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TOCYAAPCTBEHHB M CTAHAAPT POCCHUNUCKON ®EJAEPALIMU

H3NEINA MEITUIIMHCKHUE

TpeGoBaHnsa K 00pa3uamM M TOKYMEHTaLHH, NPEACTABAACMbIM HA TOKCHKOJIOTHYECKHE,
CAHWTAPHO-XHMHYECKHE MCNBITAHHA, HCTILITAHHA HA CTEPHIbHOCTD H NMHPOTEHHOCTD

Medical devices. Requirements for samples and documentation presented for toxicological tests,
sanitary and chemical analyses, tests for sterility and pyrogenicity

JlaTa ssenenns 1999—01—01

1 OBJIACTb IPUMEHEHHA

Hacroswuuit crannapt yctaHaBinBaeT TpeGoBaHMS K JOKYMEHTALIMM U 06pa3LiaM MEAMLIMHCKMX H3AeIui
(mMarepuaiaM), MpEACTAaRIsIeMbIM OPTaHU3aALUAMH U YYPEXICHUSIMH Ha TOKCHKOJIOTHYECKHE, CAHUTApHO-XH~
MHYECKHKe HUCTIBITAHUSI, UCTILITAHMS Ha CTEPHWIBHOCTh M ITMPOTeHHOCTD (aiee — UCIBLITAHMSA).

HcnbiTauusaM nomiexar:

- MaT€pHabl OTCYCCTBCHHOIO H 3apy6exnoro MPOH3BOACTBA, npeanoJiaracMbie K NMPpUMECHEHHUIO B
MEIULIMHCKUX U3Oeausix (Ha 3Tamne, NpenlecTBYIOWEM pa3paboTKe U3nenus);

- BHOBb pa3pabGoTaHHbi€ WM BREpBbIe NnocrasisgeMbie B Poccuio MEAMIHHCKHE U3NENHs, B TOM
YHCJle H3rOTOBJIEHHbIE H3 MATEpHAIOB, HPHMEHSEMBIX paHee B RHAIOTHYHBIX MJIH APYTrHX MEAHIIMHCKHX
H3genusx;

- MEOWUMHCKHE H3AC/NNA, BOLICAINE B HOMEHKRATYpy MpONYKUMH, Tomiexamieit o6sa3aTeNbHOK
cepruduxanum.

2 ONPENEINEHUA

B HacTosilLIeM CTaHAApTe NMPUMEHSIIOT CJIEAYIOLINE TEPMHHDBI C COOTBETCTBYIOIIMMH ONpENEeACHHUSIMH.
MemunHcKue u3geans — nioboit npubop, annapar, YCTPOHCTBO, NMPHCIOCOOACHHE, MATEpHaN, HC-
rosib3yeMble M30JHPOBAHHO JIMO0 B KOMOHHALIMH (C JIEKAPCTBEHHBIMH CPEACTBAMH, MPOrpaMMHBIM 00eC~
neyeHueM M T.A.), KOHTAaKTHPYIOLIME HEMOCPEACTBEHHO WIM ONOCPENOBAHHO C OPraHM3MOM YEJIOBEKa M
npefHa3sHaYeHHbIe IS MPUMEHEHHST B MEAMLMHCKUX UeaAX. MeaQuLMHCKHE M3ReNusi BKIIOYAIOT TaKkKe
TIOHATHE W3IEAHI M MAaTEPHAIIOB CTOMATOJIOTMYECKOro Ha3HAYECHMS.
Npumeuanune — [lox MatepHanaMd B HaCTOAIEM CTRHAApTE NIOHUMAIOT NMONHMEPHbBIC, KEPAMHYECKHE, TCKC-

TWIbHbIE MaTEPHANbI, a TAKKE METAUILI M CIUIaBhl; CTEKNO; MaTEPHaNBl W3 GHONOTMYECKMX TKaHEH, PE3HHBI, JIATCKCH,
fyMaru; KpacMTeH, JIaKy, 3MAIH, KleH ¥ Ap., KOTOpbi¢ MPUMEHSIOT 1S U3TOTORNCHUS MEAMUMHCKHX H3ACAWH.

TOKCHKOJIOrHYECKHE HCNbITaAHuA* — UCbITAHUS, MPOBOAUMBIC C LICJIBIO BBIABJICHUA BpPC€AHOrO,
TOKCHYECKOIo neﬁcmua MATEPHANIOB U usnenun Ha OpPraHuiM, 06)’CJIOBJICHHOI‘0 XUMHYECKHUM ¢ax~
TOPOM.

Canmapno-xumﬂecxue HCOLITAHUA — UCIbITAHUSA, MPOBOAMMDBIC C UCJBIO ONPCACICHHS C [IOMOLIBIO
HHTETpajibHbIX MMOKA3aTeJe CYMMapHOTro KOJTHYECTBA MUIPHPYIOLLIMX U3 U3ACIMIA U MAaTECpHAJIOB XMMHYEC~
KHMX COCAMHEHHMMH, a TAKXKE MHIUBHAYATbHBIX MOTEHUMATPHO OMACHBIX XMMHYECKHUX areHToB. CaHUTapHO-
XHUMHUYECKUE UCTIBITAHUS SBJISTIOTCS COCTABHOM 4acThio TOKCHKOJIOTHYECKHX MCITBITAHUM.

HenpiTanks Ha CTEPWILHOCT — NPOBEPKA OTCYTCTBUS XHU3HECTIOCOGHBIX MUKPOOGOB B CTEpWIM30BAH-
HbIX MCAUUMHCKUX U3ACITHUSX.

HcnbiTanusa Ha NHPOreHHOCTh — NMPOBEPKA OTCYTCTBUSA B MEAWLIKHCKUX U3NENHUAX MPOLYKTOB MeTabo~
Jin3mMa MUKpo6OB, BbI3bIBAIOLIMX Y Y€JIOBEKA MOBBILLIEHHE TEMIIEPATYDhI TENA.

* B TOM YMC/le UCTIBITAHWS Ha FéMOCOBMECTHMOCTb — BhISIBIEHHE OTPHLIATE/IBHLIX OHONOrHueckuX 3dhdekToB
MIpY KOHTAKTE M3AENNs ¢ KpoBbio [1].

H3nanne oprunanbHoe
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3 OBUIME ITOJOXEHHSA OB OPTAHU3AIIMY UCITHBITAHMH MEINIIMHCKHAX
H3AEIUHN (MATEPHAJIOB)

3.1 HcnbitaHus U3genuit (MaTepraaioB) OCYLUECTRISIOT CIIEUATHCTDI, HMEIOLNME CIICLIMAIBHYIO [TO4~
TOTOBKY M OINBIT B OBGNAacTH CaHMTAPHO-XUMHUYECKON, TOKCHKOJNOTMYECKOH U OMOJIOrHYecKOod OLIEHOK
MeIULUHCKUX M3e a1, criocoOHble TPUHUMATh PEIICHMS] C YYETOM ZOCTOUHCTB ¥ HEOCTATKOB PalTHYHBIX
MaTepHaIoB, COBPEMEHHBIX METOIOB MCCIeNOBaHMi, HHPOPMALIMH, NMONTYyYeHHO! U3 UTepaTyphl U Npel-
LIECTBYIOLIETO OIBITA,

3.2 IporpaMMy MCTIBITAHHA MEAMLIMHCKUX U3JEIHI (MATEPHANIOB) COCTABNSAIOT CIIELIMAIUCTHI, NIPO~
BOOSLLUME UCTIBITAHUSA; TIPOrpaMMa OTIpeNeIieTCs XapaKTEPOM M NMPOXOIKUTEIBHOCTBIO KOHTAKTA U3ACNUs
C OpraHMU3MOM YeJOBEKa, XMMHWYECKOH TpPUPONOH MaTepHaloB, TEXHOJOTHEH M3TrOTOBNCHHMS M3ACHMH,
crmocoboM cTepwiIn3auuu uanenus [2, 3.

Kareropuu MEAHLHHCKHX U3IENHI, ONpeacaAeMbie XapaKTepOM H MPOAO/DKUTEIbHOCTBIO HX KOHTaK-
Ta C OPraHW3MOM YeJIOBeKa, MPHBENEHbI B IIPWIOXEHUH A.

