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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 NMOArOTOBJIEH ABTOHOMHOW HeEKOMMepYecKon opraHnsaumnen «VMHCTUTYT Megnko-OUonornyeckmnx
nccnegosaHu n texHonornm (AHO «MMBUN T » )

2 BHECEH TexHunyecknm komutetom no ctaHgaptudaumm TK 422 «OueHka bronormyeckoro 4ecTBUS
MeaUUMNHCKNX N3aennnn»

3 YTBEPXOEH W BBEAEH B JEWCTBUWE MMpukasom PeneparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U meTtponiornn ot 20 oktsadpst 2009 1. Ne 461-cT

4 Hacrtosawmnn ctaHaapT naeHTudeH mexayHapoaHomy ctaHaapty MCO 10993-9:1999 «OueHka buono-
rM4eckoro gencTeng MeauuUnHCKMX nsgenun. Hactb 9. OCHOBHbIE NMPUHLUUMNBI MAEHTUMPUKALNN U KONTMYECTBEH-
HOro onpeaeneHnda noteHuManeHbIX NpoAykToB Aerpagaunn» (1ISO 10993-9:1999 «Biological evaluation of
medical devices — Part 9: Framework for identification and quantification of potential degradation products»).

[Tpy NpUMeHeHNN HaCTOoALLEro cTaHaapTa pekoMeHayeTcsl UICNONb30BaTb BMECTO CChINMOYHbBIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HalUMOoHanbHble cTaHgapTel Poccunckon @eaepaun, cBeaeHUa o
KOTOPbIX NMpuBedeHbl B AONMONHUTENBHOM NpUNoXeHnn C

5 BSAMEHTOCTP NCO 10993.9—99

VIHipopmMmayuss o6 UBMEeHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a meKkcm UaMeHeHUU U rMorpagoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmebil»y. Coomeemcemaey-
rowas UHopmMauus, yeeooMrieHuUe U meKcmsbi pa3Melwaromcs makxe 8 UH(popMayUoHHOU cucmeme oblyez2o
rofib308aHUsT — Ha ouyuanbHoM calime PedepallbHO20 a2eHmcemaea rio mexHU4ecKoMy peaynupogaHuro U
Memposioza2uu 8 cemu MIHmepHem

© CTtaHgapTtuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

CobnoaeHne nonoxeHun ctangaptoB cepun MCO 10993 «OueHka buonornyeckoro A4enNCcTBUa Meaun-
LUAHCKUX U3OeNnMiA» NO3BOMUT 0DecnevynTb CUCTEMHBLIN NOoaXod K UccnegoBaHUD DUOMOrM4YecKkoro 4ecTBUS
MeaULUNHCKUX N3aenunn.

Llenbio 3TUX CTaHOAPTOB He ABNsieTcsl 0e3ycnoBHOE 3akpenneHne eanHoobpasHbIX METO40B UCCNeao-
BaHWW U UCMNbITAHWI 3a rpynnamMmmn ogHopoaHbIX MeaUUMHCKMNX N3aeni B COOTBETCTBUN C NPUHATOU Knaccudou-
KaLunen x no Buay U AnuTenbHOCTU KOHTaKTa C opraHnaMmomM venoBeka. [1osToMmy nnaHnpoBaHe nnpoBeaeHue
ncecnegoBaHUM M UCNbITAHUA AOMKHBI OCYLLECTBNATL cneunannucTbl, UMeroLlMe COOTBETCTBYOLLYIO MOArOTOBKY
M ONbIT B 0Bnactn caHUTapHO-XMMUYECKOWN, TOKCUKONOTMYecKon U BUONOrnyeckon oueHoK MeguLUHCKUX
n3gennn.

CtaHgapTtbl cepun NCO 10993 asnsaroTca pykoBoAsLLMMUA AOKYMEHTaMU ANsi NPOrHO3MpoBaHUs U UCCTe-
O0OBaHUA BLUONOrMYEeCcKoro AencTemMa MeauLMHCKNX nsgennn Ha ctagun Belbopa matepuanos, npegHasHavyeH-
HbIX A9 UX U3rOoTOBNEHUS, a TaKKe Ang nccneaoBaHM roToBbIX U3aenunn.

