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TepMBHecKan ATOMHIALAN TPOXGINT B ATMOCHRePE HECPTHOMO TR APTOHAL.
[poby 1 rpaIyHPOBOYHEC PACTEOPLL BEOJAHT B OTHCPCTHE MPpHTOBON NedH © DOMOWEB MEKPOIOEITORI.
Hoaupyespil obees a0 M0 sk,

TaGnwopa B2— ':.]I]FI.'EI:.'IL'H HE RMETLLIOE NMpH ':'i.iil."!i.'rr.ll'_'l'l'tp.'u[!!'-lL‘lL'ElZ!lli'-l ATUNFELLE

Pexum Te PaHYE UKL ATOM IR

Tne e "II'Ililv. Hienapinae Mupoeni AT RN [ R {_"- werfa {-I-
WHEHT aA mrfa
I ctnaum I, I craanm
T, I rC C o F -
F [~ T, C i

Al 3003 50 0 i =l 5 M) i 2300 15 | 2500 2 0,005 0.5
Lt 1937 27 70 itk 0 5 300 1 200 1.5 | 2200 2 (004 0,3
Ba 5516 50 T Lib |0 3 LEil] f A00 | 2.5 | 2600 2 .1 2

Cd i 15 70 5 Rl 5 0 [i] | 50 1.5 | 2000 2 OO0 | 0,02
Cia 2447 15 7 5 30 3 50 f I | 2.0 | 2300 2 i 0005 | 0,05
Cr 579 15 70 i 80 5 440 i 2200 | 2.0 | 2500 2 0002 | 0,04
Cu 3248 15 0 i 50 5 300 [i] 1 HiM) 20| 21040 2 0005 | 0,05
Mo 3133 50 T it H 5 350 i 300 200 2400 2 (b, 005 2
i 2322 0 0 15 10 3 350 & I [ 200 [ 2300 2 0,005 0,2
P 2832 15 T i H 5 250 4] I 6 [,2 14l 2 (h0005 | 0,05
5n 2863 50 0 1 10 3 30 11 2200 | 2.0 [ 2500 2 0,02 0,5
Ti 3643 15 i) i A 5 700 11 2500 2.0 | 2530 ) 4 5.0
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Brenenue

CofGmonenie nooxeHnil crangapros cepun NOCT P HCO 10993 «Ouenxa GHOTOMMYECKOTo Jeil-
CTRHSA MEIHUHHCKHY MINeTHils MosmOIHT GOeCeuTE CHCTEMHEN Noaxal K HCCAeTonain . GHonorggec-
Koro JeficTEMa MedHOWHCKHY Hame1uil.

Llennio 3THX CTAMIAPTOR HE ARIAETCA DeIVCIOEHOS SMEPSIUIeHHe KOHKPETHRIX METOOOR HCCHeIoni-
HHH M HCOBMTAHHA 33 rpyvnnaMd oIHOPOIHEIY MeAHUMHCKEHY HITedHid B COOTBETCTBHH © MPHHATON
EaccHpHEanHed o By B AIMTENLGHOCTH KOHTAKTa ¢ opradisvon weaoseka. ostoMy i HpossHHe
H TIPOReIeHHE HCCAeOORAHHA M MCNLTIHHH JOEHE OCVIHECTRIATE CHOSLMATHCTEL, HMERIHE CTIEHHATL-
HYHY MOIFOTOBKY W ONLIT B OOMACTH CAHMTAPHO-XMMHUeCKOH, TOKCHEQIOMMUYeCkod W GHOMTOrHuec ol
CUEHOK MEeTHUIHHCKRY HaneTHi,

CranaapThl 2Tol CepHH ARTAIOTCA PYKOBOIAMMME JOKYMEHTAMM 118 OPOrHOSHPOBAHHE GHONOrH-
YELKORD JefcTRHA MEeIHUMHCEMY HIZeIHH Ha CTAINH BLIGOPa MATEPHANOR, MPSIHATHAMEHHULIY 118 HX
HACOTORTEHN, 4 TAKMS LA HoCHedosaHHE roTOBLY OOpILIoE.

B cepyio FOCT P MCO 10993, paewowyio rpyanoeoil sarononok « Hineana smegnumackye. OueHka
GHOMOMHYeCKOrD JeHCTRM MeIHIHHCKHY HE0edHils, BXOIAT CAeIVIOLIHE YACTH:

= YACTE | = OUEHKA M HoCIeI0oRaH M

- YACTL 3 — HOCASAOBAHHE FeHOTOKCHYMOCTH, KaHUepoOreHHoCcTH M TOKCHYeCKOrs QefcThMS Ha
PenPOIVETHIH VIO (W HKLHR

= YACThL 4 — HoCNegonarie HIgeTHl, BIaHMoIeHCTEVIOIMNY C KPOBLKI,

= YACTh 3 = MOCNEeJoBAHHE Ha UMTOTOKCHYMOCTE, MeToak! in vitro;

- YACTR 6 — HCeCHefOBAHHE MECTHOID AeiiCTEHA MOCTe MMIUIAHTALIHH,

= YACTL [ = DCTATOYHOE COISPRAHNE ITHISHOKCHIA OCTE CTepHIHIAMHN,

= YACTE % = OGCHOBHBIE NPHHLTENE HIeHTHHHKALEH H KOIHYeCTRSHHOMY OIpe e 8 M MOTeHI A L=
HLEY MPOOVETOR J8CTPVELHN]

