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TOCVIAPCTBEHHBIHNH CTAHJTAPT POCCHMCKON ®EJEPAIIUHU

VTN METUITMHCKAE

Tpeﬁona}mﬂ K uﬁpasuaM H TOKYMEHTALHH, NpeJACTABIA€MbLIM HA TOKCHKOWIOTHYECKHE,
CAHHTAPHO-XHMHY€CKHE HCIBITAHHA, HCNIBITAHUA HA CTEPHIBHOCTh H ITHPONCHHOCTD

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

Jarta spenenma 1999—01—01

1 OBJIACTD IITPUMEHEHWA

Hacrogumii ctaHaapT ycTaAHABTMRAET TpeQOBAHMS K JOKYMEHTAITMU M 0Opa3IiaM MeTHITHHCKWX M3Ieaui
(MarepMaIamM), TIPEICTABIAEMBIM OPTAHU3AITMAMU W YUPEXIEHUIMH HAa TOKCUKOIOTHYECKHE, CAHUTAPHO-XM-
MWYCCKHC UCIBITAHNA, UCTIBITAHNA Ha CTCPHIBHOCTEL H MMMPOTCHHOCTD (Taaee — WCIIBITAHUL ).

HcnpiTanuam momrexar:

- MATCPHATHI OTEUCCTBEHHOTO W 3apy0eKHOTO TIPOM3BOJICTBA, TIPEANOIaracMeic K NMPUMEHEHHUIO B
MeTMIIMHCKHMX M3NeTHIX (Ha »Tarle, npeaiiecTRyIouieM pa3padoTke U3Ienns);

- BHOBP pa3paboTaHHBIC WM BICPBEIC HMOCTaBaAcMbEIC B POCCHIO MCIMIIMHCKHE M3ICHUA, B TOM
YHUCAe N3TOTORICHHEIE W3 MATEPUAIOR, IPHMEeHIEeMBIX paHee B AHANOTHYHBIX WIH APYTUX MeTHITMHCKHUX
M3IETNAX;

- MEJWIIMHCKWE W3JIe/Ng, BOLICILIMEe B HOMEHKIATYPY MPOJYKIMW, MoAIeKallei odg3areTbHOH
CepTUGUKALTHN.

2 OIIPEAETEHWA

B HacrosiueM crangapre NPUMEHSIOT CASIVIOIIME TSPMHHEL C COOTBETCTBYIOLIMMH OIIpeIeIcHUSIMH.
MemupHcekHe H3nemsa — M1000ii mpudop, anmapaT, YCTpPOHCTBO, HpHcIioco0IeHHe, MaTepHan, Hc-
MOIB3YCMEIC M30MHPOBAHHO JH00 B KOMOMHAITMK (C JICKAPCTBECHHBIMM CPEICTBAMM, ITPOTPAMMHEIM obec-
MeyeHeM M T.I.), KOHTAKTHPYIOIIHE HEMOCPEACTBEHHO WIM ONOCPEIOBAHHO C OPraHU3MOM Ye/JOBeKa H
MpeTHASHAYEHHBIE IS TPUMEHEeHH B MEIUITMHCKMX 1enax. MeouiMHCKIe W30enns BKTIOUAIOT TAKXKe
TIOHATHE W3TETWI 1 MATEPHATOB CTOMATOIOTHIECKOTO HASHAYSHNS.
INpumeganne — [log MaTepraZaMi B HACTOSINEM CTAHIAPTE MOHMMAT IONMMEPHLIE, KEPAMMIECKHE, TEKC-

THWJIBHBIC MATCPHUAIBI, d TAKXKE METAJIJIBI M CIUTABBL; CTCKIIO; MATCPHAIILL U3 OCHOIOTHYeCKITX TK&HBfI., PE3MHEL, JIATCKCHI,
6YM8.FI/I; KpacHTeIN, TakH, 5Mali, KNerd U Jp., KOTOpBIE MTPHUMEHAKOT I M3TOTOBJICHNSI METUITMHCKITX M30eTHA.

ToxkcHKoIOrHYeCKHe HCNBITAHHA® — HCIEITAHUA, TPOBOIUMEIC C 1ISAbI0 BHISBJICHHUA BPCIHOTO,
TOKCHYCCKOTO ACHCTBHA MAaTCPHAIOB M M3ICAMI Ha OpTaHU3M, 00YCIOBICHHOTO XMMWYSCKHM (ak-
TOPOM.

CaHHTAPHO-XHMHYIECKHE MCTIBITAHHSA — MCITHITAHWA, TIPOBOTUMEBIE ¢ LIEIBIO OTIPENEASHHUS C TTIOMOIIBIO
MHTETPATBHBIX TTOKA3ATeNeH CyMMAPHOTO KOAHISCTBA MUTPHUPYIONTHX M3 H3ISIHI U MATEPHATIOB XMMITIEC -
KHX COSIMHCHMIA, a TAKXKE MHIMBHIYATEHEIX TMOTCHIIUATEHO OHaCHBX XMMHYCCKHX arcHToB. CaHUTapHO-
XUMHYCCKHC MCMEBITAHUS ABISIOTCS COCTABHOM YacThI0 TOKCHKOMOTHYCCKIX HCIIMTAaHHIA.

WcnpITanis HA CTePHIBHOCTE — MPOBEPKA OTCYTCTBHA XXKM3HCCIIOCOOHBIX MHKPOGOB B CTCPHIIM30BAH -
HBIX MCTHIIMHCKHMX H3ICTHIX.

WcnbIranis Ha MHPOEHHOCTh — TIPOBEPKA OTCYTCTBHA B METHITMHCKHX M30CTHAX MPOIYKTOB MeTabo-
JMH3MAa MHKPOGOB, BRI3BIBAIOIINX YV YeTOBEKA TOBRIIIECHHAE TEMITEPATYPHI TEIA.

* B TOM UHcIIe HCIBITAHHA HA TeMOCOBMECTHMOCTE — BHISBIEHHE OTPHIATEILHEX OHOMTOTHISCKUX 3(QeKToB
TPV KOHTAKTe W3MeNud ¢ KpoBkio [1].

Hananme odummaisnoe
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3 OBITAE MOJOXEHHS OF OPTAHU3AITMI UCITBITAHUN METUTIMHCKIX
W3ETHI (MATEPHAJIOB)

3.1 HcnelTaHMg W3Neauii (MaTe PUATIOB) OCYUIECTRIIOT CIICITHATHCTH, MMEIOIIHE CTICITHANEHYIO TIOI-
TOTOBKY M OIMT B 00JacTH CAaHUTAPHO-XMMMYCCKOH, TOKCHMKOIOTMYCCKON M OHMOIOTMYCCKOM OIICHOK
MEIHITHHCKUX M3ICAI, CTTIOCOOHBIC IIPMHUMATE PEILICHHS C YYCTOM JOCTOMHCTB M HEJIOCTAaTKOB PA3IMYHEBIX
MAaTEePHAIOB, COBPEMEHHEIX METQI0B MCC/IeI0BAHHI, MHMOPMAIMH, TTOIYIEHHOM H3 JIMTCPATYPRL W MPe/-
HIECTBYIONIETO OITRITA.

3.2 IlporpamMmy UCIIEITAHUH MEeTUITMHCKHMX W3IeHI (MaTepHaoOB) COCTARIAIOT CEMATUCTHI, TIPO-
BOIAIINC UCHEITAHE; IIPOrpaMMa OMPENCIIeTCd XapaKTepoM U MPOJODKHTCIEHOCTEIO KOHTAKTa W3IC/IHS
C OPTAaHM3MOM YCJOBCKA, XMMHUYCCKON IIPHPOI0i MATCPHANOB, TCXHOMOTHCH HM3TOTOBICHHS W3OS,
criocoBoM crepransanuy usnenaud [2, 3.

Kareropmuu MeTHIIMHCKWX M3ETHI, OTIpeIeIseMbIe XapaKTePoM H MPOTODKHTEIRHOCTEIO X KOHTAK -
Ta C OPTAHU3MOM YeJOBEKA, TIPUBEACHB B TIPWIOKEHUH A.

