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TOKCHKOJIOI'NTYECKOE 3AK/IIOYEHHUE Ne 42-05 ot 09.02.2005r.
HaumeHnoBanue usaenus (MaTepuasa):
Anre3noHHbIE MOCTOBHAHBIE MpoTe3bl (AMII)
Ha3zHaueHMe H31eJIHSI MM MaTepuaJia;
Cromarosnorus. 3aMenieHle OTCYTCTBYIOLUX 3y0O0B MPY HATUYUU HE3HAYUTENLHEIX
neheKToB 3yOHBIX PSAAOB, LIMHUPOBaHUE 3yOOB MMpHU 3a00JI€BaHUAX TAPOJIOHTA
Buja KOHTAKTa ¢ OPraHU3MoOM:
JmUTensHBIA KOHTAKT ¢ TKAHAMH 3y0a U CIM3UCTHIMU 000JIOYKAMH ITOJIOCTH pTa
Hpuunnsl uecaepoBanusi: Hosoe uznenme
N3penue (MaTepuaJt) npeacraniieHo Ha ucnbiTanus: [IbOKOJI Epsangsn AT
HcnbiTaHus NpoBefAeHbI HA OCHOBAHMHU: NTUcbMa OT 26.01.05

HcnbiTanus NMPOBE€ACHbLI B COOTBETCTBHH C JOKYMECHTAMM:

Cranpaptsi cepuu 'OCT P CO 10993"Ouenka 61onoruyeckoro aeHcTBus MEAULIMHCKUX U3AEUHA:"
"4.1.0uenka u uccnenosanus”; "U.4.Viccnenosanue u3ienui, B3aiMOACHCTBYIOIIMX C KPOBBIO";
"U4.5.MccnenoBanue Ha HIUTOTOKCUYHOCTE: METOABI “in vitro";"U.10.MccnenoBanue paspaxaroiero
U ceHcubunusupyroiero aeicteua”;"4.11.Mecnenosanue oberokcuieckoro aeicTaus.”
"Y.12.ITpuroToBnexnue npod U CTaHJapTHHIX 0Opa3LoB."

I'OCT 31214-2003 "U3nenus menunuHckue. TpeboBaHus k o6pasnaM U JOKyYMEHTALMH, IIpeICTaBIIse-
MBIM Ha TOKCHUKOJIOTHYECKHE, CAHUTAPHO-XUMHYUECKHE MCIIBITAHMS, HCIIBITAHUS HAa CTEPUIIBHOCTD U
IIHPOreHHOCTB. "

"COOpHHK PYKOBOAAIIIX METOANYCCKUX MATEPUANIOB IO TOKCUKOJIOTO-THTHEHUYECKHUM HCCIIEIOBaHH-
SIM TIOJIMMEPHBIX MaTepHallOB M U3JeNUH HAa UX OCHOBE MeauLMHCKoro HazHayeHus" ,M3 CCCP,1987.

1. HaumeHoBaHHe NpHMeHsieMbIX MaTepHuaJioB, HT /I Ha HuX nian

peUenTypPHbIH COCTAB, CNOCO0 CTEPHJIN3ALHHA U3AENUA:

Koncmpyrkyua AMII cocmoum u3 cnedyrowjux KOMROHEHMOE:

- CTEKJIOBOJIOKOHHBIH NIHYp-4uyJsiok ['naccapm (Glassarm) Poccus quamerpom 1mm mudp IIC-1
TVY 5962-027-00204961-01;

- CBA3YIOLIMH KOMIIOHEHT JUIS COCIUHEHHMs CTEKJIa ¢ OoJHMMepoM (kepaMuuecKkuii anresus) Ceramic
Bond (¢pupma «Voco», 'epmanus);

- CBS3YIOIIMH KOMIIOHEHT CBETOBOTO OTBEPXKACHUS A COCAMHECHUS KEPaMHYECKOT0 aare3uBa C
opmokepom Admira Bond (¢pupma «Voco» I'epmanus);

- BOCCTAHOBHTEJBHBIH CTOMATOJIOTHYECKUI MaTEpHall CBETOBOI'O OTBEPIKACHHUS IS MOJCIHPOBAHHUS
AMII nu6o i 3aKpeiTHs AedeKTOB TBEPAbIX TKaHeH 3y00B - opmokep Admira (dupma «Voco»
['epmanus)
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2. KpaTkoe u3jio:keHHe pe3yJIbTATOB UCNIbITAHUM:

2.1. Pe3ynbsmamot cAaHumMapHo-xXumMueCKux UCRolmaHuil:

Conepxanne B BOOHBIX BbITsDKKaX U3 AMIT BOCCTaHOBUTENBHBIX IPUMECEH, BbI-
paxxenHoe B o0veme (.02 H. pacTBOpa THOCYNb(aTa HATPHS, 3aTPA4EHHOT0 Ha MX OIl-
penenenue, cocraBiaser 0,88 mi (monyctumoe - 1.00 mun). 3amenenune pH BHITSKKH B
CpaBHEHUH ¢ KoHTpoJsieM coctaBisieT 0,92 (nomyctumoe - +/-1.00).

