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BsepeHune

CobnofeHne nonoxeHuin ctaHgapToB cepun MCO 10993 «OueHka 6GUOI0rMYeckoro geicTens meam-
LIMHCKMX U3gennit» no3BosnT ob6ecneyntb CUCTEMHbIN NOAXOA K uccnefoBaHuio 61oN0rMyeckoro geincTens
MeAVNLUHCKUX U3AeNNii.

Llenbto aTnx cTaHAapTOB He ABAseTCcA 6e3yCnI0BHOE 3aKpensieHne eanHoo6pasHbIX METOL0B Uccneso-
BaHW N MCNbITaHWIA 3a rpynnamn 04HOPOAHbIX MeAULUHCKUX U3fennii B COOTBETCTBUM C NPUHATOW knaccudu-
Kauueri nx no BuAy naanTenbHOCTU KOHTakTa C opraHM3mMom Yosioseka. NMoaTomy niaHnpoBaHne nnposeaeHve
nccnefoBaHuii MNCNbITAHWIA AOMKHBI OCYLLLECTBAATH CNeLnanncTbl, MMelLLe COOTBETCTBYHOLLYH0 NOATOTOBKY
M onbIT B 06/1aCTW CaHUTapPHO-XMMUYECKOM, TOKCUMKOMOrMYecKol U 6MoN0orMyeckolt OLeHoK MeauLMHCKUX
n3aenuia.

CraHgapTbl cepun CO 10993 ABNAOTCA PyKOBOAALMMUN LOKYMEHTaMM 4715 NPOrHO3MPOBaHUA 1 Uccne-
Z[0BaHNA 6MONOrNYECKOro fencTBUS MeANLMHCKUX N34ennii Ha cTafmmn Bbibopa maTepuanos, npefHasHayeH-
HbIX AN19 UX U3rOTOBMIEHWSA, a Takxe ANA nccnefoBaHuii roToBbIX N34eNNiA.

B cepuio NCO 10993 BXOAAT cnegyolime yactn nof obwmm HassaHneM «OueHka 61M010rMyeckoro
[eCTBMA MeAULUHCKAX U3AENNN»:

Yactb 1 — OueHka n uccnegosaHus,

YacTtb 2 — TpeboBaHWs K 06paLLEHNIO CXMUBOTHLIMY;

YacTb 3 — MccnegoBaHns reHOTOKCUYHOCTU. KaHLLEPOreHHOCTU M TOKCMYeCKOro AeiCTBUSA Ha penpo-
OYKTUBHYI0 (DYHKLWIO;

YacTb 4 — VccnepoBaHuve n3genuii, B3avMoAeiCcTBYIOLMX C KPOBbIO:

YacTb 5 — MccnegoBaHne Ha LMTOTOKCUYHOCTb, METOAbI in Vitro;

YacTb 6 — MccnepoBaHne MeCTHOrO AeCTBUSA NOCe UMNIaHTauum;

Yactb 7 — OcTatoyHoe cofepxaHne aTunenokcuaa nocne crepuansaunm;

YacTb 9 — OCHOBHble NPUHLUMBI UAEHTUUKALUN U KOTMYECTBEHHOTO onpefesieHns NoTeHLnaNbHbIX
NpoAyKTOB Aerpagayuu;

YacTb 10 — WccnepoBaHue pasgpaxaroLlero v CEHCUOUIM3NPYOLWero 4eiCTBus:

YacTb 11 — WccnepgoBaHue 06LLETOKCMYECKOTO ENCTBUS;

Yactb 12 — [lMpuroToBneHune npob v ctaHfapTHblE 06pasLibl:

YacTtb 13 — NaeHTudukaumns n konuyecTBeHHOE onpejenieHve NpoAykToB Aerpajgauun noanMmepHbIX
MeAVNLUHCKUX U3aenuii;

Yactb 14 — VgeHTudmkauma n KoNnyecTBeHHoe onpefeneHne NpoAyKToB Aerpagaunun nsgennin us
Kepamuku:

Yactb 15 — VgeHTudmkauma n KonnyecTBeHHoe onpejeneHve nNpoaykToB Aerpagauun msgenvin us
mMeTasf10B ¥ CN1aBoB:

Yactb 16 — MopgenupoBsaHue u uccnefoBaHNe TOKCUKOKMHETUKM MPOAYKTOB Aerpajaunn U BbiMbl-
BaHuA:

YacTb 17 — YcTaHOB/IEHME NOPOroBbIX 3HAYEHWI 415 BbIMbIBAEMbIX BELLLECTB;

YacTb 18 — MccnepoBaHue XMMUYECKUX CBOMCTB MaTepuasos:

Yactb 19 — MccnepoBaHue M3NKO-XUMUYECKMX, MOPCOSIOTMYECKMX U Tomorpachnyecknx CBOMCTB
matepuasos;

YacTb 20 — MpuHUMABI ¥ MeToAbl UCCNefoBaHWs WMMYHOTOKCUYECKOro AeNCTBUSA MeAULMHCKMX
n3aenuia.

B HacTosiwem cTaHAapTe M3N0XeHbl NMPUHLUMbLI UAeHTMdmMKaLum 1 KonuyecTBEHHOTO onpeaeneHns
BeLLEeCcTB, 06pasyLLMXca Npu pacllenieHny XMM1MYecknx CBa3ei B pe3ynbTaTe NpoLeccoB rmaponmsa nokuc-
NIeHNA B MOJe/IbHbIX BOAHBIX cpefax. PaccMaTpusaloTcs ONOTHUTENbHbIE 6Moornyeckme pakTopbl, BIMAI0-
LiMe Ha CKOpOCTb W XapakTep npouecca ferpafjauuv, Takne kak cepmeHTHas, 6efnkoBas M knetovyHas
aKTUBHOCTb.

Heobxo0AMMO NOMHWTL, YTO U3fenve U3 NOMMEpPHbIX MaTtepunanoB MOXeT CoAepXaTb Henpopearnpo-
BaBLUMeE BellecTsa, NpumMecH, BolllienaynBaeMble COeAUHEHNS, Takne kak MOHOMEpbI, OINTOMepPbI, pacTBOPU-
Tenu, katanu3atopbl, f06aBKM W HanonHUTenu. MNpu UX HaIMumMnm OHWM MOTYT MellaTb UAeHTUuduKauumn un
KO/INYECTBEHHOMY aHa/In3y NPoAyKTOB Aerpajaunn nccneayemoro nsgenums.

