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TOCYDAPCTBEHHBIA CTAHIOAPT POCCHACKOR SEINEPALHU

L]
Cucrema pa3spaboTky H NOCTAHOBKH NMPOAYKIHH HA NPOH3BOACTEO
MEJHUHWHCKHE HU3NENNS

System of products development and
launching into manufacture.
Medical products

Jlata BBeleHHS 1995—01—01

1 OBJIACTb NPUMEHEHUSA

Hacrosmu#t cranaapT ycTaHaBJIHBAET NOPSIIOK pa3paGoOTKH, MpoBe-
JeHHsl HCIbITaHHI, NPHEMKH 00paslLOB HOBBIX H MOAEPHH3HPOBAHHKIX
MEeJHIAHCKUX H3JENHH, a TaKKe NOPSINOK BbIAAYH paspeuieHui Qs HX
CepHAHOTO NPOH3BOACTBA.

CraHmapT He pacnpOCTPAHSETCSl Ha JieKapCTBEHHble H Je3HH}eK-
LHOHHBIe CPEJCTBA, OYKOBHIE ONPABH, MEAHIHHCKHE H3JNEJHS €XUHHY-
HOro MPOM3BOACTBA*, a TaKKe Ha WM3/EaHS, paspabaThiBaeMule Mo cre-
LHaJbHBIM 3aKa3aM MuHHcTepcTBa 06opoHbl Poccuiickoit ®egepauun.

2 HOPMATHBHbBIE CCBIJIKH

B HacrosimleM cTaHAapTe HCIOJML30BAHBl CCHIJIKH Ha ClAeAYIOLIHE
CTaHAAPTHI:

I'OCT 2.103—68 ECKI. Craauu pa3pa6oTkH

I'OCT 2.116—84 Kapra TexHHuUecKOro ypOBHA H KayecrBa Ipo-
AYKUHH

TP 50.2.009—94 Tlpasuaa no Merposorun. 'CU. [Topsizok mpo-
BeNleHHsI HCILITAHHI M YTBEPXKIEHHA THIA CPEACTB H3MepeHHi

I'OCT 8.009—84 I'CH. HopmupyeMee MeTpOJIOTHYECKHE XapaK-
TEPHCTHKH CPeACTB M3MepeHwuft

IOCT 8.256—77 I'CH. HopmupoBanHe M oONpelejeHHe IHHAMH-

YeCKHX XapaKTePHCTHK aHaJIOrOBHIX cpelcTB H3MepeHH#. OcHOBHbIE
NOJIOXKEHHS

* MennusHcKHe H3AeNHsi eQHHHYHOTO NPOHM3BOACTBA paspabaTHBAIOTCH H H3-
TOTOBJSIOTCA B NOPsAKE, yCTaHOBJAeHHOM MunsgpaBMexnpomMom PoccuH.

Hananne oduuHaabHOE
2—179 1
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I'OCT 15.001—88 Cucrema pas3pabOTKH H TNOCTAHOBKH NpPOAYK-
UHH Ha MNPOH3BOACTBO. IlpoAykiuHsi NPOH3BOACTBEIHO-TCXHHUCCKOTO
Ha3HaAUEeHHs]

FOCT 22261—82 Cpenera H3MCPEHHH JEKTPHUECKHX H MAarHHT-
HBIX BearguH. OOIHEe TEXHUYECKHC YCJIOBHA

IFOCT P 50267.0—92 Vsuenuss MelHUMHCKHEe 3JeKTPHYECKHE.
Yacrs 1. O6uie TpeGoBaHHs 6e30MacHOCTH

FOCT P 50444—92 IlpuGopsl, annapats H o0OpyAOBaH¥e MCHH-
unHckue. O6nMe TexHUUECKHe YCIOBHUS

PJl 50—660—88 Incrpyxunsi. Tocyzaperpennas cicrema obecne-
YeHNHs1 ¢auHcTBA  H3Mepenuii.  JIOKYMEHTH! Ha METOIUKH TOBEPKH
CPCJACTB H3MepeHHH

PO 50—707-—91 Meroauucekie vkasanusi. lanenuss MenLvHH-
ckoit rexuuku. TpeCoraniisi K HaaeKnocru. IIpaBuiaa 1 MeTonH KoH-
TPOJIST NoKazaTescii HAACKHOCTH

3 OBILUE NOJAOXEHMHA

3.1 OcHoBnnM 3aXa3UHKOM MeJHIIHHCKUX H3ACAHA (jasice — H3-
Aeauit) ssaseres Munsapasmeninpom Poccun,

3.2 lasg paspaGorsn 11€00X0AMMBIX H34eNHil MuH3ApaBMennpoM
Poccnn  nanpasJgsier opranusainuu-paspaboruuky «3ASBKYs (cm.
npuaoxkenue A), coaepixauiyio 060CHORAaHHble MEAHUHHCKHE H Tex-
HHKO-2KOHOMHUCCKHE TpeHOoBAHUA K H3JLeJAUAM.

3.3 Tlpu wuunnuarupHolt paspaboTKe npeanpusiTHE-pa3paboTuHK
nanpasaser B Munznpasmennpom Pocenn «[IPEAJIOKEHHME» (cMm.
npHJIoKeHde A) Ha paccCMOTpeHHe 1 3aKJIOUeHHe.

3.4 B szaxmouennu Muusapasmeanpoma Poccun o nenecoo6pas-
HOCTH paspalOoTKH H3JeNHs Jo/KHa ObITh yKasaHa OpraHH3anus —
MEJHUHHCKHI COHCHOJNHHTC]h H, B 3aBHCHMOCTH OT HA3HAYCHHST H
(MJ1H) CJIOXKHOCTH H3IENHsi, ONpejie/ieHa HeoO6XOAMMOCTh Pa3paboTKH
MEAHKO-TeXUHUECKHX TpeOoBaHuIii.

3.5 Ecan pazpaboTka MeJIHKO-TeXHHUeCKHX TpeGoBaHMHA He mpesny-
cMoTpeHa, pa3paboTky H3Jle/Hs NPOBOJAAT 10 HCXOAHBIM TpeboBa-
HHSIM, W3JO0XKCHHBIM B 3asBKe WJIH IPEAJOKEHUH H TOSICHUTEIbHON
3amuCKe K HHM (C YUeTOM DEKOMEHJalliil, YKashlBaeMblX B 3aKJIouc-
Hi Munsapasmeanpoma Poceun)-

3.6 B oraenpumx cayuasx B KauecTBe NpelJsoXeHHss B MHH31paB-
MeanpoMm Poccunt mMoxer ObiTh NpeicrabieH obpasen, ¢otorpadus
(pasmep 13X 18 uau 18X 24 cm) Hsdeanss U NPOEKT TEXHIUCCKHX yC-
JioBHII Ha ob6pasell, noAmicaHHbil PVYKOBOJICTBOM OPranH3anMH-pas-
padoruiika (Aast asTopexlix ofpasios — oNHCAHNE H3ACAHSA).
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Munagpasmeanpom Poceun naer 3axioueHHe o HefecooGpasHo-
CTH NpOBeleHHS NpPHEMOYHBIX HCHBLITAHUA M DPEKOMeHAyeT yupexje-
HMA AJS NPOBeJeHHs MEJHLHHCKHX MCIbLITaHHH.

3.7 Tlpu cocraBneHHu 3asiBOK H TNPELJOXKEHHH He IONycKaeTcs
BKJIOYaTh TpeGOBaHHS, KOTOpHIe NMPOTHBOpDeuaT TpeboBaHHAM AeHcT-
BYIOHWIMX 34KOHOJATEJBHBIX aKTOB ¥ HODMATHBHBIX AOKYMEHTOB Opra-
HOB, OCYUIECTBJSIONIMX HAJA30p 3a 6€30macHOCTbIO, OXPAHOIH 3A0POBbS
H TPHPOJHI,

3.8 OyHKUUY 3aKa3uHKa MaTepPHAJOB U KOMIUIEKTYIOUIMX H3AeJuii
BHINIOJTHAET OPraHH3alusl — pa3paboTuNK KOHEUHOH NMpPOAYKLHH.

[Topsinok pa3paGoTKH M TOCTAHOBKH Ha INPOM3BOJACTBO MaTepHa-
JIOB H KOMIUJIEKTYIOUIMX M3AeNHH JJISI MEJUUUHCKON TEeXHHKH -— TO
roCT 15.001.

3.9 Kapry Texsuuyeckoro YpOBHS M KauecTBa INPOAYKUHH Kak
CaMOCTOSITe/IbHBIH JOKYMeHT He oQOopMASAIOT, a HeoOXOlIHMble CBeje-
HHS O CpaBHeHHHM moKasaTejell H3LeJNusi C aHA/IOraMH BKJ/OYAIOT B
MelHKO-TeXHHUeCKHe Tpe6oBanus™.

3.10 CtopoHbl, y4yacTByIOLIHE B pPacCMOTPEHHH HOPMATHBHO-TeX-
HHYeCKOH JOKyMeHTauuHu B npouecce pa3paCoTKH U yTBePKAEHHA
06s3aHR COGJIOAATh TOJHYI0 KOH(QUIEHUHMANLHOCTH M HE mepena-
BaTb HHGOPMAUHIO TPETheH CTOPOHE.

4 NOPSAJOK PA3PABOTKH, COIJIACOBAHUS U YTBEP)KIAEHUSA
MEAHUKO-TEXHHYECKHX TPEBOBAHUN

4.1. MeauKo-TeXHHUECKHe TPeGOBAHHUSI, BBHIMOJISIONIHE POJb TEXHH-
YecKkOro 3ajJaHus, pa3pabaThiBaeT OpraHM3alis — pa3paGoTUHK H3-
JeJIHsT COBMECTHO C OpraHusauueil — MeIHIHHCKHM COHCNOJHHTE-
JieM Ha OCHOBe H3y4eHHUs W aHaJ/JH3a J[AOCTHXKEHHH OTeYeCTBEHHOH H
3apy6eXHOH TeXHUKH, NMePeNoBOH TEXHOJOrHH NPOU3BOJCTBA, Pe3yJib-
TaTOB BBLINOJHEHHBIX Hay4yHO-HCCJENOBATENbCKHX palbOT, a TaKke Ha
OCHOBE MCXOAHbIX TpeOOBaHHIl, NPHUBEJEHHbIX B 3asiBKE HJH NpelJo-
XKEHHH.

4.2 Menuko-TexHHUYeCKHe TpeGOBaHHUsI pa3pabaThIBAIOTCA C YUETOM
crneuu(uKH H3JeJuss B COOTBETCTBHH C MNPHJIOXeHHAMH B u B H na-
npaeasiorcss B MunsapasMenanpom PoccHH, noanHcaHHble OpraHH3a-
LHeH-pa3pabOTUNKOM, OpraHM3alved — MeJHUHHCKUM COMCIIOJHHUTE-
JeM H JPYrHMH COHCIOJHHTEJNSIMH, HA PacCMOTpPeHHe H VTBEpKJAEHHe.

4.3. HanmenoBaHue paspabaTbiBaeMOro Hanenusi, IpH HeobGXoxH-
MOCTH, VToyHsseT MuH3npaBMennpom PoccHu 10 yTBepKAEHHS TEXHH-
YECKHX YCJIOBHH.

* Opu orcyrcrsun MTT cBemenus o cpamuenwH TOKasaTedell H3lenus ¢ aua-
JOTAVIT BKIIOYAIOT B NOACHHTesbHYio 3amucKy k <«[IPEJJIOJKEHHUIO» wan k npo-
ckry TV 1o 3.6 wacTosllero craHpapra
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4.4 MsMeHeHHA B yTBepmKAeHHbHiE MeJHKO-TEXHHUYECKHE TPeGOBaHHA
BHOCAT B JOMNOJIHEHHE, KOTOPOE COr/JacoBLIBAIOT M YTBEPKIAAIOT B NO-
psiAKe, YCTAHOBJIEHHOM JJisi OCHOBHOTO JOKYMEHTA.

4.5 Jlono.nHeHne K MEIMKO-TEXHHYECKHM TpPeGOBaHHAM JOJIKHO CO-
lepxKaTb NPHYHHY BHINYCKA NONOJHEHHS H COAepXKaHWe H3MCHAEMLIX H
HOBBIX NYHKTOB MEARHKO-TeXHHYECKHX TpeGOBaHHIL.

[Ipn >TOM Ha TUTYJBHOM JIHCTe MEIHKO-TEXHHUECKHX TpeGoBaHHi
(mon oGo3HayeHHEM) HOJNKHA OHTh 3afHCh: «IleHCTBYIOT COBMECTHO
¢ NOMOJIHEHHEeM ».

HOMEP JAONONHEHHHA

4.6 MsmeHenue MeIHKO-TeXHHYeCKHX TpeGOBaHHI Ha CTajHH NpH-
€MQYHBIX MCNBITAHHN H NMOCAEAYIOIUX CTAAHAX He JAONyCKaercs.

4.7 Konuio yTBepKACHHBIX MEIHKO-TEXHHYECKHX TPeGOBAHUHE H BCe
H3MeHeHUs1 (AONOJHEeHHs) K HMM OpraHH3auusa-paspabOTYHK Hampas-
jager B Muusapasmeanpom Poccuu.

5 NOPAOK NPOBEJNEHUS MPHEMOYHbBIX HCNILITAHHUA
H MPHEMKHK U3IEJHA

5.1 Mlas cpeacTB W3MepeHHS MelHUHHCKoro HasHayenus (CHMH),
B TOM YHCJE CPEACTB H3MepeHHH, BCTPOCHHBLIX HJIH BXOASAILUX B COCTaB
MeIHIUHCKHX annapaToB H NprGopoB, HOPMUPYEMBIX IO TEXHHYECKHM
YCJIOBHSIM, yCTaHaBAHBalOT HcnbiTaks tHna CHMMH B coorBercTBHH
¢ TP 50.2.009 1 MeZHIIMHCKHE HCHLITAHHSA, AJA OCTAJbHBIX MEIHMUHH-
CKHX HM3leJiHi — TeXHHYECKHe M MeIHUHHCKHe HCNBITaHHsa. McnuTa-
uust tuna CHMH u Texuuyeckde MCABITAHHA NPOBOAAT A0 MeJHIMH-

CKHX MCNBITaHHH.
52 Ucnuranus tuna CHMH

5.2.1 Hcnbitanus Tana CUMH nposoasar no TP 50.2.009 akkpenu-
tToBaHHue I'ocymapcrBennne LeHtps no ucenmrtanusM CHMH, B co-
OTBETCTBHH C NPHIQKEHHeM I' ¢ 00d3aTeJbHBIM NPHB/ICYEHHEM IMpes-
CTaBuTesiell ODraHH3alHH-pa3paboTYHKa M OpPraHH3auMH, CneuHany-
supyoilefics Ha NPOBEACHHUH HCNbITAHHH (QYHKUHMOHAJbHLIX Xapakre-
PUMCTHK KOHKPETHOTO BHA2 HPOAYKUHH NO NpHJoxeHHwo 1.

