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Ipeanciosme

I PAIPABOTAH BeepoccHBcKHMM HAVOHO-HCCACOOBITENBCKHM H HMCOMTATEIEHBEM HHCTHTYTOM
MedHUHHCESH TexHukd (BHHHHMT)

BHECEH TexuHueckHM KOMMHTETOM N0 cradgaprHiaumy TK 422 «OueHka GHOTOMHYECKOrD 1efi-
CTOHA MEAMUHHCKHY HATeTH s

2 MMPHHAT H BBEANEH B ,EI,EﬂL‘TBHE [Moctanonnesnesd lNoccrangapra Poccun ot 29 gexabpa
1999 r. Mo 862-c1

3 Hacrodmui cTangapT, 34 HCK Y HHeM NPHIOEeHHA A, ApelcTapaaeT cobol avTeHTHYHBLH TeKCT
MeRIvHapogHoro ctanaapra HOCO 10993592 «OQuenka OHONOTHYECKOTO JeHCTHHA METHIHHCKHY Hile-
Jowik. Yacs 5. MecnenoBadie HA OHTOTOKCHYHOCTE!, METOORL iN Vitros

4 BBENEH BIEPBBIE

i MK Hazatenscteo ctanaapros, 2000

Hacroaummil craniapT e MOKeT GLITL MOIHOCTER WIH YACTHYHO BOCTIPOHIBENSH, THPLAMPOLAH H
PACTIPOCTPAHEN B KayecTE2 O MUIMAILHOTO Wigannd Ges paipeinennda Noccrannapra Poccun
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B.5.2 V0exaaorea B TUIATENLHOCTH BEIDOPD MeTOI0E HCCIEIOBAHHA, TAK KaK PeayiLTaThl HCCIean-
BAMHA MOTYT OKAATECA HeYIORTeTBOPHTEILHLIMH, SCliH HCCheaveMblil Npenapat BLEcBobDORIAST Belle-
CTEA, KOTOPLIC COITAKDT MOMeXH B TeCT-CHCTEMS HIH B MIMEDCHHH.

1] PHMTHYAHNBLE— Mﬂl‘tpﬂ.iulbl._ KOTOPBMC BhlOCTTHEIT Ij.ﬂJ-pHH.ﬂb.[l’l‘.‘THﬂ... HCCIICIVIOT, TWIBKG ONPCACTEAH
HHIHECHOCODHOET B 18 TOE.

8.53.3 Mpr HanoHYEH QUeBHIHLIX PAiTMIRil B PeIvibTATAY HCCNeIoBRAHME sesny ayDnnpyioniHsM M
COCVIAMM ¢ KVIBTYPOI HCCIeI0BaHNe CHeaveT CUHTATE HEVIORIETREOPHTe LM LIM.

B.5.4 Ecni oTpHUATEABMENR, NOTOMATEILHEI MM APYTOH KOHTPONEL (3TANOHHERA KOHTPOAL, KOHT-
POOTE CPeakl, MVCTOH, KOHTPOML PeaKTHEL | T. 1) He MMesT ORMIAeMOro OTEMHED B TeCT-CHCTeMe, MTOBTo-
PRIOT HCCARI0BAHHE.

9 Oruer o HCCAEAOBAHHE

B omiete of HCCIENOBRAHWH TOMAHE GLITL NPHBEISHE:
- pNRcanne obpasna;
AHHHH KNETOK;
KVIBTYPATEHAA CPeaa;
METON OHEHKH!
- X0 JKCTPATHPOBAHKA (€CTH HYHHO) W, N0 BOIMOMHOCTH, TPHPOIA H KOHUSHTPALUMS BLIMLIBAE -
VLI BELIECTE;
= OTPHUATEILHEI, MOA0KHTENLHE H IPYIHE BHIL KOHTPOIA,
= OCMOTPREI,
- AWhilde COOTRETCTRYIOUWIHE JaHHLIE, HEOGXOIHMbBE TS5 OLEHKH Pe3yiLTATOR.

10 Ouenka pe3yibTaTor

I"E:'I-}'.I'I!.-Ti.'lTEr[ HCCAER0BAHNA OUEHHBAKDT KOMIETEHTHLE RHEOPMUPOBAHHBE JTHUA, CIocoDHEE MpH-
HHMATE PELIEHEA Ha OCHORE JAHHLX HCohleqonaiMs. B Ha oCHOBE NOMVHeHHEX Pe3VILTATOR Helkisl
COEMATE BLIBOOE, MCCTIETO0EAHHE MOBTORART.
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MPHIOKEHHE A
(Crrpas Hose )

Hecaenosanse A8 TOKCHYHOCTE HA CYCMEHIHOMHOH Epl'l“llﬂﬂptﬂlﬂllllﬂﬁ KYILTYE MOIBHARHLIN KEeTOH

Al MperoTosseHne BETAKEE

AL TorosaT BeITAEKH B3 KOHEPETHEX HITCIHA COLTACHD HOPMETHEHON S0KYMEHTALIHA.

A2 Hocneposanae B TOECHUMHOCTE

A2 1 DBOpYIOBAHHE B PLAKTHBS!

Aa npose e B MCCTEADERHAR TIPHMEHANET

- CTEHI I8 HeCrenoBaHmnit (A3);

- npodHpPEl C npuTepToi npobroi, 10 wr., obnesos oo 2 s

- SJOGETOP NHOCETosHLE ofkearonm 0,2 001 s,

- BECH] AHATHTHYSCKME © MOMPeUlHOCTRR Bae i eanng ve Gonee 0,000 r;

- IHHLET QHETOMIMECKHT anmsoil 250 swm;

- cooyn demwapa, 2 wrr.

- TEPMOCTAT € MAKCHMATEHON TesmmepaTypai 30 "C;

- FAMYKDEA, 478,

- HATPHH JTHMOHHOKHCIEE TPeX SMEee HHEE, .0

- CIepsa DKL [ 3AMOPOEHELA B TROM 0T ), HOTHYIEIVEIT B KAMECTRE CYONCHANOHHON KPATKORPEMEH HOl
EVABETYPEL [MOERHAHEL EIIETOK.

AZ2 B reucHiE IKCNCPUMEHTE TEMOCPATYPE PACTEOPOE JomsHa DuTe (40 £ 1,3) "C.

A25 Mna onpensiedads HHISKDE TOKCHYHOCTH GNLITHOM PACTEOPE €10 CPEBHHELET ¢ OTPRUETCIRHEM EOHT-
PINIRHEM PACTEOPOM (AR08 — KOHTPUIEHEM pacTRopos ). B KauecTae KoETPOI LHOND PACTBORE B OHPRKNT TIKSH-
UHTPETHYED cpeay (rokoda — 4 r, unrpar qartpus — 1, ascriunposaddas soga — 100 sur).

K oHTpobHE pRCTBOP OOHOBPEMEH HD ARTACTOE Pl BN TEREM IR OTTRHBAHHT 3AMOPUAEHHOE Crepsbl, Onum-
HEIM PHCTROPOM ABIHETCH BRITHEKE M3 WIQ0THA, SOBCEEHHAR A0 WIOTOHHH MIOKO30A 0 uurpaTos (reokods — 4,
urTpar Harpua — | r, eirassa — 100 s}, KosrpoasHeil o omsTHeR pacteope 1o 0,4 s nosewasor g npoduprr
C APHTEPTEMH PODKAMH M CTABHT B BOOEHYEY Gad npy tesneparype (40 £ 1.5) "C. Kourpoasselt B onsrHs it
PHCTEOPLL TIPHTOTARIHBAKT JapdHes, 38 1 9 0o HaMam sKciepuMeHTa.

A2 4 OrrramsanT saMoposed o crepuay. Joaupyior 8 npobupen oo 0.3 won 04 s paoBassress o cTasaT ux
B EOAHHYI0 DaHEe npe resneparype (40 £ 1L5) PO O e HEBIM 0 TEMOSPETYPSL RHAKOM B30T AHATOMHAECKHM
TMHHUCTOM HIRTEKAET i3 cooyvia Jnsapa rpasyiy Cocpsil U ONyCKOO0T B Harpeteil pacrecp. He gonyoxseTon orran-
EITh HECKOTERO TPEHYT B OoaHol npobupre!