MpuHUMNbI naeHTugrkaunm n KONMYECTBEHHOTO onpefeneHns NpPoAyKToB Aerpagauny noaMMepHbIX
MeANLMHCKNX N3[EeNnii ABNATCA 6a30BbIMY AN GUONOTMYECKOW OLLEHKN B COOTBETCTBMM C NOSIOXEHUAMU
cTtaHgapta W C 010993-1. onsoueHku pucka B cootBeTcTBum ¢ M C 0 14538 u. ecnu Heobxoammo, ANns nccnepo-
BaHWsA TOKCUKOKUHETUNKM B cooTBeTCTBMM ¢ ICO 10993-16.
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HALULMWOHANBbHBLIN CTAHAAPT POCCUWNCKOMWN GELEPALUMN

N3LENNA MELVNLUHCKUNE
OLIEHKA BMOJIOMMYECKOro AENCTBUA MEAULMHCKUX N3LENNIA

YacTtp 13

NaeHTndmkayma v KoNnyecTBeHHoe onpefeneHne NpoAykToB
Aerpagaumm nosiMMepHbIX MeaULUHCKUX n3aenunii

Medical devices. Biological evaluation of medical devices.
Part 13. Identification and quantification of degradation products from polymeric medical devices

[Nata BBegeHna — 2010—07—01

1 O6nacTb NpUMeEHeHUS

HacTosAwwuii ctaHaapT yctaHaBnvMBaeT o6Lwme TpeboBaHNa K cucteme MeToAoB AN uaeHTudmkaLum n
KONMYEeCTBEHHOrO OnpejeneHns NpPoayKToB Aerpajaunn noanMepHbIX MeguuMHCKUX u3genuii (panee —
n3aenunit), rotoBbIX K KMMHAYECKOMY NPUMEHEHNIO.

B cTaHfapTe M3noxeHbl ABa MeToAa NoyvyeHns NpoayKToB AerpajaLnm:

- MeTof YyCKOPEHHOro UsyvyeHus gerpagaunmn n3genunii, NpMeHsemblii Kak CKpUHUHTOBbIVi METOZ;:

- MeTof U3yyeHus ferpagaunv usgenvii B peaibHoM BpeMeHU.

[na nonMMepHbIX MaTepranos, NpefHasHavyeHHbIX 415 NovMepr3anmy in situ, uccneayoT 3aTBepies-
wyto chopmy matepuana. MNonyyeHHble gaHHbIe UCNO/b3YIOT A1 OLLEeHKM 61oN0rnyeckoro AericTena nonmme-
pa.

HacToAwwuii ctaHAapT pacnpocTpaHAaeTcs TObKO Ha Te NPoAyKTbl Aerpajamn, KoTopble 06pasyoTcs B
pesynbTarte U3MEHEHUS XMMNYECKNX CBONCTB rOTOBOrO NOSIMMEPHOIO U3AEeNNS.

CTtaHpapT He pacnpocTpaHseTcs Ha u3fenus, gerpajaumns KoTopbiX Bbi3BaHa Harpyskoid, M3HOCOM K
971eKTPOMArHUTHLIM U3NTyYeHEeM.

HacTtosAwuin ctaHaapT He KacaeTcs 61M010rMyeckoro AelicTBUS HepacTBOPUMbIX U PACTBOPMMbIX NPOAYK-
TOB Aerpajayun. Ho Takoe nccnefoBaHne J0/MKHO NPOBOANTLCSA B COOTBETCTBMU C OCHOBHBIMU MNOIOXEHUAMU
MNCO 10993-1 n NCO 14538.

B cBsA31 ¢ 60/1bLLIMM pa3HOO6pasvMeM NONMMEPHBIX MaTepUasnios, UCNOb3yeMbIX B MEAULMHCKUX U3aenn-
AX. HET BO3MOXHOCTU yKa3aTb kakne-nnmbo KOHKpeTHble aHannTuyeckme MeTodbl Uy oTAaTb UM nNpegnoyte-
Hve. HacToswwmii ctaHAapT He ycTaHaB/IMBaeT KOHKPETHbIX TpeboBaHui K 4ONyCTUMbIM YPOBHAM NPOAYKTOB

gerpagaunu.
2 HopmaTtuBHbIe CChIJIKK

B HacToslem cTaHAapTe UCNOob30BaHbl CCbINIKM Ha cnegyloLline ctaHaapTbl, cogepxallme NofoXeHus,
KOTOpble MOTYT paccmaTpuBaThbCs Kak pasfesibl HacTOALLero ctaHgapra:

NCO 3696:1987 Boga ansa nabopatopHbIX aHaNN30B. XapakrepucTvka u MeTofbl TECTUPOBAHUSA

MNCO 10993-1:2003 OueHka 6MONOrMYecKoro AencTBus MeguUMHCKUX nsgenuin. Yacte 1. OueHka un
nccneposaHns

NCO 10993.9 OueHka 6M0I0TMYECKOro AeiCTBUS MeULMHCKMX n3aenmnii. YacTb 9. OCHOBHbIE NMPUHLM-
bl UOEHTUUKALMMN U KOIMYECTBEHHOTO ONpeesieHns noTeHunanbHbIX NPOAYKTOB Aerpajauunm

NCO 10993-12:2007 OueHka 61MoN0rn4ecKoro AecTBusa meguUnHCKX ngenuii. Yacts 12. MpuroTos-
neHune npob u ctaHdapTHble 06pasLibl

M3paHne opuynanbHoe
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NCO 10993-16:1997 OueHka 6U010rMyeckoro feiicTBusa MeguUnHcKkx nsgenuii. Yacte 16. Mogenunpo-
BaHWe 1 nccnefoBaHne TOKCUKOKMHETVKN NPOAYKTOB Aerpagauny 1 BbiIMbIBaHUA

MCO 13781:1997 Monu (L-nakTuiHble) CMOJbl U U3rOTOB/IEHNE U3 HUX DOPMbI AN XUPYPruyecknx
MMnaaHTaToB. M3yueHne gerpagauumu in vitro

MNCO 14538 OueHka 6M0N0rMYeckoro 4encTeust MeguLuMHCKUX n3genuii. HopMmpoBaHue f0nyCcTUMbIX
YPOBHel 0CTaTOYHbIX KOJIMYECTB XMMUYECKMX BELLeCTB Noc/e cTepuam3anmm n o6paboTk Ha OCHOBE OLeHKM
pvcka Ansa 340poBbsA

3 TepMuHbI 1 onpeaeneHus

B HacTosLlem cTaHgapTe npuMeHeHbl TepMuHbl no MCO 10993-1, MCO 10993-9 1 CO 13781. a Takxe
cnepyoLme TePMUHbI C COOTBETCTBYIOLLVMUW ONpeAeneHnAaMU.

3.1 ocTaTou4HbIli MOHOMep: HenpopearvpoBaBslune XUMUYECKME COEAVMHEHUS, BXOAALLME B COCTaB
NOMMMEpPHbIX Lieneid, ocTalLmecs B KOHEYHOM NONMMEPHOM MaTepuane.

3.2 npoAykT gerpagaunn: Xmmuyeckoe coefjMHeHne, nonyyeHHoe B pesynbraTe paspyLleHus nonu-
MepHOro martepvana, B TOM yucne nwboe coeAnHeHne, o6pa3oBaBLUeecs Npu NOoCAeAyLWwmnx XMMMYeckmnx
peakuuax.

3.3 nonumepHbIii MaTepran: Matepuasn, COCTOALWMIA N3 A/IMHHOLENOYEYHbIX U (MM) MONEePeyHo CLn-
TbIX MONEKyN, 06pa3oBaHHbIli 3 3/1IEMEHTOB, Ha3blBAEMbIX MOHOMEepaMu.