3.3 HcnbitaHust NPOBOIAT B COOTBETCTBMH C TPeOOBAHMAMM MEXIYHAPOAHDBIX M OTEYECTBEHHBIX
CT2HIAPTOB, a TAKXKe APYTHX HOPMATHBHBIX JOKYMEHTOB |1, 2, 3].

3.4 B ciyyae U3MeHEHHsSI MAaTepHAIOB U3AEHSI, TEXHOJNOIMHK U3TOTOBICHHUSA, METOA CTEPHIN3ALNH,
YNaKOBKM, Ha3HAYeHHUS HU3Ie/Usi HeoOXONHMO fpOBEICHHUE TOBTOPHbBIX MCNbITAHHIA.

4 TPEBOBAHHNA K JOKYMEHTALIMHM H OBPA3LIAM, NIPEICTABJISEMbBIM
HA HCHNIBITAHHMA

[lts npoBedeRUA HCIBITAHHA MEAWLIMHCKHUX W3CAHM JO/DKHBI ObITh NMPEACTABICHDI:

- COIMPOBOIMTENbHOE MUCHMO ¢ HHPopMauKel 06 H3leNHH;

- JOKYMEHTaLus;

- 00pasLbl U3NENH.

JUis npoBeeHMs HCIBITAHUH MEIXLIMHCKUX U3IeNUil HHOCTpAaHHOTO MPOU3BOACTBA MHGOPMALIKIO 06
H3NIeNTMM U JOKYMEHTALIHIO NIPEACTABASAIOT Ha PYCCKOM SA3BIKE.

4.1 Jina nposeeHHUs UCIIBITAHWI W3[EJIUA, BHOBb pa3pabotaHHoro B Poccuu win BnepBbie nmocras-
nsieMoro B PoccHio, NpeacTapIAoT CACAyOLLyio MHGOPMALIHIO H TOKYMEHTALIHIO.

4.1.1 Jing npoBexeHUsI UCMBITAHUM H3OEAHS, BHOBb pa3pabGotaHHoro B Poccuu, NMpeacTaBisior:

- HauMEHOBaHHE W3IENNs,;

- HaUMECHOBaHHE IPEIONPHUATHS — pa3pabOTIHKa H NMPEANIPHATHS — H3TOTOBUTENA W3NENHS,;

- Ha3HayeHWe U o0acTb NPUMEHEHMS H3NENMA C YKa3aHHEM XapaKTepa ¥ MaKCHMalbHOM Mpoaos-
KMTEJIBHOCTH KOHTAKTa C OPraHHU3MOM YeJIOBEKa (ECM HIETHE CI0XHOE, XapaKTep KOHTAKTa 0JLKEH ObiTh
YKa3aH I KaxXIo# JeTatH, yana);

- NEpeYeHb AeTaleit, y3JIoB, BXOASILKX B COCTaB H3le/IUsA, MATEPHAJIOB, U3 KOTOPbIX OHH M3roTOBJIE-
HBI, C YKa3aHHEM HOpPMAaTHBHbLIX JOKYMeHTOB (nanee — HJI) Ha MaTepuaisi;

- (hapMakonerHyI0 CTaTbIO WM €€ KOIMIO Ha JIeKapcTBEHHbIE J06aBKH B clyyae NIpMMEHEHHs UX B
COCTaBe M3MeNHsI;

- METOJ CTepWIN3ALMH WIH Ie3HHPEKLMH C YKa3aHHEM PeXHMOB (B COOTBETCTBHH ¢ AelicTBytowueit HI);

- CBeOeHMs 00 yImaKoBKe MaTepHasa, U3/Ie/Ius: HaMMEeHOBaHHE YNIaKOBOYHBIX Matepuanos, HJ] Ha Hux;

- HHCTPYKUHIO (IIPpOEKT HHCTPYKUHUH) MO MPHMEHEHHIO MEXHLIHHCKOTO M3IE/NA;

- MHCTPYKUHIO MO NPUTOTOBNAEHHIO MaTepUaioB TUIMA MacTa-nacra, Mnacra-xXuaKkocTb;

- cepTHdHKaT U3TOTOBUTENIS Ha METAJUIbI, CIUIaBbl, KEPAMHKY B C/Iy4ae UX NTPHMEHEHHA.

4.1.2 Jina nposeneHUs UCNBITAHUI H3NENMUsS MHOCTPAHHOIO NMPOHM3BOACTBA, BIIEPBbIE BBO3UMOIO B
PoccHio, npeacrasinsior:

- HaMMEHOBaHHE HPUPMbI U CTPAHBI-U3TOTOBUTENS;

- HaMMEHOBAHHWE OPraHM3alMH, NPEACTABNSIOILEH H3NETHEe Ha UCTILITAHHSA,

- uHbOPMaIIMIO ¥ JOKYMEHTALMIO 1o MepeyHio 4.1.1,

4.2 KpoMe maHHBIX, NpUBeIeHHBIX B 4.1, B 3aBUCHMOCTH OT MaTepHasa, IPUMEHEHHOro MIl M3ro-
TOBJCHHS M3[ENMA WIH TNPEANojaraeéMoro K NPMMEHEHHIO B MEIULIMHCKUX H3JEIUSX, MPEACTABISIOT
CJIEAYIOYI0 HHPOPMALIMIO U JOKYMEHTALIMIO!

- KpaTKoe ONMHCaHMe TEXHOJIOTHM. M3TOTORNIEHUS U3eaHus (MaTepuana) ¢ yKazaHMeM TeXHONIOTHYEC-
KHMX 106aBOK, MX KOJIMYECTB M TeMIIEPaTYPHBIX PEXHMOB NepepaboTku (pH HEOBGXOAMMOCTH);

- XMMMYECKHil COCTaB (pelenTypa, XuMHYecKHe (GOpMYJbI HHIPEJHEHTOB, X KOJMYECTBA B peLiern-
Type ¥ HJl Ha HUX) 19 HOBBIX MAaTEPUAJIOB;

- XapaKTepHUCTHKa XUMHYECKHX H (PUINKO-XHMHUYECKHX CBOJMCTB MaTepHaioB (CIOCO6 mojydeHus,
MOJIEKYJIIpHas Macca, HaTMYyHe peaKIMOHHOCTIOCOOHBIX IPYIII, MUIOTHOCTb, PACTBOPUMOCTD M Ip.) B C/Iy4yae
NpeCTABJIEHHS HOBBIX MaTepHAIOB.

2



T'OCT P 5114898

4.3 [ina nposeaeHUs MCNHBITAHWI MEAMLIMHCKMX M3RENHMiA, nojiexalux obssarenbHolt cepruduxka-
MM, NIPEACTARIAIOT CACAYIOLIYIO HHPOPMALHIO U JOKYMEHTALHUIO!

- HAaMMEeHOBaHME U3eaus (MaTepuana);

- HaHMEHOBaHHE OPraHM3alLMH, NPEACTaRARIOLIeH N3ieNue Ha UCTIbITAaHUS (Janee — 3asABMUTEb);

- HaWMEHOBaHHE CTpaHbi, GHPMBI, OPrakU3aLMK — UITOTOBUTENS UINCTHA;

- HJA ua uanenue (FOCT, OCT u ap.) npH npeacTaBieHUH HIACAHA OTEYECTBEHHOTO MPOH3BOACTBA.

TIpu HeOGXOAMMOCTH OPraHU3aLMA, NPeJCTAB/IAIOIAN H3eNIMe Ha UCTIBITAHUS, JOJIKHA MO 3aMmpocy
OpPraHM3aLMM, NPOoBOAsilIedl TOKCHKONIOTMYECKHE MUCTIBITAHMS, IPENCTABUTb M APYryi0o HHdopMauuio, He-
obxoouMylo Ul X NpoBeNEHUS.

44 Tpe6boBaHus K obpasuam

4.4.1 OG6pasubl M3nenuil NMpeacTaBisIOT Ha UCHbITAHMS B KOJMYECTBE, YKa3aHHOM B Tabmuue B.1
npwioxenus b. Uagenus, He Boweniiie B yKasaHHYIO Tabnuly, NpeaCTaBAAIOT Ha UCTIBITAHHA B KOJXHYe-
CTBe, COIJIaCOBAHHOM C OpraHu3auueil, NpoOBOAsLLICH MCNIBITAHHUS.