3.3 McneITaHMg TPOBOJAT B COOTBETCTBUH C TPeGOBAHMAMM MEXIYHAPOTHEIX W OTEUECTBEHHBIX
CTAHJAPTOB, a TAKXKE JPYTUX HOPMATHWBHEIX JOKyMEeHTOB [1, 2, 3].

3.4 B cayyae M3MCHCHHA MATCPHATIOB M3ICANUA, TCXHOJIOTUMM M3TOTOBICHHUA, METOIA CTCPIUIM3ALINH,
VIIAKOBKH, HA3HAYCHHA M31CIMA HCOOXOINMO MPOBCICHHC TTOBTOPHLIX MCIBITAHMIA.

4 TPEBOBAHNA K JOKYMEHTAIIHNA U OBPA3HAM, IIPEACTABJIAEMbBIM
HA UCITBITAHAA

J g TipoReIeHUS MCTIRITAHUHT MeJUITMHCKUX M3 JOMKHE ORITE TIPENCTABIE HEIL:

- COMPOBOIHTEIBRHOC TTMCHEMO ¢ MH(OPMAIMCH 00 U31eMi;

- JOKYMEHTAITHS;

- obpas3ubl U3Neans.

g mpoBeneHUd UCIIBITAHN M MEIMITMHCKIX H3ICIHI HHOCTPAHHOTO IIPOM3BOICTBA HHMOPMAIINIO 00
HM3METUH ¥ JOKYMEHTALMIO TIPEJCTABASIOT HA PYCCKOM fA3RIKE.

4.1 JIng mposeneHUS UCTILITAHUA W31eMUs, BHOBEL pazpadoTaHHoro B PoccuM WM BIIEPBHIE TTOCTAB-
Jgemoro B Poccmio, MpencTarIgioT caeIyoyn HHGOPMAITID W JOKYMEHTALTHIO.

4.1.1 JIng nmpoeeaeHUd WUCTIRITAHWH M3Me Mg, BHORE paspaboTtaHHoro B Poccyy, TpeicTapasgioT:

- HaWMEHOBAHWE W3/IETHS;

- HAaWMEHOBAaHWE TIPESJINMPHSITHA — pa3paboTyvKa | NP IIPHUATHS — M3TOTOBATENS N3ICIN;

- HazHaueHWe W oOJACTh TIPUMEHEHWT M3IeMUI C YKA3aHWeM XapakTepa M MaKCUMATBHOH MTPoIoi-
JKUTETTLHOCTH KOHTAKTA C OPTAHM3MOM UeIoReKa (ecTh W3IETWe CAOXHOE, XapaKTep KOHTAKTA MOMKeH
OHITH YKa3aH 1T KaxX/I0H JeTamu, y3/aa);

- mepedeHb JAeTaNel, Y308, BXOIAIINX B COCTAB M3e/Md, MAaTePUAIOR, U3 KOTOPRIX OHW M3TOTOBME-
HEI, C YKA3aHUEM HOPMATUBHEIX JOKyMeHToB (Janee — H/I) Ha MaTepuashr,

- (hapMaKOIICIHYIO CTATBHIO WIK ¢ KOIMIO Ha JIKKAPCTBCHHEIC TO00ABKH B CIydac TIPUMCHCHHUS HX B
COCTAaBE M3ICIH;

- METOJ CTEPUITN3AIMH WITH Te3HHMEKITMA © YKa3aHueM PEXHUMOR (B COOTBETCTBMH ¢ feicTryomei HJT);

- CBcIcHMA 00 YIMAKOBKE MATepHaia, 30U HAMMCHOBAHHC YITAKOBOYHEIX Marcpuanos, HJL Ha Hux;

- HMHCTPYKITHIO (TIPOEKT MHCTPYKITHH) TTO TTPUMEHEHWIO MeTMITMHCKOTO M3IETHS;

- MHCTPYKIMIO 110 PUTOTOBJISHUIO MATEPUAIOB THIIA MACTA-TIACTA, ITACTA-)XHUIKOCTh;

- CePTUMUKAT M3TOTOBUTENS HA METAUIR, CTIIABHI, KEPAMMKY B CIydae UX TIPUMeHEeHU.

4.1.2 [ng mpoBelecHUA UCHBITAHWH WM30eAWA MHOCTPAHHOTO ITPOM3BOACTEA, BIEPBHIE BBOZHMOTO B
Poccuio, mpencTaBigior:

- HAMMECHOBAaHHE (PMPMbI U CTPAHBI-U3TOTOBUTEIS;

- HAMMCHOBAHHE OPraHU3alMM, MPSICTABNALIONEH U3IEIMe HAa UCTIBITAHUS ;

- HHQGOPMAITHIO H JOKYMEHTALMIO 110 TiepeuHio 4.1.1.

4.2 Kpome JaHHBIX, TTPUBEJAEHHEBIX B 4.1, B 3aBMCUMOCTH OT MATEPHATA, TIPUMEHEHHOTO I M3TO-
TOBJIEHMSA M3IEIHS WIM TPEANOAaracMoro K MPUMEHEHUID B MEIMIIMHCKMX M3ISIMAX, TPEICTaBIAIOT
CASIVIONUIYIO MHMDOPMALMIO U TOKYMEHTALIMIO:

- KpaTKoe OIMMCAHMUE TEXHOMOTHH M3TOTOBICHWA M3Ieausd (MaTepuaia) ¢ yKazaHUeM TeXHOJIOTHYcC-
KHX 10GaBOK, HX KOJIMYCCTB M TEMIICPATYPHEBIX PEKHMOB MepepaboTKu (IIpU HEOOXOIUMOCTH);

- XMMWYCCKMI COCTaB (pelienTypa, XMMHYCCKHC (hOpMYIERI HHIPSIMCHTOB, MX KOMTHYCCTBA B PELCI-
Type 1 HJI Ha HIX) IS HOBRIX MATEPHANIOR;

- XapaKTCPHUCTHKA XMMIYCCKHMX M (DH3MKO-XMMHYCCKHX CBOHCTB MaTepHaIoB (CHOCO0 ITOMYYCHHA,
MOJIEKYITPHAS MACCa, HAJIMIME PEaKITMOHHOCTIOCOOHBIX TPYITT, TUIOTHOCT, PACTBOPHMMOCTE M JIp.) B CTydae
TpeICTABIEHNS HOBRLIX MATEPHAIOB.

2
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4.3 dna mpoBegeHAS UCTRITAHIH MeTWITMHCKHAX M3IeIH, MoaIexKalx oba3atenbHoi cepriduka-
U, TIPEACTABITIOT CAEAYIOMYI0 THGMOPMAIIII0 U JOKYMEHTAITHIO!

- HAMMEHOBAHHWE M3IeIMSI (MaTepHama);

- HAMMEHOBAHME OPTAHW3AITMH, MPEJICTARIIIONICH 3Me e HA UCTIBHITAHNUS (TaNee — 3afBUTENh);

- HAa¥MMZHOBAaHHE CTPaHBI, (PMPMBI, OPTaHH3AIIMN — HW3TOTOBUTENS H3ICTHS;

- HA na mznemie (I'OCT, OCT u ap.) MpH MpeacTaBIcHUA U3ISII 0TCYSCTBCHHOTO ITPOU3BOICTBRA.

IIpu HeoBXOIUMOCTH OPTaHU3AN, TIPEICTABINIONIAS W3/Ae/IMe Ha UCHBITAHWS, JOKHA TI0 3aTIpOCcy
OPraHU3AITIN, TPOBOIAIIEH TOKCHKOMOTHYECKHE MUCTRITAHUS, TIPEJCTABUTE W IPYTYIO WHOMOPMAIIHIO, He-
0BXOIUMYIO IS WX MPOBEICHMUS.

44 TpeboBaHug K olbpasuam

4.4.1 O6pasupl U3Ie/IHI IPSICTABILIOT HA MCHLITAHMS B KOJMYECTBE, ykazaHHOM B Tabiuue B.1
npwioxkenud b. Mangenud, He BOLICOUIAE B YKA3AHHYIO TAGIMITY, TIPEICTARILIOT HA UCILITAHIY B KOIHYE-
CTBe, COLTACOBAHHOM C OPTAHM3ALINEH, TIPOBOIIIIEiT UCTTRITAHNS.