B ceputo MCO 10993 Bxogat cneayrowine 4act nog oownm HasBaHnem «OueHka DUONorm4eckoro
NencTBMA MeaNUMHCKX N3aennmny:

HacTb 1 — OueHka nuccneaoBaHna;

Uactb 2 — TpeboBaHus K obpalleHNnto C XXUBOTHLIMMU;

YacTtb 3 — NccnegoBaHUsA reHOTOKCUMYHOCTU, KAHLUEPOreHHOCTU M TOKCUYECKOTro AeUCTBUA Ha penpoayK-
TUBHYHO (PYHKLMIO;

YacTb 4 — WccnepgoBaHue nsgenun, B3anMoaeACTBYIOLLMX C KPOBbIO;

Yactb 5 — VccneagoBaHuMe Ha UMTOTOKCUMHOCTL: MeToAbl in Vitro;

YHacTb 6 — VlccnegoBaHe MeCTHOIro AeUCTBUA Nocne UMNNaHTauuu;

UHactb 7/ — OcTaTtovyHoe cogepXaHue 3aTUneHoKcuaa nocne ctepuinsaunm;

UacTb 9 — OCHOBHbIE NpUHUUMNBI MOAEHTURUKALUN N KONUYECTBEHHOMo onpeaeneHns NoTeHunanbHbIX
NPOAYKTOB gerpagaunm;

Yactb 10 — WccneagoBaHue pasgpaXKaroLwero n CEHCUbUNM3NPYoLWEro AeNCTBUS;

Uactb 11 — VccneaoBaHune obLeToKCYeckoro AeNCcTBUS;

YacTb 12 — lMNMpurotoBnexnune npob 1 ctaHgapTHble obpasybl;

YacTte 13 — MaeHTudpunkauma n konudectseHHoe onpeaeneHne NpoaykTroB gerpagaunm noMmMmepHbIX
MeaULUMNHCKUX N3aennn;

Yacte 14 — MaeHTupnkauma n KkonndyecTteeHHoe onpegeneHne nNpoaykToB gerpagaunm msgenum mns
KepaMUKU;

Yacte 15 — MaeHTugpnkauma n KkonndyecTtseHHoe onpegeneHne nNpoaykToB gerpagaunm msgenum mns
MEeTasr10B 1 CNMaBoOB;

UacTtb 16 — MopagenunpoBaHue nuccnegoBaHne TOKCUKOKUHETUKM NPpOAYKTOB Aerpagauii i BbIMbIBAHUSA;

Uactb 17 — YcTaHOBMNEeHMe NOpPOoroBbiX 3Ha4YeHUN AN BbIMbIBAEMbIX BELLIECTB;

UacTb 18 — VMccneagoBaHMe XMMYECKUX CBOUCTB MaTEpUanoB;

Uactb 19 — NccnepgoBaHune MU3NKO-XUMUYECKUX, MOPMONorMyecknx n tonorpagpuyecknx CBOUCTB
MaTepunarnosB;

Uactb 20 — lNpuHUUNBI 1 MeToAbl MUccnedoBaHUA MMMYHOTOKCUYECKOro AeUCTBUA MeaULUMHCKUX
n3genun.

HacTodawuny ctaHgapT ycTaHaBnMMBaeT NMPUHUUMNBI nAeHTUgpUKaumMm n Konm4yecTBeHHOro onpegeneHns
NPOAYKTOB Aerpagaunum matepunanoB, U3 KOTOPbIX U3roTOBMNEeHbI MeauuMHCKne nsgenus (nonumepsbl, kepamMmu-
Ka, MeTanmnbl U cnnaBbl).

NHpopmaLnio, NONYyUYEeHHYO B Xode 3TUX UccneaoBaHUK, UCNONb3YT ANS OUeHKM BUOoNornieckoro
OEUCTBUA MaTepmnanoB 1 U3aenunn.