4.4.2 OGpasibl MPEACTaBAAIOT B BHAE NOTOBOrO K MPHMEHECHHUIO H3RENUA, YITAKOBAHHBIE C 3THKETKOM,
Ha KOTOPO¥ NO/IKHBI GBITh YKa3aHbI HAUMCHOBAHHE U3IAC/TMS, HAMMEHOBAHHE OPraHM3aLMU-H3TOTOBHTENA,
JIaTa U3TOTOBJICHHUA.

4.4.3 O6pa3upl M3geauit OJHOKPATHOro NPUMEHEHHs], BHITyCKaeMble B CTEPWILHOM BHAE, MIPEACTaB-
JIIOT HA MCNBITAHUSA B YTAKOBAHHOM BHMAE, FOTOBOM K npuMeHeHH10. Ha 3THKeTKe, KpoMe BhlllieTiepeYnc-
JICHHOrO, NOJUKHBI ObITh YKa3aHbl METOM M JaTa CTEpWIM3alMM H3RENIHs.

4.4.4 O6pa3unl M3zesuii nocsie NpoBeICHHS UCIKITAHKI He BO3BPAILAIOT.

5 O®OPMJIEHME PE3YJIbTATOB HCIIBITAHMHA

5.1 Ha ocHoBaHMM NMPOBEAEHHDBIX UCTIBITAHUN M 3KCMEPTH3H AOKYMEHTAIMH odOpMIIRIOT 3aKiIoYe-
HUE O TOKCHKOJIOTHUECKHX, CAHMTAPHO-XUMMYECKUX MCIIBITAHMAX, UCITMTAHUSX HA IMUPOreHHOCTb, CTE-
PWIBHOCTb (ajiee — 3aKJIIOYEHHME) WIM NPOTOKONA MCNBITAHWI MEXMLIMHCKHMX H3neauil (MarepHaios),
YCTAHaBAMBAIOWIMX UX XHUMUUYECKYIO U GHONOrHYecKy1o 6e30MacHoCTb (fanee — MpOTOKON).

5.2 Ilo pe3ynbraTaM UCHbITAHHMI HOBOTO MAaTEPHANa WM ONMBITHOro 0Gpa3iia BHOBbL pa3paboTaHHOro
M3OENNs, 8 TAKXKe H3aLeauss MHOCTPAaHHOTO NPOU3BOACTBA, NPEAIO/araeMoro K perucrpausi 8 Munanpase
Poccun, opopmasiior sakioueHue. Popma 3akmoyeHusa NpUBeAeHa B NPHAOKEHHH B.

5.2.1 B 3akmoyeHHH yKa3bIBAIOT pe3y/IbTaThl MPOBEACHHBIX HCTIBITARHHHA WIH 3KCHEPTH3bI, OTMEYAIOT
HAJIHYUE WK OTCYTCTBHE TOKCHYECKHX CBOHCTB, CTEPHIBHOCTH, MUPOTCHHOCTH U Hp.

YYUTBIBAs Pe3yNBTaTHl UCIBITAHHUIA, BELIAIOT PEKOMEHIALKIO O BO3MOXHOCTH TIPUMEHEHUST UIRENTNSA
B MEIMLMHE,

$.2.2 3aKmoyeHMe HampaB/IsOT B OPraHU3aLKIO, NPEACTABUBILYIO K3denue (MaTepuan) Ha MCNbITa-
HUs (1anee — 3asiBUTEND).

5.2.3 B sakmoyeHuu no TpeGOBaHMIO 3asBUTENA PELCNITYPHLIN COCTaB MaTepHaina IOMyCKaercs He
yKa3blBaTh. B 3TOM ciyyae peuentype npucBauBaloT wndp.

5.2.4 3asBuTenio obecneynBalOT KOHPUICHUHANLHOCTD HHGOPMALIMH, COCTABIISIONIEH KOMMEpYeC-
Ky10 TaitHy.

5.2.5 [nsa psxa u3genuit KpaTKOBpeMEHHONO KOHTAKTa C OPraHH3MOM YeJI0BeKa JorycKkaercs ogop-
MJISTh 38KJTIOYEHHE MO 3KCNEePTH3e B COOTBETCTBHM ¢ TpeGoBaHneM HJ; no pesynsTaTam paHee nmpoBeneH-
HbIX TOKCUKOJIOTHYECKHX MCMIBITAaHUI; HA OCHOBAHUU CBENCHMIt O TOKCHYHOCTH MAaTepHAJIOB.

5.2.6 Tlpu HeobxomumocTH MOXeT GbITh BbUIaHA KOMMA 3aKkmiodeHHs. Konuio 3akmoueHHs umeer
MPAaBO 3aMpOCUTh TOMBKO Pa3paGoTYUK MEAMLIMHCKOTO H3NeNHa Ha coGCTBEHHYIO pa3paboTKy.

5.3 Tlo pesyabrataM MCNBITAHMI CEpUITHO BBHIMYCKaeMbIX M3NEAUi (B TOM YHC/IE MHOCTPAHHOIO
NpOU3BOACTBA) OPOPMASIOT NPOTOKOA MCNbiTaHHit. PopMa MPOTOKONIa NCIINITAHHI MIpUBEAEHA B NPHIO-
xenuu I

5.3.1 IpoTokon ucnbITaHuil HATIPABNAIOT 3aABMTENIO.
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ITPH/IOXEHHE A
(cnpasouroe)

KATEFOPMY MEJHULIMHCKHX H3XEIMHA

A.l MenHuMHCKHMe H3NeNKHs 1O BHIY KOHTaKTa C OPraHH3MOM YeEJIOBEK2 TOAPA3ACARIOT Ha HECKONbKO Ipyni.
H3nenns, KOHTAKTHPYIOLIME HEMOCPEACTBEHHO WIH ONOCPEIOBaHHO:

- ¢ BHYTpEHHeH Cpellol OpraHH3Ma,

- C KpOBbIO H TMM®OH;

- C PaHEBOW INOBEPXHOCTDBIO;
CO CIH3HCTHIMM 0DOJIOUKAMHU;

- C KOXeH.

A.2 MenMumHCKKe U3eNnsa B 3aBUCHMOCTH OT IUIMTENLHOCTH KOHTAKTa C OPraHM3MOM YC/IOBCKa NOAPA3ACARIOT
Ha:

- K3AeMA, NOCTOSHHO (MTOXH3HEHHO) WIH MHTENbLHO (60Jiee CYTOK) KOHTAKTHPYIOWME C OPraHM3MOM;

- H3leNusi, KPAaTKOBPEMEHHO KOHTAKTHPYIOWHE C OPIraHH3MOM YC/IOBEKa (IO CYTOK).

A.3 OcHOBHBIC KaTeTOPHH MCAMUKHCKHX M3aenuit (1anee — uaaenyil), NOAICKAUMHE TOKCHKOIOTHYECCKHM HCTTH -
TaHUAM, B 3aBUCHMOCTH OT B2 M JUIMTEIBHOCTH KOHTaKTa C OPraHM3MOM.

A.3.1 Hznenus, nocToSsHHO WIH IUIMTEABHO KOHTAKTHPYIOIIME C BHYTPCHHEH cpeaoi opraHH3Ma:

- MpOTe3bl KPOBEHOCHHIX COCYAOB, KJIanaHH Cepala, NpoTe3nl paVIMYHBIX BHYTPCHHHX OpPraHOB M MaTcpHanhi s
TUIaCTHKH TKaHeH H T.I.;

- CTOMATOJIOTHYCCKHE HMIUIAHTATHI, MaTepHanbl A TUVIOMOHPOBaHHMA KOPHEBLIX KaHANIOB;

- ohTaNIBMOIOTHYECKHE UMIUTAHTATHI;

- 3HIOMPOTE3W OPTONEAMYCCKOTO HA3HAYCHNS;

- MaMMa- B auionporTesn;

- H3CAHA (MarepHaibl) IS COCAMHCHHS M CKICHBAHMSA TKaHeH opraHuaMa (WTHOTH, IVICHKH, KICAUIHE
KOMIIO3MLIMH, KOCTHHIE LIEMEHTRE B 1Ip.);

- MarepHanl s 3MO0IM3aLHMH COCYAOB;

- M3ACNMA IS JIcYeOHBIX MaHMMYASALUMA (MMIUIAHTHPYEMBIC KarcTephl, NaTYMKH, CTHMYJSATOPH BHYTPCHHHX
OpFaHOB, KOHTPAlIENITHBH );

- CHCTCMH APCHHPOBAaHMS;

- NPOYMC H3NCNIHA.