4.4.2 O6pasisl MpeIcTaBISIOT B BUMIE TOTOBOTO K IPUMEHEHWIO U301, YITAKOBAHHEIE C STUKETKOI,
Ha KOTOPO# JOMKHBI GBITH YKa3aHBI HAUMEHOBAHNE M30EMMA, HAaMMCHOBAHME OPTaHU3aIInH-H3TOTOBHTES,
JAaTa H3TOTOBICHMA.

4.4.3 O6pasupl U3LeIMI OIHOKPATHOIO NPHUMEHEHHNS, BLIIYCKASMBIC B CTCPHJILHOM BUAC, IIPCICTAB-
JISTI0T Ha UCTIBITAHHS B YIAKOBAHHOM BIIE, TOTOBOM K TIpHMeHeH0. Ha 3TiKeTKe, KpoMe BRIIIETIepeunc-
JMERHHOTO, TOMKHEL OBITH YKA3AHEL METOJ M JATA CTEPITH3AINT U3IeTHs.

4.4.4 O6pasusl M3JeTWH TOCIe MPOBeIeHIA HCIIRITAHMIT He BO3BPAILAIOT,

5 O®OPMUIEHHUE PE3VIIBTATOB MICITHITAHWI

5.1 Ha ocHoBaHMH IIPOBEICHHBEIX HCHBITAHMI H 5KCICPTH3E JOKYMESHTAIIMHM O(OPMISIOT 3aKII0Ue-
HHE O TOKCHKOJIOTHYECKHX, CAHMTAPHO-XMMMYCCKHX HMCIIBITAHMAX, MCIBITAHULX HAa MUPOreHHOCTD, CTe-
PUILHOCTE (madee — 3aKTIOUCHIC) HWIM IIPOTOKON MCHBITAHWM MCIHIMHCKMX H3ICAMI (MaTcpHaloR),
YCTAaHABIMBAIOUTHX MX XHMHYCCKYIO U DMOIOTMYECKYIO 0¢30TACHOCTE (Jajice — MPOTOKOM).

5.2 Tlo pesynnTaTaM HCOBITAHHH HOBOTO MaTepHAIA WK ONBITHOTO 06pas3iia BHOBE PaspaboTaHHOTO
M3IeIIH, a4 TAKXKe M30e/IMI HHOCTPAHHOTO POH3BOICTRA, MPEANONaracMoTo K perucTpauud B MuH3npase
Poccuu, odopmagior 3akmodeHie. PopMa 3aKII0UYCHA IIPHUBSICHA B IPIWIcKeHHH B.

5.2.1 B 3aKmi0UeHHH YKA3HIBAIOT PE3YILTATRL TIPOBEIEHHBIX UCTIRITAHITIT I SKCIEPTH3RI, OTMEUAIOT
HATAYKME WIN OTCYTCTBIE TOKCHUECKUX CBOICTB, CTEPIIBHOCTH, MUPOTEHHOCTH 1 NIp.

YunuThiBag pe3yasTAThl UCTIRITAHHIT, BRIJAIOT PEKOMEHIAITHIO O BOMOXKHOCTH TPUMEHEHIs U30eTHs
B MEIHIIHHE.

5.2.2 3akmodcHue HAIIPaBIAI0T B OPraHM3allHIo, TIPCICTAaBUBLIYIO M3Acaue (MaTepuad) Ha HCITEITA-
HMA (Jlayiee — 3a9BUTENb).

5.2.3 B zakmoueHUM Mo TpebGOBAHMIO 3aSBUTENs PEUEHTYPHBIA COCTAB MaTepHana JOMYCKAeTCd He
YKA3HIBATh. B 3TOM choyuae pelienType MPUCBAMBAIOT IIMG)D.

5.2.4 3agBurenio obecneuyMBalOT KOHMIICHIIHATFHOCTE HH(OPMALIMH, COCTABISIOIICH KOMMepUec-
KyI0 TaHHY.

5.2.5 [ng pgoa u3genuii KpaTKOBPEMEHHOTO KOHTAKTA ¢ OPTAHH3MOM YeJIOBEKa JOIIYCKaeTea odop-
MIIAThH 3aKIIOUEHHE 10 3KCIIEPTH3E B COOTBETCTBHN ¢ TpebopanueM HJI; no pesyinpTaTaM paHee MpoBeIcH-
HBIX TOKCHMKOJIOTHYECKHX HCIBITAHHI; HA OCHOBAHMH CBEICHMI O TOKCHYHOCTH MAaTePHANOB.

5.2.6 Ilpu HeoBXOMHMOCTH MOXeT OBITH BBIZaHa KOIH# 3aKkmodeHud. Kommio 3aximioyeHHs mMeeT
MPABO 3aNPOCHTH TOABKO Pa3paboTYMK MEIMLIMHCKOTO H3IeIHS HAa COOCTBEHHYIO Pa3paboTKy.

5.3 Ilo pe3ynpTaraM MCHBITAHHI CCPHITHO BRITYCKACMBIX H3ICAMI (B TOM 4YMCIC WHOCTPAHHOTO
TIPOM3BONCTBA) OGOPMATIOT TIPOTOKOI UCTIHITAHWH. (DopMa MPOTOKOAA MCTIRITAHUI TIPUBEAEHA B TIPHIO-
xennm I

5.3.1 IIpoToKon MCIBITAHWI HAIPABALIOT 3a9BUTEIIIO.
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HPHIOXEHHE A
(cnpasounoe)