CtaHgapT onpegensieT HeobxoAMMOCTb NPoBedeHnsa U 0bbemM nccrnegoBaHun no naeHTUuUKaumm u
KONMMYeCcTBEHHOMY onpeaeneHnto NPoayKToB Aerpagauny B 3aBUCUMOCTU OT paga YCIOBUMN.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

U3NEJINA MEOULUMMHCKUE
OLIEHKA BUOJIOMMYECKOIo QENCTBMNA MEOULUUHCKUX U3OENUIA

YacTtpr 9

OCHOBHbIe NPUHLUUNbLI UAeHTUPUKALUU U KONMUYECTBEHHOIO onpeaeneHus
NnoTeHUManbHbLIX NPOAYKTOB Aerpanauun

Medical devices. Biological evaluation of medical devices.
Part 9. Framework for identification and quantification of potential degradation products

NaTta BBeaeHna — 2010—09—01

1 ObnacTb NpUMeHeHuns

HacToswmnn ctaHaapT ycTaHaBMUMBAET OCHOBHbLIE NPUHLMNBLI, HA KOTOPbLIX OCHOBaHLI cneunudgpuyeckme
nccneaoBaHUa Mo UMAeHTU@UMKaLMM U KONMMYECTBEHHOW OLIEHKE MPOAYKTOB Aerpagaunm meauuUHCKMX
n3genun.

TpeboBaHUA HACTOALLIErO cCTaHAapTa SIBNATCH peKkoMeHayeMbIMU.

CTaHgapT He pacnpocTpaHAaAeTcs Ha:

- NPOAYKTblI BUOUHXKEHEPUN HA OCHOBE XKNUBOMW TKAHW;

- U3yYeHne BOSHUKHOBEHUA NPOAYKTOB Aerpagaunn B pesynbraTte MexaHmndeckmnx nporeccoB. MeToankn
NonyvyeHust NpoayKTOB Aerpagaunn 3Toro Tuna U3noXKeHbl B cTaHaapTax Ha KOHKPEeTHbIe MaTepuansl;

- NPOAYKTLI MUTpaLIMN, KOTOPbIE HE SABMAKOTCA NpoayKTamMun aerpagaLnn.

B cnyvasx, ecnucraHgapThl Ha U3AeNnNa KOHKPETHLIX BUAOB coaepXaTt npuemMiemMbole MeToabl UAEHTNN-
Kaunn N KONMYEeCTBEHHOro onpegeneHnd NpoAyKToB Aerpagaunn, nX MOXHO paccMaTpuBaTh Kak alnbTepHa-
TUBY.

2 HopmaTuBHbIe CCbINKN

B HacTodllemM cTaHaapTe UCNONb30BaHbl CChINKKM Ha HOPMaTUBHbIE AOKYMEHTHI, coaepXXallne rnonoxe-
HUS, KOTOPbLIE SABMSATCH COCTAaBHOW YaCcTbio NONOXKEHU HACToALWEero ctaHgapTa. B npuBeaeHHbIE HOPpMaTUB-
Hble AOKYMEHTbI HEMNBb3A BHOCUTL Mobble ncnpasneHns u gononHeHus. OaHako gonyckaeTcsl BO3MOXHOCTb
NCMONb30BaTh NMocneaHne usgaHua HOPMaTUBHOW AOKYMeHTauun, npuBeaeHHoOU Huxke. lpu ccbinkax Ha
HOBbLIE NOMOXeHUs NocneaHux n3sgaHi HOpMaTUBHbLIX AOKYMEHTOB 3Ta HOpMaTUBHAaA AOKYMEHTAaL WU ACITKHA
npunaratbed. YneHel ACO 1 MOK gomkHbl NMOCTOAHHO CneauTb 3a COXPaHEeHUEM HPpUAUNYECKOW cunbl
MEXaAyHapoaHbIX CTaHOaPTOB.