[IpH HanWyuy BCTPOEHHOTO CPEACTBA H3MEPEHHsA, HOPMHPYEMOro
N0 TEeXHHYECKHM YCTOBHAM HJH BXOAAIIEr0 B COCTaB MERHUHHCKOro
W3eus, AOMyCKaeTesl MPOBeAeHHe HcnbTaHui no 5.3 ¢ o6a3aTeNbHBM
MpHBJIeUeHHEM MNpelcTaBHTelss [OCyZapcTBEHHOro UEHTPA N0 HCMH-
rauuaM CHUMH B cootBerctBun ¢ npunaoxkenneM I' mo ITP 50.2.009.

5.2.2 B TocynapcrBenntit ueurp mno ucnuranusmM CHMH oprann-
3auHA-pa3pabOTYNK NPEACTAaBAAET KOMIAEKT AOKYMEHTAUHH B COOT-
BerctBHH ¢ TIP 50.2.009 u 3akmoyenne Munanpasmeanpoma Poccuu
0 enecooGPa3sHOCTH MPOBEAEHHS HcnbiTawuit no 3.5 uau 3.6, uan 4.1.
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5.2.3 Mo pesyasratam ucnwitanus tHna CHUMH odopmasior akr
no ¢opme, ycranosiexHoli [1P 50.2.009; ¢ yuetom Tpe6oBanHuii 5.3.7.

53 TexHHUYeCKHEe HCNBLITAHHUS

5.3.1 TexHuuecKHe HCMBITAHHS H3AEJHH NMPOBOAAT B OPraHH3aLHsAX
H yupeXJeHHSX, yNMOJHOMOYEHHBX M aKKpPeAMTOBaHHbIX MuH3zpas-
MeanpoMoM Poccuu (npuioxenne J1), npueMouyHash KOMHCCHS TNpH
YYacTHH MpeACTaBHTE]eH OpraHM3alMH-pa3paboTyHKa, OpraHu3anHH—
MEJHUHHCKOTO COHCMOJHHTE/S, NMpeANnpPHATUS-H3rOTOBHTENST (ecnH OHO
onpeieseHO A0 Hauajla UCHBITAHHI), C NPUBJIEUEHHEM B HEOOGXOLHMBIX
CaAyyanx APYyrux 3aHHTEpPecOBaHHBIX OpraHU3alHil.

5.3.2 MecTo npoBeseHHs MCMbLITAHHH NpeAsaraeT OpraHu3aulus —
pa3paboTuHK H3leNHs ¢ yueToM 06JaCTH aKKpeAHTAalHH, TEXHHUECKO
OCHAlIlEHHOCTH HCHBITATENbHOH OpraHH3auMH H TEPPHTOPHAJNLHOrO
NPH3HAKa B COOTBETCTBHH C NpHJOXKeHHeM [I.

5.3.3 Ilpencenarenem npHeMOuHOHi KOMHCCHH HasHauaeTcs Mpej-
CTaBHTe/b OPraHH3alMH, NPOBOASAIIENl HCIBLITAHHUA.

5.3.4 TIpeanoxenHs no cocTaBy NOPHEMOYHOH KOMHCCHH NpeiJa-
raeT opraHusauMsa-paspaboTynx.

5.3.5 IporpaMMy H MeTOAMKY MCIBITAHHHA COCTABJSIET C YYETOM
npuaoxenuit E u )K opranusanusi-paspaGoTudK H yTBepXK/JaeT opra-
HH3all}sl, NPOBONALIAA HCNLITAHHUSA,

5.3.6 Opranusanns-paspaGoTYHK He MNO3JHee 4YeM 3a Mecdl 10
HayaJa NpPHEMOUYHBIX TEXHHUECKHX HCNBITAaHHH NpeicTaBJseT B opra-
HH3aUHIO, KOTOpast GyNeT NpOBOJHTb MCNBITAHHA, AJS TeXHHYECKOM
MOATOTOBKH CJEAYIOULYI0 JOKYMEHTAUHIO:

— MeAMKO-TeXHHYeCKHe TpeGoBaHUs (IpH HANHYHH);

~— «[IPEOJIO)KEHUHE>» (upu orcyrcrBuun MTT);

— CBe/leHHsl O CpPaBHEHHH MOKasaTeJsell H3JeNus C aHaJoraMu (NpH
orcyrcteun MTT);

— nporpaMMy H METOAHKY HCMHTaHHHA (NMpOEKT);

—~— NPOTOKOJHl NpEeABapPHTENbHEIX UCNBHITAHHA (NP HaJHUHH);

— TexXHUYeCKHe YcJoBHsi (IpOeKT) H peraaMeHT (Aas Ha6opoB
peareHToB H aHaJIOTHYHOH NMPOAYKIHH);

— ¢ororpadpuu pasmepom 13X 18 cM uan 18X24 c¢M B KojHye-
cTBe 2 wrT.;

— 3KCIIyaTaUHOHHBIE LOKYMEHTH (HPOEKTH);

— KOMIJIEKT AOKYMEHTAalUHH Ha CNenyajbHHeE CPeJCTBA KOHTPOJS,
HCNOJIb3yeMble NPH 9KCIJIyaTalluH H3LeaHd™;

— HeoOXoAUMEE JJISi MCNHTaHHA pabouHe uyepTexH, TaGIAHUbLI H
CXeMEl, eC/TH OHH He COJepKaTcA B SKCIJYyaTallHOHHBIX JOKYMEHTAax;

* JloaxHH GHITb NMPEACTABJEHH, ecli HeOGXOAHMOCTb H CPOK Pa3paGOTKH AOKY-
MEHTOB yKasaHn B MeNHKO-TeXHHyecKux TpeGosaHusax, a npu orcyrctsun MTT Re-
06X0NMMOCTb NPEACTaBJEHHS RAHHBIX AOKYMEHTOB OMNpeje’sieTcsi KOMHCcHell B Ipo-
Hnecce NPOBEACHHA HCHBITaHHMA.
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— 3akJmoyeHHe MunsgpaBmennpoma Poccuu 0 menecoo6pasHOCTH
nposeaeHusa Hcnbitanuil no 3.5 uau 3.6, uan 4.1.

5.3.7 B npouecce mpHEeMOYHBIX TeXHHUECKHX HCIOHITAHHHA omnpene-
JISIOT:

— COOTBETCTBHE H3AeNHS MEAHKO-TEeXHHUECKHM TpeGOBaHHAM HJH
IPYFHM HCXOAHBIM JOKYMEHTaM Ha pa3paboTky;

— COOTBETCTBHE M3MeJNHsA W pacCMaTPHBaeMON NOKYMEHTAauWH Tpe-
GoBaHHAM ASHCTBYIOUHX HOPMAaTHBHO-TEXHHYECKHX ROKYMEHTOB;

~— TNOJIHOTY U OGBEKTHBHOCTb YCTAHOBJEHHBIX MPOEKTOM TeXHHue-
CKHX YCJIOBH XapaKTepHUCTHK W APYrofl 3KCIJIYyaTalHOHHON NOKYMEH-
TauHH, NOAJACKAIUHX KOHTPOJIO NPH BHITYCKe H3AEJHH, a Takke MepH-
OLUUYHOCTb, IJIaHBI KOHTPOJISI H €0 METOAHI;

— 0e30nacHOCTb MPHMEHEHHs] H3AeNHf M BO3MOXKHOCTb Nepelavu
obpa3ua uajesHs Ha MEAHUHMHCKHE HCNBITAHHS.

5.3.8 TlpuemouHO! KOMHCCHH NPEJOCTABJAETCS NPABO 3aCYHTHI-
BaTh Ha OCHOBAHHH NPeACTAaBJEHHOIO OPraHH3auHell — paspaboTUHKOM
NPOTOKOJA IIPeJBAPHTENbHLIX HCOBITAHHA DPe3yJbTaThl 3THX HCIbITA-
HHH HWJH OTHEJbHBIX BHIOB HPOBEPOK H3 HX COCTABa, 0 YeM JOJKHO
O6LITh YKA3aHO B aKTe NPHEMOYHBIX TeXHHUECKHX HCHLITaAHHH.

5.3.9 Ecau paborocnocobHocTh 06pa3noB M HX COOTBETCTBHE MeJH-
KO-TEXHHYECKHM TpeGOBaHHAM MOTYT OBITh YCTAHOBJEHH TOJNBKO Ha
MecTe SKCIyaTallii, WCITLITaHusI NPOBOAAT NMOCJE NPOBELEHHS NOJHO-
ro KOMIIEKCa MOHTAaXKHbIX paloT (Ao Havaja MeJHUHHCKHX HCIBITA -
HUH) .

5.3.10 AKT NpHEeMOUYHBIX TEXHHUYCCKHX HCNBITAHHI COCTABJAIOT MO
topme, npuBeleHHON B NpHJAOKeHNH W.

5.3.11 AKT mpHeMOUYHEIX TeXHHYECKHX WCHBITAHHHE [JO/KeH GhTh
NOANHCAH NpPeACTAaBUTE/NSIMH BCeX OpraHy3auMil — YYacCTHHKOB HCIHI-
TaHH# M YTBepXKAEH DPYKOBOACTBOM OpraHH3alHM, BO3rJIapjsomel
IPHEMOYHYI0 KOMHCCHIO.

5.3.12 PesyabraThl NPHEMOYHBEIX TEXHHUECKHX HCHBITAHHH CUHTAIOT
OTPHLATENbHLIMH B CJELYIOINX Cayyasx:

— npencTaBJeHHble 06pasubl He COOTBETCTBYIOT MEAMKO-TEXHHYe-
CKHM TpeGOBaHHAM HJHM TeXHHUECKOH NOKyMEHTalHH;

— TexXHHYyeckasi NOKyMeHTauus tpebyeT HopabOTKH;

— paapa6oTanHoe creuuHaibHoe 060pyHNOBaHHe He obecrneddBaeT
BO3MOXKHOCTH NPOBEJEHHS HEOOXOAMMBIX HCHLITAHHA HJIH OHO OTCYT-
CTBYET.

5.3.13 IIpono/KUTENbHOCTE TEXHHYECKHX HCNBITAHHA onpejenser-
csl Ha3HAYEHHEM H CJIOKHOCTBHIO M3IeJiHs, NOJHOTON H KauecTBOM mpel-
CTaBJEHHOH OpraHu3auuell — pa3zpabOTUHKOM JAOKYMEHTALlHH, HO He
KOJXKHA MpeBHIUaTh | Mec, eCclu HHOM CPOK He ONpeReJeH MpH pac-
CMOTPEHHH MELMKO-TeXHHUeCKHX TpeGoBaHui NGO NPyrok HOpMaTHRE-
HOll OKyMeHTallHeH.
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54 MeIHUHHCKHE HCHOHTAaHHS

5.4.1 O6Gpasusl H3genus, BbAep:KaBliHe HcenbiTanus tHna CHUMH
HMJIH TIpHEMOYHLIE TEXHHUYeCKHe HCMBITaHHs, C IKCIJYyaTallHORHOH Ho-
KyMEHTalHell HalpaBJsIOTCS Oprailu3anHeil-pa3apabOTYHKOM Ha MeIH-
IIMHCKHE MHCIOBITAHUS B Yyupexienss, onpeaenaseMele MHH3ApaBMesn-
npomMom Poccumu.

5.4.2 MeAHUHHCKHE MCILITaHUS NMPOBOAAT B NOPSIAKE, YCTAHOBJEH-
HOM MunszapasmennpomMom Poccun.

IlporpaMMy H MeTOZHKY MeJHLIHHCKHX HCHOBITAHHI paspabaThiBaer
H YTBEpXKJaeT OpraHH3alHsg — MeAHIHHCKHHE COUCHOJIHHUTE/Ib.

Cpok npoBeJeHHs] MEAHLUHHCKHX HCIBITAHHN YKa3bIBAlOT B MEJHKO-
TeXHHYeCcKHX Tpe6GoBaHHMAX Ju60 B BbNHCKe MuH3ApaBMeanpoMa
Poccun B coorBercTBuH ¢ 3.5 uau 3.6,

5.4.3 [lo oxkoHUaHHH MEIMUIMHCKHX HCHNBITAHHH Ka)KAoe MeXMLHH-
CKOE YupexJeHHe, NMPOBOAsIIEEe MCIBITAHUS, COCTABJSET NPOTOKOA B
COOTBETCTBHH ¢ mpHJoxeHHeM K.

5.4.4 Bce akseMmisipbl NPOTOKOJOB MEIMUHHCKHX HCNBITaHHH KOJI-
KHbl ObITh NMOAMUCAHB! JOXKHOCTHBIMH JIHIIAMH MEIHLHHCKOTO Yupex-
IEeHHUs, TPOBOAMBILIErO HCObLITAHHS, H YTBEPXKAEHbH PYKOBOACTBOM 3TO-
0 yupexJeHHS.

ITepBoie fABa sK3eMmJsipa INPOTOKOJA NepeRaloTCs OpPraHH3allHH-
pa3paboTuuKy.