3.4 rugponutuyeckasn gerpagauns: Paspbie XumMmnyecknx Lenei B nonumepe nof AelicTBMeM BOfpl.

MpumeyaHne — Boaa MOXET NMeTb HeﬁTpaanoe, KMUCMoe Unun WenoyHoe 3HavyeHne pH n MoXeT cogepxaTb
AO0NOSTHUTE/IbHbIE XUMUNYECKNE COeqUHEHNA NN UOHbI.

3.5 okucnutenbHasa gerpagaumna: PaspbiB XMMUYECKUX CBA3E Nog AeCTBMEM OKUCAnTene.
3.6 ockonku: Yactuubl MaTepuana, o6pasosasLlumecs nNpu gerpagauumn noavMMepHoro matepuana.

4 MeToAbl U3yyeHusa gerpagauunmu

4.1 OcCHOBHble MeTofbl

4.1.1 3DTanbl uccnegoBaHus

B cootBeTcTBUM ¢ MICO 10993-9 o151 nonyyeHus, nageHtudukaumm n (uam) KoamyecTBEHHOro onpeaene-
HUA NPOAYKTOB Aerpajalum UCnosib3yloT creluasbHble MeTopl. [pu nsyyeHnn gerpagarmm ¢ NOMOLLbIO YCKO-
peHHOoro Metofa uaeHTUMKaLuma 1 KonnvyecTBeHHoe onpejesieHVe NPOAYKTOB Aerpajauuvm MOryT aatb
[OCTaTouHylo MHopMaLmio AN aHanusa pucka. Korga takas nHcopmayms He JoctaTovyHa v oTCyTCTBYET,
NPOBOAAT UccnefoBaHve B peasibHOM MacluTabe BpeMeHu.

MpumMmeuyaHue — MeTof YCKOPEHHbIX UCMbITAHWIA AerpajaLmnn MOXHO UCMNO/b30BaTb B KAUECTBE CKPUHUHIOBO-
ro Tecta. EC/v B YCKOPEHHOM pexuMe ferpajauus usnenus He HabnohaeTcs, HeT HEO6XOANMOCTY N3yuaTh AECTPYKUMIO a
peanbHOM MacluTabe BpeEMEHU.

4.1.2 MoprotoBka o6pasua

OCHOBHble acnekTbl NOATOTOBKM 06pasua A0/HKHbI COOTBETCTBOBATL NofoxeHusm MCO 10993-12. 3a
UCK/TIOUYEHMEM CllyYaeB, Kora MerTCS CCbI/IKU Ha cneuunanbHble MeToabl.

4.1.3 XapakTepucTmka nCXogHOro marepunana

AHanuTuyeckne mMeToabl, UCNOMNb3yeMble A/ XapakTepucTUKM NCXOLHOro MmaTepuana, AO0/MKHbl COOT-
BETCTBOBAaTb U3yyaeMOMy NOIMMepPHOMY Matepuany. NpumeHsemble METOAbI aHa/IM3a 060CHOBbLIBAKOT U BHO-
CAT BOTYET.

B npunoxeHun A npeactaBfeHbl nepeyeHb aHaNMTUYECKNX METOA0B U laHHbIe O BO3MOXHOCTAX UX NpU-
MEeHeHUs ANA XxapakTepUCTUKX NOIMMEpPHbIX MaTeprasnos.

4.1.4 PeakTuBbl U 060pyaoBaHue

4.1.4.1 PacTBOpbl ANA NPOBEAEHUS UCMbITAHUSA

Bce ncnonb3yemble pacTBOpbI AO/KHbI ObITb BHECEHbI B OTYET 06 UcciefoBaHny, a ux BbiIbop 060cHO-
BaH.

4.1.4.1.1 PeareHTblgns ruiponnTUYecKoin aerpagawmm

PekomeHayloTCA cnefyowmne pactTsopbl:

- BOJa aHa/IMTMYECKOWN CTEeNeHN YNCTOThI k1acca 2 B cooTBeTcTBUN ¢ MCO 3696;

- 6ydhepHbIii pacTBOp, Hanpumep, B cooTBeTcTBUM ¢ VICO 13781.
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4.1.4.1.2 PeareHTbl AN OKNC/IMTENBHON Aerpagauum

PekomeHaytoTca cnegytoue pacTBopbl:

- BOAA M nepekucb Bogopoaa, Hanpumep 3 %-Hblii pacTBOp NMEpekMcu BoAOopoAa CTENEHU YUCTOThI B
cooTBeTCTBUM Cc Papmakoneeii;

- peakTnB PeHTOHa [cMech pa3baBneHHoli nepekncy Bogopoaa uconeiixenesa (). Hanpumep 100 MkM
Fe2* n 1mMM H20 2).

OTu okncnswLWne pacTBOpPbl MOryT 6bITb HECTAOUIBHBIMY NPY NOBbLILWEHHbIX TemnepaTypax wiv gau-
TeIbHOM XpaHeHuW. Mo3TOMYy OKUCAAILLYI0 aKTUBHOCTL PacTBOPOB criefyeT noafepxusatb B TpebyemMom
AvnanasoHe 3Ha4YeHuii.

[nana3oH cTabu/IbHOCTUN J0/IKEH ObITb ONpeAesieH, 060CHOBaH 1 BHECEH B OTYET 06 UccneaoBaHum.

4.1.4.1.3 [pyrve pacTBopbl A1 UCMbITAHUIA

[na uccnepoBaHna cneundnyeckoro noavMepa uav cryvyaes cneumguyeckoro npuMeHeHns noamMmepa
MOTyT 6bITb BbIOPaHbI Apyrve pacTBopbl.

MpumeuyaHue — Bcnyyae NnpoBeaeHUs UccnefoBaHus 61MOOrMYECKOro AeicTBrst (DParMeHTOB UKW BbITSHKKM
13 U3LENNS C UCMOMb30BaHNEM 6aKTepULMAHBIX UIW NPOTUBOTPUBKOBbIX 406aBOK, KOTOPbIE BAMSIIOT HA Pe3y/ibTaTbl aHasu-
30B. BO3HWUKAET HEOGXOAMMOCTb NOALEPXKMUBATL CTEPUSTLHOCTL CPEAbl B TeUEHUE BCET0 BPEeMEHU UCCef0BaHuS.

4.1.4.2 NabopaTopHas nocyaa Ans NpoBeAeHUs UCMbITaHWUIA

B 3aBMCMMOCTM OT xapakTepa pacTeopa A1 NpoBeAeHUs UCCef0BaHNn UCMONb3YIOT repMeTUYHYIO
CTEKNAHHYIO MOCYAY XMMNYECKON YNCTOTbI U TepMeTUYHbIE MONUTeTpaTopaTUIEHOBbIE MY NOMNponue-
HOBble eMKOCTW 3aMKHYTOW cucTeMbl. He06X0AMMO NCKNIOUNTE BO3MOXHOCTb 3arps3HEHUs OT KOHTelHepa.
Heo6x04/1MO 6bITb yBEPEHHLIM B TOM. YTO Matepuasn nocyabl 415 UCMbITAHWIA He BIMSIET Ha pe3ynbTaTbl aHa-
nm3sa.