Cpamy nocme PaasopEHBLHRE COMCPHRAMOE ITPoGRPOE COMBRET B OOHY DPOOHPEY, TUETEILHG IEPEME LI HBRKT
M IICCTYHMRET MATOMH B PACTROP CHEPME,

A25 g npurotomieHrs paboimy 08paauos 8 NPoGHPKH © KOHTPOIBHEA H ONETHEM PUCTBOPEME TOMEILLLET
ey 0,1 s METoU HOrD PRCTECDE CIEpN B,

A 26 PaBoque ofpaiupl nepedociT B KOEeTE (Kanuaps ). Koeery yeTaHaa HBLET B KIOBSTOACEATE L | Ka-
PETEY) M IOMeEa0T B oreHs A5

A2 7 HarkamansagT 3KCIepuMeHTasHEE 1A uee. [Ipr aocTioeed e ByIeEsX JHEMEHHA IOKEETCH MOnmE-
HOCTH B0 HOCK KHBETAN MPCKPEILEA KT IPOUSET HAKDILICHWA JEHHEIX.

A28 DOpabETHEamT SKCNCPHMEH T BHES JEAHHEE © NOMOLBE KOMIBRTEPE.

Lo gasnod npofel PECCYNTEBEET CPCIHCEIECIIEHHOE BPEMSH NOABHEHOCTH [+ YCAOBH, e1.

¥im i
r\_.r, = I M - —JE?..

4

THE M — - SHEMCHIE NOKRIATEIH 10/ BHKHOCTH,
i o— TeKVIIMI HOMCD OLEHEN MTOKAINTEIN MOIRMAHOCTH.
Ans KoHTPOIBHOR 1 ONETHON BRBOPOK 0DPAIL0E BEMHCIAKT CPCOHeT ApHIMeTHHECKOE SHAUCHRE M CpeIHes
KHAUPATHHECKOE OTICIOHEHHE, [0 KOTOPLIM B CEOK OMCEPCilb PACCHMTHIBAT M8 Kaxnoil Bmbopkn kosfubauwest
wapuaunn O %, no diopayine

C == [,

H[=a

M § — CPeaHet KBRIPATHYSCKOE OTKIOHEHNE,
T — CpeaHes apadhMeTHHLCkDE SHEHSHEE,
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Mps noayuesny sHAMEHRA Koadepi UBERTE BEPNALLEHE X0 66l L8 00HOiE 13 auwdopox Gones 15 % akonepH-
seHT posTopanT. Eoas woodepuusest sapeaunn s Kol @3 Befopor MeHsiue win pased 13 %, peavistars

CHHTARYT CTHTHCTHYECEM JHAM MBI M.

Jarem BRMHCTRINT MHICKC TORCHYTHUCTH fr no [lJU]:I.'IJ]r'.'IE

it = 1= 100%,
o

< |
rae F,_.; W Iy — Cpeanie apifsieTec ke 3HAMEHRN CPEIHEBIBSINEHHON BPEMEHH MIBMAHOC T SO0TEET-

CTHEHHO A OIETHOE 0 XOHTPOTEHON Bebopoy obpasuos.

A2 Y DueHka pesyALTETOR WCT EITRHN

Hecheayesyi maprin A3l CHETRET HETOKCHMHON, SCIH HHIEKE TORCHUHOCTH pasen T0—120 %, Eciu
HHOSKE TOKCHMHOCTH HE COOTBETCTRYET VELIAHHOMY NPEISEY, HENRTAHNA TosToprioT. Ecin 8 8 510M coyuae aHIexs
TOKCHYMHOCTH HE COOTBETUTEVET YEASRHHBIM MPEIEias, NAPTHE HIIEING CHMTRET TOKCHYHO,

A3 Crenp 18 nposeaeHus HOCIE0BIHME

AE L HasHaves e crenms Ams HPOESIe s HECAEA0REH I {18e — CTeH )

AT Crenn npeHasHIde 25 HCCISE0BEIHHA BRITHKEK.

A5 D Texuruec ke XapaKTEpHCTHEN CTEHAE

A2 Mnuea soaHel gasepaors warydeHns 1063 sus,

A 5.2 2 MowHOCTE Ja3epHoro HanyueH He meHee | MBr.

A52 5 Bpeus oanoro apanms ot 10 a0 300 ¢ ¢ warom 10 ¢,

A 324 Bpesus nepeMeieHHs Kanuiaspa © obpaauos ge Soaee 2 c.

A5 25 Bpess 0BpatHoro xoga kaperse He Domee 15 ¢

A5 26 Tesmneparypa npod i pafouns obpaaune B auanasone 35—45 °C ¢ warost 1 °C, Dniose Hie TesMnepary-

PEOT VOTEHOBTEHHODD SHadeHns 40,5 °C.

AS2 T DCHOBHLLE PAIMEDE KANHUHEPE IPHBEACHE HA PHCYHES AL

A Kparsoe TexHHYeckor oITHCaHNS CTEHmA

AL I DyEKIHOHEZTEHAR CXEMA CTEHIE M NPRBEICHA Hi PRCYHES AL
K OHCTPYE THEHOE HCIHNTHEH IS CTEHAA 0DECTICHHBACT OIHOBPEMEHHYID
QUEHEY FOIBGEHOCTH CyineHIny pabouero obpasum B BHIyLIsH0e Habaeo-

JEHEE 38 KIETEAMM CYCTIEH MM,
AUE 2 [MpoBeaeHMe HOCIELOELH

B s ETEHA. C NOMOI R KOMITRHTCRL ST KORTPOLTCRY HE -
OOROIMMENS SHANESHHA TEMICPUTY PR KHPCTKH H Bk ORI H J1_|:I-¢Jﬁ'.
BEPERS OOHOM AHALTHIE, KOMHYSCTRO HONOARIYEMBIY B ILEHHOM 3KCNEQHMEH-

TC KAITHLIHPOR. Maocne IMLUTYHEHNHE Hd SO0H HTORES H]-IEE]UFI'M.ELL[HH O MOCT RS-

HUH HUHHEY SHEYSHRE TeMOcpaTyphal (-
TOBAT paboume obpasusl B COOTBETCTRMH ©
A5 [Mepenocar padodme 0BpasiB B KAmu-
JIAPE,

MosemanT kanuuaps o pabouHsm
OOPEILAME HE KAPETEY M YOTHHARIHBAWT B
npsiea. O FosMoUIEN KO ILEITEDA NPOEKIET
MESHTHO KL KUTUUTHPOR B IanNyCKasT
NPOUECTE HAKMLIEHHA SHCICPHMEHTAIBHLIX
navsee. [pu aocricsenns HyIeBRx SHAE-
HUWE [MOKS3TENR [IOABNEHOCTH BD BCOK Ki-
IHLTHPL OCTAHE MIHBAKIT [IPOLECC HEROILTE-
HUA FKCNEPHMEHTIEHRY THHHEX H NPOB0-
OHT WX MATeMATHYSC Ky oDpaboTey o wnro-
pHTMEM, OpHBcIsHEM B A2 B Pesvierarm
PHCHETOE PACHESETILBANNT HiL [IPHHTEPE W 3-
NUCkBENST B Oasy aeEHex. Tpe seobxomn-
MOETH NMPOUCEIRIEES B KANWLHpLG ¢ pabo-
MM OOPEEEMIE HABAKNEET BHIVLILHO B
sxpase. Moagepaanie HeobxommMsoi Tes e
PUTYPR KAPETEH W HA QEOKES NOIroTosEHR
npod, B TAKKE MEPEMELIEHHE KAPETEH OCy-
IECTELAKIT ETOMETHHCUKH © THOMOLLERY BOH-
TPRULIEpE M KON TRETIE DA,

Pucynox Al — Kanuwwisp

13 14 15 |

—

168
B
| — xanumraup: 2 — gaperen; J— ppesen; f — B0k TEpMGCTRTAROBLHEN;
5 = musep: & — CcocvOpenUTElHAa®  DARcTREA 7 — mekpoobueETion;
# — cpgTopoanrelseas nnactuna, ¥ — wepan; S — macka: M — dotognon;
12 — yenawrens; f7 — wonTpoanep; M — komnemrep, /5 — npaxrep:

18 — faok nasroTosed npad u pabouix obpazgos

Pucyuor A2 — @yHEUMOHAIBHAR CXEM CTEHAA



rocr P HCO 10993.5—-99

MPHIOKEHHE B

{cnpaBoaHoe)

Bubanorpadua

[1] ISOyTE 7405:1984, Biological evaluation of dental matenals

[2] NF 5 90—T02:1988, Materiel medico-chirugical — Evaluation in vitro de la cytotoxicite des materiaux <t
dispositifs medicaux

[3] MF 5 91—142:1988, Implanis dentaires: Cytocompatibilite — Etude de la prolifetion cellulaine

[4] NF 8 91—143: 1988, Implanis dentaires: Cyvtocompatibilite — Efude des proteines cellulaires (otales

[3] MF 5 91 —144:1988, Implants dentaires: Evaluation du relargage extra — cellulaire du “Cr

[6] MF 5 91— 1451988, Implants dentaires: Cviocompatibilite — Ewde de [ attachement ef de Petalement des
cellules sur le biomaterau

[7] HF 8§ 91—146:1988, Implants dentaires: Cytocompatibilite — Etude de la moltiplication, la mogration ef
Padhesion cellulaire

[8] MF & L1—202:1989, Opuigue ¢t instruments d'optique — Cytocompatibilite des lentilles de contact — Erude
de la prolifiration cellulain:

(9] WF 5 11—202%1989, Optigque et instruments d'optigue — Cytocompatibilite des lentilles de contact —
Evaluation des profeines cellulsires wotales

[10] NF 5 11—204:1989, Optigue et nstrumenis d'opliqgue — Cviocompatibilite des instiles de contact —
Evaluation du relargage extracellulaire du "Cr

(L] MF 5 11—205:1989, Optigue ef instruments d'optigue — Cytocompatibilite des kentilles de contact — Erode
de Fattachement et de Petalement des cellules sur ke biomateriau

[1Z2] MF 5 11—206: 1989, Optigue ef instruments d'optigue — Cytocompatibilite des lentilles de contact — Etode
de la multiplication, la migration < ladhesion cellulaire

[L3] DN Y 13 930: 1990, Brologische Prufungen von Dentabwerkstioffen

[14] BS 3736: 1948, Evaluation of medical devices for biological hazards — Part 10, Method of test for toxicity
o cells in culture of extracts from medical devices

[15] BS 3E28:1939, Biological assessment of dental materials

[16] ASTM F313—83:1983, Standard practice for direct contact cell culture evaluation of matenals for medical
devices

[17] ASTM F B95—84:1984, Standard test method for agar diffusion cell culture screening for evtoloxicity

[18] L. 5. Pharmucopeia XX Biological reactivity Lests in vitro

[19] Guidance document for class 1 contact lenses, 1989, LS, Food and Drug Administration

[20] AS 2696:1984, Method of {esting catheters for cytofoxicity

[21] PAB Motification M. 4391989, Approval standard of IOL in Japan

[22] TOCT P 51I4E—98 Hoanenus semmunackse. Tpebomauns K obpasuas # J0EYMEHTILMK, TPEICTERIHEMEIM
Hil TORCHEMGIHYECKHE, CAHHTAPHO-XHMEMSCKRE HONETEHAA, HCNBITAHHA H CTEPHIRHOCTE W THHITSHEOCTL

[23] TOCT P 30855—9% Kodte#iHepn A8 KPOBH W 08 KOMIEOHeHTOR, TpedoBasms xusMHYccroi u DHonorye-
CEOH DE0MAcHOCTH M METOEL HENBITREHI

U]



rocT P HCO 10993.5—-99

YVIAK 615 46:002:(M6.354 ORC 11020 P ORCTY 9403
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Beepeuue

Cotnmogene movtokeHdil ctangapros cepuy DOCT P HCO 13 «Ouenka GHonormveckoro aed-
CTEHME MEAHUHHCKHY HITeTHiis moinonMT obecnedT: CHCTEMMEIH Noaxon K HecneTosad nig BHOIorHYec-
Koro nefcTeNE MeIHEHHCKEHRY HaTe M.

Leaeo 3THX CTANIAPTOR He HEARSTCA De3VENOBHOE JAKPEMIeHie KOHKPSTHLIY METOIOB HCCAEI0n-
HHHA ¥ HCNETAHHA 38 rpyTinasy ooHopOIHELY MedHUHHCKHY H3IeauH B COOTEETCTEHH C NPHHATON K1ac-
CHpMEILMER Mo BHAY W LTHTETLEHOCTH KOHTAKTA ¢ opradusMos 4eaoperd. HoomoMy miapuposadde |
NPOBEIEHHEe HCCTEToRAHMA M HCRBMTAHMA DOUKHEL OCYIHECTRIATE CIeHATHCTE, HMEIIIMEe CHelHATEHY
MOATOTOBEY M ONET B 00AaCTH CAHHTAPHO- XHMHYECKOH, TOKCHEOIOrHYeckol 1 BHOI0rHYeckol oueHoK
MEIHIIHHCKHY HiTenuil.

Crangaprsd 210l CepHH ARTAOTCA PYKOBOIAIIHMH TOKYVMeHTAMH 114 NporHoIdpoEaHMa GHOO0rH-
Yeckorn AeHcTEHS MeIHLUHHCKEHMX H3IenHil Ha cTaaue Bubopa MaTepHaIon, ApedHasHaveHHEIX LT3 HX
MIrOTOLIEHHR, & TAKKEe 100 HCCTEI0naAHHE MoTOREN ODpaILoD.

B crannaprel cepun FOCT P MCO 10993, pyewiiie rpyiinosoii saronosok « M agenns MeqMiHickHe.
Ouenka DHOIOTHYECKOTD AeHCTENA MEIHLHHCKHY H3TenHils, BXoJaT.

= YACTE | = OLEeHKS M HCCAeIOoRaAMHE,

= YACTE 3 = WCCHeN0BAHME MeHOTORECHYMOCTH, KAHUEPOreHHOCTH M TOKCHYLCKOrD IefCTRHA Ha pen-
POOVETHEHYIO (VH KN,

- YACTE 4 — HCCNEIOBAHHE HIOENHit, BIaHMoIelcTEVIOUIHY ¢ KPOBLIO;

HACTE 3 — HCCAEI0BAHHE HA UHTOTOKCHYMHOCTE, METOARL in vilro;

= YACTE & = HCCAeAOBAHHE MECTHOTO AeHCTEHA MOCTe MMILTANTALHNA;

- WACTE 7 — QCTATOUHOS CONEPRAHME ITHICHOKCHLE NOCTe CTepHIH3aN;

- YACTE 9 — GCHOBHLE NPHHLEWTE HAeHTHEHEATHE H KOTHYSCTREHHOTD OTIPS eNeHMA MoTeHIHAL-
HELX MPOIVETOR JECTPYKLHH,

= YACTE 11} = HCCneaoBaHHe palipasallers ¥ CeHCHOMIMIHPYIDWErD JeHcTrrA;

= YacTh 1] = HocnegoBanHe ofle TOKCHYSCKOTD JelicTRHA;

= YACTE 12 — NpHIOTORMEHME Npod | CTaHAapTHRE oOpasikl;

= 4acTh 13 — HaeHTHOHEILHMA H KOTHYECTESHHDS ONpeleieHie NPoIyETORE JeCTPYEUHH MOaHMep-
HEIX MeIHUHHCKHY H3TenHil;

- 4ACTE 16 — MOOEMHPOBAHME H HCCIER0BAHHE TOKCHKOKHHETHEH NPOAVKTOE JECTPVELNH H BLIMEL-
BAMHA.

B wacrodies CTAMZARTS NMpUEEIeHBE METONL HIVIEHHA UHTOTOKCHYHOGCTH i VILRD: JKCTPRKLHGH -
HEIF, MeTOol MPAMOrg KOHTIKTA H MeTOd ONoCpeoBaHHoro KOHTaKTa.

