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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOoArOTOBJIEH ABTOHOMHOW HEKOMMepYecKon opraHnsaumen «HCTUTYT MeanKko-6nMonormvyeckmnx
nccnegosaHuin n texHonornn» (AHO «MMBUNT») Ha ocHoBe cODCTBEHHOro ayTeHTUYHOrO Nepesoaa Ha pyc-
CKMN A3bIK TEKCTA cTaHdapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHunuyeckum komutetom no ctaHgapTtusaunm TK 422 «OueHka brnonorm4eckoro AencTBug
MeONUNHCKUX U3aenniin

3 YTBEPXAEH N BBEAEH B OEWNCTBWE Mpukasom PenepanbHOro areHTCTea no TeXHUYECKOMY
perynupoBaHuto n metponornun ot 22 ceHTabps 2011 r. Ne 333-cT

4 HacTtodwun ctaHgapT naeHtTndeH mexgyHapoaHomy ctaHgapty NCO 7405:2008 «CtomaTonorus.
OueHKa BUONorn4eckon COBMECTUMOCTU CTOMATONOrn4Yecknx MHCTpymMmeHToB» (ISO 7405:2008 «Dentistry —
Evaluation of biocompatibility of medical devices used in dentistry»).

[1pu NnpMeHeHU HACTOALLEero cTaHaapTa pekoMmeHayeTcd MCNob30BaTb BMECTO CChITOYHBLIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOpPbIX MpMuBedeHbl B AONONHATENBHOM NpunoXxeHun A

5 BBEAEH BI'NEPBbIE

ViHcbopmayusi 06 UMEHeHUSIX K HacmosilweMy cmaHoapmy riybriukyemecsi 8 eXke200H0 u30asaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHanbHbIe cmaHoapmabl», a Mekcm U3MeHeHUU U rMorpasoKk — 8 eXeMe-
CSYHO U30asaeMbiX UHGhbopMallUOHHBIX yKa3zamersax «HauuoHaneHbie cmaHoapmebi». B cniy4dae rnepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e2o cmaHoapma coomeemcemesyroujee yeseoomMrieHue byoem ornybriukoeaHo
8 eXXeMeCSIYHO u3dasaeMoM UHDOPpMaUUOHHOM YKa3amerne «HauuoHarnbHbie cmaHoapmel». Coomeemcemay-
fowasl UHgpopmMayusi, yeeOoMIIeHUe U meKecmhbi pa3Melaromcs makxe 8 UHQopMalUUOHHOU cucmeme obuiezo
ro1b308aHUsT — Ha ouyualnbHOM caume PedeparibHo20 a2eHmcemea o MmexHU4YeCKoMy pez2yrupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

NCO (MexayHapogHaga opraHusauma ctaHgapTmsaunn) aesnseTca BCeMUpHOW peaepaunen opraHoB Ha-
LiIOHanNbHbLIX cTaHAapToB (opraHusaunm — vneHsl NCQO). PaboTta no noarotoBke MeXayHapodHblX CTaHOapToB
oObLIbYHO ocyulecTBNsieTCs TexHudecknumun kommtetamm MCO. Kaxgas opraHusauusi-dneH, sanHTepecoBaHHasa B
npegmMeTe, Ansl KOTOporo cosgasanca TexHU4YecKun KOMUTET, UMeeT NpaBo ObITb NpeacTaBNEeHHON B 3TOM KOMU-
TeTe. MexayHapoaHble NpaBUTENbLCTBEHHBIE YU HEMPaBUTENLCTBEHHBIE OpraHM3aLMn Takke NPUHUMAaIOT y4ac-
Tne B paboTe Bo B3aumogenctemm ¢ NCO. MCO TecHo coTpyaHmnuaeT ¢ MexxayHapoaHOoW 3neKTpoTEXHNYECKOW
komuccunen (MOK) no BcemM Bonpocam 3NeKTpoTeXHUYECKoU cTaHaapTUsaunn.

MexayHapoaHble cTaHAapThl pa3padbaTteiBaloTCsl B COOTBETCTBUM € npaBunamu, npueeaeHHsIMm B Aun-
pektnBax MCO/MOK, vacts 2.

OcHoBHOW 3aaavyen TexHUYeCKMX KOMUTETOB sIBNAeTCA NOAroTOBKA MeXayHapoaHbIX cTaHaapToB. [po-
eKTbl MeXAyHapoaHbIX CTaHOAPTOB, NMPUHATLIE TeXHUYECKUMU KOMUTETaMU, pacrnpocTpaHATCA opraHmnsalm-
AM-4YieHaM Ans ronocoBaHus. Nydnukauua B Ka4ecTBe MexXayHapoaHoro ctaHgapTa Tpebyet oaobpeHus, no
MeHbLlen Mepe, 75 % opraHmsayn-4neHoB ¢ NpaBoM rofioca.

Heobxoanmo obpaTuTb BHUMaHWUE Ha BOSMOXXHOCTb TOrQ, UTO HEKOTOPLIE 3NTIEMEHTLI AaHHOIo A0KYMEHTA
MOTYT noaBepraTtbcs nateHTHbIM Npasam. MCO He HeceT OTBETCTBEHHOCTU 32 0D0O3HaYEHNE KaKUX-NNBO TaKo-
BbIX MATEHTHLIX NpaB.

NCO 7405 6bin nogrotoBneH TexHudeckum komutetom NCO/TK 194 « CTomaTonorus».

HacTtosulee BTOpoe nsgaHue oTMeHsaeT 1 3ameHseT nepsoe usgaHue (NMCO 7405:1997), koTopoe bbino
nepecMoTpeHo B TEXHUYECKOM OTHOLWEHUW. Beinu caenaHbl cnegyowne M3MmeHeHUs:

a) nobasneHne UcnbiTaHUA LIUTOTOKCUYHOCTU AEHTUHHOTO Bapbepa K NpunoXxeHuto B;

b) ynydwieHHoOe onncaHne MeToa0B UCMbITaHUN;

c) obHOBMEHHbIe cchlfikn Ha ceputo MCO 10993.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

CTOMATOJNOI A

OueHKa bMonoruyeckom cCoBMeCTUMOCTU MeAULUHCKUX U3genun,
NPpUMeHAeMbIX B CTOMaTONorMu

Dentistry. Evaluation of biocompatibility of medical devices used in dentistry

[lata BBeaeHnsa — 2012—03—01

1 Obnactb NpMeHeHUA

Hactoawmni ctaHgapT ycTaHaBNMBaeT MeTodbl UCcneaoBaHus ans oueHku buonorndeckoro adodoekra
MeanLUUNHCKX N3aeni, npuMeHseMbIX B cToMaTonormn. OH BKNoYaeT UCNbiTaHUe papMaKoNorm4eCcKnX areH-
TOB, SIBNSAOLLNXCA HEOTHLEMMNEMOW YacTbiO UCMLITYEMOIO YCTPOUCTBA.

HacToqawmm ctaHgapT He pacnpocTpaHsaeTcs Ha UCNbITaHUA MaTepuanoB U YCTPOWUCTB, KOTOPbIE He KOH-
TaKTUPYIOT NPAMO UMN KOCBEHHO C OpraHn3MoM nauymeHTa.

2 HopmaTuBHbIe CCbINKN

Chneayrolwne cnpaBoYHble AOKYMEHTHI ABMAIOTCA HEOOX0AUMbBIMU ANA NPUMEHEHUA AaHHOMO AOKYMEHTAa.
[Tpn gaTUPOBAHHOW CChINKe NMPUMEHMMO TONbKO YKaszaHHoe nsgaHue. lNpu ceoinke 6e3 aatbl NPUMEHUMO NO-
crneaHee n3gaHue ykasaHHoro AoKyMeHTa (BKNovasd nodblie nonpaBKu).

NMCO 1942 CtomaTtonornd. Cnoeapb. YacTts 1. Obwme n knnHnyeckne tepMuHsl. NameHeHue 2

NMCO 6344-1 LUnndgoBanbHeIN MaTepuan ¢ NokpeiTueMm. I'paHynometpudecknm aHanma. Hacts 1. Onpe-
aeneHune rpaHynoMeTpu4ecKoro coctaBsa

NCO 10993-1 N3penua megunumHckme. OueHKa bBUonormdeckoro AencteBusa mMeguuUHCKUX M3genunn.
HacTtb 1. OueHka n nccneaoBaHuUA

NCO 10993-2 N3penua megunumHckme. OueHKa OUonormdeckoro AenctBusa mMeguuUHCKUX MU3genunn.
UacTb 2. TpeboBaHUA K obpalleHnto ¢ XKNBOTHBLIMM

NCO 10993-3 N3penua megunumHckme. OueHKa bBUonormdeckoro AenctBusa MeguuUHCKUX M3genunin.
UacTb 3. lccnegoBaHne reHOTOKCUMYHOCTU, KaHLEPOreHHOCTU U TOKCUYEeCKOro AeUCTBUA Ha PenpoayKTUBHYHO
PYHKUNIO

NCO 10993-5 N3penua megunumHckme. OueHKa OUonormdeckoro AencteBus mMeguuUHCKUX M3genunn.
YacTb 5. VlccnegoBaHuUda Ha LMTOTOKCUYHOCTL: MeToabl in vitro

NCO 10993-6 N3penua megunumHckme. OueHKa OUonormdeckoro AenctBusa mMeguuUHCKUX M3genunn.
YacTb 6. ccnegoBaHne MecTHOro AeUCTBUSA NMocie MMnaHTaummy

NCO 10993-10 Uzpgenua megnumHckme. OueHka BMonormdeckoro genucTteus MeguunHCKUX n3nenui.
UacTtb 10. UccneaoBaHue pasgpaxarowero 1 CEHCMoOUNM3npyroLlero 4enMcTBus

NCO 10993-11 UNaagenua meguumHckme. OueHka BUonorm4yeckoro 4ercteBmg MeauunMHCKUX n3nenui.
UHacTb 11. ccnegoBaHume obLLETOKCUYECKOro AeCTBUS

NCO 10993-12:2007 N3penua meanumnHckme. OueHKa BUonorm4eckoro A4ecTeBmns meguuUnHCKMX naae-
nmin. Yactb 12. MNpurotoBneHue npod 1 ctaHgapTHbIE obpa3sLbl

NCO 14971 Napenua meguumHckue. lNpumeHeHne meHepXKMeHTa PUCKOB K MeAULMHCKAM N3aennsam

U3pgaHne odbvumanbHoe
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3 TepMUHbI N onpegeneHus

B HacTodwem ctaHaapTe npiumeHeHbl TepMuHbl no MCO 1942, MCO 10993-1, MCO 10993-12, a Takke
cnegyrowme TepMnHbl C COOTBETCTBYIOLLMMIK onpeaeneHNAMI;

3.1 MeguuuHcKoe usgenue: Jlitobon npnbop, annapart, npucnocobneHne, Matepuan unn gpyroe naae-
nue, BKNwYas nporpaMmmMmHoe obecneveHue, ncnonbayemoe nmMbo M3onmMpoBaHHO, NMO6O0 B KOMOUHALMK, KOTO-
poe npeaHasHavYeHo N3roTOBUTENEM ANA NMPUMEHEHUS, rMaBHbIM 00pa3oM, B cneayrowmx Lensx:

- AnarHocTuka, npodpunaktuka, HabnwageHue, nevyeHmne unm obneryeHme BONE3HU;

- AnarHocTtuka, HabnwgeHue, neveHune, obnerdyeHne Unn KoMneHcaunsa noBpeXXaeHnst opraHoB Unm ou-
3MYEeCKOro HegocTaTKa;

- unccneaoBaHue, 3amMeHa U MaMmeHeHne aHaToMUU UNM PU3NONOrM4ecKoro npoLecea;

- KOHTpauenuusa

N KOTOpoe He saiBnsieTcsl papMakonormieckum, UMMyHONMOrMYECKUM UMM MeTabonnMueckum cpeacTBOM,
HO MOXET ObITb AOMNONTHEHO TaKUMK cpeaCcTBaMM.

3.2 cToMaTtonornvyeckum marepuan: Matepuan n/mnm BeLlecTBO UK codeTaHne maTtepmanos U/ nnu
BELLEeCTB, cneunanbHO paspadboTaHHbIA U NPUrOTOBMEHHbIN AN NPUMEHEHUNS] B CTOMAaTONOTMYECKON NMpakTUKe
/N CONpSKEHHLIX Npoueaypax.

3.3 KOHeuYHbIX npoayKT: MeanumHckoe nsgenne B TOM COCTOAHUN, B KOTOPOM ero NPUMeHsAT B Me -
LUHCKOW NpaKkTUKe.

[ PUMEYAHWNE— MHoOrme cromartonorm4eckme MaTepualibl MNPUMEHAKITCH B CBEXEeCMelWwWaHHOM BAae, U HEOD-
XO0ANMO paCCMOTPEeTb OUEeHKY MaTepnalioB KaK B CBeXeCMEeLWaHHOM, TaK U B 3aCTbIBLUEM COCTOHAHUMN.

3.4 nonoXxutenbHbIA KOHTPONbLHBLIA 0Opa3sel,: J1lobo AocTaTOYHO OXapaKTepusoBaHHbIM obpasel,
MaTtepuana unu BelwecTBa, KOTOPbIA, NoABeprascb UCCedoBaHUI Mo ONMMCAaHHON MeTOAMKe, NoKasbiBaeT
MPUroAHOCTb 3TOM MeToAMKN ANA Noy4YeHNs BOCNPON3BOANMOro, COOTBETCTBYIOLLEro MonoXUTEenbHOro Unn
DeaKTUBHOIO OTBEeTa B TECT-CUCTEME.

3.5 oTpuuaTenbHbLIA KOHTPONbLHBLIA obpa3el: JlloboM AoCTaTOYHO OXapaKTepusoBaHHbIA obpasel,
Martepuana unu BewecTBa, KOTOPbIX, NoABeprascb UCCedoBaHUI0 Mo ONMMCAaHHON MeTOoAUKe, NoKasbiBaeT
MPUrogHOCTb 3TON METOAMKN 1A NOoNy4YeHNsa BOCNPON3BOAUMOro, COOTBETCTBYIOLLIEr0 OTPULATENBbHOTO, HEepe-
AaKTUBHOMO UMM MUHUMAaNLHOIO OTBETa B TECT-CUCTEME.

[TpumeyaHnwmne—Ha npaktuke oTpuuartenbHble KOHTPOSIbHbIE 0bpa3ubl BKNtoYatoT B cebs brnaHkoBble Npobsil,
OCHOBbI/PAacTBOPUTENUN U 3TANOHHbIE MaTepuansi.

3.6 cTaHpapTHbIN obpaszel: Obpasel BewlecTBa (MaTeprana) ¢ YCTAHOBMEHHLIMU MO pe3ynbTartam
MCMNbLITAHUA 3HAYEHUAMU OQHON UK Bonee BENUYNH, XapaKTepuayroLmnx cCocTaB U CBONCTBO 3TOM0 Bellec-
TBa (MaTepuana) u garolmx BO3MOXHOCTb TOYHOIo onpeaenieHnst KONUYeCTBEHHBIX XapakTePUCTUK C OTKITOHEe-
HUSIMW HA YCTAHOBIEHHOM AOBEPUTENTBHOM YPOBHE.

[TpumeyaHnune—B HacToAWEM cTaHgapTe NO4 3TAnNOHHLIM MaTepuanom noapasymMmeBaeTcs Nobdon XopoLwo
N3YYEHHbLIN MaTepuan u/mnn BeEWeCTBO, KOTOPLIN MPU UCMbITAHMU OMNMUCaHHLIM METOAOM AEMOHCTPUPYET NPUNoAHOCTb
npoueaypbl AaBaTb BOCMPON3BOANMBIN NMpeackasyembi OTBET. OTBET MOXET BbITb OTPUUATENBHBIM UIMN NOMOXUTEb-
HbIM.

4 Knaccudpmkauma mMeguUuMHCKUX nsgernum

4.1 Knaccudpukauma no BUAY KOHTaKTa ¢ OpraHu3aMoM JYernoBekKa

4.1.1 O6wan yacTb

B HacTosWweM cTaHaapTe Knaccudpukaums meauunHCKUX n3genun, npuMeHssemMblX B CTOMaTONOMNN, B3S1-
Ta U3 MCO 10993-1. Ecnun nsgenuve nnm martepuman MoXxeT ObiTb OTHECEHO DoNee YeM K OHOW KaTeropuu, by-
OyT NMpUMEeHUMBbl Oonee XecTkme TpeboBaHWUA WUCMbITAHUA. [1pKU MHOroKpaTHOM BO3AEUCTBUU U3OENUS
pelleHne ob OTHECEHNN N3OEeNUA K Kakon-NnMbdo KaTeroprmn AoMKHO yUUTLIBATb NOTEHUMANbHbBIA COBOKYMHbLIN
abpeKT, NPUHUMAasa BO BHUMaHUE nepuo] BpeMeHn, B Te4eHne KoTopOoro NponcxoanT 3170 BO3QEeNCTBUE.

[ PUMEYAHWNE— B AaHHOM KOHTEKCTE TeEPMWH CTOMaTOJTOIMA BKINMKOYaeT OpalribHyO U HEelNCTHO-ITMUEBYIO 0b-
JMTaCTH.

4.1.2 U3penuAa, He KOHTaKTUpPYHOLLUE C NOBEPXHOCTHOCTLIO TeNna YyenoBekKka
OTU YCTPOUCTBA HE KOHTaKTUPYIOT C OpraHM3MoM nauueHTa npamo Unn KOCBEHHO U He BKITHYEeHbl B

MCO 10993-1.
2
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4.1.3 N3penua, KOHTakKTUpyKOLLME C NOBEePXHOCTHOCTLIO Tena YenoBeka

OTa rpynna BKMOYaeT B ceba nsaenust, BXoaslMe B KOHTaAKT C NMOBEPXHOCTLIO HENOBPEXAEHHON UMK
BCKPbITOW, NN Kak-NMBOO elle HapyLUEeHHOW KOXEeW, C NOBEPXHOCTLIO HEMOBPEXAEHHON UMM BCKPLITOWN, UMK
Kak-nMobo eLlle HapyLWweHHOW CNN3NCTOM NONOCTU PTa U KOHTaAKTUPYOLWME ¢ BHELUHAMK NMOBEPXHOCTAMM 3YOHbIX
TBepAblX TKaHeW, BKNoYaa aManb, AEHTUH U LLeMEHT.

[TpumeyaHwune—Ilpn HEKOTOPLIX OBCTOATENBCTBAX AEHTUH U LEMEHT paccMaTPUBaIOT Kak MOBEPXHOCTU, Ha-
npumMmep rnocne peueccumn gecHsl.

4.1.4 U3penua, npucoeguHsaeMble U3BHE

OTU U3OeNNS BKNOYAKOT B cebsl cToMaTonorndeckne nsaenns, Kotopble npoHUKarT B CIU3NCTYHO NO-
BEPXHOCTb U KOHTAKTUPYIOT CO CMU3UCTOW NMONOCTU pTa, 3yOHBIMWU TBEPABLIMUA TKAHAMMK, 3YOHOW NyNbNapHOU
TKaHbIO UITN KOCTbIO, NNDO NX coYeTaHUeM 1 OTKPbIThI AN nepopanbHOW cpeabl.

[TpumeyaHune— 3ITarpynnaundgenun Takke BKIoYaeT nobdon Bua Nnpocronkm nnm OCHOBHOIO MmaTtepuarna, uc-
NoNb3yeMblX 451 BOCCTAHOBMNEHUS.

4.1.5 IMnnaHTupyemblie nzgenusa, npuMeHsAeMble B CTOMaTOIOrMn

OTN n3aenus BKNoYvaT B cebqa 3yOHbIe MNNaHTaThl U Apyrue ctToMaTonormvyeckne N3aenus, Kotopble
YaCcTUYHO UMK NOMNHOCTLIO BHEAPEHbI B 0AHOM UM Bonee 13 cneayoLlmx cnyvaes:

a) Mdrkasi TkaHb, Hanpumep cybnepuocTanbHble U NOAKOXKHbIE UMMNNMAaHTATHI;

D) KOCTb, HANpUMep BHYTPUKOCTHbIE MMMNTaHTaThl U 3aMeHUTENN KOCTH;

C) NynbnoaeHTUHHas cucTema 3yba, HanpuMep SHOOAOHTUYECKME MaTepuansl;

d) noboe codveTaHUe TaKOBbIX, HANPUMEP TpaHCcoCcTeanbHbIE MMMMAHTAaTHI.

4.2 Knaccudukauma nsgenuum no gnNUTenbHOCTU KOHTAKTa

4.2.1 O6Lan yacTb

B HacTodleM cTaHOapTe MeauLMHCKMe nsgenusa, npuMmeHseMble B CTOMaTONorMn, kKnaccupuumpyroTt no
ONNTeNbHOCTU KoHTaKTa, Kak onncaHo B MCO10993-1 n npusegeHo B 4.2.2—4.2.4.

4.2.2 N3genua KpaTKOBpPeMeHHOro KOHTakTa

N3genna ogHOKPaTHOrO, MHOMOKPaTHOTO UM HENPEPLIBHOIO UCMONb30BaHUS, KOHTAKT KOTOPbLIX B 00LL e
CINOXXHOCTU COCTaBNAET MeHee 24 u.

4.2.3 Uzpenuna AnUTenbHOro KOHTaKkTa

N3genud, ogHoKpaTHOe, MHOToKpaTHOE UKW AONrOCPOYHOE NCNONMb30BaHME UMW KOHTAKT KOTOPLIX BEPO-
ATHO NpeBbICUT 24 4, HO He Bonee 30 cyT.

4.2.4 N3penua nocTosiHHOro KOHTaKkTa

N3penud, ogHoKpaTHOEe, MHOroKpaTHoOe U AoNrocpoYHoOe UCMoNb3oBaHME UM KOHTAKT KOTOPLIX Npe-
BbllaeT 30 cyT.

[TpumMmevyaHmns

1 OnpeaeneHne TEPMUHA «MOCTOSAHHBIUY MpeaHa3Ha4vYeHo ansl NPUMEHEHUA NCKNIOYUTENBbHO MPWY NCNONb30BaHNA
HacTosiwero craHpgapra. OHo coBnagaeT ¢ onpegeneHnem, npueeaeHdsim B MCO 10993-1.

2 [1pn MHOrokpatHoM BO3OEeNCTBUMN U3OENNS peleHne 06 OTHEeCEeHUU U3aernus K Kakon-nnbo Kkateropum A0MKHO
YUMTbIBATb MNOTEHUMANBbHbBIN COBOKYMHbLIN 3PMEKT, NPUHNMANA BO BHUMAHWE KaXXabl¥ Nepnog BpeMEHN, B TEHEHNE KOTOPOIO
NPONCXoaUT 3TO BO3AENCTBUE.