4.1.4.3 Becbl

[lns onpefeneHns notepy mMaccbl UCNO/b3YIOT BECHI, C MOMOLLbIO KOTOPbIX MOXHO U3MEPUTb NCXOAHYIO
maccy obpasua ¢ Heob6xoAMMO ToYHOCTbIO. ECcnn npegnonaraeTtcs, 4To MaTepuan No HasHavyeHuo JoKeH
paccacblBaTbCsl, OTHOCUTE/IbHAsA NOrPELIHOCTb A0/KHA ObiTh B Npedenaxi 1%. ina maTepuanos, ycToiuu-
BbIX KAerpagauun, oTHoOCMTeIbHasA NOrpeLHOCTb A0MKHA 6bITh B pegenax + 0.1 %. Becbl 4omkHbI 06ecneyn-
BaTb M3MepeHus BananaszoHe0.1 % obueli maccbl Npobbl 415 paccacbiBatoLxcs nonumepos 10,01 % — ana
CTabunbHbIX MOIMMEPOB.

TpebyeMblii uana3oH 1 3Ha4YeHne cTaHAapTHOrO OTKNOHEHMSA NPW U3MEePeHNN NoTepu Macchl BHOCAT B
oT4YeT 06 UCMbITAHUSX.

4.1.4.4 O6opypoBaHune AN BbiCyLUMBAHUSA

Heob6xoaumo wncnonb3oBatb 060pyAoBaHWe, KOTOpoe obecneuynBaeT BbICYLUMBAHWE UCCNedyeMblX
06pasLoB 0 NOCTOAHHOW Macchl 6e3 3arpsA3HeHnii 1 NoTepun NeTyynx NPoAyKToB Aerpagaumn. XapakrepucTtu-
K 060py0BaHNSA BHOCAT B OTYET 06 UCCefoBaHUN.

4.1.4.5 VICTOYHUK Bakyyma

MpurogHbiM cunTaloT Ntoboe ycTpoincTBo, cnocobHoe obecneunTb COOTBETCTBYHOLWNIA BakyyM (< 500 Ma)
B 060pyj0BaHVM 415 BbICYLUMBAHUS. XapaKTePUCTHKN YCTPOCTBA BHOCAT B OTUET 06 1nccnegoBaHuu.

4.1.4.6 O6opygoBaHue ANA pasgeneHns

Wcnonb3ytoT 10600 06opyaoBaHmne, cnocobHoe oTaenaTb hparmMeHThbl, 06pasoBasLuMecs B Xofe gerpa-
Jauun obpasuya. MoXHO MCNOMb30BaTb UHEPTHbIA UNbLTP, LEHTPUGYTY C KOHTPOMPYEMOW TemnepaTypoi
UIN X KOMBMHaLUMI0. XapakTepyucTukm 060pyaoBaHnsa BHOCAT B OTYET 06 nccnefoBaHnm.

4.1.5 Yucno uccnegyembix obpasyos

[ns ucnblTaHnsA KaXaoro suga oTéupatoT He MeHee Tpex 06pasuoB. 15 kaxaoro obpasua ncnonb3yoT

OTAENbHYH eMKOCTb A5 UCMbITaHU. JN5 KaX/A0r0o UCTIbITaHUS O/KEH 6blTb CBO KOHTPO/Ib.

NMpumeuaHue — Ecam HeobxoauM 60Mee HALEXHbIA CTATUCTUYECKUA aHanu3, 418 KaX4Oro UCCNefoBaHus
npy pasHoit NPOAOIKUTENLHOCTY YBENIMUNBAKOT YACO 06Pa3L0B.

4.1.6 Pa3smep n popma nccnegyembix obpasyos

HeobxoA4nMo yunTbiBaTh BaXHOE 3HaYeHWe pa3mepa v hopMbl 06pasL0oB ANS NOSTyHEHUS 4OCTATOYHOTO
KonmyecTBa MpoAykToB Aerpagauvn. Ecnv B kauecTse o6pasua MCnonb3yloT dparMeHT roToBOro nsgenus,
cnepyet UCKIOYUTL UK CBECTU K MUHUMYMY M/iolab NOBEPXHOCTU, KOTOpas B peasibHblX YC/I0BUAX HE KOH-
TakTMpyeT c 61MONOrNYeCcKoii cpesoi.

Pa3smepsbl, hopmy 1 nnowags NOBepXHOCTM obpasua BbIGNpaloT TakuM 06pasom, 4To6bl paBHOBECHOE
COCTOSIHME MeXAy pacTBOPOM, B KOTOPOM M3yyaeTcs Aerpagauns, 1 NoCTOAHHON Maccoil, NCnosb3yemMon 4ns
onpejesneHns 6anaHca macc, MOro 6biTb JOCTUTHYTO 3a NpUemsIEMOE BpPeMS.
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MpumeuyaHuns

1 B onpepeneHHbix 06CTOATENbCTBAX MOXET BO3HWKHYTb HEO6XOAMMOCTb U3roTOBUTL MCCnedyeMblit obpasel,
MCNONb3YA Te Xe MEeTofbl 06paboTKN 1 CTePUIN3aLIMK, YTO U B NPOLIECCE U3TOTOBNEHUA N3enus.

2 B cnyyae npuMeHeHus paccacbiBalLMXca NoMMEpPOB MOXET ObiTb HEe JOCTUIHYTO PaBHOBECHOE COCTOsHME
MeXAay nosiMepom 1 pacTBOpOM.

4.1.7 CooTHOWeHne macca/obbem

OTHOLWEeHMe Macchl nccnegyemoro obpasua Kk 06beMy pacTeopa A0/KHO 6bITb He MeHee 1:10. Mpwu npo-
BeAEHMM nccnefoBaHus 06pasLbl 4O/MKHbI ObITb MOSIHOCTbLIO MOrPYy)XXeHbl B pacTBOp. BoibpaHHOE COOTHOLLEHNE
[O/HKHO GbITb 060CHOBAHO 1 BHECEHO B OTYET 06 1ccefoBaHUN.

MpumeyaHune — CooTHOWweHNe 1:10 661710 BbIGPAHO M3 MPaKTUYECKUX COOBPaXeHUii. Icnonb3ys 3TO COOTHO-

WeHue. cneayeT yuuTbiBaTb, HTO MUTpaLns NPOAYKTOB MOXET NOBAMSATbL HA TeYeHue caMoii ferpajauumn, a Takke Ha CKo-
pOCTb 1 paBHOBECHE peakuuv gerpagayum.

4.1.8 MNpepBapuTenbHas noaroToeka obpasua

[na KoppekTHOro BbluMcneHus 6anaHca macc nepeg NnpoBeAeHNeM UcnbiTaHuii obpasel, BbiCyLIMBAIOT
[0 NOCTOSAHHOW Macchl. Ecnun nsgenve cogepxuT neTyume KOMNOHEHTbI, HE06X0AMMO BblbpaTh NPUrOAHbIN
MeTOo[ BbiCyLUMBaHMA. MeTof BbICYLLUMBAHWA 1 YCI0BUS 060CHOBbLIBAIOT U BHOCAT B OTYET 06 nccnefoBaHmm.