A.3.2 Wsnenus, XpaTKOBpeMEHHO KOHTAKTHPYIOWMINE C BHYTPCHHCH cpeaoit opraHH3Ma:

- KaTeTephl, 30HIHI;

- CHCTEMH IpCHHPOBAHMA,

- NaTYMKHM M JICKTPOIb U AMATHOCTHYCCKON H TepancBTHYCCKOH annapaTypH;

- XUPYPrHYECKHC HHCTPYMCHTH PalIMMHOTO Ha3HAYCHHA,

- TIPOYMC H3NCNHA.

A.3.3 HManenus, MHUTENbHO KOHTAKTHPYIOLIME C KPOBBIO H THMGoit:

- KOHTCHHEPH M CMKOCTH [UIS XpaHCHHA KPOBH, €€ KOMIIOHCHTOB, CYXMX M XMAKHX KPOBE3aMCHHTCACH;

- IHATH3aTOPH; OKCHICHATOPH; MArHCTPANH A8 RHATH3ATOPOB, OKCHICHATOPOB, NEMOAHANH3A, NHMGORNHANTH3A,;

- FreMo- H MMMYHOCOpPGEeHTHI, THMGOCOPOEHTH;

- TIPOYMC M3CIHSA.

A.3.3.1 Hanenns onocpeaoBaHHOIO KOHTAKTa:

- ycTrpo#cTBa A NOMYYCHHS allMPOTCHHOHK BOMABI [UIS PacTBOPOB JICKAPCTBCHHLIX NPCNapaToB;

- YCTpOKCTBa VIR OYMCTKM JICKADCTBCHHHIX NpenaparoB (HOHOOOMCHHbIC, GHIbTPOBANbHLIC);

- Tapa, YNakoBKa, YKYINOpKa JIEKapCTBCHHHX CPeACTB;

- NPOYHE M3RC/HA.

A.3.4 H3nenns, KpaTKOBPEMCHHO XOHTAKTHPYIOLLIHE C KpOBBIO K IKMoii:

- YCTPOMCTBa B3THA KPOBH, YCTPOHCTBA JIl NEPEIHBAHHUSA KPOBH M PaCTBOPOB;

- LUMPHUHN MHBEKLIMOHHBIC;

- ycTpo#cTBa Ansi GWILTPALIMK KPOBH H €€ NpENaparos;

- KaTeTeph COCYAMCThIC, OKTIONCPHI;

- TIPOYHC H3CNTHA.

A.3.5 Hanenus, NIHTENbHO KOHTaKTHPYIOUIHE C PAHEBO MOBEPXHOCTDHIO:

- WIOBHHIA XMPYPrUYcCKMi MaTepHan (HUTH XMPYPTHYCCKHE, KETTYT);

- NMEPEBA30YHHE, NTPOTHBOOXOIOBHIC, APCHAXHMBIC, BNHTHIBAIOIHC MAaTCPHaNHI;

~ COPOCHTH IS JICYCHHA paH, MPOTHBOOXOTOBbIE KpoBaTH THNA « KIIMHHTPOH»;

- TIDOYHE H3OCAHA.

A.3.5.] Hanenns onocpeloBaHHOTO KOHTaKTa Yepe3 JIEKApCTBCHHME CPEACTBA:

- Tapa, YNakoBKa, YKYNOpKa JICKApCTBEHHBIX CPEICTB;

- MaTepHaJIbl, HCTIO/Nb3yeMbIC U NMOAYYCHHA JICKAPCTBCHHBIX Npenaparos (TMAPOre/M, OCHOBH Ma3eH, TUICHOK,
PpacTBOpOB, MUKPOKAIICY/IHI);

- TNPOYME H3ACIHA.

4
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A.3.6 H3nenus, KpaTKOBPEMCHHO KOHTAKTHPYIOILHE C pAHEBOH NOBEPXHOCTBIO:

- TeKCTHNbHbIE H NNCHOYHLIC M3NENUsA, NPUMEHAEMbIC NIPH ONEPaTHBHBLIX BMCLIATE/ILCTBAX M OKa3aHMH NepBoit
TIOMOLLH;

- NepyYaTK¥ XMPYPrHYEcKHe;

- NpOYHEe H3RENHS.

A.3.6.1 Wagenus onocpeoBAHHOTO KOHTAKTA Yepe3 IEKApCTBEHHBIE CPEACTBA:

- Tapa, YNakoBKa, YKYNOpKa JICKapCTBEHHBIX CPEICTB,;

- MaTepHa/Ibl, HCMONB3YEMbIC A NMONYUCHHSA NIEKAPCTBCHHLIX MpenapaTtos (THAPOre/IH, OCHOBbI Ma3cH, IUICHOK,
pacTBOpOB, MHKPOKAICYJIhI).

A.3.7 Wagenus, WINTENbHO KOHTAKTHPYIOUIHE CO CNM3HCTHIMH 0GONIOYKaAMHK:

- CTOMAaToNoTHYeCKHE MaTepHanl (6a3uchl, 3y6, KOPOHKH, IIOMOHPOBOYHBIC Marepyanbl, LEMEHTH Ana GHK-
CalitM HECHEMHBIX NPOTE30B, NOBA3KH, NACThl, TVICHKU A% CIM3HCTONR pTa);

- KOHTAKTHBIC IHH3H;

- BHYTPMBarvHa/bHbiC U3ACNNS;

- JIETCKHE COCKM;

- TIPOUHE M3ACAHA.

Hanenus onocpeoBaHHOro KOHTaKTa Yepe3 IEKAPCTBCHHMBIC CPEACTRa:

- Tapa, ynakoBKa, YKyrNopKa JICKapCTBCHHBIX CPE/CTS;

- MarepHanbl, UCMONbL3YCMHBIC VIR NOAYYCHHS JICKApCTBCHHBIX MpenaparoB (THAPOreNH, OCHOBM Mascit, IUICHOK,
PacTBOpOB, MHKPOKANCYNhl);

- anmnaparypa s CTHMYISALIMMA QbIXaHHUS.

A.3.8 Haneans, KparkoBpeMEHHO KOHTaKTHPYIOUIHE CO CH3NCTHIMH 05OIOYKAMH:

- TMHCKOJIOTHYCCKHE, YPOIOTHYECKHE, CTOMATONIOrMYCCKHE HHCTPYMEHTH;

- HM30CNHUsS NS OPTONCAMH;

- Npe3¢pBaTHBHI;

- NepYyaTKH CMOTpOBBIE;

- HapKO3HO-AbiXaTelibHas anmaparypa;

- BHYTPMKHMLICYHLIC HHCTPYMCHTHI H YCTPONCTBA;

- 3HAOTpPaxealbHbIC 30HIHI;

- 3HIOCKOIHI;

- CTOMATONOTHYECKHE MaTepHanbl (CHENOYHbIC, MOACTUPOBOYHMIC);

- NOATY3HHMKHM, NMEACHKH;

- NPOYHC UIACTHUA.

A.3.9 Hanenns, AnvTENbHO KOHTAKTHPYIOWME ¢ KOXEH (HenospexaeHHoM):

- H3nenua s pHKCaUHH, HMMOGHIN3ALIMH TKaHe# ¥ OpraHoB (IUTacCTHIPH, TUICHKH, TICPEBA30OYHBIC MATCPHalhb,
3NaCTHYHHIE GMHTH U 1p.);

- H3ACNHA LI HapyXHOroO poTe3upoBaHMs (KOpCeThl, FHab3hl NMPOTE30B, NPOTE3hI);

- GonpHHUYHOC Genbe;

- ofexna s MeAWLUWHCKOrO NepcoHaa;

- NepYaTK AMArHOCTHYECKME, aHATOMUUYCCKHC, HATaIBYHHKH;

- Moue- M KaJIONPHEMHHKH;

~ 3JJIEKTpOAbl MOHHTOPOB,

- OYKOBbIC ONpaBhi;

- Kauncel, 6pacnernl.