= 4acTh ) — HoonegosaHHe pasIpasawers W CeHCHORITHIMpYIoLe re neificTEMA;

= 4acTk 11 — HochenopaHte OOMETOKCHYECKOTO JeHCcTRAA,

= YacTh 12 — OpUroToBIeHde Npod @ CTAHAAPTHEE OBPA3LL;

= YacTh 13 — MOeHTHPREAUHA H KMHYecTEEHHOE ONpedeeHHe NMpoIyKTon TecTPYVELMH [oiHMEeD-
HEX MeIHLIHHCKHY M31enHii;

= YACTh 16 — MOMeNHPOBAHHE B HCCIEI0BAHHE TOKCHKOKHHETHEN NPOIVETOR IECTPVELNH M BRMil-
B,

Hacroamnil cTasiapT YCTAHABRTHBIST OPHHUMNE AISHTHOHEILAN H KEOTHYeCcTES HHOI0 OIpeaeie g
MPOIYETOR JECTPYELURH MATEPHANON, W3 KOTODLN HATOTOEIEHI] MedHUHHCKHE HWINeaus (MomHMephl, Ke-
PaAMHED, METALI W CIUIARL).

[MosmyaeHHyIo B X002 I3THX HCCHeIoBasHA HHGQOPMATHIN HCOONLIVIOT 118 OUeHEH DHOIOMHYEcKOrD
ALTHCTEMA MATEPHANOE W MIIeIHH.

Crampapr onpeieineT HeolNOIHMOCTE NPOBETEHHA W 00LEM HCCISI0BAHHH Mo HAeHTHGHKAUKK 1
KOMHUeCTBEHHOMY OTpelene HHIG NPROOVETOR JeCTPYKUMHE B SanHCHMOCTH OT paJd VEIonHii.

MeToanl WCCI2IOBAHMA, HIIOKEHHBE B CTANJApTe, BIATL HI MeAIVHAPOIHBIX, HALHOHATLHELIX
CTAHIAPTOR, IHPEKTHE H HOPMATHBOD.

JonvexkaeTcsd npUMeHerne OPYIHE MeTolon, O0ecHeuHBaiiUiy oueHEy GHonorHdeckoro geicTong
METHUHHCEHX HATeldil & COOTEETCTEHH ¢ TPeOOBAHHAMH MeEIVHAPOIHEIX CTAHIAPTOR.

B npunosennn B panomensl METOANKH OTIpeieie MM KOHLUeHTRALNHE MEeTALI0ON W OPYTHX JNeMeHTOR
B MEIHEO-DHOJI0MHYeCKHY Npodax, npHMeHdaeseie & Poccus npH oLeHEe DHONOTHYECKOro geficTeus
RETHLMHCENY W3 Hil.

K obpazuas HIQeTHR, NpelcTABIeMbIM HA HCNBTAHHA, NPeILARNRKNT TPeOOBIHHA B COOTBETCTRHH
c NOCT P 51145,

MNpunoxendne A ARIASTCH HEOTLEAMNEMON YacTeio HacToders cTavaapta. [Npuwnosenua b, B T
HOCHT COPaBoYHEH XapakTep.

A
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FTOCYAAPCTBEHHBIH CTAHIOAPT POCCHHCKON OEAEPALLHM

Hagenwa me HnsncLse
OUEHKA BHOJAOIMYECKOro JERCTEUA METHUIMHCKUX HIITETHI

Yacre 9

OcHonisie [ mn'ﬂl*‘m‘l“ H KOHYECTECHEOND MIPEIENEHHA NOTENTHATEHEX
NPOIVETOR NECTRYEITHHE
Medical devices, Biological evaluation of medical devices,
Part 9. Framework for identification and quantification of potential degradation products

Jara spegesnn 2002 —01—01

1 OdnacTe npaMeHeHHsA

Hacroammuil cTamIapT yCTAHARTHEAST OCHOBHEE NPHHUHNE CHCTEMATHIHMPOBAHHON OLUEHEH BOI-
MOCEHOH iR Habnmnmaesol GHOJerpagat il MeIHUMHCKHY HadeTHil (Jaiee — WTedldii), & Takke TpiH=-
LAIE COCTARTEHHA MNIada U NposeIeHdd Hoecne osanni GHolerpaiauin.

TpeGonaua HACTOAILILTD CTAMIAPTA ARTAINTCH PeKOMeHIVeMBIME.

Cramaapt He pacipocTpaiaeTca Ha:

= NPOAYETE DHOHHASHEPHH HA OCHODE HHBOH TEAMKH,

= HIVUEHHE BOIHHEHOBEHHA MPOIYETOR JECTPVELHM B Pe3ViILTaTe MexaiHyYeckux npoueccon. Me-
TOAHKH AOIv4eHHA NPpOIVETOR JeCcTPYELHH 3TOTD THNA HEI0oREHE B CTARIAPTAX HA KOHKPETHRIE MaATe-
P,

= MPOIYETE MDA, KOTOPEIE He SRAAI0TCH NPOIYKTAMM JECTRVKLIHA.