4.1.9 BopopofHblii nokasaTenb pacTBopa A1 UCNbITaHWi

3HayeHune pH pacTsopa Ana NpoBefieHns uccnefoBaHnsa crefyet nogaepxunsars B COOTBETCTBYIOLWEM
Anana3oHe. BbibpaHHoe 3HauyeHne pH Ao/MKHO cooTBETCTBOBAaTL PH MecTa npeAnonaraeMoro NnpuMeHeHus
nsgenus (Hanpumep, kKucnas cpefaxenyaka). Heo6xoamMmo yunTbeiBaTb U3MeHeHUS pH. Bbi3BaHHble (IN3N0S0-
rMyeckuMn NpuynHamMu, Hanpumep BCNeACTBME BOCNAnMTENbHOW peakuun. 3HayeHns pH 06OCHOBLIBAIOT,
N3MepAIoT M BHOCAT B OTYET 06 nccnegoBaHum.

MpumeuvaHuns

1 MoBblWeHMe TemnepaTypbl MOXET U3MEHUTL 3HaYeHune pH.

2 Heo6xo0A4MMO yunTbiBaTh, UTO €C/IN 3HaYeHne pH He noaaepXuBaloT BCOOTBETCTBYOLWEM Ananas3oHe, To 0bpasy-
owmecs nNpoayKTbl Aerpagauymm mMoryt 6biTb Te. KOTOPble 06pa3yloTCs B peasibHblX YC/0BUAX JKCnyaTaunm, a Moryt u
OT/INYATLCA OT HUX.

4.1.10 OnpepeneHne maccoBoro 6anaHca

O6pasel, yaanawT U3 nHKy6aLnoHHOro pactsopa A1 NpoBefAeHns nccnefosaHnii  NPOMbIBaKOT COOT-
BETCTBYIOLLMM KO/IMYECTBOM BOAbl aHA/IMTUYECKOW CTeNneHn YACTOThI. pOMbIBHbIE BOAbI 1 BCe hparMeHThbl
obpasua, cofepxalunecs B aTUX Bogax, flO/MKHbI O6bITb fo6aBNEHbI K MHKy6aUMOHHOMY pacTeopy. O6pasel, 1
ero oparMeHTbl, NO/TlyYeHHbIE NPV OTAEeNEHNN OT PpacTBOpPA, BbICYLLUMBAIOT A0 NOCTOAHHON Macchl. 3aTtem onpe-
AensaT 6anaHc macc.

4.1.11 XapakTepucTuka matepuana nocse UcnblTaHui

Lna xapakTepuctukn matepuana noeno UCMbITaHWUA NPUMEHAIOT Te Xe MeTofbl, YTO U AN UCXOLHOro
obpasua.

4.2 MeTof yCKOpPEHHbIX UCMbITAHUI Aerpagauun nsgenni

4.2.1 TemnepaTtypa

Bbi6upatoT Temnepatypy B cnegytouiemM gvanasoHe: Bbiwe 37 °C 1 HUxe TemnepaTypbl NAaBAeHNS Un
pa3msryeHus nonnumepa. Mpu BO3MOXHOCTW MOXHO UCNO/b30BaTh Temnepatypy (70 £ 1) BC. ec/im OHa COOTBET-
CTBYeT faHHbIM YCN0BUSAM. BbibpaHHyto TemnepaTypy 060CHOBbIBAIOT, U3IMEPSAIOT Y BHOCAT B OTYET 06 nccne-
foBaHuu.

MpumedyaHue — Bonee BbICOKME TEMNEPATYPbl MOTYT MPUBOAUTL K MOGOUYHLIM PeakLUsiM, KOTOPblE He npoTe-
KaloT Npu 6osee HU3KNX TeMnepaTypax.

4.2.2 TIpOAONXKNTENBbHOCTL UCNbITAHNA

Ecnv nsgenve npegHasHavyeHo 415 npumeHeHus B TedeHme 6onee 30 cyT, TO BbIGUpPaOT NPOAOIKUTENTb-
HOCTb ucnbITaHuii 2 1 60 cyT. Ecnn nsgenue 6yget ncnonb3oBaTbCs B TeueHne MeHee 30 CyT. NPOAO/MKUTENb-
HOCTb UCMbITAHWI cOCTaBNAET 2 1 7 CyT.

B 3aBucMMOCTM OT BUAa nofmmMmepa 1 HasHauyeHusa n3genus MoxeT 6bITb NpeasioxXeHa n gpyras npoaon-
XWUTeNbHOCTb uccnefosaHusa. MpoaoKUTENbHOCTL UcCneoBaHNss 060CHOBbLIBAIOT M BHOCAT B OTYeT 06
nccnefoBaHnu.

MpumMmeyaHune — [Ina nU3Lennii, U3roToBNEHHbIX U3 paccachbiBalLWMUXCA NONMMEPOB, UCCNeA0BaHNe NPOAoIKa-
10T 0 TEX NOP. NOKa N3AENNE He YTPATUT CBOK LLENOCTHOCTL (Kak YCTAHOBNEHO /18 3TOr0 MaTepuana).

4
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4.3 MeTog ucnbeliTaHnin gerpagaunu nsgenvii B peanbHoM Macwtabe BpeMeHn

4.3.1 Temnepartypa

VMccnepoBaHue npoBoAaT npu Temnepatype (37 « 1) °C.

4.3.2 TIpoAo/MKNTENbHOCTb UCCNe0BaHNA

Ecnv usgenve npegHasHayeHo Ans npvMeHeHus B TedeHne 6onee 30 cyT, NPOBOAAT UCCnefoBaHne B
TeyeHue 1,3.6 n 12 mec. Ecnu npegnonaraemoe npumeHeHve nsgenua meHee 30 CyT. UCNONbL3YIOT YeTbipe
APpYrux BPEMEHHbIX MHTepBasa, Bkayvasa 30 cyT. B 3aBMcMMOCTM OT BUAa nommepa v HasHavyeHus usgenvs
MOXeT 6bITb NpeAIoxeHa v gpyras NpoLoKUTENbHOCTb UCCNef0BaHUS.

MpoAoMKNTENbHOCTb MCCef0BaHNsi 060CHOBLIBAKT M BHOCAT B OTYET 06 UCc/eq0BaHum.

NMpumeyaHwne — [nausgennii, 13roToBNEHHbIX U3 paccachiBatoLLMXCA NONMMEPOB, 3TOT NEPUOS UccnefoBa-
HWUSA MOXET NPOAONXATLCA [0 TEX NOP. NOKa U3LeNne He YyTPaTUT CBOK LeNIOCTHOCTL (Kak YyCTAHOBMEHO A5 3TOro Mare-
puana).

5 MeToabl uccneposaHnsa

Ha pucyHke 1 npefcTtasneHa nocsnefoBaTe/ibHOCTb 3TanoB UCC/1ef0BaHUA.