55 IIpueMka H3xenHit

5.5.1 TlpueMmky usjenuii ocyuecrsaser Muusapasmeanpom PoccuH.

5.5.2 Opranusauys-pa3paboTydK MNoc/Je 3aBepLIEHHS BCEX MeaH-
UHHCKHX HCNBITaHMHA mnpeAcraBaseT B Munsapasmeanpom Poccuu (c
CONPOBOAMUTEJNbHBIM TNHCbMOM) C/EAYIOLLYI0 JOKYMEHTalHI0 B ABYX
3K3eMIIsApax;

— aKT TEXHHUECKHUX NpHeMOoyHbX Hcnuitapuit (ans CMUMH — akr
HCIBITAHHA THNA);

— TNPOTOKOJb MELHUHHCKHX HCNBITaHHH (AyOJHKAaTH* M KONHH);

— aKThl yCTpaHEHHs 3aMeuyaHHH N0 pe3yJbTaTaM TEXHHUYECKHX H
MEeAHMLHHCKAX MCIBITAHHH;

~— TeXHHYECKHe YCJ/OBHS (NpPOEKT, MOANHCAHHBIH PYKOBOJACTBOM
opraHu3auHu-paspaboTyHKa) M peraaMeHT (418 HabopoOB peareHTOB
W aHAJIOTHYHON MPOAYKUHMH)

— 3KCIJIyaTalUHOHHbIE JOKYMEHTHI;

— INPOEKT peKJaMHO-HHGOPMAaUHOHHOIO NpOCHeKTa (JHCTKa);

— 3aKJ/I0YeHHEe O BO3MOKHOCTH ONy6JIHKOBaHUSA B OTKPBHITOH meya-
TH ONHCAHUSI H3NENHS,;

* [y6aukaToM TNPOTOKOJA SBAsSETCA BTOPOH MaLIHHOMHCHHIA HJAH MalunHHHE
SK3eMNAD C NOAJHHHHMH NoANucAMH, IlepBHllf MalUHHOMHMCHHEIA MJAH MalUHHHHA
3K3eMIUIAP XpaHHTCA Y pa3paboTuMKa Ha NpaBax NOAJHHHHKA.

7
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— TOKCHKOJIOTHYECKOE 3aKJIOueHHe AN uacTell uanenuil, umeio-
IMUX HENOCPEACTBEHHbIl KOHTAKT C TEJOM NAalUMEeHTa, €ro MOJIOCTSAMH
M TKaHSIMM (NpH HeOoOXOLHMOCTH);

— dororpadus usgenus (pasmep 13X 18 cm mau 18X 24 cm)
2 wr.

5.5.3 Ha ocHoBe paccMOTpeHHs NMpPeJCTaBJEHHBIX MaTEpPHalO0B NpH
NOJIOXKHUTEJIbHHX De3yJbTaTax NPHEMOUHBIX TEXHHUECKMX H MeJHLIMH-
CKHMX HCNbITaHHH MuH3ApaBMeAnpoM PoccHH Bhifaer paspeliesHue Ha
NPOU3BOACTBO (JIMIEH3HIO) M HDUMEHEHHe H3JEJIHMS B MeAHIHHCKON
npaktuke, a aas CHMMH paspeluenre Ha npuMeHeHNe B MEAHUUHCKOR
NpaKTHKe H DEKOMEHAA!IMI0 K CepHAHOMY IPOH3BOICTBY.

ITonyuenne paspemenuss MunsapaeMmeanpoma Poccunm Ha npous-
BOJACTBO H3Je/Hs SIBJIAETCS OCHOBAHHEM AJsi COTJaCOBAHHS TeXHHUe-
CKHX YCJNOBHH H 3KCNJIyaTaLHOHHOH AOKyMEHTalHH B OpPraHH3auHsX,
YKa3aHHBIX B NPHJIOXKeHHHM JI, a TakxXe AJs COTVIACOBAaHHUS METOAHMKH
noBepku # onucanuss THina CHMMMH TocyzapcTBeHHBIM LEHTPOM MO HC-
nuitanuam CHMH.

5.5.4 YrBepxaeune Tthna CHIMH, Buecenne ero B Tocpeecrp
CPeJCTB H3MEPEHHHA M BBIAAYY pa3pellleHHs! HA €0 NPOH3BOACTBO (JIH-
IleH3HpOBaHHKe) ocylecTBasseT ['occranaapr PoccHM B COOTBETCTBHH
¢ TIP 50.2.009 nocne nosyyeHuHss paspeuwleHHss MuH3ApaBMeanpoMa
Poccuu Ha mnpHMeHeHMe H3JIeNHS B MEAHUHHCKOH NMpaKTHKE H DEKO-
MeHJaLUHH K CEPHIHOMY NPOH3BOACTBY.

5.5.5 Ecnin 3aMeuaHus mo pesysabTaTraM MeAHIHHCKHX HCHBITaHHR
TpebyloT N0paGOTKH H3Ieaus H (MJAH) TEXHHYECKOH NOKYMEHTauMH,
opranHsanus-paspaboTuHk o6s3aHa mnpeAcTaBHT> B MHuH3ApaBMen-
npomM Poccun akt ycTpaHewuss 3aMeyanufi. IIpm OTCyTCTBHH yKa3aH-
Horo akta MHuH3apaBMeAnpom PoccHH BhZaeT 3akJIOYeHHe O BO3-
BpaTe H3/e/Hs M TeXHHYECKOH NOKyMEHTAlHH Ha J0paGoOTKy C MOBTOP-~
HHIM NpeJCTaBJeHHeM HX opraHusauueii-paspaGoTuskoM mo 5.5.2.

5.5.6 Ecin mepHox MexAy Bbizayeli paspeileHHss AJs1 NPOH3BOA-
CTBa H3JeJHA H HAuaJoOM €ro OCBOEHHS B NPOHM3BOACTBE NPEBLICHT
2 roaa, Heo6X0ZXHMMO MOJYUHTb MOATBEPXK/JAeHHe B MuH3ApaBMeAnpoMe
Poccuu o 11€/1€c006pasHOCTH H3TOTOBJIEHHS TAaHHON NMPOAYKUMH.

6 NOATOTOBKA M OCBOEHHE NMPOU3BOACTBA

6.1 IMoaroToska H OCBOeHHEe MPOMBINIJIEHHOrO NPOH3BOACTBA H3je-
JAHA MeJMUWHCKOro Ha3HaueHHs NPOH3BOAATCH B MNOPSAAKE, yCTaHOB-
JAEHHOM Ha NpeANpHSTHH-H3TOTOBHTEJE,

6.2 KsanudHkauuoHHble HCOLITAHHA YCTaHOBOYHOM CepHH MNPOBO-
AAT B nopsjke, ycrasoBaensoM 'OCT 15.001, pasa. 5.

6.3. Ucnbitanus o6pasiioB H3 YCTaHOBOYHOH cepud H3jenHi (3a
HekamoyeHneM CHMH) npoBoauT KoMHCCHA NpPEANPHATHSA-H3rOTOBHA~

8
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Tesig C y4aCTHEM OPraHH3allMH-pa3paboTYHKa C NpHBJEUEHHEM Mpej-
CTaBHTEAS OPraHUsallMH, NPOBOAWBIIEH HCHHITAHHS (NpH HeoGXoAH-
mocTH). [To pesyabratam HcnbTaHu# OQOPMISIOT aKT.

6.4 HcnuiTaHHsl cpeACTB H3MepeHHH MEIHLUHHCKOTO Ha3HaueHHs Ha
COOTBETCTBHE YyTBep:KAeHHOMY THmy nposoisar no ITP 50.2.009.

6.5 MepuuuncKkMe H3JenHs, NMoAJexauue o6sizaTedbHol ceprudu-
Kal#dH, NMPOXOAST ee B cOOTBeTCTBMM c Cucremolt cepTuduKaUHH
I'OCT P.

6.6 PeuieHHe O BO3MOXHOCTH HCIIOJIb30BaHHs JOKYMEHTAUHU A0
€e yTBePXKJACHHS C LEJbI0 NPOBeAeHUs pPaGoT MO NOArOTOBKE MPOHU3-

BOACTBA NMPHHHMAIOT COBMECTHO oprannaaunﬂ-paapaﬁorqux H Opranu-
3alHA-H3rOTOBHUTE/Ib,

7 CHATHE M3 EJIHA C MPOU3BOACTBA

7.1 OcHoBaHMeM AJIsi CHATHA H3AEJNHS C NMPOH3BOACTBA SBJSETCH
peluenne, npuHHsATOe MHUH3ApaBMeaAnpoMoM PoccuH npH  BbIsIBJEHHH
CBOMCTB NPOAYKUWH, HE COOTBETCTBYIOUIMX YCTAHOBJEHHHIM TpeGoBa-
HHMSAM, B TOM uHcJe TpeOoBaHHAM Ge30MacHOCTH, OXPAHH 3J0POBbS H
TPHPOABI, a TaKkXe B CJyuyae HX MODPaJbHOINO YyCTAPEBAHHS HJH MaJo-
3¢ deKTHBHOrO NpHMEHEHHA.

7.2 OpraHu3alUs-H3rOTOBUTENb NPH NPUHATHH PEIIEHHS O CHATHH
NPOAYKLUMH MERMLUMHCKOrO Ha3HAueHUs C NpPOM3BOACTBA oOsi3aHa Ha-
npaBHTh HHpopMauHio B MuH3apaBMeanpom PoccHH MM HCKIIOYEHHSA
CHHMaeMO# NPOAYKUHH H3 HOMEHKJAaTyphbl H3JeJHH, paspelleHHBIX K
MPHMEHEHNI0O B MEAMIHMHCKON MpaKTHKe.

3—-179
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ITPHJIO)KEHHE A
(obasareabroe)

dopma sasgBKH

3ASABKA*

Ha paspaGOTKy H OCBOCHHE MEAHNYHCKOTO H3IRCAHA

ITpeAnioxenne BHABHHYTO

HauMEHOBaRHEe YHpEWACHUA, NPEIIIPHATHS

MY OPraHU3aNHAH

Hara

1 HanmeHOBaHHe MeXMLMHCKOTO H3AENHS

2 Hasnauenue n obJacTh NpHUMeHeHUS

3 Meanunnckye napaMeTps HJH MeJHUMHCKHME TPeGOBaHHS

* B cayuae mojaunm IpeAsOMKEHHsT O paspadoTke HaliMeHOBaHHe
ra «[IPEJJIOJKEHHE»

10
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4 Texunueckue napaMerpbl # XapakTepACTUKH

5 Hapectnne anajoru (THn usgenns, ¢upma, cTpaHa)

6 Vupopmanus o paboTax, BLITOJHEHHHX B J4HHOM HalpaBJeHHH B cTpa-
He (B KaKHX YYPeXIeHHAX), OCHOBHHE NOJAYueHHBIEe pesyJbTaTH (HMeTC Jam
SK(NeDHMEHTA/IbHLIE H3JeJHsl JAHHOTO HasHaueHHs), TIAe onyGaHKoBaHa pafoTa

7 Oxupaemuifl 3gdekT OT NpuUMeHeHHs

8 OpuenTHpoBOYHas NOTPeGHOCTb WAM TOAOBOI BHIYCK

9 IlpeamosaraeMuit pa3paBoTuHk

HauMeHOBaAHHe Opranulamiu

WAH YUPEKACHHS

10 IpeanonaraeMuii MeAHNMHCKHIl COHCIIONHHTEND

yupexxaeHue

YUacTByUIEe B COCTABJEGHHH MEIHMKO-TeXHHYecKHX TpeGoBauuit

11 Herounnx ganaHcHpoBaums

3w 11
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HomxHoCcTs JluyHaa nOANHCH PacuwnippoBka noanucH
JHara

3akmouenne MunaapasmeanpoMa PoccHr o nesnecoo6pasHOCTH  paspaGoTka

JoMmKHOCTD JluuHast moamuch PacundpoBka noanucu
Aara

3ak/oyeHne opraHH3allMH-pa3paboTyHKa

JlonxHOCTh JIuuHas moAmuch Pacundposka nmoanucH

Mpumeuanne — K 3asBKe nian NMpeAnoxXeHHIO MOTYT GHTb MPUJIOKEHH 60~
Jlee NOAPOGHBIE TPeGOBAHHA HJH NOSCHHTENbHAs 3alHCKa.

12
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IIPH/TOXEHHE B

{o6asareavroe)

dopma THTYABHOTO H NOCAEAHET0 AHCTOB MEAMKO-TeXHHUECKMX TpeboBanui
( TeXHHYECKOro 3aAaHus)

OKI1 94
YTBEP)X JAIO YTBEP)KJAIO
Hauanbuux Vnpasnedus PykoBoAuTens opraHusauus-
MunsapasMeanpoma Pocchu paspaboTunka
Jonxkuocts
JHYHan JHYHaR
noAnKCcH pacurdposKa noanucHu HOROUCH pacwHdpPoOsKa QOAMIICH
apara Hara
HauMEeHOBaHHEe H3IJENHA
Meauko-Texnuueckie TpeboBaHAA Ha paspaboTKy
H OCBOEHHE

HaumeHoBanue
OopraHHsalMH-paspaGoOTYHKA
PykoBoauTenb TeMmul MHYRAs pacwndpoBKa
{AonxkHOCTD) HOANHCH HOANHCH
OTBeTCTBEHHMA HCMONHUTENR JHUHAS paciuudpoBka
{ZONXKHOCTD) NoAliNCh HNOATUCH
Ucnonnurenn: AUUHAS pacwndporka
(BONXKHOCTD) NOAMNHCh HDOAIIHCH
HauMeHOBayHe opraHusauHu®
MEeAHLEHHCKOr0 COHCNOJNIHATEAS
PykoBoanTenp opraHu3auuyg — JIHYHASA paciundpoBKa
MERIMUHCKOTC CORCTIONHUTENS NOANNCH NOANKCH
Pyxosozutens TeMul JAHYHAS pacundpoBKa
{romxHOCTD) NOANHCH NOATHCH
OTBeTcTBeHHNH HCNOMHHTENL JHYHAS paclippoBKa
{AoMmxHOCTD) TIOATINCD NOANACH
VcnosiHutenu: JNYHas paciindpoBKa
{aonxuoCTD) NOANUCH TNOANHCH

* Tlpu HanMuuH HECKONLKMX OpraHu3alui-cOHCMOJHHTENef HX HaUMeHOBaHHA H
ROANHCY AOMMKHOCTHHIX JIHI, PACIOJAraloT B AaHAJOTHYHOM MOpALKe.
Ilpn odopmiaennn noanucefi HOMKHH OHTb yKa3daHW AaThl NOANHCAHHSR,

13
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PexkoMeHA0OBaHO K yTBepXKAEHHIO

JKCcNepTHOH clleUWasin3ipoBaHHON KoMmuccue#i KomuTera mo HOBOH MeLHUMHCKOR

TEXHHKE IO

Munsapasmeanpoma Poccun

1Tpotokon Ne or 19

14
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ITPHJ/IO)KEHHE B
(pexomerndyemoe)

COAEP)XAHUE* MEAUKO-TEXHUYECKHUX TPEBOBAHHUA

1 HanmenoBaHHe H 06nacTh NPHMEHEHHS HU3ACHHS

1.1 HauMeHoBaH#e ¥ ofo3HaueHHe M3Aesus (MONHOE H COKpaleHHOE).

1.2 O6nacTs mpuMeHeHust.

2 OcHoBanme nas pa3paGoTku

2.1 ITonHoe HamMeHOBaHMe NOKYMEHTOB H HOMepa HMX NO3HUHK{, Ba OCHOBaHHH
KOTOpPHIX NAAaHHDYyeTCS pa3paboTKa H3JeNHd, OpTaHW3all¥H, yTRepAHBUIHE 3TH JOKY-
MEHTH, U JaTa yTBepXKAeHHs, B TOM YuCJe HOMep H JaTa pekoMeHmauwud Munsapas-
meanpoma Poccun o mesecoobpasHocTd paspaboTKH (MOJEepHH3ALNU) H3AEHs,

3 Hcnonnutenu paspaboTKu

3.1 IToaxoe HanMeHOBaHue:

OpraHu3alHH-paspaboTYHKa;

OpFaHU3aUUU-COUCNIONHUTENS (IPH HaJMYHHA);

QpraHu3alHi — MEeIHIHHCKOr0 COHCHOJIHHTeS;

NpeANpUATHS — H3rOTOBHTENsT 06pa3ioB;

NPEANPHATHA — H3TOTOBHTENSA CEPHH (€M OHO OIIPeNieJIeHo).