NCO 10993-1:2003 OueHka buonornyeckoro aenctema meguunHckux magennn. Hacte 1. OueHka n
nccreaoBaHuS

NCO 10993-2:2006 OueHka buornormyeckoro AencTensa MegnmuUnHCKUX nagenun. Hacts 2. TpeboBaHUA K
obpalLeHNIO C KUBOTHBLIMU

3 TepMUHbI N onpegeneHus

B HacToawem cTaHgapTe npuMmeHeHbl TepMUHbl No NCO 10993-1, a Takke cneayowme TepMUHbI C COOT-
BETCTBYHOLWMMU onpegeneHNAMN!
3.1 Aaerpagauua: PaspylieHne matepuana.

U3paHune odbmumanbHoe
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3.2 6buoperpagauun: PaspylwieHne matepuana B pesynbtaTe BO34eNCTBUA DMonormieckon cpeasi.

[TpumeyaHn e— buogerpaunio MOXHO CMOAENMMPOBATL B 3KCNEPUMEHTAX in Vitro.

3.3 buopesopbupyemoe MeauuuUHcKoe usgenue: MeaunuuHckoe mzgenue, paspyllarolleecss Unu
paccachblBatoLleecs B OMonornyeckon cpeae opraHmMsma.

3.4 nNpoAyKT BbiMbIBaHUA (BbllenadynuBaHUA): SKCTparMpyemMbll KOMAOHEHT MaTepuana, He sIBMSAH0-
LLIMNCA NPOAYKTOM XUMMUYeCKoU gerpagauun.

3.5 Koppo3us: [lencTBNE XUMUYECKUNX N 3NEKTPOXUMNYECKUX peaKuMn Ha MeTan bl U CNaBbl.

[TpumeyvaHune—NVHorga TEPMUH «KKOPPO3UsT» ynoTpebnat B bonee WMPOKOM CMmbicne ans 0b03HaveHus
yXyALEHNA KavYeCcTBa Apyrmx marepmanoB. B HacToswem ctaHgapTe OH OTHOCUTCS K MeTannam u crnasam.

3.6 BelLlecTBO: XMMUYECKUN 3NEeMeHT, coeauHeHne Unm KoMniekec coeauHeHUN.

3.7 cpparmeHT usgenua: OaHa N HECKOMbKO YacTe U3genus.

3.8 npoaykT gerpagauun: [liobaga vacrtuua nnm xmMmmyeckoe coeanHeHne, cbpasoBaBLLUMECH NPU XMMU-
YeCcKOoM paspyLUeHUN NCX0QHOoro MmaTtepuana.

4 lNpuHUMNbI NNaHNPOBaHUA UccnegoBaHuA gerpagauun

4.1 O0LwWMe NnonoxeHus

[Toaxon KoueHKe gerpagaunn 3aBUCUT OT NMpUpoabl UCcnegyemMoro matepuana, MeguLUuHCKoOro Usgenus,
YCINOBUU NPUMEHEHUA U NoKanmsauunm KOHKPEeTHOro nsgenmsa B opraHusme. Korga mnccneayrot KOHKpeTHoe
MeaULUHCKOe u3genue 1 ectb nogpobHas MHpopmMaunsa 0 XMMUYECKOM COCTaBe cpelbl, B KOTOPOWN nsgenue
OyaeT NPUMEHSITLCAH, UCCNeaoBaHME NPOBOAST B YCNOBUAX, MOAENMUPYIOLLMX NapaMeTpbl AaHHOW cpeabl.

[10 BO3MOXXHOCTU NpU NNaHMPOBaHUX UCccneaoBaHWUA gerpagaunm NCnonb3yoT cTaHgapThl ANs MOeHTU-
burkaunum 1 KoNM4ecTBEHHOro onpegeneHnsa nNpoAyKToB Aerpagaunn onpedeneHHbIX rpyrnn mMatepuanos,
Hanpumep MCO 10993-13 ana nonumepos, NCO 10993-14 — ana kepamukn n MCO 10993-15 — gna metan-
noB ncnnaeoB.. [pn nccnegoBaHUn N3aennn, COCToALLMX bonee YemM U3 ABYX pasnnUuHbIX MaTepuanos, y4UThI-
BalOT BCE COOTBETCTBYOLWME CTaHAapThI No gerpagaunn.