B covaaay, ecni CTAHIAPTEL HA MI0eMA KOHKPETHEIX BHOOE COMTePEAT MPHeMIeMLIe MeTOIbl HISH-
THEHHEALIHE W KOTHYSCTEEHHOMO ONPpeleTeHia NPoAVKTOR FeCTPYEUHEN, MUY MORHO DACCMaTPHBITEL Kak
WILTEPHATHRY.

2 HopMmarTHeHBIe CCHUAKH

B macTosuesM CTAHIAPTE HCMOMEIOBAHE CCRUTE Ha CNeyllHe CTAHIAPTE., COASPEAlINe MONoHe=
HHA, KOTOPEE MOYT PACCMATPHBATLCA KAk PA3IeNs HACTOoMMETD CTAMIAPTA:

[MOCT P HCO 10993.1—99 Maneana meqnuHHckre. Ouenka GHOa0rHYeckoro JefcToMa MeqniHH-
cEMX mazenuii. Yacte 1. Ouedka 1 MCcclenonaina

MOCT PHCO 109931399 Manenna MegnumHckie. OueHka GHONOrMYeCKoro 18 cTRHA MeIHIHH-
ckux wigennil. Yacre 13, Hoenmwdmkauma B KoOHYECTEEHHOS ONpeieleHHEe NPOIVETOR NECTpVKIIHH
MOTHMEPHEBEX MeTHLHACKHY HIgenHi

IOCT P 508559 KoTeiiHepul 118 KPOBH H e8 KoMMoHeHToB, Tpefonasud xMuMudeckoil n Guo-
NOTHYECKON De30TMacHOCTH H MeTOMEl HCITLITAHR

MOCT P 5114898 Maneana seonuuyckue. Tpebosauua K odpaiuas W I0KYMENTALMH, NpeicTaB-
NAeMLIM HA TOKCHKOMOTHYECKHE, CAMHTAPHO-XHMHYECKHE HCNBITAHNA, UCNBTAHHA Hi CTEPpWILHOCTE W
MHPOTEHHOCTL

3 Onpenenenus

B wacrodmes CTAHIAPTE MCNOILIVIOT TEPMHHEL, npubetenusie &8 [OCT P HCO 109931, a Taxwe
CABOVIOLIHE OIIpeIeIeHHH:
i1 necTpyuHa: FPaspyieHHe MaTepHana.

Hanumme odmumaasmoeg
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3.2 omonerpagamma; PaspylieHHe MaTepuana b pesyvibTaTe BodiedcTend GHOTorHYeckol cpeakl.
11 PHMEYAHHE — Em:l,.u,::rpﬂ..:l;.u.l,ua::l MOHD CAMOICTHPORATE B SKCMEPUMEHTIN in vk,

3.3 HIIENHE, PACCACHEBANIEECH B (PHIHONOMHYECKoH cpene: MeIHUHHCKO: H3ENHE, PAIPYILAILIIEECH
WK PACCICRIBANIeeca B DHOMOMHYSCKOH cpele Oprary i,

34 DpOAYET BRMBBAHHA DECTPATHPYEMEA KOMIOHEHT MaTepPHATa, He ABTAHIHHECA NpoIyeETos
KHMMEYECKOH JeCTpyKLHE.

3.5 woppoada; defcToie XHMHYECKHE H ANSKTPONHEMITMECKHN PeakuMi Ha MeTALNEl | CIJIaRks.

I PHEMECYIHENE— HHD!’,.'.'I.E.I. TEPMHH «KOPPOZEAHEs HCTONEIYHEYT LIAPE I cOoaHAMEHNR VEVIALICHHWE EAYSCTHA
APYIAX MATCPHILER, £] HECTOHIIEM CTAHIAPTE OH OTHOCHTCH K MOTLUIHM HOCILNHELN.

3.6 pemectTed. MUIHBHAYVATLWBIH XHMHYECKHH 2eMEHT, CORIHHEHHE HIH KOMIUIEKC CORTHHEHHHA.

3.7 ipparvent wamenns: Oana w3 gactedl WageaMa.

3.8 npoaver gecrpyiumn: Jliobag wacTHUa WIH XEMHYECKOE CoemHHedHe, obpajoBaBluHecid npH
KHMHYSCKOM PAIpvITe HHH HCXOIHOTO MaTeP AT,

4 TIpHHHHNGL NIAHHPOBAHHA HCCIEN0BAHHA NECTPYKIHH

4.1 (Hmme MoAGKEHHA

[Momxoo K oueHkKe J8CTPVKUHN IABMCHT OT NPHMPOILE HCCIeIVeMOTd MATEPHATL, MedHUHHCKOTD
HATEMHA, VOIORHN MpHMeHeHEa | JTOKATHEAIHE KOHKPETHOMD HANeIHd B opradmase. Korna wecnsavioT
KOHEPETHOS MeIHUHHCKOS HIEIHe M ecTh nogpobHad HHopMaumd o XHMHYECKOM COCTaRe Cpelkl, B
KOTOPOH Hateade OVIeT APHMEHATECA, HCCISI0EAHHE NPOBIAT B YCIOBHAX, MOISTHPYIOLWIMY NapaMeTpil
JAHHOH cpeibl.

