBapsi mekywe2o 200a) UHEhopMayUuoHHOM ykasamese "HayuoHasibHble cmaHdapmel”, a oghuyuasibHbIl
mekcm U3MeHeHuUll U MonpasoK - B EXEeMeCsS4YHOM UHopMayuoHHOM ykasamesie "HayuoHasibHble
cmaHdapmsl”. B csnyyae nepecmompa  (3aMeHbl) U/lU  OMMEHbl Hacmosiuea2o cmaHoapma
coomsemcmsyroujee yseodom/sieHUe 6ydem ory6sukosaHo B8 6uxXaliemM BbinycKe UHOPpMayuoHHO20
ykazamesisi "HayuoHasibHble cmaHoapmbl”. Coomsemcmsyrowasi uHghopMmayusi, yBeooM/IeEHUE U MEKCMbI
pasmewaromesi makxe 8 UHGhopMayuoHHOU cucmeme obuwje2o osb30B8aHust - Ha ochuyuasibHom calme
PedepasibHO20 azeHmemsa 0 MEXHUYECKOMY peay/iuposaHulo U Memposioeuu 8 cemu KHmepHem
(gost.ru)

BBegeHue
HacTosawmin ctaHgapT ycTaHaBMBaeT MeTOAbl UCNbITaHUA M TeXHUYeckue TpeboBaHUS K U3Lenusam
npwv oueHKe Nx ahHeKTMBHOCTN 1 6e30NacHOCTN.

Mo npo6Grnemam, 3aTPOHYTOM B HacCTOsILEM CTaHAapTe, MOryT 6biTb NPMMEHEHbI MEXayHapoAaHble,
HaLMOHaNbHbIE U PErMOHA/IbHbIE 3aKOHbI U NpaBuia.

1 O6nacTb NpUMeHeHUs
HacToAwmini ctaHgapT pacnpocTpaHseTcs Ha MeuUMHCKME W3genus 48 AWarHOCTUKU WMH BUTPO
(Danee no TekCTy - M3genus) NPUPOLHOrO UMM UCKYCCTBEHHOIO MPOUCXOXAEHUS, NpefHa3HavyeHHble A5
NPUMEHEHNA B MEAMUMHCKOM MNpPaKTUKe W WCNO/b3yeMble B KIMHWKO-AMArHOCTUYeCKMx nabopaTopusix,
BbIMOMHAIOWMX  BakTepuonornyeckne, OGUOXUMMUYECKUE, UMMYHOMOTMYECKne, Meauko-6uonornyeckue,
MEJUKO-TeHETUYECKUE N APYre AWarHOCTUYECKME UH BUTPO WCCMELOBaHUSs, a TakkKe Ha COCTaBHble YacTu
3TUX U3geNuii, MeroLLme hyHKLUOHATbHOE MeaNLMHCKOe Ha3HauYeHNe 1 N3roTOBNSIEMbIE OTAE/bHO.

[Ns KOHTPO/IbHBIX MaTepMasioB, BXOAALWMX B COCTAB U3AeNs U BbIMYCKAEMbIX OTAE/IbHO C YYETOM
nx cneumdgukn, HeobxoaMMOo AONONHUTENBHO YunTbiBaTh TpeboBaHusa TOCT P 53133.3.

Ha ocHoBe fAaHHOro cTaHgapTa [onyckaeTcs paspabarbiBaTb METOAVKM U MPOBOAUTL WCMbITAHUS
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nsgenuii Ans caHNTapHO-3aNUAEMUOSIOTNUYECKNX UCC/IeA0BaHWA.

CTtaHOapT He pacnpocTpaHsieTcs Ha cTaHgapTHble o6pasubl U Kanvbpartopbl, TpebyoLlime
YyCTaHOB/IEHMA TnNa CTaHO4APTHOro 06pasuia, MCNosib3yemble NpU Ba/MgauMnm METOLOB U BHELUHEW OLEHKU
KayecTBa NabopaTtopHbIX CCNea0BaHNIA.

CraHpapT He pacnpocTpaHAeTCcsa Ha AMarHOCTUYEeCKMe 1 aHTUTOKCUMYeCcKne neyebHble CbIBOPOTKN (414
WH BUBO).

CTaHOapT He pacnpocTpaHsieTcs Ha 060pyaoBaHne ANst AMArHOCTVKMA UH BUTPO (NpMGOopkI, annaparbl,
aHanM3aTopbl, aHA/IMTUYECKME KOMIIEKChI, CPeACTBa U3MEPEHMS 1 NporpaMMHoe 06ecneyeHrne yKkasaHHoro
o6opygoBaHus).

2 HopmaTtuBHbIe CCbIIKN
B HacTosLeM cTaHAapTe NCMO/b30BaHbl HOPMATMBHbIE CCbISIKM Ha CrefytoLlme cTaHaapTbl:

FOCT P 51088-97 Habopbl peareHTOB A1 K/AVHUYECKON nabopaTopHoi AmarHocTuku. Obuime
TeXHUYeckne ycnoBus

FOCT P 52361-2005 KoHTponb 06bekTa aHannTuieckmin. TepMuHbl 1 onpegenexHms

FOCT P 52379-2005 Hagnexauias knnHnyeckasn npaxktnka

FTOCT P 53022.2-2008 TexHonormM nabopatopHble KAnHMYeckne. TpeboBaHMA K KadyecTBy
KNMHWYECKUX nabopaTopHbIX uccnefoBaHuii. Yactb 2. OueHka aHa/IMTUYEeCKOW HafeXHOCTW MeTOLOB
nccnenoBaHust (TOYHOCTb, YYBCTBUTE/bHOCTb, CNELMAINYHOCTL)

FOCT P 53022.3 TexHonoruv naboparopHble KAnHMYeckue. TpeboBaHWS K KavyecTBY K/IMHUYECKUX
nabopaTopHbIX nccregoBaHuii. Yactb 3. MpaBuna OueHKW KIMHUYECKO MHOpMaTUBHOCTM N1abopaTopHbIX
TecToB

FOCT P 53133.3-2008 TexHonoruv fiabopatopHble KAvHMYeckne. KOHTPOsb KavecTBa K/IMHUYECKMX
nabopatopHbIx uccnegoBaHuii. Yactb 3. OnucaHue marepuasioB A5 KOHTPOSS KayecTBa KAMHUYECKUX
nabopaTtopHbIX UcciegoBaHnii

FOCT P 53434-2009 MpuHuMnbl Hagnexatlei n1abopaTopHOIi NPaKTMKN

FOCT P EH 12322-2010 V3genusa megnumHcKne Anst AMarHOCTUKKM in vitro. MuTaTtenbHble cpeabl Ans
MUKpo6uonormun. Kpurepmm oyHKUNOHa TbHBIX XapakTepUCTUK NUTaTe/bHbIX cpes

MOCT P EH 13612-2010 OueHKka (IYHKLMOHA/bHbIX XapakTePUCTUK MeAWLMHCKUX u3genuii ans
AMarHocTuku in vitro

FTOCT P EH 13641-2010 YcTpaHeHWe WM CHWKEeHUe pucka WHAULMPOBAHWUSA, CBSA3AHHOMO C
peareHTamMu 18 AUArHOCTUKM in Vitro

FOCT P NCO 13485-2004 N3penua mepuumHckme. Cuctembl MeHemkMeHTa kadectsa. CUCTEMHble
TpeboBaHus Ans Lenei perynnpoBaHus

FOCT P NCO 15193-2007 V3genus meguuuHcKue s AMarHOCTUKM in vitro. VIamepeHne BeNNYMH B
npo6ax 61osI0rMYecKoro NPOUCXoXaeHuUs. OnucaHne pedepeHTHbIX METOAMK BbINOSTHEHNUS U3MepPeHNiA

FOCT P NCO 15194-2007 V3genus MeguumMHCKUE AN AUarHoCTUKK in vitro. MI3mepeHne BenvuyvH B
npo6ax 61osI0rMYecKoro NPonCXoXxaeHns. OnucaHne ctaHapTHbIX 06pasLOoB

FOCT P NCO 15195-2006 Jlabopatopun MeguumnHckue. TpeboBaHus K nadbopaTopusim peepeHTHbIX
N3MepPEHUA

FMOCT 8.315-97 [locymapcTBeHHasi cuctema o06ecrneyeHuss eguHcTBa n3mMepeHuii. CTaHgapTHble
06pa3sLbl cocTaBa ¥ CBOMCTB BeLLeCTB U MaTepuasioB. OCHOBHbIE NOSTOXEHUS

MOCT WCO/M3K 17025-2009 O6uwme TpeboBaHMUs K KOMMETEHTHOCTM WUCMbITATe/IbHbIX WU
KanIMbpoBOYHbIX abopartopuii
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MpumeyaHve - lMpu NoMb30BaHWM HACTOALWMM CTaHAAPTOM LesecoobpasHo NpoBeputb AeicTBue
CCbIIOYHbIX CTaHAAPTOB B MHGIOPMALMOHHON cucTeEME 0OOLWEero nonb3oBaHusi - Ha OdiMuMasibHOM cante
depnepanbHOro areHTcTBa Mo TEXHUYECKOMY PerympoBaHuio U METPosiorMM B CeTU VIHTepHeT wan no
eXerogHoMmy MWHopMaLVoHHOMY YKasaTento “"HauuoHanbHble CTaHAapTbl", KOTOPbIA Ony6/vMkoBaH Mo
COCTOSIHUIO Ha 1 AHBaps Tekywlero roga, M no BbINyCKam eXxemMeCAYHOro MHAOPMaLMOHHOIO yKasaTess
"HaunoHanbHble cTaHgapTbl" 3a Tekywuid roh. Ecivm 3amMeHeH CCbI/IOYHbIA CTaHAapT, Ha KOTOpbIli AaHa
HefaTMpoBaHHas CCblka, TO PEeKOMEHAYETCH UCMNONb30BaTh AEWCTBYIOLLYI0 BEpPCUIO 3TOr0 CTaHgapTa C
YUYETOM BCEX BHECEHHbIX B AAHHYH BEPCUI0 M3MEHEHMWA. ECNN 3aMEeHEH CCbIOYHbIV CTaHA4AapT, Ha KOTopblii
JaHa JatupoBaHHas CCblka, TO PEKOMEHAYEeTCsA WCNOoNb30BaTb BEPCUI0 3TOr0 CTaHgapta C yKasaHHbIM
BbllLEe rOAOM YTBEPXAEHUS (NPUHATUS). Ecnn nocne yTBEPXAEHUSA HACTOSALLEro cTaHAapTa B CCbLIOYHbIN
CTaHAapT, Ha KOTOpbIA faHa AATUPOBaHHASA CCbl/IKa, BHECEHO U3MEHeHWe, 3aTparvsalollee nosiokeHue, Ha
KOTOpOe faHa CCblKa, TO 3TO MNOMOXeHVe PEKOMEHAYETCH NPUMEHATL 6e3 yyeTa AaHHOIo 3mMeHeHus. Ecnu
CCbUIOYHbI CTaHAapT OTMeHeH 6e3 3amMeHbl, TO MO/MIOXeHWe, B KOTOPOM JaHa CCbllka Ha Hero,
peKoMeHAyeTCs NPUMEHATb B YacTW, He 3aTparnBatoLleli 3Ty CCbIkKy.

3 TepMuHbI 1 onpeaeneHns
B HacTosiLLeM CTaHAApTe NPYMEHEHBI C/IEAYIOLLME TEPMUHbI C COOTBETCTBYHOLMMU ONPeAeNIEHUAMN:

3.1 aHanuT: KOMMOHEHT I'Ip06bl, yKaSaHHblﬁ B Ha3BaHuM mnccnegyemoro cBoWCTBaA UMK |/|3mepﬂeM0|7|
BE€JINYNHBI.

MpumeyaHne - B kavHu4Yeckon nabopaTtopHOl AMarHOCTMKE aHauTbl MOTYT WMETb pPas/NyHbIii
Xapakrep:

a) (hM3nYECKMX CBOICTB;
6) XMMNYECKNX S/IEMEHTOB, MOHOB, HEOPraHWYECKNX MOMEKYT;
B) OpraHM4ecKnx CTPYKTYp C Masioii MONEKYNSIpHO Maccolf;

I) MaKpOMOJIEKY/ C U3BECTHOI UM NPUG/IN3UTENBHO YCTAHOB/IEHHOW CTPYKTYPOW M crieumuyeckumm
6V0/TOrMYECKMMI CBOCTBAMM;

[) KNETOK, UX CTPYKTYPHbIX 3/IEMEHTOB UJIN KNETOUYHLIX CUCTEM;

€) MMKpOOpraHn3amoB (6akTepuii, BUPYCOB, a Takke rpuboB 1 napasmTapHbIX OpraHM3MOB pasmepom
00 1 MM), NX CTPYKTYpPbl 1 CBOICTB.

3.2 6MonornuYeckne XuUAKoCcTU: XXMOKOCTU opraHM3Ma YesioBeka M MX KOMMOHEHTbI: KPOBb, Moua,
JIMKBOP, NUMAIa, CEKPETHI, CbIBOPOTKA, N/1a3Ma, C/IHoHA, aMHUOTUYECKas XUAKOCTb, ISKYNIAT U ap.

3.3 6uonornyeckuii matepuas: Brosormyeckme XnaKocTu, TKaH 1 3KCKPETbI YenioBeka [4].

MpumeyaHwne -

Bromartepunasibl yenoseka NPeacTasiAoT CO60l C/I0XKHbIE CUCTEMbI CMECU PA3/INYHbIX BELLECTB U
KNETOK, ABNAOLWMXCA KOMMOHEHTaMU, T.e. OYEPYEHHbIMU YaCTAMW CUCTEMBbI. B aHanMTUKE KOMMOHEHTbI
cuCTeMbl MoApasfendalT Ha "aHanuTbl", "KOHKOMWUTaHTLI" M “"pacTsBopuTenun”; nocrnegHve asa Buaa
KOMMOHEHTOB 0603HayaloT kak "Martpuuy”. MaTtpuua oxBaTbliBaeT BCE KOMMOHEHTbl MaTepuasibHOW
CUCTEMbI, UCK/TYasa aHauTuT.

[FOCT P 53022.2-2008, YacTb 2, NyHKT 3.2]

3.4 o6uonornyeckas pedpepeHTHas nonynsauus: OpfgHopodHas nonynsiuMs  WMHAVBUAYYMOB,
HaXoAsILLMUXCS B XOPOLLO ONpesesisieMOM COCTOSIHUN 3,0POBbs WU GOME3HN.

MNpumeyvaHua
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1 [laHHOe onpefeneHne aganTupoBaHo Pabouyeit rpynnoi no rnobasbHOM rapMoHm3auun [1]*.

* Mos. [1], [3] cm. pa3gen bubnuorpadgus. - NMpumeyaHne n3rotoButens 6asbl JaHHbIX.

2 B cnyuae ecnu 61onornyeckuii pehepeHTHbIi MHTepBa Nonynsuuy NpeaocTaBieH U3roTOBUTENIEM
B VHCTPYKUMM MO MPUMEHEHWIO, NabopaTtopusi, MCMOMb3yllwas usgenve afisa OUarHoCTUKA WH BUTPO,
OTBETCTBEHHA 3a MOATBEPXAEHME TOro, 4To 6uonornyeckas peddepeHTHass MonynsauMsl COOTBETCTBYET
nonynsuum, o6cnyXxmnBaemoin naéopatopueid.

3 OnpegeneHHas rpynna OYEBMAHO 3A0POBbIX WHAMBUAYYMOB WM AL, HaxoOsLWMXcs B
onpefeneHHoM MeAMLMHCKOM COCTOSIHMKU. [OHATME NO3BONSET CBSA3bIBaTb PedepeHTHbIN MHTepBas C
BO3pacTOM, NOMOM M STHUYECKONV NPUHAAIEXHOCTbLIO pedyepeHTHON nonynsauum, ecnu Tpebyetcs.

3.5 puarHocTuka WH BuUTpO: OnpeaeneHve Hanamuus u (MAK) KOIMUYECTBEHHOTO CofepXKaHusl
K/TMHUYECKN (AMarHoCTUYECKM) 3HAUMMbIX aHA/IUTOB 3HAOTEHHOM! U (MNN) 3K30reHHOIN NPUPOo/bl, B TOM uucse
BblAeneHne W UAeHTUUKaUMs MUKPOOPraHu3mMoB (6akTepwid, BMPYcOB, Tpu6GOB, MapasuTapHbIX
OpraHM3MoB), MX TOKCMHOB W [pYrUX MPOAYKTOB >KM3HeAesTeNlbHOCT B o6pasuax 6Monornyeckux
maTtepuasioB (6MOMOTMYECKUX XMAKOCTEN, 3KCKPETOB, TKAHEN), B3SITbIX WM BbIAENEHHbIX U3 OopraHu3ma
uesioBeKa.

3.6 mpeHTU(pMKauMa U3[ENusa: YCTAHOB/EHVE TOXAECTBEHHOCTU XapaKTepUCTMK u3denust ero
CYLLIECTBEHHbIM NPU3HAKaM.

3.7 nsamepeHue: lMpouecc (COBOKYNHOCTb Onepauuin) sKCnepuMMeHTasIbHOro Mosly4YeHMst OA4HOM0 Un
60/1ee 3HaYeHNN BENNUYNHBI.

MpumeyaHna

1 STanbl NpoBefeHUa N3MepeHns oT NosyvyeHns npobsbl, NpeobpasoBaHua aHasMTa B hopmy YA06HYH0
LN M3MepeHns, MOoMyYeHuss BeNNYUH B CpefcTBe U3MepeHus U 06paboTKM MOJTyYEHHbIX pe3ysbTaToB
ABNAIOTCA 4YacTaMu npouecca M3MepeHus. B pesynbtare npouecca U3MepeHWs MOryT ObiTb MNosyyeHbl
KONMMYECTBEHHbIE WAN  KAYeCTBEHHble [AaHHble, MpPeACTaB/sfloWme 3HauMMyl A1 AUarHOCTUKK
UHpopmaunto.

2 KauyecTBeHHble faHHble - pe3ysibTar, No/lyYeHHbIn AMXOTOMUYECKM AeNeHneM Mo onpeaesieHHOMY
NpU3HaKy.

Mpumep - OaHHble U®A Ha Hasudue UHUYUPOBaHHOCMU nayueHma onpedesssemcsi Mo
npu3sHaky OI1 npo6bI 60/1bwe unu meHbwe O KpumMuyeckoz20 8 daHHoli cucmeme.

3 K n3mepeHuto He 0THOCUTCA BU3yasibHOE MCC/efloBaHNE CBOWCTB, Hanpuvep LBeTa.

4 ®epepasibHble OpraHbl WCMOSHATENIbHOW BAACTW, OCYLLECTBAAOWME HOPMATUBHO-MPaBOBOE
perynnpoBaHue B 06/1acTsX AesTe/IbHOCTY (34PaBOOXPAHEHNS), ONPEAENSIOT U3MEPEHNS, OTHOCSILLMECS K
cthepe rocyaapCTBEHHOMO PErynMpoBaHUs 0GecneyeHns eavHCTBA M3MEPEHUN, 1 YCTaHaBIMBAKOT K HUM
o6s13aTesibHble METPOIOTMYEcKe TPeGOoBaHUS, B TOM YMC/Ie NoKasaTesin TOYHOCTW n3MepeHuii. [2]

3.8 nHTepcenT: KoHUEHTpauns aHaM3MpyeMoro BeLLeCcTBa, KoTopasi COOTBETCTBYET onpeaeneHHol
TOYKE Ha KaJIMBPOBOYHOM rpadouke.

3.9 KOHTpPONbHbIA MaTepuan: OfHOPOAHLIA MaTepuas UefIoBEYECKOrO WM XKMBOTHOIO
MPOUCXOXKAEHNS WM UCKYCCTBEHHbLIN MaTepuasl, NpUBAMKaIOLWMIACA HACKOMBKO 3TO BO3MOXHO, MO CBOVM
Hanbonee CyleCTBEHHbIM CBOCTBAM K uMccnegyemMoMy 6uonormyeckoMy Matepuasly  npobbl 1
npegHasHaYeHHbIN 47159 OLEHKM NPEUM3MOHHOCTY UCCefoBaHWii nNpo6 NauWeHTOB, BbIMOSHAEMbIX B
K/TMHUKO-AMArHoCTU4YeCcKux iabopaTopusix.

MpumeyaHrne - K KOHTPOJSIbHBIM MaTtepuasiaMm OTHOCST KOHTPOJ/ibHble /1abopaTopHble pacTBOpbl C
ONpefeneHHon KOHLEHTpauuell 4uMcToro aHanmsvpyemoro BeulectBa (B cfiydae c  hepmeHTamu
npeanoYTUTEesIbHEE CIBOPOTKA U/IN N1a3Ma KPOBY YefloBeKa C U3BECTHOW aKTUBHOCTbIO (hepMeHTa).

3.10 koachcpuumeHT Bapmaumm: [lokazaTes/lb BOCMPOM3BOAMMOCTM Pe3y/bTaToB  OnpedeneHus,
paccuMTaHHbIii  Kak OTHOWEHWE 3HAYeHWsI CpPeaHero KBaApaTUYecKoro OTK/IOHEHWA K  CpeAHeMy
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apndMeTNHeCKOMY 3HAUYEHMHO.

3.11 nuHeliHOoCTb: OTK/IOHEHNE 3HAYEHUS KOHLEHTpaLWMW onpeaensieMoro BellectBa (UM
aKTVBHOCTM (DEPMEHTA) OT TEOPETUYECKOrO B AMana3oHe pabounx KOHLEeHTpaLuid.

