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FOCYAAPCTBEHHBINA CTAHAAPT POCCHHUCKON ®EJNEPAIINNA

U3AEINA MEAJUIIMHCKHE

TpeGoBaHHA K 00pa3uaM H JOKYMEHTALHH, NPEeACTaRIAEMbIM HR TOKCHKOJIOTHYECKHE,
CAHMTAPHO-XHMHYECKHE HCNbITAHHSA, HCMLITAHHSA HA CTePHWILHOCTDL H NMHPOreHHOCTD

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

NaTa ssencHus 1999—01—01

1 OBJIACTb IPUMEHEHNA

Hacrosiluuyii cravaapT ycTaHaBRINBaeT TpeOoBaHUA K IOKYMEHTALIMM U oOpa3luiaM MEAMIIMHCKUX H3NCIUH
(MatepuanaMm), NMpeACTaBIsieMbIM OPraHM3aLUAMH U YYPEXICHUSAMH Ha TOKCHKOJIOTHYECKHE, CAHUTApHO-XH~
MUYECKHUE HMCTBITAHUS, UCTIBITAHUSA Ha CTEPWIbHOCTb U MHPOrEHHOCTDb (ajiee — MCINBITAHUS ).

HUcnpiTaHusIM MOILIEXAT:

- Marepuaibl OTEYECTBEHHOro M 3apybeXXHOro NMpoHM3BOACTBA, NpearoJaracMble K NMPHMEHEHHIO B
MEIULIMHCKUX U3aeausaX (Ha 3Tane, npeallecTBYIOLIEM pa3paboTke U3LE/Ius);

- BHOBb pa3paboTaHHbie WJIH BIepBble nocrasasieMble B Poccuio MEAULIMHCKHUE U3IEAHsl, B TOM
YHCJ€ U3rOTOBJICHHbBIEC H3 MATEPHAJIOB, IPHMEHSAEMbBIX pAHEE B AHAJTOTHYHBIX HIH APYTHX MEAHLIIHHCKHX
HU3IEUsIX;

- MEIUULUMHCKHE M3NENINA, BOLUSALIHWEe B HOMEHKIATypy NpPOAYKLHUU, TIomaexaiien obsizaresnbHOH
cepTUdUKALIUH.

2 OINPENEJIEHUA

B HacTosilieM CTaHAApTe NMPUMEHSIIOT CJEAYIOLLME TEPMUHDBI ¢ COOTBECTCTBYIOILLIMMM ONpENCHICHUSIMU.

MeauuHHCKHE H3AeaHs — Joboi npubop, annapar, YCTPOUCTBO, NMPUCIIOCODACHHE, MAaTepHal, HUC-
MoJib3yeMble U30JUPOBAHHO JHO0O B KOMOMHALIMM (C NeKAPCTBEHHLIMH CpeACTBAMH, MpOrpaMMHBIM 00¢eC-
neyeHWeM Y T.1.), KOHTAKTUPYIOLUHUE HEMOCPEACTBEHHO WM OIOCPENOBAaHHO C OPraHM3MOM YEJIOBEKA U
npeaHa3HaYeHHbIe LI MPUMEHEHHUS B MEAULMHCKUX Leasix. MeaMUHUHCKUE M3AENUsT BKIIOYAIOT TaKXKE
NMOHSITUE U3LCIUNA YU MATEPHANIOB CTOMATOJIOTMYECKOro Ha3HAYEeHHS.

IpumeuanHue — Iloa marepHanaMH B HacToAUIEM CTaHAApPTE NMOHHMAIOT NOAHUMEPHBIC, KEpaMH4eCKHe, TCKC-
TWIbHbIE MaTepHabl, a TAKXKE METAJUIbI M CIUVIaBbl; CTEKJIO; MaTepHaibl H3 6MOJIOTMYECKMX TKaHeH, pe3HHbl, JTATEKCHI,
Oymaru; KpacMTeNH, IaKH, SMaIH, KIeH M Ap., KOTOpbiC NPHMEHSAIOT U1 U3rOTORNCHUS MEIMUMHCKHX H3ICTHMN.

TOKCHKOJIOrHYeCKHe HCMBITAHUA® — HUCTBITAHUS, [IPOBOJMUMBIC C LEJBIO BHIABJICHUS BPEAHOTO,
TOKCHUYECKOIo JEHCTBUS MAaTEPHAJIOB U U3AeNHU Ha opraHu3M, oOyCHAOBJIIEHHOIo XUMHYeCKUM daK-
TOPOM. |

CaHMTAPHO-XHMMHYECKHEe HCIILITAHUA — UCIHbITAHUA, ITPOBOAUMDBIC C UEJIBIO ONpeaceH!Us: ¢ MOMOLIBIO
MHTErpajbHbIX MMOKA3aTe/NEH CYMMapHOro KOJX4YECTBA MUTPHPYIOLLIMX U3 M3ACJIHUH U MATCPHAJIOB XUMHUEC-
KMX COCIMHEHHM, a TAKXKE MHAUBUAYAIbHBIX MOTEHLUHMANBHO OMACHBIX XUMUYECKUX areHToB. CaHUTApHO~
XUMUYECKUE UCTIBITAHUSA ABJSIIOTCA COCTABHOH 4YACThIO TOKCUKOJIOTHYECKUX MCINBITAHUM.

HcnbiTanua Ha CTEPHILHOCTD — MPOBEPKA OTCYTCTBUS XU3HECTOCOOHBIX MUKPOOOB B CTEpUIIN30BAH-~
HbIX MEAULIMHCKUX U3IETTHUSX.

HMcnbiTanua Ha NHPOreHHOCTh — NMPOBEPKA OTCYTCTBUSA B MEAULIMHCKHUX U3NEJIUAX MPOAYKTOB MeTabo-
JIK3Ma MUKpOOOB, BbI3bIBAIOILIKX Y YEJOBEKA [MOBBLILLICHHE TeMIIepaTyph! Tenaa.

* B TOM yuche UCNbITAHUA Ha reMOCOBMECTHMOCTDb — BhIABIIEHHE OTpHUATENbHBIX OHoJIorHueckux 3ddeKToB
FIpU KOHTAKTE U3ACIUSt ¢ KpoBLiO |1].

Hananne odpuunaabHoe
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3 OBIIME ITOJOXEHHUSA OF OPTAHU3AIIMU UCHTBITAHNN MEIULIMHCKHX
HU3IEJIUNA (MATEPHUAJIOB)

3.1 HUcnbiTaHus u3nenauii (MaTepHanoB) OCYILECTRISIOT CIELUATMCTDI, UMEIOILUE CIIELIMANIBHYIO 10 -
FOTOBKY M OINBIT B ODJACTH CAHWUTAPHO-XUMUYECKON, TOKCHKOJOTHYECKOH H OHOJIOTHYECKOH OLIEHOK
MEeOULMHCKHUX U3eJIUl, clmocoOOHbIE TPUHUMATD PEIUICHHUS C YYETOM JOCTOUHCTB M HEJOCTATKOB Pa3JIMYHBbIX
MaTEpPHAIOB, COBPEMEHHBIX METOIOB HCCIEROBAHUI, HHPOPMALIMH, MOJYYEeHHONU M3 JIMTEPATypbl H Npen-
LLIECTBYIOLLETO OMNBITA.

3.2 IporpaMMy MCTIBITAHHI MEOIULIMHCKUX U3IENHIA (MAaTEpHaANoOB) COCTARIAIOT CMELNAIUCTLI, NPO-
BOIALIIME UCIIBITAHUS; ITporpaMMa OIpPEAeIAETCA XapaKTepoOM U NPONO/IXUTEIBHOCTBIO KOHTAKTa U3AEAUS
C OPraHU3MOM 4YeJOBEKa, XMMMYECKON MpUpONONA MAaTepHasioB, TEXHOJIOTHMEH H3TOTOBJIEHHUS M3ACIHH,
CIOCOOOM CTEPWIN3ALMH H3neaus [2, 3).

Kareropun MEAHUMHCKHX HU3ACAUIR, ONPENCASIEMBIE XapaKTEPOM H MPOAODKUTENBHOCTBIO HX KOHTAK-~
Ta C OpraHM3MOM 4YeJIOBeKa, NMPUBEAEHBI B IPWIOXEHUH A.