Mo BOIMOXHOCTH OPH MAIAHHPOBAHMK HCCIeAoRIHHH DecTPYKIHH HCOOILIVIOT CTAMIAPTE 14
HISHTHHMEAINHT B KOTHUSCTREHHOTO ONpedefielHa NpoIVETOR JeCTPYVELMH OnpelsieHHBIX FPVITT MaTe-
puaion, danpusep FOCT P HCO 1099313 ana noawsepon, MCO 1099314 |1] — 018 kepavukid |
HMCO 1099315 [2] — ana smeTanion M cnianon. [pd Heclelosauue Wageduil, coctofiuy Gonee yenm Mi
ABVE PARIHYHELY MATEPHANOR, YYHTHBINT BCe COOTESTCTEVIOWHE CTAHIAPTEL [0 OSCTPYELMH,

4.2 [lpeipapuTeibioe PaccMOTpense

Heorwesaesoid 4acTeio oleHKH GHOMorHYeckoi Ges30nacHocTH HATe THE AKTAeTCH TIATeIBHOS MPo=
FHOIHPOBAHKE  CIOCODHOCTH MATEPHAIA K JeCTPVELMM, BETOUAE OMHIASMYIO W HeNPelnuIeHHYI Q8=
CTRYVEILHE.

HavankHeis 3TANoM MPOrHo3HPpOBIHNA SRTIETCH OLeHKa XHMHYECKHX XapaKTeEPHCTHE H HIRSCTHLIX
MEXAHHIMOB TECTPYKUHH. 3aTeM OLUEeHHBAIT HeobXOIHMOCTE IKCOSPHMEHTAILHOIO HCCIeIoRaHHA GHo-
Aerpadaudil B COCTap gt ero maad. Ha ocuose of3opa JUTepatypbl M OSHAKOMIEHHA C 1T 5LUTY LM
OTBITOM KAHHHYECKOro NPHMEHeHHA aHAIOMHYHLIY MATEPHATOR MOMET BOITHHEKHYTE HeOdXOIHMOCTE A k-
Heled DHOMOrHYeCcKol OUeHEW NPOIVETOR IECTPVELHE. HeT HeoDXOOMMOCTH, 4 TAKKE He BCETIa HMEeTCH
BOIMOKHOCTE MPOBOIRTE HIVIEHHe JeCcTPYKUHH 108 BeeX Wigenuid. OfocHoBaHMa HeolXoIHMOoCTH Hiv-
QEHMA JECTPYELHH NPeAcTaBIeHLl B npuaosenny A Ouenka HeobixolHMOCTH NIPORETeHHA JKCIepHMEH-
TAMEHEIY HMCCALIOBAHHE OECTPYELHH J0JEHA BEDIOYITE ODI0P AMTeparTyphl € (MAM) OIHAKOMICHHE C
AAHHBEIMH 08 ONBLITE KIHAHYECKODD MpHsMeHeHra. Takan olueHKs MOMeT NPHBSCTH K 3aKT0Ye IO, 970 HET
HeoDXOAHMOCTH MPOReIeHHA IKCASPHMEHTAILHEY HCCIEIOBAHHN, KOMTa HI4aesMoe HITENHEe YCImemHo
MPHAMeHEeTCH B METHIHHCKON MPakTHEe, 3 TAKKES HMEIOTCA HoBBE H oNyDIHKOEIHHEE DAHHEE H AHAT0MHH
C MIBECTHEIMH HAUIETHAMA, MATEPHATAMM ¥ IPOAVETIMH JeCTPVELMM.

PyKomoIcTes o ouerke DHONOrHYeckoro nefcTeHA MPOOyKToR JeCTRVELMH MoTHMepHUEBY Hage il
(Matepuanos) npeacragredo s FOCT P HOO 1099313,

4.3 Iliannposanne HCCHE10BAHKA

IMnan KcoaeIoBalHd JoTEeH DMTE COCTARTEH W odopsieH B COOTBEETCTEMH © NMomoseHdasi 4.1,
B miape vEAILIEIOT MeTok AaHANHIA, © MOMOLLK KOTOPEX HIVYAIOT CASIVIOUIHE XapaKTePHCTHEH Mpo=
AVETOR JeCTPYELIHM:

- XKHMHYeCKHe M PHIHKG-XHMHMECKMe CROACTRA,

= MopdonorHn NoEEPEHOCTH,

- OHoxpMHvecKHe cpoiicTRA.

B rmrame Takse HATArANT METOAkl, HCTIWTLEIVEMBIE 108 NOAYHeHHS NPOOYKTOR IecTpyKUHH. B nnave
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HCCHeOOBIHHA HITeTHH, COCTOAUIHY HI SMEHOTHY QparMedToR, YUHTEBANT Kadilkil dparsedT Wil Mare-
PHAD, 4 TaK#Ke CHHEPTHYeCKOE WIHAHHE PAXTHYHBY ParMelTon Ha J8CTPpVKLIHID.

4.4 XapaKTepicTHEA NPOAYKETOE JECTPYKIEH METRIHECKHX HInenHi

[MpooveETE ASCTPYELME, TOIVUEHHEE B X002 HCCIeI0BaNMdg, MOryT NPelcTAnIdTe CcotoH YICTHUR ,
PACTAOPHMELE COSIHHEHHA WK Mol 108 onpe1eie il XapakTepHcTHE DPoIVETOR JeCTPYELHH HCIo0 k-
IVIOT COOTBETCTRYIUIHE ANATHTHUECKHE METOLL. DTH MeTONLl Jo/LEHE GHTE 0DOCHOBAHE W NPHEEOSHLE
B oTdeTe oF HOCASI0BaHHH.