3.12 mepguuMHCKOoe wusgenue pNA [UArHOCTUKM WUH BUTPO: JIloGoe MeguuuHckoe wusgenue,
npefHasHayeHHoe UW3roToBUTENEM /19 UCCMefoBaHUsa 6e3  KOHTakTa C nauveHTom 06pasLioBs
6MO/I0TMYECKOro Martepvasia 4esioBeka Mpu OTAENbHOM MPUMEHEHUW WU B KOMOWHaAUMW C  OPYrUMuU
MeONLVHCKUMWN N3LE/TUAMN UCKTIOYUTENBHO C LE/bIo NOJTYyYEHUA AaHHbIX OTHOCUTENBHO (DU3MONOIMYECKOro
WA NaTosIONMYeCcKoro COCTOSIHMA, U (MNK) OTHOCUTENIbHO MPOo6aeM BHYTPUYTPOOHOTO pasBuTua naoga, u
(W) pNA MOHMUTOPMHIa TepaneBTUYECKMX MEepPonpuAaTuin, n (unu) Ans OonpegeneHns COBMEeCTUMOCTU
TKaHew.

MNpumeyvaHua
1 [laHHOe onpefeneHne agantTupoBaHo Pabouyein rpynnoii no rnobasibHOM rapMoHm3auum [1].

2 MOXeT 6bITb MCMOMb30BAHO OTAE/ILHO WAW B KOMGMHALMM C NPUHAANEXHOCTAMU WU APYrMMK
MeAMLMHCKUMU U3AENVSIMU.

3 MeguumHckme n3genus A8 AUarHOCTUKU MH BMTPO BK/IKOYAOT B cebs peareHTbl, kannbpartopsl,
KOHTPO/bHbIE MaTepuasbl. MefuUMHCKUE U3genns A AMarHOCTUKA UH BUTPO MOTYT BK/IOYATb EMKOCTU AN1St
cbopa 1 xpaHeHus 06pasLoB, NporpaMMHOE 0becnevyeHne 1 CBA3aHHbIE C HUM MHCTPYMEHTbI, MPUGopbI Un
apyrve npeameTbl, UCMOMb3yeMble [AM Ueneil AMarHoCTMKM WaM B MOMOLb  AMArHOCTWMKE, HO He
paccmaTtpvBaeMble B JaHHOM cTaHaapTe.

3.13 metog: OO6uee onucaHWe /OrMYeckoin nocnefoBaTenbHOCTU onepauuii nNpu NpoBeAeHUU
nccnefoBaHuii, 3MepeHuii oS AUarHoCTUKN MH BUTPO.

MpumeyaHna
1 OCHOBHbIMU MeTOA4aMY B KNNHUKO-1ab0paTOpHOI NpakTyKe ABNSAOTCS:

a) Pa,D.MOMMMyHOﬂOFMHeCKMVI - MeToa, OCHOBaHHbIi Ha I/IMMyHOXI/IMI/I‘-IeCKOI7I peakuynu, I'IpOBO,EI.VIMOVI NH
BUTPO B NPUCYTCTBUN MEYEHHOT0 paANOHYKNNA0OM aHTUIreHa Uan aHTuTena.

6) IMMYyHO(OEPMEHTHbIA - METOA, OCHOBAHHbIA Ha MMMYHOXMMWYECKON peakuuun, NpoBOAMMON WH
BUTPO B NPUCYTCTBUN MEYEHOTO (hepMEHTOM COeAMHEHUST U (DEPMEHT3aBUCUMOrO cybcTpaTta.

B) MIMMYHOW1l00pECLEHTHbIN - METOA, OCHOBaHHbI HA UMMYHOXUMMWUYECKOW peakuun, NpoBoANMONI UH
BUTPO B NPUCYTCTBUN (DNIyOPECLIEHTHO METKN.

F) |/|MMyHOXEMI/I]'IIOMI/IHECLI,eHTHbIIZ - MeToa, OCHOBaHHbIA Ha VIMMyHOXI/IMI/I'«IGCKOﬁ peakunn,
ﬂpOBO,CI'I/IMOM MNH BUTPO B NPUCYTCTBUN XEMMHIOMMHECLLGHTHOVI METKWN.

£) VIMMyHOXpoMmaTorpacnyeckmii - MeETof, OCHOBaHHbI HA KOHKYPEHLMN ONpesensieMoro BelecTsa v
KOHbloraTa aHasiora onpeaensieMoro BellecTsa 3a Cy6cTpaT Ha nosiocke Xpomatorpadguyeckoii Gymaru.

e) MukpoaHa/iM3 HyKNeoTUAHbIX MOC/iefoBaTeNibHOCTEl - MeTof, OCHOBaHHbI MM Ha npolecce
cneumgmnyeckoro YMHOXEHMS KOMMYECTBa WCCNeAyeMbIX Y4YacTKOB [Ae30KCMPUOOHYKTENHOBOW KWCMOTbI
(OAHK) nnun pnboHyknenHosoli kncnotel (PHK), B TOM uncne metogom nonimmepasHoi uenHoi peakuymm (MLUP)
C nocnepywoLei geTekuueli curHana, am Ha NPSIMO AeTeKLMN CUTHaI0B, BO3HMKAIOLWMX NpY rnépuansaumm
C CUHTETUYECKUMW 30HAAMMU.

)K) q)OTOMeTpI/ILIeCKI/Iﬁ - MeToa, OCHOBaHHbIN Ha I/I36I/IpaTEI'IbHOM nornoweHnn I/IHCbpaKpaCHOFO,
BMaAuUMoro wunn yanpacbmoneTosoro n3nyyeHnAa Monekynamun onpeaendemMoro Bewecrtresa winm  ero
coegnHeHuA C COOTBETCTBYHOLNM peareHToM.

3) Koarynometpuuyeckuii - cnocob OUEHKM CUCTEMbI CBEPTbIBAHUS KPOBW, OCHOBAHHbI Ha
pervcTpauny BpeMeHun hmbpnHoobpasoBaHus.

n) MwukKpobuonormyeckne MeToabl - "3010TOM CcTaHAapT' MUKPOOMOMOrMyYecKkor AMarHoCTUKM,
NO3BOSAOT TOYHO YCTAHOBUTbL hakT Ha/Muus Bo3byanTens, naeHtudukauuio (40 Bnga MUKpoopraHnsma) c
YY4ETOM MOPAIOSIOTMYECKUX, TUHKTOPUaSIbHBIX, KY/IbTYpaslbHbIX, BUOXMMUYECKMX, TOKCUTEHHBIX N aHTUTEHHbIX
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CBOICTB MWKpOOpraHusama W onpefenieHne YyBCTBUTENIbHOCTM K aHTMMUKPOOHbIM Mpenaparam Yy
BblE€/EHHOro BO3byanTens.

K) Buochmanuecknii - MeToA, XapakTepusylowmii CBOMCTBA OMONOTMMYECKO XUOKOCTWU, Hanpumep,
BSI3KOCTb, TEMMNEPATYPY 3aMep3aHus U T.4.

2 MeToa mMoxeT ObITb OCHOBOW O,D'HOVI NN HEeCKOJIbKNX MeTOoAUK I/|3MepeHI/II7I, KaKgasa U3 KOTOpPbIX
MMEET npucyline el uiCcnoBble 3HAYEeHNS XapaKTePUCTUK BbIMO/IHEHUA.

3.14 meTogMKa U3MepeHuii: [letasibHoe onvMcaHue U3MepeHuii B COOTBETCTBMN C OAHUM WK Gonee
METOLOM.

MNpumevaHuna

1 MeToauky u3MepeHuii 06bIYHO OMUCHLIBAIOT [OCTATOYHO MOAPOGHO M MpPeACTaBNsiOT B BuUae
[IOKyMeHTa (MHCTPYKLMK), NO3BOAIOLLEN NOMNb30BATESIO BbINO/HUTL U3MEPEHME.

2 MeToauka namepeHnsa MOXeT BK/loyaTb I/IH(bOpMaU'I/IIO 0 HeonpeaeneHHoCTn I/I3Mep6HI/II7].

3 B psge crnyyaeB MeToguKa W3MEPEHWid, NponucaHHas [AOCTaTOYyHO AeTaslbHO UM crnocobHas
obecneuntb Mosib3oBaTeNsl BCeli HEoGXoAMMON WHdopMauuvein 6e3 NpUB/EYEHVS  AOMOMHUTENBHbIX
MCTOYHMKOB, MOXET pacCcMaTpMBaTbCs Kak CTaH4apTHas onepauvoHHas npoleaypa.

3.15 mukpo6uonoruyeckue nutarenbHbie cpeabl (MC): MegnunHckue n3genvs, npegHasHaveHHble
ONA BbIABMEHWSA, HAKOM/IEHWS, KyNbTUBUMPOBaHNSA, AuddepeHumanbHol NMarHoCTUKK, TPaHCNOPTUPOBKM U
XpaHeHus MMKPOOPraHn3MoB.

3.16 oOueHKa COOTBeTCTBMSA: [loKazaTe/lbCTBO TOro, YTO 3ajaHHble TPeGOBaHWS K W3OENuio
BbINOSHEHbI.

3.17 oueHka pyHKUMOHaNbHOW xapaktepuctukm (performance evaluation): W3yuyeHue
MEeAMNLMHCKOrO U3A4ennsa NS AUArHOCTUMKM UH BUTPO C LE/bl YCTAHOBMNEHUSA WM MPOBEPKU 3asBMEHHON
(hYHKLMOH/TbHOW XapakTepucTuKm.

3.18 nonumepasHasa uenHaa peakuyma (MUP): 3SkcnepyMeHTaslbHbI  METOA MOJEKYNSPHON
61o10rMKn, NO3BOMAOWMI [OOUTLCA 3HAYNTENIBHOIO YBENNYEHWS MaslibiX KOHLEHTpauuid onpegeneHHbIX
hparmeHTOB HykneuHoBoi kncnotbl (AHK) B 6uonornveckom matepuane (npob6e). Nommumo amnandmkaumm
OHK, TP no3BonsieT npousBoauTb MHOXECTBO APYrMx MaHUnynsumidi € HYKJIEWHOBbIMW KMCNOTaMu
(BBEOEHME MyTauuii, cpawmBaHne dparmeHToB [JHK) M LWKMPOKO MCMOMb3yeTcss B OWMOMOrMYeckon u
MEeOMUMHCKON NpakTvke, Harnpumep, 08 OUArHOCTUKM 3a6oneBaHuilt (HacnefcTBEHHbIX, WHAEKLNOHHbIX),
AN yCTaHOB/EHNS OTLOBCTBA, A/19 KNOHMPOBaHWUS TEHOB, BblAENEHNS HOBbIX FEHOB.

3.19 cneumudpmuHocTb: CNoCcOGHOCTb U3AENUS ONpefenaTb TONbKO TO BELLEeCTBO (MM aKTMBHOCTb
hepMeHTa, UM y4acToK reHoMa), /151 KOTOPOTo U3AENne NpefHa3HaueHo.

3.20 cTtaHgapTHbIi o6pasel, (aTTecTOBaHHbI CTaHAapPTHbI oGpasew): CTaHAapTHbIA 0bpasel, ¢
CONpPOBOANTENBHOW AOKYMEHTaLMEN, BblAAHHON aBTOPUTETHLIM OPraHoM, (YNOSITHOMOYEHHbIM) U OCHOBAaHHOIA
Ha NoATBEPXAEHHbIX NpoLefypax, UCMO/Ib30BaHHbIX /18 NO/TyHYeHWs 3Ha4YeHUs creuncryecKoro CBOCTBa ¢
HeonpeaeneHHOCTbI0 U NPOCNEXNBAEMOCTLIO.

Mpumep - CbiBOpomkKa 4yesioseka, codepawjasi Xo/IeCmepuH C MNPUNUCaHHbIM 3HayeHuem
B8e/IUYUHbI U HeornpeodesieHHOCMbIO U3MepPeHUsl, ymeepOeHHOU Mpu/IoXeHHbIM cepmughukamom,
npedHa3HayeHHasi O/19 UCMO/Ib30BaHUSI KaK Ka/ubpamop U/lu KOHMPO/IbHbIL Mamepuas
npasusbHoCcMu.

MpumevaHus

1 faHHOe onpefeneHve agantuposaHo Pabouyeli rpynnoit no rnobasibHol rapmoxm3amn [1].

2 B atom onpegeneHun "HeonpenernieHHOCTL" oOxBaTblBaeT U "HeonpeaesieHHOCTb MU3MepeHusa” u
"HeonpeaeneHHoCTb KayeCTBEHHOrO CBOWCTBA", TaKOro Kak WAEHTUYHOCTb W MOCNnefoBaTe/bHOCTb,

BblpaXeHHbIX KaK BepoATHOCTWU. [llpocniexmnsBaeMocTb O3HavyaeT "MEeTPOsIoOrMYeckKyo MnpocnexmnsaemMocTb"
3HaYEeHWS BENMNUYMNHBI 1 NPOCNEXMBAEMOCTb HOMUHAIBHOTO CBOMCTBA.
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3 AganTtupoaHo 13 NCO/M3K PykoBoacTteo 99:2007, nyHKT 5.14 [3].

3.21 TaKkcoH (nart. taxon): Mpynna XuBbIX OPraHM3MOB, 0GbEAVHEHHbIX HA OCHOBAHWUN ONPeeNeHHbIX
METO/IOB KnaccudprkaLmu.

3.22 TecT Ha "OTKpbiTME" (MeTOop A06aBOK): [NpoBepka COOTBETCTBUSI 3HAYEHUSI onpenesnsiemon
KOHLEHTpauun BewecTBa (MM aKTMBHOCTM (DEPMEHTA) pPaCYETHOW BEMIMYMHE, MOTYYEHHON NyTEM
CMeLUVBaHNS paBHbIX 06BbEMOB KOHTPOSIbHbLIX PacTBOPOB (Ka/IMOPOBOYHbLIX NPO6, KOHTPO/IbHLIX ChIBOPOTOK
N1 6MONOrMYECKOro MaTepmasnia) C yCTaHOB/IEHHON KOHLEHTpauueid (MM akTUBHOCTLIO).

4 O6wue TpeGoBaHUSA K UCNbITAHUAM MEAULMHCKUX U3[eNuii ANns AUarHoCTUKM UH BUTPO
4.1 Bugbl ncnbiTaHui

4.1.1 sgenusa noaeeprarTcs cneayoumm Buaam NCnbiTaHWUi;
a) npeaBapuTenbHbIe;

0) TexHnyeckue;

B) K/IMHUYECKNE;

r) rocyAapCTBEHHbI KOHTPO/Ib KA4YeCTBa,;

) cepTudmKalumoHHbIE.

MpumeyaHne - TOKCMKOMIOTMYECKMe WCMbITaHUs W3Lenuid, B CBSA3U C WX HeakKTyaslbHOCTbI0 /1S
ONarHoCTVKN WH BUTPO, B JaHHOM CTaHAapTe He paccMaTpuBaloTCA. YCTpaHeHue WAN CHUXEHMEe pucka
MHULMPOBaHNS, CBA3AHHOIO C CoAepXXaHUeM Martepuasia YenoBevyeckoro, XMBOTHOMO MPOUCXOXAEHUS UK
Nnosly4eHHOro B OMOTEXHO/IOrMYECKOM Mpouecce, Korga pesynbraTbl aHan3a BbISABASAIOT BO3MOXHOCTb
3apaXeHus 4yenoBeka, MNpoBoAMTCA C ydyeTom TpeboBaHuin no FOCT P EH 13641 n AeicTByrOLMX
CaHuTapHbIX TpeboBaHwii.

4.1.2 NpegBapuTebHbIE UCTIbITAHMSA NPOBOAATCSA U3rOTOBMTENEM C y4eToM TpebosaHuii TOCT P MCO
13485.

4.1.3 TexHnyeckme 1 cepTumrKaLMOHHbIE UCTbITAHUA U3eNniA NPOBOAST B UCMbITATE/IbHBIX LEHTpax
(nabopaTopusix), aKKPeaUTOBaHHbIX M MPU3HAHHLIX HE3AaBUCUMbIMY B YCTAHOB/IEHHOM 3aKOHOAATENLCTBOM
nopsake.

4.1.4 KnvHWYeckne UCnbITaHUA U3aenuwii Ans AMarHoCTUKM MH BUTPO MPOBOASTCS B MEAMLIMHCKMX U
Hay4HbIX YUYPEXAEHUAX, UMEILMX JIMLUEH3UM Ha COOTBETCTBYHOLIME BUAbl AESATENILHOCTU. WcChbiTaHus
NPOBOAATCS C MCNOMb30BaHWEM 6MOIOrMYEcKoro Matepmana 6es yyacTtus YenoBeka.

4.1.5 TocygapCTBeHHbI KOHTPO/Ib KayecTBa BK/IKOYAET MPOBEPKY W3OeNuii Ha COOTBETCTBUE BCEM
Tpe60oBaHNUAM HOPMATUBHON 1 TEXHUYECKON AOKyMeHTaumu. FocyfapCTBEHHbI KOHTPO/b 3a BbIMyCKaeMmoii
NPOAYKUMEl BKIOYAET NpeaBapuTesIbHbIA, NOC/IeAyWmMii 1, NP HEOH6XOAUMOCTHN, apOUTPaKHbIV KOHTPO/Ib
KauecTBa u3genuii 1 NPOBOAMTCA COOTBETCTBYHOLLMMU ciyxbamm MuHsgpasa Poccun. Mopsgok npoBefeHns
rocyiapCTBEHHOr0 KOHTPO/S, NEPUOANYHOCTb M MUHUMAbHBIA 06beM BbIGOPKM MO KaXAO0MY KOHKPETHOMY
Knaccy usgenuii ycTaHaB/IMBAKOTCA COOTBETCTBYHOLLMMWN HOPMATUBHLIMU AOKYMEHTaMK, YTBEPXAEHHbIMU B
yCTaHOB/IEHHOM NOpPsAKe.

4.1.6 CepTUdMKALMOHHLIM  UCMbITaHUSIM  MOABEPraloT  W3Aenus, npolleawe npuemModHble,
TEXHUYECKME U K/TMHUYECKME WCTbITAHWS, paspelleHHble K NMPOU3BOACTBY U MPUMEHEHWUIO B MEAMLIMHCKOM
npakTUKe 1 3aperncTpUpPoBaHHbIE B YCTAHOB/IEHHOM MOPSA/KE.

4.2 O6wue TpeboBaHNA K nabopatopmsamM Npy NPoOBEeAEHUN UCTbITaHNI

4.2.1 WcnbiTaHWa MO OUEHKE COOTBETCTBUA (fasiee - OLeHKa COOTBETCTBUSA) U34esiva MpoBOAAT C
Lenbl0 FOCYSapCTBEHHON perncTpauumn, rocyfapCTBEHHOINO KOHTpoNs wau ceptudpmkaumn. Mpu oueHke
COOTBETCTBUS Y4YUTbIBAETCH, OTBEYaeT NN usgenue TpeboBaHWsAM TEXHWYECKMX YCNOBWIA, AENCTBYHOLMX
HOPMAaTUBHbIX OOKYMEHTOB, CBOAOB MpaBua (Hanpumep, caHuTapHbIX NpaBua 1 HOPM, APYruxX Nogo6HbIX
[OOKYMEHTOB).

BHumaHve! JlononHUTeNbHYy0 nHgopMaumio cM. B sipbike "TpuMeyaHnsa”
NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT



FOCT P 51352-2013 MeanuyHCcK1e n3nenus gas AUarHoCcTUKU MH BUTPO. MeToabl NCnbITaHwui
lMpumeHsiemcsi ¢ 01.01.2015 s3ameH FOCT P 51352-99
CrtpaHuua 8

4.2.2 OueHka COOTBETCTBMA MNyTEM TEXHUYECKMX WCMbITaHWIA WM cepTudpmkaumMm npoBoaMTCS B
ucnbiTateNbHbIX  NabopaTopusix, akkpeauToBaHHbIX Mo TpebosaHusm [OCT WCO/M3IK 17025 B
YCTaHOB/IEHHOM 3aKOHOM nopsiike. BbicokocneunanmanpoBaHHble nabopatopun  (KambpoBOUHble,
petepeHTHbIX U3MEPEHUiT), NPOBOAALLME UCMbITAHUA MESUUMHCKUX U3LEeNnidi ANns OUArHOCTUKUA UH BUTPO,
ncnosb3yemble B 1abopaTopHOii MeauuuHe, [OO/MKHbl COOTBETCTBOBATb ChNeLMasibHbIM TpeboBaHMAM,
yctaHoBeHHbIM B TOCT P NCO 15195.

MpumevaHus -

1

NaGopatopun pedepeHTHbIX M3MEPEHU [OMKHbI 06ecneyrBaTb NPOC/IEXUBAEMOCTL 10 Hanbornee
BbICOKOrO [AOCTUXVMMOIO METPOJSIOTMYECKOTO YPOBHSI MO CPAaBHEHUID C YPOBHEM MPOC/EXMBAEMOCTU,
YCTAQHOB/IEHHbIM A1 NlabopaTopuii PyTUHHBLIX M3MepeHuid. MeTposiorMyecknii ypoBeHb pesy/iLTaTtos,
noslyyaembix B flabopatopusix pedepeHTHbIX W3MEpEeHWid, [AO/MKeH cofeiicTBoBaTb TOMY, UTOObI
nabopaTopun PyTUHHLIX M3MEPEHUit COOTBETCTBOBA/IV MEAULIMHCKUM TPEGOBaHUAM.

[FTOCT P NCO 15195-2006, BeeaeHue].