3.3 Hcnbitadust NMpoBOOSIT B COOTBETCTBHHU C TPeOOBAHUSIMM MEXIYHAPOAHBIX K OTEYECTBEHHBIX
CTaHNApPTOB, & TaKkKe APYTHX HOpMATUBHBIX JOKYMEHTOB [1, 2, 3].

3.4 B ciyyae U3MEHEHHS MaTepHaNOB U3AECIUS, TEXHOJOIHKH HU3roTOBJICHUSI, METOAA CTEPWIN3ALIUH,
YIIAaKOBKHM, Ha3HAYE€HUS U3NECJIUA HEOOXOAUMO MpOoBEACHUE MTOBTOPHbBIX MCMNbITAHHH.

4 TPEBOBAHHUA K JOKYMEHTAIIMHA U OBPA3LIAM, IIPEACTABIAEMbIM
HA UCIIbITAHNA

s npoBeaeRUA MCIBITAHUH MEAHLIHMHCKHUX U3ACAHM NOJDKHBI ObITh NPEACTABJCHDI:

- COINPOBOIUTEJbHOE MUCHMO ¢ HHpOopMaLHKel 00 H3ieTUH;

- JOKYMEHTALIHs;

- 0o0pa3Lbl U3OETUS.

JUis npoBeaeHUs1 HCTIBITAHUH MEMULIMHCKHMX U3eJHII UHOCTPAHHOTO MpOU3BOACTBA HHPOPMALIKIO 06
MU3IEIUM U JOKYMEHTALHIO IPEACTABIAIOT HA PYCCKOM SA3BIKE.

4.1 JInda npoBedCHUS MCNbITAHMN U3IENUSl, BHOBb pa3pabotaHHoro B Poccuu WM BIiepBbIE MOCTaB-
aseMoro B PoccHio, NpeacTaBiIsioT CAEAYIOLYyI0 MHHPOPMALIMIO H JOKYMEHTALIHIO.

4.1.1 Jlnga npoBeneHUs1 UCNBITAHUIN U3JENHSA, BHOBb pa3paboTtaHHOro B Poccuu, npeacraBisiior:

- HaMMEHOBAHUE U3IEJIHSL;

- HAHMCHOBAHHE INPEANIPHATHA — pa3pabOTYHKA H IPEANPHATHS — H3TOTOBUTESI U3NCTHS;

- HA3HA4YeHHe U obysacTb NMPpHMMEHEHUS HM3IENIUA C YKa3aHHeM XapakTepa U MaKCUMAaJIbHOM TpoaoJi-
XHUTEJbHOCTH KOHTAKTa C OPraHU3MOM 4Y€JI0BEKA (€CJIM HaZieJIHE CIIOXHOE, XapaKTep KOHTAKTa J0J/KEH ObITh
YKa3aH it KaxIol JeTalid, y3na);

- NEpeYEHb ACTAICH, Y3JI0B, BXOOSILHMX B COCTAB H3AEJUsA, MATEPHAIOB, U3 KOTOPbIX OHH HU3rOTOBJIC-
Hbl, C YKa3aHHEM HOPMATHBHBIX JoKYMeHTOB (Hasee — HJl) Ha MaTepHabl;

- (papMaKoIEHHYIO CTAaThIO WIH €€ KOIHIO Ha JIEKAPCTBEHHbBIC X00aBKH B Ciay4yae NMPUMEHEHHUS MX B
COCTaBE U3IEJIMSL;

- METOJ CTEpWIN3ALUMH WIH Ie3HHPEKIIUH C YKA3aHHEM peXXMMOB (B COOTBETCTBHUH C AeicTByroiueit H1);

- CBelleHHs 00 YIaKoBKe MaTepHasia, U3lesus: HaHMeHOBaHHEe yaKOBOYHBIX Matepyanos, H/L Ha HuUX;

- HHCTPYKUHIO (ITpOEKT HHCTPYKLHH) [0 NMPHUMEHEHHIO MEAHLIHHCKOIO H3AEaAUA,;

- MHCTPYKLMIO NO NPUTrCTOBIEHUIO MAaTEPHAIOB TUMA MacTa-racrta, Nnacra-XxXuiKocCTb;

- CcepTH(HKAT U3rOTOBHUTE/ISI HA METAJUIbI, CIUTABbl, KEPAMHKY B CJIy4ae UX IPUMEHEHHUA.

4.1.2 1nda nposeAeHUs UCNBITAHUN M3NCAUS WHOCTPAHHOrOo INMpPOU3BOACTBA, BIEPBbIC BBO3UMOIO B
PoccHio, npencraBisior:

- HaUMEHOBaHHE (PUPMBI U CTPAHbI-U3rTOTOBUTEIA;

- HAaUMEHOBAaHHE OPraHM3aLMUU, NPEACTABASIOLIEH H3AEeNHEe Ha UCTIBITAHMS,

- HHIOPMALIMIO ¥ JOKYMEHTALMIO IO NepeyHio 4.1.1.

4.2 Kpome maHHBbIX, NpHBeNeHHLIX B 4.1, B 3aBUCHMOCTH OT MaTepuasa, MPpUMEHEHHOTO ISl U3ro-
TOBJICHHA HM3AENHA WIH NpeaAnojaraéMoro K NpMMEHEHHIO B MEIHLMHCKUX H3OCIUAX, NMPEACTABIAIOT
CIeaYIOLYI0O HHPOPMALIMIO H JOKYMEHTALIHIO:

- KpaTKoe ONMHCaHMe TEXHOJIOTHH. HU3rOTOBACHHUS M3AeNUs (MaTepuaia) ¢ YKa3aHUEM TEeXHOJoruyec-
KMX 100aBOK, UX KOJIMYECTB U TEMIIEPATYPHBIX PEXHMOB NnepepaboTKu (IpH HEOOXOOUMOCTH);

- XMMHYECKMi cOCTaB (peuenTypa, XuMHyeckue (PpopMyJbl HHIPEAUEHTOB, UX KOJIMYECTBA B peLer-
Type ¥ H/l Ha HUX) AN HOBBIX MaTePHANIOB,;

- XapaKTEepPUCTHKA XUMHYECKHUX M PH3KUKO-XHMMHYECKHX CBOMCTB MarepHaioB (Crocod mnojJy4yeHus,
MOJIEKYJIApHAs MacCa, HUITHYHUE PeaKLIMOHHOCIOCOOHBIX IPYIII, IJIOTHOCTDb, PACTBOPHMOCTD M IP.) B C/Iyyae
MpeaCTaBJICHHUS HOBBIX MaTepHAIOB.
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4.3 Jlns npoBeAeHUS UCIIBITAHUH MEAULIMHCKUX W3NEIHM, NoMIexXallux obszarejbHol cepTuduka-
1IUM, TIPEACTARISIOT CACAYIOUYI0 UHPOPMALHIO U JOKYMEHTALHIO:

- HAaUMEHOBAaHWE N3neaust (Marepuana);

- HauMEHOBaHHE OpraHM3alMH, NPEACTABISIOIEH U3eHE Ha UCTTIbITAHUA (Hafiee — 3asiBUTENb);

- HauMeHOBaHHE CTpaHbl, PHPMBbI, OpraHU3aLMy — U3ITOTOBUTENA U3LAEIIHSA,

- HA ua uzgenue (F'OCT, OCT u ap.) npu npeacraBieHUU U3AEAHH 0TEYECTBEHHOIO NMPOU3BOACTBA.

[Ipu HeoOXxoOAUMOCTH OpraHu3aLius, NMpeacTaB/isIoLast u3zeaue Ha UCIIBITAHHA, ZOJIKHA ITO 3aMpocy
OpraHM3aliuy, NPOBOASIIENA TOKCHKOJOTUYECKHE UCNBITAHMSA, MPEACTABUTL U APYryi0o HHGOpMaALKIO, He-
0OXOONMYIO VIS X NMPOBEHCHUA.

44 TpeboBaHuUus K obOpasuam

4.4.1 OOpa3ubl U3REAUIA NPENCTABIKIOT HA MCNBITAHUS B KOJMMYECTBE, yKa3aHHOM B TabGnuue b.l
npunoxeHus b. Usgenusi, He BouleaiIne B yKazaHHyIO Tabauly, NpeacTaBasioT Ha UCTIBITAHUA B KOJIMYE-
CTBE, COrJlaCOBAaHHOM C OpraHu3allMe’, NpoOBOAALWIENA UCIIBITAHHA.