[px cocTapie HAM LUIAHA HIVYIEHK JECTPYEUHM COSOveT YYeCoTh WIHAHKE MPOUecch JeCTPYELHH Ha
GHOTTOMHYECKHE HOCTed0BaHHA.

[Mooxoms K favue D GHOJerpalaliy NpeacTamie sl B npaaexennn b,

[lnan gonxed BEIKOYATE B CoDl CeIyIomes:

- MASHTHOMEALHIO H XApETEPpHCTHEY HINenMs ¥ (MM ) MATepHATA 1 NPeInolaraemMos npHMeHene;

= HIeHTHHHKALHID H XAPasTepUCTHEY BOIMOMHOID MEXaHHIMa JeCTPYKIIHH,

= HIEHTHHHKAOHID M XapaETepHcTHEY HIBSCTHRX, BEpOATHEX H NO0TeHUMAILHEX NMPOOYETOR Je-
CTRVELLHM,

= METOMLI HCCTed0BANNE.

Mpusmecuaunasa

| Creneds B CROPOCTE METPALMN NPOAVETOR JCCTPYELRE 3EBHCHT OT TAKNX (UETODOBE, KUK OPOUSCoR
NPOREICTEL, KOTOPEIE WAMEHAKT COCTAR W CTPYETVEY NOBCPXHOCTH, MUIPLALURA HA NOBCPXHOCTE M3 MITCRILLIA,
AHMANCCKMIE COCTas (pHIHOROrHYeckol CPeas | PACTEOPHMOCTE B HEl # T.L

J HeonenoBasne MO®eT NPHECCTH K 3GKT0MEHHKI, YTO0 FBOGYEHD ADCTATOMHOE KOIHYCCTED JAHHEY M HET
Heo DO HMOCTH B AATRHEALIE Y B3y HEHENIL

5 Oruer ob HCCASTOBAHHHA

B oTuer of HCCaeIOBaHH BEKIIOWIIOT CAeIVIOWY MHODOPMILHI:

= OTTHCAHHE MATEPHATA W (HIH) HIIENHA B COOTBETCTEHN ¢ b2, BELMOYAs NpeanonaraeMoe TpHse-
HEHHE M BHI KOMTAKTA ¢ OPTAHHIMOM;

- OUEMKEY NeCTPYEUMH M BRIBOIL 10 Pe3VILTATAM OLEHKH,

= HAEHTHHHEADHID H KOIHYeCTRCHHOS ONPeleeHHe NPOIYKTOR JeCTPYKUHH (Hanpusep, gopsMa K
COCTOAHHE NPOAYKTOE JECTPYKLHH, MX CTADHALHOCTE H HCNOALIOBAHHEH KOHTPONE),

- OTIMCAHHE METOIOE MIVHEHHA JeCTPYKUAH, YCIOBHA HCCIeIOBAHMS, TECT-MATEPHATE H METOIHKH
HCCAEOOBAHHA, BEAKYAN BHIL KOHTPOTA;

= OMHCHHHE MeTOIOR AHANM A, BEJOUAA NMPeJesl oOHAPYVHEeHHA H BHAL KOHTOIA;

- JOKVMEHT O COOTBETCTEHH HCTIHMTATENLHON Ja60paTOPHH CHCTEME VIIPARISHHNA KAYECTROM MCTLI-
TaTenLHEY TadopaTopuit ¥ (Hau) Pykosoacteo HCO 25 |3);

- KPATEOE HAUTOMEHHE Pe3yILTaTon;

- HHTEPNPETALWA H OOCYHICHHE PEIVILTATOR.
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MPHNTOHKEHHE A

{olsareasHoe

DdocHosanue HeofX01HMOCTH MpoReIEHHA HCCAEI0BANHA JeCTPYKIIHH

HeofxoaqmooTs NPOEEISHMA HCCISA0BAHIN TECTRYKLHH PACCMETPHELINT, ECIH:

- WAREAMC HTHCTCA PACCHCEIBELIOAMEE B DHoaoriHeckod cpeas;

- HAIEIHE MPEIHLTHIMCHD L6 HMICIaHTIUN I HA Cpo, npessuamomi 30 oy

- #CTh HHIPOPMALWA 0 BEPOSTHON MEIPUIEN TOKCHYHLIK BCWECTE DPH KOHTAKIT JHAHHOI MITERLLE ©
CNPHTELH MM,

Hoayuenue pectpykunn HeobRETe N BHG, SO

- KOTHMECTED BOAMOGHEIN TIPOOYETOR TeCTPYKIIME NPeIckasIyveMo, H CKOPOcTh oOpRioBaHne PpoIyEToE 1e-
CTPYHEUHK moaobus Todt, KOmopea mEsecTH W3 MeITHLEWHECKOH NPusTHeEn sk Gesomae s,

- SN pEIMEp W OpME SBCTHL NoAoGHBL Tes, GeI0MECHUCTE KOTOPEN IDKIHHA ONLETOM OHMEHEHEH B
MEIH LLHHCKOR IpasTHEe;

- GO VMY CYIUCCTEYHNT JAHHBE O QECTPVELNH, B TOM YHCES O BEIUCCTBAX M OPOEVETAY LSCTPYKUEH 1PH
MPEMOUIEATBEMOM TPHMEHEHIK.