KATETOPHMH METUITHHCKHX M3IETHI

A.l MeauIiMHACKEE W3MedHs 10 BHAY KOHTAKTA ¢ OPraHm3MOM YelIOBEeKA MOIpas3efdioT HA HecKOJBLKO TPYITIL.
Hzgenusa, KOHTAKTHPYIONIME HEIOCPEICTBEHHO MIH OMOCPeI0BaHHO!
- C BHYTPEHHEH Cpeloil opraHn3Ma;
- ¢ KpoBbIO H THMOIT,
- C paHeBoil MOBEPXHOCTLIO;
- CO CITH3HCTBIMH 000TOUKAMHY,
- € KOXeH.
A2 MeIMIIMHACKHE W3/IelNd B 3aBMCHUMOCTH OT JJMTeIFHOCTH KOHTAKTA ¢ OPTAHM3MOM dellOBEKA ITOApas/ie/saioT
Ha:
- M3OeNHs, TTOCTOSAHHO (MOXU3HeHHO) WIH AMHTENbHO (Boee cyTOK) KOHTAKTHPYIONIHE ¢ OPraHHM3MOM;
- M3eNHsl, KpaTKOBpPeMeHHO KOHTAKTHPYIONIHE ¢ OPraHM3MOM YeloBeKa (0 CYTOK).
A.3 OCHOBHBIE KATETOPHH MEIMITHHCKMX M3NeTHi (Tanee — M3OeMHH), Momiekaniie TOKCHKOMOTHISCKHM HCTIHI -
TAHHAM, B 3aBHCHMOCTH OT BHJA M NTHTEILHOCTH KOHTAKTA ¢ OPTarmi3MOM.
A.3.1 Hzgenws, MOCTOSHHO WIH AMHTENLHO KOHTAKTHPYIOIINE ¢ BHYTpeHHell cpefiol opranm3Ma:
- TIPOTE3bI KPOBEHOCHBIX COCY/I0B, KIAIIAHEL CCP/LIA, HPOTE3LI PAIYHBIX BHYTPEHHIX OPraHOoB ¥ MATCPHAITBE 51
TIMACTHKH TKaHeH  T.IL;
CTOMATOJIOTHIECKHE MMIINAHTATEL, MATEPHAIEL [T TUIOMOHPOBAHIS KOPHEBBIX KAHAIIOR;
- Oqi)TaJ'IBMOJ'IOFHTIeCKHe HMITITAHTATH,
- SHAOIPOTE3Bl OPTONEANIECKOro Ha3HaUeHIs;
- MaMMa- M GajuionpoTesst;
W3IemHs (MaTepHalibl) g COeIMHEHHMs W CKIEHBAHMSA TKaHeH opranmaMa (IMITHQTH, IDIEHKH, KIesIe
KOMITO3HITHH, KOCTHBIE HeMEHTH U 1p.);
- MaTepHalbl I SMOONH3aIIHH COCYIOB,
- W3OS O JeveOHBIX MaHHMYIAIHN (MMIUTaHTHpYEMBIE KATeTepHl, MaTUMKH, CTHMYJITOPHL BHYTPEHHHX
OpraHoB, KOHTPAIETITHBREL),
- CHCTeMDI IpeHHpPOBAHHNS;
- TMpoYHe W3,
A.3.2 Wzaenus, KpaTKOBpeMeHHO KOHTAKTHPYIOIIHE ¢ BHYTpeHHeH cpemoil opraHM3Ma:
- KATEeTepHl, 30HIET,
- CHCTeMBI IpeHHPOBAHHNS,
- JATIHKHA W STEKTPOILL T4 IHATHOCTHUeCKOH W TepaleBTHIeCKO armapaTyphl;
- XHpPYPrHIecKHe HHCTPYMEHTLI Pa3IHIHOTO Ha3HaIeHs;
- MPOTHE M3MEeH.
A.3.3 Hazpenud, JHTeNBHO KOHTAKTHPYIONMINE ¢ KPOBLIO W JTHM(OH:
KOHTEHHepH M eMKOCTH [T XpaHeHMI KPOBH, ¢¢ KOMITOHEHTOB, CYXMX M XHIKHMX KPOBe3aMeHHTeNeH;
- NTHANHM3aTOpbl; OKCHTEHATOPHI, MATMCTPATH 11 JUATH3aTOpoB, OKCUTEHATOPOB, TeMoIHaN M3, THMGonHam3a;
- TeMO- M MMMYHOCOpPOEHTEI, THMPOCOPOEHTEL,
- MpOIHE M3MEeTH.
A.3.3.1 Hzgenms onmocpeIoBaHHOTO KOHTAKTa:
- yeTpoMeTRa g MOMydeHH s alHporeHHON BOIH /IS PACTROPOB NeKapCTREHHEIX MPerapaTor;
- YCTpOMCTBA I OYHMCTKH JeKAapCTBEHHLIX TIPeNapaToB (MOHO0OMEHHEIE, (BHILTPOBANILHEIE);
- Tapa, YIIaKOBKa, YKYIIOPKA JeKapCTBEHHBIX CPEfICTER;
- MPOUHEe M3MeTHd.
A.3.4 Hazpenusd, KpaTKoBpeMeHHO KOHTAKTHPYIOMIME ¢ KPOBBIO ¥ THMQOH:
- YCTpoHCTBa B3ATHA KPOBH, VCTpoMcTBa AJd NepeluBaHisI KPOBH M PacTBOPOER,
- MIIPHITEL HHBEKITHOHHEIE,
yeTpolicTBa Ins GHIBTPALMH KPOBH H €€ MpernapaTos;
- KaTeTephl COCYIMCTHIE, OKITIOMEPHI,
- TIpoYHe W3IeTH.
A.3.5 Hapennd, AMUTeIHHO KOHTAKTHPYIONINE C padeBoH TTOBEPXHOCTHIO:
MOBHEIH XUPYPIHISCKHi MaTepHan (HUTH XMpYPTrHIecKie, KeTrvT),
- TepeBI30THEE, TTPOTHBOOXKOTOBEIE, APeHAXHEIE, BIHTHIBAIOIINE MATEPHATH,
- COpOEHTH As JIeUeHHA paH, IpOoTHBOOXOTOBHE KPOBATH THIA «KITHHHTPOH»,
- TIpoYHe W3NeTHA.
A.3.5.1 Hapmenud orocpeZoBAaHHOTO KOHTAKTA Yepe3 JIeKapCTBeHHEIE CPeICTRa:
- Tapa, YIaKoBKa, YKYIIOPKA JIEKAPCTBEHHEBIX CPEJCTR;
- MaTepHabl, HCIIOAB3YeMbIe IS TTOIVIeHMs JIeKapCTBEHHBIX MperapaToR (THIpOTeTH, OCHOBE Masell, TIeHOK,
PACTBOPOB, MUKPOKATICYIIE);
- TpoYHe W3MeNTHs.
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A.3.6 Hzgenns, KpaTKOBPeMeHHO KOHTAKTHPYIOIINE ¢ pAHEBOH MOBEPXHOCTRIO!
- TEKCTHJIBHBIE M IUIEHOUHBIE H3AENHA, MPHMEHAeMEIe [IPH ONepaTHBHBIX BMEIIATENbCTBAX H OKA3aHWH MEPBOH
TTOMOTIIN;
- MepYaTKH XU pyprHiIecKue;
- TMpoYHe W3,
A.3.6.1 Hamemus omocpelToBAHHOTO KOHTAKTA Uepes NeKapCTBeHHEIE CPeacTRa:
- Tapa, YIIaKOBKa, YKYIIOPKA JeKapCTBEHHBIX CPEfICTR;
- MATepHalBl, MCIOMb3VeMEIe JIIS TTOMVISHHS JTeKapcTBeHHBIX MperapaTos (THAPOreM, OCHOBLI Ma3ell, TIMeHOK,
PacTBOPOB, MUKPOKATICYITET).
A.3.7 Hagenus, IIHTETEHO KOHTAKTHPVIONIME CO CIM3HCTHIME 000IOUKAMI!
- CTOMATONOTHUECKIE MaTepHANbl (Da3HMChHl, 3¥ObI, KOPOHKH, TNOMOHPOBOTHEIE MATEPHANH, [EMSHTEL AT QUK-
callMy HeCheMHEBIX TPOTE30B, TOBI3KH, TTACTH, TIEHKH [T CITM3HCTON pTa);
- KOHTAKTHEIE JTHH3HL,
- BHYTpHBATMHATLHEIE W3IETHS;
- IETCKHE COCKH,
- TMpoYHe W3MeNsd.
H3nemnst omocpeJoBaHHOTO KOHTAKTA Yepe3 JeKapcTReHHLIe CpelicTRa:
- Tapa, YIIaKOBKA, YKYIIOPKA JeKApCTBEHHBIX CPEFICTR;
- MATepHansl, NCTOMb3YeMEIe T TOMVIeHHT TeKapcTBeHHBIX TPermapaTos (THAPOTETN, OCHOBE Mazel, TINeHOK,
PacTBOPOB, MHKPOKATICYITBL);
- anmnapaTypa I CTUMYIISIIHHA THXaHM .
A.3.8 HMzmenmd, KpaTKOBpeMeHHO KOHTAKTHPYIONIME CO CITH3HCTEIMH 0B0MOTKAMH:
TMHEKOJIOTHIecKIe, YPOIorHIeck e, CTOMATONIOTHIeCKIe MHCTPYMEHTH;
- M3OENHS AN OpTONeInH,;
- Mpe3epBaTHBHI;
- MepYaTKH CMOTPOBLIE;
- HApPKO3HO-IHIXaTelbHAas arnapaTypa,;
- BHYTPHUKHIIETHEIE MHCTPYMEHTE M VCTPOHCTRA,
- BHHAOTpaxeanbHbIe 30HbL;
- BHIOCKOITHL;
- CTOMATOMOTHYECKHE MATCPHATH (CEMOYHEIE, MOTETHPOBOTHEIE)
- TOATY3HHMKH, TTeTeHKH,;
- MPOTHE M3MEeH.
A.3.9 Hzgenma, IMHUTeNBHO KOHTAKTHPVIOIINE ¢ KOXeH (HemoBpeXaeHHOH):
- W3AenMs g GUKCAITHN, MMMOOMIM3aIl MM TKAHeH M opraHoB (TMACTHIPH, TUIEHKH, TepeBA30UHEE MATEPHANLL,
3IACTHYHBIE OWHTHL 1 Jp.);
W3IETHs A1 HApVAKHOTO TPOTe3NPOBAHMS (KOPCETH, THIIL3HI ITPOTE30B, MPOTE3HI);
- 6oanHque Genbe;
- ofiexXa A7 MelMIMHCKOTO MMepcoHaa;
- MepYaTKH AMATHOCTHYeCcKHe, aHaTOMHWYeCKIe, HallaTbYHIKH,
- MOYe- W KaJOTpHeMHHKH;
- BIEKTPOIbEl MOHHTOPOE;
- OYKOBHIE OIIPABHI;
- KITHIICHL, OpacieThL.
A.3.9.1 Hzgenns ormocpeJoBAHHOTO KOHTAKTA Yepe3d JeKapCTBEHHEIE CpeficTBa:
- MaTepHalisl, NCIOML3YeMbIe M TIOMYIeHHS JTeKapcTBeHHEIX TPerapaTos (THAPOreld, OCHOBEL MaseH, TIeHOK,
pPacTBOPOB).
A.3.10 Hzpems, KPATKOBPEMEHHO KOHTAKTHPYIOIIIE C KOXell (HeIoBpeXIeHHON):
W3IETHS THIHON THIHeHB (THIHeHNYecKue MakeTHl, BaTa, TPesikH);
- BIEKTPOAR, TaTIHKH;
- TACTHI SMEKTPOIHEIE;
- TIpoYHe W3IeTH.
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HPHITOXEHHE b
(obnzamensroe)