A.3.9.1 Hanenus onocpenoBaHHOIO KOHTAKTa Yepe3 JICKAPCTBEHHBIC CPEACTBA:

- MaTepHasibi, HCIONbL3YEMbIC Uil MONYYCHHSA JICKAPCTBEHHBIX NpenaparoB (THAPOTENH, OCHOBM Ma3leli, TUICHOK,
PacTBOPOB).

A.3.10 Hagenus, KpaTKOBPEMEHHO KOHTaKTHPYIOLME C KOXEH (HEMOBpeXACHHOM):

- M3ACNUA NWYHONR FMIHCHB (THTMCHHYCCKNE NAKEeThi, BaTa, IPENIKH);

- 3/ICKTPOAM, AATYHKH;

- TIacTHi 3NCKTPOAHMIE;

- NpOYME M3IeNNA.
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IIPHIIOXEHHE b
(obs3amenvroe)

®OPMA M KOJIMYECTBO IPEJACTABJIAEMBIX OBPA3LIOB MEAMIIMHCKHMX H3AEIHH, MATEPHAJIOB

Ta6nuua b.1

Konnyectso 1 ¢popma npencranieHus o6pasiion

N 1A TUIOMOMPOBaHHA KOPHCBHIX Ka-
Hanos

1.4 HMapenns mis opTaibMOIOTHH:
- HHTPaOKYNSPHHC JIMH3bI

- BHYTPHMINIa3HBIC JIHH3BI

- CKJIEpOIUIACTHYECKHIt MaTepHa
- AHTHINIAYKOMATO3HLIC RPCHAXM

o cornacoBaHMIO ¢ 3aKa34YHKOM
ITo cornacoBaHHIO C 3aKa34YHKOM
Ilo cornacoBaHMIO C 3aKa3YHKOM
Io cornacoBaHHIO ¢ 3aKa3YHKOM

(He meHee 120 1)

He menee 30 wr.
He MeHee 10 wr.
He menee 40 wiT.
He menee 30 wir.

HanmeHoBaHHE H3aeHS, MaTepHana ANA MCNBTaluA Npumeyanne
Marepuan Waneme
! Wznenus, NOCTOSHHO WIH Mn-
TEJIbHO KOHTAKTHPYIOLHE C BHYTpEeHHEH
cpelloll opraHusMa
1.1 WMmianTHpyeMbic H3nenns CyMMapHOe KOJHYECTBO MarepMana m S wr. -
(xpoMe H3neNuik Ui cepAeUHO-COCYAH- | HAONPOTE3a, HeobXoquMoe ISl NpoBeae-
CTOH XMpYpruH ¥ ODTUILMOXHPYPTHH) |HHS CAaHMTAPHO-XHMHYECKHX H TOKCHKOJIO-
FMYECKMX HCNBTAHHWHA, pacCYMUTHIBAIOT, KakK
YKa3aHO HHXe:
m=m + my,
rie m; — Macca Marcpyana B BHAC LIWIHHI-
POB WIH TUIACTHHOK PasMEpOM
3 x 3 cM, 5 x5 cM, HeobxonrMas
Ul CAHHTaPHO-XHMHYCCKHX HC-
NHITAaHUH, T;
my = SM,
rac M — MakcMManbHHI pacxoa MaTepuana
SHIOMNPOTE3a JUIA OAHOTO NalHCH-
Ta, T;
m, — Macca MaTepyasia B BHAC BWIHHA-
POB WIH Tab/eTOK C 3aKPYyIICHHb-
MH KpasMM, HeobxoaviMasa Ans
TOKCHKOJIOTMYCCKMX HCHLITAHHA, T}
0,3
my= _.”BM,
rae 0,3 — macca 1aGoparopHOro XXHMBOTHO-
To, KT;
M — MakcMalIbHBIH pacxol MaTepH-
aj1a SHAONPOTE3a VI ONHOTO Na-
LIMCHTa, T;
70 — cpenras Macca Teiia YENIOBEKa, KT
1.2 Manenms ana cepacuHO-COCYIM- -
croit xMpyprum:
- MCKYCCTBCHHBC COCYAW (CHHTe- CymMapHas 1iowanb He MeHee S00 cm? -
THYCCcKHe H GMonornucckme)
- MarcpHaihl AN IUIACTHKH TKaHCH CymMmapHas ruiomianb He MeHee S00 cm? -
cepmua
- IpOTe3M KJaNaHOB ccpaua CymMapHas miomanb He MeHee 500 cm? 3 wr.
- MMIVIAHTHPYEMBIi  3NICKTpOKap- CymMapHas niomazb He McHee 500 cm? 3 wr.
IHMOCTHMYIATOP
- HMIVIAHTHPYCMBIC CTHMYJSTODBI CymMapHas ruiowanb He McHee 500 cm? 3 wr.
BHYTPCHHHX OpPTraHOB
1.3 Cromaronormueckme Marepma- Macca ne mMenee 1201 1 ynakoBka -
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HauMeHoBaHHe u3aenms, MaTepHana

Konnuectso # popma npeacraBicHHS o6paslos

VI8 UCNINITAHUA

Marepuan

Hsnemme

IMpumeya-
Hue

1.5 Hanenusa ans KOHTpaLCNUMH:
- BHYTPMMAaTOYHLIC CITHPaNH

1.6 HUsnenna mna coeavHeHMs M
CK/ICMBAHUS TKaHCH OpraHHU3Ma:

- KOCTHBIC LIEMEHTHI

- K/ieeBbie KOMNO3HLIMH

- Marepyanbl ANng NAACTHKH TKaHCEH
CKOOKH K CLIMBAIOLIMM alapaTaM

1.7 Mamma- 1 danno3Haonpore3n U
apyrie

1.8 H3nenus ans neyeGHHIX MaHUNY-
NAUWA:
- MMRNaHTHpyeMble KaTeTephl

2 Wsgenus (Marepuain), KpaTko-
BPECMCHHO KOHTaKTHPYIOLINE C BHYTPEH-~
Helt cpeaoi opraHu3Ma

2.1 Karerepn Bcex BHIOOB, 30HAbI,
6yxu, ApeHaXH, IIYHTbl, HAKOHEYHUKH

2.2 larumxu, aneKTpoan M AHMa-
FHOCTHYCCKOH M TepareBTHYCCKOM anna-
paTypbl

2.3 Xupypruueckne
Pa3NTUYHOTO Ha3HAYCHUSA

3 Hapenus (Marepuann), UIHTENbHO
KOHTaKTHPYIOLIHE C KPOBBIO U Tnmboit

3.1 KoHTeitHepbl ¥ eMKOCTH N5 Xpa-
HEHHUA KPOBH, €€ KOMMOHEHTOB, CyXHX K
XHIKHX KpoBe3aMeHHTeNeH

HHCTPYMEHTBI

3.2 OxcureHaTopbl, OHANM3aTOPHl C
KPOBONPOBOAALIMMH MarHCTPaISMH

3.3 CopGeHThl (reMo- ¥ HMMYHOCOD-
6CHTH, MHMMPOCOPOEHTDI)

3.4 YcrtpoiicTsa ang NoNyyYcHUs anu-
POTCHHOM BOABI /11 PACTBOPOB JICKAPCT-
BCHHBIX NPETIAPATOB

3.5 Marepuanbl 419 OYUCTKM IEKap-
CTBEHHBIX NpenaparoB (MOHOOOMEHHbIE,
¢GUnLTPOBaNbLHEIC)

3.6 Tapa, ynakoBKa NeKapCTBEHHBIX
CpCACTB:
- npobxn

- CMKOCTH

4 Wsgenusa (MaTepHanul), Kparko-
BPEMEHHO KOHTaKTHPYIOLLHE C KPOBbIO H
Mo

B BHIe TNpPOBONOKM, HAyWICH Ha
HIrOTORNCHHE HIACAWA, JHHOIM 5 M

CymmapHas nioitians He MecHee 500 om?