4 llesb ¥ Ha3Hayende paspaGoTku

4.1 OcHoBHast Ueib p23paGOTKH H OXKHMAAEMBI MCIMIUMHCKHE, TeX{HYCCKHH, 3KO-
HOMHYECKHI HJH COUHAJbHBI 3(deKT NpA HCNONb30BAHUA H3JEHA.

4.2 Henocpeacrsenno (QyHKUHOHAJbHOE HasHaueHHe H3AeJHA B JeyeGHO-ZHATrHOC-
THYECKOM npoilecce, 06/1acTb HCNOAb30BaHUs (MPHMEHEHHS) B COOTBETCTBHH C METO-
IHKO}H AHATHOCTHYECKHX HCCJAEROBAHHIL, JeueGHBIX BO3ReHcTBHA (C yKasaHHeM BeH-
YHHE BO3JAeHCTBHA), H3MepeHHil (c yKasaHHeM H3MepsieMBIX BeJHYHH), XHDypruue-
CKHX BMELIATEJAbCTB, BCIOMOTaTeJbHBIX omepauuit  T. I

4.3 Bo3MOXHOCTH pa3pabaTeiBaeMOro H3jJeNHsi, pacUIMPSIOlIHe [eJeBoe Ha3Ha-
YeHHe ¥ ofecrneyHBalollHMe NpPeHMYINIecTBA §O0 CPAaBHEHHIO C CYLIECTBYIOLIMMH AaHa-
JloraMH.

5 Uctrounuku pa3paboTkyu

5.1 HMcxonnnle TpeGoBaunsa 3asfiBKA HJH NpPeNJOXEHHA HA pa3paboOTKy, OTUETOB
mo HUP, OKP, npenurectBoBaslinx paspaboTke, CTaHAapTOB Ha ofliHe TexHuUe:
CcKHe TpeGoBaHHS, KOHCTPYKIIHIO, PasMepbl M OCHOBHHIe NapameTphl pa3pabaTbiBaes
MOro H3Jlesus ¥ T. I.

6 Meaunuunckue TpeGoBanus

6.1 Tpe6oBaruss K BHINOJHeHHIO H3AeaueM GYHKUHOHAJBHHX 3224 B Je4e6HO
AMaTHOCTHYECKOM I[Ipollecce.

Ouenxka MeIMUMHCKMX NOCAEACTBHM HapylleHHS OYHKUMOHHDOBAHHS H3AEAHA
BO BpEMS ero NMpHMeHeHus.

6.2 ®Ousnueckudl, Meauko-6nosoruveskalt, GuoxuMHuecKu#t ¥ T. A. 3pdekTh HAH
SBJIEHNE, H2 KOTODHX OCHOBAH NPUHIUN JeACTBHA HU3AENMS.

6.3 KoanyecTBo KaHaMoB, O0ODLEKTOB HCCJAeJOBAHHS paboudx MecT, HHCIAO 0O-
CAYXHBAeMbIX NAIMEHTOB, NMPONYCKHAf CIGCOGHOCTh HJAH NpPOU3BOAMTEILHOCTHL H3JAe-
AuA.

66.4 TpeboBanusi K CPEACTBAM YCTAHOBKH, KOHTPOJS M pPeryJjupOBaHH DEXHMOB
paboTHL.

* CoxepxaHHe Da3lie/loB 3aBHCH® OT BHAA H3AEJHA M oNpelessercd paspabor-
MKEAME MeAHKO-TeXHHYeCKHX TpeGoBaHHA.
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6.5 Tpebopanua K crnocoGam M cpelacTBaM OTOOPaXKeHUst H PETHCTPALHH MELHKO-
6uosoruieckofi nHOOpPMauHH.

6.6 TpeGopaHust K NOPAAKY B3aMMOAEACTBHA MEXKAY NepCcOHasoM (MEeLHIHHCKUM,
HHJKEHEPHO-TEeXHHYECKHM) M NMalMeHTOM B Mpoliecce NPHMeHEHHS H3LENHS.

6.7 Tpe6GoBaHHst 06 OTCYTCTBMM OTPHIATEJbHHX NOGOYHHX 3(deKToB B pesyanb-
TaTe NpumeHeHus paspabaThiBaeMoro usfeanst (MpH HeoGXORHMOCTH).

6.8 Crnennaabibie MeAHLMHCKkHe TpeGoBaHHs, onpefensieMble Ha3HAUEHHEM H
NPHHUHNOM ReHCTBHA H3AEANA

7 Texuuueckne TpeGoBanusg

71 CocTtap usapenus
1.1 OcHOBHble COCTaBHBIE HaCTH H3AEJHA
1.2 3anacHbie 4acTH W NPHHALJICKHOCTH
1.3 3KcniyaTauuoHHbLe KOKYMEHTH (npH HeoGXOAHMOCTH).
2lokasaTenu HasHawue”HHH

7.2.1 TexnHuecKHe mapaMeTpul

7.2.2 MeTpoJioTHYECKHE XapPAaKTEPHUCTHKH CPEACTB H3MEPEeHHs MEIAHIHHCKOro Ha-
snayenus no I'OCT 8.009, TOCT 8256, TOCT 22261 u cran;apTaM Ha BHAH
CpeACTB H3MepeHHH.

7.2.3 XapakTepHCTHKH 3HEPronHTaHUsA

7.2.4 BpemeHHHE XxapaKTePHCTHKH

7.2.4.1 Tpe6yeMoe BpeMsi HenmpephHBHOH PaGOTH

7.2.4.2 XapaktepucTukn pabouero uuKJa

7.2.4.3 Bpems roToBHOCTH (NOATOTOBKH) K pabore.

73. Ycaosusa 3sKkcnayaTanMyx (McnoaAb30BaHHA, TPaHCHOp-
THPOBAHHR M XPaHEHNH)

7.3.1 Tpe6oBanus ycToHYHBOCTH pa3palaTHBaeMOro H3AeaHs K BO3AEHCTBYIOLIHM
dakxTopaM BHelHel cpesnl.

7.3.1.1 TpeGoBaHHs YCTOMYHBOCTH K KJIMMATHYECKHM H MeEXaHHYECKHM BO3Jled-
CTBHSIM NpH SKCIIyaTalHH 10 CTaHAapTaM HAa BHAH H3JLETHA.

7.3.1.2 Tpe6oBaHust yCTOHUHBOCTH K BO3eHCTBHAM MeLHKO-GHONOIHUECKOH cpelb
IPUMEHEHHS HJIH MeIMUMHCKHX YCJOBHH HCNOJNb30BAHUA H3JENHS.

7.3.1.3 TpeGoBaHusl YCTOHUHBOCTH H3Aenusi ¥ (HJIH) €ro COCTaBHHX dYacTefi K
CTepHJIN3aUHH HIH Ke3uHbeKIHH,

7.3.1.4 TpeGoraHust YCTOHUMBROCTH K KAMMATHUECKHM H MEXaHHYECKHM Bo3AehcT-
BHSM IPH TPaHCHOPTHPOBAHHH.

7.3.2 Buasl TpaHCMOPTHHIX CPeACTB, HEOGXOAHMOCTb KpellJeHHs NPH TpaHCNop-
THDOBAHKH M 3aLIMTH OT YAApoB IIPU NMOrpysKe H BHIIPY3KE.

7.3.3 Tpe6oBahua K MeIHLHHCKOMY H TeXHHYECKOMY MEpPCOHaJY.

7.3.4 TpeboBaHHs K NEPUOAHYHOCTH M BHAAM KOHTPOJIS TEXHHYECKOro COCTOHA-
HHS, 06CayKaBaHHS.

74 TpeffosanHusa 6e3oMacHOCTH NO CcTaHAapTaM Ha BHAMW
H3ennH

7.4.1 Tpe6GoBanua X ypOBHSM ILIyMa, paXHallHH, H3JyueHH# H T. I.

7.4.2 Tpe6oBaHusi K YPOBHIO BpEAHHX H ONACHHX BO3AcHCTBHN, BO3HHKAIOLINX
npu paboTe U3nenaus.

7.4.3 Tpe6osarua 6e30IaCHOCTH INPH MOHTaXe, HCHOMb30BAHHHM, TEXHHUECKOM
o6cnyXHBaHHH H peMoHTe (MpH HeOGXOAHMOCTH).

7.4.4 TpeGoeanust aaekTpoGesonacHocTH (Z1A u3Kenudt, HMEIOLHX (HIUYECKH}
WM 971eKTPHYecKHil KoHTaKT ¢ mauuentoM o 'OCT P 50267.0).

7.4.5 Tpe6oBanus paAauaUHOHHOM, NOXKapo- M B3PHBOGE3ONaCHOCTH — JJR CO-
OTBETCTBYIOWIMX BHLOB H3Aesufl (MpH HeoOXOLHMOCTH).

7.4.6 ToxcukogorsyeckHe TpPeGOBaHHA K U3JIETHIO, MaTepHajaM. H HOKPHITHAM
(npH Heo6XxoAHMOCTH).

7.4.7 TpeboBanns X TeMnepaType HapyXHBIX YacTedl H3lesHs.

7.
7.
7.
7.

16



P o rocCt P 15.013—94

N

75 TpeboBanuag K HaZeXHOCTH

7.5.1 Knacc wu3fenusa u (WJm) ero cOCTaBHbIX YacTefi ¥ 3aBUCHMOCTH OT NO-
caelacTeull otkasos no 'OCT P 50444. -

7.5.2 [Mokaszatenn 6es0TKA3HOCTH, NOJITOBEYHOCTH, PEMOHTONPHIOZHOCTH H COXpa-
HAEMOCTH H3jleHit {unn) ero | COCTaBHBIX yacreit (KaHaJlOB 6nokoB W T. N.) nNo
PO 50—707.

. 7.5.3 Meton W CTajHA KOHTPOJA MOKa3aTesell HaJeXHOCTH.
' 76 Tpe6opannua K KOHCTPYKTHBHOMY YCTPOHCTBY

" 7.6.1 Tabaputuble pasmepsl, Macca (06beM) H3AETHS.

7.6.2 Tmowans, 3aHuMaemas H3leaneM.

76.3 TpeGoBaHus X wmaTtepuanam, HoJypaGpukaTaM U KOMILIEKTVIOLIKM H3Me-
JNAM. ' . :

7.6.4 Tpe6oBaHus K NOKPHTHAM U CPENCTBAM SaLIHTH OT KOPPO3HH.

7.6.5 TpeboBanusi. K nNapaMeTPHYECKOMY H KOHCTDYKTHBHOMY CONPSXEHHIO C
APYTHMH H3ENMAMA XJst paboThl B KOMILJIEKCe.

. 7.66 Cneunduueckne KOHCTPYKTUBHHE TPeBOBAHHMS,
7.6.7 TpeGoBauus B3aUMO3AMEHAEMOCTH CMEHHBIX COGODOYHMX eIMHHIL M uacTel.

7.7 3proHoMuYecKHe TpeboOBaHHUSN

7.7.1 Tpe6GoBauus, odecneqnsalomue COOTBETCTBHE U3/eNIUSl aHTPONOMETPHUSCKUM
BO3MOXHOCTSIM YejoBeKa.

7.7.2 Tpe6oBanus, ofecleydBalOUlHe COOTBETCTBHe H3Aejusi GUIHONOrHIECKUM
BO3MOXHOCTAM Y€J0OBEKa.

78 DcreTHueckue TpeboBaHUA

79 Tpe60oBaHHY NaTEeHTHOH UYMCTOTH H NaTeHToCHnocoO -
HOCTH

7.9.1 Tpe6oBanns no ofecrneyeHH}0 NATEHTHON YHCTOTH paspabaTHBAEMOro H3-
aAenus.

7.9.2, Hanuune B paspabaThisaeMOM H3JleIMH TeXHHYECKHX peLICHHH, 3allulueH-
HHX NaTEHTaMHu:

— Ha usobpereHne;

~— Ha T0JIe3HYI0 MOJelb;

— Ha NpPOMBULJIEHHKIH ofpa3sell.

710 Tpe6oraHusg X MapKHUpPDOBKE ¥ YyHaKOBKE

7.10.1 TpeGoBaunss kK Ka4eCTBY MapKHUDOBKM, COJAEpXKaHHIO, cHOcoBY H MecTy
HaHeCEHUSA MapKHPOBKH.

7.10.2 TpeGoBaHHA X KOHCEPBAllUH ¥ YNAKOBKE H3JeJHs, B TOM dYHcjie TpeGosa-
HHAL K Tape, MaTepHaJjaM, NMPUMEHAECMHM NPH YHIAKOBKE, H T. X.