®OPMA H KOMHYECTBO TTPEJICTABITAEMBIX OBPA3ITOR METHITHHCKIAX HITETHHN, MATEPHATTOB

Tabnuuoa b.1

JIBL OJIA HJIOMGH]JOB&HHH KOPHCBBIX Ka-
HAaJIOB

1.4 Wzpenua ans oTanbMOIOTHH:
- HHTPAOKYISAPHLIS JTHHAHI

- BHYTPWTTA3HbIE JTHH3EL

- CKIepOINACTHISCKHH MaTepHal
- AHTHINAYKOMATO3HEIS JpeHANHM

Tlo cornacoBaHMIO ¢ 3aKA3WTKOM
Tlo cornacoBaHWIO ¢ 3aKa3YMKOM
Tlo cornacoBaHMIO ¢ 3aKA3WTKOM
Tlo cornacoBaHMIO ¢ 3aKA3WTKOM

(e mMeHee 120 1)

He menee 30 mt.
He memee 10 .
He menee 40 mt.
He menee 30 mt.

KomuectBo 1 dhopMa IIpecTaBieHA oOpasioB
Hammenopanuie HM3OCAMIA, MaTcprana A1 MCIBITAHIT HpI/IME'{ﬂHI/IE
MaTtepuan Hianenane
1 M3menws, MOCTOSHHO WM ATH-
TeJIbHO KOHTAKTHUPYIOIIHME ¢ BHYTPEHHEH
cpefioil opraHu3Ma
1.1 HmmnaHTHpyeMbIe H3IeITHs CyMMapHOe KOJIHYECTBO MAaTepHayia m 5 mr. —
(xpoMe M3Meui A cepaedHO-COCYAN- | 3HI0IpoTe3a, HEOOXONUMOe Ui TIPOBE/IE-
CcTol XUPYPTHH K oG TaTbMOXUPYPTHH) |HHSA CAHUTAPHO-XHMHIECKHX H TOKCHKOJIO-
TMYECKUX HWCITBITAHMI, PACCUYHMTHIBAIOT, KakK
VKa3aHO HIXE:!
m=m + my,
Iie m; — Macca MaTepHalia B BUE ITHITHH-
POB MM TIIACTHHOK pasMepoM
3Ix 3 cM, 5x5 oM, HeoOXOqMMAs
Ui CAHUTAPHO-XMMHYECKHX HC-
NBLITaHU, T;
m = SM,
rae M — MaKCHMANBHBIH pacxo]] MaTepHaa.
SHIOIIPOTE3a A OJHOTO MTAlTHEeH-
Ta, T;
™M, — Macca MaTepuala B BUJIE IIHIHH/-
POB MK TAONETOK ¢ 3aKPYTIIeHHbI -
MH KpasiMi, HeoOXoumas /st
TOKCHKONIOTHIECKUX HCTTBITAHHIA, T;
0,3
m= 2o M
rae 0,3 — macca nabopaTopHOTO XHBOTHO-
TO, KT;
M — MakcUMAaNBHBIH pacxo/l MaTepu -
ana 3HOOMIPOTe3a IS OTHOTO Ma-
1IMeHTa, T;
70 — cpen s Macca Tela JeloBeKa, KT
1.2 H3penus nang cepaedHo-cocya- —
CTOW XUpYpTHH:
- HMCKYCCTBEHHEBIE COCYIOBRI (CHHTE- CyMMmapHad IDomans He MeHee 500 om? —
THIeCcKIE H OHOTOTHIECKHE)
- MAaTepHaIHl I [UIACTHKH TKAHEeH CyMMapHas IUoINans He MeHee 500 cm? —
cepia
- IpOTe3Hl KJIATIAHOB Cepria CyMMapHad IUolans He MeHee 500 cm? 3 .
- WMITAHTHPYEMEBIH  3JIeKTpoKap- CymMmapHas onas He Meree 500 cm? 3 .
OHOCTHMYIIATOP
- WMIUTAHTHPYEMBIE CTHMYJISTOPHI CyMMapHad IIomaas He MeHee 500 cm? 3 .
BHYTPEHHHX OPTaHOB
1.3 Cromaronorvdeckme wmarepHa- Macca ne menee 120 v 1 ymakoBka —
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3.2 OxcureHaTOpbl, JUATH3ATOPHL C
KPOBOIIPOBOIAIIMMH MATHCTPaIIMH

3.3 CopbeHTH (reMo- 1 HMMYHOCOP-
6enTrI, TMMpOcopOeHTE)

3.4 VYerpolicTsa TS TOMYIeHES aIIH-
POTEHHOI BONH VT PACTBOPOB JEKApCT-
BCHHBIX IIPEIapaToB

3.5 MaTepHaisl 019 OUMCTKH NeKap-
CTBEHHBIX TIpenaparoB (MOHOOOMEeHHHE,
QIIBTPOBATLHEIE)

3.6 Tapa, VIIAKOBKA JTeKapCTBEHHBIX
CPEICTB:

- mpobxm

- eMKOCTH

4 Mamenus (Marepwaibl), KpaTkKo-
BpEMEeHHO KOHTAKTHPYIOIHE ¢ KPOBBIO 1
nuMdroit

CyMMapHag TUomais He MeHee 500 om?

Konmmuectso, HeoOXOauMoe
TPEXKPaTHOTO MPUMEHEHIT

fini

CyMMapHad IDIomags He MeHee 500 cm?

CyMMapHas ITomans He MeHee 500 car?

200—250r
Cymmaprad 1iomans ve mexee 500 eM®

3—8 mT.

He menee
10 KomoHOK

HarmieHoRaHMe M3OENNI, MaTepHana AV HCIIBITAHIT Hpﬁgqa—
Marepuan Hznemie
1.5 Hamenus misi KOHTPALETIITHH:
- BHYTPHMATOUHEBIE CITHPAIH B BHIe TmpoBOJOKH, WIAyIIeH Ha —
W3TOTOBIEHWE W3ACINH, JIUHOH 5 M He menee 25 1.
1.6 Magenma mid  coefuHeHHS I —
CKJICMBAHWS TKaHe} opraHnamMa:
- KOCTHBIE IIeMEHTEHL — 5 VITaKoBOK
- KJIgeBhle KOMITO3HITHH — 5 5 VITaKOBOK
- MaTepHamst AN TACTHKIM TKaHelH CyMMapHas Tmomans He MeHee 500 oM —
- CKOOKH K CIIHBAIOIIHM AITTapaTam — He mernee 3 mT.
1.7 Mamma- B GalIosHI0NIPOTE3H 1 CymMapHas 1Ionmans He MeHee 500 cv2| He MeHee 5 mT. —
apyrie
1.8 Ha3nenwus nng neyeGHBIX MAHUITY-
JISALLFTH: —
- WMMIUIAHTHPYEMBIE KATeTephbl CymmapHast wronaip He Menee 500 cm2| He menee 10 mrr.
2 Hamenus (MaTepHanabl), KpaTkKo-
BpeMeHHO KOHTAKTHPYIONIME ¢ BHYTPEH-
Hel cpemoll opraHM3Ma
2.1 Katerepbl BceX BHUIOB, 30HIHL, CyMMapHas IUIomags He MeHee 500 cv?| He meHee 15 miT. —
OVKH, ApeHaXH, MYHTH, HAKOHETHHKH
2.2 JMaTanuku, SMeKTponul IS IHa- CyMMapHad TUIomais He Meree 500 oM? 1 KOMILIEKT —
THOCTHYECKOM W TepaleBTHYSCKOM aIa-
paTypel
2.3 XWpypradeckue  MHCTPYMEHTHI — 3 mIT. —
PA3TMIHOTO HA3HAIEH S
3 Wzmenmsa (MaTepHalnl), NTHTEILHO
KOHTaKTHPYIOUIHE ¢ KPOBLIO W TAM(OI
3.1 KoHTeliHepsl M eMKOCTH IS Xpa- CyMMapHad IDTomans He MeHee 400 cm? 15mr.+0,4VN, Kon-
HeHWs KPOBH, ¢ KOMIIOHEHTOR, CYXHX M rme N — Konude- |TeMHeprl
KHIKHX KpoBe3aMeHUTeIel CTBO M3NETHH B|IONKHBI
TIapTHH, TIIT. ORITH  3a-
TIOTHE HBL
JACTHII-
JTHpOBaH-
HO BOZON
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JANd HICIIBITaHI A