5 lMpouecc 6MonornyecKkom oLeHKM

5.1 Obwan yacTb

Kaxaoe meguumnHckoe nsagenuve, npuMeHaemMmoe B CTOMaToNornmm, AomKHO ObITb NOABEPTHYTO CTRPYKTYPU-
POBaHHOW NporpaMmme bMonornyeckon OLLEHKM B paMkax npouecca KoHTpons pucka (ecMm. MCO 10993-1). Pyko-
BOACTBO MO BHegpeHuwo a3T1oM nporpammbl npueegeHo B UCO 14971 n UNCO 10993-1. TlMporpamma
ONONOrM4YEeCcKon OLIEHKM AOSKHA BKIOYaTh B cebsl 0030p KOMMMEKTOB AaHHbIX, KacakoWmMxca bnonornieckmnx
CBOWCTB Ka)XAoro MeauLnMHCKOro nsaenunda, UCrnonb3yeMoro B ctomatonorin. B cnydyae, ecnn ata 4yactb Npo-
rpaMmbl OUONOrM4eckon oueHKU obo3Ha4vaeT, YTo oauH Unn 6onee KOMMMEKT AaHHbIX ABNAETCH HEMOMNHbLIM U
HeobxoaMMbl ganbHEeULIne UCNbITaHUSA, TakoBble AOSMKHbI ObITb BbIOpaHbl N3 METOA0B, ONMUCAHHBIX B CEPUN
ctaHgaptToB MCO 10993 mnn B Hacrtodwem cTaHgapTte, unn B oboux. Ecnn BbIOpaHbl UCNBITAHUSA, HE
BKIMIOUEHHbIE B HACTOALWMW cTaHAapT, HeobxoamMmo caenatb 000CHOBAHME BbIDOpa ApYrMX UCMbITAHUN.

[Onst KOMOVMHUPOBAHHBLIX NMPOAYKTOB KOHEYHBIN NPOAYKT ACITKEH ObITh OLEHEH B COOTBETCTBUU C HACTOS-
LM CTaHOAPTOM B COYMETaHUKU C NOOBLIMU MPUMEHUMBIMWU CTaHOapTaMMU.
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[TpumevaHuns

1 B AaHHOM KOHTEeKcTe KOMOMHMPOBAHHBIMW MPOAYKTAMU SIBASIOTCH CTOMAaTONOIM4YeCcKne ycTpoucTea noboro

TUNa, KOTOPblE BKINOYaloT B cebsl Unmn nMeroT npeaHasHaveHneM BKITI0YNTh B Ka4YeCTBE HEOTbEMITEMOM YacTu BELLECTBO,
KOTOpOE:

a) Npu OTAENBHOM UCMONMBb30BAHMW CIYXNUT NEKAPCTBOM UM DUONOTMYECKMM NPOAYKTOM;
b) cnocobHO NOBNUATL HA OPraHM3m NauneHTa CONnyTCTBYIOWMUM AENCTBUEM.

[TpMepomM MOXET CNYKNTb n3genne gns HanonHeHusi/HapalmBaHns KOCTH, cogepxalee akrop pocrta (1.e. bno-
NOTNYECKNUN MPOAYKT).

2 [nsa kKoMOMHUPOBAHHbBIX NPOAYKTOB, KOraa nagenve n hapmMmakonormyeckne KOMNOHEeHTbl YKOMMNITEKTOBAHbI Pa3s-
OernbHO, MOXET ObiTb JOCTATOYHbLIM UCMbITATbh TOMBKO KOMNOHEHTb! N34ENus.

5.2 Bblbop ucnbiTaHUA N 0OLLaA OLEeHKa

Bbibop ncnbiTaHin 1 00LWAasa OLEeHKA pe3ynbTaToB AOMKHEI ObITb NPOBeAEHbI creumanncTom, obnagaro-
LLIMM COOTBETCTBYHOLLMMU XUMUNYECKUMIN, (PUINIECKUMU N BUONOTNYECKUMN JaHHBIMW, KacarolWMMNUCH U3ae-
MK, N KOTOPbIA OCBeAOMIEH O npeanonaraeMblX YCNoBUSIX MCNOMb3OBaHUA.

5.3 Bbibop MeTOA40B UCNbLITaAHUN

Bbibop MeToa0B UCNbITAHWUN AOMKEH ObITb OCHOBAH HA PACCMOTPEHWUN;

a) npegHasHa4YeHHOro NPUMEHEeHUs1 MeaULIMHCKOrO U3aeruns;

b) TKaHeW, C KOTOPLIMA MeAULNHCKOE U3AeNTMe MOXET KOHTaKTUpPOBaTh;

C) ANMUTENbLHOCTU KOHTaKTA.

Ecnun nsdbpaHHoe ncnblTaHMe He BKNOYEHO B MeXayHapoaHble cTaHgapThl, HEOOX0OANMO BKMNOUYNTL
obocHOoBaHMe BbIOOpa MeToA0B B OTYET 00 UCNbITaHUX ANS KaXX4oro nsgenusi. Ecnn ctaHgapTbl pekoMeH-

aytoT 6ornee 4yeMm oauH MeTod UCMBITAHUSA B TOM XKe KaTeropuun, BbIDop 04HOMO UCMNbITAHUA N3 HECKOMbKMUX
noKeH OblTb 0O60OCHOBAH.

5.4 Tunbl UCNbLITAHUW

CornacHo knaccudpunkaumm nsgenuns, UCnbliTaHnsa AOMKHbI BbITb pacCMOTPEHbI A1 UCMONb30BaHUS, Kak
CYMMUpPOBaHO B Tabnuue A.1 npunoxeHusa A. 3ta Tadbnuua obosHavaeT, Kakme TUMNbl METOAOB UCCNea0BaHUSA
OOMKHbI ObIThL MPUHATLI BO BHUMAHWE, HO HEe TO, YTO UX NpoBeaeHne siBndaeTca obsasaTtenbHbIiM. PelleHne He
NPOBOAUTL TUN UCMNbITAHUNA, 0603HavYeHHbI B Tabnuue A.1, AOMKHO BbITb 060CHOBAHO B 0TYETE 00 UCNbITaHUW
ans Kaxkgoro nsgenus. NpuseaeHHbIe TUNBI UCMBITAHUA pacCcMaTPUBAIOT KAk OCHOBY A4S OLIEHKU BUOCOBMEC-
TUMOCTU MegULNHCKUX N3gennn, npuMeHsieMblX B cToMmaTonori. [ing 6onswnHeTBa TUNOB UCTIbITAHWUA OMnpe-
neneHbl KOHKpeTHble MeToAbl, HO NMPU3HaeTCs, YTO AN HEKOTOPbLIX U3aenni anbTepHaTUBHbIE MeToAbl, HE
BKIMIOUEHHbIE B MeXayHapoaHble cTaHaapThl, MOTYT ObITb Bonee noaxoasilmu.

Ona ynobctea TUNblI UCNLITAHUIA Pas3bUTLI HA TPWU FPYNNI.

a) I'pynna |

[daHHaga rpynna BkntovaeT B cebs UCMbITaHUA Ha LUTOTOKCUYHOCTL /in vitro. ObLlne pekoMmeHaaL M rno nc-
TbITAHUAM LUTOTOKCUYHOCTW in vitro npuBeaeHbl B UCO 10993-5 1 gonmkHbl cobntogaTtbed. [NogpobHble npoTo-
KONbl UCMBITAHUA AN MeTodoB Anddpy3nnM B arape Unu arapose U punetpytowen andpdysmm, nogxogawime
0189 CTOMaTONorM4Yecknx MmatepmanoB, BKIHOYEeHbl B HACTOSAWMN cTaHaapT. MeToabl LUTOTOKCUYHOCTW in vitro
BKITHOYAIOT!

1) ucnbiTaHne andgpdpysnen B arap (CM. 6.2);

2) ucnoliTaHne gndpdpysnen Yyepes puneTp (CM. 6.3);

) UCMBITAHUA NMPAMOTo KOHTakTa Unun akcTpakumm B cooteeTcTBMU ¢ MCO 10993-5;
)
)

= W

MCNbITAHNE LIUTOTOKCUYHOCTU AEHTUHHOrO bapbepa (CM. npunoxeHue B);
Moaernb cpesa 3yba.

o

[TpumevaHus
1 lNMocnepoBaTenbHOCTb CNUCKA HE O3HAYaET Kakoro-nnbo npeanovTeHmnsa ogHoMy MeToady NO CPaBHEHUIO C

OPYrMMN.
2 JaHHbIK CNMCOK HE O3HA4YaeT, YTO BCE YNOMSIHYThIE UCMbITAHUS HA UMTOTOKCUYHOCTb criegyeT NpoBOAUTb OIS

KaXKAoro paccmaTpmMBaemMoro MeauumnHCKOro n3genusi.
3 WMcnonb3oBaHue ucnbiTaHUA HA LUMTOTOKCUYHOCTb AEHTUHHOIO Bbapbepa NoowpsaeTcs, U ONUCaHne UCMbITaHUA

NpuBEAEHO B npunoxenum B. dpyrum nogxoaom sensieTca moaenb 3ybHoro cpesa. CCbhINky Ha 3TO UCTMbITAaHWE NPUBEAEHbI
B bubnuorpadun.

b) MNpynna 1l

[daHHaga rpynna BknovaeT B cebsl UcnbITaHUA B COOTBETCTBUU € cepuen ctaHgapToB NCO 10993, 1 koH-
KpeTHble UCNbITAHNA MOEHTUPNUUPOBAaHLI, Fae 3T YMECTHO:
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1) ocTpada cucteMmHad TOKCUYHOCTb — nepoparnbHoe npumeHeHne — B cooTBeTCcTBUM C UCO 10993-11;
2) ocTpasd cucteMHaa TOKCUYHOCTb — NpumMeHeHune nHranaunen — B coorsetcteun ¢ UCO 10993-11;

3) noaocTpasi n cybxpoHunyeckas cucteMHasi TOKCUYHOCTb — MnepoparbHOe NPpUMEHEHNUe — B COOTBET-
cteun ¢ NCO 10993-11;

4) KOXXHOe pasapa)keHue U BHYTPUKOXKHasA peakTUBHOCTL B cooTBeTCcTBMM ¢ MCO 10993-10;
) TMNepYyBCTBUTENBHOCTL 3amMeaneHHoro Tuna B cooresetTcTeun ¢ MCO 10993-10;

) reHOoToKCUYHOCTb B cooTBeTCcTBUKN ¢ NCO 10993-3;

) MecTHOoe AeucTBue nocne nmnnaHtauum B cooteetcTBUn ¢ NCO 10993-6.

~ O O

[TpumevaHnus

1 Insa ocywecTBUMOCTM MCMONBb30OBAHUA TONBKO CaMOro nocneaHero n3gaHus CnpaBovyHoOro 4OKYMeHTa BO3MOXHA
nepekpecTHas ccbinka 6e3 gatbl. Obo3HavYeHne COOTBETCTBYIOLLEN CTATbW U pasgena BO3MOXHO TONBbKO ANsl JaTUPOBaH-
HbIX CCbINOK. TaknMm 00pasom, NoNb30BaTENto HACTOSLWEro cTaHgapTa npeanaraeTcs obpaTtuTbCs K CpaBoOYHbIM MaTepua-
nam ansi COOTBETCTBYIOLWENO HOMEpPa CTaTbU.

2 VHdbopmaumsa no ncnbiTaHMAM OCTPOWN TOKCUYHOCTU NMPpUBEAeHa B NMpUnoxeHmm C.

3 [lpn oueHke maTepmnanoB NOcne MecTHOW UMMMNaHTaUuun, BKMIOYaLWeNn MUHEPANN30BaHHbIE TKAHW, B COOTBET-
cteum ¢ MICO 10993-6, pekomeHayeTcs OCMOTP HEAEMUHEPATN3OBAHHbBIX CEKLUMN B AOMNONHEHNE K PETYNAPHOMY OCMOTPY
OeMUHEpPAann3oBaHHbIX CEKLUUN.

c) Npynna 111

[aHHasa rpynna BknovaeT B cedbs UcnbiTaHUA, cneundpmnuHble anst MeauuUnUHCKUX U3aenmi, npuMeHsieMblX
B CTOMAaTONOrnmM, He ynomMmaHyTble B cepumn ctaHgaptos NCO 10993:

1) ucnblTaHne nynbnapHOro  AeHTUHHOTO NCNONb30BaHUA (CM. 6.4);
2) vcnblTaHWe NynbnapHOU NpPokagki (CM. 6.5);
3) ucnblTaHUe 3HAOAOHTUYECKOro UCNONb30BaHUSA (CM. 6.06).

[Tpumedvanune—~NWenbitTaHne UCNONb30OBaAHUA CUCTEMblI  3yOHOrO UMMMNaHTata B COOTBETCTBUU C
NCO/TC 22911 Takke moxeT BbiTb pacCMOTPEHO N0 NPUMEHUMOCTM.

5.5 MNMepeoueHka OUOCOBMECTUMOCTI

B cootBeTcTBUMU ¢ NCO 10993-1 n3genue AomKHO DbITb pacCMOTPEHO ANs NepeoLeHKn ero OMocoBMecC-
TUMOCTM COrMacHO onncaHuto B 5.4, ecnun ObiNK caenaxbl Nonpasky U moandgukaunm dpopmynel, Ka4yecTBa
/NN akcnnyaTaunoHHbIX XapaKkTepUCTUK.

6 lNpoueaypbl UCNbITaHUKU, cNeUUPUYHbIe ANA CTOMaTONOrM4eCcKnX
MaTepunanoB

6.1 PekomeHaauMm no NpUroToBneHuto npoo

6.1.1 Obwan YyacTb

DTN pekoMeHaaumm npegHasHaveHsbl Ans UCNbITaHUA In Vitro, HO Takke MOryT ObITb MCNOMNB30OBAaHbLI A4
Opyrux uenen B crniydae npuMeHUMOCTH.

6.1.2 O6wWwue pekomeHOgaLUM NO NPUrOTOBIIEHUIO NPO6

[Tpn NpUroTOBNEHNU UCNBLITYEMBIX NMPOOL criegyeT obpaTUTbLCH K CTaHA4apTaM Ha COOTBETCTBYIOLLMA NPO-
OYKT /NN K UHCTPYKLUUSIM U3rOTOBUTENSA U CreioBaTh 3TUM OMUCAHUAM B MakCMMaribHO BO3MOXXHOW CTEMNEHMN.
ITtoboe OTKMOHEHNUE OT NMHCTPYKLUN N3rOTOBUTENA AOIMKHO ObITb 0OOCHOBAHO.

[MogpobHoe onncaHue NpUuroToBNeHUa NPodbl ACITKHO BbITh BKIHOYEHO B 0TYET 00 nccnenosaHun. Npu-
HAMAaIOT BO BHUMaHWE cneaytowne doaktopbl (HanpumMmep, okpyxXatLwen cpebl), yMUTbiBasg KOHEeUYHoe UCNOSb-
30BaHWe nsgenns:

a) Temnepartypa;

D) BNaXXHOCTB;

C) BO3OeUCTBUE cBeTa: Npobbl CBETOUYBCTBMUTENBHLIX MaTtepuarnos crneayet npoBoauTb NMpu yCnoBun,
YTO UX HE aKTUBUPYET eCTECTBEHHbIN CBET;

d) maTtepuan onbiTHOM ddOpMbI: criegyeT yoeauTbes, YTO MaTepunarsn onbiTHOM POPMbl U BO3MOXKHAS NpU-
MeHsAeMas cMa3ska He MPenaTcTBYOT Npoueccy 3acTbiBaHNA MaTepuana.

[TpunmedaHune—lppemnembiMmm matTepuanamm MmoryTt 6biTb NONynNpo3paqHbie unu Benbvlie NNacTUKOBbIE MAaTe-
puanbl, TaKNe Kak nonuaTunexd nnu nonutetpadpropatuneH (PTFE);
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e) BO34eNCTBME Kcnopoda: Ana MaTtepuarnos, Npou3BodaLlnX NHIMOMPOBaHHbIA KUCITOPOAOM CIIOA BO
BpeMs 3aTBepaeBaHns, cnegyeT ydbegntbes, YTo onbiTHas popma Hagnexalmm obpasom 3aKkynopeHa B Teve-
HWe 3aTBepAeBaHUS;

f) cTepunmaauns: npodbl NMOO A0MKHBI ObITh NPOM3BEAEHbI B CTEPUTBHBIX YCIMOBUSIX, NMDO NPOCTEPU-
NMA30BaHbI METOAOM, MPUroaHbIM ANA MaTtepuana, ecnm HeocbXxoaMmMo U BO3MOXHO; crneayeT yoeanTbCs, YTo
cTepuUnunsauns He BNMAET Ha MaTepuan (Hanpumep, cTepunusauns He AoMKHa N3BNeKaTh BelWecTBa N3 MaTe-
prana);

g) COOTHOLUEHME NNoLwaan NoBepPXHOCTN NPobbl U MOBEPXHOCTU KNETOYHOIO CNOSA UM KNETOYHOW Ky b-
TypanbHOW cpeabl: cneayeT oTpasnuTb AOKYMEHTaNbHO COOTHOLIEHWE nnowagn NoBepXHOCTU Npobbl U No-
BEPXHOCTU KMETOYHOrO CNosA UM KNeTOUYHOW KynbTypanbHOW cpeabl; 06ocHOBAaTL BbIOOP OpMbI 1 Nnowaau
TOBEPXHOCTU NPobBbI, a TakKe UCNOMb30BAHHOIO COOTHOLLEHUS Nowaan NOBEPXHOCTM NPobbl U NOBEPXHOCTU
KNeTOUYHOro Crnod UM KNeToYHOU KynbTypanbHOU cpeabl;

h) BKCTpaKThl: €CNA 3KCTPaKTbl TpebyoTca ANd npoueaypsbl UCNbITaHUA, NPOOLI 3KCTpaKTa NPUroTOBMSA-
loT B cooTBeTCcTBUM ¢ NCO 10993-12, pasgen 10.

6.1.3 CneunanbHble peKoMeHAaUUN ONA CBeTOOTBEPXOALWNXCA MaTepnanos

YUuuTbIBaOT crneayrowme paktopsl, NpUMHMMasa BO BHUMaHNE KOHEYHOE UCMNOMb30BaHNE CBETOOTBEPKAa-
loLerocs matepuana:

a) mMaTtepuan OonblITHON POPMbI: KO3 PULUMEHT OTPpaXKeHUs MaTepuanoB, UCNONb3OBaHHLIX ANS OMNbIT-

HBIX POPM, A0IKEH ObITb MakCUMalbHO NMPUONMXeH K KO3 PUUNEHTY oTpaXeHUa AeHTUHA NS UMUTaLnK
KIMAHUYECKOU CUTYaLUN.

[Tpumedanune—IllpuemnemsiMn matepmanamm MoryT BbiTb NONyNpo3padHbie Nnn benblie NNacTUKOBLIE MaTe-
puanbl, TaKMe Kak Nnonmnatunexd nnu nonutetpadpropatmnned (PTFE);

b) BO3OencTBMe cBeTa: CBETOOTBEepXKAeHWe A0MKHO ObiTb NpoBeaeHo Ana Hanbonee 61M3Kon MMmUTa-
LI KITMHUYECKOro npuMmeHeHuna. Heobxogmmo cnefioBaTb UHCTPYKLMAM M3roTOBUTENSA MO NMPUMEHEHUo ANd
obecnevyeHns TOro e YPOBHSA OTBEPXKAEHUA, Kak U NPU HACTOALLEM UCNOMb30BaHUU. OTO YacTo TpebyeT oT-
BEPKAEHUA TONbKO C OHOM CTOPOHbI, HO MHOT4a BKIHOYAET U ABYCTOPOHHEee oTBepXaeHue. MeTo oTBepKae-
HUA 3aBMCUT OT MaTtepuana u/unm npouecca. B cnyvyasax, korga agna uccnegoBaHua TpedyoTca NONHOCTbIO
OTBEpP)KAeHHble Npobbl, BaXkHO ybeauTbes, YTo UCMbITyeMble Npobbl ABAAI0TCA 04HOPOAHBIMU Nocne yaane-
HUA popmbl. B cnyyae 0QHOKOMMNOHEHTHBIX MartepuarnoB He JOMKHO ObiTb Kaknx-nnbo nycToT, TpeLwmH Nnm
BO34YLUHbIX My3blpen npyn ocMoTpe 6e3 yeennieHusa. Heobxoanmo oTMETUTb UCNOMNb3YEMbIA UICTOYHUK CBETA
(MHTEHCUBHOCTb, BpeMsl OTBEPXKAEHUS, CrekTpanbHoe pacnpeaeneHne oTBepXxatoLlero ceeTa U TUn oTBep-
XXOaroLWwero ceeTa JOoJKHbI ObITh 3apernctpupoBansbl). Heobxognumo ybeanTbes, YTO UCTOYHUK CBETa PEKOMEH-
[10BaH ANA UCMNbITYEMbIX MaTepuarnoB U HaxoguTCAa B YAOBIETBOPUTENBHOM paboyemM COCTOAHUM;

C) BO3OENCTBUE KMcnopoaa: Ans Mmatepuanos, NPOU3BoAALLNX MHTMOUPOBAHHBLIA KNCNOPOAOM CNov BO
BpEMS CBETOOTBEPXKAeHNUs, 0ba KoHLUa dpopMbl AOMKHbBI ObITb HAKPLITHI MPO3paYHbIMA MaTepmnanamMmm npPoTUBO-
KUCrnopogHou sawmnTel (Hanpumep, NonnMaUpHON NNeHKoW) B TeYeHne CBeTooTBepXXaeHnda. Ecnn n3rotoBu-
TeNnb pekoMmeHayeT obpaboTKy NOBEPXHOCTU MaTepurana nocne oTBepXAeHUs, NOBEPXHOCTU Npobbl AOMKHLI
ObITb OTLWNNPOBAHBI N OTNONMNPOBaHLI C UCMONb30BAHMEM PEKOMEHAYEMbIX KIMUHUYeCKNX npoueayp. Ecnu ta-
KOBbIX UHCTPYKLWA HET N ecnn TpebyeTcs ANnst UCnbiTaHus, Npobbl creayeTt oTwnndoBaTh C 000UX KOHLOB Oy-
maron P2 000 B cooTtBeTcTBUKN ¢ NCO 6344-1, npeaBapuUTenbHO NOMECTUB UX HA Mpo3padvHbIin MaTepuarn
NMPOTUBOKUCTIOPOOHON 3aLUUTHI.