4.4.2 O0pas3upl NMpeaACTaBAIOT B BUIAE N'OTOBOIO K NPHMCEHEHHIO U3AEIHA, YTAKOBAHHbBIC C 3TUKETKOH,
Ha KOTOPOM JOJXKHBI ObIThb YKa3aHbl HAUMEHOBAHHE U3IC/IUA, HAUMEHOBAHUE OpraHU3aLMH-U3rOTOBUTEJIA,
NaTa U3TOTORJIEHUA.

4.4.3 O6pa3upl U3AeAUNR OJHOKPATHOrO NMpUMEHEeHHs1, BbIITYCKAeMbI€ B CTEPWILHOM BUIE, NMpecTaB-
JSIOT HA UCMIBbITAHUSA B YITAKOBAHHOM BHMIE, FOTOBOM K INpHMeHeHHI0. Ha 3THKeTKe, KpoMe BhillieNepednc-
JIEHHOrO, NJOJDKHbBI ObITb YKa3aHbl METOA U AaTa CTEPWIM3ALIMH H3ENUS.

4.4.4 OOGpasubl U3AEIUH NOCaE NPOBEAECHUS UCNTBITAHUN He BO3BpAILAIOT.

5 O®OPMJIEHME PE3YJIbTATOB NCIIBITAHUN

5.1 Ha ocHOBaHHUH MNMPOBEAEHHBIX UCTIBITAHUN! U 3KCIMEPTU3Bl NOKYMEHTALMH OoOPMIAIOT 3aKIIIOYe-
HHE O TOKCHMKOJOTM4YEeCKHX, CAHUTAPHO-XUMUYECKUX MUCITBITAHMAX, UCIIBITAHUSIX HAa NMUPOreHHOCTh, CTe-
PWIBHOCTb (ajiee — 3aKIIOYEeHHUE) WIM TPOTOKOJA MCNBITAHUNK MEIUMUMHCKMX H3NeaHi (MaTepHaioB),
YCTaHaBJIWBAIOWIMX UX XUMUUYECKYIO U OHoioruyecKyio 6e30nacHocTh (1anee — MmpoToKo).

5.2 Ilo pe3ynbraTaM MCIibITAHKA HOBOTO MaTepHaia WIK ONMbITHONo 06pa3lia BHOBb pa3paboTaHHOIo
M3LeJIHs, @ TAKXE H3neJIUsl HHOCTPAHHOroO NMPOU3BOACTBA, IPEANOoaraeMoro K perucrpaluy B MuHanpase
Poccun, odbopmasiior 3akinoueHue, PopMa 3aKii0odeHHs NpHUBeLeHa B NPHIOXEHHH B.

5.2.1 B 3aknioueHHH yKa3bIBAIOT pe3yAbTaThl IPOBEACHHBIX HCNBITAHUH WIH 3KCNEPTH3bI, OTMEYAIOT
HAJIHYHE UM OTCYTCTBHE TOKCHYECKHUX CBOHCTB, CTEPHUABHOCTH, MUPONEHHOCTH U AP.

Y4yursiBas pe3yabraThl UCNIbITAHMM, BbIIAIOT PEKOMEHAALHIO O BO3MOXHOCTH NMPUMEHEHUS U3IeUsA
B MEIHLIMHE.

5.2.2 3akmioyeHue HamnpaBIsIOT B OPraHU3aLMIO, NMPEeACTaBUBIUYIO H3Aenue (MaTepyasl) Ha UCIbITa-
HUst (ajiee — 3asiBUTEJb).

5.2.3 B 3akiioueHUM 1no TpeGOBaHMIO 3asABUTE/A PELICTITYPHBIYI COCTaB MaTepHasia HONyCcKaeTrcs He
YKa3blBaTh. B 3TOM ciyyae peuentype npucBauBaloOT ILU@D.

5.2.4 3asBuTemo obecrneynBalOT KOHPHUACHUHNATBHOCTh HHDOPMALIMH, COCTABIAIOILEH KoOMMepYec-
KYIO TalfHy.

5.2.5 [lna psna u3genauit KparkoBpeMeHHOIo KOHTAaKTa ¢ OpraHK3MOM 4eoBeKka Aoryckaerca ogop-
MJISATh 3aKJTIOYEHHE MO 3KCNEPTH3E B COOTBETCTBUM ¢ TpeboBanueM HJL; no pesyabraTaM paHee npoBeneH-
HBbIX TOKCHKOJNIOTHYECKHUX MCMBITAHUNI; HA OCHOBAHUM CBEIEHHH O TOKCHYHOCTH MaTEpHANIOB.

5.2.6 Tlpu HeobxoauMocTH MOXeT ObITh BbilaHA KOMHA 3aKimouyeHUs. Konuio 3akiloueHHus: uMeer
[IpaBo 3arpoCUTh TONBKO pa3paboTYUK MEAULIMHCKOIO U3Aeaus Ha COOCTBEHHYIO pa3paboTKy.

5.3 Ilo pesyabraraM MCNBITAHUNA CEPUMHO BBIMYCKAEMBIX M3OCHUH (B TOM YHCJIE HHOCTPAHHOrO
IIPOU3BOACTBA) 0POPMJSIIOT NPOTOKOA UCNBbITaHU. DopMa NpoToKoNa UCNBITAHUK MPHUBELEHA B NPHIO-
XxeHuu I

5.3.1 Ilpotokoi McnbiTaHuii HANPaBASIOT 3asABUTEIO.
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ITPHTOXEHHE A
(cnpasoyroe)

KATETOPMMX MEIUIIMHCKHUX U3IEINN

A.l MeaHlLIMHCKHE M3Ie/IMs IO BUIY KOHTAKTa C OpPraHH3MOM 4eloBeKa NMOApa3ncasioT Ha HECKOJIbKO TIpyrTilt.