3TV BbICOKOCNELMA/IM3NPOBaHHbIE 1abopaTopymn MOryT 6biTb CBA3aHbI UM paboTaTb N0 KOHTPaKTY
C TakMMu OpraHMsaumsaMu, Kak HauvoHaslbHble  METPOJIOTMYECKMEe  WHCTUTYTHI,  OpraHv3auumu,
OCYLLECTB/ISAIOLLME BHELLHIO OLEHKY KayecTBa WCC/MefoBaHWi, Hay4Hble LeHTpbl, NPOV3BOAUTENN
MEAULMHCKNX W34eNuin ANs AWarHocTuky in vitro. Jlabopatopun pedepeHTHbIX W3MEePEeHWn [O/MKHbI
BHEAPATb MEeToAMKM peddepeHTHbIX W3MEpPeHWin 1 nosyvaTb pesynbraTbl, KOTOpble  SBSKTCA
NpaBu/IbHLIMU U MPOCNEXMBAEMbIMN A0 HALUMOHASIbHBLIX WY MEXAYHAPOAHbIX MePBUYHbLIX CTaH4apPTHbLIX
06pasLoB, ec/v TakoBble AOCTYMHbI. MNpK HANMYMKN Takoli BOSMOXHOCTY NPOC/IEXMBAEMOCTb A0/HKHA ObIThb
yCTaHOB/IEHa NO CTaHAapTHbIM 0bpasuam, CBOMCTBa KOTOPbIX BblpaXXeHbl B eAuHuuax MexayHapoaHow
cuctembl egunny, CU (MCO 17511:2003). Bo MHOrMx criy4dasix CBOWCTBA 6MOMOrMYECKMX MaTepranoB He
MOTyT ObITb BbIpaXeHbl B efuHuuax CUW, MOCKO/IbKY MOSIEKyNsipHas CTpyKTypa 3TUX aHa/nToB
HefoCTaTouyHO M3yyeHa Y BO3MOXHbI OT/IMYMA CTaHJapTHOro obpasiia oT TOro aHanuTa, YTo HaxoauTCs B
HaTMBHOI Npobe 4enoBeYEecKoro NPOUCXOXAEHWS (Hanpumep, COCTOSIHME [NNKO3UMPOBaHWS 6enka);
Torga Lenb MNpPOC/AeXMBAEMOCTM 3aKkaHuMBAeTCA Ha HWKHEM YPOBHE, Hanpumep Ha MpOM3BOSbHON
MeXAayHapogHoin eguHuue. OpHako nabopatopun peepeHTHbIX W3MEpPeHWUid AO/MKHbl NPeAcTaBnsaTb
3HaYeHUs CTaHAapTHbIX 00pasLoB, MOMYYEHHbIX OT 3aKas3yuMKoB, MPOC/IEXEHHbIE [0 HauBbICLLEro
BO3MOXHOIO YPOBHA MeTOAMK pedepeHTHbIX W3MEpPEeHWid WM CTaHAapTHbIX obpasuos. [axe ecniu
3HaYeHne CBOWCTBA OMOMIOTMYECKOro Marepvana He npoc/iexeHo 40 eanHuubl CU, Ha kaxgom aTtane
npoueaypbl  pedepeHTHOro  U3MepeHus  (Harmpumep, rpaBUMETPUKN,  BOMIOMETPUK,  U3MEPEHUSA
TemMneparypbl) AO/MKHbI BbITb MOYUYEHbI 3HAYEHWS, KOTOPbIe NPOC/IEXeHbI A0 COOTBETCTBYHOLLEN eANHULIbI
CW. KoHuenuua npocnexvsaemocTV, ee MpUMEHEHMA W OorpaHuvyeHns fAetanbHo onucaHbl B MICO
17511:2003.

[FTOCT P NCO 15195-2006, BeeaeHue]

4.2.3 PaszpaboTka nporpaMMbl MPOBEAEHNS TEXHUYECKMX W KIUHWYECKUX WCMbITaHWA [0/KHA
nposogutca ¢ ydyetom FOCT P EH 13612. B nporpamme npoBeAEHUA TEXHUYECKUX U KIINHUYECKNX
UCMbITaHWT HEOBXOOUMO YuUTbIBaTb TPEOOBaAHUSA K KA4yecTBY K/IAMHUYECKUX WCCefoBaHWiA MO OUEHKe
aHa/INTMYECKON HaZEeXHOCTN METOLOB MccnefoBaHus (TOYHOCTb, YYBCTBUTEbHOCTb, CNELMdMNYHOCTL) Mo
FOCT P 53022.2 1 no oueHKe KIMHUYecKoi nigpopmatmeHocti no NMOCT P 53022.3.

4.2.4 MegVLUMHCKUE yypexaeHus, NPoBOAALLMNE KIMHUYECKUE UCTIbITAHWUA MeAVLMHCKUX U3nenuii gns
OVNarHoCTVKN UH BUTPO, AO0/HKHbI COOTBETCTBOBATL TPE6GOBAHUAM N0 Hagexallel n1abopaTopHOi npakTuke
TOCT P 53434, B cfyyasix NpvBIEYEHMS 4YesioBeKa Kak 06bekTa npu MNpoBEeAEHUN UCMbITaHWiA,
cooTBeTcTBOBaTh TpebosaHuam MOCT P 52379.

4.2.5 OnucaHue METOAMK PeepPEHTHLIX U3MEPEHUI U OMMcaHWe CTaHAAaPTHLIX 06PasLOB AO/MKHO
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cooTBeTcTBOBaTh TpeboBaHuaM FOCT P MCO 15193 n FTOCT P MCO 15194. OueHka COOTBETCTBUS M3OeNnin
N oueHKa (YHKUMOHa/IbHbIX XapakTepuCcTUK wusgenuii B d)opme UCMbITaHWA NPOBOAMTCA C  Yy4eTOM
HacToslLLero cTaHaapTa u BCell AENCTBYIOLLEN HOPMATBHON 1 MPaBOBOI AOKYMEHTaLMN.

4.2.6 Pe3ynbTaToM TEXHUYECKUX, KIIMHWUYECKUX UCMbITaHUi MEeAULUUHCKUX U3AenuiA Ans AMarHoCTUKU
WH BUTPO C YYeTOM Kaccudukalym B 3aBUCUMOCTM OT MOTEHUMA/ILHOTO pUCKa WX MPUMEHEHUs, U
3KCMNepTU3bl KauecTBa, 3(PIEKTVBHOCTM 1 6E30MACHOCTU MEAMUMHCKUX U3LENnii SBASIETCA 3ak/lUYeHue o
MOJIHOTE PEe3y/ILTaTOB NMPOBELEHHbIX UCMbITAHWA U NccefoBaHNi. 3ak/ioueHne A0/HKHO NOATBEPAUTD, UTO B
pesysnbraTte NpoBefeHHbIX UCMbITaHUli 10Ka3aHo:

a) oyHKUMOHa/bHbIE U TEXHUYECKMNE XapaKTEPUCTUKN COOTBETCTBYIOT 3asiBNIEHHLIM NPON3BOAUTENEM B
TEXHWYECKOW W 3KCM/lyaTauMOHHOW [OKYMEHTauum, a Takke BbIMNOMHEHblI 06s3aTesibHble TpeboBaHus
HOPMAaTMBHOIM N NPaBOBOI AOKYMEHTaLUW;

6) adh(heKkTUBHOCTb U3aenus NoaTeepxaeHa, yHKUNOHA/IbHbIE XapaKTEPUCTUKM M30eNNSA NO3BONSIOT
uccnefosatb aHaUT (UM €ro akTUBHOCTL). VICKOMBI aHa/IMT HaxoAWUTCSA B MPUYNHHO-CNEACTBEHHON CBA3N
C npeanonaraemoli NaTofiorneid, N YTo AoKasaHa NosIe3HOCTb AAHHOrO TecTa ANns AMarHoCTWKU 1 Bbibopa
ne4vebHO cTpaTerum.

B) Wu3rotoBuTeNb (NPOM3BOAMUTENL) MpPEAnpuHSAa BCE Mepbl A7 MaKCUMasIbHOrO  CHMDKEHWS
NMOTEHLMA/IbHOTO U KOCBEHHOINO pucka NPUMEHEHUS W3A4ENNs W YC/OBWUA, B KOTOPbIX AAHHOE u3genue

npegHasHa4eHo A1 NpuMeHeHus, yden KBal'IVIq:)I/IKaLI,I/IIO N ONbIT npeanonaraemMbixX nonb3oBaTtenei, u, roe
NPUMEHNMO, Cpl/l3l/|'-IeCKOG COCTOSIHME NONb30BaTENEN C orpaHn4YeHHbIMW BO3MOXXHOCTAMMWN.

5 OueHKa coOoTBeTCTBUSA MeAULUHCKOro usaenus
5.1 UpgeHTudmkayma nsgenvs

VaeHTudmkauma un3genus npoeoamTcs no Tpe6oBaHnsm [OCT P 51088, TexHuMYeckon u
3KCMyaTaluMoHHO AOKYMEHTaLMM NPOV3BOAUTENS U €r0 MapKUpPOBKE.

5.1.1 MNpoBepKka KOMNMEKTHOCTU U COCTaBHbIX YacTell n3aenms:
a) KOMM/IEKTHOCTb B COOTBETCTBUM C SKCM/TyaTalMOHHON AOKYMEHTaumei;
6) BHELUHWIA BUA M COCTOSIHME YNAaKOBKU N3A4ENNS U er0 KOMMOHEHTOB;

B) HA/IMUMEe MApPKMPOBKW M3AENUSI U €70 KOMMOHEHTOB, NOATBEPXAatoLLLei COOTBETCTBIE TPEGOBAHUAM
HOPMAaTMBHOI AOKYMEHTaL M N3roToBUTENS.

5.1.2 KOMNOHEHTbI A0/KHbI GbITb NMOABEPrHYTHI BU3yaSlbHOMY KOHTPOJTHO.

OcMOTP KOMMOHEHTOB M3AENVS 3aK/TH0YAETCS B YCTAHOB/IEHWM COOTBETCTBUS MOKas3aTesieil BHELLHEro
BUa TPeboBaHNAM TEXHUYECKOW 1 3KCNyaTaluMoHHON JOKyMEHTaLWu:

a) arperaTtHoe coCTosiHMe (TabneTka, MopoLIoK, aMopgHas Macca, XUAKOCTb 1 T.M.);
6) UBeT;

B) NPO3payYyHOCTb (A15 XNAKOCTEN);

r) Ha/IM4Me NN OTCYTCTBME OCaKa WUn XNonbeB (4151 XXUAKOCTENR);

[) KOHCUCTEHUMS.

5.2 O6WMe TexHUYecKne TpeGoBaHUsS K MeAULMHCKAM U3genusmMm AJs AUarHOCTUKA UH BUTPO
npv NpoBeAeHNN OLEHKU COOTBETCTBUS

5.2.3 O6wwue Tpe6oBaHusA

5.2.3.1 OueHka 3hheKTMBHOCTN U GE30MaCHOCTM A0/HKHA OCYLLECTBASATLCS NPU HENOCPEACTBEHHOM
COMoCTaBNIEHUN C AAHHbLIMW, NOAYYEHHLIMU MPU NPOBeAEHUN peddePEHTHON METOAMKN Ha aTTeCcTOBaHHbIX
COBpPEeMeHHbIX u3genusax. Ecnv  wvcnonb3yemoe [ CpaBHEHWs u3fgenve B MOMEHT NpoBefeHus
COMnocTaBfieHns MokasaTeneil npeacTaB/ieHO Ha pPblIHKE, OHO [AO/MKHO OblTb 3aperncTtpupoBaHO B
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yCTaHOB/IEHHOM NopsiaKe.

5.2.3.2 Ecnu B xofe NpoBefeHUs OLEHKN MOSyYaroTCsl pacxofsiumecs pesynbTartbl TEeCTMPOBaHMS,
Takne pacxoXaeHns A0/HKHbI 6bITb N0 BOSMOXHOCTU YCTPaHEHbI, Hanpumep:

a) NocpeACTBOM OLEHKM OT/MyatoLelicsi NPo6bl B APYTiX TECTOBbLIX CUCTEMAX;
6) 3a CUET MCMO/b30BaHUSA pehePEHTHOrO METOAA U MapKepa;

B) NOCPE/ACTBOM NPOBEPKU KIMHUYECKOTO COCTOSIHUS 1 AMarHo3a nauueHTa;

I B X0/le TeCTUPOBAHNS NOBTOPHbIX KOHTPO/IbHbIX 06PAa3L0B.

5.2.3.3 OueHka 3dEeKTUBHOCTU MPOBOAUTCSH Ha Mpobax, MO/YYEHHbIX OT GUONOrNYECKOl
pedepeHTHOR NoNynsumm.

5.2.3.4 TlonoxutenbHble 06pa3upbl, MWCNO/b30BaHHblIE NPU OLEHKEe 3QGEKTUBHOCTU, AO/MKHbI
BbIOMPATBLCS Tak, YTOObl OTpaXaTb pa3/IMyHble CTafguMn COOTBETCTBYHOLWENO 3abosieBaHus (3aboneBaHuii),
pasHblii CNEKTP aHTUTEN, pas/IMyHble FTEHOTUMbI, pa3/InyHble CyOTuMbI, MyTauun 1 np.

5.2.3.5 OTpuuatenbHble Npo6bl, UCMNOMb3YEMbIE AJ1S1 OLEHKM 3(PEEKTUBHOCTH, NOAGMPAOTCS TakuM
06pas3oM, 4TOo6bl [OCTOBEPHO OTpaXkaTb HacesieHue, [/ KOTOPOro npeaHa3Ha4yaeTcs TecT, Hanpumep,
[IOHOPOB KPOBU, FOCMINTA/TM3UPOBAHHBIX NALMEHTOB, 6ePEMEHHBIX XEHLLVH 1 Mp.

5.2.3.6 WV3genua p[omkHbl 06nagaTb CNEeUUUYHOCTBIO HE HMXE K/AMHMYECKM O0B6O0CHOBAaHHOA
AnarHoctnyeckoin 3ddpeKTUBHOCTK, €CAM  MpoM3BOAMTENIEM He 060CHOBaHbl Apyrne TpeboBaHus.
CneumdmryHOCTb paccUnTbIBAETCS HA OCHOBaHWMM YacTOTbl MOBTOPHO PEAKTUBHLIX (STIOXXHOMOMOXUTENbHBIX)
pe3ynsTaToB A1 npob ¢ oTpulaTenbHOl peakumeld Ha LeneBoin Mapkep.

Mpumep - MeduyuHckue uzoenus, NpedHasHayeHHble 0/1s1 orpedesieHUsi 2pynn KPosuU, O0/HKHbI
06/1a0amb cneyuuYHOCMbIO Mo o6pasyam OOHOPckKoU Kposu He MeHee 99,5%.

5.2.3.7 Ona pokasaTtenbctBa 3PAEKTUBHOCTU U3AENUA NPOU3BOANTENb AO/MKEH B NOMHOM 0O0beme
NMPOBECTM MPOBEPKY, C TEM 4TOObl BbIABUTb 3AEKT MNOTEHUMA/IBHO WHTEPhepupyowmux BeELLECTB.
OueHrBaeMble NOTEHUMaIbHO UHTEPhepupyowme BewecTBa OyayT B ONpeAesieHHON CTENeHN 3aBUCETb OT
cocTaBa peareHTa u koHpurypaumm aHanmsa. NoteHumMaibHO MHTEpdEepMPYIOLLME BELLECTBA ONpeaesnaiTcs
B XOAe aHa/nm3a PUCKOB, 00s3aTeNbHOro0 A/1s1 COOMAEHUS OCHOBHbIX TPebGoBaHWIA K KaKaoMy HOBOMY
N34enunio, HO MOTYT Takxe BK/I4YaTb, Hanpuvep:

a) obpasubl, NpeacTaBnsoLme "PoACTBEHHbIE" MHADEKUNN;

6) Npobbl, B3ATbIE Y MHOTOPOXAaBLUMX XEHLUWMH, TO €CTb XEHLUWH, Y KOTOpbIX Gblo Gonee ofHoOl
6epeMeHHOCTH, UK NALMEHTOB C NOSIOXUTETbHBIM PEBMATOUAHBIM (hakTOPOM;

B) B C/iy4vae peKOM6I/IHaHTHbIX AHTUITEeHOB - aHTUTEe/1a YefioBeKa K KOMNOHEeHTaM CUCTEMbI 3KCNpeCCuu,
HanpumMmep, aHTutTena K E. coli unn antutena kK OPOXKaM.

5.2.3.8 B pamkax 06513aTe/IbHOr0 aHa/im3a PUCKOB B XO4Ee NMOBTOPHOIO aHasim3a cnabononoXnTenbHbIX
0o6pa3uoB onpegenserca o6uwas yactora OWMOOK CUCTEMbI, MPUBOAALLMX K JIOXHOOTPULATE/bHbIM
pesynsraTam.

5.2.3.9 ECc/iv B OTHOLUEHUN HOBOTO MeAULMHCKOIO n3gennsa anas ANarHoCTUKMU UH BUTPO, OTHECEHHOIO K
BbICOKOMY K/iaccCy, cneunasibHO He OroBOpPEHbLI O6LLI.I/Ie TeXHN4YeckKne Tpe6OBaHI/IFI, TO crieayet npuHuMatb BO
BHUMaHne Tpe6OBaHMF| ana n3aenusa, HanpuMmep, co CXoaHbIM NMpUMeHeHneM Win Co CXOA4HbIMU PUCKaMK
NPUMEHEHNA.

5.2.4 Nspgenusa gnA BbiiBNIeHUS1 BUPYCHbIX MHeKLniA

5.2.4.1 MNMpepnaraemble ANs 06palleHNss Ha PbIHKE B KAYE€CTBE CKPUHWHIOBLIX WM AUArHOCTUYECKMX
TECTOB M3f4enus [ANA BbISABMNEHUSA BUPYCHbIX WHMEKUMA [OOMKHbI  YAOBAETBOPATL TPeboBaHuAM K
YyBCTBUTENIBHOCTN U CrneundMYHOCTU. [na oueHKkM 3EeKTUBHOCTU CKPUHWMHIOBBIX TECTOB WCCeaytTcs
o6pasupl, MOMYyYEHHble U3 pas3/IMyHbiX (HE MeHee [ABYyX) WCTOYHMKOB, BK/OUawlme 06pasupl
nocsiefoBaTe/lbHOM cAaun KpoBy.
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5.2.4.2 OueHka 3dphpeKTMBHOCTN TECTOB ANS1 CKPUHMHIA A0/DKHA BKAoUYaTh 25 NONOXUTENbHBLIX (ECNN
€CTb B Ha/lMuun B C/lydyae peakmx WHeKuuin) "B3ATbIX B TOT Xe AeHb" CBEXMX NPO6 CbIBOPOTKM W/unun
nnasmel (He 6onee 1 gHs nocne oTéopa Npoobbl).

5.2.5 N3penus, npegHa3HauyeHHble A1 TECTUPOBaHUSA XUAKOCTel opraHuama

5251 N3penva, npegHasHavyeHHble A1 AUarHOoCTUKN 6GMONOrNYECKNX areHToB, MOYN, C/IOHbI U np.,
O0/DKHbI COOTBETCTBOBATb TakKUM Xe Tp66OBaHI/IF|M B OTHOLWEHUN 4yBCTBUTE/IBHOCTU U CI'IGLLI/I(*)I/ILIHOCTI/I, 4yTOo
N TeCTbl 414 CbIBOPOTKU WK NNa3Mbl. [NA oueHku 3q3CbeKTI/IBHOCTI/I npoBognTCA TeCTUupoBaHne I'Ip06 oT TeX
Xe nuy B 060KX TecTax ¢ nogresepxXxaneHnem no aHaansy COOTBGTCTByPOLLI,GVI I'IpO6bI CbIBOPOTKM WK NJ1ia3Mbl.

5.2.6 MeguuunHckue nsgenus, npegHasHadyeHHble 419 caMmoguarHocTuKn

5.2.6.1 K wu3gennam, npegHasHayeHHbIM A CcaMOguMarHocTukn, TO eCcTb [A/1d  AoMallHero
NCMNOJ/Ib30BaHUA, AO/MKHbI NPEabABNATLCHA Te Xe TpeboBaHusA K OueHke (PYHKUMOHANbHbIX XapakTepucTuk
(4yBCTBUTENBHOCTU U CNELUUUYHOCTI), YTO U K U34eNnAM 415 NPOECCMOHAIbHOTO NCMNONb30BaHNS.

5.2.6.2 Hanbonee BaxHble aTanbl OLEHKM 3EKTUBHOCTM A0/MKHLI NPOBOANTLCS (MM NOBTOPSATLCS)
COOTBETCTBYHOLMMKN  NoNb3oBaTeNAMU-HenpodeccuoHaniamu, 4Tobbl NpoBepuTb  PaboTOCNOCOGHOCTL
N34ENNSA U UHCTPYKLUUIO MO Ero UCMO/b30BaHUIO.

5.2.7 OueHka YyBCTBUTE/TIbHOCTHU no NMOTOXXUTEJIbHbIM pe3ynbratam ncnbITaHUi
aTTeCTOBaHHbIX MOJIOXXUTE/IbHbIX 06pa3u,03 CepoKoHBepcuu

5.2.7.1 YyBCTBUTE/IbHOCTb ANArHOCTUYECKOro TecTa B XO4e CepOKOHBEPCUMU A0/HKHA COOTBETCTBOBATb
COBPEMEHHbIM TpeboBaHusAM. Ecnu  panbHelillee TecTUpoBaHME C  WUCMOMb30BaHMEM TOW e Wn
LONOMHUTENBHOW MaHenu CepoKOHBEPCUM MPOBOAUT  UCTbITATENbHbIA  OpraH, pesynbrarbl  JO/DKHbI
noATBepXAaTb MNepBOHaYasibHble [aHHble OueHKU 3(PdeKkTMBHOCTU. [laHesm CcepoKOHBEPCUWN AOJIKHbI
HauMHaTbLCA C OTpULATENBHON NPo6bI (NPO6) KPOBM M MMETb MUHMMAa/IbHBI BPEMEHHOI MHTEPBA/T MEXY ee
3abopamu.

5.2.7.2 Bce nonoxuntesibHble 06pasubl AO/MKHbI NOATBEPXKAATLCA Kak NOMOXUTESbHbIE C MOMOLLbLIO
nucnbITyemoro usgenvs. Hosoe usgenve Ao/MKHO UMETb (PYHKLMOHA/IbHbIE XapakTePUCTUKU, KaK MUHUMYM,
3KBUBAJIEHTHbIE MOKa3aTeNsM COBPEMEHHOro paHee anpobupoBaHHOIO N3aenus.