4.2 lNpeaBaputenbHoe paccMOTpeHUe

HeoTbemMnemon4acTbio OLEHKU BMonormieckon be3onacHoOCTU U3aenns ABNAETCA TLIAaTENbHOE NPOrHO-
3MpoBaHMe cnocobHOCTU MaTepumana K gerpagauunun, BKNovas oxknagaeMyo U HenpeaBMaeHHY0 AeCTPYKLUMIO.

HavanbHbIM 3TanomM MnporHo3npoBaHUA SABMAETCH OLeHKa XUMUYECKUX XapaKTepUCTUK U U3BECTHLIX
MEeXaHMU3MOB Agerpagaunn. 3aTem oLeHUBaT HeODXOAMMOCTb 3KCNepUMEHTaNbHOIC UCccneaoBaHna buoaer-
pagaunm N CoOCTaBNAT ero nnaH. Ha ocHoBe 0b630pa nutepaTypbl 1 03HAKOMMNEHUS ¢ NpeablaAyLXM OMNbITOM
KIMMHUYECKOTro NPUMEHEHUS aHANOTUYHBIX MaTepuarnoB MOXKET BO3HUKHYTb HEOOX0AMMOCTb AalbHeunlen bno-
NOrM4yeckom oLLeHKN NpPOoAYKTOB Aerpagaunn. Het HeobxoaMMOCTK, a Takke He Bcerga CyLIecTBYEeT BO3MOX-
HOCTb MPOBOAUTbL U3ydeHWe aerpagaunm anst scex usgenun. OB6oOCHOBaHUA HeODXOOUMOCTU UIYYEHUS
aerpagaunm npeagcrtapneHbl B npunoxedHmm A. OueHKa HeobxoanMMocTn NpoBeaeHUs akcnepuMeHTanbHbIX
nccneaoBaHUW gerpagauunn gormkHa BKNoYaTh B cebda ob30p nutepaTtypbl U (MNK) 03HAKOMNEHNe ¢ AaHHbIMU
00 onbITe KNUMHNYECKOTO MPUMEHEHUS. TaKas oLeHKa MOXKET NPUBECTU K 3aKNOHYEHUIC, YTO HET HEOOXOAUMOCT
NpoBeaAeHNa 3KCcnepumMeHTanbHbIX UCCneagoBaHUW, Korga mMsydaemoe msgenue ycnewHo npuMeHsaeTcd B
MEOULIMHCKOW MpaKkTUKe, a Takke MMeTCa HOBbIE U oNybnMKoBaHHbIE AaHHbIE U aHaNormm ¢ U3BECTHLIMU
n3genuamun, MmaTepuanamm U npoaykramu aerpagasiun.

PykoBOACTBO MO OLIEHKE OUONOrMYecKoro AeUCTBUS MPOAYKTOB Aerpagaunm NonMMMeEpHbIX 13aenim
(MaTepuanos) npeactasneHo B NCO 10993-13.

4.3 lNnaHupoBaHUue UccnenoBaHuA

[1naH nccnegoBaHna AomKeH ObITb cocTaBneH M odopMIeH B COOTBETCTBUN C nonoXxeHnammn4.1. B nna-
He yKa3bIBaloT MeTodbl aHanm3a, ¢ NOMOLLLIO KOTOPLIX N3yYaloT cneaylolme XxapakTepucTUki NpoayKToB Aer-
pagaunn:

a) XxmMmudeckue U PUsnko-XxmmMmmny4eckme CBOUCTBA;

b) MOopdONOrMio NOBEPXHOCTU;

C) bnoxmmmyeckmue CBOUCTRA.

B nnaHe Takke mM3nararT MeTodbl, MCNONb3yeMble AN nonyyvyeHusl NpoaykToB derpagauun. B nnaHe
ncecrneaoBaHnAa U3gernuii, COCTOALLMX U3 MHOTMX (pparMeHTOB, YUUTBLIBAKOT KaXXabIU oparMeHT Unumatepuan, a
TaKkkKe CUHepruvyeckoe BrMdaHMUe pasnnyHbIX parMeHTOB Ha AeCTPYKLMIO.