Marepuan

Hznemie

TIprmeua-
HHE

4.1 Verpoticta 3KCQY3MOHHEIE,
TpaHcY3HOHHEE H HH(Y3HOHHEIE!

- yCTpolcTBa B3ATHS KPOBH

- yeTpoiicTBa AN NepenHBaHHA
KpOBH U JIEKAPCTBEHHEIX PACTBOPOB

- yCTpocTBa TS BIMBAHHS PacTBO-
poOB

4.2 Marnerpand KpoBOIIPOBOIIIINIE

4.3 TpwIisr:
- MIMPUIEL THBEKITHOHAEIE MHOTO-
Pa30BOro NMPHMEHEeHIS

- IINPpHOBI HHBCKITHMOHHBIE OIHO-
KpaTHOro IIpUMCHCHIH, CTCPHUIIM30BAH-
HBIE Ta30BLIM CIIOCO00OM

- OIIIpHIObI HMHBECKIIHOHHBIC OJHO-
KpaTHOro IIpUMCHCHIH, CTCPHUIIN30BAH-
HEBIE paIlalTHOHHBIM CIIocotoM

4.4 MeMOpaHel OmA  (GHIETpariy
KpPOBH M €€ TIPENapaToB

4.5 KareTepbl COCYIHCTBIE, OKKITIO-
IepEl
5 Wzmenma (MaTepHaBl), IIATEIEHO

KOHTAKTHPYIOIINE C paHeBOH TTOBEPXHOC-
TBIO

5.1 IloBHBI XHPYprUUIecKHi MaTe-
pHan (HHTH XHPYPrU4ecKHue, KeTTVT)

5.2 TepeBd30YHEBIE, TIPOTHBOOXOTO-
BbHIE, APEHAXHEIE, BIIMTHIBAIOIINE MAaTe-
pHATNEL

5.3 CopOeHTH 1714 JleYeHWs paH:
- TKaHEBHIE
- TOpPOLIKOBEIE

5.4 TlpoTHBOIIpOJIEkKHEBLIE KPOBATH
THITa «KITHHITpOH»

5.5 Ilonrysumkw,
KJIaHasd KIeeHKa

5.6 Tapa, yIIaKOBKa, VKYIIOPKA Jie-
KAapCTBEHHEBLX CPENCTB

IIEJIEHKH, TIOO-

CyMMapHas IUomans He MeHee 500 cm?
CyMMmapHas IToaap He MeHee 500 car?

CymmapHas Tnomans He MeHee 300 om?

CyMMapHad TUIomaas He Meree 500 oM?

CyMMapHad IDIomags He MeHee 500 cm?

CyMMapHag TUomais He MeHee 500 om?

CyMMapHas IIMHA He MeHee 8 M

CyMMapHag Toomais He MeHee 500 cum?

CyMMapHas Iomans He meHee 500 cm?
10 M
1 xr cdep

CyMMapHas ITomans He MeHee 500 car?

CM. 3.6 Hacroaei Tabiuib

He menee 25 mT.
He Menee 25 mT.

He menee 25 mT.

He menee 10 mT.

Konmgecrso
00pasIoB n
PACCUMTEIBAIOT II0
topmyre

roe 450 — obrnem
BBITSIKKHA,
HeOOXOOUMELH st
TIpOReJeHHsT TOK-
CHKOJIOTHYECKHX
H CamHTapHO-XH-
MHYECKHX  HCIIBI-
TaHWi, cM3;

V — HOMHHANL-
HBI 00BEM OJIHO-
o IIpHIA, oM

475 .

450 mr.

He meree 10 mT.

He menee 15 mT.

ITo cornmacosa-
HHIO € 3aKA39YMKOM

Tlo cormacosa-
HHIO € 3aKA3IIKOM

ITo cornmacosa-
HHIO ¢ 3aKA34HKOM
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TTOBA3KHA

6.3 TlepuaTKy XMPYPrIdecKie

6.4 HM3mennda onocpeoBaHHOrO KOH-
TaKTa gepe3 JeKapCTBeHHLIe cpecTRa:

- Tapa, YIAKOBKA, VKYIIOpKa NeKap-
CTBEHHBIX CpPEICTB

- IUIEHKH

6.5 MarepHannl, WCIIONBE3YeMBbIe ISt
TMONYICHHUA NeKAPCTBEHHHIX IIPenapaTos:

- THOpOTeTH, OCHOBHI Ma3zeil, Iie-
HOK, paCTBOPOB, MHKPOKAICYIEL

7 HMamenwms (MaTepHasl), ATATENTHHO
KOHTAKTHPYIOIIME CO CIM3HCTRIME 000-
TOIKAMHA

7.1 CroMaTonornIecKie MaTepHAEL:
- DasncHLIe

- 3y0OBI, KOPOHKH 3VOHLIE
- aTe3MBEI, FepPMETHKH

- HHOMGI/IpOBO‘IHHG

- MOIKJIagKH K Oazucam

3AIHUTHEIC TaKI1

7.2 Wzmenus mid o TalbMOJIOTHH:
- KOHTAKTHLIC JIHH3EL

7.3 BHYTpHBarMHANILHBIC HM3ET1:
- nuacdpparMbl

- KOTMauKH

- TaAMIIOHEL

7.4 HeTckue cocKH

7.5 Amnmapatypa IS CTHMYISIHH
TMBIXaH M

TpenHa3Ha9eHHBIX I OHOTO MAIlHeHTa Ha
Kypc TeTeHns

CM. 3.6 HacTosmel TaGMIHIIEL

CyMMapHas IUoans He meHee 500 cm?

30 T umm
CYMMapHas TIomans He MeHee 500 oM

Macca ne memnee 250 r

Macca ne menee 40 r
Macca ne memnee 125
Macca He mMeHee 250 T

Macca ne menee 30 r

CyMMapHas IIoaap He MeHee 500 car?
CyMMapHas Iomans He meHee 500 cm?
CyMMmapHas IToaap He MeHee 500 car?

CyMMapHad IDIomais He MeHee 500 cm?

eIHHNL W3HeTHsI
M0 COTMACOBAHHIO
€ 3aKA3UHKOM

15 map

1 ynakoBka
(e menee 250 1)
32 mrT.

1 ynakoBka
(ze meHee 40 1)
1 ynakoBka
(He Menee 125 1)
1 yrakoBka
(e Menee 250 1)
1 ynakoBka
(re menee 30 )

30 mT.

He Menee 25 mT.
He Menee 25 mT.
He menee 60 miT.

He menee 25 mT.

3 mrT.