5.2.7.3 Onsa n3genvid, BoIABMAIOWMX aHTUTENa K BMpycam UmmyHogeduunta YenoBeka, Heobxogmmo
npoaHanMsnMpoBatb Kak MuHuMyM 40 06pa3uoB paHHel cepokoHBepcun BUWY. Pesynbtatbl A0MKHbI
COOTBETCTBOBAaTb COBPEMEHHbLIM TPEOOBAHNSM.

5.2.8 OueHka 3chheKTMBHOCTY nsfgenus A8 aHaimsa CbIBOPOTKU U N1asmbl

5.2.8.1 OueHka 3hdeKTUBHOCTN MU3AENWIA, NpeAHa3HaAYeHHbIX A1 aHa/M3a CbIBOPOTKMA M NasMmbl,
LO/MKHA [EMOHCTPUPOBATL 3KBUBANIEHTHOCTb ChIBOPOTKM K MNnasMe. 3TO Heo6XoAWMO [OMNOSHUTENbHO
NpoAEMOHCTPMPOBaTh, Mo KpaiiHei Mmepe, Ha 50 npobax (25 NONOXMTENbHBLIX U 25 OTpULATENbHbIX).

5.2.8.2 OueHka 3(hPEKTMBHOCTU WU3LENUIA, NpefHa3Ha4YeHHbIX A9 aHamM3a nnasmbl, [O/HKHA
NoATBEPAUTL MOKasaHua M3Lenns C UCNOMb30BaHWEM BCEX aHTUKOArynsHTOB, BO3MOXHOCTb NPUMEHEeHUs
KOTOpPbIX C AaHHbIM M34e/MeM ykalaHa npousBoguTeneMm. OTO HeobxoaMMO MPOAEMOHCTPUPOBATb, MO
KpaiiHeii mepe, Ha 50 npob6ax (25 NoNoXMTENbHbIX U 25 OTpULATE/bHbIX) A5 KaXA0ro aHTUKoarynsiHTa.

5.2.9 OueHkn achhpeKTUBHOCTU peareHTOB AJ/1A onpeAesieHUs aHTUTeHOB TPyNn KPOBU

5.2.9.1 OueHka 3(hhekTUBHOCTM peareHToB A/18 onpefeneHns aHTUreHoB rpynn KPoBMu:

- cuctema rpynn kposu ABO ABOL1 (A), ABO2 (B), ABO3 (A, B);

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

- cuctema rpynn kposu Kenna KEL1 (K)

OCYLLIECTBNSIETCA MNPV HEMNoCPeACTBEHHOM COMOCTaB/IEHUM C MoKasaTeNsMu 3aperMcTpuMpoBaHHOMO
anpo6bMpoBaHHOTO COBPEMEHHOT0 U3esus.

5.2.9.2 Ecnu B Xofle NPOBEAEHMS OLIEHKN pe3y/bTaTbl TECTUPOBAHWS PACXOASTCS, TAKAE PACXOXAEHUS
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[OMKHBI BbITb MO BO3MOXHOCTM YCTPaHEHbI, HanpUMmep:
a) NoCpeACcTBOM OLEHKM OTnvaroLencs npobbl B Apyrnx TECTOBbLIX CUCTEMAX;
6) 3a cYeT UCNoNb30BaHNA anbTepPHaTUBHOIO METOAA.

5.2.9.3 TlMonoxuTtenbHble o06pasupbl, WCNO/b30BaHHbIE A1 OUEHKM 3APEKTUBHOCTU, [AO/KHbI
BbIOUPATLCA TakuM 06pa3oMm, UTOObI OTpaXKaTb BapbUPYIOLLYIO 1 cnabyto SKCNpeccuto aHTUreHoB.

5.2.9.4 B pamkax oueHKU 3PdeKTUBHOCTN u3genus (Habopbl peareHToB) [AO/KHbI MNPOXOAUTb
npoBepky, C TeM 4TobObl BbIABUTL 3PEEKT MOTEHUMANbHO UWHTepdiepupylolmx Bellects. Habop
OLUEHUBaEMbIX NOTEHUMA/IbHO MHTEepdepupyoLwwyx BewecTs OyaeT B OnpeAeneHHol CTeneHn 3aBuceTb OT
coCTaBa peareHTa W CTPYKTYpbl aHasm3a. [oTeHumanbHo UHTepdepupytolme BellecTBa onpeaenstoTcs B
X0[le aHa/M3a pPUCKOB, 00S3aTeNlbHOro A5 COO6MAEHUS OCHOBHbIX TpeboBaHWIA AN1S1 KaXAoro HOBOMO
n3genus.

5.2.10 NUP aHanus

5.2.10.1 Pesynbrarbl KoAMYecTBeHHOro aHanmsa [LUP  [o/mkKHbl COOTBETCTBOBaTL TpeboBaHMAM
MeXAyHapOoAHbIX CTaHAapToOB UM Ka/IMOPOBaHHbLIM CTaHAAPTHLIM MaTepuasiaM, ec/in TakoBble UMEHTCH B
Ha/IMUYUN, N NPUMEHSATLCA B MEXAYHAPOAHbIX eAuHMLAaX BESIMYMH, MCMOMb3yEMbIX B KOHKPETHOW 061acTy
NPUMEHEHNS.

5.2.10.2 MUP aHanu3 MoXeT UCNosib30BaTbCA 4151 0O6HapYXeHMs BUpyca B 06pasLax oTpuLaTesibHbIX
Nno aHTUTeNnam, To ecTb 06pasuax Ao CepoKoHBepcUn. Bupychl, CBA3aHHbIE B MMMYHHbIE KOMIMEKCbI, MOTYT
BECTW cebs1 uHave rno cpaBHEHWIO CO CBOOOAHBIMW BUpYCaMK, HANPUMeEP, Ha CTaaun LEeHTPUGYrMpoBaHus.
Mo3aToMy BaXKHO NPV WU3yYyeHUU YCTOMUYMBOCTU BK/IHOYATb B paccMoTpeHue obpasubl, oTpuuartesibHble Mo
aHTuTenam (40 CepOoKOHBEPCUN).

5.2.10.3 Ans wvccnegoBaHWst BO3MOXHOI KPOCC-KOHTAMUHALMW B Xofe W3yYyeHUs YCTONYMBOCTU
Heo6XoAMMO MpPOBECTW, MO KpaliHeit Mepe, NATb LUMKIOB aHasiM3a C MOMepPeMEHHO MEHSIHOLWUMUCS
BbICOKOTUTPaXKHbIMU 1 OTpULLATENbHBIMIU 06pasuaMu. BbICOKOTUTPaXHble 06paslibl A0/MKHbI BK/OYATb
npo6bl CO BCTPEUAIOLVMUCS B ECTECTBEHHbIX YC/IOBUSIX BBICOKUMM TUTPaAMK BUpYyCa.

5.3 cnbiTaHus nsgenui

5.3.1 2kcnepuMeHTasnlbHasi NpoBepka u3genunii Ao/hkHa ObITb OCHOBaHa Ha KOHTPO/e KavecTBa
CUCTEMBI, BKOYAA METOAMKY oOnpefenieHuss MCKOMOIO aHanuTa, KOHTPOJIbHbIX Marepuanos, u3genus
KOHKpeTHoro Buaa.

5.3.2 Cpe[icTBa M3MepeHus, Ao3npytoLLye YCTPOICTBa, BEChI 1 Apyroe 060pyAoBaHne, UCMofb3yemble
npyv UCMbITAHWSAX, [O/MKHbI 6biTb MOBEPEHbI B COOTBETCTBUM C TPEGOBAHUAMMK, MNPEAbABASEMbIMUA K
cpeacTBaM UsMepeHus.

5.3.3 BbICOKOTEXHOMOTMYHOE nabopaTopHoe 06opyAoBaHMe, WCMoNb3yemMoe Mpu  MpoBefeHUm
UCMNbITAHWA, [OO/MDKHO HaxOAUTbCA B  UCNPABHOM COCTOAHWM C  [AOKYMEHTa/IbHO MOATBEPXAEHHbLIM
TEXHUYECKUM 0BCTYXNBAHNEM.

5.3.4 Pe3ynbratoM MPOBEAEHHbIX WCMbITAHUA ABASETCA AKT C MPOTOKO/aMu labopaTopHbIX
(TExHMYecknx) UcnbiTaHWi, NOATBEPXAaloWme COOTBETCTBUE WM HECOOTBETCTBUE U3LENUA U METOAMKK
NpoBeLEeHNS N3MePEHUS 3a8BMEHHbIM (PYHKLUNOHAIbHBIM XapakTepuUcTUKam.

5.3.5 O6pasubl n3aenunin npeAcTaBNsAT Ha UCMbITAHUS B KOSIMYECTBE, HEO6X0AUMOM A/151 NPOBEAEHNS
Tpex MNOSIHOUEHHbIX BWAOB MWCNbITaHWA  (MEXCEePUIAHOTO, BHYTPUCEPUIMHOTO WUCMbITAHMS) C  YYETOM
HeobxoAMMoro ob6bema ucc/efoBaHUi 06pa3LoB B COOTBETCTBUM C TpPebOBaHMAMU HOPMAaTUBHbIX
[OKYMEHTOB.

5.3.6 MNpoBeaeHne ncnbiTaHnii 4O/MKHO COOTBETCTBOBATbL COM/TACOBAHHOW NporpaMMe UchbITaHWiA.

5.4 OueHka nokasartesieii PyHKLMOHMPOBAHUA U3aenuii s pasfiMyHbIX METOA0B aHa/Iu3a

5.4.1 3pgenusa gna pagunouMMyHO/IOrMYeCcKOro aHanusa

5.4.1.1 O6buwas pagMoakTMBHOCTb MEYEHOIO KOMMOHEHTa
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. 125 3
3HaueHne O6LUEN PaAMOaKTUBHOCTM KOMMOHEHTA, MeueHoro paguoykiugom (1 wam ~H),

SIBNSIETCSI OCHOBAHWEM [/ pacyeTa HeKOoTOpbIX ApYyrux nokasatesneil. Kpome Toro, onpefeneHve oo6Liel

pPaanoakTUBHOCTM MNO3BO/ISAET NPOKOHTPONNPOBATL KOJIMYECTBO NOCTAB/IIEMOr0 MEYEHOIO BELLIeCTBa.

135
PagnoakTMBHOCTb KOMMOHEHTa A, Kunobekkepenn (KbBk), meuyeHoro I, onpenensitoT Ha [AeHb

nacnopTtmlauumn Habopa no dopmyrne:

M

vf60>1000 O

N,
roe f. CKOPOCTb cyeTa Npo6bl MEYEHOTO KOMMNOHEHTA, MMM/MUH;

. 3
. 06LWuin 06beM MeUYeHOro KOMMNOHeHTa B Habope, CM

¥ - 06beM MPO6bLI MEUEHOTO KOMMOHEHTA, B3ATON /191 M3MEPEHWUS CKOPOCTUN CUETa,;

7. 3(hPEKTMBHOCTL CUETA FAMMA-CUETUMKA, A0NN eANHULbI;

1

60x1000 KoadphmumMeHT nepesoga NMNynbCoB B MUHYTY B KUSTOGEKKEpENnu.

PagnoakTMBHOCTb KOMMOHEHTA A | Bk, meueHoro 3H, onpeaensitoT Ha AeHb NacnopTusauun n3genus
no cpopmyne:

A

= 0®
vf60x1000 )

A
rae ' - CKopoCTb cyeTa NPO6bl MEYEHOTO KOMMOHEHTa, UMM/MIH;

3
- 06LWWii 06bLEM MEYEHOIO KOMMOHEHTA B HAabope, CM

¥ - 06bem Npo6bl MEYEHOTO KOMMOHEHTA, B3ATOl ONA N3MepeHns CKOPoCTU CYETa,

7. 3(hPEKTMBHOCTb CUETA rAMMAa-CUYEeTUMKA, 40NN eANHULbI;

1

601000 . K03(hpULMEHT NepeBoa UMMYNLCOB B MUHYTY B KU/TO6EKKEPENU;

. KOa(hpMUMEHT nonpaBku Ha rawleHne (onpefaensitoT 3KCNepUMEHTA/IbHO NyTeM WU3MEPEHUs
CKOPOCTU cUeTa 06pasLOBOro PaAvoakTMBHOIO pacTBoOpa TPUTUSI B COOTBETCTBYIOLLEH CUMHTUM/ISILLMOHHOW
YXMOKOCTU 10 U NOC/ie BHECEHUSI B HEE ONPeAeneHHOro KoimyecTsa pacTBOPEHHOTO MEUEHOT0 KOMMOHEHTA 1
KOMMOHEHTA, HE COAEPXaLLEro MEYEHOTO COEAMHEHUS]).

5.4.1.2 ToTanbHas (06Liasi) pagMoakTUBHOCTb, BHECEHHAsA B aHaIN3MpPyeEMYH NPo6UpKyY

[na pacueTta psga nokasatesel kayectBa u3gennsi HeobxoAnMMo onpeaenuTb ToTasibHYH (06LLYHO)

PaAMOAKTUBHOCTE 1 |, BHECEHHYIO B aHA/IM3MPYEMYIO NPO6UPKY. 3HAUYEHWe £ onpepensietcs kak YMCoBoii
pesynbTaT CKOPOCTH CHETa PaMoaKTMBHOCTMY, BHECEHHOW B KaXKyH0 aHa/IMTUYECKYH0 NPoGUpKY.

QN5 onpedeneHns { B npo6UpKM BHOCST KOMMOHEHT, COAEPXalii paguoHyknug, B O6beme,
yKa3aHHOM B MHCTPYKUMW MO MPUMEHEHWI0 U3AeNusi, nocne Yyero fo6aBnsoT B NPOGVPKY BCE KOMMOHEHTbI

WHKY6aLIMOHHOI cpefibl B 0GbeMe, YKa3aHHOM B MHCTPYKLIMK MO NPUMEHEHUIO U3AeNWst; LEHTPURYrMpoBaHme
He NpPon3BOAST.
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PagmomeTpuio Kaxaoli Npo6upKy NPOBOAAT B OTAE/LHOCTY 1 ONpeaensioT cpeaHee apudMeTyeckoe
3HauYeHWe 1 3HaueHue KoahuLmeHTa Bapmauumn. JOCTOBEPHOCTb COCUMTAHHBIX UMMY/LCOB JO/MKHA BbiTh B
npegenax or 1% [0 2%, Ko3(P(ULMEHT Bapuaumu cueta 4 npo6 He AO/DKEH MpeBbiwatb 3%,

MHTEHCMBHOCTb CYyeTa T,qomKHa 6bITb He MeHee 10000 umn/MUH AN NOMyYeHUs AOCTOBEPHOCTU cyeTa C
NOrpeLHoCTbLI0 MeHee 1%.

5.4.1.3 Cneuudpnyeckun cBizaHHasa paanoakTMBHOCTL (cneunduryeckoe cBs3biBaHNE)

Cneuudonyeckn CBA3aHHYH pPaAMOakTMBHOCTL (MM crneundmyeckoe CBsI3bIBAHWE) ONpedensitT ¢
MOMOLLbHO HYNIEBOI KasIMGPOBOYHON NPOO6LI, TO €CThb NPY HYNIEBOI KOHLEHTPaLMM ONPeaensieMoro BeLecTaa.

3HadyeHne cneungunyeckoro CBsisbiBaHNs (MPUMEHSIIOT Takke TEPMUH "MakCcMMasibHOe CBs3blBaHME")
BblpaxkaloT B NPOLEHTax Kak OTHOLUEHWE 3HAYeHWUs paamoakTUBHOCTM 06pasla C Hy/NeBOW KOHLEeHTpaume,
M3 KOTOPOr0 WCKNKYEHO 3HadeHue Hecneumdpmnyeckn CBA3AHHOW pafnoakTUBHOCTM, K  06Liel
paanoakTuBHOCTM o6pasLa:

ixl[][]
T

: 3)

5 o
rae “Y - ckopocTb cueTa B Npobupke, cogepalleil HyNeByo KaM6pPOBOUHYO NPOGY, MMM/MUH;
T CKOPOCTb cyeTa TOTa/IbHOI pagnoaKkTBHOCTU, BHECEHHOI B aHA/IMTUUECKYH NPOBUPKY, UMMN/MUH.

3HayeHne  cneunuYeckoro CBSI3bIBaHWS AAET  OCHOBHYKW  WMH(OPMauMlo O  NpoTekaHuu
VUMMYHOXMMWUYECKOW peakuum Mexay aHTUTenamu W MeUYeHbIM aHTUIeHOM B JaHHOW cucTeme Ans
pagvoMMMyHOMOTMYecKoro aHanmsa. Ero u3meHeHuss MoOryT OGbiTb 06YC/IOB/EHbI, NPEXAe BCEro,
N3MEHEHMSIMU KOHLEHTpaLUIi 060MX KOMINOHEHTOB B PeaKLMOHHOI CMecH 1 X CBOICTB, 0CO6EeHHO CpoacTBa
U eMKOCTW CBSI3U aHTUTEsl, YAENbHOI aKkTMBHOCTM paguouHAVKaTopa W €ro MOBPEeXAEHVEM, a Takke
U3MEHEHMSIMU, TPOUCXOAAWMMU BO BPEMS XpPaHEHWUs AWM npu MHKy6auuu. Kpome TOoro, Ha 3HauyeHue
crneunuyeckoro CBsi3biIBaHUsl MOTYT OKas3aTb B/VSIHWE W APYTE KOMMOHEHTbI PEAKLMOHHOW CMECH, YC0BNUS
WHKyGaLmmn, a Takke NpaBWIbHOCTb BLINOSIHEHWS Npoueayp cenapaumu. J/lloboe 3amMeTHoe OTK/IOHEHUE

BT =100 0 o o
3HaYeHus (bonee uem Ha 5%) OT 06bLIYHO MOMyYAEMbIX 3HAYEHWUIA NPU [AaHHON MeToAMKe
JO/MKHO CNYXWUTb CUTHa/IOM O HapyLIEHUW CTaHAAPTHbIX YC/I0BUIA OonpefeneHns U KkayectBa KOMMOHEHTOB
n3aenus, a Takke AO/MKHO NOC/TYXMTb OCHOBaAHMEM K AOMOTHUTE/IbHOM NPOBEPKE M3aenus.

3HaueHve cneuudgmnUeckoro CBsA3biBaHNA ONpPeaensiioT cieayowym o6pa3om: B npobupku (oT 8 Ao 10
LUT.) BHOCAT Hy/MEBYI0 Ka/IMGPOBOYHYIO MPOGY M BCE KOMMOHEHTbI PEAKLMOHHO CMecH, nocsie Yero npoBoanT
BCE NpoLeaypbl, NPefyCMOTPEHHbIE MHCTPYKLMEN MO NPUMEHEHUIO N3AENNS.

B npgeane 3HayeHue cneumdnyeckoro CBSI3biBaHWS AO/MKHO ObiTb 6/1M3K0 K 50%. Yem Hmxe 3ToT
nokasarteflb, TEM MeHblle paspellatolas CnocobHOCTb KasIMbPOBOYHON KPUBOWA W3AENMS, MOCKOMbKY
- Ep T =100
KanmbpoBo4vHasi KpuBasi byaet 6onee nosnoroii. Npy BbICOKOM 3HAYEHUN

n3aenns yBennmumBaeTcsi, Ho "pabounii” 0TPe3oK KasImbpoBOYHOI KPUBOM YMEHbLLIAETCA.

4YyBCTBUTEJIbHOCTb

5.4.1.4 Hecneymduyeckn cBazaHHas pagnoakTMBHOCTb (Hecneuudmyeckoe cBsi3biBaHME)

Hecneu,vlobmquKoe CBA3blIBaHNe - 3TO HeCI'IELI,I/ICbI/ILIGCKI/I CBA3aHHasA paanoakKTUBHOCTL B o6pa3u,e npun
OTCyTCTBUMN CI'IGLU/IC*)I/ILIGCKI/IX aHTuTesn.

OnpegeneHne 3HaydeHUs HecneumdgIMYeckoro CBA3bIBAHWA AaeT, npexae Bcero, nHdopmaumio o6
3thPEKTMBHOCTU  UCMOML3YEMOro MeToda cenapauuyM CBOGOAHOMW W CBA3aHHOW (pakuuii 1M o
HecrneumguyeckoMm 3axBaTe CBOOOAHOINO pagvoOvHAMKaTtopa B CBA3aHHOW  dopakuun. [MpuumHoi
Hecneuncr4ecKoro CBA3bIBaHUS, MpPEexae BCEro, SBASETCA Hecneuudumyeckass copbums cBO6OAHOrO
paguouHaukatopa Ha CTeHKax Mpo6upok, Ha MOBEpPXHOCTM ocadka U copbeHToB. Kpome Toro,
Hecneundnyeckoe CBA3bIBaHWE - 3TO BAUSHWE NEPEKPECTHbIX peakuuii B aHansupyembix obpasuax B
NPUCYTCTBUM SHAOTEHHBIX aHTUTEN U BO3AENCTBME HEKOTOPbIX Hecneuudnyeckmx hakTopoB BCAeACTBME UX
NPUCYTCTBMA B @aHa/IM3MpyeMbIX 06pasLiax.

lockonbky HeCI'IELI,I/IdI)I/ILIeCKOE CBA3bIiBaHME - 0gHa U3 OCHOBHbIX I'IpO6J'IEM pPaanonMmMyHOT0rNYECKOro
aHa/m3a, ero nccnegosaHne N KOHTPO/iIb BaXXKHbl U HeO6XO,D|I/IMbI. [Npu aTOM 3HayeHue HeCI'IELI,I/ICbI/ILIeCKOFO
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CBSI3bIBAHUSI HEOOXOAMMO  BblUMTATb W3  3HAYEHWA MOSYYEHHbIX PAAUNOAKTMBHOCTEN AN BCex
KanIMbpoBOYHbIX NPo6.