8 Metpoaornyeckoe obecneyerue

8.1 TpeGoranus ® pa3paboTKe, aTTeCTalHH ¥ MOCTAHOBKE HA NPOH3BOJCTBO cre-
LEMaJbHBIX CPEACTB TMOBEPKH, CTEHAOBON amnapaTypH, CTAHAapTHHIX 06pa3loOB COCTa-
Ba M CBOWCTB BelleCTB H MaTepHajoB, NpH HEOOXOAMMOCTH B HHX INpPH HCHHTaHUAX
H 3KCIVTyaTauHH.

8.2 TpeboBahus K pa3paGoTKe W BKJIOUEHHIO B COCTAB H3JENHA CPeACTB H yCT-
PofiCTB ero KaJuGPOBKH, CAMOKOHTPOJA ¥ TeXHHUYECKOrO AMAarHOCTHPOBaHMSI.

9 JKOHOMHUECKHE TNOKA3aTeNH

9.1 Hcrounnk (uHaHCHPOBAHHA

9.2 OpUEHTHPOBOYHAA CTOMMOCTH M3AEJNUA. Ha MOMEHT PaspaGOTKH.

9.3 OpHeHTHPOBOUHAA NOTPESHOCTD.

10 Cragum u sranst paspaGoTKu

10.1 Cragnu n 3Tansl pasgaéorxﬂ H CPOKH HX BHIIOJHEHHf YKa3biBaOT B Tab-
anqgHo# ¢opme (cM. Tabauiy). VKa3niBaioT HeoGXOAHUMEIE 3TANH pa3paboTKH KOHKpeT-

HaumeHnosanue CpoKM BBHMIOJHEHH S Hcenoanurenu, XapakTep paboTh
sTana (kpapraa, roa) COHCROMHHTEM! (no ucnonuMrensam)
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MOTO H3JeJHsi, opeleqseMbie Opramu3anded- paspaéorqmcom o I‘OCT 2.103 n- n-
CTOSILIKM CTaHAAPTOM.

11 TMopaRoK MCHHTAHUE U npuemm :

11.1 TNopsaox ucnHTaHHA H NpUEMKH— IO pasieny 5 HACTOSILEro cTaHAapTa,

B pasfiesie yKa3uBalOT KOJHYECTBO 0GPa3UOB, MpPEACTaBIAEMBIX Ha NPHEMOUHE.
WCTHITAHHS, -2 TaKXKe OPHEHTHPOBOYHHE CPOKH n})oseneﬂna MeAHIHHCKIX HCOHTARKR.

12 llono.uuntenbuue TpeboBanvs

12,1 Pasaen cocraBasioT UpH HeOGXOAUMOCTH. :

JononuuTe/ibHLe - THe6OBAHNS (POPMHDYIOT M BKJIOYAIOT B Ipolecce coryniacosa-’
HHS n yﬁaepmneuﬂﬂ MIT. )

PHIOKeHHs (nepeyeHb) . -

13.1 Ta6muny cpaBHHTENBHHX MAHEHX C AHAJOTAMH AJs OLEHKH TeXHHYeC
KOro ypoBHA pPaspaboTKH (AAg COBDEMEHHHIX H- NEPCHeKTHBHHX OTEYeCTBEHHHX H
3apy6eXHHX aHAJOTOB), BHNoJHeHHHe To dopmam 2 u 4 TOCT 2.116. :

13.2 Maan-rpa¢uk NpoBeREHHA MEAMKO- 6no.lrorﬂqécxxx HccaegoBaruil U paGor,
BHIIOMHAESMBX MEAHIHHCKEM COHCIOJHHTENEM ¢ Deabio oGecnequnﬂ ‘pa3paboTKm,

- 183 ,llono.uﬂme.nbﬂue upmo}xeﬂua npu Heodxonumoc'm

N
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JIPHIIOKEHHE T
(ungpopmayuonnoe)

l'ocyAapcrseHHue HenTpH no Wcnbiranuam CHMH

. MauMendBanne 1eRTpa - .
azpec nemtpa, ., - O6o3nayende OpoAykuux no OKII

S

FocynaperBennsilt  ucnuraTenpuuit ientp|. 94 4000 I'Iphﬁopu H annapaTel MejH-
cpeacrs usmepennit HIIO BHUHUOOU ) . awmsckue (B wacrk CHMH)
103031, Mocksa, ya. Poxfectsenka, 27 ‘ -

19



TOCT P 15.013—94

ITPHJIO)KEHHE T
. (npopmayuonnoe)

Tlepeuenn opranu3anuil W yupemJAeHnuil, ynoJiHOMOUYEHHHX MHH3APaBMeANPOMOM
Poccun AJS -MPOBEACHHs NPHEMOYHBIX TEXHHYECKMX HCNBLITAHURA Me)lul.lHHCKHx
usgenusi (kpome CUMH)*

Hpnmeqanne—B caydae, eCAM  OPraHH3auus — pa3paboTyHK  H3AEAHS
ABJIAETCH YNOJNHOMOYEHHOH AAsl NPOBENEHHs! MPHEMOUHBIX TEXHHYECKHX. HCTBITAHHMA.
TO B COCTAB KOMHCCHM HEOGXOAMMO BKJIIOYHTh INPEACTABHTENS ADYroil OpraHu3aluH,

AKKPeAUTOBAHHON MO MaHHOMY BHAY NDOAYKUHH

HaumeHoBalHe OpraHH3alH{
(yapexaeHnna), aapec

O6o3nadenue npoayxuun no OKI1

1 A/O «<BHUHMII-BUTA>»
125422, MockBa,
T'HMHpﬂaeBCKaﬂ RAL

2 A/O «lleHTp cepTubuKa-
UHH. MEAHHHHCKON HPOAYK-
LHHS
620014, Exarepun6ypr,
a/ﬂ 200, ya. Xoxpm{oﬁa,

3 Axuuonepnoe HI1O
«MeaHHCTpYMEHT>
420022, Kasaup
ya1, K. Tunuypuna, 31

* OpraHusaiid W YuYpeXKAeHHd, BKJIOUeHHbe B RaHHHIH

94 3000 I/IHCprMEHTH MeHUKHCKYE
94 4000 IIpuGopsl u annapaThi MeAHLMHCKHE
94 5000 -O6opyaoBaHHE MEXHILHHCKOE

" 94 6000 Maneaust w3 cTekna MeAHUHWHCKHE

94 4285 IlporpaMmHoe obecnmeueHHe MeJHWHHCKOTO

Ha3HaveHHs '

94 4400 ITpu6opu ©  annapaTel _ AAs  JeueHns,
- KpoMme: i

94 4220 AnnapaTel PeHTTeHOBCKHe  MeXHIUNHCKHe

* IHaTHOCTHYECKHE,
94 4230 Ilpubopn paaHORMarHOCTHYECKHE
94 4451 AnnmapaThl pPaZHOH3OTONHBbiE _
TepaneBTHYECKHE, o
94 4452 AnnpapaThi peHTreHOTepalleBTHUECKHe,
04 4461 AnnapaThi HHraAsitHOHHOTO HApKO3a,

‘94 4462 AnnapaThl HCKYCCTBEHHON BEHTHJIAUMH Jer-

KHX
94 4470. Annapa'ru BaKyyMHO-HarHeTaTeqbHhie &

annapatil AJAsA BJAMBAHHA M HPPHTAUHH

94 4480 AnnapaTh W YCTpOHcTBA MJIS 3aMellleHHst

QyHKUMHA OpraHQB H CHCTEM OpraHH3Ma
94 5200. O6opynoBaHue KaGuueToB, nanar, Jabopa-
TopHuit (Kpome alTeuHoro oﬁopynosaﬂuﬂ)
94 3000 MucTpyMeHTH MeAMIHHCKHE
94 3800 U3genns TpaBMaToJOTHYECKHE
94 -5000 OGopynosatie MELHIHHCKOE

(8B uacTu GopMmalUMH CTOMATOJOrHYECKHX
{MHEeBMATHUECKHX) H . KomnpeccopOB MeAR-
JALMHCKHX )

94 5226 HakoHeunukH ans 6opmauun

ﬂepE‘lEHb AOMKHBE

mpoiity Ao 01.01.95 akkpeAMTaUMIO HCHLITaTeNbHHX JabopaTopuii B MOpPsAAKe, ycra-
HOBJeHHOM MunsapasmeanpoMoM Poccuu P

Ilpu -nanauuu aTTecTaTa akkpeaurauuu Ioccranpapra Poccum Ha' npaso npo-
BelleHust CepTHMHKALHOHHHX HCNLITAHHA HOPOAYKIHH aKKpeAHTauHs MnnszxpaBMen-

npoMom Poccnr Ha mnpaBo NpoBeneHus NPHEMOUHBIX TEXHHYECKHX
WOAHOM o0beMe He MPOBOAHTCH.

20 ,

- HCABITAHWEA B



rocr p 15.013—94

Ne HanumenosaHHe ODranMSaLMH
an (ydpexxAenHs), aapec

OGoanauenne npoayknun no OKI1

4 BHUMMexnommep
117426, Mockgsa
Hayunnit npoesn, 12a

5 Tocymapcreennmft ~HHUH
Nno  CcTaHjapTH3aUWH H
KOHTPOJIIO JIeKapCTBeH-
HHIX CPEeACTB
117246, Mocksa, B-246,
Hayquun npoess, 14a

6 TocymapcTBeHHHA  Hayy-
HO-HCCIe0BaTeNbCKH A
LeHTp TpoduIaKTHYECKOM
MenHIuHE  Munagpasmen-
*.npoma Poccun
101953, Mocxaa l'IeTpoae-
pnncmﬁ nep.,

7 FI/IHPOHI/II/ISI_IPAB
1117802, Mockea, -
Hayqﬂuﬁ npoesg, 12

8 HHCTHTyT cepnelmo co-
CYBHCTOR XMPYDrHH
HaYYHO-HCCAELOBATENb.
ckutt um, A, H. Bakynena
PAMH . |
117049, Mocksa,
-JleHuHCKUi npocnekT, 8

93 9816 HaGopnl pearentoB

"G4 4483 IIpoTe3d KPOBEHOCHHIX COCYAOB H

==
i

93 9377 B yacTH JMUKAX NJIEHOK H [IOBA30K -
94 3220 Wiran uHbeKUHOHHHE OXHOKPATHOrO
. YIDRMeHeHHs
94 3284 Ilnpuum  u3 MOAMMEpHHX
OJHOKPATHOTO NpPHMEHEHHA
94 3639 ITonuMepHHe KaTeTeps o;moxpamoro npa:
MeHeHHS .-
94 4281 B wacTH reseli MeIMUHHCKOTO Ha3HaueHHs
‘ Ani Y3H, 3KT u yabTpasBykoBo# Tepanuu
94 4477 B wacTH yCTPOMCTB -KOMIUIEKTHHIX HHOY-
BHOHHHIX, TPAaHC(YSHOHHHIX U SKCOY3HOH-
HHX (A1 XpOBH H xponeaameume.ner
OJHOKPAaTHOro NpPHMEHEHHA); )
B YaCTH KOHTel{HepOB HJs 3arOTOBKH, Xpa-
HeHH#, paslieJieHus K -nepepaGoTKH KPOBH
lOILHoKpaTHOI‘O TPUMEHEHHUS, )
B 4acTH CHCTeM — MarucrpaJjen
OLHOKPATHOTO TIPHMEHEHHS;
B YacTH NJaHIeT A GHOXHMHYeCKHX n
MMMYHOJIOTHYECKHX HCCIéA0BaHAUM
94 5341 B gacru wawexk [Terpu
93 9816 Ha6opn peareHToB AAA MeZHUHHCKOTO
toTOMETPHUECKOrO aHaJH3a, CTaHAAPTHHE,
KOHTPOJIBHBE ‘H Kaau6poBouHHe o6pasusl
93 9817 HabGopu peareHToB JAJSi HMMYHOMEpPMEHT-
HOro (HeHH(EKUHOHHOro), paLAHOUMMYHO-
JIOTHYECKOTO H JDYTHX BHAOB HMMYHO-
KHMHYECKOTO aHaJAM30B M MHKpOAHAJu3a
HYKJIOTHIHEIX TMOC/eA0BaTeNbHOCTeH, cTaH-
papTHHE H KOHTPOJbHHe Ofpasuu .
AJsi MEAHLHHCKOTO
¢$hoTOMETPHUECKOIO :aHaJH3a, CTaHZapTHEIE,
KOHTPOJIbHHE. H KaJHGPOBOUHHE 06pasinl

MaTepHasoB -

56 2100 Mebenb A MEXHIHHCKHX YupeXAeHHHA H

naGopaTopuit .

94 5000 B uacTh Me6end CnelHaJAbHOR AMA. MenH-
UUHCKHX  yupexleHn#i, JgabopaTopuii. H
anTex :

KJana-~
HOB cepAna
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M HarMmeHOBaHHe OpraHsallHH
wo (yupexAeHHa), aapec

O6o3navyenne NpoAyKuuu no OKII

9 VIHCTHTYT XUPYPTHH
~ Hm. A, B. BuuHenckoro
(Poccufickuit neHTp
TlepeBA3OYHHIX, IIOBHEIX H
NOJIAMEPHLIX ' *  MaTepHa-
JIOB)
11381\, MockBa,
B, Cepnyxosckas, 27
10 Uncruryr GHodH3uKH
Munszapasmeanpoma Poc-
' cHH
123182, Mocksa,
JKuponucHas, 46
11 MHctuTyT runepfapmuec-
Kol MeZHLHHE DapoleHTp
119435, Mocksa,
Tloroannckas, 7

12 HcnuitaTenpHbi# IeHTp
«JleHTeK» .
.A/O ;Cromaronor
121099, Mockpa,”HoBmifi

ApéGar, 34 \

13 Mockosckuii HUM  Ruar-
HOCTHKH H XHUPYPrHH
117837, Mocksa, -
ya. Tlpodoolosnas, 86

14 MockoBckuft . o6aacTHolt
HayYHO-HCCHeOBaTeAb-

‘CKHR © H . KJIHHHYeCKU#
uucruryt -(MOHHUKH)
129110, Mocksa,
Ilenxuna, 61/2

15 Hayuo-HccseoBaTes b

“ckuit  wHcTHTYT <«[lomocy
"HTH, «Jlaszepmen»

. 117342, Mocksa,

Sy BwBenechoro, 3 ‘

16 Hayuno-uccaexoBarebe-
KHH HHCTHTYT DE3HHOBHIX
H JaTeKCHBIX- H3Aenui
(HUWP) - :

. 107564, Mockea, KpacHo-
GoraTHpckas, 42

17 Hayunnlit mentp aymuoio-

THH H CJyXONpPOTE3HpOBa-
HHA

117513, ‘Mocksa,
Baxynesa, 18

-

22

93 9300 Matepuadsl xupypruyeckue, cpefcTsa nepe—
BSI30UHHE CHENHAJbHHe, B ..T. Y, Mapis W
BaTa MeZHIHHCKHE M M3JEJHS U3 HHUX, Lepe-
BA30UHHE, ILIOBHEC MaTepHaJH, LDEHHpYIO-
mue copﬁemu

84 6000 Meauuunckoe Genbe H OAeKAA

93 9818 TloaumMepHble HMILIAHTATEL

69 4130 Pannauuoanue yCTaHOBKPI Aas

CTEPHIH-
Baumn ' 2

94 4465 BapokaMepH MeAMIHHCKHe

93 9100 MaTepHa/JH CTOMATOJIOTHYECKHE .