HeobxoammMooTs MecHeoBaHmi in vivo pRocMaTPHEENT Hi OCHOBE PEIVIETATOR MOCIEA0BEHNIT in vilm,

[0 BOSMOKHOCTH NPH BIYYCHHE TEOPETHYCCKN NPEACKATYEMBEIN MPOUSCCOR TECTPYELRH YS4HThIBAKIT JKCIICHH-
MEHTEL IN vitro, BeINoIHas nociclomHma 0 vive, HeoDxomHMo IOMHEETE O TReDDBIHHAX K SunnTe xneomHex. L
OIPIEICHAE BEPOHETHOCTH BECTRPVELHE B HASHTHEHKEEHN DPeanoEIraeMeEy npIysETOE TECTPYKUEHHE B &8 CROPOCTH
COOCHOBLIBLIOT HeOBROIHMOCTE [IPOECIEHHA HCCISTOBIHEE 11 ¥ivD | In vitro,

[MPHIOKEHHWE b

{CnpaBotHOS

J0n0INETEILHAA HIPOPMAIIHA K NIARY HIVIEHHA JECTPYKIHE
B.1 Otmmme mouGsenns

Huscrosiues mpuooseHEe cOnEpaHT OIS HNE, KOTOPRIE YHOUTHEENT NPH OUEHES REPOSTHSH A2CTPYELHN.

B coyuae oreyrereds obmeil apfopsaume o JECTPYEIHE MIIEIHE H MATEPHATOE, 4 TEKEES 0 OHOIOHYECKDM
ARACTENN BOIMOKHELX NPOOVETOR JECTPYELHK MPOBOIHT CONTBETETEY OILME SECNEPHMEHTILIEHEE LCCIEA0BIHNA.

B.2 Oumcanme MEITHUHECKOTD HIEAHA B (W) MATCRELATE BEINSIET

- HUHMEHOBEIHRE MEIHIHHCKOM W30eTHA 1 {HIE ) MOTePrLE;

- HEZHAMTHWE MEIHIHHCKOM H30eiHa;

- MPEOOEAIEEMOE ITPHMEHEHHE;

- TP noEEracsy i SHTOrHNesKy R Cpeay.

- COCTHE MHTEPHLIE;

- MIOIFOTORKY MaTEpHan (o0paboTka, Crepiniamnma);

- COCTUHHHE NOBEPXHCTH,

- PEEMUPRL

- DTS EHBLE PPErMEHT,

- DLISTBEHELA (PPErsiEHT, HCEUNIBIVEMEA B EOMOMHEINW © TpyTHME;

- HEHIEAHE, COCTORIIEE HI HES KOO EKHN iParsie i Ton, — OUeHED KAEA0M MATERHLIE, BXDEAAIIETD B COCTIR;

- TPMNNEEHTEILHOETE KOHTHETH;

OpyTrHe MEPaKTEPHECT HEH.

B.3 Ouenkds BoTMKHEX B AIBCCTHRX NPOIYETGE BECTRYEINE
B3l Hamenense OCHOBHON MACCH MATEPHATA

ChEMIACMEIE N HENPEIBIEHHEE HIMEHEHNA GCHOBHON MACCH MATEPHATA MOIYT NPHEXIHTE K OOPES0ERH K
NPOIVETOE JECTPVEIHN B BHAC YAcTHL, 4 TAKKE MOETHATE HE CrabiibHOCTE nosepxyocTi. Maseseans ocHosHon
MACCHL MATEPHIULE MOTYT MPOHCKDIHTE, HANPHMER:

- B TOUEccs HAromae HEE,

- BO HPEMSA CTEPHIMAAIN;

- [PH NPOBREOEHHY HMITCIAHTAINE B B0 3PeMA npeDslBEHEA HMILIAHTATE B OPCAHEE

- B PEEyELTATE GHOpecOpOMn,
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- OpH XPEHEHHN B B CERIH © HOCTAD M BHOC ThIY,

- [PH HAMCHEHHKH (paardccrero cocToaHrE (Habyamme, Qasoemi nepexos o 7.0

B3 Buxon BemecTs € HOBCPXHOCTH

Braxon seiecTs ¢ DOBCPRHOCTH MOMKET NPOHCRIIHTE B COSAVKILIHE CAVRAN:

- EHMEYCCKHS Pakumi;

- BblMBIELHEE

- MHITHILINA;

- IEMOCTHMEPH R

- OFTCULAHBHHME, CTILe v M e,

B33 Hagenue, cOCTOHWEE HI HECKOABKEMY KOMHOOHEHTOE HIH HONOAL3IYE-
MOE BMECTE C APYTHMH HIACTHAMM

B aononHedse K epedMcIcHHOMY HEOBNOIHMO PACCMOTPETE CIEIVEMNIIME REEHH:

- pEEpyIIEHNE CTPYETY];

- pacCiEaHBEHHE,

- MHIPELMH BLUIECTE W3 OIHOMD (PareHTa B 1Py o,

MPHIOHKEHHE B

{cnpasoynOe)

HegoTopuie METOAL ONPEICTCHEN KONUCHTPANHA METAIIOE W APYTHX JACMENTOR
B MEIHKO-0HON0rMHec KX npobax

B.1 Koawsecrecamsii GeasTasoiesii 3IcMEETHEI AHATHI BENIECTES METOLOM TAICPHOE MACC-COCKTHMETHHR