Hecneuuduyeckoe cBsi3biBaHUe ONpPefensioT cremytowymM o6pasoM: B npooupkn (o1 8 fo 10 wrT.)
BHOCSAT Hy/NEBYI0 Ka/IMGPOBOYHY0 MPoGYy (Mnn Mobylo KasIMGpoBOUYHYD MNPOo6Y, WM CbIBOPOTKY KPOBM
yenioBeka) U BCE KOMMOHEHTbl W3AENUsi, NPEefyCMOTPEHHbIE WHCTPYKUME MO €ero npuMEHEHWID, 3a
WCK/IIOYEHVEM  AaHTUCLIBOPOTKM  (aHTUTEN). 3aTemM MpOBOASAT BCE Npoueaypbl, NPeaycCMOTPEHHble
WHCTPYKUMEN MO NPUMEHEHWIO U3AENWS.

3HadeHne Hecneumdunyeckoro cBsi3biBaHMs BH, %, paccunTbiBatoT No copmyne:

B, =2 x100

: (4)

3| e

roe B cpefHee apudMeTNYECKOe 3HaUYEHe CKOPOCTM cHeTa B OTAE/bHbIX NPOBUpKax, MMN/MUH;
T cpeaHee apumeTnyeckoe 3HaueHme ToTaslbHOW PaanoakTUBHOCTU, UMM/ MUH.

3HaueHue HecnewuygUUIeckoro CBA3blBaHNs 10/MKHO 6bITb He 6onee 5%.

Mpn KCnonb3oBaHWM TBEPAOA3HOr0 MeTofJa 3HaueHMe HecneumUUYecKoro CBS3bIBaHWSA He
onpeaensior.

5.4.1.5 COOTHOLLEHNE CKOPOCTEl cUeTa Ka/IMbpOBOYHbIX NPO6

[nsi oueHKN NpaBWbHOCTU PaboTbl CUCTEMBI 4151 PAAVIOUMMYHO/IOTMYECKOTO aHan3a HeobxoaumMo
NPOBOAUTL OMNpeAENeHNe COOTHOLLEHNSI CKOPOCTel cuyeTa (MMM/MWUH) KasIMGPOBOYHBLIX MPO6. 3HaueHus
cKopocTeld cueTa KaMGPOBOYHLIX MPO6 MOrYyT WMETb MPSIMY)  3aBUMCMMOCTb  OT  KOHLEHTpauuu

by=.. <8

aHasM3npyemMoro aHtureHa (MM aHTUTen): MAEC (caHABWY-BapuaHT), WM 0OPATHYHO:

Sy =8
0 MAEE (MeTof, KOHKYPEHTHOIO CBA3bIBAHNS).

5.4.1.6 CoOTHOLLEHME CKOPOCTEW cyeTa KanmbpoBOYHbIX MPO6 C MAKCUMasIbHbIM Y MUHUMa/IbHbIM
cofepXXaHWem aHTureHa (aHTUTen) 1 KasIMbpoBOYHOW NPO6bI, HE coaepXalleli aHTureH (aHTuTena)

HaknoH kasimbpoBOYHOI KPMBOW B fAaHHO TOUKE SABNSETCA O4HUM U3 (DaKTOPOB, KOTOPbLIA onpeaensieT
paspeLuaroLLyo  CNoCcoBGHOCTb M TOYHOCTb CUCTEMbI A1 M3MEPEHUS COOTBETCTBYHOLWENA KOHUEHTpauun
aHa/IM3MPYeMOro aHTUreHa. 3Ha4yeHMe COOTHOLLUEHUSI CKOPOCTeR cuyeTa KanmbpoBOYHOM MpobGbl C
MUHUMa/IbHbIM ~ COAEPXAHMEM aHTUreHa W  KaJIMOpPOBOYHOM Npo6bl, He coAepXalleid aHTUreH

[ Byam — By ) /(B — By x 100]

, MOXET B/IMATb Ha 3HadyeHune 4yBCTBUTE/ILHOCTU CUCTEMbI AN1A
PaAMOVMMYHO/IOTMYECKOrO aHanm3a. COOTHOLLEHMWE XE CKOPOCTEl cuyeTa Ka/MBPOBOYHON Mpobbl C
MaKCMMaJlbHbIM  COoAepXXaHnemM aHTUreHa wu Kaﬂ|/|6pOBOLIHOI7| I'Ip06b|, He CO,U'ep)KaLIJ.EVI aHTUreH

[( Bz — B J( B — By ) % 100]

, XOTAl 1 He OTpaKaeT paspelualoLlyld CroCOBHOCTb OTAE/bHbLIX YYaCTKOB
Ka/IMBPOBOYHOTO rpadvka, OfIHAKO SBMAETCA OAHUM W3 MoKasaTeseil CTabuIbHOCTY CUCTEMbI A/1sA
PaaYOMMMYHO/IONMYECKOrO aHasm3a Npy CPaBHEHUW Pa3HbIX W3AENWA OAHON Cepun U M3AENnii pasHbIX
cepuii.

JonyckaeTcsi onpefensTb COOTHOLLEHWE CKOPOCTEN cueTa Ka/MbGpOoBOUHON NPo6bl C MUHUMAIbHBIM
COAEPXAHWEM aHTUreHa W  Ka/M6pOBOYHOW NPOBbl C  MaKCUMaslbHbIM — COAEPXaHWeM aHTureHa

[(Bre = Bae) By — Fe) ¥ 100] N COOTHOLIEHME CKOpOCTeli cuyeTa npegnocnefHein KannbpoBOYHOIN

B o
npo6bl (" ™) n  ka/M6poBOYHON  NpPoBbI  C  MaKCUMaslbHbIM  COAepXaHUMeM  aHTUreHa

[(Bap = Be) H Bas = Ber) 100]

5.4.1.7 YyBCTBUTENBHOCTb

3HayeHne YyBCTBUTENbHOCTM ONpeaensoT caeayoLumm o6pasom: B npobupkm (ot 8 4o 10 WT.) BHOCAT
HY/IEBYIO Ka/IMOPOBOYHYIO MPOOY U BCE KOMMOHEHTbl M34enns, NpeayCMOTPEHHbIE MHCTPYKUMERA no ero
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NpUMeHeHWto, Nnocsie Yero NPoBOAST BCe Mpoueaypbl onpeaesnieHns. Ha OCHOBaHWM MOJTyYeHHbIX AaHHbIX
BbIYMC/ISIOT CpeaHee KBagpaTnyeckoe OTK/IOHEHWEe No hopmye:

: ()

£ o
rae ~!- 3HauyeHWe CKOpPOCTU cyeTa MEYEHOro COEAUHEHMUS] KaXXAO0ro U3MEpPEeHUs B Npobupkax C HyseBol
KanIMbpOoBOYHOIN MPOBOA, MMN/MUH;

5. cpefHee apudpMeTmyeckoe 3HadeHWe CKOPOCTM cyeTa MeYeHOro COefMHEHUst B Npobupkax c
HY/1eBOW Ka/IMBpPOBOYHON NPO6OIA, MMM/MUH;

E - 3HaK CyMMUpoBaHuA,

% - ycno onpeaeneHuii.

By —2a
Ha ocu opanHar KaJ'II/I6pOBO‘-IHOFO rpao|o|/||<a OTKNaabiBaloT 3Ha4YeHune ( 1 :I-

Bh+2a o
NPUHLNN KOHKYPEHTHOIO CBA3bIBaHUA, N1 ( 0 :I- eC/I1 NCNOob3YKT CIHABUNY-BapunaHT, U3 Nosly4eHHOU
TOYKM NPOBOAAT NPSIMYI0, NapasnnesnibHy ocu abcumnce, Ao NepeceyeHnss ¢ KaImbpoBoUHbIM rpaddnuKoMm; 13
TOYUKM NEepeceYeHns onyckaroT NnepneHanKynsp Ha ocb abeuumcc.

ecnn npuMeHAKnT

COOTBeTCTByIOU_I,aFI 9TOMY 3Ha4YeHUK KOHUEHTpauna XapaKTepunsyet 4YyBCTBUTEJIbHOCTb, KOTOPYH
CcneayeT BblpaXaTb B 3HAYEHUAX KOHUEHTPauun aHa/in3anpyemMmoro seLecTsa.

3HayeHne 4yBCTBUTENIbHOCTU 3aBUCUT OT KPYTU3HbI KasIMGPOBOYHOMO rpadhmka B 06/1aCTV HUSKUX
KOHUEeHTpauuidi, OT TOYHOCTM OnpedeneHns HyneBOi KasMGpOBOYHOW MpoObl, OT KOHCTaHTbl accouvauum
cneundnyecknx aHtTuTen (4em 6Gonblle KOHCTaHTa accouuauuu, Tem YyBCTBUTE/lbHee cuctema Aans
pagvouMMYHOJIOTMYECKOT0 aHaIn3a), a Takke OT 3HAYEHUS] COOTHOLLEHUS CKOPOCTEl cueTa KanimbpoBOUHOIA
Npoo6bl C MUHMMa/TbHBIM COLEPXXaHNEM ONpPeaenseMoro aHTureHa 1 Hy/1IeBOi KaiMbpoBOYHOW NPO6GbI.

5.4.1.8 TecT Ha "oTKpbITne" (MeTog A06aBoK)

Mpwn noctaHoBKe TecTa Ha "OTKPbITME" CMELUMBAIOT, KaK NpasBu/io, paBHble 0O6beMbl KOHTPO/ILHOW
CbIBOPOTKM (MNN1a3Mbl) M Ka/IMO6POBOYHON MNpobbl. BMECTO KOHTPO/IbHOM CbIBOPOTKM (MN1asMbl) MOXHO
MCMNOMb30BaTh KasIM6POBOYHY0 NPOBY C MUHUMa/ILHOW KOHLEHTpaLmeli onpeaensemoro BeLecTsa.

TecT Ha "OTKpbITHE" OT, %, MpoBOAAT B BOCbMM-AECATM NOBTOPHOCTSX. B unccnegyemoii npobe
onpefenalT KOHUEeHTpauuio aHa/M3MpyemMoro aHTureHa 1 cpaBHUBalOT €e 3HavyeHWe C pacyeTHbIM Mo

topmyne:

i
o7 - S 100
I (6)

C’
roe P - nonyyeHHoe MO Ka/MGPOBOYHOMY rpaduky (MPakTUUeckoe) 3HauyeHue KOHLLeHTpauuu
aHa/IM3MpyeMOro aHTUreHa B uccreayemoi npobe;

i o
T - pacyeTHoe (TeOpeTUYECKOE) 3HaYeHVEe KOHLeHTpauumn aHTureHa B nccnegyemoi npoobe.
3HauveHne "oTKpLITUA" JO/MKHO HaxoanTbesa B npegenax ot 90% no 110%.

TecT Ha "OTKpbITME" SABNSAETCA OOHWM M3 OCHOBHbIX ON1A peLleHWs Bonpoca O crneundunyHocTn U
npaBnIbHOCTY NPOBeAEHMA aHa/M3a. BaXHOCTb AaHHOrO TecTa 3ak/oyaeTcs Takke M B TOM, YTO Mpu ero
NoCTaHOBKE CPaBHMBAIOT, KaK B3aMMOAECTBYHOT aHa/IM3MpPyeMbIii aHTUIeH, HaxoasawWmiica B nccnegyemon
npo6e (Hanpumep, B KOHTPONbHONM CbIBOPOTKE WU NAa3Me), U aHa/IM3NPYEMbIi aHTUreH, HaxoAsWmiAcsa B
Ka/IMOGpOBOYHOW Npobe, € aHTUTeNIoM. Ecnn OHM B3auMOZENCTBYIOT MO-pasHOMY, 4TO Ha3blBAeTCH
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"MaTpUKCHbIM 3hhekTom"”, TO MOABASATCA CUCTEMATUYECKME OLUMOKM M HEMNOCTOSIHCTBO pe3ynbraToB
onpegeneHus.

B cnyyae akcrnepvMeHTasIbHOM MPOBEPKU U3AENWi, NpefHasHavyeHHbIX A9 onpefesieHus aHTureHa
(aHTnTEN) B CYXMX NATHAX KPOBU, TECT Ha "OTKPbITME" HE NPOBOAAT.

5.4.1.9 TecT Ha "NUHENHOCTL"

OTOT TeCT 3ak/NiYaeTCcs B NOC/eA0BaTe/IbHbIX pa3BefeHUsAX KasImbpoBOYHOM NPOo6bl C MaKCUMasTIbHO
KOHLEHTpaUMeint aHTUreHa WAM KOHTPOJIbHOW CbIBOPOTKM (NAa3mbl) C BbICOKOM KOHLEHTpauueld 3Toro
aHTureHa B 2, 4, 8 1 1.4. pas (BO3MOXHbI U Apyr1ue NponopLum pasBefeHns) ¢ nocneayolyM cpaBHEHNEM
MOMYYEHHbIX Pe3yNbTaToB C OXWMAAEMbIMW NPV 3TUX Pa3BEAEHUsIX KOHLEHTPaUMSMW aHa/IM3MpyeMoro
aHTMreHa. Pa3BefieHnNst AO/MKHbI 6bITb BbINO/IHEHbLI C TAKUM PacYeTOM, YTOObI TECT OXBaTblBasl BCE Yy4YaCTKU
KanMbpoBOYHOro rpadhmka, N03ToMy Hapsigy ¢ MakCUMasibHOW KasinbpoBOYHOM Npo60oii MOXHO MCMNO/b30BaTh
KanIMbpoBOYHbIE NMPO6LI CO CpedHel M faxe HU3KOW KOHUEeHTpaunenhn aHanmsMpyemoro Bellecta. Ans
pasBefeHust cnegyet MCMnosb30BaTb HYMEBYH Ka/IMOPOBOYHYIO NMPOOGY MM CbIBOPOTKY (Naa3my) KpoBu, He
coAepXaLLyo nccnegyemblii aHTUreH.

TecT Ha "NIMHeRHOCTL" g %, NpoBOAAT B BOCbMU-AECATU MOBTOPHOCTAX. B aHanM3mpyembix obpasuax
onpeaensitoT  KOHUEHTpauuMio MccneayemMoro aHTureHa, YMHOXAalT Ha KoahduumeHT pasBefeHus u
CpaBHUBAIOT ee 3Ha4YeHre ¢ pacyeTHbIM No dpopmyre:

i
A =" 100
I @)

C’
rae P.  nonyyeHHoe MO Ka/MGPOBOYHOMY rpaduky (MPakTUUeckoe) 3HauyeHue KOHLLeHTpauuu
aHa/IM3npyemMoro aHTureHa B uccnenyemoi npooe;

i o
T - pacyeTHOe (TeOpPEeTUYECKOE) 3HAYeHMEe KOHLEeHTpauumn aHTureHa B nccnegyemon npobe.
3HaueHue "NnHeRHOCTN" [OMKHO HaxoauTbes B npegenax ot 90% no 110%.

TecT Ha "NMUHERHOCTL" BaeH TeM, 4YTO MO3BONSAET MPOKOHTPO/IMPOBATb, HACKOLKO MpaBW/IbHO
KannbpoBaHbl KasIMBPOBOYHbIE NPOObLI OTHOCUTENBLHO APYr Apyra. Mpu pasBefeHun OfHON KannbpoBOYHOWA
npobbl MAET CpaBHEHME 3TOW NPOo6bl C Ka/IMOPOBOYHbIMM MpoGamMu, OGAN3KMMKM NO KOHUEHTpauum K
NONyYeHHbIM pesy/brartam.

TecT Ha "NUHeRHOCTL" NOo3BONSET YCTPaHUTb CuUcTemMartnyeckmne OLWNOKK, CBSI3aHHblE C paSJ'IVI‘-IHOM
CI'IELI,I/I(*)I/ILIHOCTI:IO aHa/m3a, Ha Ka)K,D.of/I craanmn KaJ'II/I6pOBKI/I, a TakKXe MNo3BOMAET OUEHUTb NMpPaBU/IbHOCTb
pa6OTbI CnUCTemMbl Ana pagmnoMMMyHO/1I0rM4eckoro aHasim3a Ha BCcex ydyacTtKax KaJ'II/I6pOBOLIHOFO FpaCbI/IKa.

B cnyyae 3kcnepyMEHTasIbHONW MPOBEPKM KauyecTBa WU3Lenns, npeAHa3HauYeHHOro Afis onpeneneHns
aHTUreHa (aHTUTEN) B CyXMX NSITHAX KPOBM, TECT HA "/IMHENHOCTL" HE MPOBOASAT.

5.4.1.10 KoadhpmupmeHT Bapmauum
Mpu onpefeneHnn koaddmumeHTa Bapuauuy cnegyet UCnosib3oBaTb arTeCTOBAHHbIE KOHTPO/IbHbIE
CbIBOPOTKM (N1a3Mbl, Cyxme NATHa KPOBM) C HU3KUM, CPEAHVUM WU/IN BbICOKUM COAEpPXaHNeM aHa/Im3npyemoro

aHTUreHa. KoHTpo/nb BOCMPOM3BOAMMOCTY NMPOBOAAT B BOCbMU-AECATU NMOBTOPHOCTAX. BOCNpoM3BoAYMOCTb
NPOBEPSAIOT KaK A5 OAHOM0 U3AENNs, Tak U 415 PasHbIX U3AENNil OAHOV Cepun 1 U3AEeNnii pasHbiX Cepuil.

3HaueHue KoahrLmMeHTa BapmaLmm KB o, onpeaenstoT no opmyne:

: (8)
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' o
rae T !- 3HaueHMe Kakgoro W3MEPEHUs KOHLEeHTpauuuM aHanu3npyemMoro aHTUreHa B KOHTPOJSIbHONA
CbIBOPOTKE;

C. cpefHee apuPMETMUECKOE 3HAYEHWE KOHLEHTpaLUM aHa/IM3NPYeMOro aHTUreHa B KOHTPOJIbHOM
CbIBOPOTKE;

E - 3HaK CyMMUpoBaHus,

# _yucno onpeaeneHuii.

BOCNpou3BOAYMOCTb  PE3Yy/LTaTOB  CUMTAETCA  Y/IOB/ETBOPUTE/ILHOM, €cny  3HaueHue KB e
npeBbIWAET 8% NpPU NPOBEAEHNI aHaIM3a B GUOMOTMUYECKMX XNAKOCTAX U 15% - Npu NpoBeAEHNN aHanv3a B
CYXUX NATHAX BGMOMNOTNUYECKUX XKIUAKOCTEN.

5.4.1.11 WNHTepcenTt

3HayeHVe MHTEpCEeNnTa OMNpeaensiioT no KaJMGpPOBOYHOMY rpachuky, NMOCTPOEHHOMY B KoopAuHaTax
logit-log (Ha ocx opavHaT OTK/1aAbIBAOT 3HAYEHWE COOTHOLLEHUSI CKOPOCTEW cyeTa KasIMBGPOBOUHbIX NPob -

o o 5

1 HyneBoil kKanM6POBOYHOI NPO6HLI - U a Ha oc abcuncc - 3HauyeHue KOHLUEHTpauum aHTureHa B

norapmgmMmyeckom mMaclutaée). Ecnm paboTa usgennst OCHoBaHa Ha NPUHLMNE KOHKYPEHTHOrO CBA3bIBaHUS,
BBy =100

TO WUCMOMb3YT COOTHOLUEHNE ,

B.— BB — 871 =100
(05 = 50) A Bppane o) ]. 3HauyeHne UHTepcenTa BbIpaXakT B TEX XE eAMHULAX, YTO U 3Ha4YeHue
KOHLEHTpauun aHa/IM3npyemMoro aHTureHa.

ecnnm Ha npuHyune caHgBu4y-BapumaHTa - COOTHOLUEHME

Mpn KOHTpPOME kavecTBa M3genuii Ans PaguoMMMYHOSIOTMYECKOTO aHasim3a 0O0bIYHO MOJb3YHTCA
Tpems 3HadyeHuaMU MHTepcenTta - 20% (25%), 50% u 80% (75%), XOTA [OMNYCKaKTCA N Apyrne BapuaHThbl.
OTpe30K KasImbpoBOYHOIO rpadomka, orpaHUYeHHbIn 3HadeHuaMn 20% 1 80% uHTepcenTa, - 310 "pabounii”
OTPEe30K Ka/IMbpOBOYHOrO rpadimka, siBNSOWMIACA Hanbosiee YyBCTBMTENBbHOM ero YyacTbto. 3HadveHne 50%
MHTepcenTa AO/MKHO NeXaTb Ha camoli KpyTol YacTu KaimbpoBOYHOTIO rpadmka 1 AO/MKHO COOTBETCTBOBATL
OOHOM W TOM >e cpefHell KOHUEeHTpauuum aHa/M3MpyeMoro aHTMreHa B npedesnax YCTaHOB/IEHHbIX
KonebaHwii.

3HayeHuss nHTepcenTa OTPaXaloT CTabWIbHOCTL KOHLEHTpaLMn aHTMreHa B aHann3mpyemoi npobe B
TeyeHue ONTE/IbHOTO BPEMEHW; 3TU 3HAYeHN He AO/MKHbI B 6O/bLLON CTENEHN BapbMpoBaTb OT U3AEeNus K
U3Aenunio, Tak Kak OT 3TOr0 3aBMCUT AOCTOBEPHOCTb MOyYaeMbIX B K/TMHAYECKOW NPaKTVKe pesy/btatoB npu
NCMNOJ/Ib30BaHNUN N3L4ENNIA pa3HbIX CEPUIA.