94 4458 YcrtpoiicTBa Aas KOHTpoas 103 (B vacTH
N JO3UMETPHYECKHX YCTPOHCTB AAA HpPaKTH-
uecKolt paAHOJIOTHH W PEHTIEHOJIOTHH)'

94-4285 IlporpaMMHoe ofecneueHne MeAHUHHCKOTO
‘Ha3HAYeHHst (B wacTM  HpPOrpaMMHBIX
cpeacts aas -aHanuza IKI = AHIXaTelb-
‘Hox GYHKIRI)

g

94 4240, 94 4425; 94 4426, 94 432
B YaCTH Ja3epHOf MEXHUHHCKOH

AN

TeXHHKH

25 1400 HUsnequss - MEAMIHHCKOTO, dapmanes-
25 3700 THyecxoro, . CAHHTAPHO-TUIHeHHYECKOTO'
25 4500 nasHaueHHs M3 DPe3HHH H JaTeKca, B TOM
_YpcJe  SHAONPOTE3H H  HMIVIaHTHpYe-

MBHe H3JleJus .

94 4487 CayxogHe anmapats
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M HauMeHOBaHHe OPraHM3aNHH
nn (yqpexmemm). agpec -

'

OGosuauenne npoaykuuu no OKII

-

18 Haywo-‘npousaoncm‘aeﬂ-
Has . KoMmmaHus - «<KMT»
644099, Owmck, Cennas, 24

19 HUKHW weanunnckoit na-
60paTOPHOR TEXHHKH

. 194100, Cankr-IletepGypr,

HoBonuroscekas, 15
20 HAU (bapmalmu

117418, Mocksa,

ya. Kpa-cnxxoaa, 34

21 HITO «Komnosut»
{141070, Kaanuuuarpax,
MockoBcko#t obaactu

22 HIIO «Mezno6opyRosanues
117828, Mockea,
; Hayunwiit mpoess, 6
23 HIIO «3xpan»
129301, Mocksa,
yaI. Kacarxmia, 3
(BT. u. Cubupckui
" ¢puanaa BHUHUUIMT

630015, Hosocubupck-15,.

. yn. Tpomsuusennas, 1)

’ =

- 24 Poccuiicknit Marepuano-
segueckufi uedtrp PAH
Kaunuueckoe HITO
«BuoTexHpKa» - '
634029, Tomck,

\ nep, Ilnexanosa, 5

94 4491 TlpuGops W anmapaTsl A JevenAs Xouo-

AoM - ' . ‘
94 4300 Tipubopti u anmapaTe AJs Menuuuncxnx‘
a160paTopHEX HCCAEAOBaHKE

-

94 5139 MoeuHHe MaUMMHN 1 yCTpoﬁcma

anTeK

ANS

94 5240 Cpencta MexaH#3allid H TEXHONOTHYECKOE

060pyADBAHHE AJA aNTEYHHX YupeXAEHHH

94 5248 CneuunanpHoe oGopyroBanue ¥ MeGeab Ans

. [aITeYHBIX YuPeHHeHW - -

94 3800 Msgeaus TpaBMaTOJNOTHYECKHE B 4ACTH
SHJONPOTE30B KPYNMHBIX CyCTAaBOB

94 3810 Uanenus AJf COeAHHeHHs KocTeil (InacTH-
HBI, BUHTH, WTHQTH, CORUB H T. A4.).

94 4500 -HHHBbI 04KOBHE

93 9100 Marepuasinl CTOMaTONOrHYECKYE .

93 9300 Martepuajsnl  XHPYpPIUYeCKHe, CpeACTB=:
flepeBA30UHbe CIEUHAJbHBIE, KPOME:

93 9330 JleiikomnacTHPH

93 9690 Banpaxu

93 9811 3kpaHH peHTreHOBCKHE

93 9812 AnTeukn

93 9818 HMageauss AN BHYTpPEHHEro
HUA

np‘o‘reaﬁposa-

{ 94 3000 MucTpyMenTH MeJHLHHCKHE, B T. 4, MOJH-

MepHBIE
94 4000 Hpuﬁopu H - annapaTh MeAnuanKne Kpo-

04 4461 Annapa'm HHTaJAHHOHHOIO Hapko3a

94 4462 Anmnapathi ucxyccmeﬂﬂon BEHTHJIIAH . er-
KHX

94 5000 OGopyaoBanue Mezmuuﬂcxoe B 'TOM YHCIe
TMOMeIleHHsT MeNHLUUHCKHE Ha aBTOMOGHIL-
HBIX IMACCH K MERHIHHCKHE aBTOMOOGH.IH

94 3800 Manenust TpaBMaTOJOrHYECKHE,

opTollefiyuecKHe B YacTH CHCTeM BHeMHeR
$HKCaUUH KOCTHHX OTJIOMKOB

94 3810 Uspenus aas coeAuHeHHs KocTelt (miacTu-
HbI, BHHTH, WITHOTH, CIHUL ¥ T. &.)

23
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M; HaumesoBaHHe OpraHM3anuy
nn  (yupexcienus), aapec .

Q603nauenue NPORYKINHA o OoKn

- 25 CaMacTOATeNbHOE  KOHCT-
<PYKTOPCKO-TeXHOJIOTHYeC-
Koe G610pPO MO TNPOEKTHPO-
BaHulo NnpubopoB H amna-

paToB u3 crekna (CKTB
CI1) . _ . )
141600, Kaue,  Mockos-
ckoit o6aactv, BoJsoko-

JaMckoe 1occe, 44
26 A/O Hayuso-npoH3BOACT-
BeHHad Qupma <As» -
105023, Mocksa,
ya. ‘Cemeaoncxax 40
27 CI'IKTB «MeUHCTPYMEHT>
606140, Bopcma, Huxero-
poxckas oba.,
¥, B'ropax Hﬂmnema, 20

28 I'Ipe)mpnmue «JEJIUTA»
420082, Ka3saHb,
Ceuenona, 117

29 UHCTHTYT  MeNHUMHCKOH
¢usuku uM. Y. X. Kon-
BHJIEME ‘

680068, Bnaunnoc’rox
ya. Kuposa, 64

30 Huxeropoackuit
TeJbHEHL. UEHTD MEeAHUHH-
CKHX H3lle/H#t B cocTaBpe
Boaro-BaTckoro = ueHTpa
CTaHnapTHBaUHH H MeTpo-
JIOTHH !

THI

603600, Huxuubi Hoaro-
por, ‘ya Pecnybauxan-
cKas, o, 1

“HCTHITa-

94 6000 Haneans H3 cTeKNa MEAMIIMHCKHE

94 4223 Tomorpadmi '
pesoHaHCHRIe

MeJHUUHCKHEe MarHuTHHE

194 3220 Uran TpyGuaTHe MHBEKUMOHHHE
MHOTOKDaTHOTO

94 3280 Ulnpunu

MeIHIHHCKHE
TIpHMEHEeHHS : »

4 -

94 3213 Uram arpaBMaTHYeCKHe

F94 3700 HaGopu Mexuuusckme (B 4acTH HaGopos

MHKDOHHCTDYMEHTOB)

'94 4314 Ym:TpassykoBhie AMCIEPraTOpPH M SKCTPAK-

TOPH ,

94 4432 O6ayuatenn AJA CBETOJEUEHHS
H NpoPUAaKTHKH )

94 4453 IpubopH annapars i BE: |
Y/bTPa3BYKOBOH Tepanuu

94 4463 AnmapaTel a’po3oJbTepanHH

94 4500 JIuu3H OYKOBHE ‘

94 4231 TTpubopn nJsi KJIHEHUECKOMH
IpaguOMeTpHH

94 4281 IIpubopw  nas AWArHOCTHKH C NpHMeHe-
HHeM Y/IbTPAa3BYKOBHX, HHpaKpacHmx H
rynbTpadnosieToBLIX Jayued

94 4420 AnnmapaTe = Jas 3JMEKTPOJIEUEHHS BHICOKO-
YACTOTHHIE M KBAaHTOBHE (7a3epHHe)

94 4480 ‘AmmapaTsl IAS TeMOAHA/H3A

94 5120 Obopyropanue CTepHAN3aLHOHHOE

94 5150 Cpeacrpa = nepememeHns - u

NepeBo3KH
:(BHYTPHGONBLHHYHELE) ‘

TOKCHKONOTHYECKHE HCMHTAHAN YacTefl H3JAeJHS, MMEIOIIMX HemocpeAcTBEHHEI

KOHTAKT C TeJOM UYeJOBEKa, ero HOJIOCTS{MH )28 TKaHﬂMH

«3KpaH»,

24

nposoasites B HITO

\
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NMPHIIOKEHHE E
(pexomendyemoe)

¢opma 'mry.nbuoro Jmc’ra nporpammu W METOAMKH

Texﬂuqecxnx

npuemo-mux ACOBITANHR -

YTBEPKIAIO

PyKOBOAUTENb OpraHH3aliiy,
npoBoAsillell HCIHTAaHHA

Jinunas Pacungposka
NOANHUCH NOANHCH
fata

Ilporpamma

H MeToAnKka TeXHHYECKHX NPHEMOYHBIX HCHHTaHHHA

HanmenoBanue H3Aenus 5

ofosHAREHHE AOKYMEHTa

PyxoBozutesib OpraHH3aUHK-

.. paspaGoTinka
auqHAN PacwrdpoBka
SIOANUCH NOANNCH
n-l'r.a
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ITPHJIO)KEHHE }K
(cnpasounoe) -

-~ 3

06ume TPeGOBAHHA K COAEPIKAHHIO MPOTPAMMM " METOAMKH
'rexuu-lecxux HenbiTaHuA

l.. O6mue NONOKEHHA

1.1 IlporpaMMa ¥ MeTOAMKA TeXHHYECKHX HCNHTAaHMA  HOJKHA IMpelycMaTpu-
BaTh IOJHYI0O M BCECTOPOHHIOI0 INPOBEDKY COOTBETCTBHA o6pa3lia MeZHKO-TeXHH-
YeCKMM TpeGOBaHHAM, TIOCYAapCTBEHHHM H OTPAacieBHM HOPMAaTHBHO-TeXHHYECKHM
JAoKymentaM, [IporpaMMy # METOAHKY HCOHITAaHHA DeKOMEHAYETCH COCTaBJATh C
ydyetroM TpeGOBaHHE ¥ METOLOB KOHTPOJ, ycranomeanux B DPOEKTe TeXHHUECKHX
ycaosHi,

1.2 B 3aBuCHMOCTH OT BHAA M Ha3HaYeHHA HSleTHA B nporpaMMy H METOAMKY
TeXHHYECKHX HCNBITaHHH cnenye‘r BKJIOYaTb COOTBETCTBYWOUIHE MNPOBEPKH H3 YHUC-
Ja TepevHC/eHHHX B padjl. 3 HacTosulero INpHAOMKEHHS, a TakKkKe Apyrne Heob-
XOAMMble BHAH NPOBEPOK, NO3BOJAKLIHE Gosee MOJHO oueumb TeXHHYECKH# Ypo-
'BeHb H KayecTBo paspaﬁoraﬂuoro H3JeNHA.

-

2. Crpykrypa nporpalvmu n'ﬁe;rop.nkq HenbITaHAR

[MporpaMMa ¥ MeTOAHKA HCNHTFAHHA AOJIKHA COAEPXaTh BBOJHYI0 YacThb H
CeLyIOUIHe pASAEH:

PacCMOTpeHHe TeXHHUECKOH LOKYMEHTAIHH;

KCIIEPHMEHTAJIbHOE HCCJe0BaHHE 06pasioB;

oopMyIeHHe Pe3yJbTaTOB HCHHTAHHI;

TNPUJIOXKEHH, .

3 Conep)xanne pasaena NporpaMMbl W METOAHKH HCMbITAHHNA

3.1 Bo BBOAHON ¥uacTH NporpaMMb # METOAHKH HCNHTAHHA A0AKHH OBITH yKa-
BaHH:-

NOJHOe HaHMEeHOBaHHE oﬁ'bem'a ucnmaunﬁ

uesab MCHHTaHHH;

MecTo ncnu’ranﬂﬁ

KOJIH9ECTBO HCHHTHBAaEMEX 06pasiioB; .

OPHEHTHPOBOUHAS npo,nomxmenbnocm Heo6xommax JAs. TNpOBeNEHHUA  HCHHI-
“raHnil;

nepeyeHb NpejCcTaBAAEMBIX p,oxymem‘os.