4.4 XapakTepuUcTuUKa NpoAYKTOB Aerpagauum MeguLMHCKUX U3aenuin

[TpoayKkThl Aerpagaunuy, nonyv4eHHble B Xo4e nccnegoBaHus, MOryT npeactaBnsadTb cOboU YacTULbl, pac-
TBOPUMBIE CcoedMHEeHNs UNK UOHLI. [ANa onpeaeneHns XapakrepUcTUK NpoayKToB Aerpagaunn NCNob3yioT

2



OCT P UCO 10993-9—2009

COOTBETCTBYHOLINE aHANMUTUYECKME MeToAbl. ST MeTOoAbl AO0ITKHbI ObITb OOOCHOBAHLI U NMPUBEAEHBbI B OTUETE
00 nccriegoBaHUN.

[Tpn cocTaBneHnn nnaHa nusyveHus gerpagaumun cnegyeT ydecTb BIUsiHUE npouecca gerpajgaunm Ha
buonornyeckme nccrieJoBaHus.

[Toaxonabl K n3yveHuo bruoaerpagasnm npeactaBrieHbl B NpUnoXXeHum B.

[TnaH aormkeH BKoYaTh B cebs crneaywulee:

a) naeHTuduKauuio N xapakTepucTuky n3genunsa u (Unu) matepuana nnpegnonaraemoe npuMeHeHme;

b) naeHTUUKaLno n xapakTepucTuKy BO3MOXHOIo MexaHuama gerpagawuunm;

C) MAEHTUMDUNKALMIO U XapaKTepUCTUKY N3BECTHbLIX, BEPOSATHLIX U NOTEHLUMaNbHBLIX NPOAYKTOB Aerpa-
AallWiA;

d) meToabl UccriegoBaHuUS.

[TpyumMmevyaHNH

1 CTeneHb n CKOpPOCTb MUrpauumv NpoaykKToB gerpagaunm 3aBUCAT OT TAKMX PaKTOPOB, KaK NMpouecchl Npon3Boa-
CTBA, KOTOPblIE U3MEHSAIOT COCTaB U CTPYKTYPY MOBEPXHOCTU, MUTPaALUSA HA MOBEPXHOCTb U3 Martepuana, XMMn4eCckumn
cocTaB Hhn3anonorm4ecKkon cpeabl 1 pacTBOPUMOCTbL B HEN U T. 1.

2 VccnegoBaHWe MOXET MPUBECTU K 3aKIMKOYEHUIO, YTO NONYYEHO A0CTATOYHOE KONMMYECTBO AAHHbIX U HET HEOBXO-
OVMMOCTU B JalnbHEULWLEM N3YyHEHUN.

5 OT14yeT 006 UcCcneagoBaHUN

B oTueT 00 nccnengoBaHum BKIOYAkoT crneayrowyo MHopMaLmio:

a) onucaHue matepuanamn (Mnnm) usgenna e cooTBETCTBUM C NYHKTOM B.2 npunoxeHua B, Bknovaga npea-
nonaraemoe rnpuMmeHeHue U B4 KOHTaKTa c OpraHU3MoM;

L) oueHKy gerpagaunM v BbIBOAbI MO pesynbTaTtaM OLEHKN;

C) ngeHTudukaynio 1 KonmyecTBeHHOe onpederneHue NpoaykToB Aerpagauunn (Hanpumep, popma u
COCTOAHME NPOAYKTOB Aerpagaumun, UX CTabunbHOCTb U MCNOSIb30BaHHbIA KOHTPOJb);

d) onucaHne MeTOOOB U3YyYeHUA gerpagaunun, ycnoBua nccnegoBaHua, tect-matepuansl U METOQUKA
nccneaoBaHua, BKIHOYaa BUAbI KOHTPONA,;

e) onucaHue MeTodoB aHanunaa, BkoYasi npeaensl 0bHapyXeHUs1 U BUabl KOHTPONS;

f) AOKYMEHT O COOTBETCTBUM UCNbITATENBHON NadbopaTopun cucteme ynpaBsieHUs Ka4eCTBOM UCMbITa-
TeNbHbIX NabopaTtopunin u (Mnn) pykooactso NCO 25;

g) KpaTKoe U3NOoXeHNE pesynbTaToB;

h) UHTepnpeTauma n obcyxxgeHne pesynbTaTos.
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[MpunoxeHune A
(obsizaTenbHOE)