Beihop setofa HivdeHds onpegendeT JeTaTd NPpUIroTomIeHdds odpasuon 108 HCCneaosaHil na gie-
TOUMBY KVALTYPAX, A TAKHKE cnocod, npy nosMoM KoToporo KIeTEH NoARepramnT BoiaedcTrin odpasio
WIH HX JKCTPKTOR,

Metoar HCCHeOoBAHHA, NMPHESIEHHEIE B CTAHAAPTE, BIATEL M3 MEXIVHAPOIHLIY, HALHOHLTEHEY
CTAHOAPTOR, OTHPEETHE B HOPMATHEOR.

ChiHa 13 MeTOIHE HCCAeOOBEAHHA HA TOKCHYHOCTE Ha CYCTIEHIHOHHOH KpaTkoppeseHHoH KVIsTYPe
NOXBHAHLIY KIeTOK, NpHMeddesan B POccHl, NMpUBEIeHa B NPHIGHEHHN A

JdonyekaeTed NpUMeHATE ApYrHe MeToAbl, obeCTeuMBMIoINe OUeHKY GHOAOrHYeckoro JeiicTams
MEAHUMHCKHY H3ZeIHH B COOTEETCTEHH ¢ TPEDOBaHMAMH MERIVHAPOIHEX CTAHIAPTOR,
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FTOCYJAAPCTBEHHBH CTAHAAPT POCCHMHCKON GPENEPALLHHM

Hineosa sMeqHiEncERe
OUHEHEA BHONONHYECKOID ,.[I,EﬁCI'EH]I MEIHIIHHCKHX HE,EI,E'J!IHﬁ

Yacres s
Hecnenosanwe Ha HTOTOECHYHOCTE: METOAL in ¥itro

Medical devices, Biological evaluation of medical devices.
Part 5. Tests for eyvtotoxicity: in vitro miethods

Hara eeepenwn 2002 —01—01

1 ObaacTe npuMeHeHHA

Hacroamuil crasaapT VCTAHARLTHBAET METOIM HCCIef0BAHNA UHTOTOKCHUHOCTH METHITHHCKHY Hi-
NETHA N VIlRD: JKCTPAKLHOHHEH MeTol MPAMOro KOHTIKTA, H METOI ONOCPEeNoBAHHOTS KOMTAKTA. Buibop
IHOND WIH Goiee METOI00 HIYIEHHA JABHCHT OT TIPHPOE olpasia, NoLIeallery HeCleoBaiD, yya-
CTEA NPeInoiaracMors NpHAMEHReHM B XapakTepd HCob30EAHHA.

Jdanmse MeTookl NPEIVCMATPHBAINT NPoBeieie HHEYDAINA KNeTOUHOl KvILTYRE THGE0 Henocpe-
CTEEHHS, THDO nmyTes JAdupyIidH, ¢ BLITAXKAMH HI H3Te A, W (HAH) B KOHTAKT? ¢ HIdeIues.

JAdanuie MeTolsl paipabotadkl ANA ONPeJeieHHEs in vilrg DHONOTHYSCKOHR peakuid KIeToK MISKO-
MATAKMIAY 10 OIpedele HHLIM GHOIOTHYECK MM MafaseTasM.

2 HopMaTHeHEIE CCHUIKH

B wactosmes CTAHAAPTE HCHOTEIORANE CCLUTKH Ha CHeAVIONIHe CTANMAPTEL, Colepdalie moTomes
HHA, KOTOPLIE MOMYT PACCMATPHBEATLCA KAK paiie/lbl HACTOAISrD CTANIAPRTA.

[OCT P HCO 10993, 1—99 Magenus Meanuuickne. OueHKa DHOMOTHYECKOTO JeCcTRHA MeqHIHHC-
Kux fanenuil. Ouenka 1 HocaeJoBaHnA

MOCT P HCO 109931299 Manenud seqdurHckde, OueHka GHON0rHYecKoro NeHeTBRA MEIHITHH -
ckMx vamenui. [purorosredme apod @ cradIapTHEeE oDPasiL

3 Onpenenennsn

B umacTosmen CTAHIAPTE HCNOMLIVIOT TEPMHNEL, npHBeteame & FOCT P MCO 109931 w 'OCT P
HMCO 10993,12, a taikke cneavioliMe onpeaeieHta:

3.1 MATEPHAN OTPHHATEABHOr0 KONTPOAA: MaTepHa, KOTOPLI, NOJBEPIaschk MCCICIOBAHMID B COOT-
BETCTEHH C HACTOSIUHM CTAMIAPTOM, HE APOARTAST UMTOTOKCHYMOCTH,

Mprwmexanne — Uear oTprusTeasHOND EOHTRHUIA — IPOIEMOHCTPRPOBITE QOHOBYEY PUaklHD KIeToK,
HANPHMED MOANSTIVICH BRCOKDH ILI0THOCTH — U0H CHHTSTHHECKMN NOIHMEROE, 8 CTEGHEN B3 OKHCH LWTHMHHEE 1
KEPAMHEN — LIH CTOMATOUIONHYECKHY MATEPHATOR,

3.2 MATEPHAN HOJOKHTEILIOTD KouTpoaa: MarepHan, KoOTopeiil, NOAREPraacsE HCCAETOBAHMID B CO-
OTEETCTEMH C HACTOALIUHM CTAHAAPTOM, MPOABTHET UHTOTOKCHYHOCTE, MPH 3TOM PEINIBTATE BOCTIPOHE-
BOIHMEL

Mgt e sanne — Hems nounosimeisHon oHTpocs — NPOEacMOHCTRHPOBATE COOTREETCTEY LYK [REaki i
Tect-cHeTeMel. Hanpusep, crabiininposaHHsii (IOBOOPraHMECckiil NOIHBRHICIXIOPH] MCNOALIVEST B KIMECTE:

TR TCIRHOI KOHTPONR 438 METCPHATDE H BeITHECK, PHIBRSICHHT dh: HANTE — B EKOMOUTES THWNTOEHTE  BHCHY KOHT-
POIH IMH BEITHREDE.

Hamanme odmumasnme

7 L&t 1
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3.3 KouTpoak peakTHea: MogeasHad cpena 683 MCCASIVeMOrD MATEPHAIR, KOTOPAd NOAREpracTcA
BOATEHCTRMIO VEIOBHIE B NPOLEIYP HCCeNDBAHHA.

3.4 pocyaa Ans KYARTVPRE [locyia, RETOUAd CTEKIAHHEE Yamky TleTpl, niacTMaccoBLe Yailiku
ATA KVIETYPR, MACTMACCOBRE (IAKOHE A KVIETYPE WIH IUIACTMACCORLE MIAHILETH H MHEPOTHTRO-
BAALHEIE TEACTHHEL.

n PHMCHIHHE — HEI’IIZZL'JL-'.-I_'F'H.'I-'F ITOCYIIY ., COOTHETCOTEY KYELLY K 'J'pﬂﬁ:lﬂ.ﬂ]-l.l-l'.ﬂl'l KIACCH TEHHE H ITOIXOIRE LY Ky ILTH
HCIMNIBIOBIHNE © KNCTEIMHE MICKOIMHTIR LN,

4 Ilparoroenenune obpasna

4.1 OcnosHbLIE MOAOHENHA

Hceaenopanne NPoBOIAT HA BRITAKKE A3 MaTepHana d (WIH) HA CaMOM MaTepHale.

MaTepHan 100 KeH MPeacTARTATE CoBoil KoHeUHEIE NPOIVET HIH YacTh KOHEYHOMD NPOIYKTa, npei-
HAZHAYEHHOTO LUIA HCCIeTOBRHHA.

4.2 [NpuroToBAeHde KHIKHX BLTSHEK HI MATEPHLNA

4.2 1 Odwpe TpeforiHHE

Yenopusa NpUroTOBIEHHA BRITAREK JO/LEHEH NPHOIHKITECA K YCIOBHAM KNIHHHYECKOTD NMpHMEHe-
HHA, HO OBTEL Botee KECTKHMHA, 9TOGEL ONPEIeIHTE NOTEHUHATEHYID TOKCHYECKYI) ONAcHOCTL, HE BEITh -
BaA IHAYATENLHLIX HIMEHEHH (PACnIamIeHe, WK PACTBOPEHHE KVCOUKOR MATEPHATR, HIH HIMEHeHHe
KHMHYECKOMH CTPYETYPBI).