HU3nenms, KOHTAKTHPYIOWHME HENOCPEACTBEHHO WIH ONOCPEIOBaHHO:!
- C BHYTpEHHCH cpeloH opraHH3iMa,;
- ¢ KpOBbIO ¥ THMOOH;
- C paHeBOH NOBEPXHOCTHIO,
- CO CIH3HUCTBIMH ODOJIOUKAMH,;
C KOXCEH.
A 2 MeaHuMHCKHE U3LeIHA B 3aBUCHMOCTHM OT JUVIMTEIBHOCTH KOHTAKTa C OPraHM3MOM Y€/10BEKa NOApa3ncnfior
Ha:
- H3AeNHS, NOCTOAHHO (MOXHM3HEHHO) WIH WIHNTENbHO (0oJiee CYTOK) KOHTAKTHPYIOLLKE C OPraHU3MOM;
- HM30eJIUsi, KpaTKOBPEMEHHO KOHTAKTHPVIOWHE C OPraHK3MOM YEJIOBEKa (0 CYTOK).
A.3 OCHOBHBIC KaTerOpHH MEAMLUMHCKHUX U3NENHH (nanee — U3nenuit), NoANeXaune TOKCHKOJMOTHYECKUM KHCIIbl-
TaHUSAM, B 3aBUCHMOCTH OT BHIa U UTHTEIbHOCTH KOHTAKTa ¢ OPraHU3MOM.
A.3.1 HUszenud, nocTogsHHO WIH IUTMTEIBHO KOHTAKTUPYIOILME ¢ BHYTpCHHEH CpedOor OpraHHM3Ma;
- TNpOTe3h KPOBECHOCHKIX COCYOB, KIanaHHN cepllia, npore3bl palIMYHBX BHYTPEHHHX OpraHOB U MaTepHaint 14
TUIACTHKM TKAHCH M T.I.;
- CTOMATOJIOTHYeCKMEe HMIUIAHTAThi, MaTepHanhl A IOMOHPOBAaHHA KOPHEBLIX KaHAJOB;
- oTaIBbMOIOTHYECKHE UMILUIAHTATHI ;
- 3HAONPOTE3H OPTONCANYCCKOro Ha3HaYeHM,
- MaMMa- H Qa/TONpOTE3H;
- H3OeIHsa (MaTtepHanbl) WIS COCAMHCHHUSA U CKICHBAHMS TKaHCH opraHniMa (IITHPTH, IUICHKH, KicSluue
KOMITO3HLIMH, KOCTHHIE LIEMEHTH K JIP.);
- MarepHaan s 3M00IM3alMH COCYAOB;
- M30eNHA A JcHcOHBIX MaHMNYASUMM (MMIUIAHTHPYEMbIC KATCTEpbl, NAaTUMKH, CTUMYISTOPH BHYTPCHHHX
OpPraHoOB, KOHTPALleINTHBHI );
- CHCTCMH ApPECHHUPOBAHHA;
- [IpOYHE H3OCIIMAL.
A.3.2 N3nenms, KpaTKOBpEMEHHO KOHTAKTHDYIOLINE ¢ BHYTPCHHEH CpeloH OpraHH3Ma:
- KaTeTCphl, 30HAbI;
- CHCTCMB NPECHHPOBAHHA;
- NaTYMKM U NIEKTPOAH U1 JHArHOCTHYCCKOH M TCPAINCeBTHUCCKONR annaparyphi;
- XHPYPrH4YCCKHMC HHCTPYMCHTH PalIM4YHOIO Ha3HaYCHMHA;
NMPOYHE HU3ACHS.
A3 3 Msnenus, AHTENIbHO KOHTAKTHPYIOLIME C KPOBBIO H THMGOH:
- KOHTCHHEPH M €MKOCTH U1 XpaHCHHsI KPOBH, €& KOMTIOHCHTOB, CYXHMX H XMIAKHX KpOBE3aMCHHTCNCH;
- JDHATH3ATOPH; OKCHICHATOPH; MATHCTPA/IM 1A ZMAIM3aTOPOB, OKCHICHATOPOB, N'CMOAHANH3E, TUMMODORNAIN3A;
- TeMO- H HMMYHOCOPOCHTH, TUMPOCOPOCHTH;
- TIpOMMC HIACIIHA.
A.3.3.1 Hanenmsa onocpeaoBaHHOTO KOHTAKTA:
- YCTPOHCTBa MIS NOAYYCHHS alTHPOrcHHON BONK [UIS pacTBOPOB JICKapCTBCHHLIX Npenaparos,
- YCTpPOHCTBA IUIST OYMCTKH JICKAPCTBCHHBIX MNpenapartoB (HOHOOOMEHHbIC, QWILTPOBAJIBHBIC);
- Tapa, YNIakoBKa, YKYINOpKa JeKAPCTBCHHBX CPCICTB;
- IIpOYHC M3RCIHA.
A.3.4 H3nenns, XpaTKOBpEMCHHO KOHTAKTHPYIOILHE C XPOBbIO ¥ AHMMOHN:
- YCTPOMCTBa B3ATHA KPOBH, YCTPONCTBA 19 NEPCIHBAHHA KPOBH H pPacTBOPOB,
- LUTIPHLIN UHBECKLIMOHHBLIC;
- YCTpOHCTBa Wit QWIbTPALIMH KPOBH H ¢¢ NMpCIaparos;
- KATCTCPH COCYAHCTHIC, OKIIONCPHI,;
- TIPOYUC HM3ICITHA.
A.3.5 HManenvs, MIHTEABHO KOHTAKTHPYIOILHE C paHCBOK TTOBEPXHOCTDHIO:
- LIOBHMH XMPDYPrMUYCCKHMH MaTepHan (HUTH XMPYPIrHYCCKHE, KETTYT);
- MEPEBA30YHAIC, NMPOTHBOOXOIOBHIC, APCHAXHbLIC, BIIUTHIBAIOILNC MAaTCpHANDI;
- COpOCHTH U1 ICYCHHA PaH, MPOTHBOOXOroBbie KpOBaTH THNA « KJIMHMUTPOH»;
- TIPpOYHE H3NCTHA.
A.3.5.1 Hanenns ornocperoBaHHOIO KOHTAKTa yepe3 JEeKapCTBECHHMC CPEACTBa:
- Tapa, YIIaKOBKa, YKYTNOPKA JCKAPCTBEHHBIX CPEACTB;
- MaTepHalibl, HCTIOJb3YEMBIE IS NMONYUYCHHS JICKAPCTBCHHbBIX NperiaparoB (IMIAporean, oCHOBbl Ma3eH, TUICHOK,
PACTBOPOB, MUKPOKAIICYJIh);
- TIPOYHC H3ICTHA.

4
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A.3.6 HU3nenus, KpaTKoOBpeMEHHO KOHTAKTHPYIOILHE ¢ PAHCBON NOBEPXHOCTHIO:

- TeKCTHJIbHbIE U MJICHOYHbIC HU3AcNUA, NPpUMEHAEMbIC NIPH ONMEPAaTHBHBIX BMCLUATC/ILCTBAX H OKa3aHKH NEpBOH
TTOMOLIH;

- NepuyaTky XUPYprUyecKue,

- NPOYHE H3ACNUSL.

A.3.6.1 Hazennsa onocpeaoBaHHOINO KOHTAKTa yepe3 JIEKapCTBCHHBIC CPECACTBA:

- Tapa, YNaKkoBKa, YKYNOpKa JICKAPCTBCHHBIX CPCICTB;

- MATCPHaNbi, HCMONB3YEMbIC WU MTONYUCHHA JICKAPCTBCHHBIX NpenapaTtoB (MTMAPOre/iH, OCHOBbI Ma3ci, TUICHOK,
pacTBOPOB, MHKPOKAriCyJihl).

A.3.7 Hanenus, MKTENBHO KOHTAKTUPYIOWIUE CO CIM3HCTHIMH 000J/I0YKAMH:

- cToMaToNioTHYecKHe MarepHannl (0asHchl, 3yObl, KOPOHKH, IULIOMOHPOBOYHBIC MaTepHanbl, UEMCHTH 11 QHK-
CallKKH HECBEMHBIX NPOTE30B, NOBA3KH, NACTHl, IVICHKY V1K CAH3UCTON pTa);

- KOHTaKTHBIC THH3MHI;

- BHYTPHUBarMHaabHbLIC U3ACNNUSA;

- NETCKME COCKM;

- TPOUHE U3ICIHA.

Higennsa onocpesoBaHHOIO KOHTAKTa YEpe3 NCKApCTBCHHBLIC CPEACTBa:

- Tapa, YNakoBKa, YKYNOpKa JICKapCTBCHHBIX CPEACTB,;

- MAaTepHaibl, UCMONb3YCMBIC VIS NOJYYCHHS JICKAPCTBCHHEIX NnpenaparoB (FrMAPOre/lH, OCHOBH Ma3el, TUICHOK,
pPacTBOpPOB, MHKPOKAICYRLI);

- annaparypa Ins CTUMYJSILLMM AbIXaHMA.

A.3.8 Hiapenna, KparKkoBpeMEeHHO KOHTAKTHPYIOUIME CO CAHIUCTHIMH 0D0NIONKaAMH:

- T'MHCEKOJIOTHYCCKHE, YPOIOTHYECKHE, CTOMATOJIOrMYCCKHE HHCTPYMCHTHI,

- WU3ACNNUS M1 OPTONEIMM;

- Npe3CpPBaTUBHL;

- NepYaTKH¥ CMOTPOBbIE;

- HapKO3HO-AbIXaTe/ibHasA anmnaparypa;

- BHYTPHKMIICYHBIC HHCTPYMCHTH K YCTPONCTBA;

- 3HAOTpaxcalbHbIC 30HAM;

- 3HAOCKONMI;

- CTOMAaTONOTIHYECKHC MATCPHAIH (CACIIONHbIC, MOACINPOBOYHAIC);

- NONrY3HHKHM, NEACHKH;

NpoYHe U3IACNTHUA.

A 3.9 Hanenns, AHUTENbHO KOHTAKTHPYIOWIME C KOXEH (HENOBpEeXACHHON):

- H3nenua g pukcauuu, UMMOOWIM3ALIMHY TKaHEH M opraHOB (I1ACTHIPH, TUICHKH, NCPEBA3OYHBIC MAaTCPHANM,
3M1aCTHYHBIC OMHTH U Ap.);

- H3ACNNA WIS HAPYXHOrO INpoTEe3UpPOBaAHUSA (KOpPCETh, r'MAb3hl NPOTE30B, NPOTE3hl);

- BonbHUUHOC Oenbe;

- ofiexaa mjig MEAULMHCKOIO NepcoHana,

- TNepYaTKH AHATHOCTHUYECKHE, aHATOMUYCCKHE, HANAIBYHHUKH,

- MOYe- ¥ KAIONPHUEMHHKH;

- 3JIEKTpOAbl MOHUTOPOB,

- OYKOBhI€ OINpaBHl;

KJAUTCHI, Opac/ieThi.