ObocHOoBaHUe HeobBXoAUMOCTU NpoBeAeHUA UccnefoBaHUA aerpagalun

HeobxoanmocTb NpoBeaAEeHUA nCcneaoBaHnn aerpagalmm paccmaTpmBatoT, eCrn:

a) nagenue sSiBNseTcs paccachbiBaloWmMMnUcs B BMONorn4eckon cpeae;

b) nagenue npegHaszHavyeHo ans uMnnadTaumm Ha cpok, npeebiwatowmim 30 cyT;

C) eCTb MHopMaLnsa O BEPOSATHON MUTPALMUN TOKCUYHBIX BELLECTB NPU KOHTAKTE AAaHHONo marepuana ¢ opra-
HU3MOM.

NayueHne gerpagaumnm HeobsizaTenbHO, €CIN:

a) KONM4YeCTBO BO3MOXHbIX NPOAYKTOB Aerpagaunm npeackasyemo n CKOpocTb 0bpa3oBaHus NPoAYyKTOB Aerpaaa-
LMK NogobHa Ton, KoTopas N3BECTHA U3 MEANLMHCKOWN NPAKTUKM Kak be3onacHas;

b) ecnu pasmepbl n popma vacTmy NoaobHb! TeM, 6€30MNacCHOCTb KOTOPbLIX AOKa3aHa OnbITOM NPUMEHEHNS B MEAN-
LWHCKOW NPAaKTUKE;

C) eCnun yxe CyWeCcTBYIOT JaHHblE O Aerpagaumnmn, B TOM YMCIE O BEWECTBAX U NPoAyKTax gerpagaunm npu npeano-
naraemMmom npUMeHeHuu.

HeobxoanmocTb nccneaoBaHuUm in vivo paccMaTprUBalOT HA OCHOBE pe3ynbTaToB in Vitro.

[10 BO3MOXHOCTU NPU N3YyHEHUN TEOPETUHECKU MPEACKA3YyEMbIX MPOLUECCOB Aerpagaunm yanTbiBAOT IKCMEPUMEHTbI
in vitro. BbINONHASA CcneaoBanns in vivo, He0bXxognmo NOMHUTB O TPeBOBaHUSAX K 3alumTe XUBOTHBLIX (CM. NCO 10993-2).
[nsa onpegeneHns BEPOATHOCTY gerpagaunm u ngeHtnpunkaymm npegnonaraembsiX NpoAyKTOB Aerpagaunm n ee CKopocTu
0H60CHOBbLIBAOT HEODXOAMMOCTb NPOBEAEHUSA UCCNENOBaHWUN in vivo v in vitro.
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[MpunoxeHve B
(cnpaBo4HOe€)

NononHuTtenbHasa MHopMaLUA K NNaHy U3yveHUs gerpagauum

B.1 O6bwne nonoxeHwunA

HacTtosiwee npnnoXxeHne cogepXnT rnonoXXeHns, KOTOPbIE YYNTBLIBAIOT NPU OLEHKE BEPOATHON Aerpagaunn. B cry-
Yyae oTCyTCTBUSA 0bWwen nHchopmauum o gerpagaumm nagenum n matepuarnos, a Takke 0 BUonorn4eckom 4eNCTBUN BO3MOX-
HbIX NPOAYKTOB Aerpagaunm rnpoBogasaT COOTBETCTBYIOWME IKCNEPUMEHTAlNbHbBIE NCCNEA0BAHNS.