Mpusmesanusn

I Mpy eHTEPOPCTANAN PEXyALTETON HOCREI0BAHIEL, YOADERA KOTOPRX GRUIH ATPUERPORLIHE, HEODXOTHMO VHH-
TRIEATE, HACKIGIEKD 9TH YCIOBEHS CODTHOTCTEYETT VOIOBHAM DEATEHOIT NPHMCHEHES B I0TCHUHLTEHDH TOKCHHMHOOTH
WAACITTHS,

2 KoHueHTpa s Joborns SHI0rEHEOM IWIH SECTPANSHHONT BEICCTEL B BRTHRES, 8 CICIDETELHD, KHie-
CTBO, MOIHSPraKHUCeed] BOSISHCTERE KICTOK, JBHCHT OF IUIIEEAN KOHTAKTS, obbeai Bemsoaxs, pH, xnuudeckoi
PECTEGDHMOCTH, OCMOMNIAPHOCTH, BCTPHXHEIHAA . TEMISPATVEE W IPYTHY (MK TOpOE.

4,27 MopennHas cpena

Ain Hecaelonaduil Ma KIeTHAX MITCKONMHTAKWMY MOKHO HCIOILI0EATE CAeAVIOUNE MONETLHLIE
Cpeibl

« KVALTYPUIEHVIO CPely © ChIBOPOTRON;

= K¥IBTYPLTEHYI Cpeay G853 ChlBOpOTKH,

= U rf XNopHaE HATPHA B HEHOHM SHpOBan Mol Bone;

- BOOV

= OPVIVED MOOX0IAMIVID MOBeTBHYIO CRedy.

I'I PHMCHAHNE — MU.WI:.TILHHL' CPCihbl MTPCICTARICHEE O MO }ﬁHEHHH}I CTEMCHA NTPCANOSTHTE NIRRT, I":
APYTHA THHINOIRIES. MOGETEH RS CPCLAM OTHOCHT PACTHTEIRHOE Macao M amserancyashokens (MO0, AMOCO
HABSCTEH KK WWTOTOEC HMEBE B ONpeIecHHEE TECT-CHOTEME MTPH KOHLEHTPAUR I, npessinamneii 0.5 % (no ofse-
Myl

4.2.3 ¥onosHA NpHroToRIeHHA BLITSHKH

4,231 [lpHroTornedHe BETAEKH CIEOYET NPOBOIHTE B CTEPHIBHEIN, XHMHYECKH HHEPTHRLY 3aKPLl-
ThIX KOHTEHHepaX ¢ cODMIOIEHHEM ACEIITHEN.

4.2.3.2 BpeMa W TeMOEPaTVPa JECTPAKLMH 3ABEHCAT OT XaPAKTePHCTHE MaTepHATd H MOIeTbHOH
Cpean:

a) He sieree (24 £+ 3y oa npu (37 £ 2) "

0) (72 £2) w npu (30 £ ) "C:

By (24 £2) u npu (70 £ 2) "C;

rp il +0.2) 9 npw (121 = 3} "C,

YenoRHA OPHTOTOLISHHA BRTANKE JOUKHEL MO BOIMOEHOCTH HMHTHPOBATL YCAOBHA O0LYHOID He-
MEILIOEAHMA M3Ienus. Handomee NpeonodTHTEBHEL VCIOBHA NPHIOTORTEHHA BETSKEH, W, B YacTHOCTH,

YCNOBHA TMPUHIOTOETEHHA BLITAREH ¢ HCNOIBIOBAHHEM KVABTYPATEHON cpeibl ¢ CLIBOPOTEDN, NpHBSIeHE
B MepeYHCAeHRN a).

2



rocT P HCO 10993.5—-99

PekoMeHAOBAHHLIE YCAORMA MOMHO OPHMEHATE B COOTRETCTEHH C NAPAKTEPHMCTHEAMMH HIZSTHE M
CHeUHpHYLCKHMMH YCAOBHAMH TIPHMEHEH A,

4.2.3.3 [1py HmeobXolIHMOcTH BCTPEXHBAIOT COCY C BRITSHKOH, PErUCTPHPYVIOT M JAMT MOACHEHHA B
OTUETE.

4234 [lepen npUroTomIe HHeM BRETAMER MATEPHAT PEXYT HI MANeHBEHRE KyCodki. dng moaHsepon
HCNOILEIYIOT KYCodeH passepos 10 - 15 ss. lHosssiil MaTepran 43 omiapieH HONRo RTACTOMEPA HCCASAVIOT
B HETIOBPLRKIEHHOM BHIE.

4,235 CooTHOIeHHE TI0WATH AOBEPEHOCTH MATEPHATA B KBLIPATHEY CAHTHMETPAX H 00beMa Mo-
neasHodl cpenl B MWLTHIMTPaX AomHee OuTe o7 1,23 o 6,0, [Liowank nopepyxHOCTH BEIYHCIAOT Ha
cCHOBE OBLMeTs pasMepa oDpasng, HENPABHALHGCTE MOBEPAHOCTH W MOPHCTOCTE HE YUHTRIBROT, OnHaKD
PEABHER XapaKkTePHCTHEH NOBERPXHOCTH VUHTEBAKGT MPH HHTERIIPeTAllWK peIviILTaATOR HenTanua. Ecan
MU MOREPXHOCTH ONPEIeNETL TPYIHG, TO HCMOILIVIOT COOTHOMEHRS MACCE! oDpaIua B rpaMMax M
oOREMA MOJENLHOH cpeld B MUUTWIHTPAX Nexamee & granasode 0,1—0.2 B cooTReTcTRNM ¢ TabaHuei |
MOCT P UCO 1099312,

4.2.3.6 BrITHEKH 00 BOIMOKHOCTH CASIVET HCNOILI0RATE CPATY MOCTE NPHIOTORTEHN.

Ecid BLITARKH Xpauar, To cTabLHOCTE BRETAKCK B VETORHAN XPaHeHHA chelyeT NpopepHTh COoT-
BETCTRYMMIHMH MeTOLaAMM.

Ecan BRITAKEY {(Aepel KOHTAKTOM © KMeTKaMM) QUILTPYIOT, UeHTPHEVTHPYIOT WK obpadaTeiBaioT
KAKHM-THO0 IpYIHM croocoDoM, 9T0 HeodXoIWMOo BHeCTH B OKOHYATeALHLI OTHeT B COOTBETCTEMH C
pazgenos 9. [MonGop pH beTAKEN TAK#e JaHOCAT B oTYeT. MaHHmyIALHY C BETAAKON, HanpuMep nogbop
pH. MOryT DORTMATE Ha PesvALTAT.

4.3 INpuroToRAenne MATEPHLNA A0S HCCAEIOBAHNSE METOA0M NPAMOTe KOHTAKTA

4.3 1 Marepian pauiHYHBIX @ops, paiMepos WIH QHIHYECKHY COCTOAHMA (HATIPHMED BMHIKOS HIH
TEERAOS) B MCCIeI0BAMMAY HA UMTOTOKCHYHOCTE HIYHanT Ge3 WaMeHeHHi.

Aenarenbio, YToDE Xo0TH OB oIHa M3 CTOPOH TEEPIOrD ohpazna OsL1a nuockoll. dpyrye (sopsMBLl H
HIMYeCKHEe COCTOAHMA TPeDVIOT BHECEHHA HIMeHeHHE B obpasell.

4.3.2 CrepHAsHOCTE 00paiua 10014HA COOTRETCTROBATE Tpebosannam 4.3.2.1—4 3.2 3,

CobnaloT CTepHILHOCTE NPH MPHTOTORNEHEY BLITAXEK H HCCIeIOBAHHAX MATEPMAIOE CTEPHIAI0-
BAHHBIY HINETHIT.

4.3.2.1 HeoaenveMile MarepHabl CTEPHIHI0BAHHLIY AU MoJBepranT NPpoLecey NpUroTosieHUA
BETKKH B HCCIeAOBAHHIG ¢ COBMOIeHHEM YCIOBHH acenTHEN.