B.i.I TipHsmsn onpegsmeds OCHOBLH Hi BHATE COCTARE WOHOE, [IOAVHREMEY DI BEMOEEECTEME Ta3ep-
HOTD MWUIVYEHHA © MecrenyeMbiy obpasos. Hanyuenre 1asepa 8 secTe BausoieACTHRI © 0BCPEXHOCTRED 1o
BROABAAET HCMEPEHHE M HOHREUKE BelecTes. HOHE pasteisorcs ek TPOCTATHYSCKHM 1 MACHHTHEIM [I0JIEM N0
DT HCLIEH Y MACCH HOHA & APHIY BLAE W PECHCTRPHPYIOTCR GyMymDasTe KTopoM.

[Mpr onpegeaeHHO0 IIDTHOCTH DOTOKA JA3EPHOTDS HATYYEH A JOCTHIESTOR COOTBETUTEHME COCTARL PerHcCTRMpY-
EMOMD MACCOROTO COEKTRE COCTHEY SHATHAHPYEMOTD OBPEILA, BCISACTRAS STOM0 HHTEPIPETALNA DEIYARTATOR AHAINA
OCYIMSCTRIAETCR DE3 HOEOALS0BAHUA CTAHIAPTHEIY H EOHTPRUILHEEN 00paiI0E.

B.1.2 KoasuecTee HHBGT BossTanoH BT SHANNS COOCPEAHHA FEMEHTOR B THCRAOM BELECTES D0 IpHpoIsE.

XAPAKTEPHCTHES MeTOaa:

- IR NPOBSACHHA BHANNIE HEODRITENLHO HMETE 11 PeABIPHTEEHY I nHfopMaune o coctase obpaiug;

- MPOCTAE MPOGIOLroToEEA;

- MEIHKO-BHIOrHSeCKNe MPoDE MOCISLY KT B CBOSM SCTECTBEHHOM Bitle, 0ol 0CBODOE HEHHA 0T DPFIHEHECKHY
BEINECTE,

- MOUTHOTSE GHATHEL, T.¢. GIHOBPEMEHHOE onpereacane soex anesmerros Deprogmaeckoit cucremea J1.H. Men-
Asiee B

- YHHBEPCLTEHOCTE (BOIMOGKHOCTE RHATH 3 OFEEKTOR C UK (NPEIEIcHHA PALTHYHEY [pamMeceii)]

- CIHOBPEMEHHAH PECHOCTPALNA BOex AeMeHToRs,

- WMPOKHH AHHAMBYSCKEA THANEI0H, 7.2, BOIMIGKHOCTE ONPEIEICHEE OCHOBHED, NPHMECHEIN H QISI0BERN
COMTARIAHILUNA,

- HM3KHE mpenensl obHapyseHid — otHocHTeasree (10-F — 107y mace % Gei HCIHUIBIONAHNA KOHLEHTPH-
posaHpa) o abcovsotiee (10— — 102 ¢, wro no3soiset pacxos0BaTh PEISIbHO ML KOIIHYSCTEL OPp0DE, T.8.
NPOEGIHTE TRAKTHHECK HEPEEPYUEIRINE §HETHI;

- BOEMOE HOCTE IOKLTRHOM 1 I0CIIHOTT SHATHE € BRCOEUM paipeieimes no nosepxroctd (<000 mem) i
ravhuHe {3 Hu)

B.1.3 Ananui oposogsT HI JA3EPHOM SHEPIOMACC-AHATHIATOPS © pOpemEwel cRocobHOCTEG go 5000,
Perscrpauns  Macc-cnckTpoR  OpOMexaaMT wa poromiactiEke. Bpems, sarpasmssemos B aHLIHD, JR8HCHT OT
TpeDyesoi YVBCTENTENEHOCTH (100 — F-7) % o sooker #aseHaTecs o1 L3 sun 1o 2y, Maccs npobe, HeoBuoarMan
ANH OOECHEMESHUA MK HMLTEHONH Y¥BCTRINTEILHOCTH AN, — b wr,

CHHOCHTEALHAR CHCTEMATHHECKAS MOMPEIIHOCTE d,,,0

Bopy = 30 % B pusn@aone Mok KosdesTpagsii (11077 — 1107 %) mace.%.
By = 20 % B pnanmone cpeaHnx koHueHTpammit (1107 — 1) mace %.
Ao = 10 % B auanasone onpeacteHns ocHoBsl (1 — 00 mace. 5.

Mpooeoypa BEOAHEHUA METOIHKH witokera B ookysdedre MP No 3873—85, yvreepsaeanoy Munanpasos
COCP 0b.05.85.
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B.2 Onpepercam KOBNEHTPALKN PACTEOPEHHEX (HPM METATADE B BOAHOH BHTAXKES, 2 T6-00il AHMOEHOE KHCAOTE
i duanoaoreseckom pacreope (0,9 % NaCl) smerogos aromao-adeopiupouaoi CHEKTPOMETPEH (B IUIAMERR H 3IEKTPO-
TEPMESECKAS ATOMHIAUMA B rpadmrosod nean)

ATOMHO-A0COPHUMORHE METOI OCHOBAH HE HIMEPEHHH STOMHOTT TOMIOIUSHIE 10 AHLANTHHECKH M THHHAM
P BECACHHK SHTHIMPYEMELY RHIENE Npod 0 PRIyHPORMHEY PACTROPOE B TULLMEL

MNpousaypa BelronHeHE MeToanks winosena 8 POCT P S0DEAS,

Yenoama onpeneisHEd MeTAUI0E mpeIcTasieHs B Tatauue Bl Onpegeacans NpoBoaaT Ha aTos Ho-afoopiu -
GHEOM CIEKTPOMETPE © HIIAMEHHEM ATOMASITOPOM.