5.1 XapaKkrepucTuka MCcxofHoOro marepuana

[omKHbI ObITb OXapakTepu3oBaHbl kak 06beMHble CBOMCTBa MOMMMepa, Tak U HempopearmpoBaBLUNX
BelecTB 1 406aBOK, MPUCYTCTBYIOLLMX B FOTOBOM M3genuu. 13-3a CIoXHOCTU peTPOCNEeKTUBHOIO aHasmsa aty
MHbopMaL Mo nerye NosayunMTb OT NOCTaBLyMKa WM U3FOTOBUTENS Matepuana. BaxHo nmpoBecTu nosiHble
XapakTepuUCTUKN YNCTOTbI NoMMepa 1 o6aBoK, UCMOIb30BaHHbIX MPW €ro N3roTOBAEHUN.

5.2 MeTof yCKOpPEHHbIX UCNbITAHW Aerpagaunu nsgenui

5.2.1 WN3mepeHue ncxopHoi Macchl

Wccnepyemblii o6pasel, BbICYLLUMBAIOT 40 NOCTOSHHON Macchl. OnpeAensoT maccy obpasua.

5.2.2 Pasgenexune o6pasua, hparMeHTOB U pacTBopa

5.2.2.1 PaspgeneHue unbTpaymnei

[0 npoBefieHNsa unbTpaumm hunbTp BbICyWINBAOT B Bakyyme Npu KOMHATHOI Temnepartype A0 nocTo-
SIHHOWM Macchl 1 onpegensT mMaccy dunbTpa. C MCnonb3oBaHMEM 3TOro hunbTpa o6pasel, ¢ BO3MOXHbIMU
ocKonKaMu OTAeNsAT OT pacTBopa, B KOTOPOM NpoBoAMNach gerpagauns obpasua. MNpm Heo6XxoAMMOCTH MOX-
HO ncnosnb3oBaTh PUIbLTPALMIO B Bakyyme Uaun nog gasneHnem. Cogepxvmoe unbTpa NnpombIBalOT TpU pasa
BOAOl aHaNINTUYECKON CTENEHN YNCTOThI.

5.2.2.2 PaspgeneHue LeHTpugyruposaHmem

OnpegenstT Maccy Cyxoi YACTOM NPOBMPKM AN LeHTpUdyrMposBaHus. NepeHocaT pacTeBop, NOyYeH-
HbIl NpW gerpagauny uccrefyemoro o6pasya, B LeHTPUMYXHY NPo6MpKy 1 NIOTHO 3aKpbiBalOT €€ NPOOKOWA.
CogepxvmMoe Npobupkn LeHTPUyrnpyoT Ao hopMmpoBaHus NI0THOro obpasosaHnsa U3 parmMeHToB ob6pas-
ua Ha gHe npobupkn. OCTOPOXHO AeKaHTUPYIOT cynepHaTaHT B YACTYI0 nocyay. PecycneHampytoT TBepAblii
0CTaToK B BOJAE aHa/IMTUYECKON CTENEHN YNCTOTbI U CHOBA LEeHTpUdyrnpytoT. BHOBb fleKaHTUpYIoT CynepHa-
TaHT N406aBNSAOT €ro B KOHTeHep. NOBTOPSIOT BCIO NpoLEeAypY elle 4Ba pasa.

5.2.3 AHanus

5.2.3.1 OnpepgeneHue 6anaHca macc

OUNLTP M LEHTPUDYXHYIO NPOBUPKY C MX COAEPXMMbIM BbICYLUVMBAIOT B BaKyyMe Npu KOMHATHON Temne-
paType f,0 NOCTOSAHHOM Macchbl. I3MepstoT maccy hunbTpa uam LeHTPUAYXHOW NPOBMPKU C UX COAEPKMMbIM.
BbluncnsaoT noTepro Maccbl ob6pastia.

5.2.3.2 XapakTepuctuka MOseKy/IApHOW Macchl 1 MOEKYyISiPHO-MacCoBOro pacnpejeneHnsa obpasua un
ero oparmMeHTOoB

MonekynspHy maccy U MONEKYSIPHO-MAccoBOe pacrnpejefnieHne onpenenstoT CoOOTBETCTBYOWMMUN
mMeTofaMu, a TakxKe B COOTBETCTBUM C NPUIOXeEHNEM A.

5.2.4 OueHka pe3ynbTaToB

5.2.4.1 Cnyyali 1(HeT — HeT)

HeT nsmeHeHus 6anaHca Macc 1 MoIeKy/IIPHO-MaccoBOro pacnpegeneHus.

Jerpagauus He HabnwgaeTcsa. ViccnegosaHve 3aBepLleHo: HeT HE06X0ANMOCTH B UCCriefoBaHun fer-
pajauvv B peanbHOM MacliTabe BpeMeHu.

MpumevyaHune — B onpeAeneHHbX 06CTOATENLCTBAX MOXET BO3HUKHYTb HEOOXOAMMOCTb NOATBEPAUTL pe-
3y/bTaT C NOMOLLbI0 UCCef0BaHuii B cooTBeTcTBUM ¢ ICO 10993-9.
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PucyHok 1 — llocnegoBaTesibHOCTbL 3TanNoB NUccnefoBaHna

MpumeyaHune — [iNA OUEHKN CLUUTLIX NOSIMMEPHBLIX MaTepuanos pelleHne OTHOCUTENILHO nepexoaa Kcneay-
loLLeMy aTany NnpMHMMalT Ha OCHOBaHMY BblUNCeHUA 6anaHca Macc v U3MepeHNs NIOTHOCTU CLUMBOK BMECTO onpegene-
HUA MOﬂeKyl’IﬂpHOVI Maccbl U MONEKYNAPHO-MacCoOBOro pacnpeaeneHus.
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5.2A2 Cnyuai 2 (HeT — ga)

HeT nsmeHeHuns 6anaHca macc, Ho MOJIEKY/IIPHO-MAacCOBOE pacnpefeneHune nsmeHunnocs. OnpegensioT
npoAyKTbl ferpajaunm obpasua u ero doparmeHToB. MNpu HE06X0AUMOCTU NCCNeAyoT AeCTPYKLUMIo o6pasLa B
peanbHOM MaclwTabe BpeMeHn B cooTBeTCTBUN C 4.1.

5.2.4.3 Cnyuali 3 (ga — HeT)

N3meHunca 6anaHc macc, HeT U3MEHEHUSI MOIEKYISPHO-MacCOBOro pacnpegeneHus.

Monumep He noggeprcsa Aerpagaunu, xuakas asa CoaepXuT NPOoAYKTbl BbilenavymBaHus, KoTopble
nccnenyoT B cooTBeTcTBUM ¢ MCO 10993-1. Mpn Heo6Xxo4MMOCTH UCCNeayoT AeCTpyKuuio obpasua B peasb-
HOM BpEeMeHMN B COOTBETCTBUM C4.1.

5.2.4.4 Cnyyaih 4 (aa— ga)

MN3meHunca 6anaHc Macc v MONeKysipHO-MaccoBoe pacnpegeneHve.