A 3.9.1 Hanenus onocpeROBAaHHOTO KOHTAKTa Yepe3 JICKAPCTBEHHBIC CPCACTBA:

- MaTcpHajibl, KCNOAb3YCMbIC [UIA NOAYUCHHS JICKAPCTBCHHBIX NpenaparoB (rMAPOrejiH, OCHOBK Ma3el, IUVICHOK,
pacTBOPOB).

A.3.10 Hanenus, XpaTKOBpEMEHHO KOHTAKTHPYIOLINE C KOXCH (HEnoBpeXieHHON):

- W3ACAHUA JIWYHOM FUrHeHbl (TMTHCHHYCCKNC NAKCThl, BaTa, I'PENIKH);

- 3JIEKTPOAbI, AATUHUKH;

- TIACTHl NCKTPOAHbLIC,

- NpPOYNE N3ACNAUS.
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ITIPU/TOXEHHUE b
(obR30menvHoe)

®OPMA H KOJIMYECTBO ITPEACTABIAEMbBIX OBPA3OB MENHIITHHCKHX H3IEJINN, MATEPHAJIOB

Ta6nuua b.l
Konuuecrso u popMa npeacranieHus odpaslion
AN MCNBITaRusA IIpumeuanne
HanMmeroBaHHe H3eIUsI, MaTepHaa _ |
Marepuan HU3nenue
4 - :
1

! Hznenusa, NMOCTOSHHO WIHM IIH-
TeJIbHO KOHTAKTHPYIOLLIHE C BHYTPEHHEH ;

CpeiO# OpraHM3Ma
1.1 HUMmnaHTHpyeMbic N31enns CyMMapHOe KOJHMYEeCTBO Marcpuana m 5 . —

(xpoMe H3neIni Ui CepAcYHO-COCYM- | SHIAONpOTe3a, HeobxoaumMoe g npoae.uc-[
CTOI XMpYPrHH K OPTUILMOXHPYPIrHH) [HHA CaHMUTaApHO-XMMHYECKMX H TOKCHKOJIO- |
THYeCKMX MCNBHITAHKWH, pacCYHUTHIBAIOT, KaK!|
YKa3aHO HHXeE:
m=m + my,
rae m, — mMacca MaTcpuyana B BUIC HHIHHA-
POB WIH IUIACTHHOK pa3MCcpoM
3 x3cM, 5x5 cMm, HEOOXOANMAanR
1N CAaHHUTAPHO-XUMHYCCKHX HMC-
NMLITAHUNA, T;
m; = SM,
rnc M — MakKCMMaNbHHIH pacxXol MaTepuana
3HIONPOTE3A ISl OAHOTO NAIHCH-
Ta, T;
m, — Macca MaTcpHasia B BHAC HIMHI-
pOB WIH TabNeTOK ¢ 3aKpYIJICHHbI-
MH KpassMH, HeoOxoauMas ans
TOKCHKOJIOTHYECKHX HCNIHITAaHMH, T,
0,3
my= -;‘(')"‘M,
rae 0,3 — Macca naGoparopHoro XuBOTHO-
ro, KT;
M — MakCHMaJIbHBIH pacXxox MarcpH-
aJia 3HAONpoTE3A It ONHOIo Nna-
LIMEHTa, T;
70 — cpenHas Macca Tena Ye/oBeKa, KT

1.2 Hznenus ans cepacyHO-COCYIM- —
CTOH XMPYPIrHH: |
- MCKYCCTBCHHMIC COCYAM (CHHTC- CymMapHas rowaap He MeHee 500 cm? —
THYECKHC 1 OHOJIOTHYECKHE)
- MaTepHaNH ANA IUIaCTHKHM TKaHe#d| CymMapHas rwoumiaab He McHee S00 cm? —

cepala
- NIPOTe3H KJIaNaHOB cepAla CyMMapHas miolagb He McHee 500 cm?| 3 wr.
- MMIUVIGHTHPYEMBH 3nckTpokap-| CyMmapHas ruiomaap He MeHee 500 cm? 3 wr.
ITHOCTHMYJISITOP
- MMIUVIAHTHPYCMbHIC CTHMYJSITOPDI CymMapHas rowianb He McHee 500 cm? 3 wrT.
BHYTPEHHHX OpPraHoB
1.3 CroMaToONnoOrH4yecKue MarepHa- Macca He McHee 120 T ] ynakoBka —
W U1 TUIOMOMPOBAHHSA KOPHCBHIX Ka- (He MmeHee 120 1)
HaJI0B
1.4 HU3nenna ang opTaibMONOTHH: —
- HHTPAaOKyNSAPHHEC JIKH3bI Ilo cornacoBaHMIO ¢ 3aKa34YHKOM He MeHee 30 wT.
- BHYTPMIJIa3HbIC JIMH3H Ilo cornacoBaHHIO ¢ 3aKa3yMKOM He meHee 10 wir.
- cKieporUacTiyeckuit Matepran |Ilo cornacoBaHHIO € 3aKa3yMKOM He MeHee 40 wir.
- AHTHINIAYKOMAaTO3HHC ApcHaxH |Ilo cornacoBaHMIO ¢ 3aKa3yMKOM He MeHee 30 wiT.
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Ipodoawcerue mabauybt b. 1

Koauyectso # ¢HopMa npeacraBiAcHHs oOpa3LoB
U1 UCTILITAHUSA [lpnMeya-
HauMeHoBaHMe M3E/IMs1, MaTepuaia I _L I HHe
MaTtepuan HUanenune L
1 ] - .
1.5 HW3nenvs ans KOHTpaUECNHLHHU:
- BHYTPMMATOYHbIE CITUpAIHN B BHIe TMNpoOBOMOKH, uAYIUEH Ha —_
M3roTOBNCHHE U3leAUH, VTHHOMN S M He MeHee 25 wir.
1.6 U3nenna s COCAMHEHHA WU —
CKNeMBaHHUA TKaHEN OpraHH3Ma:
- KOCTHbIE LIEMEHTHI — 5 ynmaxoBok
- KJieeBbiec KOMIO3HLIMH — | 5 ynaxkoBoK
- MaTepvanbl 418 TUTACTHKH TKaHEH | CyMmMapHas moinaabk He McHee 500 cm? -
- CKOOKHM K CHIMBAIOLIMM annaparam — | He Menee 5 wir.

1.7 MamMma- # GaTO3HAONPOTE3H H CyMMapHas rouiaab He MeHee S00 cmzI He Menee 5 1ur. —_
OpYyTHE

1.8 H3nenns ansg neyeOHbIX MAHHUNY-
NALIMHA; —_
- WMIUIAHTHPYEMbIE KaTeTephl CyMMapHas mowans He MeHee 500 cM2| He menee 10 wi.

2 WUanenns (Marepuanbi), KpaTKo- |
BpEMEHHO KOHTAKTHPYIOLIHE C BHYTPCH-
HEeH cpecIOoH opraHM3Ma

2.1 Karereppl BceX BHOOB, 30HABI, CyMMapHas riomiasb He MeHee 500 cm?| He MeHee 15 ur. —
OyXH, APEHAXH, LIYHThl, HAKOHEYHHUKH

2.2 Jatuvku, aneKTpoAbl ans aua-| CyMMapHas rmoiuanb He MeHee 500 cM2| | xoMiuiexT —
rHOCTHYCCKOH U TeparneBTHYCCKOH anra- | | |
paTypbl

2.3 Xupypruyeckie HHCTPYMCHTH — S . —

pa3NnHYHOro Ha3zHauyeHMs

3 Uznenus (mMarepuanbl), WIMTEAbHO
KOHTaKTHPVIOUINE ¢ KPOBLIO U nuMbon

3.1 KoHTeitHeph ¥ eMKOCTH 115 xpa-|  CymMmapHas molianb He MeHee 400 cM2| 15w +04VN,| Kon-
HEHHUR KPOBH, €€ KOMMOHCHTOB, CYXHX M irae N — Konnue-|TelHepu
XHUIKHUX KpOBE3aMEHUTENEH CTBO H3ACHMN B|AOMXHBI

NapTHH, UIT. OLITL 3a-
NONHEHKL
JACTHI-
JIMPOBAH-
HOH BOAOH

3.2 OxcHvreHaropbl, XHANHU3ATOPbl C CyMMapHas ruiowianb He MeHee 500 cm? 3—8 ur. —
KPOBONPOBOAALLIMMH MarucTpanaMm

3.3 CopbeHTh (reMo- ¥ HMMYHOCOP- Konuyecrno, Heobxonnumoe s He MeHee —
O6¢HTbI, THMPOCOPOCHTHI) TPEXKPATHOT'O [IPUMCEHECHUS 10 xonoHok