Ecnm maccopis xOHUEHTEEUMA METILLIOR B AHLAMSHPYEMON DpoDe NPEBRIUACT BEPXHKK IPUEMLY THLITEH
DIpEIEIReMEN KoHueHTpauHil (), o aonyokseron paabapiciane npods.

CFDuman MHE PATHENH AHATHIMPYVEM LY Npod He DOREHE npessiuaTs Doace 5 /o

[pasynpopodnse pacTROpE DOTOBAT M3 CTAHIAPTHEY oDPAsLioB COCTHEA PACTHOPON METLLION © KOHLSHITPHE-
peit 1w 0,1 mrfse.

s xonperrpaunii setainoe or 0,01 g0 0,05 w1, or 0,05 oo L0 sacds, or 10 o 2000 s/ woce. 20 sirfa
OTHOCHTE BHEE OPEIHOCTE PEIVIIETATOR AHANME § pomsas cocrapnars 40, 10, 5 w 25 % conTeeToreesHD.

Tadaunwwa Bl — Aromuo-afcopbuMoHHOe ONpeIcicHe METAIA0E B IUTEMEHR
Dnesient A, Hm {:n.l'[l'l K., siA Tun ithamenn B, Wi E", marl e Er. Min
Ag 3281 3040 Mponas—aoanyx T—3 0,005 5
Al 083 4,1—4.5 Avreriuren, ™ 10—12 0,15 2
As 1937 4 0—4 5 ALSTHIEH— BOKIYE 10 (i Al
Au 242 8 4.6—50 To e -0 0,05 11
Ba 5536 4550 » 6—7 2 200
B: 2231 4.1—45 MNponus—aoarys 7—8 0.05 f
Ca 4227 1943 T e T—3 0,1 0
Cd JIRH 3033 ® T—8 0,5 25
Co 2407 4.0—4.5 % T—3 0,02 5
Cr 3579 4.0—350 ARETHIEH—BOLIYX b—7 0,05 7
Cu IMA 3540 Mponas—soanyx T—3 0,05 7
Fe 2483 4448 To e T—8 0,05 1]
Mg 2852 1035 ® T—H 0,001 0.7
Mn 279.5 4.0—45 ® T—8 0,02 5
Mo 313.3 50—535 ALCTHICH—BOATYX T—8 0,05 £l
Mi 2322 40—45 Mponas—eouryx 7—8 0,05 7
Ph 2832 4146 To xe T—8 0,02 Al
Pd 2448 4.3—7 » T—4 0,1 100
Pt 2659 4 550 AUETHICH—BOLIYX —0 0,1 [ 50
Sh 231.2 4 6—510 Mponas—aoaryx T—3 .1 100
Se 1960 4.0—44 To we 1—8 0.8 N
&n 2863 4.4—4 % ALCTHICH—BORIYY -0 4 400
Sr 4607 40—45 To we 6—7 0015 15
Ti 3643 50—54 AveTiieH, My, 1—12 0,2 i
b 384 5054 To we 10—12 0.2 i
Zn 2139 31-35 # T—7 0,005 5

B ratmuex B.1 v B2 npuasTs obozHEdcHWa:

A — ATHHL ATOMHO CHCKTRLIBHOH AHHHH,

H — pRCCTORHHE O DOPIIKKE 10 DEHETRE COO0HMOETH Vel CHeETRUTEHOR ML,

£, MK — cpeayes sHaveane pabouero TOKL CIECETPRTEHON TAMIE C NOUEM KATOR0M

O — HHAHAE (PAHNLE DHANANHL GOPEIeTEHIE METAUT0E (NPeae ohHapyseHn );

{, — BEPXHAA TPIHHIE OHANEI0HA ONPSIEICHHA METAIN0E;

T — temneparypa;

f — BpEM.

B.3 Onpenesese METALIOB C OMMEEN MCETPOTEPMESECKOHE STOMMA NN

YemoBus ONpeneieHEA MeTALI0E npercTanesEs B Tatouse B2 OnpeneacHie NpoBoaaT Ha aTom Ho-airopin-
DHHOM CICKTROMETPE, MPeIHATHEMCHHOM 118 ONPEIEISHRA MACCORRE KOHUCHTPAUWE MeTLUI0N B RHaKux npodax
OYTEM 8 ICKTPOTEPMANECKON BTOMMaUHMH B rpaerosoil nedn. B COCETPOMEeTpE HONONEIVEST PRCIISTIIEHHE
PEADHAHCHON JANHHH [TOIAOIEHRS # TEPEMOHHOM MAFHWTHOM movie (bt 3eesunn), Yro ooeIHeT KOppeKTHRo-
BATE COCKTHUIEHEIE AOMEXH PUAUTHMHOE TPHPOILL.

fr