6.1.4 OcoOble pekoMeHAaLuun ana MaTepuanoB, 3acThbiBalLWUX C XUMUYEeCKON A00aBKON

[TpMHUMAaOT BO BHUMaHWe cneayoLne bakTopbl, yYUTbIBast KOHEYHOE NCMNOMb30BaHNE MaTepnaros, 3a-
CTbIBAOLLUX C NOMOLLbIO XUMUYECKOWN A0DaBKW:

a) cMellMBaHMe: CMelIMBatoT AoCTaToYHOe KONTMYeCcTBO MaTepuana, 4tobbl obecneynTb, YTO NPUroToB-
NIEHNE KaXkaon uccriegyemon npobbl BLINONHAETCA U3 0HOro 3amMeca. [[OTOBAT CBEXYHO CMEeCh A/15 KaXa0M -
cnegyemon npobbl. CMelunBaHue crneagyeTt NpoBOAMUTb COrflacHO COOTBETCTBYIOLMM CTaHOapTamM Ha NPoayKT,
ecrnv NPUMeEHNUMO;

b) BO3OeNCTBME KMCNopoda: ANa MmaTepranos, NPON3BoaAALLNX UHTMOUPOBAHHBLIM KNCNOPOAOM CMOW BO
BpEMSA XUMUNYECKOro OTBepXXaeHns, oba KoHLUa popMbl A0STKHBI ObITb HAKPLITHI MaTepuanamm NpoTUBOKNCIO-
POAHOW 3aLlMTEIl (Hanpumep, NonnuaguUpHoOU NIeHKoN) B TeHeHne oTBepXXaeHnda. ECnn nsrotoButesb peKoMeH-
ayet obpaboTKy NOBEpPXHOCTU MaTtepuana nocne OTBepXAeHWUsl, NOBEPXHOCTU npodbl AO0MMKHbI ObITb
OTWNUJPOBaHbI U OTNONMMPOBAaHLI C UCMONb30BaHNEM peKoMeHayeMbIX KNMHMYeCcKUX npoueayp. Ecnv TakoBbIX
MHCTPYKLMI HET 1 ecnn TpebyeTcs And UcnelTaHus, nNpobbl crneayeTt oTwnngosatb ¢ 000UX KOHLUOB Bymarou
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P2 000 B cooTBeTCcTBUN ¢ UCO 6344-1, npegBaputenbHO NOMECTUB MX HA MaTepuan npoTUBOKUCIOPOAHON 3a-
LTI,

6.2 UcnbiTaHue gudchdysnen B arap

6.2.1 Lenb

[laHHOe ucnbiTaHWe nNpegHasHadveHo Ansg geMoHCcTpauum HecneudpUIHOU LMTOTOKCUYHOCTU UCNBITYeE-
MbIX MaTepunanoB nocne gupdysnun Yyepes arap Unm araposy. JaHHeln MeTo UCMbITAaHUA He NPpUMeHUM Ans
BbIMbEIBAEMbIX BeLLIECTB, KoTopble He AndpdyHOUPYIOT Yepes arap U arapoay.

6.2.2 KnetouyHada NnUHUA

Mcnonb3yloT YCTaHOBUBLLYHOCS KNETOUHYIO NMHUIC ndpobnacTtoB UNU 3nNUTENns, sIBNSAIOLLYIOCS 00LLe-
OocTynHon [Hanpumep, n3 Amepukanckon Konnekuum Tunosbix Kynbtyp (ATCC), cm. http://www.atcc.org].
Obo3Ha4valoT B oT4eTe UAEHTUDUKALUOHHBIA HOMEP KNETOUYHOWU NMUHUK, ecnii NPUMEHUMO, onnucaHne 1 Ha-
3Ha4YeHne NCNofb3oBaHHOW KIMEeTOYHOM NMMHUKU 1 0DOCHOBaHME ee Bbibopa.

6.2.3 KynbTypanbHasa cpepa, peareHTbl U o60pyaoBaHue

Mcnonb3yloT KynbTypanbHyo cpeay, yKkaszaHHyo Ans BelbpaHHOW KNeTOUYHOW NUHNK. CTepUnumsyroT ou-
nbTpaunen. Ana npurotoBneHna arapa roToBAT ABOUHYIO KOHLUEHTpaUWIo KynbTypanbHoU cpeabl. CTepunmay-
0T punbTpaumne. FotoBAT NMBO 3 %-HbIN arap, NMbo 3 %-Hyto araposy. CTepUnmM3yoT aBTOKMaBUPOBaHUEM.

[ OTOBAT BUTANbHLIN KpacuTenb pasBegeHnemMm oCHOBHoOro pacrteopa 1 %-Horo BogHOro pacteopa Heu-
TpanbHOro KpacHoro (pernctpupytoT uctouHunk) 1:100 nocpeacteom 0,01 mone/n 100 mn pocaTHO-Oyhep-
HbIX duspacTBopoB [Hanpumep, docdaTHo-bydepHoro duspactsopa Dulbecco?] HemeaneHHo nepen
MCMONMb30OBaHUEM. XPaHAT pacTBOPLlI HEUTPaANbHOro KpacHoro B TeMHOM MecTe. cnonb3yT 6-NyHOUYHbIE
NNaHLWeTKU ANg KynbTypbl TKAHEN (AnamMeTpoM 35 MM) Unu JYawkum Netpn HommHanbHbIM AnameTpom o1 50 4o
100 MM, NpuroaHble ANg KynbTypbl TKAHEN.

6.2.4 lMpurotoBneHue npod

[[0TOBAT NpobbI B cOOTBETCTBUM € 6.1. VIccneaoBaHMe NpoBOAAT HA 3KCTpaKTe MmaTtepuana n/mnm camom
MaTepuane, cornacHo pykosogctesy B MCO10993-5.

a) [Ona TBepablX MaTepuanoB roToBAT KPyrhnble UCMbITYyeMble NpPodbLl AMaMeTPOM MPUMEPHO 5 MM C
NIOCKOW NOBEPXHOCTLIO AN obecnevyeHnsa ageKBaTHOrO KOHTaKTa ¢ BepXHUM Croem arapa.

b) [Ona 3acTeiBalOLWMX MaTepuanoB BBOAAT CBeXecMellaHHbIM MaTepuan B KomnbLa BHYTPEHHUM aua-
METPOM 5 MM 1 BblcoTOW 2 MM. MaTepunan konblLa AoKeH ObITh YKasaH B oT4eTe 00 nccneaosaHun. INpm ncnol-
TaHUU MaTepUanoB B CBeXecMellaHHOM COCTOAHUM NOMeLLAaloT KonbLa Ha arap Ao BBeageHUsa matepuana. lNpu
MCMbITAHUN NMOCcMe pasfiMYHbIX NepruoaoB 3acTbiBAHUS HAMOMHAKT KOSbLA Tak, YTobbl Matepuman Haxoausncs
BPOBEHb C KPOMKOW, M OaloT eMy 3acTbiTb Npu Temnepatype (37 £ 2) °C N OTHOCUTENBbHOMN BIAXXHOCTU
(90 £ 10) % OO0 roTOBHOCTK ANA UCMbITAHUS.

c) OAnsa Xnaknx ncnonbayemblix npob nnm akctpaktoB BnMTbiBatoT 0,01 MN KMAKOCTU B DOPOCUNUKATHBLIN
TOHKOCTEKONbHBIA (PUMNBbTPOBLIN AUCK AMaMeTPOM 5 MM, NOMeLleHHbIN Ha arap.

[TpumevyaHwus
1 lNMogxoasawmmm nMHEPTHLIMKW MaTepunanamm siensTes ctekno nnm PTEE.
2 [logxopaswme aNCcKu MoryT BbiTb NPUIOTOBIEHB! U3 NPeadUNbTPOB.

6.2.5 KoHTponbHbIe 00pa3Lbl

MCnonb3yoT NONoXUTenbHble KOHTPOIbHLIE 0bpasLbl, oTpuLuaTeribHble KOHTPOMbHbIE 0OpasLbl U 3Ta-
NOHHbIE MaTepuansbl.

6.2.6 [lpouenypa ucnbiTaHuA

KynbTUBUPYIOT KINETKU, NOKa OHM He OOCTUMHYT KoHUa deasbl norapugpmudeckoro pocta. [MneTtupytor
Hagnexawmnm oovem (Hanpumep, 10 mn anga 100-munNNMMeTPOBON YawKkn [1eTpu) KNeToOUYHOU CyCneH3uu
(2,5 x 10° kneTkn/mMn) B gocTaTodHoe Yncno Yawek Metpu n nHkyoupytoT npmn Temnepatype (37 =2) °C B BogO-
HacbllWeHHoN atMmocdepe ¢ 5 % (0bbeMHaa A0NA) YrNekUcnoro rasa B TedeHne 24 4. Ecnn ncnonbayroT gpyrue
YCNOBUS KyNbTUBUPOBAHUSA KNETOK, HeobxoanmMo NpeaocTaBUTb 0DOCHOBaHKE.

1) Ota nnpopmaumns npueeageHa anst yaobcrea nonb3oBaTenen HaACTOSIWEro CTaHAApTa U HE SIBIMAETCS PEeKNnamon
O3Ha4YeHHOro nagenus co ctopoHsl NCO. Bo3amMoXXHO ncnonb3oBaHne 3KBMBaNEHTHbLIX MPOAYKTOB, €CNY A0KA3aHO, YTO OHW
NPUBEAYT K TEM Xe pe3ynbTaTtam.

2) Dulbecco siBnseTcs TOProBbiM HAMMEHOBAHMEM. 3Ta MHPOpMaUKNA NpuBeaeHa aAnsa yaobcrea nonb3oBaTenen
HACTOSLLEro CTaH4apTa U He SIBINSAETCH PEKaMon 03Ha4YeHHOro naaenus co ctopoHbl MCO. Bo3damMoXXHO MCNonb3oBaHUE 3K-
BUBANEHTHbIX NPOAYKTOB, €CNU A0KA3aHO, YTO OHW NPUBEAYT K TEM Xe pe3ybTaTtam.
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HarpeBatoT cTepunbHLIN arap unu arapody ao temnepatypsl 100 °C Ha BoasHoM baHe 1 AatoT OCTbITh A0
TemnepaTtypbl 48 °C.

CMelWnBaT O4HY YacTb arapa Unu araposbl ¢ 04HOW YacTbio CBEXENPUroTOBNEeHHOW KynbTypanbHOW
cpedbl ABOMHOW KOHUEHTPpaUUX U HarpeBarT Ao TeMnepatypbl 48 “C. ACNUPUPYIOT XUAKYIO KYNbTyparbHYIO
cpeay 13 kaxkgon Yawkuy Netpu 1 3ameHAoT 10 M1 CBEXEeNPUroToBNEHHOW CMEeChIo arapa Ui araposbl U KyIb-
TypanbHOW cpeabl.

[1aloT cmecun arapa unu araposbl U KynbTypanbHOW cpedbl 3aTBepdeTb NpU KOMHaATHOWM TeMnepaTtype
(npumepHo 30 muH). JobasnsaT 10 Mn pacTBopa HeUTpanbHOro KpacHoro U aepart B TeMHOTe oT 15 Ao
20 MUH. ACNUPUPYIOT M3DBITOUHBIN PACTBOP HEUTPAIbHOMO KPACcHOro. 3alluilatoT KynbTypy OT CcBeTa B MPUCYT-
CTBMW HEUTPANBHOIO KPacHOro, Tak Kak KNneTKU MOryT ObITb NOBPEXAEHbI.

BHOCAT B KaXkAyo Yallky Heobxoaumoe YMCo Npod UCNLITYeMOro Mmatepuana n KOHTPOMNbHbIX 00pasLoB
C ageKBaTHbIM paccTosHMeM (bonblue 20 MM) Mexay coceaHUMK npobamu, ecnim NpUMeHnUMo. UHKyOunpyoT
npu Temnepatype (37 + 2) °C B BogoHackIWeHHoW aTMocdrepe ¢ 5 % (0bbeMHada 4oNa) YrneKUcnoro rasa B Te-
YeHue 24 4. OcMaTpuBaloT KaXkabl UCMIbITYeMbI MaTepuar, no MeHbllen Mepe, YeTbipe pasa (T.e., ABe YallKku
Ha UCMbITYyeMbIN MaTepuan).

6.2.7 lNapaMeTpbl OLEeHKU

OueHUBatoT 30HY 0DecLIBEUMBAHNA BOKPYT UCMBITYEMBIX MAaTEPUANOB N KOHTPOMBbHBIX 00pasL OB, MCNOMb3YS
MHBEPTUPOBAHHLIN MUKPOCKOMN C KarnnMbpoBaHHLIM 3KpaHOM, 1 onpeaensitoT MHAeKe obecuBeyYmBaHng U MHOEKC Nn-
31ca Ansa Kaxkaon ncnbityemon Npodbl B COOTBETCTBUU C KPUTEPUAMK, NpMBEAEHHBIMU B Tabnunuax 1 1 2.

Tadbnwuwua 1—WMHaekc obecuBeunBaHus

NHOeke
OnucaHue
obecuBevYnBaHUA
0 be3 obHapyxmnBaemon 30Hbl 06ecUBEeYMBAHNS BOKPYT U Mo npenapaTom
1 3oHa obecuBevnBaHUs orpaHuveHa obnactbio BOKPYr npenapara
2z 30Ha obecuBe4vMBaHUSA BbIXOAUT MeHee yemM Ha 0,5 cm 3a npeaensl npenapara
3 3o0Ha obecuBevnBaHusa 3aHmmaet ot 0,5 go 1,0 cm 3a npegenamu npenaparta
4 30Ha obecuBevmBaHus 3aHnmaet bonee yem 1,0 cm 3a npegenamm npenapara, Ho He BKITioYva-
eT BCHO YallKy
5 30Ha obecuBeYUnNBaHUS BKITIOYAET BCIO YaLUKY

Tabnwua 22— WMHaekec nnauca

NHOeke nuauca OnucaHne obecusevYeHHOW 30HbI
0 be3 Habniogaemon ULMTOTOKCUYHOCTU
1 3atpoHyTo < 20 % obecuBe4YEHHOWN 30HbLI
2 3atpoHyTo 20 % o <40 % obecuBe4eHHOW 30HbI
3 3atpoHyTo 40 % oo < 60 % obecuBe4eHHOW 30HbI
4 3artpoHyTo 60 % Ao 80 % obecuBe4eHHON 30HbI
5 3atpoHyTo < 80 % obecuBe4YEHHOW 30HbLI

BblUUCIAOT cpeaHnin nHaeke obecuBevnMBaHns 1 MHOEKC NA3KUCa OTAENbLHO ANS KaXXA0ro UCMbITYEMOro
MaTepuana. Ecnu sHaveHns nHaekca ang Yetbipex pennnmkaTtoB UCNbITYEMOro BellecTBa pasnuyatoTcs bonee
yeM Ha 2 eanHULUbLI B ananasoHe 0 Ao 3, noOBTOPSAOT UcnbiTaHue. [Npn nHaekcax 4 U 5 NOBTOPEHUS He TpebyeT-
cq. [lpn ncnblTaHUM 3KCTPAKTOB cneayeT BblYecTb cpeaHNN MHOAEKC OQHOM 3KCTPAaKLUMOHHOW cpeabl U3 cpedHe-
ro nHaekca sKCcTpakuMoHHOW cpedbl, cogepXallen Ucnbeltyemoe BellecTBO, And nonyvyeHna nHgekca TonbKo
MCNBITYEMOro BellecTBa. Ecnu cpegHUn MHOEKC 3KCTPaKLMOHHOW cpeabl, CRyXallen KOHTPOMNbHbIM 0DpasLIoM,
bonbuie 1, NOBTOPSAOT UCNLITAHUE, UCNOMBb3YA APYIYHO SKCTPaKLUUOHHYIO cpeay.
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[Tpnmeyanwmne— [Insa 4OCTOBEPHOro UCMbITAHMUS NOA HErATUBHBIM KOHTPONBbHbIM 0Bpa3uomM A0ImKeH DbITh pac-
NONOXEH HENOBPEXAEHHbIN KIMETOYHbLIWN CIOWN.

6.2.8 OueHKa pe3ynbLTaToB

[1pn oLIEHKe pe3ynbTaToB UCMbLITAHUS HEODXOANUMO YUMThIBATL BCHO MHAOPMALNIO, NONMYYEHHYHO B TeYe-
HE UCMbITaHUA, 0OCODEHHO Kakne-nmbo pasnuing B pesynbTaTax OnbITHOU N KOHTPOMBHOW rpynn. KneTouHbIN
OTBET AOTKeH BbITb OCHOBaH Ha cpegHeM UHAeKce obecuBevYnBaHUS U MHOEKCe NU3nca no MeHbLlen mepe ve-
ThipeXx ayonmpyoLwmx UcnbiTaHMn. KNeTouvHbln OTBET AOITKEH ObIThb OLIEHEH OTAENMbHO MO KAXAOMY NapamMmeTpy
B COOTBETCTBUM C Tabnuuen 3.

Tabnnya 33— KnetouHbl OTBET (OLEHEH OTAENBHO ANA MHAEKca obecuBevYMBaHUA
N MHOEKCA NN3nca) n nHTepnpeTaumns ULMTOTOKCUYHOCTH

LUkana KNneTo4vHbIn OTBET MHTepnpeTauns
0 0 He UMTOTOKCUYHbBIU
1 1 Jlerkas UMTOTOKCUYHOCTDb
2 2—3 CpeaHss ULMTOTOKCUYHOCTD
3 4 —5 3Ha4YnTENbHAA UMTOTOKCUYHOCTD

BkntovaloT pesynbTaThl OLEHKU B OTYET 00 UCMBITAHUM.

[TpnmeyaHune—Heobxoanmo yuntbiBaTh, YTO MHTEPNpEeTaUUs AaHHbIX UCTMbITAHUWA KITETOYHOW KyNbTYpPbl 40N-
>XHA NPUHUMAaTb BO BHUMaHWE OrpaHnYeHnst 3TON UCMbITaTENbHOW CUCTEMBI, T.€., UMTOTOKCUYHbIN MaTepuan He ABMNAETCH
HEMPUIOAHbIM KaK TAKOBOW, HO AaHHble AOMXKHbI ObITb MHTEPNPETUPOBAHbI AN KAKA0ro KOHKPETHOro NpuMeHeHus.

6.2.9 OT4yeT 00 UCNBLITAHUU

[MpeacTaBnAaoT pe3ynbTaThl B 0T4ETE 00 UCNBLITAHUU, KOTOPLIA BKKOYAET NONMHOE OTPaXKeHMe BCex Nnpo-
BeEHHbIX NMpoLeayp, NoNy4YeHHbIX pe3ynbTaToB 1 NoObLIX APYTrMX AaHHbIX, HEODXOAUMBIX ANS OLLEHKN Pe3yb-
TaToB. BkntovatloT getany NpuroToBneHUst 1 MeToAoB MPUMEHEHUST UCTIBITYEMOro mMaTtepuana BMecTe ¢
HOMEepOM NapTuK MaTepuana, rae NpUMeHNUMO.

6.3 UcnbiTaHne guddpysmen yepes punbTp

6.3.1 Uenb

[1aHHOe ucnbiTaHMe NpeaHasHa4YeHo Ang geMoHcTpauun HecneundpnUiuHOM UUTOTOKCUYHOCTU UCNBLITYe-
MbIX MaTepuanoB nocne gn@ysnn Yyepes LennnosoasetTaTHbIN PUNBLTP.

6.3.2 KneTto4vHada nuHuA

MCcnonb3yoT YCTaHOBUBLLYHOCS KNETOUHYIO NMMMHUKG ndpodnacTtoB UNU 3NUTENNS, SIBMSIOLLYIOCS 0DLLe-
OOCTynHoW [Hanpumep, 13 AmepukaHckon Konnekumm Tunoebix Kynbtyp (ATCC), cm. http://www.atcc.org].
Obo3HavatloT B oT4eTE AEHTUPUKALNOHHBIA HOMEP KNEeTOYHOW NMUHUX, €CNKU MPUMEHUMO, ONUMCaHNe U Ha3Ha-
YeHne UCNonb3oBaHHOW KNeTOYHOW NUMHMK U 0BOCHOBAaHNE ee BbIDOpPA.

6.3.3 KynbTypanbHasa cpepa, peareHTbl U 060pyaoBaHue

[ OTOBAT KyNbTypanbHYO cpeay 1 arap Unuv araposy 4nsa UCNoNb3oBaHUA B KAYeCTBe BePXHero crog, Kak
onnucaHo B 6.2.3. [ 0TOBAT pacTBOpbI MO0 AN OKpalluUBaHUA CyKLUHaTAernaporeHason, nMbo Ans okpallnBa-
HUS HecneUundpUYHoM rnaponason.

[1na okpalwmBaHUs cykumHaTaerngporeHason roToBAT cneayrolme OCHOBHbIE pacTBOpPbI:

a) pacTBop cykumHaTta, 13,6 r cykumHarta HaTtpust B 100 mn 0,2 mone/n pocdaTtHoro bydpepa, pH 7,6;

b) pacTBop xnopuga HUTpocuHero Tetpasonuda, 100 Mr xnopuaga HUTpocuHero tetTpasonmna Ha 100 mn
0,2 monbe/n doccatHoro bydpepa, pH 7,6;

C) pacTBop dpeHasnHMeTocynbdarta, 4 Mr gpeHasmHmeTocynbdata Ha 10 mn ceexen ANCTUNNNPOBaH-
HOW BOAOHI.

[ OTOBAT OKpallMBaoLWM pacTBop 1 M pacTBopa cyKUuMHaTa, 9 Mn pacTeopa Xnopuga HUTPOCUHErO TeT-
pasonua u 1 mn pacteopa peHasnHMeTocyNbgara.

[1na okpalumBaHUa HecneungpuiHOU rnaponason roToBAT OCHOBHOW pacTBOp AMaleTaTa dnyopecLnHa,
COCTOSILLMN N3 5 MIr AnaueTaTta onyopecunHa B 1 mn aueToHa. Ans ncnonb3oBaHusa 4odasnsaoT 20 MK OCHOB-
Horo pacteopa K 100 mn docdaTHo-OydpepHoro dunspacteopa (Hanpumep, dpocdaTtHo-bydepHoro gpuspac-
TBOpa Dulbecco). cnonbayoT yawku NeTpn anameTpom 60 MM, NnpurogHble Anga KynbTypbl TKAHEN.
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Mcnonb3yoT OUnbTpbl, COCTOALWME M3 CMECU aueTaTuensiiono3bl U HUTPOLENONO3bl, AMaMeTPOM
47 mm, pasmep nop 0,45 mkm").

6.3.4 lMNMpurotoBneHue npod

[[0TOBAT NpoObLI B COOTBETCTBMU € 6.1. MiccnegoBaHMe A0MKHO ObITh NPOBEAEHO HA 3KCTpaKTe MaTtepua-
na n/unn camom mMatepuane cornacHo pykosoactesy B MCO 10993-5.

a) Ons TBepAbiX MaTepunanoB roTOBAT Kpyrible UCMbLITYyeMble Npodbl AMamMeTpoM MNPUMEpPHO & MM C
NIOCKOW NOBEPXHOCTLIO ANl obecnevyeHUa agekBaTHOro KoHTakrta ¢ puneTpoM. Macca ucnelTyemMelx npob He
OOIMKHa npeBbiaTh 3,5 T.

b) Ona s3acTbiBalOWMX MaTepranoB BBOAAT CBeXeCMellaHHbIM MaTepuan B Kosbla BHYTPEeHHUM auna-
METPOM S5 MM M BLICOTOU 2 MM. [1pn UCNbITAHUX MaTepuanoB B CBeXXeCMeLllaHHOM COCTOAHUM NOMeLLatoT KOJb-
la Ha punbTp A0 BBedeHUst maTepuana. [lpu uUchbITAHUKA MOCNe pasnUYHbIX NepuoacB 3acThiBaHUA
HaMOMHAOT KOMbLA Tak, YToObl MaTepran Haxoauncsa BPOBEHb C KPOMKOW, 1 AatoT eMy 3acThiTh NMpU TeMnepa-
Type (37 £2) °C notHocutensHon BnaxxHocTu (90 £ 10) % A0 roTOBHOCTM ANg UcnblTaHMA. Macca UcnblTyeMblX
npod He AormKHa npeBbiWwaTb 3,5 T.