4.3.2.F MconeaveMble MATEPHATE HITEIHN, KOTOpLE BRIIMVCKAKT HeCTEPHMIBHBIME, HO NOIBEPIAOT
CTEPMITHIAUNM Meped OpUMMeHenMen, CTEPHIHIVIOT METOA0M, PEKOMeHIOBAHHEM HaroTopHTeReM. [TpHro-
TORISHHE BEITARKH B HCCISI0BAHNE NPOBOIAT ¢ cobMOIeHHEM ACCNTHEN.

BoxjeficTeMe MeTOIOB CTEPHIHIALMA W CTEPMIMIVIOMIHY AreHTORE HA HIIeIMe MPHHHMAINT BO BHM-
MAHNE OpH BRIOOPE NPOLEIVPEL IPATOTORTEHHA HCCIeOVeMors MaTepHana, NpeIuecTEVIOMEN HCnok3o-
BAMHIO ITOMD MATEPHMATA B TeCT-CHCTEME.

4.3.2.3 Hoonenyve Mite Matepanbl H3IeAWd, KOTOPEE MOMYT APHMEHATECH HECTEPHABHEIMH, HCMOTk=
IVKOT B TAKOM GHIE, B KAKOM OHN BRITIVCERWTCH, APOUSCe NMPHIOTOEIEHHA BEITSEEKH H HCCheIoBaHHe
MPOROIAT ¢ CODMIeHHEM acenTHENR.

4.3.3 AKHIKOCTH HCCASIVIOT NMPAMBEM OCEEISHHEM HIH OCa¥icHHesM Ha DHONDTHYESCKH HHEPTHVID
ABCopEHPYIOLIYID MATPHLY.

Mpusmeywawne— dowarol wems moExonsT PIETPOBLLHLE THEKN,

4.34 Ecin HeoDXOIHMGO, MATEPHANL, KOTOPLIE B COOTRETCTEHH © EIacCHMEAmeR ARTAKTCA CyIep-
AACOPOEHTAMHE, CMAUYHMENOT Nepel HCCHeIoBanues, YTobkl M30exarTk copbuHH EVILTYPATLHON cpelkl B
COCYIE, HCMOILIVEMOM JUIA UCCIe 0BaHH .

5 JIHHHH KEneToK

3.1 O6BMHO HCAOTLIVIOT HIBECTHEE THHHH KIETOK M3 HIBECTHEIX HCTOMHHKOR.

3.2 Ecnu tpebyetca ocofan 9yRCTRHTeIEHOCTE, HCNOARIYVEOT THIE NePEHYHLE KIeTOMHBIE KVIBTY DL
W MHHWH KJIETOK, NONYYeHHEE HeNOCPeICTREHHD H3 MHBLIX TEAHeH, ecIl MOXHO NPOIEMOHCTPHPODATL
BOCIPOHIBOINMOCTE H TOUHOCTE OTBETHOH peakumi.

1 ]
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3.3 Ecan mMarodias KMILTYPA AHHAH KIeTOK XPaHHTCA, TO 28 XPaHaT NpH TeMueparype sMuuyve X0 "C
HWIH HAXE B COOTRETCTRYIOWEH KIeTOUHOMH cpeae, colepkalueil BelluecTrO, 32 MIUAKIIIEE OT BO3IedCTEHH
HHIKHX TEMTIEPATYP, HATIPAMED IHMETHACYIBPOKCHI WK mHuepon. [LiuTensHoe XxpadeHHe (0T HECKOIL-
KHX MECHLEE 00 MHOMHX J€T) ROIMOAHO TOABKO NpH TeMneparvpe Mubve 130 "C Han Hise.

5.4 g MconenoBaMHa HCNONBIVIOT THIUL KN2TKH, HE COAePAaliHe MUKOTLTAIMY.

[Mepen HeNONLIOBAHHEM MATOUHEE KVILTYPL HCCAEIVIOT HATERKHEIM METOOOM, YTODR yOeIHTLCA B
OTCYTCTBHH MHKOILTAIMEL.

6 Kyaerypaasnas cpeaa

6.1 KyaeTvpaibHad cpela IoUikHa GbITE CTEPHILHON.

0.2 KYILTVpanbHad cpefd ¢ ChHBOPOTEO MM 083 Hee J0ULEKHE COOTEETCTRORATE YCAOBMAM, HeohxD-
NHMBIM UTA POCTA HIH MOMTEKAHHA HHIHECNOCOOHOCTH ONpefeneHHol THHHH KIeTOK.

MoxHO BEKNIOUHTE B COCTAR CPEOE AHTHOHOTHEHW, YOSIHBWHCE, 4T0 OHH He OKAILIBAIOT OTpHLA-
TENLHOTO BOYVIEHCTENA Ha MCCIEI0RAHHE.

CrabwisHOCTE Cpelll KYILTYPEL MOKET PaiTHYATECH B IABMCHMOCTH OT KOMITOIMUMH W YCIOBHNA
KpadeHHa. Cpeay, coleprallyo CRHBOPOTEY H MIKTAMHE, XPaiar npd TesMnepatype or 2 a0 B "C He bonee
7oy Cpeny, colepsally CIOTaMEH, XPpadar npi TeMneparype or 2 go B "C we Doaee | Mec.

6.3 pH EyasTYpanbHBY Cped NOAOePEHBIINT Ha ypoase 7,274,

7 IlparoToBieHHe MATOMHONH KITOMHOH KYALTYPLI

7.1 Henonsiva BROpanHyEs AHHHKD, MOTOEAT COOTRETCTEYIOUWIE: KOTHYSCTiD KIeTOK, YTODR WX K-
THNO HA Bee WochedomaHye. Ecnn kKieTkl D1oTHHE DLHTE BEPAMEHE BT KVILTYR, BIATHY 0T XpasHiima,
(e OHH XPpaliIHcE B NPACYVTCTEMH AreHTa, JAlHIEAKNWEro oT BO3IeHCThN HHIKHX TeMOepaTyp, IToT
aredT vaaroT. [Tepen HenoibIosaHHeM KISTKH NepeceBaloT XoTH Obl OIMH pas.

7.2 KAeTKH vIATS0T H BHOBE NPHEOAAT B0 BIBSIIEHIOE COCTORAMNHE MyTesM peprMeHTHON 1/ HTH Mexa-
HHYeCKOH Telarperaliii, HCnoaLava Haubotes MOoINoIMuiEi MeTon 100 KAsIoil THEH KIeToR.

8 Meroasl HCCAeOBAHEA

8.1 KoamgecTteo ayined

g opod v KOHTPpOIA HeolXoIHMO HCNOALIOEATE He MeHee TPex 1viviei.

8.1 Hechenosanie BHTHKER

B.2.1 Ona aocTHAHeHHA BOAIEHCTEHA BRITAXEK KANAKT ONpeleIeHHOE KOTHYECTRED NOCTOAHHD nepe-
MEWIHEASMOH EIeTOYHON CYCNEHSHN 6 Kaxaui cocvl. PABHOMERHO PACTIPEICIAKNT KIETEH N0 MOBEpXHo-
CTH KA 1070 COCYIA NerKEHM BRaile Hes.

8.2.2 BriaepausaioT KyILTYpel npd (37 £ 2) "C B noanyye B ApucyTCTEHM 3 % (no ofLemMy) Iny0KHCH
YISIEPOIa HIH De3 Hee B COOTEETCTEHH © BRIDPaHHoH 1A KVILTYRAaTLHOH cpedkl yvideproil cHeTeMoil.

Heoeaenopanye MoKHO OCYVIUECTRAATE HA MOHOCIOE, KIETEH KOTOPOMD NPHEPETUIHNTCR K KaKoay-
AHED TREPIOMY CYOCTPATY, MM HA CREXeNPHIOTORTEHHEIX CYVCIEHIHOHHBIX KIETKAX.

Mpu ouedke oBpAIOBAHNKA KOIOHWNA CIeIveT HCNOILIORATE COOTRETCTREHHO HHIKYID IUTOTHOCTE Kne-
TOK.

8.2 3 OcaaTpHEaoT KYILTVPE TPH MOMOIIH MAKPOCKONE,

B.2.4 [1posoddar HCCaeIoBEAHHE Ha CAMOH BRITHAEES HIH CEPHH passe el BEITHEKH, HCIOILIVE 1714
ATOND KVABTYPAIEHVID Cpeny.