CymMapHas Tutoliaab He Menee 500 cm2

CymMapHas miowans He MeHee 500 cm?

CymmMapHast furoniaib He MeHee 500 cm?

CymMapHas ruiowiaib He MeHee 500 cm?

CymMapHas Tuiolianb He Mexec 400 cm?

CyMMapHas Tuiowans He Mexee 500 cm?

Konnuecrso, Heobxoaumoe
TPEXKPATHOIO NPUMEHCHMUS

CymmapHas ruiowanb He McHee 500 cm?

s

CymMapHas riowiaab He menee 500 cm?

200—-250 r
CymMmMmapHas rurowianb He McHee 500 cm?

He MeHee 25 wiT.

5 ynaxoBok
S ynakoBok

He MeHee 5 .
He meHee 5 wir.

He menee 10 wr.

He MeHnee 15 .

1 xommaexr

S wr.

15ur.+04VN,
rae N — xonuue-
CTBO HM3NENHH B
NapTHH, WIT.

3—8 uwr.

He meHee
10 xonoHok

Kon-
TeAHepH
JOJIXHB
6uiTh  3a-
NOJIHCHBI
AHUCTHN-
JIMpOBaH-
Ho# Boao¥M
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Ipodanxcenue mabauyw b.1

HanmeHosaHKe H3anemsi, MaTepuania

Konnuectso u ¢opMa npeacrasieHus obpasuos

ANA KCMBITAHUA

Marepuan

Hanenne

Mpumeva-
HHe

4.1 YcrpoKcrea 3KChy3IHOHHEIE,
TpaHChY3HOHHBIE H HHPY3IHOHHRIC:

- YCTPOHCTBA B3ATHA KPOBH

- ycrpolictBa U1l TIEpeNHBaHMA
KPOBH M JICKAPCTBCHHBIX pPacTBOpOB

- YCTPONCTBa I BIHBAHHA PacTBO-
poB

4.2 Maructpany KpoBONpOBOISILHE

4.3 Inpuuns:
- IUNPHUE MHBCKUMOHHHIC MHOIo-
Pa3oBOro NPUMCHCHHSA

- UMPHIN HWHBEKUMOHHLEC ORHO-
KPaTHOTO NPHUMCHEHMS, CTEPWIH3OBAH-
HH¢ Fa30BLM CrIOcoboM

- IMNPHIB HHBEKUHOHHHIC OIHO-
KpaTHOro NpHMCHCHMS, CTCPHIH3IOBaH-
Hbl¢ palHaHHOHHEIM crocoboM

4.4 McMmOpail ang  GWILTpaUMM
KPOBH H ec NpenapaToB

4.5 Katerepnl COCYAMCTHIC, OKKIO-
aepu

5 HWanenua (MaTepHanH), AMHTCIBHO

KOHTaKTHpYIOILIME C PaHEBOH MOBEpX-
HOCTBIO

5.1 loBHb# XMpypruyeckmit mare-
pHan (HUTH XMPYPIHYCCKHE, KETTYT)

5.2 IlepeBa3ouHbic, NPOTHBOOXKOTO-
Bhi¢, OPCHAXHHIC, BITHTHIBAIOLIMC MaTe-
pHan

5.3 CopGeHTH W1d NEYCHHs paH:

- TKaHEBhHIC

~ NOPOLIKOBHIC

5.4 IIpoTMBONPONACKHEBHE KPOBaTH
HNa «KJIHHHTPOH»

5.5 Iloarysuukn, neacHkH, moa-

K/laxHad KiIcCHKa

5.6 Tapa, ynaxoBka, yKynopka Jje-
KapCTBCHHHIX CPEACTB

CyMMapHas Tuiomans He Menee 500 cm?
CymMapHas riowianb He MeHee 500 cm?

CymMapHas TUiowans He MeHee 500 cm?

CyMMapHas Tuiolans He MeHee 500 cm?

CymMMapHas ruiotiazis He MeHee 500 cm?

CymMapHas ruiomam He MeHee 500 cm?

CyMMapHas JUIHHA He MCHee 8 M

CymmapHas niowiaab He MeHee 500 cm?

CymmapHas riowaap He McHee 500 cm?
10 Mn
1 xr cohep

CymMapHas ruiowah He MeHee 500 cm?

CwM. 3.6 Hacrosiel Tabnuusl

He menee 25 wr.
He Menee 25 wr.

He MeHee 25 wr.

He Menee 10 wr.

Komnyecteo
obpasiios » pac-
CYMTHIBAIOT 1O
¢dopmyne
_ 450
=y
rac 450 — obveM
BHITYDKKH, HeoOxo-
AMMBIH ans nipo-
BeACHNA TOK-
CHKONOTHYECKHX
M CaHWTapHO-XH-
MMYECKMX  HCNbl-
Tanui, cM3;

YV — HoMHManb-
HbIl o6peM
ONHOro IMMpHUA,
com?

n

475 wr,

450 wr.

He menee 10 wr.

He menee 15 wr.

Mo cornacosa-
HHIO C 3aKA34HKOM

Mo cornacosa-
HHIO C 3aKa3uu-
KOM

IMo cornacosa-
HHIO € 3aKA34HKOM
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HanmeHoBaHue uanenms, MaTepHaia

KonunuectBo ¥ dopMa npeactarneHns o6pasuos

U1 HCTIBITAHUSA

Marepuan

Hanenne

IMpumeua-
HHe

5.7 Marepuanni, UCNIONb3yeMbie s
NONYYCHUA NICKAPCTRBCHHLIX MPEnaparos:

- THAPOTeJiM, OCHOBBI Ma3ci

- NEKAPCTBEHHbIC TUICHKM, MMKpO-
Kancyivl npenaparos

6 Hanenua (Marepuannl), Kparko-
BPEMEHHO KOHTAKTHPYIOUIME C pPaHeBO#
NMOBEPXHOCTHIO

6.1 TexcrunbHpie ¥ IICHOUMHBIE Ma-
TEpUANbl, NPHMCHACMBIC NIPH ONEPATHB-
HbiX BMCILATENLCTBAX M JNS OKA3aHMA
NnepBoil NOMOIIHM

6.2 CroMmaronornueckue JeyeOHble
NOBA3KM

6.3 IlepyaTKu XMpPYprHyYecKmue

6.4 Usnenns onocpecAOBAHHOrO KOH-
TaKTa 4yepe3 NCKapCTBCHHBIE CPEACTBa:

- Tapa, ynakoBKa, YKYNOpKa JieKap-
CTBEHHLIX CPEJICTB

- TUICHKH

6.5 Marepuansl, Hcronb3yeMbe ang
MONYYEHUS NEKAPCTBCHHBIX MPenapaTos:

- THOPOTreJIW, OCHOBbI Ma3seit, Iuie-
HOK, PacTBOPOB, MHUKPOKAICY/Ibl

7 Wsnenns (Marepranbt), UINTENbHO
KOHTaxXTHPYIOLIUE CO CIU3HUCTHIMH 000-
JIOYKaMM

7.1 CroMaToNornyecKmue MaTepHabi:
- 6a3ucHbie

- 3y6bi, KOPOHKH 3yOHble
- alre3vBbl, FTCPMCTHKH

- 1IoMO6MpOBOUHbIE
- NOAKJIARKHM K Gasucam

- 3alUHWTHBLIC N1aKH

7.2 Hapenus nns ohTanbMONOTHHK:
- KOHTAaKTHBIE JTUH3bI

7.3 BHyTpHBaruHanbHbic U3LENHUSA:
- Anadparmol

- KOJNMayky

- TaMIOHBI

7.4 [leTckue cockM

7.5 Annaparypa AN CTHMYJIALMH
JIbIXaHHsl

S0r
CymMaphan nnowas He MeHee 500 cM?

CymMapHas Tiomaib He McHee 500 cm?

20-xpaTHOE KONMYECTBO  0OOpa3los,

NPEAHA3HAYCHHBIX [UIS1 ONHONO NaUMEHTa Ha
KYPC NeYeHHs

CMm. 3.6 HacTosmelt Tabnuum

CymMapHas riomaab He MeHee 500 cm?