3.4 YcrpoiicrBa ans noayyeHus anu-|  CyMMapHas ruiowiaab He MeHee 500 cM? — —

pPOreHHOH BOABI 11 pacTBOPOB JIEKAPCT-
BEHHBIX NpenaparoB 4

3.5 Marepuansl AN OYHCTKM nekap-|  CymMMapHas ruiowanb He Mehee S00 cm? — —
CTBEHHBIX MpenaparoB (HOHOOGMEHHBIE,
(GHALTPOBAIBHbIE)

3.6 Tapa, ynakoBka nexapcTBeHHBIX -
CpPEACTB:
- npobkn | 200—250r —
- eMKOCTH CymmapHas nnoiuaab He McHee S00 cm? | —

4 Hs3nenns (Marepuanbl), Kparko-
BpeMEHHO KOHTAaKTHPYIOLLHKE C KPOBbIO H I
Moo
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Ilpodanxcenue mabauis b. 1

wins e oy gl -~ —

el —_—

e e e p—

HauMeHoBaHHe H3anems, MaTepnana

Konnuectso u opMa npeacranicHus
ANSt UCIBITAHUA

Marepuan

VS —— —_—

4.1 YcrpoHcTBa IKChY3IHOHHBIC,
TpaHCHY3HOHHHE H HHDY3ZHOHHBIC:

- YCTPONCTBA B3ATHA KPOBU

- YCTPOKCTBA IS TICpEANBAHMA
KpOBH H JICKAaPCTBCHHBIX PacTBOpPOB

- YCTpOUCTBaA [UIA BNIHBAHNsA PacTBO-

posB |
4.2 Marucrpany KpoBONPOBOASILHC |
4.3 Ilnpuum: |

- INNpHUBN HHBEKUMOHHBIC MHOIO-)
pa3oBOTO NPHMCHCHNA

l

A e S — ey p———

- BINPpHIN HHBEKIMOHHBIC ORHO-
KpaTHOTO TIDMMCHEHHMS, CTCPWIH30B3H-
HbI€ F'a30BLIM CNIOCODOM

- IFPHUN MHBEKUHOHHBIC ORHO-
KpaTHOro NpHMCHECHMsI, CTCPWIH3OBaH-
{HBIC paiHatiMOHHKIM CMocoboM

4.4 MeMbpannl s QUILTPaUMH
KpPOBH K ¢ IpenapaToB

4.5 Karerephl COCYAMCTHIC, OKKIIO-
IepHl

5 Wanenua (Marepuannl), IIMTE/IBHO
KOHTaKTHDYIOLLIHE ¢ PaHCBOH TIIOBEpX-
|HOCTBIO l

5.1 IlloBHMH xupypruveckmii mare-
puan (HHTH XMpPYpPIru4dcCKHe, KeTryT)

5.2 IlepeBsi3ouHbC, MPOTHBOOXOTO- |
Bbic, JPCHAXHBIC, BIUTHIBAIOLIMC MaTe-
pHaIk

5.3 CopbeHTH 13 NcyecHNs paH:

- TKaHCBHIC
- TOPOLIKOBNC
5.4 [IporHBONpoONckKHEBLHE KPOBaTH
THNa « KJIKHUTPOH»
5.5 Noary3Huku, neneHkH, noa-

KhnaaHasA KNCCHKA

5.6 Tapa, ynakoBka, ykynopka je-|
KapCTBCHHBIX CPEACTB

- i -

CymMMaphas Tiomiaib He McHee 500 cm?
CyMMmapHas mnnoulanb He MeHee 500 cm?

CymMapHas Tutolans He MeHee 500 cm?

CymMmapHas rutomaas He MeHee 500 cm?

CymmapHas ruiomians He MeHee 500 cm?

CyMMapHas ruiowans He MeHee 500 cm?

CymMapHasi JUIMHa He McHee 8 M

CymMapHas niowiaab He McHee 500 cm?

CymMmapHas 1uiomanp He McHee 500 cm?
10 mn

1 Xr chep

CymMMapHas nrouiaab He MeHee 500 cm?

CM. 3.6 HacTosLicH Tabnuib

i

obpa3LosB

- P aa i

U3nenue

He menee 25 wir.
He MmeHee 25 wir.

He MeHee 25 wir.

He MeHee 10 1T,

Komnuecrso

obpas3lioB n pac-
CYMTHIBAIOT  NO

{dopMmyne
450

Ty

rie 450 — obbeM
BLITSDKKHM, HCOOXO-
OMMBIA N nipo-
| BEACHHA TOK-
| CHKONOTHYECKHX|
H CaHHMTAPHO-XH-
IMMUECKHMX HCINb-
| ranmit, cM3;

| ¥ — HOMHHANb-
HHIH obbeMm
OAHOIO IUIMPHLA,
oM

| 475 wr.

i

|

450 .

He meHee 10 wT.

He menee 15 wr.

Mo cornacosa-
HHIO C 3aKA3YHKOM

IMo cornacosa-
HHIO C 3aKa3uM-
| KOM

L

ITo cornacosa-
HHIO C 3aKa34HKOM

| —

i

. -

Mpumeua-
HHe

MMM TR e B
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Ipodoaxcenue mabauysi b. 1

Konuuectso ¥ dopMa npeacraBicHHs oOpa3LioB

Ut HCTIBITAHMS [Mpumeua-
HauMeHOBaHMe U3aECTHUA, MaTepHasia | HHeE
Marepuan Hanenue

5.7 Marepvanbi, UCRIONb3YEMbIC NN _
noNy4YeHUA NeKApCTBCHHBIX MPEnaparos:

- THApOreaH, OCHOBbLI Ma3scH S0r , —

- JNIEKApCTBECHHBIC TUICHKHM, MUKpo-| CyMMapHas rnowazb He MeHee 500 cMm —
KarncyJsbl Npenaparos

6 HUipenus (mMarepuanbl), KpaTKo-
BPECMEHHO KOHTAKTUPYIOLIHE C paHEeBOH
[MOBEPXHOCTDBIO

6.1 TexcTUnbHbIEe B TUICHOYHbIC Ma- CymMapHas nnoiuaib He MeHee 500 cM? KonudyecTBoO —
TEPUAJIbl, NPUMCHACMDBIC TIPH OTICPATHB- EAMHKLL M3ACITHA !
HbiX BMELLATEJLCTBAX M UI OKAa3aHHA CyMMapHOMH i
NEPBOR NOMOLIK IIolaabIo HE

meHee 500 cm?

6.2 CroMaronornyeckme JeyeOHble 20-xpaTHoe KoauuyectBO 0OpasloB, Konuuecrso —

NOBSA3KH npeaHa3sHAYCHHbBIX U1 OAHOrO NallMeHTa Ha |eAHHHLL  MW34¢NUA
KYpC 1CUCHHUS MO COrJIAaCOBaHHIO
|C 32Ka34YHKOM
6.3 IlepuaTku xHpypruyeckue — 15 map —

6.4 HUznenus onocpeaoBaHHOTIO KOH- —
TaKTa Yepe3 NeKapCTBEHHbIE CPeaCTBa: i

- Tapa, YIIakoBKa, yKynopka naekap-{ (CM. 3.6 Hacrosuleli Tabnuuh —
CTBEHHBIX CPEICTB )
- TUIEHKH CyMMapHas riomiaab He MeHee 500 cm? —

6.5 Marepuasibl, HCIONb3yeMble IS | —
NONYYeHUs NTEKAPCTBEHHBIX Npernaparos: i
- T'MApOreJjiM, OCHOBbI Ma3seil, Iuie- 50 r ywin —_
HOK, PacTBOPOB, MHUKPOKATICYJbl CyMMapHas Iuiowanb He MeHee 500 cm?