Ecan B HecneaoBsaHiH HEMONLIVIOT MOHOCTON, TO KW ILTVUIBHYID CPeay CleaveT ¥IannTh, 0TI T
OT EVIRTYPEL K 10GaBHTE HeoDXoIHMOe KOTHYeC THO BRETHRKN WEH €2 paipeldeHHe B KasIblil 13 coCyIne.

Ecau B McolelomiMHH HCIOLIVIOT CVCTeHIHOHHEE KIETKH, TO 100aBAAI0T BRETAAKY HIH 2@ palpe-
AeHHE B KaILii 13 Oy0nUpyIolEy COCVIOR CPA3y e MOCIE MPHIoToRIEHHAE KAeTOYHoH cyoneIvm.

8.2.5 HedmanororHyeckyo BRITHAKY, HANPHMED BOAY. HIYYAOT nNpH dHanbonee PHIHonoriYeckH
CORMECTHMON KOHLEHTPALMH NpH pasnedeHnd B KVILTYPAIEHON cpene.

Mpwsesanue — PeroOMEHIVETCR HCTOIBIOMETE KOHLSHTPHPOBIHEYVID KYIETVNUILHYE CPELY, HAanprsMep
2.5 mnd pasBeicHHELS BOAHELY BRITHMECK.
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B.2.6 JobapnqaioT HIBECTHRIE KOMHYECTRR MVCTOND PeAKTHEA, OTPHUATEILHOTO H MOJeEHTEIEHOND
KOHTMVIA B AONOIHHTEIBHEE IVIIHPYIOWHE COCYILL.

Mpuwwmeysannec— Kowrpons B BHIe cBemeil KVIETYPRILHON CPEIR NPH HEOOXOAHMOCTI [HOEREPIIKT
MCCEIOBEH K.

B.2.7 HuxyGupyoT coCvibl, HCNOILIYA VCIOBMA, Npennoxendse & 82,1, B TeyeHHe nepHola Bpe-
MEHH, COOTEETCTRYIOUIETO CHeuMpHuecKHM YCI0EHAM BRIDPEHHOTD HCCIEM0BANMA.

B.2.8 Mocre vukyvbauwn o1 24 10 72 4 onperendaoT UHTOTOKCHYHOCTE B COOTReTCTEMM ¢ B.5, Ecau e
HCCNeJOBANME HCMONLIVIOT CYCIEHIHOHHYIO KPATKOBRPEMEHHVIO KVIBTYRY NOLRICKHLIY KIeTOK, TO Bhl-
TAKKY NOMELLAIOT B COCYI Meped TeM, Kak B Hero aobapndwT kneTki. [loche 3Toro cpasy onpelenaioT
UHTOTOKCHIHOCTE NpY TeMnepaType 4 pH, copMecTHMEX ¢ TEMIepaTypoill 1 pH ENeTOK MASKOTTHTAK Y.

8.3 Hecaezopanse METON0M APSMOND KOHTAKTA

IO HCCNSA0BAHHE NOIROARET OCYIMECTEHTE KAYSCTREHHYIO M KOTHUYECTRE HHYK OLEHKY HRTOTOKCHY -
HOCTH.

.3.1 lna npasoro poaneicToma Ha HocaeayeMulil ofpasen KanamwT HIBSCTHOE KOMTHYECTED MOCTOAH -
MO TIOMEIUHBEASMOI KNeTOMHON CYene 3Ny B KA 13 HYEHOTO KOIHYecTi cocyl. PasHoMepHo pachpe-
NETTHT KASTEN N0 MOBSPXHOCTH EARIONS PACTROPA, OCTOPGKHO BPIMEN COCYa B rOpHI0NTANLHON nnoc-
KO TH.

#.3.2 MusyGupyior KyiesTvpy npi teMneparype (3742) "C b soaayxe B npHCyTCTEHM 5 % (Mo obne-
MY ) IMOKCHIA VTIEpoga HiH 081 Hee B COOTRETCTEHH © BRIDpaHHOi Am8 EVALTYPAIEHON cpenkl ovie proi
CHCTEMOH 00 TeX nop, NoKd EVARTVPE He BRIPACTET NPHOMHIMTEILHO 10 CONPHKOCHOBEHHS EIeTOoK &
KOHLE norapidsinyeckoi gaskd KpHBod poCcTa.

B.3.3 OcqarpHBaloT KyIETVRY, HCIOIBIVE MHKPOCKON.

B34 Moangior KvIsTYpaasHYI cpeay. JateM B KasAsi cocyd AOIHBAIOT CREEYIO KYILTYPANBHYE
Cpemy.

B.3.5 QCToposio MOMEAnT OTIeNBHBE NPenaparsl HCCIeayeMors obpasia Ha KIeTouHBeR cIol B
UEHTPE KARIOT0 IVDAHPYIOWErO COCYIa H YOeRAAI0TCA B TOM, 9T0 NMPEMAPAT NOKPLBAET |/ NOBEPXHOCTH
FTETO BT OOpaaLa.

[MpoaanAnT OCTOPORHOCTE, STO0E NPeIOTEPETHTE HEXETaTeIEHOE IRHACHRE NPSAIPATOR, MOCKMTLEY
CHO MOEET NPHBOINTE K (HINYECKOMY NORPEAIEHAK KISTOK, KOTOPOE MOEHo Hab0Iarks & BRIe YUacT-
KOR KTeTOK, He DOCTHIIIMY KoAua dorapiipsanaeckoi (ases.

I PHAMCHYAHHKLE— nr.lil HI!EﬁID,iI,HMELT!’H ITPCTIAPET MOMCLHET B COCYI PPl TER, KAk B HETH A0E R KT
KICTEH.

B.3.6 NoToear ayBaHpyoLUHe Cocyabl ATA MATEPHANOB OTPHUATEIBHOND H IOA0EHTEILHOD KOHTPO-
JIA.

8.3.7 HHEYOMPYVIOT COCYI B YCIORHEY, ONMHCAHHEIY B B.3.2, B TeueHHe NepHOld BpeMeHl (He MeHes
24 4}, COOTRETCTEVIOWETD crenrdueCKiEM VOIOBHEAM BLIOPANHOMD HCCTeIoBAHH.

B35 CHOHBAKDT BCIUTEBAMILIVIO Ha MOBEPXHOCTE KVILTYPAILHYK CPpeay W OlpelefoT UMTOToKCHY -
HOCTL B COOTRETCTEHM C 5.5,

8.4 Hecnegosande nyTed ACNpAMOTD KOHTAKTA

B.4.1 Quduhyaus arapa

D70 MCCTEN0BAHKHE HCTIONBLIVIOT JUTA KAYecTReHHOH oueHKH UHToToKCHYHoCTH. Mocaenonanme He-
MPRIOTHC 118 BLMBIBASMEIY IPIVETOR, KOTORRE He MoryT JaddyHIHpoBaTE Yepel croid arapa.

B.4.1.1 118 Hconegosadid KananT WIBECTHOS KOIHYECTEO MOCTOAHHO MOMEHBIeMOH KIeToM O
CYCTIEHINH B KKOBIH M3 HYEHOTO KOMHYECTRE IVONHPYVIDILAL cocyIoe. PacnpelenaioT KIeTkH paBHoMep-
MO M0 OBEPXHOCTH KARI0NG COCVEE, GCTOROMHG BRALA COCYILL B MORHI0HTATLHOM HANPRETS A,

B.4.1.2 HuxyGupywor kvastyps npa (37 £ 2) "C B noagyxe ¢ 3 % (mo obweMy) IBVOKMCH VIIepoaa
AW §€3 Hee B COOTBETCTEHH C BRIGpaHHol 108 KvasTypadsiod cpeas Svipepaol cuctemol ao mex mop,
MOEA KV ILTYVPE He BEPACTVT APHOIHIHTENRHO 10 COMPHEOC HOBSHHA KNeTOK B KoHue TorapadsHaeckodl
assl KpHBOH poCTa.