50 r wm )
CyMMapHas ruiowaab He mcHee 500 cM

Macca He MeHee 250 r

Macca He MeHee 40
Macca He MeHee 125 1
Macca He MeHee 250 r

Macca He MeHee 30 1

CyMMapHas muomaab He MeHee 500 cm?
CyMMapHasi Iiouiab He MeHee 500 cm?
CyMmapHas Iuioilaib He MeHee S00 cm?

CymMapHas riowiaab He MeHee 500 cm?

KonuuecTBo
CAMHBH HIACINA
CyMMapHoi
TUIOLIAADBIO
MeHee 500 cm?

HE

Konnuecrso
COMHHL M3OCAusA
110 COT/IaCOBAHUIO
C 3aKa3YuKOM

15 nap

1 ynakoBka
(He MeHee 250 1)
32 wr.

1 ynakoBka
(He MeHee 40 1)
1 ynakoBka
(He MeHee 125 1)
1 ynaxoBka
(He MeHee 250 1)
1 ynakoska
(He McHee 30 1)

30 wr.

He Menee 25 mr.
He Menee 25 wr.
He menee 60 wir.

He MeHee 25 wir.

3 wr.
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Tpodonxncenue mabauyn b.1

Konnyecrso 1 dopma npencranieHns o6pa3uos

8 Wznenna (MarepHannl), Kparko-
BPEMCHHO KOHTAKTHPYIOLLHE CO CITH3HC-
THIMH 05O0JIONKaMH

8.1 MHCTpYMEHTH YPONOTHYECKHE,
TMHEKOIOTHYECKHE, CTOMATOIOTMYCCKHE

8.2 BHYTDHNIONOCTHHE HHCTPYMEH-
TH H YCTPOHCTBa (3HIAOTPAXCalbHbIC
30HIN, YHAOCKOIIH)

8.3 HapxosHo-apixaTe/bHas anmnapa-
Typa

8.4 PasHbic H3nenua:

- CIPHHUOBKH

- KDYXKM DcMapxa

- M3ACNHA RNR OPTOTICAUH
- MHIAMTOpH

- CNCMOYHbIC MaTCPHANIHE

- Npe3epBaTUBH
- CEKC-CTHMYNATOPH

- IICpYaTKH CMOTPOBbIC

10

Bun NpeaCTaBNCHHA obpasuos
COrJIaCOBHIBACTCA CO CrICLHHAJIKCTAMH,
NPOBOASIIKMH HCNBITAHHSA

CymMmapHas riouiazh He McHee 500 om?

Macc; 250r

CMECh M3 CHCTEMB
B Konunyectse 20
M BO3OYyX HWIH
KHcnopon s
KoHTponst — 20 i
(B e«xmcnopoaHoh
TIOAYHLIKE»)

S wr.

5 wr.

| npubop ¢
TCXHHYECKHM ONK-
caHueM. Moaynn
HENOCPEACTBCH-
HOTO M omnocpeno-
BaHHOTO KOHTaKTa
C OpPraHM3MOM:

- MAacku, BO3-
AYyXOBOAHW — 1O
3 wir. Kaxani#

- AbIXATCIIbHAN
cMech, npouien-
as 4epe3 anma-
par,—20 1 B
<«KUCROPOHOM No-
AYUIKC»

- BO3AYWHas
CMECh WIH KHMCJIO-
pol B KauyecTBe
XOHTpONna —20 n B
«KHCNOpPOAHOMN

NOQYLIKC»

5 wr.
2 wr.
2 mrT.

1 ynaxoBxa
(He McHee 250 1)
He menee 25 wr.
Konuuyecrtso eau-
HHU M3AC/IHA N0
COINIaCOBaHHIO ¢

3aKa34NKOM

He MeHee 15 nap

HauMeHOBaHHE HaNe/MA, MATepHANA AN1A HCTILITARKA npz’::“'
Marepuan Hanenne
7.6 I'mnep6apnyeckue CHCTCMHI, Marepuaninl, KOHTakTHpYIOUHE C dotorpadus -
HeoHaTa/IbHhic HHKYOaTOphi BO3AYLIHON cpenol H KOXHBIMH NOKPOBa- |M3AeNHnA, OINHca-
MM YC/IOBCKa CYMMApHOM IUIolianblo HC|HHE YIIOB CHCTe-
MeHee 500 cm? MH. Boanymsas




Oxonyanue mabauyw b.1

TOCT P 5114898

Konwnuectso u ¢popma fipeactanienus o6pastion

Hauucnosauue H3acauga, MaTepuana AT HCRHTaHUS ﬂp:l{:::qa—
Marepnan Nanenune
9 Wanenns (Marepuaibl), IVIMTCRbHO
KOHTAKTHPYIOIIM¢ C HEMOBPEXICHHOMN
KOXen
9.1 Usnenus (MaTepuHannl) mna GHK- CymMapHas TUloliab He MeHee 500 cM2 KonnuecrBo —_
caunu, “MMoOMAN3aLIMK TKaHel u opra- CIMHULL H3acaus
HOB (IUIacTbIpH, NNEHKH, NEPEBA3OUHbBIC Mo COrJIaCOBaHMIO
MaTepuanbl, GUHTH IIACTUYHBIE) C 33Ka34YMKOM
9.2 Wsnenusa s HapyXHOTO NpoTe-
3UPOBaAHHA:
- KOpCeThl, THAbL3bl TNPOTE30B, NpO- CymMapHas niowaab He MeHee 500 cm2 1 nanenue Ipu
Te3bl U Ap. Heobxo-
JHMOCTH
OTHENb-
HBHIE KOM-
NOHECHTH
peuen-
TYypH
9.3 Pa3Hnie u3nenus: —
- MEPYaTKH AMArHOCTHYECKHE, aHa- — 15 nap
TOMHYECKHE
- HanalmbYHHUKH — 20 mirT.
- OYKOBbIC JIKNH3HI CymMapHas ruiomans He MeHee S00 cm? 5 nuH3
- OYKOBbIC OfNpaBbl — 10 wr.
- GonbHHYHOCE Genbe CymMapHas miomanb He MeHee 500 cm? 1 xoMruiexT
- oJexla Uid MeanepcoHana CymMapHas mioltans He MeHee 500 cm? 1 xoMIUIeKT
- TIOATY3HMKH, NEJEHKH CyMmMmapHas ruiolanb He MeHee 500 cm? 10 wT.
- XHpypruueckoe 6enbe CymMapHasi fiotuanb He MeHee 500 cm? 10 wr.
- MoOYe- M KaJlONPpHEMHHUKH CymMapHas nowazab He MeHee 500 cm? 10 wr.
9.4 Tlpoune uanenus (Marepuansl): —
- Marpaubl, Ne4yeOHbie onesna CymMapHas ruiowanb He MeHee 500 cm? ! wr.
- CJyXOBble anmnaparbi CyMMapHasi riolanb He MeHee 500 cMm2 5 wr.
- NMOKPHTHS MeAMUMHCKOH Mebenw, CyMMapHas rutowans He MeHee 500 cm? - ®dororpa-
obopylnoBaHHus obus
H3nenus
- KPackH, NIaK, MU B BMAE nnacTHHOK M3 MaTepHaia -—
H3eM ¢ HAHECCHHHIM Ha o0e¢ CTOPOHH
NMOKPbITUEM CYMMApHOH IUIOUIAAbLIO HeE
MeHee 300 cM2. Pasmep mnacTuHky He Gonee
3x10cMm
10 HUsnenna (MaTepuanm), Kparko- -
BPCMEHHO KOHTAKTHPYIOLlME C HEno-
BPEXICHHOW KOXeii:
- NAacTbi 3/IEKTPOAHbIC 50r —
- FPEAKM, XIyThi CymmapHas ruiowanb He MeHee 500 cm? 3 wr.
- TMTHEHHYCCKHE MAKETH CymmapHas riowaab He MeHee 500 cm? 20 wr.
- yCTpoiicTBa, NPHUOOPHI ANArHOCTH- CymMapHas ruiowans He MeHee S00 cm? 1 xoMmnexT
yeckue, eyeOHble JaTYHKH, JICKTPOAbI
u 1p.
- Maccaxephbl, alLIMKaTophbi CymMapHas ruiowwanb He MeHee 500 cm? 1 XxoMmnexr
annapara
- PEHTTeHO3aUIHTHbIC H3aCaHd CymMapHas niowanb He MeHee 500 cm? 1 nanenue