ANA UCIIBITAHITA Hpmeqa—
HarmeHopade H3OENd, Marepriana -
Marepuan Hspenue

5.7 MaTepHansl, UCIOIL3YEMBIE /IS —
TTONYIEHWS TeKAPCTBEHHBIX TIPEeTaparos:

- THIPOTEJIH, OCHOBHL Ma3ei 50 r —

- JeKAPCTBEHHBIC IUIEHKH, MHKpo-| CyMMapHas IUomans He MeHee 500 ca? —
KaICyIbL TIPeapaToB

6 Hamenng (MaTepHanbl), KpaTKo-
BpeEMEHHO KOHTaKTHPYIOUIHE C PAHEBOH
TTOBEPXHOCTEIO

6.1 TeKCTWIBHEIE M IIICHOUHEE Ma- CyMMapHas TUromags He MeHee 500 cm? KonuuecTrO —
TEpHAaNbl, TPHMEHIEMBIE TIPH 0TI PaTHB- EIHWHNI] H30eTHS
HBIX BMEINATENBCTBAX M IJIA OKA3aHHA CYMMAapPHOH
TEPROM MOMOTIITH THTOTIATBIO He

meree 500 cm?
6.2 CTOMATONOTHUECKHE JedebHbIE 20-KkpaTHO®  KOJMMECTBO  0Opasiios, Konugectso —
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8.4 PasHble M3IeIus:

- CIIPHUHIIOBKH

- KpPyXKH Hcmapxa

- WIENHUS A OpTOTIe N
- HHTAISTOPBI

- CJIETIOUHBIE MATepHAaIEl

- MIPE3CPBATHBEI
- CEKC-CTHUMYJATOPEL

- IHEPYATKH CMOTPOBLIC

10

IIPOBOIAIINMHA HCIIBITAHNA

CymmapHas miomnaas He MeHee 500 om?

Macc;250 r

cammeM. Momyin
HenocpecTREH-
HOTO W OTIOCPEno-
BAHHOTO KOHTAKTa
C OPraHH3MOM:

- MAacKI, BO3-
OVXOBOAH — TIO
3 1T, KaXKIBIH

- AbIXaTeThHast
CMeCh, IIpOIIed-
mag gepe3 ama-
par,—20 1 B
«KHCIIOPOIHON
TTOMYTIIKE

- BO3OVIIHAA
cMech WIM KHC-
Jiopodl B KadecTBe
KoHTpond —20 1 B
«KHCIOPOOHOM
TTOMYIIIKE

5 .
2 .
2 mT.

1 ymakoBKa
(me menee 250 1)
He memee 25 mT.

KomraecTtro
EOMHUIT H3OeTHA

o
COITIACOBAHUIO C
3aKa3YNKOM
He smemee 15 map

7151 MCITRITAHEA IIprmeua-
HarmeHopade H3OENd, Marepriana Hue
Matepnan Hznenue
7.6 Tumepbapndeckie CHCTEMBEI, MartepHanbl,  KOHTaKTHPYIOIUIHE DoTtorpadmg —
HeOHATANBHbIE HHKYOATOPH BO3AVIIHONM  cpeloM M KOXHBIMHF|HM3JENHS, OMNHCa-
TTOKPOBAMM JeloBeKa CYMMApPHOT |HIe V3TOB CHCTe-
IITOIMANBI0 He MeHee 500 cm? MBL  BosgymHas
CMECh M3 CHCTeMEI
B KojmuecTse 20 1
H BO3IYX WIH KHC-
Jopon Ui KOH-
Tponsas — 20 1 (B
«KUCTOpOgHOH
TTOMYIIIKES )
8 Hamenms (MaTtepHanbl), KpaTko-
BpeMeHHO KOHTAKTHPYIONIME CO CITH3HC-
THIMH OOOTOTKAMHI
8.1 HMHCTpYMEHTHL VPOTIOTHISCKHE, — 5 . —
TMHEKOJNOTHIeCKHe, CTOMATOIOIMIeCcKHe
8.2 BHYTpHIIONOCTHEIE HHCTPYMEH- — 5 mt. —
TBI W VCTpOMCTRA (3HAOTpaxealbHEBIE
30HABI, IHIOCKOIIH)
8.3 HapxkosHo-[pIXaTenbHas annapa- Bun TIpe/ICTARICHWS o0pasios 1 nmpubop ¢ —
Typa COTJIACOBHIBAETCA €O CIEIIMANHCTAMM, | TEXHIYECKUM OITH-
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KomruectBo B dopMa IIpeacTaBIeHIS

obpasnes

AON4 ICIIBEITAHITA HpI/[MET-Iaf
HarmeHoBaHme H3OENd, Marepriana —_—
Marepuan Hspenue
9 Magenms (MaTepHasel), JIHTEIBEHO
KOHTAKTHPYVIOIIHE ¢ HelIOBPeXAeHHON
KOXelH
9.1 Hzgenus (MaTepHanbi) misid QuK- CyMMapHas IMoams He MeHee 500 cm? Konugectso —
callii, IMMOOMITH3AITHH TKaHel 1 opra- SAVHAL W3IETHs
HOB (TLMTACTHIpH, [UIEHKH, NePeBA30THEIE 10 COTTIaCOBAHHIO
MaTepHatLl, OMHTH TIaCTUYHLIE) C 3aKa3UMKOM
9.2 Wsznenus A0S HAPYKHOTO TIPOTE-
3 POBAHU:
- KOpCeTHl, TWIL3LI IIPOTE30B, IPO- CyMMmapHas IIomagp He MeHee 500 car? | n3nenue Ipu
Te3H | JIp. HeoOXo-
TAMOCTH
OTIENb-
HEI®
KOMIIO-
HEHTERI
peern-
TYpPHL
9.3 PasHble M3MeTH: —
- TepYaTKu JHATHOCTHYeCcKHe, ana- — 15 map
TOMHIECKIE
- HAMANBTHHKH — 20 mT.
- OUKOBBHIE THH3BI CyMMapHas IOMAdb He MeHee 500 cm? 5 nmUH3
- OUKOBEIE OTIPABEHI — 10 1T,
- OOJILHW4YHOE OeJibe Cymmapnag rnomazns He MeHee 300 oum? 1 xoMILIEKT
- ofeXma AN MeArepcoHana CyMMapHast ToIIans He MeHee 500 cm? 1 KOMIDTEKT
- MOITY3HMKH, MeIeHKH CyMMapHas IUomans He meHee 500 cm? 10 1.
- XHpypruueckoe Oenne CyMMmapHas ITomaap He MeHee 500 car? 10 1T,
- MOYe- W KaloImpHeMHHKH CyMmapHas Tomaap He Menee 300 c? 10 1.
9.4 Tpoune W3neTHA (MAaTepHATHI): —
- MaTpalsl, JeuebHbIe ofeana CyMMmapHas IToaap He MeHee 500 ca? 1 mIT.
- CIVXOBBHIE aIlapaThl CyMMmapHas Iomagp He MeHee 500 ca? 5 mT.
- TIOKPHITHS MeJIHUIMHCKOW Mebenn, CyMMapHas TUIOIIL He MeHee 500 em? Gotorpa-
00OpYIOBAHNI us
H3IeTH
- KpacKH, JJaKH, 3MalH B Bume INMacTHHOK M3 MaTepHalta —
W3NS ¢ HAHeceHHBIM Ha 00e CTOPOHLI

10 U3aenusg (MarepHaibl), KpaTko-
BPEMEHHO KOHTAKTHPYIOIIHE € HETO-
BpeXeHHOMH KOXeli:

- TAcCTHl 3IEKTPONHEIE

- TPEJKH, XTYThI

- THI'HEHWYECKHE [TAKETLL

- yCTpOWCTBA, TPUGOPHI THATHOCTH-
TecKHe, NeueOHble TaTIHKH, SMeKTPOIE
W Ip.

- Maccaxepsl, anTuIHKATOPbI

- PCHITCHO3AUIWNTHEBIC WU30CIIA

MOKPHITHEM CYMMApHON IUIOIAILI0 He
meHee 300 cM?. PasMep ITacTHHKM He Gonee

Ix10 ceMm

50r
CyMMapHas TUIOIIAIL He MeHee 500 eM?
CyMMapHas IUoIEAns He MeHee 500 eM2
Cymmapnag rnomazns He MeHee 300 oum?

CyMMapHas TUIOIIAIbL He MeHee 500 em?

CyMMapHas Iomans He meHee 500 cm?