[Tpumedanwue—IllogxoaawmMmm MHEPTHBIMKU MaTepuanamm aenstoTes crekno nnm PTEE.

c) OAnst XXnakmx UCnbITyemblX npod unm sketpaktoB BNUThIBaOT 0,01 M XKMAKOCTM B BOPOCUNUKATHBIN
TOHKOCTEKONbHLIA (PUNBTPOBLIN AUCK AMaMEeTPOM S MM, NOMELLEHHbIN Ha arap.

[MTpunmeyanune—Illogxogsawme ANCKU MOTryT ObITb MPUIOTOBNEHBI U3 NPeaAdUNbLTPOB.

6.3.5 KoHTponu

Mcnonb3yoT NONoOXUTENbHLIE KOHTPONbHLIE 0Bpa3sLbl, OTpULLATENbHbIE KOHTPOMBHLIE 0bpasLbl U 3Ta-
NOHHBbIE MaTepuansl.

6.3.6 llpouenypa ucnbiTaHUA

KynbTUBUPYIOT KNETKW, NOKa OHM He AOCTUrHYT KoHLUa dpasbl norapugpmudeckoro pocta. [NomelwaroT Uen-
nonosoavueTtaTHble QUNBLTPLI HA AHO AOCTAaTOUYHOIrO YMcna vawek Netpmu n nMNeTupyroT 6 MN KNEeTOYHOU CyC-
neHsun (2,5 x 10° knetkn/mn) B Kaxayro. VIHKybupyoT npu Temnepatype (37 = 2) °C B BOAOHACHILEHHON
aTMmocdepe ¢ 5 % (obbemHaa Aons) YrNeknUcnoro rasa B tedeHue 24 4. Ecnv ncnonb3yroT gpyrue ycnoBUs
KYINbTUBUPOBAHUS KNETOK, HeobxoamMmo npeaoctaBuTb 000CHOBaHME. [TMNeTUPYOT 5 MN CBEXENPUIrOTOBNEH-
HOro arapa U1 cMecu araposbl U KynbTypanbHOU cpedbl (CM. 6.2.6), cogepxallenca npu temnepartype 48 °C,
B AOCTaTOYHOE Ynicno Yawek [NeTpun 1 gatoT 3aTBepaeTb NPU KOMHATHOM TeMnepaTtype. ACNMPUPYHOT U3DbLITOU-
HYIO KyNbTypalbHYIO cpeay U3 vYallek, cogepXalwux uennonosoaueTtaTtHble PUNbTPLI, NTPOMbIBAKOT (PUINbTPHI
pocaTHo-OydepHbIM dmnspacTBopomM (Hanpumep, docdaTtHo-bydepHbIM dunspacteopom Dulbecco) npu
Temnepartype (37 £ 2) °C 1 noMeLllaroT UX NOBepX arapa Unn arapo3bl KNeTOYHOU CTOPOHOU BHM3. HaHoCAT OT
TPEeX 40 NATU UCNBITYEMBIX NPoD NoBepX UMbTPAa B KaXXAYHo YallKy U UHKYOUPYIOT elle 24 1 24 4 npu TemMnepa-
Type (37 £ 2) °C B BogcHachkIweHHoN aTMocgepe ¢ 5 % (0bbeMHada oona) yrnekucnoro rasa. Cneayet yoe-
OUTbCHA, UTO UCNbLITYEMBbIE NPODbI HAXOAATCHA B TECHOM KOHTaKTe C MOBEPXHOCTbio dounbTpa. [NpusHaku
LIUTOTOKCUYHOCTU OOMKHbI ObITh OLUEHEHBI NMocne nepruoaoB BO3AENUCTBUA B 2 4 1 24 4. B Kaxayro Yallky nomMme-
LLIAOT OAUH MONOXUTENBbHBIN KOHTPOSIbHBIN 0bpa3sel, 1 0gnH oTpULUaTeNbHbIA KOHTPOMNbHLIA 0bpa3sel,. [onor-
HATENBHO UCNONL3YIOT A0DAaBOUYHbIE KOHTPONbHLIE ODpa3ubl punbTpa ¢ KNEeTOUYHbIM MOHOCNOEM, HO De3
MCNbITYEMBIX MPOO, U punbTpa 63 KNeToK, HO C UCTIbITYEMBIMK Npobamun. MNpn NCNbITaHUN 3KCTPaKTOB HEOBXO-
OUMMO TaKKe NMPUMEHUTb KOHTPOMbHBLIM obpasel, NCMONb3yAa TONbKO 3KCTPaKUMOHHYO cpeany. OcMmaTpuBatoT
KaXKayo UCMbITYeMYO Npoby No MeHbLUEeN Mepe YeThipe pasa.

[Tocne nHKybauun yaansaoT UCTIbITYeMble NPoDbl U OCTOPOXKHO BbICBODOXKAAOT PUNLTP M3 arapa Unu
arapo3sbl. OUueHUBaT C LUTOXUMMNYECKON TOYKU 3peHUa obnacTb MOHUXKEHHOW aKTUBHOCTU KNEeTOYHbIX drep-
MEeHTOB MeToaomM A nnm metoaom B.

a) Metog A

[TposIBNSAIOT CyKUMHaATAErMaporeHasy cornacHo metoay bapka n AHgepcoHa [14]. MHkydauMOHHBIN Nepu-
oA 3 Y npu temnepatype (37 £ 2) °C. NpomMbiBaloT PUNbLTP B AUCTUNNNPOBAHHOW BOAE U BbICYLLMBAIOT Ha BO3-
ayxe 4o usmepeHus.

[Tpumeyanwune—YaepKuBaHnio KNeTok MoXeT cnocoberBoBatb nx dukcaums ¢ nomowbio 10 %-HOro Hew-
TpanbHOro popmanmHa Ha 15 MmH 4o NpomMbIBaHUA B AUCTUNNUPOBAHHOW BOAE.

R Millipore HATF 04700 snsieTcs npnmepom NpUrogHoro, KOMMEpPYeCKn 4OCTYNMHOro nNpogykra. Ira nHpopmaums
npuBedeHa ans yaobcrea nonb3oBaTeNen HACTOAWEro ctaHgapTa n He SABNSETCH PEKNaMON O3HAYEHHOIO N3Jenus co
CcTOpOHblI MCO. BOo3MOXHO NCMNONb3OBaHNE IKBUBANEHTHbLIX NPOAYKTOB, €CNN A0KAa3aHo, YTO OHU MPUBEAYT K TEM Xe pe-
3ynbTatam.
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b) Metoa B

[TposABNAT HECNeUUdUUHyYo rnaponasy MHkybaumen ¢ pacTBOpOM AnaleTaTta pnyopecLmHa B TeUeHme
30 muH npu Temnepatype 4 °C. OcmaTpuBaloT puUnbLTP Noa ynbTpaeuoneToBbIM CBETOM.

6.3.7 OLeHKa KneTo4YHOro noBpeXxaeHun

OUeHMBAaKT KIeTOUHOE NoBpeXaeHne NyTeMm:

a) U3MepeHns 30Hbl obeclBeYMBaHUSA (HanpumMep, UCNoNb3ys CUCTEMY aHanunsa U3obpakeHuin) nnn

D) ncnonb3oBaHWA LWKanbl, NnpusegeHHoW B Tabnuue 4.

Tabnwuwua 4 — OueHka KNeToYHOro NoBpeXaeHus

Uikana OnpepeneHne OLeHKU 30Ha obecupevYnBaHUA
0 Pa3Hnya B UHTEHCUBHOCTU OKpaLlLMBaHUA NO BCEMY (PDUIbTPY OTCYT- HeT
CTBYET
1 30HA CHUXEHHOWN MHTEHCUBHOCTU OKPaLLMBAHUA UMW HEOKPALLEeHHAas < 20 MM*

30Ha AnameTpomM MeHee anameTpa (5 MM) ncnbITyemon nNpodLI

2 HeokpalleHHas 3oHa AnameTpom OT 5 40 7 MM OT1 20 no 40 MM?

3 HeokpalweHHas 3oHa gnameTpom bonee 4yem 7 Mm > 40 MM*

[MTpumeyaHune—PunbTpbl NOA OTPULUATENBHBIMW KOHTPOMBHbIMK 0OpasuamMmn U KOHTPONbHbIE PUNbTPLI AOT-

XHbl ObITb PABHOMEPHO OKpAaLLEHbl B TEMHO-CUHUW LBET (NPW UCNONb30BaHMU CYKUMHATAErMAPOreHasbl) Un CBETNO-CU-
HUWA (NPWY NCMONb30BaHUM HecneundnyHon rmaponasbl).

KOHTpOIbHbIE DUNbTPLI BE3 KNETOK NO3BOMNSAIOT ONPeAennTb BO3MOXHbIN 3PMEKT NCNbITyeMON NPOOLI HA PUNBTP.

6.3.8 OueHkKa pe3ynbTaToB

[1pn oLeHKe pe3ynbTaToB UCNLITAHMS HEODXOAMMO YUYNTLIBATL BCHO MHAPOPMAaLUIO, MONYYEHHYIO B TeYe-
HAEe UCNbITaHUS, OCODEHHO Kakne-nmbdbo pasnnynsa B pesynbTaTax ONbITHON M KOHTPOMNBHOM rpynn. YAoOHbIN
crnocob OLLEeHKU NCTIBITYEMBIX MaTepuanoB nNpuBeaeH B Tabnuue 5.

Tabnunya 5— OueHka ncnbITyemoro martepumana

MHOEKC KNeTOYMHOro NOBpeXXaeHUA OnucaHune obecupeveHHoOU 30Hbl no MCO 10993-5
0 He ULMTOTOKCUYHOCTDb
1 Jlerkass UMW TOTOKCUYHOCTD
s CpeaHsAs ULUTOTOKCUYHOCTD
3 SHA4YUTENBbHAA ULMTOTOKCUYHOCTDb

PesynbTaThl OLLEHKM BKIIIOYAOT B 0TYET 06 ncnbiTaHUu.

[TpuvmeyaHune—Heobxoanmo yuntbiBaTh, YTO MHTEpPNpeTaunsi AaHHbIX UCTMbITAHUWA KITETOYHOW KyNbTYpPbl A0N-
XHA NPUHUMAaTb BO BHUMaHNE OFPaHNYEHHOCTb 3TOW UCTbITATENBHOW CUCTEMBI, T.€., ULUTOTOKCUYHbBIA MaTepuan He SABMNS-

eTCH HENpuroaHblM Kak TaI{OBOF‘I, HO OAaHHbIE OOJTKHbI ObITb UHTEPIpeTnpoOBaHbl AIHA KaxXg40ro KOHKpPeTHOro rnpunMmeHeHm4.

6.3.9 OT4eT 00 UCNBbLITAHUN

MpeactaBnatoT pesynbTaTbl B oT4eTe 00 UCMBbITAHUU, KOTOPLIA BKIOYAET B cebs NonHoe oTpaXeHue
BCEX NMPOoBeAeHHbIX Npoueayp, NoNyYeHHbIX pe3ynbTaToB M NHOObLIX APYrMX AaHHbBIX, HEOOXOANMBIX OS5 OLLeHKM
pe3ynbTaToB. BkntoyaoT getann npuroToBneHUsa U MeTo40B NMPUMEHEHNS NCMbITYEMOro MaTepuarna BMecTe ¢
HOMepoM MapTUK MaTepuana, rae NPMMeHNMO.

6.4 AcnbiTaHMe NnynbnapHOro U 4eHTUHHOIo UCNONIb30BaHUA

6.4.1 Llenb

[laHHOe ncnblTaHne npegHasHa4veHo Ans oueHKU BUOCOBMECTUMOCTM CTOMATONIOMMYECKUX MaTeprnanos
C AEHTMHOM W 3yOHOW nNynbnon. B oUeHKY A0MKHbI ObITb BKMHOYEHBI METOACNOrMYECKUe npoueaypsl, HeobXo-
OUMble AN npeanonaraemMoro KnMHU4Yeckoro MCnonb3oBaHUA MaTepumana.
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6.4.2 XXuUBOTHbIe U TYMaHHOe oOpaLleHUne € XXUBOTHbLIMW
[onsa rymanHoro obpalleHnst ¢ XXKMBOTHBIMW CNeaytoT

a) NCO 10993-2 nnn
b) HaunoHanbHbIM HOPMAaTUBHLIM TPeboBaHMAM AN NabopaTOPHbIX XKUBOTHbIX.

[TpumevaHnus

1 2KMBOTHbIE AOIMXHbI ObITh pasmeuleHsbl cornacHo NCO 10993-2 co cBobOaHbIM AOCTYNOM K NMULLE K Boae. Mcnornb-
3YIOT MITEKONMUTAIOWMX OAHOIo BMAA, HE SBMAWMUXCH rPbI3yHaMK, TAKOro BO3pacTa, vYTo ux 3ybHon psg coaepXUT HEMOB-
PEeXAEHHbIE NOCTOSAHHbLIE 3yDbl C 3aKPbITEIMU 3penbiMu BepXywKamn. ObesbsiHbl, cOBakn, XOPbKU UMM MUHUATIOPHbIE
CBMHBbU ABNSAIOTCH nogxoasiwmmm sugamu. [ins ocobbix uenen moryt 6biTb BbiOpanbl gpyrne Bugbl. BeibpaHHbie BUALI A0N-
XXHbl BbITb HAMBONEE HU3KNMIN B BNONTOrMYECKON Lenu u3 TpedbyembiX Anst yAoBNETBOPEHUA HAYYHbIX LENEn Npu HaUMEHb-
wem ywepbe ans XnMBoTHbIX. Beibop Bnaa aonxkeH 6biTb 0ODOCHOBAH N OTPaXeH AOKYMEHTAaIbHO.

2 lMogxopgswmmm obesbsiHaMmun, cobakamm n MUHUATIOPHBIMU CBUHBSIMU SIBMSAOTCH Takne, y KOTOPbIX Npope3anunch
BCE NOCTOSIHHbIE 3yDbl, KPOME MOMAPHbIX 3y60B. MNoaXoAsWMMMN XOPbKaAMK SIBMSAIOTCH TakKMe, Y KOTOPbIX Npope3anmnch Ye-
TbiP€ MNOCTOSIHHbIX KIbIKA, TAK KaK TONMBbKO 3TU 3ybbl SABNAKOTCH NPUMEHUMbIMM.

6.4.3 lNpouenypa ucnbiTaHUA

6.4.3.1 NoarotoBKka XNBOTHbIX

BuiOMpatoT goctatouyHoe YACTO XKUBOTHBIX ANS NpeaocTaBieHNa No MeHbLUen mepe ceMin 3yboB, coaep-
Xalwmx UCNeITyeMbl MaTepuan, Ha KaXabln nepunog BpemMeHU. AHeCTe3NPYIOT XKUBOTHBLIX M NPOBOAAT NpoLe-
aypy, onucaHHyo B 6.4.3.2.

6.4.3.2 ObpaboTka 3yboB

6.4.3.2.1 YganawoT HaneT U Kakne-nmbo MHOpOoAHbIe BellecTBa C NoBepXxHocTen 3yboB. OuMLaoT 1 aes-
MHPULIMPYIOT NOBEPXHOCTU UCMONb3YEMbIX 3yDOB TaMNOHOM C HAaHeCceHHOW 3 %-HoW (00beMHaa aons) nepe-
KNCbIO BOoAOpOAdAa, 3aTeM Ae3UH(PEeKTaHTOM, COCTOSALWMM W3 NOBUAOH-MoAa WK XroprekcunauHa. [oTOBAT
Tpebyemoe Yncno dykkanbHbIX UK NadbnanbHbIX NOMOCTEN Knacca V, UCNonb3ysa oCcTpble 6opbl NPKN ageKBaT-
HOM BOAOBO34YLLUHOM pacnbineHun. [ nybunHa nonocten AomkHa OblTb TakKOBOW, YTOOLI TOMNWMHA OCTaloLWEerocs
aeHTuHa bbina meHee 1,0 MM 1 npegnodTuTensHO MeHee Yem 0,5 MM, HO 0e3 0DHaXeHUs Nynbnbl.

[TpOMBIBaAIOT NONOCTM BOAOW U BbICYLLUMBAOT UX BaTHBIMU LLAPUKaMKN, KpOoMe clydaeB, kKoraa MeTo[ BBe-
OEeHNA UCNbITYeMOoro matepuana TpebyeT agpyrov npoueaypsbl.

[TpumevaHus

1 Tlpwn Bblpa*X€HHOM IM'MHIMBaNbHOM BOCMANEHUN Y XXUBOTHLIX MOXET BbITb HEODX0ANMbBIM NPOBECTU yAANEHNE HA-
neTta v HOPOAHbIX BELWECTB 3a HECKONbKO AHEN A0 NOoAroTOBKWU NONOCTU, BO3MOXHO, MOBTOPHO, NOKA MTMHIMBaribHOE BOC-
naneHne He ByaeTt nog KOHTPOIEM.

2 VlameputenbHble MHCTPYMEHTbLI 3MNEKTPUYECKOro COMPOTUBIIEHUS, TAKME KaK OnpeaennTenn BEPXYLWKU KOPHA
3yba, MoryT bbiTb OTKAaNMbpoBaHbl NPEABAPUTENIBHO N NCMONBb30BaHbI AN OLUEHKN TONLWMWHbLI OCTAKWErocs AeHTUHA Npu
NOAroTOBKE MONTOCTEMN.

6.4.3.2.2 [pn NpUrotoBNEeHNN UCMLITYEMBIX MaTepunanoB cneayT MHCTPYKUUAM U3roToBUTeNna. Ecnu
M3rOTOBUTENb UCNBLITYEMOro MaTepuana pekomMeHOyeT erc UCnonb3oBaHMe ¢ MaTepuanom MOKPLITUA UK
areHToM obpaboTKM nNonocTen (Hanpumep, AeHTUHHBIA aAre3noHHbIN areHT), UCMOMb3YIT 3TU AOMNONHUTENb-
Hble npoueaypbl CornacHo pekoMmeHaaunam U3roToBUTENS.

6.4.3.2.3 Ha kaxabli nepunoa BpemMeHU BOCCTaHaBIMBAKOT NO MeHbLUeN Mepe ceMb NOoJI0CTEeN UCTIbITYe-
MbIM MaTepuarnom 1 YeTbipe NnonocTu oTpruuaTenbHbIM KOHTPOMNbHBIM 0Bpa3LoM NyTEM NMPOU3BOSNIBHOMO pac-
npeaeneHusa. Ecnu HeobxoanMmo (CM. npumMedvaHue 1), Ha Kaxabln nepuos BpeMeHM BOCCTaHaBMUBAKOT A0
yeTbIpex NnosiocTen NONOXKNUTENbHLIM KOHTPOMNbHLIM 0OpPa3LOM.

Mpumevanune 1—[Ona naboparopun, obnagarowmx 6aHKOM AAHHbIX Npeablaywmx MaTepuanoB MonoXu-
TeNbHbIX KOHTPONbHbIX 0OPAa3uOB, AanbHEULLME NCCNEA0BAHUA HEODA3ATENbHbI, KPOME NEPUOANYECKOro NOATBEPKAEHUS

NONOXUTENBbHOWN PeaKkUnMn.

BribpaHHble BUALI AOMKHBI ObITh HANBONEe HUKUMU B DUONOrMYECKon LUenu 13 Tpedyemblx Ansl yaoB-
NeTBOPEHNA HAayYHbIX Llenen npm HauMmeHbLleM yulepde ansa KMBOTHLIX. BeIbop Buaa AomkeH ObiTb 0O0CHO-
BaH U OTPaXKeH AoKYMeHTanbHo. Npu ncnonb3oBaHnn 06esbsiH, cobak Unu MUHUAaTIOPHbLIX CBUMHEN HEOBX0AMMO
MCMONb30BaTb OAHO XUBOTHOE Ha Ka)XXabli nepuod BpemMeHn. [Npn ncnonb3oBaHUM XOpPbKOB HEOBXOOUMO UC-
Norb30BaTb MO MEHbLUEW Mepe TpeX XMUBOTHbLIX Ha KaXXabli Nepunoa BpeMeHMN.

[TpumevaHus

1 BbbICTPOCXBaTbIBAOLWMA LUMHK-OKCUA-3BreHonoBbiv uemenT (ZOE) sBnsetcs nogxogsawmm matepuanom oTpula-
TENbHOro KOHTPONbHOrO obpasua. nsa aonrocpoyHbiX uccnegoBaHun LuenecoobpasHo 3awmtmnte ZOE ot rmgponuaa. 310
MOXHO cAenaTb HAaHECEHMEM TOHKOIro cnosi NMMbo NonmkapbokcnnaTHoOro uemeHTa, nmbdo obbIMHOIo (CaMmoOTBEPXKAAIOLLLE-
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rocsl) CTEKNOMOHOMEpPHOro uemeHta nosepx ZOE, 3a KoTopbiM cneayeTt KOMMNO3UT HA OCHOBE CMOJT C COXPaHEHHOW MpPo-
TpaBneHHoCTb. Cnegyer y4ecTb, YTO NOMELWLEHNE KOMMNO3NTa HA OCHOBE CMOJIT B NMPSAMOM KOHTakte ¢ uemeHtom ZOE
MOXET NPUBECTU K NOAABNEHUNIO NONUMEPM3aUnm KoMmnoamta Ha ocHoBe cMmorn. ODObIYHBIN CTEKNOMOHOMEPHbIN LLEMEHT MO-
XeT bbITb PpaCCMOTPEH KaK anbTepPHATUBHbIN OTPULUATENbHbIM KOHTPONbHbIN 0DpaseL.

2 BoccraHaBnuealowmum matepuan unn MeTof, He BKINioYalLwWwmn obHaXXeHns Nynbnbl, nocnegoBaTenbHO NPUBOAS-
LMW K MyINbNapHOMY OTBETY OT YMEPEHHOIO 40 PE3KOro SABNAETCH NOAXo4AWMM MONMOXUTENBHLIM KOHTPOIEM.

6.4.3.2.4 CoCTOAHUE XUBOTHLIX CneayeT NPoBepATb U PErMCTPUPOBaThL NO MeHbLUeN Mepe pas B AeHb
nocne onepaunn. JomkHsl ObiTb BHEeAPEHBLI Mepbl AN CBeAEHUA K MUHUMYMY Kakux-nnbdo 6onen nnu ctpaga-
HUW, BbI3BAHHBIX UBMEHEHUAMU B peXXmme NuTaHus, BocnaneHnem Unm nHgpekumen. AHanbreTukn cnegyet
MPUMEHATb CorfacHo nocneonepaunoHHbIM TPeOOBaAHUAM.