7 Wanenus (MarepHanbl), JINTENbHO
KOHTAaKTHPYIOILIIUE CO CAM3UCTBIMHK 0D0-
NIOYKaMH

7.1 CromMaronormiyeckne MarepHanbi: —

- 6a3ncHbIE Macca He MeHee 250 T ] ynakoBka
(He MeHee 250 r)
- 3yObl, KOPOHKH 3YOHblE — 32 wir.
- ANAre3vBbl, TCPMETHKH Macca He McHee 40 1 | 1 ymaxkoBka
(He MeHee 40 r)
- IIOMOHPOBOYHBIC Macca He MeHee 125 r 1 ynakoBka
(He MeHee 125 1)
- NOAKNAAKH K 6a3ucam Macca He Meree 250 r 1 ynaxoska |
(He McHee 250 1)
- 3alUMTHbIEC JaKH Macca He MeHee 30 r 1 ynakoska

(He McHee 30 1) |

7.2 Usnenus mns odbTanbMOJOTHY: -

- KOHTAaKTHbI€ JINH3bI — | 30 wr.

7.3 BHyTpuBarnHanbHble H30ENUA: —
- auadparmb CymMmapHas riouiaab He MeHee S00 cm2| He MeHee 25 wir.

- KOJMayKM CymMmapHas niowaab He MeHee 500 cm?| He MeHee 25 wiT.

- TAMITOHBbI CymmapHas rutomiaib He MeHee S00 cm2| He meHee 60 1.

7.4 [leTckue COCKHM — He mMeHee 25 wiT. —
7.5 Annaparypa mia cruMmynsumu| CyMMapHas ruiouiasb He MeHee 500 cM?2 3 wr. —

RbiIXaHHS
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IIpodoaxncernue mabauys b. 1

F T - i

i ] ' 1

KonuyecTBo ® hopMa nNpeacranicHHs obpa3loB

—

—

8 Manenus (MarepHain), Kpatko-
BpeMCHHO KOHTAKTHPYIOLLHE CO CIH3HUC-
THIMH 000JIOUKaAMH

8.1 HHCTpYMEHTH YpOJOTrHYecKue,
FMHEXOJIOTHYECKHE, CTOMATOJIOTHYECKHE

8.2 BHYTpHNONOCTHHE MHHCTPYMCH-
THi H YCTPOHCTBa (3HIOTpaxcalbHbIC
30HAN, HAOCKOIN )

8.3 Hapxo3Ho-apIxaTeapHas anrnapa-
Typa

8.4 PasHhic H3CNIHA:
CMPHHUOBKH

KPYXKKH JcMapxa

- H3CNHUs IR OPTOTICAUM
HHTAISTOPH

CNCMOYHbIC MAaTCPHAJIH

Npe3¢PBaTHBLI
- CEKC-CTHMYNATOPHI

- TNIEpYATKH CMOTPOBBIC

10

BNA UCTNIbITAHHKA
HauMeHOBaHKEe H3E/HA, MAaTCpHana o ) |
Martepuan H3nenne
7.6 I'mnepbapHuecKHe CHCTEMHI, MartepHaibl, KOHTAaKTHPYIOIMHE C dororpadpuns
HeoHaTa/ibHbic HHKYOATOpPhl BO3AYLIHOH cpenofl 1 KOXHBIMH NOKPOBa- | H3JCIHA, OIHKCa-
MM YeJIOBEcKa CYMMapHOH TUIOMIANbIO HC|HHC Y3NIOB CHCTC-
MmeHee 500 cm? Mbl. BoanyiHas

Bun NpeACTaBNCHUSA obpa3loB
COrJIaCOBHBAETCH CO ClCLHAIMCTaMH,
NPOBOAAIIHMHA HCNIbITAHHS

CymMapHas nonlanp He MeHee 500 cM?

Macca 250 r

CMECh U3 CMCTEMH
B KonnuecTse 20 n
M BO3AYX WM
KMCIOpOI s
KOHTponss — 20 n
(B «xmcnopoanoht

NOAYLLUKE»)

5 wr.

5 .

| npubop <
TEXHHYECKHM ONM-
caHyeM. Moaynn
HENOCPEACTBCH-
HOro H onocpeno-
BaHHOTO KOHTaKTa
C OPraHH3MOM:

- MacKM, BO3-|
OYXOBOAW — IO
3 wIT. KAOXALIH

- JObIXaTeNbHast
CMeCb, Ipollea-
112 Yyepe3d anna-
par,—20 »n1 B
«KHUCNTOpPOAHOH NO-
AYLIKC»

- BO3AyuIHas
CMEChb WIH KHCJIO-
pod B KauyecTBe
KOHTpONa —20 n B
«KHCJIOPOAHOMN
NOAYILIKC»

5 wr.

2 1UT.
2 1UT.
| ynmaxoBka
(He MeHee 250 r)
He meHee 25 wir.
Konuuecrso eau-
HULl N3aCTHS TTO
COIIAaCOBAHHIO C
3aKa34MKOM

He Menee 15 nap

[NpuMeya-
Hue
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Oxonyarnue mabauyv b. 1

KonavuyectBo u dopma npeacraBicHUss obpa3uoB
JUIS1 HCNBLITAHUS IIpumeya-
HanMeHoOBaHHE H3aeIuA, MaTepHana HUe
Marepuan HNanenne
{ 1 +
9 Hanenuns (Marepuaibl), INTATENABHO
KOHTAKTHPYIOILHME C HENOBPEXICHHOHN
KOXEW
9.1 WUanenns (Marepuansi) mnsa duk-| CymmapHas miowanb He MeHee 500 cM?2] KoaudectBo| —
calny, HMMOOUIN3ALUHU TKAHEH U opra- CAUMHULL H3ICIUS
HOB (NIaCThipH, TUIEHKH, NEPEBA3OUHDbIC NOo COIIACOBAHMIO
MaTepuanbl, OMHTHI IJIACTHYHDbIE) C 3aKa3UHKOM
9.2 WUsnenus mns Hapy>XHOTO NMpoTe-
3UPOBAHHA:
| - KOPCEThl, THIb3bl NMPOTE30B, INPO- CyMMapHas ruiolaab He MeHee 500 cM? 1 nanenue fipn |
Te3bl K AP. Heobxo-
IHMOCTH
OTHC/b-
HHIC KOM-
NMOHEHTH
| peuern-
TYPH
9.3 PasHble u3acnua: —
- TNepyarKky AMArHOCTHYECKHE, aHa- — 15 nap
TOMHYECKHE
- HanalbYHHUKHU — 20 wrT.
- OYKOBbIC JIKH3bI CyMMapHas riomiaap He MeHee 500 cm? 5 NMH3
- OYKOBbIC OTpaBbl — 10 wr.
- 6onbHHYHOE besbe CyMMapHas mnowanb He MeHee 500 cM?| 1 KoMruiexT
- o;exia Ans MeanepcoHana CyMMapHas mioliaab He MeHee 500 cM2| | xoMIuiekT
- NOATY3HWKH, MENEHKH CyMMapHas rioluanb He MeHee 500 cm? 10 .
- XMpypruueckoe 6enbe CymMmapHas ruiomab He MeHee S00 cm?| 10 wr.
- MOYE- U KaJIONPHEMHHUKH CymMapHas mowiazb He MeHee 500 cm? 10 1w,
9.4 Ilpouune u3nennss (Marepuanbl): —
- Martpaubl, leuyeOHbie oaesina CyMMapHas ruiowanab He MeHee 500 cm? | wr.
- CAyXOBble arnnaparh CyMMapHas rutolaab He MeHee 500 cMm? 5 wr.
- TIOKPbITUS MEIHLMHCKOH MeOenu, CyMMapHas ruiowaas He MeHee S00 cm? — (Potorpa-
o0opyaoOBaHHSA bus
H3OCNnA
- KpAaCKH, JlaKH, IMAIH B BMIe nNAacTHMHOK K3 Marepuaia —
H30E/IMA C HAHECEHHbIM Ha 00€¢ CTOPOHK
NMOKPbITUEM CYMMApHON IUIOUIaAbIO HeE
MeHee 300 cM2. Pasmep miacTuHkH He Gonee
3x10cMm
10 HUsnenns (Mmarepnanni), KparTko- —
BPCMCHHO KOHTAaKTHPYIOILHE C HENo- |
BpeXIEeHHOH KOXEH:
- NACTbl 3/IEKTPOAHbIC r —_
- FpejKM, XIyThi - CymMapHas ruiouianb He MeHee 500 cm? 3 wiT.
- TUIMEHHYECKHME NAKETHI CymMapHas rowanb He MeHee 500 cm? 20 1WT.
- YCTpPOWCTBa, npubopbl anardoctu-| CymMMmapHas ruowaab He MeHee 500 cM2{ | KOoMIUieKkT
yeckue, JeyeOHble JaTYUKH, INEKTPOIbI
U ap.
- Maccaxepbl, anIIMKaTophl CyMMapHas riowanb He MeHee 500 cm? ] XOMIIEKT
arinapara
- PEHTTEHO3AUIMTHbIE U3ACIUSA CymmapHas ruioiaab He MeHee 500 cm? 1 u3nenme

il ll— - |

[IlpumeuaHune — Bo Bcex cnyyasx, riae ykasniBacTcsl NpeacTaBicHe oOpa3LioOB H B BUIAC MaTepHana, ¥ B BUIC
H3aenus, ¢opMa rnpeacTaBlicHUs COrJIacoOBbIBAETCH C 3aKa3YHKOM