3 mT.
20 1T,
1 xoMImexT

1 xoMImexT
anmnapara
1 m3nenue

11 pPHIMEIYaHHE — Bo Becex CIIVIasiax, I'ie YKa3bpIBaceTCA IIPEICTaBICHNIE 06]3&3]_[0]3 I B BUIC MaTepHamna, 1 B B
H3OeIHA, qupMa IIPEOCTaBICHNA COITIACOBRIBACTCA C 3aKa3UHKOM
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HPHITOXEHHE B
(pexomendyemoe)

(DopMa 3aKITIOIEHNA

VTBEPKTAIO

PYKOBO,I[HTEJTB OpraHM3aImn,
HpOBOI[HH.[Eﬁ HCIIBITAHM

« » 199 T.

SAKTIOYEHHE

0 TOKCHKO.JIOTHYECKIX, CAHATAPHO-XHUMHYECKHX HCTIBITAHANX, HCTIBITAHAAX HA MAPOTEHHOCTD, CTEPIILHOCTE
Ne....oT.... 199 1.

HaumenoBanme w3zenns (MaTepHana):

MapKa MM YCTOBHBI 1rmdp uiagenns (Matepriana), obosHauenrie HJIT

Hasnagenne WU3OCIA WK MaTepualia:

BI/I,[[ KOHTAKTa C OPraHH3MOM:

TIpravHa HCTBITAHHIH:

HMznenne (MaTepran) ImpedcTaBIeHO HA HMCIIBITAHIS

HarMEHOBAHIIE

OPTaHI3aII 3aABITCIA

HenwiTanmna IIpOBCJACHEL HA OCHOBaHWH

HAIMCHOBAHIIC,

HOMep, JaTa JOKYMEHTA

Hcrnimanns mpoBeieHEl B COOTBETCTBIA ¢ (VKA3LIBAIOT HOMEPA M HAMMEHOBAHMNS CTAHIAPTOB M JAPYIHX HOPMATHB-
HEBIX JOKYMEHTOB):

B.1 HauMeHOBaHMS IpHMEHIEMEIX MaTepranos, HoMep HII Ha HUX WM pelleNTYPHEIN COCTABR, CIIOCOD CTepHITH3A-
IIMH H3ICIIH:

B.2 KpaTkoe M3TOXeHHE pe3ylIbTaTOB HCIIBITAHMI
B.2.1 PesyanraThl caHMTAPHO-XMUMHYECKIX HMCIILITAFIN

B.2.2 Pe3ynbTaThl TOKCHKOJIOTHIECKHX MCTTRITAHMI:

B.2.3 CrepIbHOCTE:

B.2.4 TluporeHHocTs:
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B.3 BuIBOZHI IO pe3vibTATaM MCTILITAHHIA!

Jaxmouenne:

HanMCHOBAHIC M3OCAIA I MaTCprana

I

HA3HA4YCHIIC M3OCArA I MaTcprana

PEKOMEHAVYETCS K nipuMeHeHWIO 110 HA3ZHAYEHWIO 110 TIOKA3ATETK
TOKCHTHOCTH, CTEPHIBHOCTH, MHPOTEHHOCTH

HMecrnonHuTen HCOBITAHN H:

JACIDKHOCTE JIHYHAA IICOIIFICH paC]_LII/I(I)pOBKﬂ TIOOITICEL

PYKOBOI[I/ITE‘J[B noapasacicHuA, IIPOBOOAIICTIO TOKCHKOJIOIMYCCKHE UCITBITAHKA W HCCICONOBAHWA MATCPHAJIOB U
M3ACJIMHM MEJIHIIMHCKOTO HA3ZHAYCHHS

JNYHASA TIOAIHCH paciugpoBKa IOAIHCH
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HPHAOXEHHE I
(pexomendyemoe)

@opmMa TIPOTOKOIA

HNCIIBITATENbHAA JTABOPATOPHA

ajpec:
Jmer 1

Beero nuctos

TlomaoMmouma ot Toccrannapra Poccun YTBEPXK/IAIO
ATTeCTaT aKKpeIuTaluy Pyxoeogutent WcIeITaTenbHON
T Ne: nadopaTopun

« » 199 1.

M.IL

ITPOTOKOJ
TOKCHUKOJQIMYECKUX, CAHUTAPHO-XUMHWYECKUX UCTTBITAHU,
HNCITBITAHUW HA CTEPUIBLHOCTD, IMPOI'EHHOCTD MEAWITHHCKUX
HN3AEINN (MATEPHANIOB), YCTAHABJIMBAIOINMX UX XUMWYECKYIO 1
BHOJOI'MYECKYI) BE3OIMACHOCTD

Ne or 199 1.

HavMeHoRaHMe M3MeTHs (MaTepHana):

HJ Ha w3genme:

oGoaHaueHne HJI

MapKHpOBKa Ha U3ICTHH!

HM3roToBuTeNn:

A,I[p €C M3rOTOBUTEIIA:

3agBHTEND:

AKT oTOGopa 00pa3Ilos:

Hcroimannsg mpoBeieHEl B COOTBETCTBIA ¢ (VKA3LIBAIOT HOMEpPa M HAMMEHOBAHMNS CTAHIAPTOB M JAPYIHX HOPMATHB-
HEBIX JOKYMEHTOB):

YenoBus NpoBeleHNs MCITBITAHHH (TeMIepaTypa BO3IyXa, OTHOCHTEIhHAS BIaXHOCTh, aTMocdepHOe TaBleHue B I0-
MemeHH HMenbrrareibHol 1abopaTopii)

I.1 IIPOBEPAEMBIE ITOKABATETU Y HCITONL3YEMBIE CPEACTBA MCIIBITAH I

Hammenopanue mokazarensa CpC}ICTBO HCIIBITAHMA

CaHI/ITapHO -XUMHYIECKHE!
TokcHKOIOTHYECKHE:

CTepHiIbHOCTD

II1poreHHOCTD
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I.2 PE3VJILTATBI UCITBITAHUI

HanmeHoBaHME TToKa3aTens ,HDHyCTI/IMOC 3HauUeHHME PESyHbTﬂTbI WICIIBITAHAH BIJ]BD,]:U:I

CaHI/ITapHO -XHMHYECKIE!
ToRCHKOIOTHYECKIE:

CTepiiIbHOCTE

TMuporerHOCTH

SAKTIOYEHHE

HarIMCHOBAHIIC FI3OCIITA

... TOKCHYHO, ... CTCPHUIBHO, ... IHPOTEHHO, ... o0mamaer MECTHOpasIpaxXarolliM H CCHCHGHJ’[HBHDYIOH.[HM IelcTBH-
€M, ... COOTBCTCTBYET T]J66DBHHI/IHM HOPMATHBHEIX JOKYMCHTOB.

HcronaiTen MCOBITAHN H:

JOMXHOCTE JIITYHAA [IOOInIChH paC].LII/Iti]p OBKAa IIOOITIICIT

OTBeTCcTBEHHBIE 34 MCIIBITAHMS:

JOMXHOCTE JIITYHAA IIOIICE pacmu@)pom(a ITIOOIIICET

HPHIOXFEHHE [T
(UHDOPMAULOHHOE)

BUBIHOIPA®HA

[1] CoopHIK MeTOIMYIeCKUX PeKOMEHAAIMH 10 olleHKe OHOCOBMECTHMEBIX CBOMCTB MCKYCCTBEHHBIX MaTepHAOB,
KOHTAKTHPYIOIINX ¢ KpoBblo, Mocksa, 1991 1.

[2] COopHHEK pyKOBOIAIINX METOIMTISCKIX MATEPHANOB 110 TOKCHKOIOTO-THTHEHHIECKIM HCCIeNOBaHIBIM T10MIH-
MEpPHEX MaTepHATOB H M3OeHi Ha MX OCHOBE MeIHIIMHCKOTO HasHadeHus. Mocksa, 1987 T.

[3] MeTommdecKiie YKa3aHla 0 CAHUTAPHO-THTHEHUIEeCKOH OlleHKe PE3MHOBLIX W TaTeKCHBIX H3NeTi MeIHITHH-
cKoro HaszHagennd, Mocksa, 1988 r.
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