3.2 Pasgen «DKcnepuMeHTaJbHEE HCCAEJOBAHHS H sxcnepmax OIleHKa oépaa-
10B>» pexomeu,u,ye'wﬂ H3jaraTh B BHJAE TaGJHIIH,

Cpencrsa H3MepeHH#t,

Conepxaine HenEITaHUE Meronnxa H 'ycaoBus BCOOMOraTeNbHasi annapaTypa
(npoBepoxK, OLEHOK) MpOBe/leHHA. HCNbITAHHR H HCALITATenbHo® 060pyHo-
M H3MepeHAR Bamne

-

Mpumevanne—TIlpu- Goaviwom obbeme METOAHKA MOXeT OHTb AaHa B
OTAENLHOM pasjenie NporpaMMH, a B-rpade AaHHOA TabauLH -yKa3aHbl CCHU/IKM Ha

»
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‘ e ’ ‘
‘coo'raemmwmne NYHKTH, pa3fena «Me‘rozmxa» 3710 xe oTHocHTCa H k rpade
«Cpencraa .. usMepeHuH, BCMOMOraTe/bHas * aNNapaTypa H HCMBLTATENBHOE oﬁopyno-
BaHHE»: )

33. I‘pa(pa «Conepmaune ncnu'ramuﬁ (nposepox oueﬂox)» AOJI)KHa BKJIOYaTh
TiepedeHb 3KCIOEPHMEHTANbHHX —INPOBEPOK MM BKCHEPTHHX OLEHOK BCex Napamer-
POB, KOTODHE sl NaHHOTQ H3feauss OMUIH 3aflaHH B MEAHKO-TEXHHYECKUX TpeGo-
BAHHAX, NPOHODMHDOBaHH B HPOEKTe TEXHHUECCKHX YCAOBHA HJH- yCTAHOBJEHH B
o6uux HOpMaTHBHHX noxyMeH'rax AelCTBHE Koropux PacnpocTpaHsieTcss Ha AaHHoe
H3hejHe,

B zaHHHH paanea esenyeT . BKmOYaTh B obweM cCriyyae caefyiomue BHAH
‘SKCHepUMEHTANbHEX {IPOBEPOK H SKCAEPTHHX OLEHOK:
B32HMO3aMEHAEMOCTb CMEHHBX G6/10K0B, COOPOUHBIX enuunu/\n JAeTaJsel;
TexHUYeCKHe HapaMeTPnl OCHOBHOYO Ha3HayeHMS;
@pOBepKa MeTPOJIOTHYECKHX xapax‘repﬂc‘mx ANS CPeNCTB  HaMepeHHN Mexdh-
LHHCKOrO Ha3HaueHHs; D~
NpoBepKa YCTOAYHBOCTH K KONeGaHHAM Hanpmxemm NATaHRAS,
IpoBePKa NOTPEeGJIsEMOi MOILHOCTH; p
npoBepKa 3aUIHTH OT TNeperpysok Kopo-rxmx SaMhﬂ(aHPm ‘
NpOoBEePRA MPOJZOKHTENLHOCTH PaGoOTH OT ORHOrO KOMIJIEKTa NHTavus (ans
u3fleJnii ¢ NuTaHueM OT OaTapell, aKKyMyJsaTOpoB HJH O6aJjjloOHOB CXKaToro rasa);
fpoBepKa PabOTOCHOCOGHOCTH H3JleqHS B 3aJaKHOM: DexuMme; _
“MpOBEPKA YCTOHUHBOCTH K BO3NEHCTBHIO Cpel; nmmupymmnx 6uosrornyeckune
cpenu opraHisMa, B KOTOpDHIX . paGOTae'r nane.tme HJAH €ro "COCTaBHAHA YacTh;
CleHKa KauecTBa YNAKOBKHU,
' npoBepKa YCTOHUMBOCTH K cu‘epam—lsauun H nesumbexurm,
f1pOBEPKA 9JEKTPOGE30NaCHOCTH;
npoBepKa [0Xapo-, B3pHBO- K pannaunouﬂoifx CBY G6esonacHocTH . (npn Heoti-
xoﬂ.nuocm), .
“ApOBEPKH TEMRepPaTypPH AOCTYNHHX A NPHKOCHOBERHS nosepxﬂocreﬁ uane.zmu'
‘MpoBepKa YPOBHSL aKyCTHYECKHX LIYMOB; .
. TpoBepKa ypO\BHﬂ paaHONOMEX;
nposepxa.- . fidkasaTenell Ge30TKasHOCTH K pemomonpuronnoom
- oposepka raGapHTHHIX PasMepoB H MacCH;
fIpoBepRa MACHIaAH, HEOGXOAMMOH ' AJs YCTaHOBKH H3ACJHSL H ero oﬁcnyxm
BaHnA (A4 CAOKHBX K GOIBLINX KOMIIEKCOB);
nposepka BHHOJIHEHHS! TpefoBaHull | K Marepuanam H KOMHJ!EKTleU.lHM
H3ReAHAM;
' npoaepxa xawec‘raa SAMATHHX, NEKOPATHBHHX H amuxopposuonnux TOKpH-

THEY]

nposepka Buummeuﬂux Tpe6OBAHUA K KOHCTDYKIUHH U3AEJR, omenbuux c6o-
pOUHBIX enuHyiE, paoulix opraHos, cpeAcTs.cGopa MeAHKO- -6HONOrHIECKOH nHop-
Mmain, cpeacts:’ ”p"o‘nx; YUpaBJeHHs, oToOpa)ceHHs, CHTHANH3alHH M perWcrpa-

uuh nmopuamm*

nposepKa- 8o3MoxKHoCTH napame'rpuqecxoro H KOHCTPYKTHBHOTO COIDFAXKEHHA C
ADYTHMH HIAEAHSMR; C KOTOPHMH  AOMKHO paboTaTh NpoBepsieMoe  H3Zeane;

oueHKa KA€ePE 'SneKTpoMoHTaxXa;

- ollefika’ 3pmﬂomftxecknx pelenuit (BHEWHHI +BHA, UBETOBOE peLIEHHE, ynoﬁc’rao
ynpaB/eHHs, DPOBEPKH, DEMOHTa), HAIVALHOCTb H HHGMOPMATHUBHOCTb, YCTPOMCTBO
OTPaXeHHA H PErHCTPALRH. ‘ .

Bunwt nposepox BHOHPAOT 10 BUAY M3AEAH,

TIpn Heo6XOAHMOCTH B HMPOTpAMME H MeTOAWKe HCHBITAHMI MOTYT 6LTh BBee-
HH H npyrﬂe TpOBEPKH, mpa)xalomne cneunquy H3JEIHS.

a
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3.4 B rpade «MeToauKa H YCNOBMS MPOBENCHHS HCMLITAaHUA H - H3MEDEHHH» HAK -
B OTAEJbHOM pa3desie NPOTrPAMMEl H METOJHKH HCINLHTaHH# HEOOXOAHMO H3JNOXHTh
MCTOAMKY HCOBITAHHH IJAd KaXJAOro BHAa NpOBepOK (BKJOUAH NpaBHia 06pa50'r-,_
KH pe3syJbTaToB H DacueTHbe Gopumyan). IlIpn maquyny CTaHAAPTHIOBAHHOA MmeTo-
AUKH B 3TOH rpade AOCTATOYHO YKas3aThb 0GO3HAUEHHe - JOKYMEHTa, ecJH cofepxka-
Wascs B HEM METOJHKA NPHMEHseTc Ge3 H3MeHeHWi. Jlauubhi ™ passen  Jposxken
COZEPKATh TaKXKe CXeMHl coeflHHeHHi H pexoMeHAyeMmble (POPMBI IIpeJCTaBJEHHS
PesyAbTATOB 3KCNEPHMEHTANbHBIX HcciefoBaHuil (Tabauna, rpaduk n T, n.).

Ilpu npoBepke TOUHOCTH H3JeJusl B 3ajaHHoM pabodeM [HaMasoHe = JAOJAXK-
HO OBbITh yKaaaHo KOJHYECTBO IIpoBepsieMbIX -TOYeK JHalla3oHa, Tpeéyemoe qHCAO
H3MepeHUH B KaXJAOll TOUKE H.HHTEDBaJbl MeXAy H3MepeHHAMH. .

35 B rpade «CpeicTsa H3MepeHHH, BCMOMoraTeJbHas. amNapaTypa M- HCTB-
TaTeqbHoe OGODYAOBaHHe» HJIH B OTAEJbHOM . pasiesie "NPOTPAMMBI  H. METOLHKN
HCIBITaHHR cJaefyeT Iepeudc/HTh annapaTypy, KOTOpas [AOJMXKHAa ObiTh  HCHOJb30-
Bana JJsi JaHHBIX MHCOHTaHuil, DA o6pasuoBbHIX CPEACTB H3MEpPeHHH JOJKHa
yKa3blBaTbCs MX TOYHOCTHast XxapaktepHcTHka = (kjace, paspsa). UeaecooGpasuo
yKa3sblBaTb KOHKDETHHIi THI 06PasUOBOrO CpEeACTBA H3MEPEHH:H, a TaKXe HOpMa-’
THBHBIH TOKYMEHT Ha DEKOMEHAyeMYio ammnapaTypy.

" 3.6 B pasnpene «OdopMmienne pesyJbTaToB HCHBHITAHHA® AOJIKHH OHIThb yKasa-
HH#, KOTOpHE HEOGXOMHMO y4ecThb NPH COCTAaBJEHHH AKTAa HCNHWTAHUA <H ero Mph-
JIOKEHHH.

Paanen B ofuieM cayuae QOMKEH conepmaTb Tpeﬁosaﬂnx K 0GOpMJIEHHIO:

1) pesysbTaTbp OTHe/NbHHX BHAOB HCIbITAHHUI, ~— NPOTOKONAMH, TONTHCAHHHME
JHLaM#, NPOBOAUBLIHMH HCNHITAHUA AaHHBIX BHIOB; .

2) pe3yibTaTOB OLEHKH TEXHHYECKOA JOKYMEHTalHH Ha COOTBETCTBHe Ppelo-
BaHHAM CTaHAapTOB, OLEHKH l'lOJ'l}IOThl IIpaBHABHOCTH H cnocoboB BhIDAXCHUA
METPOJ/IOTHYECKHX XaPAKTePHCTHK,. OUEHKH IIOJHOTH H NPAaBHJABHOCTH MeETOAOB K
CPeACTB KOHTPOJS TEXHHYECKHX . XapaKTEeDHCTHK, OLUEHKH 3KCH/yaTalHOHHOH = AOKY-
MEHTAlHH, HMHCTPYKUHH 110 MEeTOAaM H CPeiCTBaM MOBEPKH — MepeyHeM HeAOCTaT-
KOB TEXHHYECKOH NOKYMEHTAUHH C KOHKDETHEHMH MDE/VIOKEHHAMH MO COAEPKAHHIO
H CpOKaM KOpPPEKTHPOBKH TEXHHYECKO#H AJOKYMEHTalUHH,

3) pesysbraToB cpaBHEHHs TEXHHYECKHX XAPaKTEPHCTHK HCIHTYEMOro  H3je-
JIUSl ¢ OTeUeCTBEHHBIMH H 3apy6eXHBIMH aHaJjoramu (TaGnHIl CpaBHHTeJleHX xapax-
TEPUCTHK, BHIOJHeHHBIX o ¢opmam™2 u 4 TOCT 2.116);.

4) pe3y/sbTaToOR COOTBETCTBHS TeXHHYECKHX XapaKTeDHCTHK HCNLITYeMOro Haje-
aua TtpebonanmsaM MTT wu npoekra Texnuqecxux ycJOBHil — Ta6GaMlel CooTBeTcT-
BHUsl TeXHHYECKHX XaPaKTEPHCTHK;

5) peayanTaToB OLEHKH METPOJOTHYECKOIO obecneyeHns NpOH3BOACTBA HCNB-
TYeMOro CpeACTBAa H3MEDeHHS ~MeJXHIHHCKOIO Ha3HaYeHHA — CNPABKOH HNpeRIIpHR-
THS-H3TOTOBHTEJSA O HAJHYHH HeOOGXOAMMHX CpelCTB MeTpoJiorHyeckoro obecnmeye-
HHS ¥ TIPOEKTa METOLMKH (HHCTDYKUWH) MOBEpKH; . )

6) pesynbTaToOB ONEHKH METPQJIOTHUECKOTO OGecleYeHHs IKCIUIyaTallhH ¥ pe-
MOHTa HCHBITYEMOTO W3JeJUsi HECTAHAADTHHIMH  CPENCTBAMHM KOHTDOJA  TeXHHWee-
- KOTO COCTOSIHHA (TOBepKHM) —rapaHTHell pPYKOBOACTBA  MpeAlPUATHA-H3TOTOBHTENN
06 opraHH3alHy INPOMBIIIEHHOrd BHNycKa HeOGXOAMMHIX HECTaHAAaPTHBHIX CPEACTH.

7) pe3ynbTaTOB DPacCMOTPEHHS KOHCTPYKLHH H3eJHS C TOYKH 3peHHs Geso-
MacHOCTH, YAOGCTBAa MNOJIb30BAHHS, SKCIJIYaTALHOHHHX H 3PrOHOMHUYECKHX N0Ka3a-
TeJeH M T. M. — HepeuHeM HENOCTATKOB KOHCTPYKUHH H3JEJHA C npen.nox(eﬂnﬂun
no ofbeMy u cpoxaM AopaboTKH.




o o rQCT P 15.013—94

IIPHJIO)XEHHE H
- (o6s3arestroe)

-Dopma axra npuem'o"mux rexﬂntiecxnx HCIHTaHKA 06pasila (o6pasuoB) H3jeAHs

HaNMEHOBANEE OPranyU3aUNH, HPOBOASAIIE HCTHTABHSA

—
YTBEP)XOAIO
' PyKOBOANTe/Ib OPraHH3aUMH
" — oMuBas paciudposka .
TOATIHCH JIOANHCHK
AaTa
‘ AKT | | .
Na

" AaTa ' , ropon

: Hponenenne npneuoquux TeXHHUECKHX
ucﬂu’ranua

aaiue&bﬁxie H3feansn
Cocrasnen '

ElHH’eBOBaHHe opraﬂnaaunn. NPopoAsiesl HCOMTAHHA

Hepencenare.ns KOMHCCRH

AOMIKHOCTh, bamuaus, unnnnanu

Ynennt xongac‘cnn o ‘
o . - AQMXKHOCTh, OPraAHH3ANNS, d)au_nnnx. HAHKHANB

1 B nepuon ¢ .m0
' T . . HAaHMEHOBAaHHE OPTamH3ALUH, npono,tmuxen -
: npoae,u.eﬂu npnemoqnue TEeXHHYECKHe KCIHTaHUA ‘
WCTTRITAHHA
T RauMenoBanHe HoAeAMA
pa3paloTanHoro

RAHMEHOBAHHE OPraRH3alHH-pPaIPabOTUHKa

B COOTBETCYBHHE C :
’ - H&HMEeHOBAHRE H OGOSH.QCEHQ_

29
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MeJHKO-TeXHHYECKHUX Tpeﬁoaannﬁ npoekra TY
2 Jlnst npoBefeHHsl HCNHITAaHHA ObIIM NPEAbsBJECHH:

- .