5.4.1.12 KoHUeHTpaLmsa aHa/IM3MpyeMoro aHTureHa B KOHTPOJ/IbHOM CbIBOPOTKe (Ms1a3me, CyxOM NATHE
KpOBMW)

[na npoBepky nNpaBUNbHOCTM (4OCTOBEPHOCTW) ONpedesieHns KOHLUEHTpauuy aHaInsmpyemoro
aHTUreHa B KOHTPOJIbHOW CbIBOPOTKE (MNasme, CyXOM MATHE KPOBW) WCMOMb3YKT METOA, OCHOBaHHbLIA Ha
NMPUMEHEHNN KOHTPOJIbHBLIX CbIBOPOTOK (Naasm, CyxXux MATEH KPOBW) C W3BECTHON KOHLEHTpauuei
aHa/IM3MpPyeMOro aHTUreHa, KoTopble Mo COCTaBy M OCTa/lbHbIM CBOWCTBaM AO/MKHbI ObITb Hanbonee 6AN3KK
K o00pasuam aHanusvpyemoro marepuana (BO wusbexaHnuve "MaTpukcHoro adpdpekta"). W3genua ana
paganoMMMyHOTOTMYECKOro aHasin3a, Kak npasuio, KOMMNIEKTYIOT KOHTPO/IbHLIMU CbIBOPOTKaMU C U3BECTHbLIM
COAepPXaHWeM aHann3upyemoro adTureHa. CpaBHeHMe MOJyYeHHOV B pesy/nbrate onpeaeneHns u
yKa3aHHON B nacnopTe WM34enus KOHUEHTpauuu No3BOMSET OUEeHWTb AO0CTOBEPHOCTb (MPaBWu/IbHOCTb) ee
onpefeneHnst KOHKPETHbIM U3aenvem Ans pagmoMMMyHOI0TMYECKOro aHannsa.

5.4.2 l3genue gnsa UMMyHOpaguoOMeTPUYecKoro aHanmsa

JKCnepuMeHTasibHast OLEHKa u3aenuii BkNoYaeT B cebs onpefeneHue criefylolmx nokasarenei:
obwaa pagMoakTMBHOCTb MEYEHOro KOMMOHeHTa - no copmyne (1) nnm no dopmyne (2); ToTasbHas

: . By e B
(obwasn) pagnoakTMBHOCTbL; COOTHOLUEHME CKOPOCTEW cyeTa KaMbpoBOUHbLIX MpPOo6: ;

CKOPOCTb cyeTa B KanIMbpoBOYHOI Npo6e, He coAepxalleii aHTUreH (aHTUTena); OTHOLLEHWE CKOPOCTH cyeTa
B Ka/MOpPOBOYHOM nNpob6e C MakCuMallbHbIM  COAEepXaHWeM aHTureHa K ToTanbHol  (0bLieit)
paamnoakTMBHOCTY; "oTKpbITUE" - MO dpopmyne (6); "NuHeliHoCTL" - no dhopmyne (7); KoathdPuumneHT Bapnaymm
- no chopmyne (8); MHTEPCENT; KOHLEHTpauus aHa/M3npyemMoro aHtureHa (aHTuten) B KOHTPOJSIbHOW
cbiBOpOTKE (nnasme). [lpu onpefeneHuy UyBCTBUTENIBHOCTM  PACCUUTLIBAIOT  3HAYEHWEe CpefHero
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KBa/paTNyeckKoro otknoHeHus (=) - no chopmyne (5), Nocne Yero Ha 0cu OpPAVHAT KasIM6POBOYHOTO rpaduka
Bl:l + 20

OTKNa/bIBalOT 3HaYeHue ( ) ¥ U3 3TOI TOUKM NPOBOAAT MPAMY0, NapasnenbHylo ocu abecuyuce, Ao
nepeceyeHnst ¢ KaMB6pPOBOYHLIM TPaUKOM; M3 TOUKM MEepeceyeHnst OnyckalT NepreHauKynsp Ha ocCb
abCLMCC - COOTBETCTBYHOLLAA STOMY 3HAUYEHUIO KOHLEHTPALUA XapaKTepusyeT YyBCTBUTE/TbHOCTb.

5.4.3 N3spenusa ana ummyHoepMeHTHOro aHanmsa

JKCcrnepuMeHTa/ibHas OueHKa M3denvii BKouaeT B cebsi onpegesieHve Creaylowmx nokasaresneii:

7 S -::G'HD)

COOTHOLUEHME ONTUYECKUX MIOTHOCTEN (OH) KanMbpoBOoUHbIX Npob: (
QIfy = <O

npun

MCMOMb30BaHNN MeToAa KOHKYPEHTHOro CBSA3blBaHWSA, ( - MpWU C3HABWY-BAPUAHTE);

COOTHOLWeHne I{"“_;l‘?:"rKaJ'II/I6pOBO‘—IHOI\/JI I'Ip06bl C MUHUMaJIbHBIM CcOoAepXaHnemMm aHTureHa wu Hyne|30|7|

Ol { DIy 100 );  COOTHOLIEHMnE OIr KanmbpoBoYHON  npobbl €

Ol gy 1 OITg ¥ 100,

snavenme 47 Ka/IMbpOBOYHOIN NPo6e C MakCUMasIbHbIM 3HAYEHNEM l::"'H; YyBCTBUTE/IbHOCTb - ONpPeaensoT
3HaueHne = no chopmyne (5), nocne yero ocTaslbHbIE pacyeTbl BeayT Tak, kakK yka3aHo B 5.4.1; "oTkpbiTue" -
no coopmyne (6); "nmMHenHocTh" - Nno hopmyne (7); koathpUUUEHT Bapnaumm - no dopmyne (8); UHTepcenT;
KOHLEHTpauusi aHa/IM3npyeMoro aHTUureHa B KOHTPO/IbHOWM CbIBOPOTKe (nnasme). JonyckaeTrcs onpeaensitb

KanmbpoBouHOl  npobbl  (

MaKCUMaJIbHbIM COLEPXaHUEM aHTUreHa W HyMeBOl KanIMbpoBOYHON Mpobbl (

COOTHOLLEeHne Off Ka/IMbpoBOYHOIM NPO6bI C MUHUMa/IbHBLIM COAEPXaHMEM aHTUreHa U KasImbpoBOYHOM

o O x 100
npobbl C MakCcMMaslbHbIM cofaepxaHuem aHTureHa ( FOHEL ARG ) ¥ cooTHOWeHue QT
npegnocnegHen KannmbpoBOYHOM NPo6bl M Ka/iMBPOBOYHON MNpPOGbI C MaKCMMasibHbIM COAEPXaHUEM

Ol Ol e X100,

5.4.4 N3penua ana UMMyHOII00OPECLLEHTHOrO aHanmsa

aHTureHa (

JKcrnepuMeHTasibHas OLeHKa M3denvii BKouaeT B cebs onpefesieHve Creaylowmux nokasatesneii:

o HEy = = HE

COOTHOLLIEHNE NHTEHCMBHOCTEN dhtoopecLeHLN (H"j‘) KanImbpoBOoUHbIX Npob: ( T MEEZ ) npm
Hoy < < Hp

MCMO/Ib30BaHMN METOAA KOHKYPEHTHOTO CBS3blBaHus, ( ) - nNpu C3HABWY-BapuaHTe;

cootHowenmne & Ka/IMBpPOBOYHON MpPO6bl C MWHMMA/IbHbIM COAEPXXAHUMEM aHTUTEHA W HY/1EBOM

H@mfﬂﬁxlﬂﬂ); COOTHOLUEHUNE H"I:'Kanm6posqu0|7| npobbl ¢
MaKkCUMasibHbIM COAEPXAHWEM aHTUreHa W Hy/NIeBO KasiMBpOBOYHON NPOO6bLI (H@W ;H%Xmg);

snauenne & Ka/IMbpoBOYHOM Mpobe C MakCMMasibHbIM 3HauYeHWeM aHTUIeHa; 4YyBCTBUTE/IbHOCTb -
onpeaensioT 3HadeHne = no dopmyne (5), NOC/e Yero ocTaslbHble pacyeThl BeyT Tak, Kak ykasaHo B 5.4.2;
"oTKpbITME" - N0 hopmyne (6); "nnHerHoCTb" - Nno chopmyne (7); koadhdnumeHT Bapuauun - no gopmyrne (8);
WHTEPCEeNT; KOHUEHTpaunus aHannsMpyeMoro aHTUureHa B KOHTPOJ/IbHOW CbIBOPOTKE (niasme, CyXOM NSATHE
KpoBu). [lonyckaetrcs onpegensTb COOTHOLUEHMue HE Ka/IMbpoBOYHON Mpo6bl € MUHUMASIbHBIM
coepXaHMeM aHTUreHa W Ka/MOpOBOYHON NpPO6bl C MaKCUMaslbHbIM  COAepXaHuem aHTureHa (

HEype | HEy %100

KannbpoBoyHO  Mpobbl  (

Jfeil
) n CcooTHOLWEHNE H"j’npegnocnep,Heﬁ KannmbpoBouHOli nNpobbl  ( ) n

*
KaNIM6pOBOYHON NPO6LI C MakCMMaslbHbIM COAEPXaHNEM aHTUreHa (H{Ijrrpl P B 1[][]).

5.4.5 Nspenua gna UMMYHOXeMU/TIIOMUHECLLEHTHOro aHasim3a

JKCnepuMeHTasIbHas OLEeHKa N3Lenii BKIOYaEeT B ceba onpeaesnieHne Tex Xe nokasarenei, kotopble
MCMNONb3YT A/18 NPOBEPKN U3AENWii AN UMMyHOEPMEHTHOro aHanusa (cM. 5.4.3); npu aToM onpeaensior
3HaYeHue aHaIMTUYECKOro CUrHasia KasiMbpoBOYHbIX 1 APYTUX Uccnesyembix npoo.

5.4.6 Uspenua gna apyrux BuA0oB MMMYHOXUMUYECKOro aHanms3a

KcnepuMmeHTaNbHas oLeHKa nsgennii (OCHOBaHHbIX Ha NCnosb30BaHNN MeTo40B

UMMYHOTYpPOUgUMETpUn, MMMyHoaudddhysnm 1 ap.) BKAKOYAET B Cebsl onpeaeneHne Tex Xe nokasaTtenei,
KOTOpbIe NCMO/b3YHT 415 MPOBEPKM KadecTBa U3genunin ans nmMmyHodhepmMeHTHOro aHanmnsa (cMm. 5.4.3).
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OnuncaHHble Bbile METOAbl 3KCMEPMMEHTa/IbHOM MNPOBEPKM KavyecTBa W3AEenvii ans pasnyHbIX
BapuvaHTOB VMMYHOXMMMYECKOrO aHa/n3a OTHOCATCA K M3AEeNUsM A8 BbINOSHEHNUA KO/IMYECTBEHHbIX
aHasIM30B (UccnenoBaHuin).

Mpn nNpoBepke KayecTBa M3genuii Ans KayeCTBEHHOrO WAWM MOSYKO/IMYECTBEHHOIO OnpeaeneHns
ocoboe 3HayYeHMe MMEET pacyeT COOTHOLUEHMS 3HAYEHWUI OMTMYECKUX MSIOTHOCTEN (MM CKOpoCTeld cueTa,
WM UHTEHCUBHOCTU (Q/IHOOPECLIEHLMN, NN aHASTMTUYECKOTO CUrHaia) NOSIOKUTENBHOIO U OTpUUaTe/IbHOro
KOHTPO/IbHbIX 06Pa3L0B, BXOASALMX B cOCTaB u3genus. [Npy 3ToM UCNOMb3YIOT creaylowme BapnaHThl:

a) pasHMua 3Ha4YeHuldi ONTUYECKUX MIOTHOCTEN OTPULLATENBHOMO W MOMOXMTENBHOTO KOHTPOMbHbIX
06pasLoB JO/MKHA ObITb HE 6O/Iee Kakoro-imbo 3afaHHOro 3HAYEHWS UM XEe JO/MKHA HaXOAWUTbCA B Kakmx-
6o 3a4aHHbIX Npeaenax;

6) pasnuume B 3HAYEHNSIX COOTHOLLIEHUSI ONTUYECKMX MIOTHOCTEN OTPULATENILHOTO U MOMOXUTENBHOMO
KOHTPO/IbHbIX 06pasLoB A0/KHO 6biTb HE MEHEee KaKoro-nM6o 3aflaHHOro 3HAYEHUS UK XKe [0/HKHO
HaxoAuTbCS B KaKNX-TMB0 3afaHHbIX npeaenax;

B) pa3/iMuMe B 3HAYEHUAX ONTUUYECKMX NIOTHOCTEN OTPULLATE/TLHOTO U MOSIOXWUTENIbHOTO KOHTPO/bHbIX
06pasLoB A0/MKHO ObITb CTATUCTUYECKU AOCTOBEPHbLIM (METO/ KOHTPOJISi OCHOBAH Ha BbIYMC/IEHUW CPEAHEro

apuMeTNYecKoro 3HaueHns nac 3<).

MocKo/bKY MpPW  KauyeCTBEHHOM WU  MOMYKOSIMYECTBEHHOM VMMMYHOXMMWUYECKOM aHa/In3e 4acTo
MCMo/b3YHOT BU3YasIbHYI0 OLIEHKY pe3y/nbTaToB, TO, Hapsidy € YKasaHHbIMY Bbille METOAAMM OLEHKN U3aeNniA,
OCHOBHbIM KpUTEprEM MNpU BbIGOPe MeToAA KOHTPONS A0/MKHO GbiTb 3aMETHOE pas/nyne B MHTEHCMBHOCTU
OKPacKu NOSIOXUTENBHOIO U OTPULLATENBHOTO KOHTPO/BHBLIX 06Pa3LoB.

3KCI'IepI/IMEHTaJ'IbHaFI OLeHKa I/I3,Cl|e.l'||/ll7l, NCNOMb3YyLWKNX  nartekc-arrmoTnHaunto, ec/in OHKU
npegHasHavyeHbl A/ KadyeCTBeHHOro onpeaeneHna aHa/im3npyemoro BelwecTtBa, BK/IOYAET B cebs
onpeneneHne 4yBCTBUTE/IbHOCTMH, O6paSOBaHI/IFI arroTnHaumMm € nNatekCHbIM peareHToM, MosI0XUTE/IbHOIo
KOHTPO/IA U OTpuUuaTesibHOro KOHTPOSIA. B Ciydyae NoJIyKO/IM4eCTBEHHOIO oOrnpeaeneHnda aHaimsnmpyemoro
BelleCTBa 3KCNnepumMeHTasibHad MpoBepkKa KayectBa 3ITUX I/I3,£l,€l'||/|l7|, Hapaagy C onpegeneHnem
HYyBCTBUTEJ/IbHOCTMH, 06pa3OBaHVIFI arrmroTnHauum € naTekCHbIM peareHToM, NOJIOXKUTE/IbHOINo0 KOHTPOIA ”
oTpuLaTenbHOro KOHTPO1A, BK/TOYAET B cebs Takke onpegeneHne TuTpa aHa/im3npyemoro sellecTsa.

5.4.7 N3genua ana ummyHoxpomartorpacguueckoro aHasimsa

N3pgenua ans MMMyHOXpOMaTorpadgoMyeckoro adanvsa, Kkak npasuio, npeaHasHauyeHbl A71s
KaueCTBEHHOI0O OnpefeNeHnsi aHaIM3Mpyemoro BeLLLeCcTBa.

JKcrnepumeHTaslbHasA OLeHKa W3Aenuin BkNuaeT B cebs onpefeneHvie cnemylowmx nokasareneii:
UYBCTBUTENIbHOCTb, MOMOXMWTENbHbIA  KOHTPO/b, OTPUUATE/bHbIA  KOHTPONb W BPEMS  [OCTMKEHMUS
yCTONUMBLIX MOKasaTteneil Tecta. [pyM npoBepke kadvecTBa I3TMX U3Lenuii 06s3aTenbHbIM  SABASETCH
MCMNOMb30BaHNe MexayHapoaHbIX CTaHAAPTHbIX 06pasL0B, HALMOHaIbHbIX CTaHAAPTHBLIX 06pasLos no NOCT
8.315 wnmu o6pasuoB uccnegyemoro 6umomarepuania € TOYHO  YCTAHOB/IEHHBIM  COAEPXaHMEM
aHaIM3Mpyemoro BeLLecTsa 1 rapaHTUPOBaHHO AOKYMEHTUPOBAaHHbIX.

5.4.8 3genua ana MUKpoaHain3a HyK/1eoTuaHbIX nocnenoBaTesibHOCTEN

JKcnepumeHTanibHasA OLeHKa M3denvin BkouaeT B cebs onpefeneHvie cnemylowmx nokasateneii:
MONOXMWTENbHbIA KOHTPONbHLIA 06pasey, OHK (uam PHK) 1 oTpuuatenbHbli KOHTPOMbHbIA 06paseLl.
JlonyckaeTca Takxe UCNo/b30BaTb Mapkepbl MosiekynspHoro Beca AHK (nnv PHK) n BHyTpeHHWI KOHTPOSIb.

5.4.9 N3penusa ana hoToMeTpuUUecKoro aHanusa

5.4.9.1 PacTBOPMMOCTb KOMMOHEHTOB

B TOmM cnyyae, Korga KOMMOHEHTbI (peareHTbl, peakTMBbl), BXOASALME B COCTaB WU3Lenus,
NMOCTaB/ISATCA B CYXOM COCTOSIHWM, HEOO6XOoAVMMO MNpPOBEpATb UX PacTBOPUMOCTb: B AMCTU/IMPOBAHHOM
(bungnctTunnmpoBaHHO) BoAEe WAW OPYrOM KOMMNOHEHTE (peareHTe, peakTuBe) U3genusi, noctaB/isieMoM B
XnaKom Buae, OTMETUB BPeEMS PacTBOPEHUA.

5.4.9.2 YyBCTBUTENBLHOCTb

A]’IFI onpenenexHna 4yBCTBUTENIbHOCTU NCNOJIb3YHKOT KOHTPO/1bHbIE na6opaTopr|e PacTBOpPLI.
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3HayeHne 4yBCTBUTENbLHOCTW OnNpeaenstT cnegytowmum obpasom. B npobupkm (oT 8 go 10 wrT.)
BHOCAT KOHTPO/IbHbI 1ab0paTopHbIi pacTBOP aHa/IM3MpPyeMOoro BellecTBa (CbIBOPOTKY MM NaasMmy KpoBwu C
M3BECTHOI aKTUBHOCTbIO hepMeHTa) U BCE KOMMOHEHTbI U3A4EeNWs, NPeAYCMOTPEHHbIE UHCTPYKUME No ero
NPYMEHEHNIO, NOC/Me 4Yero MNpPoBOAAT BCe Mpoueaypbl onpeaeneHns. OgHOBPEMEHHO MNPOBOASAT Bce
npoueaypb! onpeaeneHns KanmopaTopa, BXOAALWEro B cOCTaB n3genus. ocnie atoro M3mepsoT ONTUYECKyHo

nnotHocTs P4l g Kaxoli Npo6MpKe C KOHTPOsIbHbIM NaGopPaToOpHLIM PACTBOPOM M C Kann6GpaTopoM NpoTuB
X0/10CTOl NPo6bl (PACTBOP CPABHEHWS, COCTOSALLMIA, KaK NPaBUIo, U3 AUCTUINIMPOBAHHONI BOAbI UM CMecH
KOMMOHEHTOB (peareHToB), BXOAALWMX B U3AENVE, 32 UCK/TIOUEHUEM KaimbpaTopa).

CpefHee apnMeTNYeckoe 3HaueHNe OMTUYECKON MIOTHOCTU & | eAMHULbI ONTUYECKON MIOTHOCTH
(ea. onT. NNOTH.), KOHTPO/LHOTO N1a6oPATOPHOrO pacTBOpa M KaiMbpaTopa onpeaenstoT no popmyne:

1=1 ' (9)
.
rae - 3HauyeHue Q7 KaXX[oro usmepeHus, ef. onT. NnjoTH.;
Z. 3HaK CyMMUpoBaHus;

% - yncno onpeaeneHuii.

KOHLeHTpauuio aHaim3mpyemoro BellecTBa (akTMBHOCTb (hepMeHTa) B KOHTPO/IbHOM S1a6opaTopHOM
pacTeope ¢ onpeaensioT no chopmysne

Ercan (10)

roe By . cpefHee apugMETMYECKOe 3HauyeHue OI7 KOHTPO/ILHOTO N1a6opaTOPHOr0 pacTBopa, ef. OnT.
NIOTH.;

B cpefHee apuMeTNYECKOe 3HaYeHne e Kasméparopa, efl. OnT. N/0TH.;

C
FAll. KkOHUEeHTpaumMs aHa/IM3nPyeEMOro BeLecTBa (aKTMBHOCTb (DEPMEHTA) B Kasinbparope.

B psge cnydaeB, ecnv 310 NPeAyCMOTPEHO MHCTPYKUME MO NPUMEHEeHWO u3fenusi, Aonyckaercs
onpefensiTb KOHLIEHTPALMIO aHanu3npyemMoro BellecTBa (aKTUBHOCTb (epMeHTa) Mo KasiMGpoBOYHOMY

rpacuky.

[nsa onpefeneHns akTUBHOCTW (pepMeHTa KMHETMUECKUM METOJO0M Mo (DakTopy B M3MEpUTEsIbHYHO
KIOBETY CMEeKTpopoTOMeTpa BHOCSAT ChIBOPOTKY (M/1a3My) KpPOBM UM BCE KOMMOHEHTbI U3denus,
NpeaycMOTPEHHbIE VHCTPYKUMEN MO ero NpMMEHEHUIo, UHKY6UpyLoT (B cnydae Heo6XxoaumocTu) B TeueHue

yKa3aHHOTO B WHCTPYKUMWU BpeMeHW. MNocne 3Toro onpeaensitoT (COrnacHo WMHCTPYKUMM) U3MEHEHWE CIr
aHasM3npyeMoli Npo6bl BO BPEMEHM.

Namenenne L (ﬂ‘E ! o ) onpeaensT no ddopmyre:

MRS = —

NOIHH
: (11)

ME

roe ~ T - u3mMeHeHue QIr npo6sl, ef. ONT. N/IOTH.;
I . uHTepBan BpeMeHN Mexy OnpeaeneHNsMI, MVH.

OnpegenexHne 4yBCTBUTENIbHOCTU B OAHON M TOI e npobe CcbiIBOPOTKU (M1a3Mbl) KPOBM NPoBOAAT 5
pas.
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CpepHee apuhmeTnyeckoe 3Ha4YeHne WU3MEHEHUS QIr aHa/IM3Mpyemoii Npobbl paccyMTbIBaOT MO
thopmyne (9).