MpoBoAAT MAEHTUMUKALMIO U KOTMYECTBEHHYIO OLLEHKY Bbillle/lauMBaeMblX BELLeCTB U NPOAYKTOB Aerpa-
Jauuy NonMMepoB B XMAKON hase 1 onpefensitoT NpoayKTel Aerpasaunm obpasua n ero oparmeHTos. Mpu
Heo6XoAMMOCTN NCCNeayoT AeCTPYKLNIO B peaibHOM BPEMEHW B COOTBETCTBUM C 4.1,

5.3 MeTog ncnbiTaHnii gerpagauum ndgenunii B peasbHoM maclitabe BpemMmeHu

5.3.1 WN3mepeHue ncxogHoli maccol o6pasua

Wccnepyemblii o6pasel, BbICYLLUMBAKOT A0 NOCTOAHHON Macchl. /3mepsitoT maccy obpasua.

5.3.2 PasgeneHve o6pasuos, pparMeHToB 1 pacTeBopa

5.3.2.1 PasgeneHue counbTpaumei

®unbTP BbICYLUIMBAIOT B BaKyyMe Npu KOMHaTHOI TeMnepaType A0 NOCTOAHHOW Macchl. MI3mepsT maccy
hunbTpa. Micnonb3ys B3BELEHHbI (UNbTP, OTAENAT 0bpasel, C BO3MOXHbIMU hparMeHTaMm oT UHKybauu-
OHHOW cpefbl. Mpy HEOBXOAMMOCTM MOXHO MCNO/Ib30BaTh (UAbLTPALMIO B BakyyMe WK MO AaBfIEHUEM.
Cogepxumoe hnbTpa NPOMbIBAOT TPU pa3a BOAON aHaIMTUYECKOW CTEMEHN YACTOThI.

5.3.2.2 PasgeneHue LeHTpudyrnpoBaHnem

N3mepsAlT maccy Cyxoi 1 YMCTON Npobupku ans LeHTpudyrmpoBaHus. MepeHocAT pacTBop, NOMyYeH-
HbIV Npy gerpagauunn nccnegyemoro obpasua, B LeHTPUAYXHY0 NPO6GUPKY 1 NAOTHO 3aKPbiBAOT ee NPO6KOIA.
CopepxmMmoe Npobupkn LEHTPUAYTMPYT 40 (hOPMUPOBaHMS NJIOTHOTO 06pa3oBaHmns (MeaneTkn) M3 0CKOSIKOB
(chparmeHTOB) 06pa3ua Ha fHe NPo6UpKN. OCTOPOXHO AEKAHTUPYIOT CynepHaTaHT B KOHTelHep. PecycneHnau-
pytoT TBEPAbIi OCTATOK B BOAE aHANNTUYECKO CTEMEHN YACTOTbI MCHOBA LIeHTpUdyrupyoT. BHOBbAekaHTupy-
0T cynepHaTtaHT 1 406aBNal0T ero B KOHTeHep. MOBTOPSOT BCIO NpoLesypy elle ABa pas3a.

5.3.3 AHanus

5.3.3.1 OnpepgeneHue 6anaHca macc

OUNLTP MK LLEHTPUDYXHYI0 NPOBMPKY C UX COLEPXKMMbIM BbICYLLMBAIOT B BaKyymMe Npu KOMHATHOW TeM-
nepartype 4,0 NMOCTOAHHONW Macchl. V3mMepsAlT maccy unbTpa uan LeHTpUMYXHoi NPOGUPKN C UX COLepX M-
MbIM. BblUMCAAI0T NOTEPIO Macchl o6pasLa.

5.3.3.2 XapakTtepucTuka MoNeKkynsipHO Macchkl 1 MOIEKyNSpHO-MaccoBOro pacnpejeneHns obpasua n
ero pparmeHToB

MonekynsipHyto maccy u MONeKyNsipHO-MaccoBOe pacnpejefieHve onpegenstoT CoOOTBETCTBYHOLWMMU
MeToAaMu, a TakKe COrnacHo NPUIoXeHuto A.

5.3.4 OueHka pe3ynbTaToB

5.3.4.1 Cnyvali 1(HeT — HeT)

HeT n3meHeHunsa 6anaHca Macc 1 MONeKynApHO-MaccoBOro pacnpeaeneHus.

[Jerpapauvsa He HabnogaeTcs. ViccnefoBaHvie 3aBepLUEHO.

MpumevyaHune — B onpeAeneHHbX 06CTOATENLCTBAX MOXET BO3HUKHYTb HEO6XOAMMOCTb NOATBEPAUTL pe-
3ynbTaT C NOMOLLbIO ccnefoBaHnii B cooTBeTcTBUM ¢ MICO 10993-9.

5.3.4.2 Cnyuaii 2 (HeT — ga)

HeT n3meHeHunsa 6anaHca Macc, HO MOJIEKYIIPHO-MacCcoBOe pacnpefesieHne N3MeHUI0Ch.

OnpepensaT NPoAyKTbl Aerpajaunm obpasia v ero hparMeHToB.

5.3.4.3 Cnyuaii 3 (aa — HeT)

N3meHunca 6anaHc Macc, HeT UI3SMEHEHUSI MOJIEKYISPHO-MaCCOBOT0 pacnpeaeneHus.

Monvmep He noaBeprca gerpagaumu, xuakas asa CoaepXuT NPOAYKTbl BbllenayvBaHns, KoTopble
nccnenytoT BcooTBeTcTBUM ¢ M C 010993-1.

5.3.4.4 Cnyuaii4 (ga— pa)

N3meHunca 6anaHc Macc v MONeKyIipHO-MaccoBoe pacnpeeneHve.

MpoBoAAT MAEHTUMUKALMIO U KOTMYECTBEHHYIO OLLEHKY BbillleslauMBaeMblX BELLeCTB U NPOAYKTOB Aerpa-
Jauuv NoNMMepoB BXNAKON thase. OnpefensioT NpoayKTel Aerpagalmn obpasua 1 ero oparmeHToB.
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6 OTt4yeT 06 uccnegoBaHnm

OTueT JO/KEH BK/IOUATL B Ce6s cnegytoLlyio uHgopmaluio:
a) onucaHue Uccnefyemoro Matepuasna, HoMep napTum Uau HomMep o6pasua, pasMepsbl U YUC/IOo Ucchne-