6.4.3.3 [lpurotoBneHne npenapaTtoBs

6.4.3.3.1 lNocne (7 £2) cyT, (28 £3) cyT n (70 £5) cyT NpOBOAAT 3BTAHA3UIO NepeJo3POBKON aHeCcTeTU-
Ka U1 NPUMEHEHNEM APYrX ODLLENPUHATLIX BELWECTB A0CTAaTOUHOIO YMCNa XXUBOTHBIX ANS NpeaoCTaBNeHNU,
No MeHbLUen Mepe ceMu 3yD0oB, coaepXKalmx ncnelTyembld Mmatepuan. OcMmaTtpuBaloT BOCCTAaHOBMEHUS, 3yObl
N UX OMOPHbIE TKAHWN N PETUCTPUPYIOT NOAPOOHOCTN KaKNX-NMbo aHoOMannn. YaansaoT KaXabln 0bpaboTaHHbIN
3yD BMeCTe C OKpYyXXatoLMMUN ero TBepabiMn U MSITKUMU TKaHSIMU 1 PUKCUPYIOT B noaxoasuiem pactaope (pop-
MarinH).

[TpnmedaHnwune— Cocyancrasa nepdysnsa TkaHen ¢ hukcatopomMm BO BPEMS YMEPLUBIEHUSA 40 UX yOaneHus
NpeaoCcTaBnAET NyYLWyo OUKcauunto.

6.4.3.3.2 [locne pukcaumm geMmmHepannsyoT 3ybbl B noaxoaslwem peareHte (Hanpumep, 10 % MmypaBb-
MHOW KUCNOThI Unn 0,5 Monb/n aTUNeHaANaMUHTETPAYKCYCHOW KUCNOTLI Npu pH 7,4) 1 rOTOBAT CEPUNHBIE CEK-
LW TONWKMHOW 5 A0 7/ MKM CKBO3b KaXkayto MOMOCTb MO NPoAonbHOM ock 3yba. OkpaluMBaloT npenaparthl,
yepeayst reMmaToKCUnmH 1 303unH. OKpalmBatoT NPOMEXYTOYHbIE NpenapaThl COOTBETCTBYHOWMM bakTepuarnb-
HbIM Kpacutenem (Hanpumep, bpayH-bpeHH) unu apyrumm Kpacutensamm, HeodbxoanmbeiMn Ans cOHapyXeHUs
bakTepun.

6.4.3.4 OueHka AeHTUHAa 1 3yOHOW Nynbbl

OcmaTpuBatloT cekunm 6e3 npeaBapuUTeEnbLHOro 3HaHUA, ABNAeTCs N ucneiTyemagd npoda onbITHOU NNu
KOHTPOMNbHOW. [ANga KaXkaon cepui cekuni perucTpupyroT NoftHoe onnucaHue BcexX NrmcTonormyeckx NpUsHakos
B AeHTUHE, Nynbne U NPUKOPHEBLIX TKAHSIX, BKNOYAs Te, KOTopble MOrfn obpasoBaThCH B peadynbTarte MeToaun-
KN NOAroTOBKU nonocten. 13 cepuinHblIX cekunia BeIDMpatoT NO MEHbLLEWN Mepe NATb PaABHOOTCTOALLIMX B MNOMNOC-
TW OANa nocnegyrouwero aHanusa socnaneHuda. OueHMBalT OTAENbHO BOCManUTelNbHbIM MHPUNBLTPAT B
MOBEPXHOCTHBIX TKAHAX (Cnon 0AoHTODNAacTOB, OeckneTovHasi 30Ha U 30Ha € BbICOKOW NNOTHOCTLIC KNETOK) U B
ocTaTke (bonee rnybokue TKkaHW) Nynbrbl Mo wkane, cdbosHa4vyeHHoM B Tabnuue 6.

Tabnuua 6 — OueHovyHas wkana ans nenbiTaHUs NyNbNAPHOrO U AEHTUHHOMO NCNOMNb30BAHUS

bann socnaneHus OnucaHue BocnannTebHbIX N3MEHEHUI

0 BocnaneHne OTCYTCTBYET: NyNbnapHas TKaHb C HOPMarbHOW CTPYKTYPOW, Npuneratwas K geH-
TUHY B KAHANbLEBOM KOHTAKTE C NOJIOCTHbIM HOM

1 Ilerkoe BocnaneHue: paccesiHHbie BOCMANUTENbHbIE KIETKM B NYNbNAapHOW TKAHWM C HOpMAarib-
HOW B APYIrMX OTHOLWEHUSX CTPYKTYPOW, MPpUneratlLen K A4eHTUHY B KaHarnbLUEBOM KOHTAKTE C NO-
NOCTHBbIM AHOM

2 YMepeHHoe BocnaneHue: BocrnanuTenbHblie KNeTKU ¢ HebonblWMMM hoKanbHbIMU CKOMMEeHUs-
MW B NYINbNAapHOWN TKaHW, BCE eLLe BKITIOYAoLWEN CTPYKTYPHO HOpMarbHbie 00nacTn, NpuneratoLLem
K JEHTUHY B KAHAINbLUEBOM KOHTAKTE C NONOCTHbIM AHOM

3 3HauYMTENbHOE BOCNaneHue: oblwmnpHoe NPOHMKHOBEHUE BOCMANUTENbHbLIX KITETOK C NOTEPEN
HOPManbHOW CTPYKTYPb! B MyNbNapHOW TKAHW, NpUneratuLen K AeHTUHY B KAHaNbLUEBOM KOHTAKTe C
NONOCTHBLIM JHOM

4 AbcueanpoBaHne Nnu paclmpeHHoe NPOHMKHOBEHNE BOCMAaNUTENbHbIX KINETOK, HE OrpaHnYu-
BalOLWEECs TONbKO NMyNbMAPHOW TKaHbIO, MPUNeratowen K AeHTUHY B KAHANbLEBOM KOHTAKTE C MO-
NOCTHBLIM AHOM
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[na kaxxgon oueHeHHOMN CeKLUUU PErMcTpUpyoT MUHUManNbHYIO TONWKWMHY ocTaloLWeroca AeHTUHa, U3mMe-
PAA Kak noa NPAMbIMK yrinamy OT NONOCTHOIO AHa K NOBEPXHOCTU CONPUKOCHOBEHUA NyNbNbI-NpeadeHTUHA, Tak
1 Mo HanpaBneHUo AeHTUHHbIX KaHanbLeB. B nocnegHem cnydae, Korga niockoCTh Cekumn He COBCEM COBMa-
OaeT ¢ NNOCKOCTLH ASHTUHHBIX KaHalbLEB, TaK YTO KaXKabl KaHaneL, B UHTepecytolen obnactu He npocTupa-
eTCsl Ha BCe paccTodHMe OT AHa NoIoCTU A0 NOBEPXHOCTU CONMPUKOCHOBEHMA NyNbNbI-NpeaeHTUHA, NPOBOAAT
namepeHne BAoCMb NMUHUK obLllero HanpasneHnsa AeHTUHHBIX KaHanbUeB. BblMUCNAT nokasaTtenb Bocnanu-
TeNbHOro OTBeTa Ha ObOMX ydacTKax ANg KaXaoro MHtepeana BpeMeHU NyTeMm CyMMUPOBaHUSA OTAESbHbIX
OLEeHOK, pasgeneHHbIX Ha obLee Yncno HabnogeHun.

[lpeacTaBnAaAlOT AaHHbIe OTAENBHO ANA NONOCTeN, 3anofIHeHHbIX UCNbITYEMbIM MaTepuanom, BKIoYaa
MaTepuan NoOKPLITUA NN areHT obpaboTKM NMONMOCTen, ecinn pekoMeHOoBaHO U3roTOBUTENEM, C oTpULlaTeb-
HbIM U NONOXUTENbHBLIM KOHTPOMbHBIMKU obpasuamn. N nonocren, 3anofHeHHbIX MONOXKUTENbHbIM KOH-
TPOMbHLIM 0DOpasLoM, AaHHbIe MOryT ObITb MOMy4veHbl M3 Npeablaywnx UccneaoBaHUM ¢ MOAEHTUYHBIMU
YCNOBUAMU UCTbITaHUA. [ONONMHUTENBHO PETUCTPUPYIOT YACTIO NONOCTEN, coaepXallmux baktepun Ha gHe Unu
CTEHKE MOMNOCTU ANS KaXaoro BpeMeHHOro nMHTepBarna UCnbliTyeMoro martepmana n KOHTPOobHbIX 00pasLoB.
HOeKC BocnanuTenbHOro OTBeTa A4 KaXXAoro nepmoia BpeMeH COOTBETCTBEHHO NpeAoCTaBNAT ANS KaXK-
OOro MmaTtepuana, OCHOBbIBAACb Ha BhbilleyKasaHHOW WKane, AoNoNHAA npeaocTaBeHneM ananasoHa nsmMe-
DEHHON MWHUMAaNbHOW OcTalwwenca TOMWMHbl AeHTUHa WU HabnwgaeMblM KONMMYEeCcTBOM baKTepuanbHOW
MUKPOTEUMN.

6.4.3.5 AHanus BbXMUBaAHUA 0QOHTODONACTOB (MO BLIOOPY)

[na ructomopdpoMeTpruiecKkoro aHanmsa BbKMBAHUA OOOCHTODMACTOB BblIODUpAOT NO MeHbLUen mMepe
NATb CEKLUWA, pacnonoXXeHHbIX ¢ paBHbIMU MHTEPBaNaMM Ha AHe NONOCTU N OKpalUeHHbIX reMaTOKCUITMHOM U
303MHOM, U OCMAaTPUBAKT UX C YBENUYEHNEM, NO3BONAKLWNM naeHTUUKaLMIO oTAeNbHBIX KNeTOoK U Npeao-
cTaBnswoWMM none ob3opa, BKIoYatoLlee BCHo NOBEPXHOCTb CONPUKOCHOBEHMS NyNbNbI-NpeaeHTUHAa nog no-
noctbto. Ucnonb3ys OKynapHy wWKany (MacwTtadbHyto ceTKy), NoAcCYUThLIBAOT 4YUCNO MOopdonornvecku
LleNbHbIX 0A0HTODNACTOB HA eaMHULY ANMUHBI NPeaeHTUHHOW NOBEPXHOCTU NO BCeW ANMHE NOBEPXHOCTU CO-
MPUKOCHOBEHUA Nynbnbl-npedeHTUHa nod nNonocTbio. [1OBEPXHOCTE CONPUKOCHOBEHUS OnpeaenstoT Kak Ta-
KYI0, B KOTOPOW AEHTUHHbIE KaHanbLbl COOOLLAI0TCS C MOMNOCTHBLIM AHOM, KaK nokasaHo Ha pucyHke 1.

1

;‘f—’

3

7T — NonocThb; 2 — ASHTUHHbIE KaHanNblUbl, 3 — MNOBEPXHOCTH CONPUKOCHOBEHUS
Nynenbl-NpeaeHTMHA aAnsd nogcyeta ogoHTobNnacToB

PUCYHOK 1 — [1OBEPXHOCTL COMPUKOCHOBEHNSA NyNbMNbl-NMPeaeHTUHA
ans nogcHetTa 0QoHTObNacToB

[TpoBOOAT noacyeT oAoHTOONACTOB HA eAMHULY ANMUHBI 006NAacTU NOBEPXHOCTU CONMPUKOCHOBEHUS MY Ib-
Nbl-NpeaeHTUHa Noa NONOCTbIO ANA KaXXA0M U3 NATU CEKLUA OT KaxKaon UCnbITyeMon Npobbl U BLIBOOAT cpe-
Hee KONMMYeCTBO KMeTOK ANd 3TOW NONOCTU. 3aTeEM BLIBOAAT cpeaHUe 3Ha4YeHUS KoNnM4YecTBa KNeToK Ans BcexX
NCNBITYEMbIX NOMocTen T U NONocTen oTpulaTenbHOro KoHTponeHoro obpasua NC. [Tnbenb knetok, B %,
BbIBOOAT U3 ypaBHeHWA (1)

_(NC-T)

CD = 100%, (1)
NC

roe CD — rnbenb KNeTok B NpoLeHTHOM COOTHOLLEHWN;
NC — 4y1Ccno KNeToK B NOMIOCTU OTPULATENTbHOrO KOHTPOIS;
T — 4ncno KNeToK B NOSIOCTU C UCTIbITYEMbLIM MaTEPUaSIOM.
OueHunBatoT rmbenb 0AoHTOBNACTOB NO WKane, npuseaeHHoON B Tabnuue 7.
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Tabnuua 7— OueHka rmbenn ogoHTODNACTOB

Lkana [ Mbenb 0QOHTOONACTOB
0 HeT
1 < 25 % Kneto4Hon rmbenm
2 OT 25 % ao 50 % knetouyHou rmbenn
3 > 50 % o 75 % knetodHon rmbenn
4 > 75 % kneTo4yHon rmbenm

[na kaxxgon oueHeHHOM CeKUUM PErMCTPUPYIOT MUHUMAaNBHYH OCTaloLWYOCA TONMWUHY AeHTUHA, KaK OMnun-
caHoO Bbille. Takum obpa3omM, nokasaTerb BbKMBAEMOCTU OA0HTODNACTOB NPeaocCTaBNAT ANS KaXX4oro ma-
Tepuana, OCHOBbIBasiCb Ha BhllLeyka3aHHOW LWKarne, U AoNoNHAA npegocTtaBneHnemM gmanasoHa MUHUManbHOW
ocTaroLlwencsa ToNwmHbl AeHTUHa, U3MepeHHOW AN NonocTen B gaHHOW rpynne matepuanos. [pegctaBngaior
OaHHble OTAEeNbLHO ANS NOMNoCTeNn, 3anofHeHHbIX UCNbITYEMBIM MaTepuanom, BKNoYada MmaTtepuan nokpbiTUS
MNK areHT 0bpaboTKM NONOCTEN, ECNA PEKOMEHAOBAHO U3rOTOBUTENEM, N ANA NOMOCTEN, UCNONIb3YEMBbIX B Ka-
YyecTBe NONOKUTENbHOrO KOHTPOMbHOIC obpasua. BelpaXatoT gaHHble NONOXKUATENbHBIX KOHTPOSbHBIX 0bpas-
LIOB B BMAe NpoLEHTa OTPpUUATENbHOrO KOHTPOMBHOro obpasua, Kak ykaszaHo Bbllle ANS OMNbITHLIX NOMOCTEN.
[Oe NPpUMEHUMO, AaHHble AN NOMNOXUTENbHOro KOHTPOMbHOMO obpasua MoryT ObiTb Nony4vyeHbl U3
npeablayLWmnx nccnegoBaH ¢ MUAEHTUYHBIMU YCITOBUAMK UCMbITAHUSA.

6.4.4 OueHkKa pe3ynbTaToB

[1pn oLeHKe pe3ynbTaToB UCNLITAHMS HEODXOAMMO YUYNTLIBATL BCHO MHAPOPMAaLUIO, MONYYEHHYIO B TeYe-
HUAE UCMbITaHUS, OCODEHHO KakMne-nmbo pasnnums B pesynbTaTtax ONbITHOW U KOHTPOMNBHOW rpynn.

PernctpupytoT pesynbtaThl OLUEHKU B 0TYETE 00 UCTIbITAHWUN.

6.4.5 OT4yeT 00 UCNBLITAHUU

[MpeacTaBnAOT pe3ynbTaTthl B 0THETE 00 UCNLITAHUN, KOTOPLIN BKIIOYAET NOMHOE OTpaXeHne Bcex npo-
BeeHHbIX nNpoueayp, Nony4YeHHbIX pe3ynbTaToB U MoObIX APYrMX AaHHLIX, HEODXOAUMBLIX AN OLUEHKN pe3yib-
TaToB. BkntoyaloT getanu npuUrotoBNeHUst U MeTodoB NPUMEeHEeHUA UCNBbITYeMOoro martepuana BMecTe C
HOMEepPOM NapTUM MaTepuana.

6.5 UcnbiTaHne nynbnapHoOnN NpoKnagku

6.5.1 Uenb

McnbiTaHne npegHasHadveHo Ans OUeHKU OMOCOBMECTUMOCTU MaTEeEPMUanoB NynbMnapHOW NPOoKNaaku C
3yOHOM nynbnon. B oUeHKY O0MKHbI ObITh BKMAKOYEHbI MeTOoA4O0NOrMueckmMe npoueaypbl, Heodbxoaumble AnS
npeanonaraemMoro KnMHUYeCcKoro UCnonb3oBaHUA MaTepuana.

[TpumevaHus

1 C otaenbHbIMKM MOANMDUKALMAMN 3TO UCTIbITAHUE MOXET BbITh NCMONBb30BAHO AN UCTbITAHUSA NYNBIOTOMUMN.

2 VicnbiTaHrne nynbnapHoro U AEHTUHHOIO UCNOMb30BAHUS U UCNbITAHME NyNbNAPHOW NPOKNAAKN MOryT BbITb NPo-
BeAEHbl OAHOBPEMEHHO Ha OQHUX N TEX XE XUBOTHbLIX C UCNONMb30BAHMEM Pa3HbIX 3yDOB.

6.5.2 XXuBOTHblIe U TyMaHHOe obpalleHUne € XXUBOTHbLIMN

CobntogatoT TpedoBaHMA No 0OpaLLeHNIo C XKUBOTHBIMWU B COOTBETCTBUU € 6.4.2. ACNoNb3yoT Kak MUHN-
MYM ABYX MNeKonuTaroLwmnx ogHoro suga, He sABNALWKUXCA rpbl3yHaMK, Kak onncaHo B 6.4.2.

6.5.3 lNpoueaypa uUcnbiTaHUA

6.5.3.1 loaroToBKa XMUBOTHLIX

BribvpatoT gocTaTtouHOE YUCNO XKMBOTHBLIX AN NpeaocTaBneHns no medbluen mepe 10 3yboB, coaepxa-
LLIMX UCNBITYEMbIA MaTepuan, Ha KaXkabl nepuo BpeMeHU. AHeCTe3npyHoT XKUBOTHBLIX U NPOBOAAT npoLeaypy,
OonucaHHylo B 6.5.3.2.

6.5.3.2 ObpaboTka 3yboB

6.5.3.2.1 YpansatoT HaneT n Kakne-nndo MHopoaHble BeLLEeCTBaA C NOBEpPXHOCTEN 3yDOoB. PasmellatoT pesu-
HOBYHO NpOoKNaaKy Ans U3onsunm ncnonb3yemMesix 3ybos. OunlaoT NOBEPXHOCTL 3yba 1 onepaunoHHoe none u
BbICYLLUMBAOT. [e3nHPULUMPYIOT TaMNoOHOM ¢ HaHeceHHOoM 3 %-Hon (0bbeMHasa A0Ns) Nepekncb Boaopoaa, 3a-
TeM — Ae3nHMEKTAaHTOM, COCTOSALLMM U3 NOBMOOH-MoAa UNK XnoprekcnauHa. lNoarotasnmeatoT Tpedyemoe Yic-
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Nno OykkanbHbIX WNKM nNabuanbHbIX MOMOCTEN Knacca V, WUCNONb3yd ocTpble OOpbl MNpM agekBaTHOM
BOOOBO3AYLLIHOM pacnbineHnn. INpenapaThl 40MKHbI ObITb OKAMMMNEHBI 3Manblo, BHEAPATLCA B Me3nanbHbIe W
aucTansHble NOBEPXHOCTU 3yDa N B 0AHY BHYTPEHHIOW TPeTb AeHTMHA. B UeHTpe nonocT akkypaTHO AenarT
nynbnapHoe oTBepcTue anameTpom npumepHo ot 0,5 ao 1,0 MM nog pacneiieHneM CTepunbHOroe omspacTeopa
[0,9 %-HbIM (MaccoBast 4ons)] 6es3 norpyxeHuns bopa B NynbnapHyto TKaHb. lnameTp O0TBEPCTUA A0IMKEH COOT-
BETCTBOBATb AECATbIM A0NAM MUnnumeTpa. dnameTp oTBepCTUA MOXKET ObiTb paccHnTaH ¢ UCMOMb30BaHUEM
N3BECTHOroc anameTpa bopa. TwaTenbHO NPOMbIBAOT MECTO OTBEPCTUA CTEPUIMbHBIM (PU3PACTBOPOM A0 O0C-
TMXKeHUA remocTasa. BeicyllMBaloT CTePUNbHBIMU BaTHBIMU LLUAPUKaAMMN.

[ PUMMEYAHWUE — I'IpM BbIPa>X€HHOM TMHITMBal1bHOM BOCHaJIEHUN Y XKUBOTHbBIX MOX>XeT ObITb HEOSXO,EI,HMI:IM MpPoO-
BECTU yaallieHne Halerta n MHOPOAHbIX BEWEeCTB 3a HECKOJIBKO ,EI,HEIT’I A0 NnogarotoBKkM NnoJrtocTn, BOIMOXHO MNMOBTOPHO, MNOKa
TMHITMBaJ1IbHOE€ BOCIalieHNne He 6y,EI,8T Mnoa KOHTPOIIEM.

6.5.3.2.2 Tlpn NpUroToBNEeHNMN UCNLITYEMBLIX MaTepuanoB cnegyioT UMHCTPYKUUMAM UIrOTOBUTENA.
Ecnu n3rotoButenb pekomMeHayeT Apyrue npoMbiBarolMe pacTBOPbLl UMW peareHThl AN npekpalweHus
KPOBOTEYEHUSI NMDO O0CObYIo NpeaBapUTESNibHYIO 0OpabOoTKy NyNbNAapHOM paHbl, cNeaylT UHCTPYKUNAM 13-
"OTOBUTENS.

6.5.3.2.3 Ha kaxgbl1 nepuoq BpeMeHU 3anofiHAT no MeHbllen mepe 10 nonocten UcnbiTyeMbliM MaTe-
puanomM M NAaTb NONOCTen noaxoddawm 3TanoHHBIM MaTepuanoM nyTemM Npou3BONbHOIC pacrnpegeneHus.
CMeLlmnBatoT NpoKnagoYvHble U KOHTPOMbHbIE MaTepuanbl Ha NNAacTUHE (noaknaake), n3berag MUKPOOHON KOH-
TaMUHaUKUW. HaHOCAT MaTepuransl Ha NynbnapHyto paHy 6e3 aaBneHus. BocctaHaBnMBaoT NOMOCTb MO0 KOM-
MNO3UTOM Ha OCHOBE CMOS, MoAUDUUMPOBAHHBLIM MNOMTUKACNOTOWN, NMMOO CTEKNOUOHOMEPHBIM LIEMEHTOM,
MOANPULUNPOBAHHBIM CMONaMK. 3a 3TUM AOJKHO cneaoBaTh BOCCTAHOBMEHMEe aare3mBHO CBA3aHHBIM KOMIMO-
3UTOM Ha OCHOBE CMOIT.