AKTMBHOCTb hepMeHTa (ﬂ) onpeaensitoT no gopmyne:

A=2R] o F (12)
roe L ’rmﬂ{ - U3MeHeHune Q7 npo6bl, eq. onT. NAOTH.;
F E o’
- chakTop nepecueta, £ /oM .
dakTOop nepecyeta (F ) onpeaensawT no hopmyre:
3
s li
A=
a8 Xy , (13)

3
roe ¥ - KoHeuHbIi 06bem n3mepsiemoii npobsbl, cM

. 3
¥ - 06beM [106aB/IEHHOIN NPO6bI CHIBOPOTKY KPOBU, CM |
o o —1>< -1
- KO3PPULMEHT MOMIAPHOM aKCTUHKUMKM NADH B ycnoBusix onpeaeneHuns, cm MMOMb

3 3
10 - KoahhUUMEHT nepecyeTa Ansl BbIpaKEHUSI akTUBHOCTU hepMeHTa B E/,qm ; N yKasblBalT B
nacnopTe Ha usgenve.

Mony4yeHHoe 3HaUYeHVe XapakTepusyeT YyBCTBUTE/ILHOCTb, KOTOPYIO C/efyeT BblpaXaTb B 3HAUEHMSIX
KOHLEHTPALMN aHa/IM3MPYEMOTO BELLLECTBA (AKTMBHOCTU (DEPMEHTA).

OKCMEePUMEHTA/IBHO YCTAHOB/IEHO, YTO OOBbIYHO 3HAYEHME YYBCTBMTE/ILHOCTM B W3AENVAX AN
(hOTOMETPMYECKOro aHa3a paBHO cpeaHeMy apuMEeTUUECKOMY 3HAUEHUIO XONOCTOol Npo6bl natoc 3 |

5.4.9.3 CooTBeTCTBME KasimbpaTopa KOHTPO/IbHOMY 1labopaTopHOMY pacTBOpYy

B TOM cnyyae, Koraa B KOMMJIEKT WU3LAENWs BK/KOYEH KanmbpaTtop, He SABMSOWMIACA OTAE/bHbIM
KOMMEepPYECK/MM NPOAYKTOM, A/151 NPOBEPKM KannbpaTopa Heo6xoayMo NpoBeAeHne TecTa Ha COOTBETCTBUE
Kasmbpatopa KOHTPO/IbHOMY /la6opaTopHOMY PacTBOPY aHa/M3MpPyemMoro BellecTBa C KOHLEHTpauueil,
paBHOI KOHUEHTpaLUM Kanuéparopa.

B oavH pag npo6upok (0T 5 A0 7 WT.) BHOCSAT KOHTPOSIbHbIV 1abopaTopHbIi pacTBOp aHa/IM3Mpyemoro
BELLECTBa, B ApYroi psg npobupok (oT 5 fo 7 wrt.) - kaambpartop, nocne yero fo6as/sioT BCE KOMMOHEHTbI
n3genus, NpefycMOTPEHHbIe UHCTPYKLUMEN NO ero NpYMEHEHUI0, U NPOBOAAT BCe HeobXoauMble npoueaypb!

onpeaeneHusi B COOTBETCTBUM C MHCTPYKUMEN. [ocne 3Toro n3mMepsioT 3Ha4YeHne OIT g Kaxxaoi npobupke ¢
KOHTPO/IbHLIM  /1a60PaToOpHbIM PacTBOPOM M C Ka/mbpaTtopoM MpOTMB XO/I0CTON npo6bl. CpegHee

apudmeTnyeckoe 3HadeHue OII KOHTPOJIbHOIO 1abopaTopHOro pacTeopa 1 kanubparopa onpesensoT no
thopmyne (9). KoHueHTpauuio aHann3npyemoro BellecTsa onpegenstot no gopmyne (10). OTHocutesnibHoe
pacxoxaeHne mMexay KOHUEeHTpauueli aHaim3npyemMoro BeLecTsa B KOHTPO/IbHOM /1ab0paTopHOM pacTBope

CK‘H'VI B Kanmbpartope Cm, %, onpeaenstoT no dopmyne
CK.]'I. B Cm %100

KIL : (14)
PacxoxaeHne He [0/MKHO MpeBbIllaTh 3HAYEHMsl, YKa3aHHOTO B TEXHWYECKOW AOKyMeHTaumu Ha
N3aenns KOHKPETHOTo BUaa.

5.4.9.4 TecT Ha "OTKpbITME"
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Mpn noctaHoBKe TecTa Ha "OTKPbITME" CMELIMBAKOT, Kak MpaBuno, paBHble O0O0bEMbl KOHTPOSIbHOA
CbIBOPOTKN (NNa3mbl) U KOHTPO/IbHOIO /1ab0paToOpHOro pacTBopa aHasM3MpyemMoro BelllecTBa C M3BECTHOM
KOHLEHTpauuen, wWam e paBHble 06beMbl KOHTPOMIbHbLIX NabopaToOpHbIX PacTBOPOB Onpeaensemoro
BeLlecTBa C M3BECTHLIMU KOHLEHTpaLusamu. B cnydae onpegeneHns akTMBHOCTU (DEPMEHTOB, Kak npasusio,
CMelLVBalOT paBHble 006bEMbl CbIBOPOTOK (Nnasm) KPOBU 4YenioBeka C WU3BECTHbIMU  aKTUBHOCTSMU
hepmMeHTOB.

TecT Ha "OTKpbITME" MPOBOAAT B BOCbMU-AECATU MOBTOPHOCTAX. B  aHanusupyemoii npobe
onpefensAnT KOHLUEHTpauuio uccnefyemoro BellecTBa (8KTMBHOCTbL (pepmMeHTa) B COOTBETCTBUU C
WHCTPYKLMel N0 NPUMEHEHWIO N30EeNUS U CPaBHUBAIOT ee 3HaYeHne ¢ pacyeTHbIM no chopmyne (6).

PacxoxaeHne He [0/MKHO MpeBbillaTh 3HAYEHMsl, YKa3aHHOTO B TEXHWYECKOW AOKyMeHTaumu Ha
N3aenns KOHKPETHOro Buaa.

5.4.9.5 TecT Ha "NMHENHOCTL"

Mpu npoBefeHun 3TOro0 TecTa ONpeAensiloT aHa/M3MpyeMoe BeLLEecTBO (aKTUBHOCTb hepmeHTa) B
KOHTPO/TIbHBIX NTaGopaToOPHbIX PAacTBOPax aHa/IM3MPYEMOrO BELLECTBA C KOHLEHTPaLMSIMK, OXBaTbIBAIOLLMMU
BCI0 06/1aCTb JIMHEHOMO ONPEeAENEHNs], NOC/IE YETO CPABHMBAIOT MOJTyYEHHbIE 3HAYEHUSI C TEOPETUUYECKUMM
3HAUYEHMSIMU aHA/TM3UPYEMOTO BELLLECTBA (AaKTUBHOCTU (DEPMEHTA).

TecT Ha "NUHENHOCTL" NPOBOAST B BOCbMMW-AECATM MOBTOPHOCTSIX MO KaXAOMY KOHTPONbHOMY
nabopaTtopHoMy pacTBopy. B aHanuaupyemblx 06pasuax OnpegensitoT KOHUEHTpauulo Uuccnesyemoro
BelllecTBa (aKTMBHOCTb (hepMeHTa) B COOTBETCTBMMN C UHCTPYKLMEN NO NPUMEHEHUIO N3AENNS N CPABHUBAKOT
ee 3HaYeHUs ¢ TeopeTUYEeCKMMM 3HavYeHusmMu no dopmyne (7).

PacxoxaeHne He [AO/MKHO MpeBbillaTb 3HAYEHMsl, YKa3aHHOTO B TEXHWYECKOW AOKyMeHTaumu Ha
N3aenna KOHKPETHOTo BUaa.

5.4.9.6 KoadhchuumeHT Bapmnavumm

[na onpegenexns koagppmumeHTa BapuaumMm MOXHO MCNO/b30BaTb aTTeCTOBaHHbIE KOHTPO/bHbIE
CbIBOPOTKM (M/1a3Mbl) C HWU3KOW, CpegHeli WM BbICOKOW KOHLEHTpauvein aHam3vMpyemoro BellecTBa
(aKTMBHOCTBHO  (bEPMEHTA), KOHTPOJ/IbHblIE JlabopaTopHble pPacTBOPbl C  W3BECTHOW KOHUEHTpauuvei
aHanM3Mpyemoro BellecTBa (akTMBHOCTbIO (depMeHTa) wunam obpasubl 6uomarepvasia 4enoBeka C
rapaHTMpPOBaHHO [AOKYMEHTMPOBAHHOM TOYHOI KOHLEHTpauueli onpegensieMoro BewecTBa (akTMBHOCTbIO
hepmeHTa). OnpegeneHne koshuumeHTa BapnaLum NpoBoasaT B BOCbMU-AECAT NOBTOPHOCTSAX MO ABYM-
TPEM  pasMyHbIM  KOHUEHTpauusM  aHaim3upyemoro  BewectBa  (aKTMBHOCTAM — (DepMEHTOB).
BocnponssoanMocTb MPOBEPSOT Kak A1 O4HOro Usfenns, Tak U ons U3Lenvin ogHON cepun n nsgenuii
pasHbIX cepuii. 3Ha4YeHne koathduymeHTa Bapnauumn onpeaensaoT no gopmyne (8).

KOSd)dJI/ILJ'I/IeHT Bapnaynun He [OOo/DKeH npesBbillaTtb 3HayYeHuA, YKa3aHHOMo B TEeXHWYecKol
OOKYyMeHTauun Ha n3gesinad KOHKPETHOro snga.

5.4.9.7 [onycTuMmblii pa3bpoc pe3ynsTatoB npu napasifiefibHblX OnpefeneHusix OAHOW npoobl
pasHbIMU U3LENNAMUN O4HON cepun

Ons onpepeneHns pasbpoca pe3ynbTaToB MOXHO WCMOMb30BaTb aTTECTOBAHHbIE KOHTPO/IbHbIE
CbIBOPOTKM (Nf1a3mbl) C HWU3KOW, CpedHell WAM BbICOKOW KOHLUEHTpauuein aHaaM3MpyemMoro BellecTsa
(aKTMBHOCTbIO DePMEHTA), KOHTPONbHbIE NabopaTopHble pPacTBOPbl C W3BECTHOW KOHLUEHTpaumei
aHanM3npyemMoro BewecTBa (aKTMBHOCTbIO (PEPMEHTOB) WM o6pasubl OuomMartepuana 4denoBeka C
rapaHTMPOBaHHO AOKYMEHTMPOBAHHOW TOYHOW KOHLEHTpauueli onpefensemMoro BelecTBa (aKTMBHOCTbIO
hepmeHTa).

TecT nNpoBOAST B BOCbMUW-AECATU MOBTOPHOCTSIX MO KaXkAOMY OTAE/MIbHOMY M3Aenvio ¢
MCNONb30BaHMEM peareHToB U KaimbpaTopa COOTBETCTBYIOLLETO M3aenus. KOHLEeHTpaLmio aHaIm3npyeMoro

BelwlecTBa (aKTMBHOCTbL hepmeHTa) onpegenawT no dopmyne (10). Pas3bpoc pesynsrartos (P), %, npwu
napasinienbHbiX onpeaeneHnsax ogHOW Npo6bl pasHbIMU U3LENNAMU O4HON CEPUK BbIYMCAAIOT MO hopmynam:

p.G1-C

Cl (mexay nagenmamm N 1 n 2);
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p_G1-C3

% (mexay n3genusmu N 1 u 3); (15)

po2-C

2 (mexpy nagennamm N 2 n 3),

roe Cl, ! " 3. cpefHvie apuMETMYECKME 3HAYEHWS KOHLEHTpauuy aHa/IM3MpyeMoro BellecTBa
(aKTMBHOCTM (DEPMEHTA), MOJTyYEHHBIE NMPU UCMO/b30BaHUM n3genuii N 1, 2 1 3 COOTBETCTBEHHO.

JonycTumblli pa3bpoc He [AO/MKEH MPEBbIWATL 3HAYEHUS!, YKA3aHHOTO B TEXHUYECKOW AOKyMeHTauuu
Ha U3LeNNa KOHKPETHOTO BUAA.

5.4.9.8 OnTnyeckas NA0THOCTb LIBETOOOpa3yoLWero pacTeopa

ATOT TECT UCMOMb3YHT NPY IKCMEPUMEHTA/ILHO NPOBEPKE KauecTBa M3aenuii, NpuHLMN onpeaeneHns
KOTOPbIX OCHOBAH Ha 06pa30BaHNN OKPALLEHHOrO COeAMHEHUS, NOoABEPraemMoro (HOTOMETPUPOBAHNIO.

MpU BbINOMHEHW 3TOrO0 TecTa (B NATU-CEMW MOBTOPHOCTAX) WU3MEPSIOT QIr LIBETOO6PA3YIOLLENO
pacTBopa B COOTBETCTBUM C MHCTPYKLMEH MO NpUMeHeHUo n3aenus. CpegHee apudMeTYeckoe 3HaueHne

OIf onpeaensitoT no gopmyne (9).

3HauyeHune OIf He AO/MKHO NpEeBbIAaTb 3HAYEHWUS, yKa3aHHOTO0 B TEXHWYECKON AOKYMEeHTauuu Ha
n3aenna KOHKPETHOro snaa.

5.4.9.9 Bpemsi fOCTUXEHNS YCTOUMBBIX 3HAYEHUIA ONTUYECKOl NAIOTHOCTM NPU NPOBEAEHUN LBETHO
peakumu

JTOT TECT UCNOSIb3YIOT NPU 3KCNEPUMEHTA/ILHOI NPOBEPKE KAueCTBa U3AENNIA, MPUHLMM ONpeaeneHns
KOTOpPbIX OCHOBaH Ha 06pPa30BaHNN OKPALLEHHOTO COEAMHEHUS], NOABEPraemMoro (DOTOMETPUPOBAHNIO.

Mpu NpoBeAeHNM 3TOro TeCTa NOC/e 3aBepPLUEHUST BCEX NPOLIeAYP N0 ONpefesneHno aHaIm3mpyemMoro
BewlecTBa (aKTMBHOCTM (pepmeHTa), NpPeAyCMOTPEHHbIX WHCTPYKUMEd N0 NPUMEHEHU0  un3genus,

onpeaensitoT 3HaYeHne OIr OKpaLLEeHHOro NPOoAyKTa peakuyu, BK/IOYAT CEKYHAOMEP W Aasniee U3MepsioT
sHauenns I yepes3 paBHble MPOMEXYTKM B TeYeHWe 3a[aHHOT0 BPEMEHU [0 MOMEHTa AOCTVKEHUS

nocTosHHOrO 3Hadenms Onpepaenexune cnegyet NoBTOPUTbL HE MEHEE TPEX Pas M paccunTaTb cpegHee
apudmMeTMyeckoe 3HaueHue.

BDEMFI OOCTMXEHNA yCTOI\/’I‘-II/IBbIX 3HaYeHui on7 He OO/DKHO MnpeéBbllaTb 3Ha4eHUA, yKa3aHHOIMo B
TEXHMNYECKOW AOOKyMeHTalun Ha n3genma KOHKPEeTHOro suaa.

5.4.9.10 /3meHeHne onT1YecKoi NNOTHOCT paboyero pacTeopa peareHToB

DTOT TECT UCNOMb3YIOT NPU 3KCNEPVMEHTA/IbHON NPOBEpPKe KauecTBa U3aenuid, NPUHLMN onpeaeneHuns
KOTOPbIX OCHOBaH Ha KNHETUYECKOM M3MEPEeHNN YMEHbLLIEHNS 3HAYEHNs QI g HeoKpalLieHHbIX 06GpasLax.

Mpy npoBegeHMM 3TOr0 TECTa, XapaKTEPM3YIOLLEro CKOPOCTb aBTOOKUC/EHUS, WU3MEPSIHoT e
paboyero pacTBopa peareHTOB Mpu KOMHaTHoi Temneparype (ot 18 °C go 25 °C) npu A/IMHE BOJHbI U
KIOBETE C AJIMHON ONTUYECKOro MyTW, NPeAyCMOTPEHHbIX MHCTPYKUMEN MO MPUMEHEHMWIO M3genus, cpasy
nocsie NPUroTOB/IEHNSI YKa3aHHOTO pacTBopa M Tpu pasa c MHTepBasioM B 30 MuH. OnpegenstoT cpeaHee

apupmMeTnyeckoe 3HauYeHe YMeHbLLIEHUS CIl g yac npu KOMHaTHOW TemnepaTtype.

3HaueHne uaverenns < ne [JO/HKHO nNpeBbllaTbh 3HAYeHUsl, YKa3aHHOr0 B TEeXHWYEeCKO
[IOKyMeHTaLun Ha 13aennst KOHKPETHOTO Bua.

5.4.9.11 MexnakoHHast Bapmnaunsi
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B TOoMm cnyyae, ec/in B COCTaB wu3gennda BK/IKOYEHbl KOMMOHEHTbl C OAWMHaKOBbLIM cofepXaHnem
aHanM3npyemMoro BellecTtsa (Hanpumep, Tpu donakoHa KOHTPONbHOMO o6pasua aHaIM3npyeMoro BellecTsa
Wnn Tpu oakoHa KOHTPOSIbHOM CbIBOPOTKM), HEOOX0AMMO ONpPeaenvTb MEeXM/IakoHHYH Bapuauumio
coepXaHua aHa/M3MpyemMoro BellecTBa C WCMONb30BaHVEM afekBaTHOW METOAMKM KOSIMYECTBEHHOIO
onpegeneHvs uccnegyemoro BellecTBa (akTMBHOCTU oepMmeHTa). OnpegeneHve npoBogAT B NATU-CEMU
NMOBTOPHOCTSAX B KaXAOM (hflakoHe AN KaK[oro aHasm3upyemoro BelectBa (akTMBHOCTU (DEPMEHTA),
nocsie 4ero paccuuTbiBalOT cpefHue apumeTnyeckne 3HaYeHusa AN KakAoro donakoHa no Kakaomy
onpegendaemMomy coeanHeEHUIO.

3HauyeHve Me)KCb]'IaKOHHOI\/'I Bapunauun no Kaxaomy onpegendemMomy coeanHeHn He  OO0J/DKHO
npesbillaTb 3HA4YEHNA, YKa3aHHOIO B TEXHNYECKOM OOKyMeHTalun Ha n3genma KOHKPETHOro snaa.

OnncaHHble  Bbille  MeToAbl  3KCMEPUMMEHTasIbHOM  MPOBEPKM  KadecTBa  w3genuii  ans
(hOTOMETPUYECKOTO aHa/IM3a OTHOCATCS K W34eNvsM  [AN1s  BbINOIHEHWS  KOJIMYECTBEHHbIX aHa/IM30B
(nccnepgoBaHuin).

5.4.10 3penua Ana Ka4eCTBEHHOro UM NOJTYKOSINYEeCTBEHHOIoO aHanms3a

JKCnepMeEHTasIbHas! OLEHKA U3AENWIA A1 KAUECTBEHHOTO MM MOMYKOMIMUYECTBEHHOTO aHasiM3a (3To,
Kak npaBwWIo, WHAUKATOPHbIE TECT-MOMIOCKU) WCMOSb3YIOT CrefyloLle noka3aTesu: YyBCTBUTENBHOCTb
CEHCOPHOTr0 3/IEMEHTA WHAMKATOPHbIX MOSIOCOK; BPEMS AOCTVKEHWS CTABU/IbHOM OKPAacKUM CEHCOPHOro
3/1EMEHTa; NPaBW/IbHOCTb OMNpefeNieHns aHa/IM3MPYEMOro BEeLLecTBa; NOMEX0yCTOMUMBOCTL OnpeaeneHns
aHaNM3NPYEMOro BELLECTBA K HANMMUMI0 ApYrMX UHTepdepupyowmx coeanHeHmnii. Jns npoBeaeHnst TecToB
MCMO/Ib3YIOT  KOHTPOJIbHbIE /1a60paToOpHbIe PacTBOPbl C  PA3/IMYHBIMA  M3BECTHLIMU  KOHLEHTpaUUsiMU
uccrefyemMoro BellecTBa, a Takke KOHTPOsibHble flaGopaTopHble PacTBOpbl, cCofepXallye W3BECTHble
KOHLUEHTpauunm uccneayemoro BellecTBa W UHTepdepupytolmx coeanHeHnii. CpaBHMBAOT — OKpacky
CEHCOPHOro 3/1EMEHTa WHAMKATOPHBbIX MOMIOCOK C  MOMAMK  LIBETOBOW  LWKasbl, COOTBETCTBYHOLLMMU
onpeaeneHHoOMY CofepXXaH1o aHa/IM3npyemMoro BellecTBa.

5.4.11 N3penua ansa KoarysiomeTpuyeckoro aHanmsa

W3penusa ons KoarynioMeTpryeckoro aHasimsa Ucnosib3yoT A5 onpeaeneHns pas/inyHbIX napamMeTpoB
CBepTbIBalOLLEN, NPOTMBOCBEPTLIBAOLLEN 1 (PUOPUHONNTUYECKON CUCTEM.

OKCnepuMeHTa/lbHasi OLEHKa U3Aenuii BkNoYaeT B cebs onpeaeneHue criefyolmx rnokasateneii:
pacTBOPMMOCTb KOMMOHEHTOB, KO/IMYECTBEHHOE OMNpeAesieHe aHaM3MpyeMoro napameTtpa, OTK/IOHEHUWEe
3HaueHWlii  aHa/IM3MpPyeMoro  napameTpa OT  aTTecTOBaHHOIO  3Ha4YeHUst  3TOro  nokasaresis,
YyBCTBUTE/ILHOCTLY, "OTKpbITUE™, "NMHENHOCTb"*, KoahdmuMeHT Bapuaumm, [AONyCTUMbIA pa3dpoc
pe3ynsTaToB NPy NapasiiesibHbIX ONpeaeneHnsix o4HOM NPOo6bl pa3HbIMW N3LEMNSMU OLHOW cepum.