MeTonoM ra3oBoif xpoMaTorpaduy yCTAaHOBIIEHO, YTO COJIEPXKaHHE alleTOHA B BBITSKKE
cocrasinset 0,08 mr/n (nonyctumoe - 0,10 mr/mn).

2.2. Pe3ynbmamosl mOKCUKON020-2UZUEHUYECKUX UCROIMAHUIL:

H3zyueHue noaoCTpod TOKCHYHOCTH IPOBOJAUIIH B YCIOBHSIX MHOTOKPATHOTO BHYTPH-
XKely 1o4HOTo BBeAeHHs BhITSHXKKH U3 AMII 6enpiM mpimam. Ha npoTspxeHnH Bcero
neproaa HabIOAeHUS HE OTMEUEHO TH0EI IOJONBITHBIX YXUBOTHBIX, U3MEHEHUH
BHEIIHETO BUAA, TIOBEAECHUS, I0EAaEMOCTH KOpMa, IBUraTeIbHOH aKTUBHOCTH I10
CPAaBHEHUIO C KOHTPOJIBHOH IpynIioil. Ha BCKPBITHH >XMBOTHBIX MaKPOCKOIIUYECKH
HE BBISBIIEHO NATOJOTHYECKUX U3MEHEHUH BHYTPEHHHUX OPraHOB H TKaHEH.
KoadduuueHTsl Macc BHyTPEHHUX OPTaHOB MOAONBITHBIX )XUBOTHBIX HE UMEIOT
CTATUCTUYECKU JNOCTOBEPHBIX OTIMUMN OT aHAJIOTHYHBIX MOKA3aTeNeH KOHTPOJIbHBIX
YKUBOTHBIX.

IIpoBeneHO HccneqoBaHUE LIUTOTOKCUYHOCTH Ha CYCITIEH3HOHHOM KYJIbTYpe MOABHX-
HBIX KJIETOK C OIpeJieIeHUeM HHAEeKCa TOKCHYHOCTU. MHAEKC TOKCHYHOCTH COCTaBHUII
103% npu HopMaTuBHOM 3HaueHUH 70-120%. BrITSHKKH U3 00pa3lOB He MpOsSBHIA
TeMOJIMTHUYECKOTO AEHCTBHSA B ONBITaX "MH BUTPO" C M30JIMPOBAHHBIMH SPUTPOLUTAMH
KpoJukoB: remonu3 0,42% mpu [onyCTUMOM 3HAUEHUH MoKazaTens MeHee 2%.

3. BoiBoabl no pe3yibTaTaM HCNBITAHMIA:

Anre3nonHble MOCTOBUAHBIE TPOoTe3bl (AMII) N0 TOKCHKOIOrO-rUrHEHNYECKUM U
CAaHHUTapPHO-XUMHUYECKUM NOKA3aTeNsIM OTBEYAIOT TPeOOBAaHUSAM, IPEABIBISEMBIM K
MEIUIIMHCKUM U3JETUSAM, aHAIOTHYHOTO Ha3HAYCHHUS.

4.3AK/IIOYEHUME

Anre3noHHble MOCTOBUAHBIE TpoTe3bl (AMIT) HETOKCHYHBI, OTBEYAIOT TPEOOBAHUAM
HOpPMaTHBHOH TOKYMEHTALMH.

3aBeayrouIuii 0TAEJIOM TOKCHKOJIOTHYECKHX UCIIBITAHUH
M MCC/IeIOBAHMI MaTepUAaJIOB U U3JeJINH MeJMIMHCKOT O
Ha3HaveHusl, pykoBoauteab UJI

Manno
OTBercTBEHHBIE 32 HCNBITAHHUS:
Cr.H.cotp. Frrrry Kamunckas H.M.
& V /
Ben.H.cotp. | Jlanuna C. 4.
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