B.4.1.3 OQCuarTpHBanT KNeTEH, HCNoIkIYa MHKPOCKO,

B.4.1 4 Voangor H3 cocyia KYALTYPLTIEHYRY Cpeay. 3ares roTOBRAT CBEARYI0 EYILTYPATEHYIO CPemy,
CMEWAR CRIBOPOTEY C PACTAABILUHM arapos, 4To0E OKOHYATENRENAS KOHUEHTPALWA ATApa COCTARANA oOT
0,3 10 2 1/, 0 pACKANBEAKDT COOTRETCTEYIILMEA obbes B Kakaeii cocvi. MononssyioT HCEIHTe RO
Arap, KOTOPLIA NOINOTAT 1389 BEPAUIHBIHHA KIETOK MISKOMHUTIOWHY B KVAsTYpe. CMech Ky ILTYPATLHON
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CPeOkl ¢ ArapoM OO0 HA NPeIcTapIaTE CoDol MHAKOCTE, TEMITEPATYPa KOTOPOoH T0/REHA DLITE COBMECTHMA
C TEMOSPATVPOH KJIETOR MICKONMTAIOIIHX,

I PHMEOCYMAaHWKT — BoamosHel NOCTIBKR ardape © DOCTAOTOMHEM JHAMEOHOM MOACEVIRPHOMD BOG 1
SHCTOTEI.

8.4 1.5 DcToposio MoMeNanT HECKOLKD NPenapatol HecleaveMol npobil Ha oTEEPIeBIHA Cao
arapa B Kaxisil cocyn, Y0esaaoTced, YTo [penapar NoKpLIEaeT mpHbIHIMTelLHo '-"I.:. NOBEPXHOCTH ENe-
OO 0.

Bee ancopbupyiollHe MaTEPHATLE © KVIBTYFEUILHOR cpetoil caeayeT cMadipaTh Nepen TeM, Kak no-
MECTHTE Ha arap, oo Widesadde JerdipaTaumi arapa.

B.4.1.6 lNoropar oyiaHpyIOLUIHe COCVILL C NPERapaTaMi OTPHLATENEHOTD W IIOUI0RHTENBHOTD KOHT-
[RCTEL

B4 LT HEkyGupyIoT COCVIBL B YCNOBHAX, Npeactaptensy & B.4.1.2, B TedeHHe NepHodn speMeHH
272y,

B4 LE OCcuMarpHBainT KNETEW, ONPeIeidnT QUTOTOKCHYHOCTE Mepe] | Nocie YIATEHHA NPenapaTos
¢ arapa. Henombaoeamie BHTATEHOH OKPackH, HanmprMep, HelTPATEHOMN KPAacHoro, crnocolcTRVeT onpe-
NEdeHHED UHTOTOKCHYHOCTH. BHTANLHYID KpACKY MOKHO D0DAaBHTE 10 MM [O0CIe HHEVIALHK C Npenapa-
ToM. Ecou kpacka aobapaeda nepel HHEVRIUHed, 3alHILanT EVILBTYPE OT BO3IeHCTEHA CRETA Bo Habeka-
HHe MORPEEISHHA KISTOK BCIencTnie PoToakTHEINHHE BHTARILHGH OKPAcKH.

k.42 Oudupvausa unwtpa

DO HCCNEA0BAHME HCTONBIVIOT 118 KAUYeCTEEHHOH OUSHEN LMTOTOKCHYHOCTH.

B.4.2.1 MNosewawT coodoIiei or [TAB unetp passepos mnop 0,435 sMal B KacIe#H Cocva ¥ aobaeas-
0T HAGECTHOE KOIHYECTRO MOCTOAHHO NepeMellrpasMoil KIeToUHOH CYCneHIvH B KasaWil n3 CooTReT-
CTRVIOIETO KOUTHYECTRA IVOAMPYIOIHY COCYI0R UTA HCNETAHHA. OCTOPOXHEIM BPALIEHHEM DACTIDEIETAI0T
KSIETEM PABHOMEPHD 10 NOBEPXAGCTH KAKI0M0 (MUILT.

B.4.2.2 MuskyGupyvioT kyasTvpel npe (37 £ 2) "C 5 soagyxe B OpHCYTCTEHR 3 % (no odRemy) AByOKH-
CH YIIepoaa HAH 9e3 Hee B co0TReTCTEHM ¢ Gvideprol cucTesmol, BRHGPaHHo 108 KYALTYPANEHOH cpel
O TEX MOop, NOK3 KVALTYPD He BREpEcTeT OpHOIHINTEILHO 10 CONPHEOCHORE HEA KJIeTOK B KOHle nord-
pHpsdeckol pasel KpHBOH poCTa.

5.4.2.3 QCMaTpHBAIDT EYIBTVPEL, HCTIONLIVA MHKPOCKOI.

B.4.2 4 ViandaoT H3 cocyIon EVALTYIBHYK cpeay. Jares uasTphl cTopoHol, Ha KoTopod HaxonaT-
S KJETEH, MOMEILAINT Ha cIoH oTeepaermers arapa (cM. B4.1.3).

B.4.2.3 OcTopodHo NoMemanT [yGIupyIniinte npenapaTel HCCIeayeMoro ofpaila Ha BepxHnD CTo-
poHy HIETPA, Ha KoTopoil HeT KieTok. JKHIKHE 3KCTPAKTE H CBeMecMEelUaHHBe CMECH MOMELIAnT B
HHEPTHELE KOiLUE, HAXoIaHecs Ha QHIsTRax.

B.4.2.6 NoTopar nyfnupyoume GUALTPEE ¢ NPENApATAMH OTPHLUATENLHOIO W NOJOKHTEIEHOMD KOH-
T,

B.4.2.7 HuxyGupyioT cocyisl, HCOONLIVA YCI0EHA, onHcauHue B 8.4.2.2. B Tevenue 2 u + 10 s

B.4.2.8 OcroposHo VIATAIOT NPETapaTel ¢ GHALTPA W OTIENAIOT GHILTP OT MOBEPXHOCTH ATAPA.

8.4.2.9 OnpenendamnT UHTOTOKCHYHOCTE, UCIOAEIVA ATeKEATHYIY MeTOIMEY OKpaliHBAHHE.,

8.5 Onpenenenne UHTOTOKCHINOCTH

B3 1 Onpee qoT GUTOTOKCHYHOCTE METOIOM KadeCTBEHHOM WIH KOMHMECTBEHH O OLEHKH.

KawecToeHHAR OUEHKA. OCMATPHEAIOT KIETEM Yeped MHKPOCKON, YTODE OUeHHTE H3MEHEHMA, Ha-
MpHsep, HiMenerne obmeil MophoaoriE, BAKVOTHIALNID, PAcierierdie, THIHG KIeToOK B Uel0CTHOCTL
seripan. OTKI0HEHHE OT HOPMATLHOH MOPMPOTOrHH PerdcTPUpYIOT B oT4eTe 00 HCCNe oBaHMH OnHca-
TENLHO {HAMPHMED He ODHAPYEEHO, HeGolbllHe HIMeHeHHA, CPedIHHe W OUeHE IHAYHTEAEHLIE) HAH WHif-
pasy (Hanpusep 0, 1, 2. 3). OnHCHBAKDT MEeTol OLEHEH B OTYeTE.

KOonHuecTBe HHAA OLUEeHED WIMEMINT KOMHYLCTRO MOrHGWHY KIeTOK, JMELIcHHE POCTa KIETOR,
MPOIHpepal o KIeTOK I oDpaiosaHie KonodHil., YHono KI1eTok, KoMHYeoTEo Denka, BucpobodieHne
depMedToR, BRICEODDEIEHHE BUTANEHON OKPACKH, HaMeHeHHe NoIBHAHOCTH KIETOK WK Ipyvrol mames-
PHMLI NApaMeTd, KOTOPLIH MOMET OLITL KOMTHYSCTREHHO OUeHeH MPH NOMOWEH O0LeKTHEHEY CPEeIcTh.
PeiyvanTaThl PErHCTPHPYIOT B OTYETE 0f WECIeloBanHl.

I PHMEYAHWET — _.ll'.li{ OTASN LN METOEOE ONPEASIEHEE LHTOTOKCHYHOCTH  BOSMOGEHO HEJ'I'FEE}"E-'TCH
HYJICHOT BPOME HIn DEBOBAH THHHH KIETOMHO EYVIIETYPEL.