11
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IHPHTIOXEHHUE B
{ pexomenoyemoe)

DopmMa 3aKTIOUCHUSA

YTBEPXIAKO

PyxoBoauTenb OpraHM3auHH,
NMpoBOAsLICH HCTNINTAHUA

« » 199 T

JAKJIIOYEHUE

0 TOKCHKOJIOIWIECKNX, CAHRTRPHO-XHMHYECKHX HCTIWNTAHNHAX, HCNMTAHHAX HR NHPOreHHOCTh, CTEPHILHOCTS
mllil OT aedee 199 rl

HaunmeHoBaHMe H3nennsa (Marepuana):

MapKa KM YCJOBHbIN LIM(MD H3meaus (MaTepuana), obosHaueHne HJA

HasHauyeHHe u3aenusa WiH MarepHaia;

Bu1 KOHTaKTa C OpraHU3MOM:

IIpyuyKHa HCIIBITAHHM:

HN3nenne (Marepuan) NpeACTaRICHO HA HCIIHITAHHA
HAHMEHOBAHHEC

OpPraHH3aLiHK 3asiBUTENS

HcnunitanHsg npoBeiecHH Ha OCHOB3AHHH
HAKMEHOBaHHE,

HOMEp, aTa JIOKYMCHTA
HcnuitaHus NpoBeACHBI B COOTBETCTBHH C (YKa3biBalOT HOMEpa H HAHMEHOBAHHUSA CTaHAApPTOB ¥ APYIrHX HOpMAaTHB-
HBIX NOKYMCHTOB):

B.1 HamMcHoBaHMsa NpHMCHsIeMbIX MaTcpHanos, HoMep HIl Ha HUX WM pelienTYpHBIH cocTaB, Crocod crepuanaa-
LMK M3NC/THA:

B.2 Kparkoe H3noXeHHe pe3y/lbTaToB MCIIHNTaHHIMA
B.2.1 PesynbraThi CAHUTAPHO-XMMHYCCKHX HCIHNTAHHWHH:

B.2.2 Pe3ynbTaThi TOKCHMKOJIOTHYECKHX MCITHITAHHIA:

B.2.3 CrepmwibHoCTh:

B.2.4 [IuporeHHoOCTS:
12
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B.3 BbiBoabl No pe3yabTaTaM HCIIbITAHHIA:

3akmoueHHe:
HaAaUMCHOBAHUC H3IACIUA UK MaTCpHana

IUIiA
Ha3HaYeHUE H3AC/IHA WIH MaTcpHana

PEKOMEHIAVYETCA x npyMeHeHNI0O NO HazHAYCHHUIO MO NOKa3aTenio
TOKCHUHOCTH, CTEPHIBHOCTH, NHUPOreHHOCTH

NcnonnuuTenn HCNbITAHUN:

AOSOKHOCTD AHYHas NMOANHCH pacuundpoBKka HOANKCH

PykoBoauTenb noapasac/icHNs, NMPOBOAALLIETO TOKCHKONOrHYCCKHE HCTIBITAHHUA M MCCNCAOBAHKA MAaTEpHaNoB M
H3AeNHH MEAULIHHCKOrO Ha3Ha4ecHUs

JIHYHast MOAMHCH paciindpoBka NOMTHCH

13
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ITPHIOXEHHE I
(pexomeHOdyemoe)

(PopMma nporoxona

UCIILITATEJIBHAA JIABOPATOPHA

ajapec:
JIncr 1
Bcero nucroB
NMonnomounsa ot INoccrannapra Poccuu YTBEPXIAIO
ATTecTaT aKKpeIHTallHH PyxoBoanrens UcnurarebHOH
HJT Ne: nabopaTtopuu
« » 199 r.
M.I1
ITPOTOKOJI

TOKCHKOJIOTHYECKNX, CAHUTAPHO-XMMHWYECKHX HCITHBITAHUH,
HCIIBITAHHUN HA CTEPWIBHOCTB, INPOTEHHOCTh MEITHULIMHCKHUX
U3AEIUN (MATEPHAJIOB), YCTAHABJIUBAIOHINX HX XUMHYECKYIO H
BUOTOI'MYECKYIO BE3OIIACHOCTD

Ne or 199 .

HanMeHoBaHKe HaoeaHusa (MarepHaia).

H]1 Ha u3nenue:
obosHayeHre H/1

MapxipoBKa Ha H3ACITUM:

H3rorosHrens:

ApeC U3TOTOBUTEIA:

3asgBHTCb:

AKT 0100pa 00pa3LIoB:

Hcnuranus npoBedcHn B COOTBETCTBHM € (YKa3nlBalOT HOMEpa H HAHMCHOBAHHA CTAHAAPTOB M APYTMX HOPMAaTHB-

HbIX JOKYMEHTOB):

YcnoBua npoBelcHHA MCNIBITaHHWM (TeMIiepaTypa Bo31yxa, OTHOCHTENIbHAs BIAXHOCTb, aTMOC(EpHOE aB/ICHHE B 110-
MelwueHuH HcnmitarenbHoit naboparopnn)

I.1 IPOBEPAEMBIE NMOKA3ATEHM U HCITOJIb3YEMBIE CPEICTBA UCIIBITAHUN

Vil . o

HanmeHoBaHHe noka3are.is Cpeactso HCNBITAHHSA

- CaHHTapHO-XHMMHYECKHE:
" TOKCHKONOTHYECKHeE:

| [ ] L -
- CTEepWIbHOCTD

- IIMporeHHOCTY

14
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I.2 PE3VJIBTATHI UCIIBITAHUNA

HanMeHoBaHHe NMOKa3laTens HonyctMoe 3HayeHuUe Pe3ynbraTbhi HCNIITAHKHA BuiBObI

CaHHUTapHO-XUMUHECKHUE:

» -

Toxcukonormdeckme:

CTepHIbLHOCTh

[TMpOreHHOCTD

SAKJIIOYMEHHE

HAHMCHOBaAHHUC HU3AC/THA

... TOKCHYHO, ... CTEPUJIBHO, ... IUPOTr¢HHO,; ... 00adaeT MECTHOpa3ApaXalollUM U CCHCHOMIH3HPYIOILNM NCHCTBH -
€M, ... COOTBETCTBYET TpcOOBAHUAM HOPMATUBHBIX JOKYMEHTOB.

UcnonHuTen HCcNbiTAHHUMN:

BO/DKHOCTD JIMYHast NOANMKCH paciuuPpoBKa NOANKUCH

OTrBeTCTBEHHbBIC 32 UCNBITAHUA:

RO/DKHOCTD JIWYHasA NOIAMMUCH pacluM¢poBKa NMOANHKCH

[TPHIOXEHHE ][
(ungopmayuontoe)

BUBJIUOTIPA®UA

[1] COOpPHUK METOAMYECKMX PEKOMCHAALUN MO OLCHKE OGHOCOBMECTHMMBIX CBOHCTB MCKYCCTBEHHbIX MaTepHAOB,
KOHTAKTHPYIOLLIMX ¢ KpoBblo, Mockaa, 1991 r.

{2] COOpHUK PYKOBOASILLIMX METOAKWUYECKHMX MATEPHANOB MO TOKCHKOJOTO-TMrHEHHYECKUM HCCIeAOBAaHNUAM TOJM-
MEPHbBIX MaTepUaNoB M M3ICNHUHA HAa UX OCHOBE MEIMLKHCKOTO Ha3HayeHUss. Mocksa, 1987 r.

[3] MeToanuyeckue yKa3zaHHUA M0 CAHHTAPHO-THTHEHHYECKON OLEHKE PE3NHOBBIX U JIATEKCHBIX U3ENHI MEANLIHH-
cKoro Ha3sHauyeHuss, Mocksa, 1988 r.
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