BribpaHHbIe BUALI ACMKHBI ObITh HAUBONEe HU3KUMK B BUNOMOTNYECKON Lienn U3 TpebyemMbix Ans yaoB-
NeTBOPEHNA HaydHbIX Lenen rnpm HammeHbllem yuiepde 6naroccocToaHU0 XXUBOTHBIX. BeIOOP BMaa AomkeH
ObITb 0DOCHOBAH U OTPaXeH ACKYMeHTansHo. INpn ncnonb3oBaHum 0be3bsiH, cobak NN MMHUATIOPHBIX CBUHEN
HeobXoaAMMO NCNOMNb30BAaTL MO MeHbLLEW Mepe OAHO XUBOTHOE Ha Kaxadbl nepuno BpemMeHn. [Npn ncnonbso-
BaHUN XOPbKOB HEODXOAMMO LUCMNOMb30BaTh HE MeHee YeTbIpeX KMUBOTHLIX Ha KaKabln Nnepuoq BpeMeHn, Tak
KaK MPUMEHUMBI TOMNbKO KNbIKW.

[TpumevaHus

1 T'napooKnUCh Kanbuusi, ceeXxecmMmelanHas co crepunbHbiM 0,9 %-HbiM (MaccoBas aonsi) PuspacTtBOPoOM 40 KOH-
CUCTEHUMNN 3aMa3sKn, ABNAETCH NPUEMNEMbIM 3TaNOHHbIM KOHTPONEM.

2 Ecnu ymHk-okena-ssreHonoBbin (ZOE) ueMeHT nCnonb3yoT Ans A0NrocpPoYHbIX NCCNeaoBaHnm, LenecoobpasHo
3aWMTUTL €ro oT rMaponn3a. 31To MOXHO caenaTtb, HAHeCs TOHKMI Cnon NMbo NoONMKapoboKeMnNaTHoOro uemeHTta, nmbo
O0BbIYHOIO (CaMOOTBEPXKAAIOLWENOCH) CTEKITOMOHOMEPHOIo LuemeHTa noBepx ZOE, 3a koTopbiM crnegyeTt KOMMO3UT Ha
OCHOBE CMOIN C COXPaHEHHOWU NPOTPAaABNEHHOCTBLIO. YUYNTBLIBAIOT, YTO NOMELLEeHNe KOMNO3nTa Ha OCHOBE CMOIT B MNPSAMOM
KOHTaKTe ¢ uemeHToM ZOE MOXET NpuBECTN K NOAABMEHNIO MONMMEPU3aALUN KOMMO3NTA HA OCHOBE CMOIT.

6.5.3.2.4 HabntogatoT 3a XKUBOTHLIMU 1 0bpallatoTecd ¢ HUMK, Kak onncaHo B 6.4.3.2.4.

6.5.3.3 lNpuroToBneHne npenapaToB

6.5.3.3.1 locne (7 £2) cyTt n (70 £ 5) CcyT NpOBOAAT 3BTaHA3UIO NepeOo3NUPOBKON aHecTeTUKa Ui npu-
MEHEHNEM ApYyrx OBLENPUHSTLIX BELWECTB AOCTAaTOUYHOIO YNCNa XXUBOTHBLIX NSl NPpeaoCcTaBNeHnst No MEHb-
wen mepe 10 3yboB, coaepxalmx UcnblTyemMmbln matepuan. OcmaTpuBaloT BOCCTAHOBMNEHHbIE 3yObl U UX
OMOpPHbIE TKAHN N PETUCTPUPYIOT NMOAPOOHOCTU KAaKUX-NTMDO aHOMannn. YA4anaoT Kaxabld obpaboTaHHbIN 3y0
BMECTE C OKpYXatoLUMKU ero TBepabiMn U MATKUMW TKAHAMW eaUHBbIM BNTOKOM 1 3aKpPennaloT B NoAXoasilem
(PUKCUPYIOLLIEM areHTe.

[TpnmeyvaHune— Cocyaucrtasa nepPpyans TKaHEN C PUKCATOPOM BO BpeMSA yMEPLUBNEHNA OO0 X yaaneHus
npeaocTaBnsaeT Nyylyo oukcauunto.

6.5.3.3.2 llocne dukcaumm genaroT PeHTreHorpaMmmy Kaxkgoro 6noka TKaHW Aansg onpeaeneHus Ka-
KNX-NNBO peHTreHorpadunyecknx nameHeHun. NoToBAT cekumn Ans OCMOTpa, Kak ykasaHo B 6.4.3.3.2.

6.5.3.4 OueHka 3ybHON NynbNbl

OcmMmaTpuBaroT ceKkLnn, ONMUCBIBAOT TMCTONOrMYeckmne npusHaky, oueHUBarT BocnanUTeNnbHbIN UH-
bunbTPaT U BIMACNAT MHAEKC BOCNANMUTENbHOIo OTBeTa CcorfnacHo NpoToKony, onMcaHHoMy B 6.4.3.4.
Tak Kak NOBepPXHOCTHaA nynbnapHas TkaHb OyaeT paspylwleHa B pe3ynbTaTe co3gaHus NynbnapHoro oT-
BEPCTUA, TOTOBAT OTAEJIbHYIO OLeHKY BOCNanuTenbHOro UH@UNbTpaTa, UCNonb3ya WKany, npuBegeHHYo B
Tabnuue 8.
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Tabnwuua 8 — OueHoYHas WKana UcnblTaHUA NyNbNapHOW NPOKagKy

bann BocnaneHus OnncaHune socnanuTenbHbIX U3MEeHeHUM
0 HeT BOChaneHus
1 J'Ierme BOCIalieH1e. paCCEFIHHbIe BOClalinTellbHble KITeTKN B nynbnapHoﬁ TKaHW, npmneram-

LWEen K NynbnapHOMYy OTBEPCTULD

2 YMepeHHoe BocnaneHue: BocnannTernbHble KNeTKU ¢ HEDOMbWMMN POKanbHBIMW CKOMNNEHUSA-
MW B NyNbNapHOW TKaHW, NPUIEramnwen K nynbnapHoOMy OTBEPCTUIO

3 3Ha4YUTENBHOE BOCNaneHue: obWnpHoOe NPOHMKHOBEHME BOCNANUTENbHbLIX KNETOK B NyNbnap-
HYIO TKaHb, MPUNerawLyto K NynbnapHoOMy OTBEPCTUIO

4 AbcueanpoBaHne unu paclmpeHHoe NPOHUKHOBEHNE BOCNANUTENbHbIX KNETOK, HE OrpaHNYu-
BalOLWEEeCcs: TONbKO NMyNbMapHOM TKAHbIC, NPUNEerarLen K nynbnapHoMy OTBEPCTUIO

[lononH1uTenbHo HeobxoaMMOo NpeaocTaBUTb MOSTHOE ONUCcCaHWe CTeNneHu, pacnpeaeneHns U xapakrepa
Kakon-nnMbo AeHTUHHOM nepemMblykm, obpallas ocoboe BHUMaHWE Ha Hanu4ne TOHHEeNbHbIX AedeKToB U Kie-
TOYHbIX BKIMHOYEHWNIA, KAKOBblE MOTYT NpensAaTcTBoBaTh 3hdEKTUBHOCTU NepeMbldkn B KavecTBe bapbepa. Oue-
HUBAIOT cTeneHb 0bpa3oBaHUA NepemMblukA OTBEpPCTUA TPETUYHbIM AEHTUHOM (YacTudHas WU NosiHas).
PekomeHaaLnu No HTepNpeTaL MM rmcTonormiecknx nprusHakos obpaszoBaHnUa AEHTUHHON NepeMbIYKA NprUBe-
[eHbl B MPUMeYaHun HUXKE.

[TpumeyaHune—CreneHb n pacnpegeneHne Kakon-nnbo AEHTUHHON NepemMblvKU A0ITKHbI BbITb PACCMOTPEHDI
NCXOAA N3 TOrO, NOKPLIBAET NN MNEPEMBIYKA MOJTHOCTBIO YHACTOK NMYNbNapHOro OTBEPCTUS, NN YUUTbIBAs €€ rMyOuHbI U TOJ-
LLMHbI, @ TAKXKE ee pacrnpeaeneHns OTHOCUTENBHO y4YacTKa OTBEPCTUA. HenonHas nepemblvka HE NMpeaocTaBnsaeT 3geEK-
TUBHOW 3alUnTbl OTKPbITOW Mynbhbl. XOTH aaekBaTHas rnMybuHa nepemblukmn Tpebyetca ansa spdPekTMBHON NynbnapHOW
3aWNTbIl, HEKOHTPOIUPYEMbIN BOCCTAHOBUTENBbHbLIN AEHTUHOINEHE3 AnNsl 06pa30BaAHNS NEPEMbBIYKU MOXET BbI3BaTb OKKI1H0-
310 NYJNIBNOBOW KAMEPLI U MOABEPIHYTb PUCKY XU3HECNOCOBHOCTL Nynbnbl. LLIMpoko pacnpocTpaHeHHbIN BOCCTAHOBUTESb-
HbIl AEHTUHOreHe3 3a MEeCTHbIMWU npeaenamm AeHTUHHOW NEPEMbIHKM U €€ KaHanbLUeBOro cooblWeHns ¢ marepmanom
MOXET npeanonaraTb KNeTOYHbIM OTBET HA TPaBMYy (HANpUMep, XMPYPruveckyo TpaBsmy ), BbIXOASALWMIN 3a rpaHuL bl NPSMoro
OTBETa HA maTepwan. PerynsapHoCTb CTPYKTYPbl KaHanbueB B 4EHTUHHOWN MNEPEMbIYKE MOXET CBUAETENLCTBOBATL O CTErNe-
HU aucnnasum BO BpemMms ee hopMmnpoBaHUs C OTCYTCTBUEM WU HaANMYMEM HECKONbKMX KaHanbueB, npegnonararowmx
nanbHenwee HopmMmnpoBaHUE AUCIIacTUYEeCcKon TKaHU. Hannymne TOHHENbHbIX 4eEKTOB U KINETOYHbIX BKITHOYEHUN B EH-
TUHHOW NEPEMBbIYKE TaKXKe yKa3biBaeT HA POPMUPOBAHME ANCNNACTUYECKOU TKAHU N MOXKET NOBMUATL HA NPOHNLAEMOCTb
N CTEMEHb 3aKyNOPUBaHUA, NMPESOCTaBIIAEMbIE NEPEMbBIYKOMN.

6.5.4 OueHka pe3ynbLTaToB

OueHuBaloT pesynbTaThl, Kak ykasaHo B 6.4.4.

6.5.5 OT4yeT 06 UCNbITAHUK

[lpeacTaBnsalOT pesynbTaThl B 0TYETE 00 UCMBbITAHUN, KaK YKasaHo B 6.4.5.
6.6 UcnbiTaHWe 3HAOAOHTUYECKOrO UCNONMb30BaHUA

6.6.1 Lenb

NcnbiTaHne npeaHasHaveHo Ans oLeHKU BUOCOBMECTUMOCTN 3HAOAOHTUYECKNX MaTEPUATIOB C OCTatoLLU-
MNCSA BEPXYLUEYHbIMU NMyNbNapHbIMUA TKAHAMK (OCcTaTKamMu) U MPUKOPHEBBIMN TKaHAMW. B OLIeHKY A0MKHbI ObITh
BKITHOMEHBI NMpoLeaypbl, Heobxoanmele Ans NpeanoiaraeMoro KNMHUYECKOro UCNomb30BaHUsa Matepuana.

[TpumeyaHune—lecnbiTaHne 3SHAOAOHTUYECKOrO NCMONb30BAHUSA AOMKHO MPUMEHATLCA A5 DMOAKTUBHbIX SH-
OOJOHTUYECKUX MaTEPUanoB, HAaNpPUMep, MaTepmnanoB, 3asiBMIEHHbLIX KAK CTUMYNUpYoWmMe PopMUPOBaAHNE BEPXYLLEYHbIX
TBepAblX TKaHen, NpegHa3Ha4vYeHHbIX AN OpTOrpagHoro nnu peTporpagHoro NpUMeHeHus .

6.6.2 XXUBOTHbIe U rTyMaHHOe oOpaLleHune € XXUBOTHbLIMI

brnarococtosiHMe XXUBOTHbLIX AOITKHO COOTBETCTBOBATL MONIOXEeHUAM 6.4.2.

Mcnonb3yloT Kak MUHUMYM YeTbipex MNeKonuTawLlWmMX 0gHOro Bnaa, He ABNSAKLWUXCA rpbl3yHaMU, Kak
onucaHo B 6.4.2, Takoro Bospacta, UTo UX 3ybHOW psig coaepXUT HenoBpeXaeHHbIe NOoCTOoAHHbIE 3yDbl C 3a-
KPbITBIMUA (3penbiMU) BepXyLUKaMW, UCMOMb3oBaHUE Pes3lUOoB, KNbIKOB W MPEeMOoNAapoB NpeanovTUTENbHO.
Mcnone3oBaHMe NpeMondapoB AoNyCTUMO, eClii B HanM4Ynm ABa KOPHS.

6.6.3 lpouegypa nccnegoBaHuA

6.6.3.1 loaroToBKa XMUBOTHLIX

BribupatotT goctaTouHOe YACNO XKMBOTHLIX AN NpegocTasneHuns no meHsluen mepe 10 3yboB, coaepxa-
LLMX UCNBITYEMbIA MaTepuarn, Ha KaXabl nepnoa BpeMeHMN.
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[Tpumedvanune—Y cobak HEKOTOPLIX MOPOL MOPIONOrns BEPXyLLEYHON YaCTU KOPHEBOIO KaHana MOXeT 3a-
TPYAHUTBL NOArOTOBKY KOPHS.

AHeCTe3NPYIoT XXMUBOTHBLIX U NPOBOAAT npoueaypy, onmcaHHyto B 6.6.3.2.

6.6.3.2 ObpaboTka 3yboB

6.6.3.2.1 [HenatoT peHTreHorpammel, nokasbsisaroLme rnpuKopHEBY 0bnactb Bcex NIoMonpyemMelx 3y-
00B. OunwarT U U30NUPYIOT 3yObl, Kak onnucaHo B 6.4.3.2.1.

[ PUMEYAHWUE — an BbIPpa>XeHHOM TMHITMBal1bHOM BOCHallIeHUN Y XKUBOTHbBIX MOX>XeT ObITb HEO6XO,EI,HMbIM MpPo-
BECTU yaAalrieHne Halieta U MHOPOAHbIX BEWeCTB 3a HECKOJIbKO ,EI,HEIT‘I A0 1noarotToBku NnoJioCTu, BO3IMOXHO MNOBTOPHO, MNMOKA
TMHIMBAITbHOE BOCMNAlieHne He 6y,EI,ET Mo4 KOHTPOJIEeM.

[ToarotaBnuMBaloT Tpebyemoe 4Yncno 3ydoB Ans pasmelleHusa nnomod KopHeBoro kaHana. lNpoceepnuaa-
IOT COOTBETCTBYHOLLIEE OTBEPCTME B NYNLMNOBON KAMEpPE, UCMNONMb3Ysl OCTPbIe DOPbLI NPU CTEPUIBHBIX YCIOBUSAX.
OuunwaoT oTKpbITYO Nynbny duspacteopom [0,9 %-HeiMm (MaccoBasa Aon)] U BbICYLLIMBAKOT CTEPUNbHBIMU BaT-
HbIMW LHapmkamMmi. ICnonb3yoT HOBLIWA CTEPUNBHBINA NMYNbN3KCTPAKTOP UMK 3a3yOpeHHbIN 30HA ANSl KOPHEBOTO
KaHana anga otpesaHua nynonbl (1,0 £ 0,5) MM OT BepXyLLIe4YHOro OTBEPCTUA, UCMOMb3YIOT PEHTIEHOrPaMMbl B
KayeCcTBE PYKOBOACTBA NMpU MCNONMb30OBaHUN MHCTPYMEHTOB. [TOBTOPHO NPOMBIBAOT KOPHEBOW KaHamn pacTBoO-
POM TUMOXNopUTa HaTpUA [pekoMeHayeMble KoHuLeHTpauunm konebnotea oT 1,0 % ao 5,25 % (maccoBas
nons)], 3atem crtepunbHbIM 0,9 %-HbIM (MaccoBas aons) dulpacTBOpPOM.

YBenuM4nBarT KOPHEBOW KaHarm, UCNOoNb3ys Bce Oonee ANUHHBIE CTEPUNbHBIE NYNLMNAKCTPAKTOPLI, Ka-
nMdpoBaHHbIe No ANHe 40 YPOBHS, Ha KOTOPOM Oblfia oTpesaHa nynbna, NokKa ero aAnvHa He ctana npmemne-
MOW Ans nnomoupoBaHud. NpunaratoT ocobble yecunua anst UCKNoYeHMUs1 AeHTUHHBIX OCKOKOB N3 KOPHEBOIO
KaHana, KoTopble MOTryT 3abNMoKNPOBaTh BEPXYLUKY 3yda 1N NPenATCTBOBATb KOHTAKTY 3HAOAOHTUYECKOro MaTe-
puana ¢ Bepxywe4yHou TKaHbto. [10 3aBepLlUeHUN NMPUMEHEHUA UHCTPYMEHTOB MPOMbLIBAIOT KOPHEBOW KaHan
DACTBOPOM rMnoxnopuTta HaTpusa [pekoMmeHayemble KoHUeHTpaumm konebntwtea ot 1,0 % Ao 5,25 % (MaccoBas
aons)], 3atem ctepunbHbIM 0,9 %-HbIM (MaccoBas aongd) uspacTBOPOM M BbICYLLMBAKOT CTEPUNBHEIMUA BaT-
HBIMW LWapukaMmim 1 OOMbWMMKA NPUTYNNEHHBIMA CTEPUNMBHBIMUA OYMaXXHBIMW LWITUPTaAMW, HE 3aTparvBas
BepXyLUeYHbI nynbnapHbIM OCTaTOK.

6.6.3.2.2 [lpn NpUroToBNEHNN UCMLITYEeMbIX MaTepuanoB cneayoT UHCTPYKUUAM U3rotoesutensa. Ecnn
N3roTOBUTENb PekoMeHAyeT npoueaypbl NOAroToBKM 3yOOB, oTNMYaoLWmMecs OT ONMCaHHbIX Bhile, cneayioT
MHCTPYKLUUAM UIrOTOBUTENS.

6.6.3.2.3 Ha kaxgbln nepnoa BpemMeHn 3anonHaAT no meHslwen mepe 10 3yboB UCNbITYEMBIM MaTepUa-
NTOM U MO MeHbLLEN Mepe NATb NoAXOAALLMM 3TanoHHLIM MaTepuanomM NyTeM NPOU3BONbLHOMC pacnpeaeneHuns.
CMelmBaroT SHAOOAOHTUYECKME U 3TaNOHHBIE MaTepuansl Ha NnacTuHe (noaknaake), nsderasg MMKPOOHOWN KOH-
TaMuUHaUMW. 3anoNHAT KOPHEBOW KaHan UCNbITYEMbLIM UMW 3TaNOHHBIM MaTepuanom, MCNOoNMb3yd rytranepyy
y MecTa paspbiBa Nynbnbl. 3agenbiBaoT NMooCcTb A0OCTYNAa YCUNEHHBIM LUMHK-0KCna-3sreHonosbiM (ZOE) Le-
MEHTOM, NOKPLITEIM MO0 NONMMKapboKCUNaTHLIM LLEMEHTOM, NIMDO ODLIYHLIM (CaMOOTBEPXKAALUMCSH) CTEK-
NTIONOHOMEPHBIM LIEMEHTOM, NNOO KOMMNO3UTOM HA OCHOBE CMOJT C COXPaHEHHOW NPOoTpaBneHHOCTbo. denatoT
PEHTreHorpaMmebl, NOKasbIiBaloLmMe NPUKOPHEBYIO 0ONACTb BCEX 3aNONHEHHbIX 3yOOB.

[1pn ncnonb3oBaHUM 0be3bsAH, cobak NN MMHUATIOPHBIX CBUHEN HEODXOAMMO UCNOMBb30BAaTb HE MEHee
OBYX XXMBOTHbIX Ha Kaxabln nepuoa BpemMeHU. MNpun ncnonb3oBaHUM XOpbKOB HEODXOAMMO UCNOMNB30BAaTb HE
MeHee 4YeTblpeX XXUBOTHBLIX Ha Kaxkablv nepuod BpeMeHU, Tak Kak NPUMeHUMbl TONbKO KIbIKW.

[Tpn UICNONB30BaHUN KOMMO3UTA HA OCHOBE CMOJT HeobXoaAMMo npeaBaputenbHo HaHecT Ha ZOE TOH-
KU CNon NMBOo ObbIMHOIO (CamMOoOTBERPXKAAOLErocs) CTEKNONOHOMEPHOTO LIEMeHTA, NMbo nonukapbokcmnnar-
Horo uemeHTa. [lomMmelleHne KOMMoO3nTa Ha OCHOBE CMOS B MPsSIMOM KOHTaKTe ¢ uemMeHToM ZOE MoXeTt
1PUBECTU K NOAAaBNEHUIO NONMUMeEpU3aLMnM KOMNo3nTa Ha OCHOBE CMOT.

[MTpumedvanune—_Uement ZOE, otaensHo nnu ¢ gpyrmmun gobaskamm, TaKMMKM Kak repmMeTuk [ poccmana, siBns-
eTCH Noaxoasilym 3TanoHHbIM MaTepuanom.

6.6.3.2.4 HabnwoaatoT 3a )XKMBOTHBIMU 1 0BpaLlaoTCsa ¢ HUMU, Kak onucaHo B 6.4.3.2.4.

6.6.3.3 [NlpurotoBneHne npenapaToB

6.6.3.3.1 locne (28 £ 3) cyT 1 (90 £ 5) cyT NpoOBOAAT 3BTaAHA3UI0 Nepeao3UPOBKON aHeCcTeTUKa N Npu-
MEHEHMEM APYrnx oBLENPUHSTBIX BELLECTB AOCTATOYHOIO YNCa XXUBOTHBLIX AN NpeaoCcTaBeHnst Mo MEeHb-
wen mepe 10 3yboB, cogepxawmx mncnbltyembld matepuman. OcmaTpuBaloT BOCCTAHOBMNEHHbIE 3yObl N KX
OMOpPHbIE TKAHU U PETUCTPUPYIOT NOAPOOHOCTU KaKUX-NnMbo aHOManun. YaansawT Kaxablin obpaboTaHHbIN 3y6
BMECTE C OKpYXaloLMMM ero TBepAbIMMN N MSATKUMU TKaHSIMW eJMHBbIM BTOKOM U 3aKpennsiioT B NoAxXoasiem
(PUKCUPYIOLLEM areHTe.
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[TpnmedaHnwue— Cocyaucrtasa nepdyans TkaHen ¢ pukcatopomMm BO BPEMS YMEPLUBIIEHUSA 40 UX yOarneHus
NpeaoCcTaBnsAeT Ny4yLllyto OuKcaumto.

6.6.3.3.2 llocne dumkcaumm genarwT pPeHTreHorpammy Kaxkgoro 6noka TkaHW Ang onpegeneHus Ka-
KNX-NUOO peHTreHorpaguieckmnx nameHeHnn. NoTOBAT ceKUMn Ang OCMOTpa, Kak ykasaHo B 6.4.3.3.2, napan-
nenbHO ANUHHOW OCK 3yDa CKBO3b KOPHEBOW KaHan U ero OTBETBMNEHUS, NOKa3blBasi MOBEPXHOCTbL KOHTaKTa
MaTepuan/nynbnapHaga TKaHb U npuneraroLwne NnpuKopHeBbIe TKaHN.