[0BaHHbIX 06pa3LoB;
b) pacTBOp ANA NPOBeLeHNs NCCnefoBaHNi N yCNOBUSA IKCNEepUMEHTA:
c) nogpobHoe onvcaHue 1 060CHOBaHe METOA0B NCCNeA0BaHNS, BKIoYas (ecim Heob6xoanmo) cneuu-
PMYHOCTb. YYBCTBUTE/NLHOCTbL M Npeaesbl 06HAPYXXEHUS 1 KOIMUYECTBEHHOIO onpeaeneHus;
d) meTog, nCnonb3oBaHHbIN A5 N3MEPEHUS NOTePK Macchl, BKoYas TpebyeMblii AnanasoH 1 gonycTu-
MY0 MOrPEeLIHOCTb;
€) COOTHOLLeHne Macchl 1 06bema obpasua: hopmy obpasua:
f) npepBapuTenbHylo 06paboTky obpasua 1 MeToAuKy ero BbiCyLLIUBaHUS;
) BblbpaHHOe 3HauyeHwne pH;
h) TemnepaTypa uccnegoBaHus;
i) NPOAOMKNTENBHOCTbL UCCNEAOBAHNS;
j) pesynbTaTbl UCcCnefoBaHus;
1) 6anaHc macc.
2) MONeKynsApHyl Maccy/MonekynspHo-maccoBoe pacnpegesnieHve (NI0THOCTb MONepeYHbIX
CLUVBOK).
3) pesynbTaTbl NPOBeAEHHbIX UCCef0BaHNA MHKY6aLUOHHO cpeabl, 06pas3ua v ero hparMeHToB.
4) npeHTMdMUMpoBaHHbIE NPOAYKThI Aerpajaunm,
5) 060CHOBaHMEe OKOHYaTEbHbIX BbIBOAOB;
k) 3axnueHwue.
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Mpunoxexve A
(cnpaBo4yHoe)

AHanuTtunyeckune MeToA4bl nccnenoBaHnsa

[Nns oueHkn NONMMEPHOro Matepuana npegnaralTcs cnegyolme MetTofbl aHanusa.

a) BUCKO3UMeTpMA pacTeBopa (CpefHAs MOMekynsapHas macca, Hannume pasBeTBAeHU);

b) cNOcoBHOCTb K HabyxaHunto (NOTHOCTb CLUMBKW).

C) peonorus (MHTepBan TeMnepartyp naaBneHNs, BA3KOCTb pacniasa, TepMocTabunibHOCTb, MOMEKYNSPHO-MAcCOo-
BO€e pacnpejerneHnue);

d) xpomatorpacduyeckme metoAbl (Hanpumep, rasoBas, a TOM YuC/ie C UCMONb30BAHNEM KaNUAMSAPHbIX KOJTOHOK,
BbICOKO3(h P EKTUBHASKNAKOCTHAsIXpOMATOrpadma.TOHKOCI0iHast xpomartorpadums, XxpomaTo-macc-cnekTpoMeTpus ans
onpefeneHns ocTaTtoyYHbIX MOHOMEPOB, 406aBOK 1 NPOAYKTOB BbIMbIBAHUS; BbITECHUTE IbHAA/FeNbNPOHMKaoLWas Xxpoma-
Torpadmsa ansa onpefeneHns cpefHUX MONeKyIAPHbIX Macc 1 U3MEHEHUIH MONEKYNSIPHO-MACCOBOT0 pacnpeaeneHuns):

e) cnekTpockonuyeckue Metoabl (Hanpumep. Y®-cnektpockonusa. MIK-cnektpockonusa, AMP. macc-CnekTpockonus.
npefHa3sHayeHHble ANS nAeHTUUKaLKn, onpeseneHns coctasa, pacnpegeneHms: aToMHo-a6cop6LMOoHHas CNeKTPOCKO-
nus Ans onpejenexHns cogepxaHns katanmsaropa, TSXeblXx MeTannos);

0 MmeTOoAbl TEpMUYeECKOroaHanusa (Hanpumep, guddepeHumanbHas ckaHmpyloLwaa kKanopumeTpusa ana onpejene-
HUS 06N1acTN CTEKNOBAHUSA, MHTepBana Temnepartyp naaBfeHns uan Temnepartypbl pasmMsaryeHuns, Haanume cmecei).

[0TOBOE K NPUMEHEHWIO U3[eNTe MOXET COCTOATb U3 HECKO/IbKMX MaTepunasos, NOCTyNawLWmX U3 pasiMyHbIX UCTOY-
HUKOB. YTOObI CBECTU K MUHMMYMY aHa/IMTUYeCKyto paboTy, peKOMeHAYT U3y4nTb nuTepaTypy 1 3anpocutb aHanamTmyec-
Kne flaHHble OT NOCTaBLYMKOB.
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Mpunoxexnne B
(cnpaBoyHOe)

CBefeHns 0 COOTBETCTBUN HaUMOHaNbHbIX CTaH4apToB Poccuiickoli degepaynm

Ta6nunye Bl

O603Ha4eHVe CCbITOYHOTO

MEXyHapoaHOro CTaHaapTa

10

nco

nco

nco

nco

nco

nco
nco

3696:1987

10993-1:2003

10993-9

10993-12:2007

10993-16:1997

13781:1997

14538

CCbINTIOYHbIM MeXAYHapOoAHbIM cTaHAapTam

O603HaueHre N HaMMeHOBaHVIe COOTBETCTBYIOLLErO HALMOHa/TbHOTO CTaHaapTa

FOCT P 52501—2005 Bopga ans nabopatopHOro aHanmsa. TexHuyeckue ycnosus

FOCT P MCO 10993-1—2009 M3genus meguumHckne. OueHka 6UMonornyeckoro gei-
CTBUSI MeAULMHCKUX n3genunii. Yacte 1 OueHka v nccnegoBaHus

FOCT P NCO 10993-9—2009 N3penus meanumnHckne. OueHka 61Monornyeckoro ge-
CTBUSI MeANLMHCKNX n3genuii. Yactb 9 OCHOBHbIE NPUHLMNbLI MAEHTUNKALUM U KONNYec-
TBEHHOTO onpeAesieHna NoTeHuManbHbIX NPOAYKTOB Aerpagauuu

FOCT P NCO 10993-12—2009 W3genua meguumHckme. OueHka 6M010rMyeckoro
OelicTBUA MeAuLMHCKUX n3aenunii. YacTe 12. MNpuroToBneHve npo6 v ctaHAapTHble 06-

pasupbl

FOCT P NCO 10993-16—2009 WM3pgenua meguumHckme. OueHka 61M010rMyeckoro
AelicTBNA MeAULMHCKNX n3genwuii. Yacte 16. MogenuposaHue v nccnefoBaHne TOXCUKO-
KVHETUKN NPOAYKTOB Aerpajauuun n BbIMbIBaHUA

* COOTBETCTBYHLLMIA HALMOHANbHBIA CTaHJAPT OTCYTCTBYET. [l0 ero yTBepXAeHUs PpEKOMEHAYETCS UCMO/b30BaTh
nepeBo/, Ha PYCCKWii A3bIK JaHHOTO MexXAyHapoAHoro ctaHaapTa. MNepesog AaHHOrO MeXAYHapoAHOro ctaHAapTa Ha-
XxoauTcsi B ®eflepanbHOM WH(OPMALMOHHOM LEHTPE TEXHUYECKUX PErlaMeHTOB U CTaH4apTOB.
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KnioueBble C0Ba: U3aenns MeauumHcKue, cucTemMa MeTO0B UCC/el0BaHuns, KOIMYECTBEHHbI aHanns, npo-
AYKTbl Aerpafaumum, KAMHMYeckoe npuMeHeHue, noaumepbl
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