B.2 OnucaHue meanumnHCcKoro naaenua n (Mnn) matepuarna BKNio4aeT B cebs:
HaUWMEHOBaHNE MeAULNHCKOro nagenus n (Mnun) marepuana;
Ha3Ha4YeHue MeanLUMHCKOro N3aenus;
npeanonaraemMmoe NpUMeHeHne;
npegnonaraemyto bMonorm4eckyto cpeay;

) cocTaB Mmarepwuana,

fy nogrotoBky matepunana (0b6paboTtka, crepunmnsaumns);

g) COCTOSIHME MOBEPXHOCTY;

h) paamepbi;

1) OTAENbHLIN PPArMeHT;

|} oTAenbHbIN PparMeHT, UCMOSNb3YEMbIN B KOMBUHALUWKM C APYTUMWU,;

K) OueHKy KaXXgoro matepuarna, BXo4siLWero B COCTaB U34eNunsl, COCTOSIWENO N3 HECKONBbKUX ParmMeHTOB;

1) NPOAOIMKNTENBHOCTb KOHTAKTA;

M) Apyrme XxapakTepPuUCTUKMN.

B.3 OueHkKka BO3MOXHbIX M N3BECTHLIX NPOAYKTOB Aerpagaumm

B.3.1 UameHeHne OCHOBHOW MacCChbIl maTepuana

Oxunpgaemble N HeENpPeaBUAEHHbIE U3BMEHEHUSA OCHOBHOM MAaCChl MaTepuana mMoryT npuBoanTb K 06pasoBaHuIo NPo-
OYKTOB Aerpagaumm B Buae 4actul, a Takke BNUATb HA CTabunbHOCTL NOBEPXHOCTU. I3MEHEHNA OCHOBHOWN MAaCChl MaTEPU-
ara mMmoryTt NponcxoanTb, HANPUMEP:

- B Npouecce N3roToBINeEHUS,;

- BO BpeMS$ CTepUnn3auum;

- NpU NPOBEAEHUN UMNNMAaHTaALUN U BO BpeMS NpebblBaHUA MMNNAaHTaTa B OPraHn3me;

- B pe3ynbraTte buopesopbuuu;

- MPU XPaHEHUN N B CBA3U C HECTADUNBbHOCTBIO;

- NPU N3MEHEHUN PUINYECKOTO COCTOAHUA (HabyxaHne, da3oBbIN NEPEXOANT. 4.).

B.3.2 Bbixoa BelwecTB C NOBEPXHOCTH

Bbixog BELWECTB C NOBEPXHOCTU MOXET NPOUCXOANTL B CNeayowmnx crnydasx:

- XUMUYECKNe peakyuu;

- BbIMbIBaHWE,;

- MUrpauus,;

- JenonumMmepunsauus;

- QoTCrnavBaHue, OTLENYyLLNBaHWE.

B.3.3 U3pgenwue, cocTosillee M3 HECKOJNIbKMX KOMMOHEHTOB WUIIM MCNOJSib3yemMmoe BMeCcTe C APpyrmMmu mnage-
FINAMM

B AononHeHne K nepevncneHHoOMy HEODX0ANMO PacCMOTPETL CreayioLwme SABIEHUS:

- paspyLlweHne CTPYKTYP;

- paccrnanBaHue;

- MUrpauuio BELWECTB U3 04HOIo pparMeHTa B Apyrou.

Q)

O T
I il T

ok
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[MpnnoxeHwne C
(cnpaBo4HoOe€)

CBegeHUA 0 COOTBETCTBMU HaLMOHaNbHLIX cTaHaapToB Poccunckon ®depgepauuu
CCbINMOYHbIM MeXAYHapo4HbIM CTaHOapTam

Tadbnuwua C.1

OBo3HaAYeHNe CChITOYHOIO

O603Ha4YeHNEe U HAUMMEHOBAaHUE COOTBETCTBYIOLLENO HALUWMOHANBHOIO cTaHaapTa
MEXOYyHApPOAHOro craHgapTa

NCO 10993-1:2003 [OCT P MCO 10993-1—2009 OueHka buonorm4yeckoro 4eNcTBuUs MEANLMHCKUX N3-
aennn — Yactb 1. OueHka n nccneaoBaHuS

NCO 10993-2:20006 [OCT PINCO 10993-2—2009 OueHka buonormyeckoro AeNCTBUA MeanUNHCKUX N3-
aenun — Yactb 2. TpeboBaHus K obpalleHnto ¢ XXUBOTHbIMA
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