IIpumMeuaHne — Bo Bcex cnyyasnx, rae ykasniBaercs NpeAcTaBicHHe o6pa3LioB ¥ B BHAE MaTepHana, ¥ B BUIE
nagenns, GopMa NnpeacTaBieHus COIIaCOBBLIBAETCA C 3aKAa3YUKOM
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ITPHJIOXEHHE B
(pexomerdyemoe)

Qopma 3aKITOUCHUS

YTBEPXIAIO

PykoBoaNTENb OPraHM3aLUH,
NpoBoRAllcH HCNKTAHNS

« » 199 r

SAK/TIOYEHME

0 TOKCHKOJIOIAIECKRX, CRHHTAPHO-XHMHYECKHX HCIBITAHMAX, HCOMTAHHAX K& NHPOTCHHOCTS, CTEPLILHOCTS
Ne.... OT ..... 199 r

HanMeHoBaHHe u3nenus (MaTepuana):

MapKa WK YCJIOBHbIH WHGp Hanenus (MaTepHana), oboaHaueHne HI

HasHayeHue u3nenus win Mar¢pHana:

By KOHTaKTa ¢ OpraHM3MOM:

IMpuunna HCNBITAaHHH:

Hanenne (Marepuan) NpeaCTaRACHO Ha HCMIBITAHHA

HAMMECHOBAHHC

OpraHH3aLMH JasaBHTENS

HcrioitaHna npoBeicHH Ha OCHOBaHHH

HAHMCHOBAHHE,

HOMED, 1aTa IOKyMCHTa

Hcnnitanns nposeacHbl B COOTBETCTBHH € (YKa3biBalOT HOMEpa ¥ HAWMCHOBaHMA CTAHAAPTOB M APYTHX HOPMaTHB-
HbIX NOKYMCHTOB):

B.1 HanmeHoBaHHA NpUMCEHACMBIX MaTepHanoB, Homep HII Ha HHX WM peUenTYPHBII cocTas, Crocob crepuin3a-
HMH H3OCIHSA:

B.2 Kparkoe n3noxeHue pe3y/ibTaToB HCNHITAHHM
B.2.1 Pe3synbraThi CRHUTaPHO-XMMHYCCKHX HCNBITAHMH:

B.2.2 Pe3ynbTaTel TOKCHKOJIOTHYECKHMX HCMBLITAHHI:

B.2.3 CrepwisHocTb:

B.2.4 ITuporeHHocTs:

12
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B.3 BbiBoabl NO pe3yabTaTaM HCNbITAHHR:

3axkmouenne:

HAUMCHOBAHHUC HIACHUA WK MaTepHasia

ana

Ha3Ha4YCHHEC H3ACTIHA WIH MaTcpHana

___PEKOMEHAYETCH K npuMEHEHHIO NO Ha3HAYCHMIO MO NOKa3aTeNo
___ TOKCHYHOCTH, ____ CTCPHABLHOCTH, ___ MHPOrCHHOCTH

HcnonHuTenu nenbiTaHuit:

IOSDKHOCTD NMYHast NOANMCH pacurKpoBKa NOANKCH

PyxoBoAuTENDb NOAPA3ACIICHNA, NPOBOAALIETr0 TOKCHKONOIMYCCKME HCNIBITAHUA ¥ MCCNCAOBAHMA MaTCPHANoB U
H3ACNAKN MEARUMHCKOrO Ha3HaYeHUs

NHYKas NOAMMCH paciinpoBKa NOMMCH

13
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ITIPH/IOXEHHE T
(pexomendyemoe)

®opma nporokona

HCIBITATEIIBHAA JJABOPATOPUA

ajgpec:

JIucr 1
Bcero ancros
TonxoMouns or Foccrannapra Poccuu VYTBEPXIAIO
ATTecTaTr aKKpeIHTallHH Pyxosoantenb HcnuitarenbHoit
I Ne: n1abopaTopHu
« » 199 r.
M.IL
ITPOTOKOJI

TOKCHKOJIOTHYECKUX, CAHUTAPHO-XUMHYECKHX HCITBITAHNNA,
HMCHBITAHHH HA CTEPWIBHOCTD, IINPOTEHHOCTD MEIMLMHCKHX
U3NEJTNNA (MATEPHAJIOB), YCI'AHABJIPIBA]O“.IKX WX XHMHYECKYIO U
BHOJOIH4YECKYIO BE3OIIACHOCTD

Ne ot 199 r

HamnMmeHoBaHHe uanennsa (MarepHaia):

HI Ha nanenue:

obosHayeHue HI

MapkupoBka Ha H3ACTTHM:

Hsrotosurens:

Azpec H3TOTOBHTEA:

3agBHTEND:

AKT or6opa 0bpa3loB:

Hcnmranng npoBelicHH B COOTBETCTBHH C (YKa3nBalOT HOMEpa M HAMMCHOBAHHSA CTaHAApPTOB M APYTMX HOPMAaTHB-
HBIX JOKYMEHTOB):

YcnoBus NpoBeicHHA HCMIBITAHHI (TEMIICpaTypa BO3yXa, OTHOCHTENbHAA BIAXHOCTb, aTMOC(hEPHOE NaB/ICHHE B 110~
meweHnd HcnmrarensHoit n1aGoparopum)

T.1 TPOBEPAEMBIE NOKA3ATEJIH K HCIOJIb3YEMBIE CPEJICTBA MCTILITAHUH

HaumeHoBaHKe noka3arens CpeacTso HenbiTaHus

- CaHMTapHO-XMMHYECKHE:
! ToxcHKonormyeckHe:

‘ e

: CTepuIbHOCTD

¢ [InporeHHoCTHL
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I.2 PE3VJIbTATBI UCTILITAHMNA

I'OCT P 51148—98

HanmeHoBaHKe noKa3atens

Jonyctiumoe 3HayeHue

Pe3ynbraTht HCILITAHKH

BuiBoabi

CaHHTapHO-XMMHUYECKHE:

. . .

Tokcukonoruyeckue:

CTepHIbLHOCTD

IuporenHocTb

3AKJIIOMEHHE

HAUMCHOBaHHUC HU3AC/IHA

... TOKCHYHO, ... CTCPUJILHO, ... TNPOTEHHO,; ... 06/1a1acT MECTHOPA3APaXKAIOIUMM H CCHCHOMNH3UPYIOINM ACACTBM-
€M, ... COOTBETCTBYET TPeGOBAHHAM HOPMATUBHBIX JOKYMEHTOB.

Hcnonuureny McnwTaHUA:

DO/DKHOCTb

JIKYHAas MOANKUCH

OTBETCTBEHHbIC 32 HCTIBITAHUSA:

ROLDKHOCTD

JIKYHaA NOANHKCH

paciun@poBKa NOANHCH

pacliHdbpoBKa NMOLNHCH

ITPHIOXEHHE
(ungopmayuonroe)

BUBJIHOTPA®HA

{1} C60opHMK METOAMYECKMX PEKOMCHIALMI 1O OLEHKE GHOCOBMECTHMBIX CBOWCTB MCKYCCTBEHHBIX MaTepHAlIOB,
KOHTAaKTHPYIOLLMX ¢ KpoBblo, Mocksa, 1991 r.

{2] C6opHuK PYKOBOASIILIMX METOAUYECKHX MATEPHAOB MO TOKCHKONOrO-THFHEHHYECKUM MCC/IENOBAHUAM TONH-

MEpHBIX MaTepUanoB M HU3IENHI Ha X OCHOBE MEIMLIMHCKOTO HasHaueHus. Mocksa, 1987 r.

[3] MeToanueckue yKa3saHHA MO CAHUTAPHO-TMTHEHHYECKOH OLEHKE PE3HHOBBIX M JIATEKCHHIX H3ACNHA MCAHLIMH~
CKOro Ha3Ha4yeHWs, Mocksa, 1988 r.
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