* 3a UCKNIYEHNEM TECTOB, pe3ynerartbl KOTOPbIX BblpaXKeHbl Kak BpeMA CBEPTbIBaHUA B C.

[Ona npoBefeHUs 3TUX TECTOB WUCMOJb3YIOT KOHTPOJIbHbIE NladMbl C aTTeCTOBaHHbIM 3HAYeHWeM B
HOpMaJ'IbHOVI N NaTosornyecknx obnacTsx. Onpep,eneHVle npoBOAAT B TPEX-NATU NOBTOPHOCTAX. PacueTHble
qJOpMyJ'IbI B OCHOBHOM HE OT/IM4akTCA OT TaKOBbIX, MNPUMEHAEMbIX MNpu 3KcnepmmeHTaan0|7| OueHkKe
I/I3,El.€f|l/||7| ana q)OTOMeTpI/I'-IECKOFO aHa/in3a.

3HaueHns1 onpegensieMblXx NapamMeTpoB CUCTEMbl FeMOCTasa He [A0/DKHbI NPeBbilaTb Mo KaXaoMy
aHaNM3NpyeMomy napameTpy 3HaueHui, yKkasaHHbIX B TEXHUUYECKO AOKYMEeHTaUUN Ha U3[e/ sl KOHKPETHOro
BMaa.

5.4.12 Mukpo6unonornyeckme nurartesibHble cpegbl

OueHka COOTBETCTBUA M34enusa - MUKpobuonornyeckas nutatenbHas cpefa (ganee no TekcTy -
cpepa) npoBoauTcA C yyetom Tpe6oBaHuin FOCT P EH 12322 n no meToaukam, W3/IOXKEHHbIM B
MeTtoanyeckux ykasaHuax [5]. besonacHOCTb 4515 NepcoHasia M OKpyXalolein cpefbl Npy KOHTpoNe cpes
HeobxoAnmo obecneunBaTb B COOTBETCTBUM C TPeOOBAHUAMU CaHUTaPHbIX Npasun [6].

OKCnepuMeHTaslbHasi OUEHKa cpefbl BKOYaeT B cebs NpoBeAeHUE OLEHKM MUKPOGUOMOrMUYECKNX
XapakTepucTuk, nccnegoBaHne yHKUMOHa/bHbIX XapakTepUCTHK (CeumngnYeckoin akTMBHOCTU C MOMOLLbHO
KOHTPO/IbHbIX LUTAMMOB), a TaKkKe BW3Yya/lbHON OLEHKM (LUBETHOCTb, MNPO3PayHOCTb, PaCTBOPUMOCTD),
onpegeneHne 3Ha4veHuss pH roToBoii cpefpbl, CTEPUIBHOCTM KadKAOoi MPUroToBNEHHOW napTtun (KOHTPOb
UYNCTOTbI PO3/MBA).
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Cepus cpefbl TpU3HaEeTCs ro4HON TOMbKO NOC/e NPOBEeAEHNS BCEX BUAOB KOHTPOIS.

5.4.12.1 PacTBOpPMMOCTb

KonmuecTBo cpefbl B rpammax, Heobxoaumoe A8 NPUroTOB/IEHNUS KOHKPETHOW cepun nuTaTebHoM
cpenpl, LOMKHO pacTBOPATLCA NPY NepemMeLlunBaHnm 1, ecnm HeobxoauMo, NPU KUNSYEHUU B TeYeHne OT 2
[0 3 MuHyT. Tpenapar cuMTalT pPacTBOPUBLUMMCS, €C/iM B pacTBope Mpu BU3yasSlbHOM HabniogeHun B
npoxogsLlem cBeTe He 06HaPY>KMBAKOTCA YacTULbl BeLLecTBa.

5.4.12.2 Mp0o3payHOCTb N UBETHOCTb CYXMX KOMMOHEHTOB U34eNnd

Mpo3payvyHOCTb N UBETHOCTb CyXMX KOMMOHEHTOB Cpe/bl ONpeaesiaioT BU3yasibHO B MPOXOAALLEM CBETE
B pacTBOope nocne dwmnbTpaumMmM ero 4yepes BaTHO-MapneBblii unbTp (arapoBblie cpedbl) U ByMaXKHbIi
GunbTp (KNAKOCTK).

5.4.12.3 Mpo3payHOCTb N LBETHOCTb

Mpo3pa’yHOCTb M LBETHOCTb [OTOBbLIX Cpen, PasnuTbiX BO (PN1aKOHbI, ONPenenstoT BU3yasibHO B
npoxoAsLem ceeTe. Arapbl NpeaBapuTeibHO pacnaaB/isioT B KANsLLel BOASHOM 6aHe 1 pa3nueatoT B Yallku
MeTtpu cnoem o1 4 00 5 MM.

5.4.12.4 OnpegeneHve pH

Onpegenexdne pH nuTatesnbHbIX CPef NPOBOAAT C MOMOLLULK NoTeHuuomeTtpa. Ecnu 3HayveHue pH
N3rOTOB/IEHHOW cpefbl HEe COOTBETCTBYET TpebyembiM 3HA4YeHMsIM, MPOBOAAT KOPPEeKUuMio JobaBrieHnem
KMCNOTbI WY LLEeNoYmn, Un roToBAT HOBYIO MapTuio.

5.4.12.5 OnpegeneHne cTepuibHOCTU

OnpegeneHne CTepuiLHOCTA FOTOBOW cpedbl NPOBOAAT BMU3yasibHO NyTeM npocMoTtpa oT 3% Ao 5%
Kax4oi nmapTum nocse MHKy6aumu B TepmocTtate npu Temnepatype 37 °C B TeyeHue OT 2 A0 14 cyToK B
3aBMCMMOCTM OT TUNa cpeapl.

5.4.12.6 OnpegeneHve 4YACTOTbI PO3NnBa

Cpeppbl, NpUroTaBNMBaeMbI€ M3 CYXMX KOMMOHEHTOB W (M) passiMBaeMble B 1abopaTtopyv B Yallku
(MpoGupkK), KOHTPOMMPYKT Ha YUCTOTY po3nmBa. B 3aBucmmoctn oT 06bEMa po3nMBa Heo6GXoAUMO
npoBepsATb 0T 1 Ao 2 vawek (NPo6bupok) nnm 1% uawek uam Npobupok B Hayane U CTOMNbKO Xe B KOHLEe
npouecca posnuea cpegbl. Yawkn (Mpobupkn) cnepyet MHKybuposatb He meHee 18 4 npu 37 °C van B
YCNOBUAX UHKYOMPOBaHNS, pEKOMEHAYEMbIX AN15 KaxXA0M cpeapl.

5.4.12.7 OnpegeneHue cneumdgmyeckoli akTMBHOCTU

KoHTponb cneumgmryeckoli akTMBHOCTM NUTATENbHbIX Cpes HeobxoAMMO NPOBOAWTL C NPUMEHeHneM
paclMpeHHOro Habopa KOHTPOJIbHLIX LITAMMOB, BK/OYalOLWEro pedepeHTHble wTaMMbl. PediepeHTHble
LWTaMMbl MOTYT GbITb MOMYYEHbI U3 CNELMASTM3NPOBAHHbIX KOMEKLMIA:

- [ocypapcTBeHHas KO/IEKUMA MaToreHHbIX MukpoopraHusmos (®rbY TMCK um.J1.A.Tapacesuya
PocnoTtpebHagsopa Ha 6asze ®IBY "HayuHblil LEHTP 3KCNepTu3bl CPeAcTB MEeAMLMHCKOrO NpuUMeHeHns"
MuHMCTEpCTBa 34paBOOXPaHEHNST U coUMasibHOro pa3sntust Poccuiickoii depepaunn);

- Bcepoccuiickast Konnekumsi NPOMbILLAEHHbIX MUKpPoopraHnamos (BKMM) ®IrYMrocHWNIMeHeTuka,

- BcecotosHas Konnekuust HenaToreHHbIX MUKpoopraHnsmos (MBPM);

- AMepuKaHckas Konnekumsa TunoBbIxX Kynstyp (ATCC);

- AHIMiAcKkasa HaumoHasibHas Kosiekumst Tunosbix Kynstyp (NCTC).

30M1ATbl  MUKPOOPraHM3MOB, BblAeNEHHbIE W3 K/IMHUYECKOro matepuasia U ucnosb3yemble AN
KOHTPOAS, [O/DKHbI MO CBOCTBaM COOTBETCTBOBATb MWKPOOPraHM3mam MpPU3HaHHbIX HauMOHa/IbHbIX ©

MeXAyHapOoAHbIX KONNEKLMWA.

MepeyeHb (NaHenb) KOHTPO/IbHLIX LITAMMOB, Heo6XoAuMas A7 KOHTPO/S KadecTBa Kaxaoii
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nuTaTeNnbHOW cpefbl, ONpeaensieTcs ee HasHauYeHUeM, T.e. AO/MKEH COCTOSITb, Kak NpaBusio, U3 HECKOJIbKUX
LLITaMMOB, MOZE/IMPYIOLLMX HATYPHbIE YC/TOBUSI NPUMEHEHWs cpeapbl.

MpuMmeHsieMble A1 KOHTPOAS WTaMMbl (M3 JIMOUIM3MPOBAHHOTO COCTOSHUST UM CO  cpeapl
XPaHEHWs1) He A0/KXHbI NPOXOAUTL Gonee TPEX Moc/eAoBaTe/bHbIX NEPECeBOB Ha NUTaTe/lbHble cpeapl, a
CBEXEBbIAENEHHbIE LITAMMbI C MOMEHTA BbIAENEHNS U NOMYYEHNS] UX B BUAE YMCTbIX KY/ILTYP HE AO/KHbI
npoxoauTtb 6onee 3-5 nocnenoBate/bHbIX nepeceBoB. OHW AO/MKHbI GbiTb TUMMYHLIMK MO KY/bTYPasibHbIM,
MOPO/IOTNYECKAM, BGUOXMMUYECKM 1 CEPOSIOTMYECKUM  TUHKTOPUabHbIM — CBOWCTBaM, a Takxe
NPOBEPATLCS HA OTCYTCTBUE AVCCOLMALN.

2 3
[oTOBYHO Cpeay 3aceBatoT Ky/NbTYpol (LUTaMMOM) LieneBoro MukpoopraHmuama (10 -10  KOE/mn), ans

56
KOTOPOro NpuroTos/ieHa cpefa n wrammMos-accoumaHTos (10 -10 KOE/mn) 1 BU3yasibHO (MM NOA, MauibiM
yBenMyeHneM MUKPOCKOMaA) N3yyatoT XapakTep pocTa.

PocT MWKPOOPraHN3MOB OLEHMBAKOT C MOMOLLbI0  KOMIMYECTBEHHBbIX (4N TN/OTHBIX  cpeq),
MOSYKOJIMYECTBEHHbIX WM KAUYeCTBEHHbIX MeTof0B. KonmyecTBo 06pasuoB OfHOM cepuu cpeapl Ans
KOHTPO/S! - HE MEHee TPex.

[ns Bcex TMNoB cpef (cyxue, roToBble, NJIOTHbIE, XuAkue, AndepeHUmnansHble, CenekTUBHbIE,
TPaHCMOPTHbIE, ANS1 KYNBTUBMPOBAHWS U T.A.) ONpeaensitoT YyBCTBUTENbHOCTb, CKOPOCTb pOCTa Ky/bTypbl, a
Takke CTabW/IbHOCTb OCHOBHbIX GMOMOrMYECKNX CBOMCTB LUTaMMa NpKu pocTe Ha UccneayemMoii cpeae.

5.4.12.8 CkopocTb pocTa

CkopocTb pocTa (4) onpefensoT N0 MUHUMasIbHOMY BpeMeHU MHKy6auummn nocesoB, 3a KOTOpoe npu
COOTBETCTBYIOLLEM pa3BefeHnn obecrneymBaeTcs OTYET/IMBLIA (He MeHee 100 XM3HEeCNOCOOGHbLIX K/IEeTOK)
BUAUMBbIA HEBOOPYXXEHHbIM [Na30M POCT Ky/bTypbl (TOMYTHEHWE, Ha/IMYMe NAEHKW, 0CafKa, pocTa no YKNOHY
W Ap.) BO BCEX 3acCesHHbIX Npobupkax C XUAKUMU (NONY>XUOKUMW) NUTaTENbHbIMW cpejamu  unu
popMMpOBaHNE TUMUYHBIX, NIETKO AuddepeHLMpyeMbIX KOMOHWI Ha dawkax (Mpobupkax) € NIOTHOM
cpefoii.

MonykonnyecTBeHHas oLEeHKa pocTa Jo/hKHA ObiTb BbINOIHEHA C MOMOLLbHO LKa/bl pocTa, Hanpumep
ot 0 go 3 nocoB (+).

5.4.12.9 YyBCTBUTENBLHOCTbL Cpeapl

UyBCTBUTENBHOCTL Cpefdbl ONpPefenstoT Kak MakCUMa/lbHOe pasBefeHue KynbTypbl (WTamma),
obecneyrBalollee BU3yaslbHO 0OHapYy)XMBaeMbIA POCT  KOMIOHWA  MCKOMOrMO LWTammMa B TeyeHue
onpeaeneHHoro BpeMeHN 1 TemnepaType Ha BCexX 3acesiHHbIX Yallkax (Npobupkax) ¢ nuTaTesnibHol cpeaoii.

KauecTBeHHbIM METOAOM OMNpPedensitoT HannuMe W XxapakTep pocTa KaxAoro M3 KOHTPOSIbHbIX
LWTaMMOB. POCT UeneBbIX KOHTPO/IbHbIX LITAMMOB [O/PKEH ObiTb TUMWYHLIM MO LBETY, pasmepy W
MOPOSIOTMM KOSTOHWIA; POCT HELleNIeBbIX AO/MKEH YACTUYHO UM NOMHOCTbLIO NOAAB/SATLCS.

[nsa  oueHkn pe3ynbTaToB  KO/IMYECTBEHHbIM METOAOM MNpPU  MHTEPnpeTaumn  UHIMOUPYHOLLMX,
HaKOMUTENbHbIX WM 3a[epPXUBaKoLLMX POCT CBOWCTB NUTaTe/IbHOW cpefdpbl, MOACUYUTLIBAKOT KO/MYECTBO
BbIPOCLLMX KOJIOHWIA Ha TecTMpyeMOW W KOHTPO/bHOM (Cpefe BblpallMBaHMsl) cpefax W Onpeaensitor
WHrMbupyowme, auddepeHuupyowme, HeWTpaIn3yloWmMe W/UAN WHble COOTBETCTBYHOLUME Ha3HAYEHUIO
cpeppl CBOWCTBA.

5.4.12.10 AndpchepeHumpytoLme CBoCTBa NUTaTebHON cpeabl

[ns cpep, npefHasHayeHHbIX ANs UAeHTUdMKaLMK, BblgeneHns n auddiepeHumaumm onpeaensoT
Takke aAMdepeHUMpyOWe CBOWCTBA - BbIPQKEHHOCTb  OT/IMUMTENIbHLIX MPU3HAKOB MaTOrEHHbIX
MUWKPOOPraHn3MoB OT HEMaTOreHHbIX BUAOB M €CTECTBEHHBLIX aCCOLMAHTOB (MO CTPYKTYPHbLIM OCOBEHHOCTSM
KOJIOHWIA, NX OKpacke, N3MEHEHUIO LiBETA 1 Ap. NPU3Hakam).

JnddhepeHumpytolLme CBOCTBA ONPeAenstoT No C/eyoLLmMM TecTam:
a) BbIP@XEHHOCTb AMEPEHLMPYIOLLETO NMPU3HAKA - CTPYKTYPA KOMTOHWMA, LBET KO/TOHUIA, U3MEHEHWE

uBeta cpeabl nog KOJ/IOHUAMKU, OpeOosT BOKpyr HuX, AnamMeTp nocnegHero, nosssieHne ,qI/ICbeyBHOFO
N3MEHEHNA UBETa CpeEdbI;
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6) ueTKoCTb AndhdepeHUnaumm KONOHWIA TPynnbl NATOTEHHbIX MWKPOOPraHM3MOB OT HEMATOrEHHbIX,
BXOASLLUMX B TOT € CUCTEMATUYECKUIA TAKCOH, U OT eCTECTBEHHbIX aCCOLMAHTOB MPU NOCEBE CMECEIA.

5.4.12.11 VHrmbupytoLimne CBoiicTBa cpefpbl

WHrM6upytowme CBOICTBA ONpPeAensioT A5 CENEKTUBHbIX Cpej Kak CTeneHb MofaB/sioWwero
BO3AECTBUA HA POCT U (MNK) NMPOSIBIEHME TUMUYHLIX CBOCTB CONYTCTBYHOLLEN MUKPO/IOPbI.

Mokaszatenb WHIMGMPYIOLLMX CBOWCTB BbIPXKAOT KakK MWHUMAa/IbHOE pas3BEAEHWE KyJbTYpbl, MpU
noceBe M3 KOTOPOrO MOJIHOCTHIO OTCYTCTBYET POCT U (U/IM) NPOSIBAIEHWE TUMUYHLIX CBOWCTB MOCTOPOHHEN
MUKPOCh/IOPLI HA UCTILITYEMOI cpefie NpW ero HaIMuMK Ha cpegfie BolpalyyBaHusi (MHIMGKpyoLWMe CBOIMCTBA),
WM KaK BENIMYMHY OTHOLLEHWSI CPEAHEro yncna C(hOpPMUPOBABLUMXCS KOMIOHWIA KOHTPO/IBHOMO LWTamMmMa Ha

"HeMHrnomnTopHon" cpede (cpeda BblpalMBaHUS) K CpegHeMy UMCAY KOJMOHWIA Ha  UCMNbITyeMOoi
"MHIMBUTOPHOI" cpefe (nokasaTtesb MHIMBULNIN) C YYETOM pasBedeHNs.

5.4.12.12 3dh(heKTUBHOCTb cpeabl

Cpeppbl, npegHasHayeHHble /19 HaKOMNMIeHUs MUKPOOPraHW3MOB (HaKONUTENbHblE nuUTaTeflbHble
cpenpl), oueHMBaKOT MO WX 3PdeKkTMBHOCTU. IPEEKTMBHOCTL Cpedbl XapakTepusyeTca nokasarenem

3hheKTUBHOCTH (5') - BbIXOZ, MVUKPOGHBIX KNeTok ¢ 1 M nutatenibHoi cpepbl (B MApA/MA) M NPUPOCT uncna
MUKPOOPraHNM3MOB OTHOCUTE/IbHO 3aCEAHHOTO.

OLI,eHKy KadyeCTBa HaKOMNMUTE/IbHbIX NUTaTEe/IbHbIX Cpen No nokasaresiko 3CprEKTVIBHOCTI/I npon3eogAT
nyTem onpegesnieHnAa KoHueHTpaunm MVIKp06HbIX KNEeToK B cpenae nocrne COOTBeTCTBy}OLLI,eI\/’I I/IHKy6aLI,I/II/I.

MpUpOCT uMcria MUKPOOPTraHM3MOB B HaKOMWUTE/IbHOW MNUTaTeNbHOW cpefe B MPOLLECCe MHKy6aumm
NOCEBOB B TEYEHME COOTBETCTBYIOLLEIO BPpEMEHM (f) onpegenstoT no cdopmyne (B %):

32 =H—f><£;’
o (16)

# o o o
roe T- cpegHee uMCNO KONMOHWIA Ha Yalkax nocne WHKy6auuu KynbTypbl B XKUAKON (MOMYXWAKOIA)
HaKoMWTEeNbLHOI cpeae;

b o " "
U cpegHee uncno KonoHwit Npu "HyNeBoM nocese”;

K. CTeNeHb pa3BeneHn4.

5.4.12.13 Toka3aTenn coxpaHeHUs XWU3HecrnocoOHOCTN N CTabWU/IbHOCTM OCHOBHbLIX GUOSIOrMYECKNX
CBOICTB MUKPOOPraHn3mMoB

[ns TpaHCNOPTHBIX cpeg 1 cpeq, oS XpaHeHus (KOHCEPBUPYOLWMX), 3a4ePXXMBAIOWNX PA3MHOXEHNE
M POCT MMWKPOOPraHWM3MOB, OMpPenensitoT MnokKasaTen COXPaHEHWUs! XM3HECMOCOBHOCTM U CTabuIbHOCTU
OCHOBHbIX B10/10rMYECKUX CBOMNCTB MUKPOOPraHN3MOoB.

MoceB mMaTepuana Ha cpefbl W NocNeayioLLyo NAEHTUDMKALMIO BbiAeNeHHbIX Ky/bTyp NPoBOAST B
COOTBETCTBUN C METOAUKAMM, USNOXKEHHBIMU B AEACTBYIOLMX MY, UHCTPYKUMAX, NprKasax no AuarHocTuke
3a60/1eBaHuiA, Bbi3blIBAEMbIX COOTBETCTBYIOLLMMN MUKPOOPraHu3MaMu.

[Nsi OUEHKM KauyecTBa MUTATEsIbHOW Cpeabl BO3MOXHO MCMO/b30BaHNE Cpefbl CPaBHEHUS - cpefbl,
paHee OTKOHTPO/IMPOBAHHON 1 YAOBNETBOPAIOLLEN TPE6OBAHUAM KayecTBa.

MokasaTtesnb NpopacTaHns MMKPOOHLIX K/IETOK ONPeAensitoT Kak OTHOLLEHUe CPeAHEro Yncna KOMoHNiA,
06pas3oBaBLUMXCA Ha UCMLITYEMOW cpefe, K CpegHeEMY YMCNY KOMIOHWI Ha KOHTPOsIbHON cpese, BbipaKeHHoe
B MpOLEHTAax.

Mpu 3TOM N/IOTHbIE arapoBble CPefbl TOfHbI K UCMOMb30BaHUIO, €C/ NokasaTeb NpopacTaHusl He
meHee 70%, a Ha XUAKUX cpeaax HabnioaaoT BU3yasibHO OMHAKOBbIA POCT KOHTPO/ILHOIO LTAMMA.
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