0.6.3.4 OueHka TKaHeun

OcmaTpuBatoT CeKUUU crnenbiM METOAOM, HE YOOCTOBEPSACH, ABMAETCH NN UCNbITyeMad npoda ornbITHOW
NN KOHTPONBHOW. [na KaXXaou cepuin cekLM perMcTpUpyoT NoNMHOe oncaHne BCeX MCTOoNormieckmnx npusHa-
KOB B Mynbne, NPUKOPHEBLIX TKaHAX, AEHTUHE N LUEeMEHTE B BEPXYLLUEYHOMN YacTh 3yba. [Ans Kaxxaon UcnbIiTyeMomn
npoOdbl OLEeHNUBAOT M3MEHEHUST TKaHW Mo LWKane, obo3Ha4veHHoW B Tabnuue 9. Npumepbl rTMCcTONorm4ecknx npu-
3HAKOB AN pacCMOTPEHNA NpMBeaeHbl B NpUMeYaHnn HUKe.

Tadbnwumua 9 —OueHo4YHas WKaNa NcnbliTaHUA 3HAOAOHTUYECKOIO UCNONIb30BaHUA

Llikana HabnwaeHne
0 HeT BOCnaneHus
1 Ilerkoe BocnaneHue: ncnbiTyemble NPoObI MOKA3bIBAKOT pacCesiHHbIE BOCMANUTENNbHbIE KITETKW
C npeobnagaHnem XPOHUYECKNX, a CTPYKTYPHbIE XapaKTEPUCTUKN OCTATOYHOW My nblbl €LLE Onpe-
nensaemMs
2 YMepeHHoEe BocnaneHue: Cnbityemble NPobbl NOKa3bIBAOT POKArNbHbIE CKOMNIEHUA BOCNANU-

TEIbHbIX KNETOK, HO 6e3 HEKPO3a TKAHEWN, N HEKOTOPOE HAPYLLEHNE CTPYKTYPHbLIX XapakTePUCTUK
OCTaTOYHOW NyJiblbl U MPUKOPHEBBLIX TKAHEW

3 3HAYUTENBHOE BOCMANeHme: obWNpHOE 3aMeLlleHNne OCTaTOMHON NyNblbl UMW NPUKOPHEBbIX
TKAHEW BocnanuTenbHblM MHOUNbTPATOM

4 AbcueanpoBaHne

[TpumeyaHune—Illpumepbl TMCTONOMMYECKUX NPU3HAKOB NSl PErMCTPpaUUn BKIIOYAaoT Creayowme:

a) OUEHKYy Ansl onpeaeneHns, SIBNAETCA M HAMNONTHEHME KOPHEBOIO KaHana KOPOTKUM, BPOBEHb UITN 3KCTPYANPO-
BaHHbIM: COOTHOCHT 3TO HAbnwaeHne ¢ HanNnn4YMem BOocnaneHus, pe3opoumnen KOpHS U KOCTHOW peakuUneNn;

b) skcTpyanpoBaHue ynnoTHUTENS (LEMEHTA) KOPHEBOIO KaHarna: onpeaensior, 3KCTPyAUPOBaH NN YNINOTHUTENb
CKBO3b BEPXYLLKY B OKpyXXalLwwee nepnogoHTanbHOE NPOCTPAHCTBO N KOCTHLIE TKaHW. XOTH BEPOATHEE BCEro Habnwgaet-
CA NPU NHTEpPBAane B 28 CyT, AONTOCPOYHbLIN NEPUO HE AOIIKEH ObITb UCKITHOYEH N3 3TOW OLUEHKN;

C) Hanm4yne HEKPOTUYECKOW BEPXYLLEYHON TKAHW;

d) kavecTBO agantaumm martepuana, 3anonHAKLWEro KOPHEBOW KaHarn, OUEeHMBaeMOe Kak xopoulee, cpegHee unu
N10Xoe: Xopowas agantaumsi 03Ha4vaeT, YTo NNoMOUpYIIoLWLKMA MaTepuran XopoLwo aganTUpPyeTcsl K CTEHKAM KOPHS HE TOSb-
KO Ha OQHOW, HO M Ha CepusiX CeKUuMn, 6e3 BUanmblX NyctoT. CpegHio OUEHKY CTaBsIT, KOrga HEKOTOPbIE CEKUNN ODHaPYXN-
BAlOT NycTOTbl unn obnactu, rge nnomMmbupylowmnm martepuan nnoxo agantupyetcs K KopHio. [noxas agantauus
OTMeYaeTCcs, Korga nnomMonpyrowmmn marepuan He npuneraeT NnoTHO K CTEHKAM KOPHSA UNu korga HabnogatoTess MHOIo-
YMCIEHHbIE NYCTOThI,

e) JganbHeulee yTouHeHUe BOCNaneHus, 04epyYeHHoro Bollwe (U oueHeHHoro no wkane ot 0 4o 4) no tmny nNpucyT-
CTBYIOLLMX BOCNANMUTENbHbLIX KINETOK: PETMCTPUPYIOT Npeobnagarowmm TUN KNETKU N YyYUTLIBAKOT, UTO OCTPbIE KNETKU (Nen-
KOUMTBI) MNOSIBISAIOTCH paHblue, B TO BPEMS KaK OAHOSAOAEPHbIe KMNEeTKN {(NMMAOoUUTbI, MOHOUMTBHI, Makpodarn u
MHOrosiAePHbIE TMFAHTCKUE KIMETKN) NOABNAKTCH noaxe. KnaccnpuuympyoT BOCNannTeNbHYO peakunto Kak ocTtpyto (O),
XpoHu4eckyto (X) nnu cmewannyo (C);

f) pe3opbunio KOpHS (HanNU4ne Nnn OTCYTCTBUE);

g) peakuunio BEPXYLLEYHOW KOCTU, OLLEHUBAEMYIO KaK HOpMarnbHas, BocnaneHHasi (OUEeHMBaOT BOCNaneHne) n onpe-
aeneHve, NPUCyTCTBYET NN rPaHynema n NoKa3bIBaeT N KOCTb MPU3HAKU pe3opobumnn.

h) oueHky rmnepemun no wkane ot 0 ao 3.

6.6.4 OueHKa pe3ynbLTaToB

OueHuBaoT pesynbTaThl, Kak ykasaHo B 6.4.4.

6.6.5 OTuyeT 00 UcnNbITaHUN

[lpeacTaBnsalOT pesynbTaThl B 0TYETE 00 UCMBbITAHUN, KaK YKasaHo B 6.4.5.
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Tunbl UCNBITAHUN, paccMaTpuBaeMbIX Ana oUueHKU BUOCOBMECTUMOCTH

[MpnnoxeHve A

(cnpaBo4HoOe)

MeAULUMHCKUX U3genun, npuMmeHsieMbIX B CTOMaTONOINMn

Tabnwuwua A.1— Tunbl UCNbITAHMW, paccMaTpUBaeMbIX AN OUEeHKN BMOCOBMECTUMOCTN MEANLIMHCKUX N3OETNNH,
NPUMEHSAEMBIX B CTOMATONOMMN
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N3aennd, KOH- A X X X X
TAKTUPYHOLWNE
MOBEPXHOCTbLIO
Telld vYelJliOBekKd
B X X X X
C X X X X X X
N3aenns, A X X X X X X
npucoeauHse-
Mble N3BHE
B X X X X X X X X X X
C X X X X X X X X X X
MmnnaHTupye- A X X X X X X
Mble N3Ael114
B X X X X X X X X X X
C X X X X X X X X X X

MpumevyaHue 1— X — obo3HA4YaET, YTO NCMBITAHUE OOJTKHO ObITb PACCMOTPEHO ANA MPUMEHEHUS.
[MTpume4vyaHue 2— 31a Tabnuua 9BNAE€TCH OCHOBOW ANA PA3BUTUSA NPOrpamMmbl OLEHKN, 8 HE KOHTPOMNbHbLIM CMTUCKOM.
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[MpnnoxeHve B
(cnpaBo4HoOe€)

UcnbiTaHMe LWUTOTOKCUYHOCTU AEeHTUHHOro bapbepa

B.1 Uenb

McnbiTaHne npegHa3sHaveHo a8 OUEHKU UMTOTOKCUYHOCTU CTOMATONONMYECKMX NIoMOnpylowmx matepnanoB Me-
TOAOM KyNbTYPbl KITETOK, NPU KOTOPOM KNETKN U MaTepuan pasaenerHbl AEHTUHHbIM DapbepoM, TakKum 00pasom Moaenupys
KNMMHUYECKYIO CUTyauuio 3ybHOW NONOCTH, HAaNONTHEHHOW BOCCTaHaBMMBAKOLWMM MaTepuanom.

B.2 MNpudoopbl n maTtepunanobi

B.2.1 KneTtkn

YcTaHOBUBLLASICA KNETOYHAsA NUHUA, SIBNAOWascsa obuweaocTynHon, Hanpumep na AmepukaHckon Konnekymm Tuno-
BbIX KynbTyp (ATCC). B kKavecTBe BapmnaHTa MOryT BbITb MCNONBb30BaHbI KITOHAlNbHbIE KNETKU, TPAHCHOULNPOBAHHbIE DOTb-
wum T-aHtureHom SV40, Hanprumep BbiBEAEHHbIE N3 3yBHOIro cocoudka TeneHka. VIx nogaepxvBatoT B NMTaTENbHON cpeae
B YBNaxkHeHHON aTmocdepe npu temneparype (37 £ 2) °C un 5 % CO,. Takke BO3MOXHO NCMOMb30BaTh Apyrne ycTtaHoBUB-
LLUINECSH KITETOYHbIE NMUHUK CO CBOWUCTBaAMM, NOAOBHBIMW OA0OHTODNAcCTam, nnu apyrumMmm CBOMCTBaAMU, MUMEKLLMMN OTHOLLIE-
HUE K OU3N0Normm 3ybHbIX NMynNbnapHbIX TKAHEN.

B.2.2 KynbTypanbHasa cpepa

Cpeana, ykaszaHHas ans BbIbpaHHOM KNETOYHOW NUHUK, KaK NpuBeaeHo B AMepukaHckon Konnekumm TunoBbiX Kynb-
TYp (ATCC) nnun sKBMBAaneHT.

[TpnmedaHnwue— Ona pekomeHgaumm cm. http:// www.atcc.org. ['lutartenbHas cpega gns KNeTok, TpaHCOUUW-
POBaHHbIX bonbwnm T-aHtureHom SV40, coctont na MEMo ¢ pobaBneHHbimMmn 20 %-HOW CbIBOPOTKOW 3apobilla TeNeHKa
(FBS), 150 ME nennumnnnuHa, 150 mkr/mn ctpentomuumna, 0,125 mkr/mn amdotepuuymna b v 0,1 mr/mn reHeTuumHa.

B.2.3 PeareHTbl

B.2.3.1 3-(4,5-aumetuntunason-2-un)-2,5-apuhennnretpasonum bpommg (MTT).

B.2.3.2 AHTMOBMOTUKW/OyHrMunabl, NEHUUWIINH, CTPENTOMULUNH, aMPOoTEPULUNH b 1 reHeTULUMH TONBKO ANs KO-
HanbHbIX KNETOK, TpaHchununpoBaHHbiX SV40.

B.2.4 ObopyanoBaHue

B.2.4.1 Bxknagbiwn ans nnadwerta 4ns KynbTypbl KNETOK, Hanpumep Millicell”.

B.2.4.2 6-NyHOYHbIE U 24-NTYHOUYHbIE KylbTyparbHbl€ MNaHWeTKN.

B.2.4.3 llonnamngHble ceTkn gnameTpom 8 MM, Hanpumep Sefar?, LLMPUHAa a4enkn 150 MKMm.

B.2.4.4 [lByxkamepHoe neppy3noHHOE YCTPOUCTBO.

[lepBOe gByXkamepHoe nepdPy3noHHOE YCTPOUCTBO, Minucells® (CM. pucyHokK B.1) cocTtonT na neppy3noHHON Kame-
Pbl, NU3rOTOBNEHHOW N3 nonukapdboHaTa ¢ 0cHOBON 40 x40 mm v BbicoTOM 35 MM. [TynbnoBas 4acTb YCTPONCTBA COEANHEHA
C OQHOWN CTOPOHbI C EMKOCTBLIO C 3anacoM KyIbTyparbHOW Cpeabl U C APYron CTOPOHbI C NepucTanbTUHECKUM HACOCOM U CO-
cyaom ans otpaboraHHoun cpeabl. BHyTpu onbiTHOro npubopa aee kKaMmepbl pasgeneHsl Cpe3omMm AeHTUHA, 3aKPEenNeHHbIM B
CTallbHOM LITaTUBE (CM. PUCYHOK B.2).

1) Millicell ansieTcs ToproebiMm HaMmeHoBaHnem uagenus, noctasnsemoro Millipore, Bunpuke, CLLA. 3ta nnopma-
LMS npyBeaeHa ans yaobcTea Nnonb3oBaTenen HAaCcTOSILWEro CTaH4apTa U He SIBNSIETCH PEKTaMOW 03HAYEHHOIo U34enuns co
cTopoHbl MCO. Bo3aMOXHO NCMNONb3oOBaHME 3KBUBANEHTHbIX NPOAYKTOB, €CNU 40Ka3aHo, YTO OHU NPUBEAYT K TEM Xe pe-
3yneraram.

2) Sefar sBNsieTCsA TOProBbIM HAMMEHOBAHMEM u3genusi, noctaensemoro Sefar, Baccepbypr-va-MHHe, 'epmanums.
ITa Hpopmaumns npueegeHa anst yaoodbcTea nonb3oBaTenen HaCTOAWEro ctaHgapTa n He SIBNAETCH PEeKNnamon 03HAYUEH-
HOro n3genus co ctopoHbl MCO. BoamMOXHO MCMONb30BaHME 3KBMBATNEHTHbLIX MPOAYKTOB, €CNKY A0KA3aHO, YTO OHU MNpuUBe-
OYT K TEM Xe pe3ynbraram.

3) Minucells sBnsietcs TOproBbiM HaMMeHoBaHvem wuagenus, noctasnsemoro Minucells & Minutissue GmbH,
Bag-Abbax, 'epmanunsa. 3ta nHpopmaunsa npyeeaeHa ansa yaobcTea nonb3oBaTenen HACTOSLWENO CTaHAapTa U He SIBNSET-
CH pekramoun 03Ha4veHHoro nagenus co ctopoHsl MCO. Bo3amMoXHO ncnonb3oBaHne sKBUBalIEHTHbLIX MPOAYKTOB, €CNN A0Ka-
3aHO, YTO OHU NMPUBEAYT K TEM Xe pe3ynbraTtam.
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1T — nopava KynbTypanbHOWU cpeibl;, 2 — HarpesaTtenb; 3 — nepdy3noHHanA kamepa, 4 — HacocC, & — CNMBHOU cocya

1 o)

PUCYHOK B.1 — OnbiTHas ycTaHOBKa ANsl UCNbITAHUA LMTOTOKCUYHOCTU AEHTUHHOIo bapbepa

T — vcneITyemMbIn MaTepuan; 2 — CeTKa ¢ KneTkamu, 3 — cpe3 AeHTUHA;
4 — cTanbHOE KONbUO;, 5 — cTanbHasa BCTABKA

PucyHok B.2 — lLiITaTue n3 Hepxxapetowen ctanm ans sakpenneHns cpesa geHTUHa
N KINETOYHOW KYINbTYPbI B ONbITHOM npubope

BTopoe gByxkamepHoe ycTpoucTeo, nepdy3noHHas kamepa AmepukaHckon Accoumaumm CToOMaTosioros (AZ)A)”
(cM. pucyHoK B.3), COCTOMT M3 NONynpo3payHbIX CTeH, U3rOTOBNEHHbIX B0 u3 Delrin®, nn6o ua Lexan®, o6a HeTOKCUY-
Hble. BXoaHble 1 BbIXOOHbIE KNanaHbl ABNSATCH HETOKCUYHBIMU UIMOBLIMU OTBEPCTUSMU U3 HEPXKaBetoWwen ctann. Ma-
NEHbKNE YMMOTHUTENbHbLIE KONbUAa W3roTOBIMEHbI U3 KPACHOro CUMukoHa (BHewHun guametp 15,9 MM, BHYTPEHHUU
anameTp 12,42 mm). BHyTpEHHUN B-MUNNTMMETPOBLIM ANAaMETP MEHbLLEND YNMOTHUTEINBHOIO Konbua co3gaeT obnacTb no-
BEPXHOCTHOW AN Py3nm B 23 MMZ. KamepHbin otaen emewaet 0,5 mn Xnagkoctn. 3TOT oTAEN MOXET ObiTh COKpaLLLEH Ha-
NONTHEHMEM KamMepbl CHU3Y HETOKCUYHBLIM MOJIMBUHUIICUITOKCAHOBLIM CNENOYHbIM MaTepuanom (Hanpumep, Reprosil4)),
Tak, YTObbl BHYTPU KaMepbl HaXxoaunock matepunana meHee yem 100 mkn.

1) MepdyanonHaa kamepa ADA sIBNsieTCs TOProBbiM HaMMeHOBaHMEM WU3genusi, nocraBnsemoro Biomedical
Engineering, MegnunHcknn Konneox xopmxumn, Oracta, Ixopaxna 30912, CLUA, #NT-8214A. Ita Hpopmaumns npuse-
AeHa ans yaobcrea nonb3oBaTenen HaCTOSWEro CTaHaapTa u He ABNSETCH PEKNamMmon 03HA4YEHHOIo N3genus co CTOPOHL!
NCO. BoamoXHO ncnonb3oBaHMe 3KBMBASIEHTHbLIX NPOAYKTORB, €CIMU A0Ka3aHO, YTO OHU NPUBEAYT K TEM Xe pe3ynbraTtam.

2) Delrin sBnsieTcs TOProBbiIM HAMMEHOBAHMEM U3AENUA N3 Knacca martepuanoB nonuaueTtanb, NOCTaABMNAEMOro
DuPont. 3ta nHdhopmauus npmeeaeHa ansa yaobcrea nonb3oBaTenen HACTOALWEro CTaHaapTa U HE ABNSIETCH PEKIIaMOn
O3Ha4YeHHOoro nagenus co ctopoHbl NCO. Bo3amMoXXHO ncnonb3oBaHUe 3KBUBaNEHTHbIX MPOAYKTOB, €CNN A0KA3aHO, YTO OHW
NPUBEAYT K TEM Xe pe3ynbTaTtam.

3) Lexan siBNsieTcs TOProBbiM HAMMEHOBAHUEM U3OENUSA U3 Knacca marepmanoB nonvkapboHart, nocTaBnsieMoro
General Electric Plastics. 3ta nndbhopmauus npueeaeHa ansa yaobcrea nonb3oBaTenen HacTOSWEro CTaHaapTa U He ABNS-
eTCH peKnamoun 03Ha4YEeHHOro nsgenus co CTopoHbl MCO. BoamMOXHO UCNonb30oBaHWe SKBUBANEHTHbIX NPOAYKTOB, €CNn O0-
Kas3aHo, YTO OHU NPUBEAYT K TEM Xe pesynbraTam.

4) Reprosil sBnsieTcs TOproBbiM HAMMEHOBaAHUEM U3AENNSA U3 Knacca matepuanoB rmapodobHbI HETOKCUYHbBIN MNO-
NMBUHUIICUITOKCAHOBLIN CNenoYvHbin martepwarn, noctasnsgemoro Dentsply International, I7I0p|{, [leHcnnbBanna, CLUA. OT1a
nHdopmaumns npuBeaeHa ans yaobcrea nonb3oBaTenen HACTOAWEro CTaHAAPTA U HE ABNSETCH PEKNIaMOnN 03HAYEHHOIO
ns3genuns co ctopoHbsl NCO. Bo3MOXHO MCNONb30BaHME 3KBMBANEHTHbIX NPOAYKTOB, €CNU 40Ka3aHO, YTO OHU NPUBEAYT K
TEM XXe pesynbrartam.
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YANOTHUTENTIBHBIMU KONbLAMNK

PucyHok B.3 — lNepopyanoHHasn kamepa ADA

B.2.4.5 TnaHweT-pnaep, 96-nyHOYHbIE NNAHWETL!, ANTMHA BOMHbI 540 HM, nnu nNwbdon aHanornyHel POoTOMETP, C
TpebyemMbiMU NapamMmeTpamu.
B.2.4.6 Cpesbl AeHTUHA, N3 AEHTUHA YEernoOBEeKa NN poraTtoro cKora.

[Tpnumeyanwue—I[lpy npuMeHeEHNN OEHTUHA MPOUCXOXKAEHNEM HE OT YeroBeKa, onpeaensoT NPOHNLAEMOCTb
Cpe30B 40 UCNONb30BaHUA AN MOATBEPXKAEHUSA, UTO OH CXOX C AEHTUHOM YEITOBEKA HA COMNOCTAaBUMOM YPOBHE Myrbnap-
HO-AEHTUHHOIO COMPUKOCHOBEHUS. [Na 9TUX Lenen NPUMEHsIIoT KanunnapHyto cuctemy [Hanpumep, Flowdec!)].

B.3 lNpoueaypa vcnbitTaHnsA

B.3.1 lNpurotoBneHne KNeToO4MHOMU KynbTyphbl

B.3.1.1 TpexmepHble KNeTOYHbIE KYNbTYpbl

TpexmepHble KINeToYHble KyNbTypbl PEKOMEHAYETCHA UCMONb3oBaTh BMecTe ¢ nepdy3noHHon kamepon Minucells.
MukybupytoT nonnammaHbele ceTkm B 0,1 MONb/N yYKCYCHOW KUCNOTI B TedeHne 30 MUH, NPOMBIBAIOT TPU pasa geMUHeparnm-
30BaHHOW BOAOW, BbICYLLMBAIOT Ha BO34yXe, NOKpbIBaOT PubpoHekTnHom (0,03 mr/mn) v BbICYLLMBAKOT Ha BO34yXe B CTe-
PUINbHbLIX yCroBusax. [omewaoT BKNnagbiw KNeTOYHOWN KyINbTyPbl B KAXAQYH0 JTYHKY 6-NYHOYHOWU NnaHLWeTkn BmecTte ¢ 1,25 mr
KynbTypanbHon cpeabl. [lomelwatoT ceTkn Ha BKnagbiwm n 3acesatoT 20 MKIT KNETOYHOW CyCrneH3nm npu 4 x 1 0° kneToK/MI.
[Tocne 48 4 nukybauum npmn temneparype (37 £ 2) °C nnog 5 % CO, npu otHocutensHou BriaxxHoctn (90 £ 10) % nepeHo-
CAT CETKU B 24-NYHOYHbIE NNAHLWETKN N MHKYOUpyoT (14 + 2) cyT. MeHsA0T KyNbTypanbHYo cpeay TPu pa3a B HEAENIO U MNe-
PEHOCAT CETKU B HOBYIO 24-NYHOYHYIO NIMAHWETKY B KOHLUE NEPBON HEOENMN.