1) '06pa3um . ' : _ B KOJIHUECTBE
. " HaKMeHROBaHHe H3JeJHA : )

wr. Ne

Homepa oﬁpaauos
N 2) TeXHH'—!ECKaH lIOKyMeHTaU.HH (yxaabIBaeTc;r NOJHLIH NepeyeHb DNPeACTABJIEH-
HOJl TEeXHHUECKOH JKOKYMEHTALMH COrJIACHO pasl., 3 HACTOSIIEro CTaHAapTa),. _
3 KpaTKas TeXHHYECKAfd XapaKTepHCTHKA HCNHTYEMOIO H3AeJHA H ero HasHauye-

’

HHE _ .

4 X - , N f1poBeJE
’ HaHMEHOBaHHEe ODraHH3alluH, nposonnmeﬁ HCNBITAHHA

TeXHHYECKHE HCILITaHHUA ] -

B COOTBETCTBHH C YTBEPXKJAEHHOMA NporpamMmoi
H cueJ BO3MOXXHHIM 3a4eCTb B KauecTBe NDHEMOYHHX CJEAYIOIIHE BHAH npesBapH-
Te/IbHBIX HCNBITAHUH: | ) .

5 .
- OLEHKA Pe3yNbTATOB HCOBITAHHA M PEKOMEHAaLHHM
‘ 0 BOSMOXXHOCTH NPOBEACHHA MEAHUMHCKHX HMCOHTaHHA b
6 . ‘ .
'PEKOMEHJallHH. O YCTPaHeHHIO OTAEJbHEIX HEJOCTATKOB
7 ‘ | , '
. OLEHKA TPeACTABACHHON AOKYMEeHTaLuH*
Hpn.nox{eﬂuﬂ : : v

. 11) ¢ororpacdus MM uyepTexk obwero BHAA nanenﬂﬂ
2) yrBepxjeHHas NpOrpaMMa TEeXHHYECKHX HCTHTaHHIA; ,
3} NpOTOKOJBL. TeXHHUECKHX HMCHOHTAHHH (3aK/IOUYeHHe - TOKCHKOJOTHYECKHX HC-_
MbITaHWHA NpH HEOOXOAHMOCTH); :
4) 3aBepeHHble BHITHCKH H3 MPOTOKOJIOB (Bs1H - TPOTOKOJHI) HpeABapHTeIbHHX
" MCHHITAHHEA IO BHAAM HCHRITAaHMIA, 3a4TEHHHX KOMMCCHel;
5) BeAOMOCTb COOTBETCTBHSI HCHHTZHHOIO H3NeJHS  MeJHKO- TEXHHUECKHM Tpe—
60BaHMSAM ¥ HPOEKTY TeXHHHEeCKHX .YyCJOBMH;
6) maHHBHIle O CPaBHEHHM H3JAeNHS }ICHHTyeMOI‘O THOA C 3apy56}KHHMn H orTeue-
. CTBEHHHIMH aHAJOraMHu, ’
7) cnpaBKa NpeANpHSATHA-H3TOTOBHTENS no nyHkTy 5 mpHnoxenus JK;
8) rapaHTHsi NpeANPHATHS-H3rQTOBHTEJNA Mo NYHKTY 6 mnpuaoxenus XK.
IMoanucn: .

Ilpeacenarenbs KOMHCCHH

JMHYHaAf o pacmudpopka
, OOANHKCh, MOANHUCH
YseHH KOMHCCHH .
NHYHAA ] pacmnbpoBka
HNOANHCH NOINHUCH

_ * JlonmyckaeTcss oQOpMJATL B° BHAe MNPHJIOXKEHHA K aKTy, B 3TOM cJayuae
B JaHHOM NYHKTe akTa NPHBOAMTCSH CChlAKA Ha NPHJOXKEHHe, '

30
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ITPHIIOJKEHHE K
(pexomendyemoe)

O6mue 'rpeﬁosax-msi K COAEPKAHMIO MNPOTOKONA MEAMLMHCKHX HCnbiTaunh
onbiTHOro o6pasua (ONbLITHONH NMAPTHM) M3Aeaus -

.

OCHOBHOH 1eJbi0 MG}IHILI/IHCKHX HCIBITAHUH ABJACTCA BCQCTOPOHHSIH OUEHK&E

MeAHIHHCKHX H sxcnnya'raunommx KauecTB H3Jenus, a Takxke oTpafoTKa Mero-
-AHKH_ero NpHMeHEHHs B MEJHIHHCKOH IpDaKTHKe.
’ Ilo OKOHYaHHH MeIHUAHCKUX HCIOBITAHHH KaxJaoe MeIJHUHHCKOe yupexaeHue,
NPOBOAMBLIEe. HCIHTAHHUA, COCTaBJASEeT NPOTOKOJ. B YeTHpex 3Ksemmjasapax. Bcee
SK3BMIIAPHE  MPOTOKO/IOB MEILMUMHCKHX HCIBITaHHA JOJKHBL  ObITh  MOLNHCAHB
AO/KHOCTHHMH JHUAMH- MEAHIHCKOrO YYpeXAEHHH, B KOTOPOM MPOBOAHJHCE uc~
NIBITAHUSA, H YTREPXKAEHB PYKOBOJACTBOM 3TOr0O YUpEeKAEHHS.

IlepBHle nBa sxse'vmnﬂpa npoTOKONA. GepeaaioTes oprannsauuu—-paapa%mnxy
H3Jeaus,
~ B npoTokoJe - MEAHUMHCKHX HCTBITAHHE, MOC/Ae yxaaauuﬂ Ha - 06CTOATENbCTRO,
KOTOPOE SIBHIOCh OCHOBZHHEM AJsi NPOBEJMCHHUSi HCHLITAHHH, OTMEYaloT MeCTo M
CPOKH €r0 TpPOBEAEHHS.

IIpHBOAAT KpPaTKyl XapakTepHCTHKY H3LeNUs ¢ YKa3aHHeM ero  MejAHIHHC-
KOro HaaHayeHHdA, JJs LUATHOCTHYECKHX MNpHGOPOB H YCTPOHCTB MNPHBOAATCA HC-
coenyeMule (oueunnaemue) 6HOMeJHIMHCKHE TapaMeTPhl, a TaKxke MNepeyeHb H3me-
PHTeJIBHOM amnnapaTtyphl, HCMOJAb30BaHHOK MAJS OLEHKH ONBITHOTrO o6pa3lia,

YKasHBalOT NMOPAAOK MDOBEAEHHA MEXHIMHCKHX HCHBITAHMH (mporpamMsa HCMbI-
‘TaHHM, MCIONb3yeMble METOLHKA M AP.).

Hpnaonm XapaKTEPHCTHKY NAalHEHTOB, MOMBEPraBLIMXCH  OGCACAOBAHHIO  ITH
JeueHpIo - (KOJHMYeCcTBO, MOJ, BO3PACT, JHArHO3 H AP.) .

o,t(podno H3JIaraloT Pe3ynbTaTH NPOBEAEHHBIX MeIHUHHCKHX HCHHTaHHH H3je-
JHS C YyKasaHWeM KOJMYECTBA NPOBEJEHHBIX OOCHENOBAaHMH, oNlepaluii, MNPOUEAYD,
aHaJMu30B M ApP.

Ykaaugaior Hapaﬁorxy H3JleHst B Yacax B TeYyeHHe MEeXHUHHCKHX HCHBITalHuH,
KOJMYECTBD H3MePEHHH, UUKAOB CTEPUJIH3ALHH H T. I

B 3aknioyeHHH IO pe3yabTaTaM MeAMUMHCKHUX HCNBITAaHHH OTpPa}alnT QyHKUHO-
HaJbHBe- KayecTBa M3AesHs, 3O(eKTHBHOCTh €ro NPHUMEHeHHUs; NIOKA3aHHUS H TPOTHUBO-
nOKa3aHus: K €r0 NPHMEHEHHIO; BO3MOXKHOCTH H3JeJIHfl, KacalolUHecHd TOYHOCTH H3-
MepeHHH, JAOCTOBEPHOCTH, BOCIPOM3BOJMMOCTH, HAAEXHOCTH M AP.; OTMEUaITCH -
sxcnnyaraunonnue KayecTBa H3ZeJHsi, BO3MOXKHOCTH YIPaBJIeHHA H y1106cmo obpa- -
IMEeHHA € HUM, TEXHHUECKAsl 3CTETHKA H3JAesads, ero odopMJieHHe, YCTOHYUBOCTb K
nesnnqmmmn CTepHIM3aLHK H AD. ,

OTpaxaloTcss oO6HapyXKeHHHe B Ipolecce HCOBHITAHHH HEAOCTAaTKH KOHCTPYKIHK
H KauecTBA M3RENHs, OCOGEHHOCTH paboOTH ¢ HHM B Npolecce 3KCOAYATAUHH H T. 0.

HIPOTOKON 3aKaHUMBAKT DEKOMEHJAANHSMH 1O pe3yibTaTaM MEIAHLHHCKHX HCIH-
TaHHA © uenecooﬁpasﬂocm WM Henleecoo6pasHoCTH OpraHH3aUHK CepufiHoro BuI-
‘nycxa H3JeJIAR M NPHMEHEHHS €ro B MEJHIMHCKOH NpaKTHKe.

K npotoRony npuaaraior rpadukH, CHHMKH, BHIHCKH H3 ucTopuit  6o.e3nH,
Ta6yJIHPOBAHKKIH, CTATHCTHUYECKH oﬁpaéoTaHHbm marepHaJ H Ap.

B Tiporokosax MeNMUWHCKHX HCHNHITAHHY, NPEICTAaBJEHHBIX MEXHINHCKHME CO-
HCHOJIHHTEJIQMH TNo Cco3XaHHIo uiaenus, JAONOJHHTENbHO NpUABOAATCH JaHHble no
NpOBEACHNIO 3KCNEePHMeHTa/NbHLIX HCCJAeAOBAHUA, €CAH OHH IPOBOJAHJNCH, MOAPOL-
Hple JaHHHE TO HCNOAb30BAHMIO H3MeaAHMs B MEJHIHHCKOH TpaKTHKe, B Heobxoau-
.MBIX CJyYafix — AaHHble OTA&JIeHHHX Pe3yNbTaTOB HAGMIOAEHHA W T. I,

-
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ITPHJIO)KEHHE
(ungpopmayuonnoe)

Mepewens opranu3anmii u yupeXAeHuit, yNnoJHOMQUeHHHX MHUH3ApaBMEANpOMeM
PoccHyt Aasi COrNacoBaHKS TEXHHUECKHX YCIOBHA H 9KCIAYATAUHOHHOMA

JOKYMEHTALHU*

HaumeHOBaHue OpraHu3aluu
(yupexneHHs), anpec

O60o3navenne npoAykuuu no OKII

[,

1)

A/O «<BHUHUMII-BUTA»
125422, Mocksa,
Tumupasesckad, 1

HITO ;3kpan»

129301, Mocksa,

yaI. KacaTKuHa 3

(B 7.7 u. Cubupckii
éunnaa BHUMUMT
630015, HoBocubupck-15,
wya. INpombluiiennas, 1)

.3 Focynapcfnennuﬁ HUH no

CTaHAApPTH3aUHH H KOHTpO-
JIeKapCTBEHHBIX CPEACTB
(117246, Mocksa, B-246,
Hayununiit npoean, 14a

* CoryacoBanne usMeHemHl k TY INpoBOAHTCA B OpraHH3alHsAX,
WHX CAMH TEXHHYECKHe YCJIOBHS
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94- 3000 MHCTpyMeHTH MeAHLHHCKHE

94 4000 Ilpubopu u anmapaThl MeJHILMHCKHE

94 5000 OGopyZoBaHne MeIHIHHCKOE

94 6000 Mapenus u3 crekna MeAHLUHCKHE

25 1400 Hspenuss mequUHHCKoro, (apMaleBTHUeC-

25 3700 KOro, CaHHTapHO-THTHEHHYECKOrO  HasHa-

25 4500 ueHHst W3 pe3HHH M JaTekca, B TOM UHC-
Jie 3HIONpOTe3bl H HManamupye'wue usae-

st ,
56 2100 MeGesib AJisi. MEJHHHHCKHX YUDEeXJEHHH H
Jabopatopuit
69 4130 PaasaunuoHHBe YCTAaHOBKH JJS CTEPHJH3A-
uu

93 9100 MarTepuann croMaToJIOrHYecKHe

93 9300 MartepHa/H XHDYPrHueckue, CpeicTsa ne-
PEBA30UHBIE CIelHasbHbE, KPOMe:

93 9330 JlelikonaacTupu :

93 9690 Banmaxu

93 9811 DKpaHH peHTreHOBCKHE

93 9812 Anteukm -

93 9818 Usaneanss ANA BHYTDPEHHero MNpOTE3HPOBa-
HHA

94 3000 MIHCTPYMeHTH MEAMLMHCKHE, B TOM YHCJIE
fIONHMepHHE

94 4000 ITpubopn u annapathl MeIUUHHCKHE
94 5000 OGopynoBaHHe MELHUMHCKOE, B TOM YHCJE
fIoMelleHHsA MeAHLUHHCKHEe Ha aBTOMOGH/Ib-
" HBIX 1IAaCCH H MENMIHHCKHe aBTOMOGHAH
84 6000 Menuuuickoe Geabe H OleXAa
93 9816 HaGopu = peareHTOB s MEIHIHHCKOTO
¢0TOM6TpﬂqECKOP0 aHaJu3a, CcTaHAapTHhIE,
KOHTPOJIbHHE H KaJdHGPOBOUHHE 06pasiul
93 9817 HaGopu peareHToB JAJs HMMYHO(epMeHT-

Horo (HemHGEKIMOHHOrO), paXHOHMMYHO-
JIOPHYECKOTO0 K JPYTHX BHAOB HMMYHO-
- XHMHYECKOrO aHa/NH30B M MHKDOaHa/m3a

HYKJIEOTHAHLIX TIlOCJe/loBaTebHOCTEH, CTaH-
AapTHHIE H KOHTDOJIbHHE 06pasin

corJjacosas-

\
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