B.3.1.2 MoHOMepHbIe KyNbTypbil

MOHOMEPHbIE KINETOYHbIE KYINbTYPbl PEKOMEHAYETCH UCMONMb30BaTh BMECTE C nepdy3noHHon kamepoun ADA. [pu-
MEHSIOT MeToabl, onncanHble B NCO 10993-5, ncnonbays yCcTaHOBUBLLYIOCH KNETOYHYIO NIMHUIO, SIBNSAIOWLYHOCA 00Wweaoc-
TYNnHOW, Hanpumep na Amepukanckon Konnekuymm Tunoebix Kynbtyp (ATCC).

B.3.2 lNpurotoBneHue cpe3oB AeHTUHA

B.3.2.1 leHTWH yenoBeka

BoibnpatoT HEKapUO3Hble CBEXENIBIIEYEHHbIE MOSSAAPHbIE 3ybbl, yAansoT MHOPOAHbIE YacTULbl U NPUCOEAVNHEHHbIE
MANKNE TKaHN PYYHbIMU MHCTPYMEHTaMM 1 norpyxarT B 70 %-HbIM 3TAHONMN MO MeHbLUen Mmepe Ha 15 MUH. [ OTOBAT cpesbl
OEHTUHA NYyTEM CEKLUMOHNPOBaHUS 3yDOB Nnod NPsAMbIM YIIOM K UX ANTMHHBIM OCSAM Yepes camyto LUMPOKYI YacTb UX MoNo-
BOK, NOA4 OKKIMIO3MOHHOW 3Manbio U Ha4 OKKIMIO3MOHHBIMUY NMpegenamMmuy nynbrnoBbIX KaMep.

B.3.2.2 JeHTUH XXNBOTHOIo NPoncxoxXaeHust (obika)

BoibupatoT uenble 3ybbl, 63 BUAUMMbIX NPU3HAKOB CTUPAEMOCTU, N3 YNCNA YETbIPEX CPEeAHUX HUXKHUX PE3LIOB YyOON-
HbIX XXMBOTHbIX BO3PAacTOM OT 3 A0 7 NeT. YaansoT 3ybbl, 04MWAKT OT MHOPOAHbLIX YacTUL, 1 NPUCOEANHEHHbIX MATKUX TKa-
HEW PYYHBIMW MHCTPYMEHTaMn N XpaHAT B 0,5 %-HOM XnopamuvHe nnn Opyrux CXOXuX areHtax go MCnosib30BaHuA.
CeKUMOHMPYIOT 3yObl BAONb UX ATNMMHHBIX OCEN KaK MOXHO BrnmxKe K nynbnoBon kamepe. ns ncnolitaHusa NCnonb3yoT Cpesbl
OKOINOLWEEYHOWN YacTn 3yba.

) Flowdec sBnsietcs TOProBbIM HaMMEHOBaHNEM nagenus, noctaesnsaemoro DeMarco Engineering, KeHeBa, LLBew-
uapus. 3ta nHdopmauus npmeeageHa ans yaobcrtea nonb3oBaTtenien HaAcTOSWEro CTaHaapTa U He ABNSETCH PeKNamMon
O3HaA4YeHHOro nagenus co ctopoHsl NCO. Bo3amoXHO ncnonb3oBaHne 3KBMBaNEHTHLIX MPOAYKTOB, €CNU AOKA3aHO, YTO OHW
NPUBEAYT K TEM XE pesynbTaTtam.
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B.3.2.3 ObpaboTtka cpe3oB AeHTUHA

[lpoTpaBnuBaloT npegnonaraembiv «nynbnapHbiny PparmeHT cpesa geHtnHa 50 %-HOW NMMOHHOW KUCIOTbI B TEYE-
Hue 30 ¢, TWwAaTEeNbHO NPOMBIBAICT U CTEpUNU3ytoT Nnbo aBToknaesmpoBanmem (121 °C; 9,6 mla; 25 muH) B 0,9 %-HOM XNo-
pnae Hatpus, nmbo norpyxeimem B 70 %-Hb STaHON Ha 15 MWH, 3aTtem TwartenbHbIM  NPOMbIBAHUEM
OeMunHepann3oBaHHoOM BOAOW. leHTUHHbIE cpe3bl MOryT XpaHnTtbesi B 0,9 %-HOM pacTtBope xnopuaa HaTpus npu tTeMmnepa-
Type (4 + 2) °C po Tpex Hegenb. Cneayet ydoeanTbcs B CTEPUNBHOCTU AEHTUHHBIX CPE30B C NOMOLLBI MUKPODNONOornyec-
KOW KyNbTYPbl UCNBITYEMON NPODLI N3 KAXA0WN NapTUKn nepes Ncrnofb3oBaHUEM.

[TpumedyaHnune—TonwmHa cpesa geHTUHA MOXET pasnnyaTbCs B 3aBUCUMOCTU OT MyBUHbI KNMMHUYECKOW MNO-
NOCTU, KOTOPYIO UCNbITAHWE AOITKHO cmoaenunpoBaTk. Cpes aeHTuHa tonwmHon (500 £+ 50) MKM npeacTaBnsieT KONMMMYECTBO
OEHTUHA, OCTaloLWEECH NoA KNMMHUYECKOW NMONOCTbo cpeaHen rmybuHsl. bonee TOHKME cpes3bl MOryT ObiTb NCMNONb30BaHLI
ans n3obpaxenmsa cntyaumm B bonee rnyboknx KIMHUYECKNX NOMOCTSAX.

Cpesbl geHTUHA MoryT XpaHutecs B 0,9 %-HOM Xnopuae HaTpus 40 UCNonb30BaHUS.

B.3.2.4 Cbopka nepdy3uu

B.3.2.4.1 Yctponcteo Minucells

[TomewaloT CETKY C KNETKaMM B ONbITHBIN NPUBOP 1 BCTABNSIOT CPEe3 AEHTUHA, 3aKPENNEHHbIN B LUTATUBE U3 HEPXA-
BEHOLWEN CTaru.

[Tpnmedyanwe—Illogxogawmm WtatMe NOKAa3aH Ha PUCYHKe B.2.

OnpbicknBatoT kKamepbl 0,3 MmN cpeabl ANA KONMMYECTBEHHOIO onpeaeneHus (nurtatenesHas cpega ¢ 6 r/n bydepa
HEPES) kaxabin vac B TeveHne 24 4. OctaHaBnmBaoT nepdy3nto n NOMELLAOT UCTbITYEMbIN MaTepuarn B BEPXHEE OTAE-
NeHne B NPSMOM KOHTaKTE C «MONTIOCTHOU» CTOPOHOU cpe3a AeHTUHA.

[Tocne nppemnemoro nepnoaa BpeMmeHun (Hanpumep, 24 4 vnu 3 cyT) yaansoT CETKY € KNETKaMM U3 NMynbnoBON HacTu
Kamepbl U nomeuwiarnT B 48-nyHOYHbIEe NnaHWweTKn, cogepxawwme 0,5 mn npegBapuTenbHO Harpertoro pacreopa MTT
(0,5 mn B nuTatensHon cpeae), MHKyobunpyrot 2 4 npu temnepatype (37 £ 2) °C ¢ dhocdhaTHo-6yhepHbIM HU3pacTBOPOM.
JKCTparvpyloT ocagok cuHero doopmasana, ncrnonesys 0,25 mn aumetnncynbdokeuaa, BCTPAXUBAas NNaHLWeTKN NPU KOM-
HaTtHOW TemnepaTtype 30 muH. [epenocaTt 200 MK 3Toro pacreopa Ha 96-NyHOYHYIO NMNaHWETKY U onpeaensoT abcop-
bunto cnekTpooTomeTpruyeckum nytem npu 540 HM. BeipaxatloT pesynbTaThl Kak NPOLUEHT KOHTPOIbHBIX 06pa3suoB nnm
Kak HOTOMETPUYECKNE NOKA3aHUS.

McnoneayoT oT natn 4o 10 kamep a4nsa Kakaoro marepuarna u KOHTPoOnNbHOro obpasua B 0ogHOM UCMNbITAHUU U NPOBO-
OAT KaXXJ0e UCNbITaHUE MO MEHbLUEN Mepe ABaXabl.

B.3.2.4.2 C6opka nepdy3noHHon kamepsl ADA

YcTaHaBnuBarT Cpe3 AEHTUHA B YCTPOUCTBE NEPPY3INOHHON Kamepbl. HanonHAKT HUXHee oTAelIeHne npuemne-
MOW KINETOYHOW KyNbTypanbHOM Cpeaon (Mnu apyrum SKCTPaKUMOHHBIM CPEeACTBOM) N COEAUNHSAIOT €ro ¢ cocygamm nogadn
N CNUBa, eCnn HeobXognmo. 3aTem HaMOMHAKT UCNbITYEMbIMKU MaTepunanamun. [locne onpeageneHHoOro BpeMeHM BO3AEW-
CTBUS yAANSIOT KNETOYHYIO KyNbTyparnbHYO Cpeay n NCNonb3yoT €€ AN UCTbITaHUS UNTOTOKCUYHOCTU B OBbIMHBIX MOHO-
CITOVHbIX KyNbTypax, Hanpumep ncnonbays cunted AHK, mutoxoHgpanbHyo akTuBHOCTL (aHann3 MTT) nnm ctumynsaunto
dYHKUMN, TAKNX KaK Perynsauns reHoB, B KA4eCcTBE DMONOrMYECKNX KOHEYHbIX TOYEK.

B.4 KoHTpoOnbHbIe 00pa3ybl

Mcnonb3yloT NONOXUTENBHLIN U OTPULIATENBHbLIM KOHTPOINbHbIE 06pa3ubl AN KaX40ro NCnbiTyemMoro Bewecraa. [1o-
NOXUTENbHbIN KOHTPOMNMbHbLIM 0Dpa3eLl AOMKEH COKpaTUTb XXU3HECNOCODHOCTb KNeTok npumMmepHo Ha 50 % nocne Bo3gen-
CTBUS B 24 4; oTpuuatenbHbi KOHTPOIbHbLIM 0bpasel, He AOIMKEH UMETb HUKAKOIro BO3AEUCTBUA HA XU3HECNOCOOHOCTb
KneTtok. [pumepbl matepmnanoB NONOXUTENBHOIO KOHTponﬂ” npuBeaeHs! B Tabnvue B.1.

[TpumeyaHnwmne—B kayecTBe oTpuuaTenbHOrO KOHTPONbHOIrO obpasua npuemnem rmapododHbIN HETOKCUY-
HbI MONMBUHUIICUNOKCAHOBBLIW CNENOYHbIN MaTepuarn. B KavecTBe NONOXUTENBHONO KOHTPONBHOMO 0bpasua MOXHO UC-
Nonb30BaTbh Marepuansl ¢ coctaBamm, nNepedncrieHHsiMu B Tabnuue B.1, nnm skBuBaneHTHbIE.

1) Cnepyowme CbipbeBbIE MAaTepPUarnbl SBNATCH NPUMEPAMU NMPUTOAHbIX KOMMEPHYECKM AOCTYNHbLIX NPOAYKTOB. JTa
nHdopmaumnsa npueBeaeHa anst yaobcrea nonb3oBaTenen HACTOAWEro CTaHAAPTA U HE SABNSIETCH PEKNIaMON 03HAYEHHOIO
n3pgenus co ctoporsl NCO.

CTeKNsIHHbIM NOPOWOK ¢ pasmepom vacTtuubl (30 £ 10) mkm: Schott, Homep ansa 3akaza GM35429.
[Tonnakpunnosas kucrnorta: Sigma-Aldrich, Homep ans 3akasa 323667.

Xnopwa gnpeHnnmnogoHus. Sigma, Homep ans 3akasa D209082.

KamdopoxmHoH: Sigma, HomMmep ans 3akasa 124893.

STun-4-gumetnnammHobenasoat: Merck, Homep ansa 3akasa 841086.

HEMA (2-rmapokcnatnn-metakpunar). Merck, Homep gns 3akaza 800588.
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Tabnuya B.1—Tllpumep matepmana nonoXmTenbHOro KOHTPOns

OCT P UCO 7405—2011

MaTtepuan

BagelleHHaA BbIDOPKA,
M

BagelleHHanA BbIDOPKA,

Yo

KoHeYyHas maccea,

Y%

[Topowok

CTeKNnsAHHbIN MOPOLLOK 829,000 82,90 66,30
[TonnakpunoBast KMcrnorTa 146,000 14,60 11,70
Xnopna AanPeHUNMoaoHUS 25,000 2,50 2,00
Bcero 1 000,00 100,00 30,00
KNakKocTb

KamopoOXMHOH 0,625 0,25 0,05
STun-4-gnumeTnnamMmmHobeHsoaT 0,625 0,25 0,05
HEMA 187,500 75,00 15,00
HunctnnnmnpoBaHHas Boaa 61,250 24,50 4,90
Bcero 250,000 100,00 20,00

CMEeLWnBaOT KOMMNOHEHTbI MOPOLLKA U XUAKOCTU OTAENBbHO U 3aTEM HEMEANEHHO CMELLMBAIOT 00a KOMMNOHEHTA B
nponopunn 1000 mr nopowka n 250 mMr xugkoctn. OTBEPXOAaloT CTAHAAPTHLIM arperatom oTBepxaeHus B TedeHumn 40 ¢

npu 700 — 800 mBT/cMm?.
B.5 OueHka pe3ynbTaToB

He YUHUTBIBAKIT OMbIT, eClin MexXay ortpuuarelribHblM U MNoJNoxXntelibHblM KOHTPOJ1bHbIMW OGpE]SLI,ElMM HET CTATUCTU-

YECKN 3HA4YMMOWN Pa3HULbI.

B gononHeHne K onncaHHon oueHke crnegyet obpatutecs K NCO 10993-5 ans ganbHenwen nHdopmauymm. OueHka
OAHHbIX, NONy4YeHHbIX OT ycTponctea Minucells, ocHOBaHa Ha CTATUCTUYECKOM CPaBHEHUM (HENApaMeTpPUYECKne MeTobl)
OAaHHbIX UCNbITYEMOro matepuana ¢ JaHHbIMW KOHTPONbHbIX Marepunanos, npegnonaras ot natm go 10 He3aBUCUMBbIX KyIb-
TYP ANs kaxgoro marepuana. OnpegenstoT KNeTouHble NOBPEXAEHUS cornacHo tTabnuue B.2 n oueHuBaloT pesynbTaThl

cornacHo tabnuue B.3.

Bkrovator pe3ylibTaTbl OUEHKWN B OTHET 06 ncnbiTaHum.

Tabnunuya B.2— OueHka KNeTo4HOro noBpexgeHus

Llikana OnpeneneHne oUeHKU

0 He oTnnyaeTcs cTaTUCTUYECKU OT OTPULLATENBHOIO KOHTPONBHOIO 0bpa3sua, HO OTNNYaeTCs OT
NONMOXUTENBHOIO KOHTPOJIbHOIO 00pa3sua N BbI3bIBAET €lle MEHbLUEeEe KIeTOYHOE MOBpeXae-
HUE, YeM OTpUUAaTENbHbIM KOHTPONbHbIN 0bpasel

1 OTnnyaeTcs CTAaTUCTUYECKN KaK OT OTPULATENBHOIO, TAK U OT NMONOXUTENBHOIMO KOHTPOIbHbIX
obpasuos

2z He oTnnyaeTtcs cTaTUCTUYECKU OT NONMOXUTENBHOIO KOHTPONBHOrO obpasua, HoO OTNn4yaeTcs
OT OTPULATENBHOIO KOHTPONbHOro obpasua nnu Bbi3biBaeT ewe bonee CUnbHoOe KNeTovHOE Mo-
BpeXAeHne No CPaBHEHUIO C MONMOXNUTENbHLIM KOHTPOMNMbHbIM 06pa3Lom

Tabnnya B.3— OueHka ncnblTyemoro martepumana

llkana

OnucaHue

He UMTOTOKCUYHbIN

YMEPEHHO LUMTOTOKCUYHBLIN

3HAYNTENBHO UMTOTOKCUYHBIN
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B.6 Ot4yeT 00 ncnbiTaHuM

OT4eT 06 ncnbITaHNM AOIMKEH BKMIOYATh CNeAyoWLYy 0 MHPOPMAaLNIO:

a) UCNONb30BAHHYIO KNETOYHYIO NIMHUIO;

b) MCNonb30BaHHYIO KYNbTYypPanbHYO cpeay;

C) NoApPOBHOCTU UCTMIBITYEMOro MaTepuana;

d) nogpobHOCTU NPUTOTOBNEHUS UCTIBITYEMOIO MaTepuana;

e) nogpobHOCTU MNONOXUTENBHOINO U OTPULATENBHOIO KOHTPOIbHLIX 006Pa3L0B,;

f) NPOUEHT XN3HEeECNOCODHOCTU KNETOK NO CPaABHEHUIO C OTPULATENBHBIM KOHTPONbHbLIM 06pPa3LOM;

g) peaynbTaTbl OLEHKM.
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[MpnnoxeHwne C
(cnpaBo4HoOe€)

UcnbiTaHUe OCTPOU TOKCUYHOCTHU

Knaccnueckun metoq LDsg Dbl nprn3HaH HeuenecoobpasHbiM M HENPUEMIIEMbIM C TOYKW 3peHnA BnarocoCTOAHUS
XUBOTHbIX. [lpoueaypa dukcuposanHon pAo3bl (Pykosogcteo O3CP 420[11]), CrtynenuaTtas npoueaypa (PykoBo-
ncteo O3CP 423[12]) n «Ckavkoobpasnas» npoueaypa (Pykosoacteo OICP 425[13]) bbinn yTBEPXAEHbLI ANA UCTMONb30-
BaHUA KaK HOPMAaTUBHbIE UCTBITAHUSA OCTPON TOKCUYHOCTM.
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1

Mpunnoxenve OA
(cnpaBo4HoOe)

CBefeHMA 0 COOTBETCTBUM CCbINMOYHBLIX MeXAYHapPOoAHbIX CTaHAapPTOB
HauuoHanbHbIM cTaHgapTaMm Poccunckom ®epgepauunum

Tadbnwua HOA.1

Ob03HavYEeHUE CChINMOYHOro CTeneHb OBo3HaveHne 1 HaMMeHoOBaHME COOTBETCTBYIOLLEro HALMOHANBHOro
MEXOYHApOAHOro crtaHgapTa COOTBETCTBUA cTaHaapTa

NCO 1942 — ¥

NCO 6344-1 — *

NCO 10993-1 IDT [OCT P NCO 10993-1—2009 «Na3genna meanumHckmne. OueHka
BUONOrMYEecKoro AeUCTBUs MeanumMHCKuX nagenun. Yacte 1. OueHka u
nccnegoBaHUsA»

NCO 10993-2 IDT [OCT P NCO 10993-2—2009 «MN3aennsa megnumHckme. OueHKa
buonornyeckoro A4eNcTBUS MeanLUMHCKUX nagenuin. Yactb 2. TpeboBa-
HUA K 0OpaLLeHNIO C XXNBOTHbLIMNY

NCO 10993-3 IDT [OCT P NCO 10993-3—2009 «MN3pgennsa megnumHckmne. OueHka
BUONOrMYEecKoro AencTBUs MeanumMHCKuUX nagennin. Yacrtb 3. iccneno-
BaHWE NEHOTOKCUYHOCTW, KAHLEPOreHHOCTU U TOKCUYECKOro AeNCTBUSA
Ha PEenpPoOaYKTUBHYIO (DYHKUUIO»

NCO 10993-5 IDT [OCT P NCO 10993-5—2009 «Na3genna meanumHckmne. OueHka
BUONOrM4YecKoro AencTBUs MeanumMHCKuUX nagennin. Yacrtb 5. Miccneno-
BAHUA HA UMTOTOKCUYHOCTL. METOAbI in vitroy

NCO 10993-6 IDT [OCT P NCO 10993-6—2009 «MN3aennsa meamumHckme. OueHKa
BUoNornMyYeckoro A4eNcTBUA MeanumMHCcKknx nagenun. Yacre 6. lccneao-
BaHWE MECTHOIro AeNCTBUA NOCNe MMNnaHTaumm»

NCO 10993-10 IDT [OCT P MCO 10993-10—2009 «HN3pgenna megnumHckne. OueHka
BUONOrM4YecKkoro AeUcTensa MeanunHckux nagenun. Yacte 10. Ncecne-
OOBaHME pasgpaxarowero n CEHCUDUIMN3NPYIOLWENO AENCTBUA»

NCO 10993-11 IDT [OCT P MCO 10993-11—2009 «lN3genna megnumHckne. OueHka
BUONOrM4YecKkoro AeUCTBnA MeanunHckux nagenun. Yacte 11. Ncecne-
AoBaHUE OBLWETOKCUYECKOTO AeNCTBUS»

NCO 10993-12 IDT [OCT P NCO 10993-12—2009 «N3penuna meanumHckne. OueHka
buonornyeckoro AencTBus MmeguumHcknx nagenun. Yactb 12. Npwuro-
TOBNeHue nNpob n ctaHgapTHbie 0bpasubi»

NCO 14971 — [OCT P NCO 14971—2009 «Napenusa meguumnHckue. lNpnmeHe-
HNEe MEHEMPKMEHTA PUCKA K MEONLMNHCKUM N3OENNAM»

BETCTBUNA CTaHOAPTOB.

- IDT — naeHTnYHbIE CTAHOAPTHI.

* COOTBETCTBYIOLWMN HAUMOHANBbHLIM CTaHAapT oTcyTcTBYET. O ero yrBepxXgeHnsa pekoMmeHayeTcs Nncnonb3oBaTh
nepeBoq Ha PYCCKNIN A3bIK AAaHHOIO MEeXAyHapoaHOro ctangapra. [lepeBog 4aHHOINo MeXayHapoaHoro craHgaprta Haxo-
antesa B PeaepanbHOM MHPOPMALNOHHOM (POHAOE TEXHUNYECKUX PErnamMmeHToOB U CTaH4apTOB.

[TpnmeyaHune—B HacToswen Tabnuue NCNonb30BaHO creayoluiee ycnoBHoe 00603Ha4YeHne CTENEHN COOT-
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bubnuorpadua

[1] WMCO 10993-7 OueHka buonornveckas meauunHckux nagenun. Yacte 7. OctaTtovHoe cogepXaHne 3STUneHokenaa no-
cne crepunuaaumm

[2] WCO 10993-9 OueHka buonornveckass MeguumHckux nagenuin. Yacre 9. Ctpyktypa ngeHtmdukaumm n KBaHTUPUKa-
LMW NOTEHUMAINBHBLIX NPOAYKTOB pPasnoXeHwus

[3] WMCO 10993-13 OueHka buonornveckas meauuuHckux nagenumn. Yacto 13. MaeHTndumnkaumsa n konnvyectBeHHas OLeH-
Ka NPOAYKTOB Pa3fioXeHns B MONMMMEpPHbIX MeQUUNHCKUX YCTPOUCTBaX

[4] WCO 10993-14 OueHka buonornyveckas meamuuHckux nagenummn. Hacto 14. aeHtndpmkauymsa n konmvyectBeHHas OLeH-
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