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FOCYDAPCTBEHHBIA CTAHIOAPT POCCHACKOR SEIEPALHHU

CHcrema pa3paloTkH M NMOCTAHOBKH NMPOAYKIIHH HR NPOU3BOACTRO
MEIULUUWHCKHE U3 EJNAA

System of products development and
launching infto manufacture.
Medical products

Jlata BBejeHHS 1995—01—-01

1 OBJIACTb NPUMEHEHMUA

Hacrosiuu# crangapt ycraHaBJAUBAaeT NOPSAAOK pa3palboTKH, NMpoBe-
JeHUA HUCHbLITaHUI, NpHEeMKH 00pa3uoB HOBLIX H MOAEPHHU3UPOBAHHBIX
MEeAHIHHCKUX H3/JCJNHH, a TAKXKe NMOPSIN0K BbiAauH pa3pelieHud AJs uX
CEePHHHOTO NPOH3BOACTBA.

CTaHmapT He pacnpoCTPaHAETCS HA JICKAPCTBEHHbIe H Ae3HH(peEK-
LHOHHbIe CPEACTBA, OUKOBbie OlIpaBBl, MEAHIUHCKHE H3JeJHSI €JUHHY-
HOTO NPOM3BOACTBA™, a TaKXKe Ha U3/lenus, padpadaThiBaeMble Mo Crie-
L(HaJbHBLIM 3aKa3zaM Muuucrepcrea ofopoHbl Poccuiickon Pegepauuu.

2 HOPMATHUBHDIE CCbIJIKH

B HacTosinleM craHgapTe HCIOJAb30BAHBL CCHIJIKH Ha CJEAYIOLIHE
CTaHAADPTHI:

FrOCT 2.103—68 ECKI. Craguu pa3paGoTkH

[OCT 2.116—84 Kapta TeXHHUYECKOro YpPOBHS H KayecTBa Ipo-
AYKUAH

[TP 50.2.009—94 I[Ipasuna no merponaorud. 'CHU. Ilopaxok npo-
BEeIEHHA HCINLITAHHH H YTBEPXKIGHHA THIA CPEACTB H3MEpEeHHH

[OCT 8.009—84 I'CHU. HopmupyeMBEe MeTpoOJIOrHYecKHe Xapak-
TEPHCTUKHU CPEACTB U3MEpeHHH

FOCT 8.256—77 I'CHU., HopmupoBaHHe H onpenejeHHEe JHHAMH-

YeCKHX XapaKTEpHCTHK aHaJoroBblX cpeiAcTB H3MepeHHH. (OCHOBHbIE
NOJOXKEeHHUS

* MeaunuHcKne H3Zeansi eIHWHHYHOTO MMPOU3BOACTBA pa3pabaThHBAlOTCA H H3-
roTOBJAAIOTCH B NOpsillKe, ycTaHoBJeHHOM MuusjipasMeanpomoMm Poccuu.

U3snanne odpHlLlHAABHOE
2—179 1
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[OCT 15.001—88 Cucrema pa3paboTKH U TNOCTAHOBKU MPOAVK-
HHH Ha NpOH3BOACTBO. llpoaykuusa OpPOKW3BOACTBENHO-TCXHUUYCCKOTO
Ha3HaYeHHsI

TOCT 22261—82 Cpeacrsa H3MCPEHUH JEKTPHUECKHX U MATHUT-
HbIX BeJUUHH., QOIHE TEXHUUYCCKHC YCJOBHS

FOCT P 50267.0-—-92 HMasneauss MelHUUNCKHE  3JIeKTPHYECKHE.
Hacrte 1. Obuide TpeboBaHnsg 6e301aCHOCTH

TOCT P 50444—92 TlpuGops, annapatsl H oGOpyaQOBaHde MCJIH-
(HHCcKHe. O0uHe TexHUUECKHE YVCIOBHUS

Pl 50—660—88 Iucrpyruus. Tocviaperpennas crucrema obecne-
UEeHHs1 ¢JIHHCTBA H3Mepennil, JIOKYMEHTILI Ha MEeTOJIMKH TIOBEPKH
CPCJICTB H3MEDEeHUH

PIH 30—707—91 Merojuiucekne  vkasanus. Haneinna MeauludH-
CKOH TeXHHKH. TpeCopapiiss K HaAeKHOCTH. IlpaBuja 1 MeToAB KOH-
TPOJA NOKA3ATEJCH NANCKHOCTH

3 OBIUHE NOJO)XEHNA

3.1 OcHoBHHM 3aK43UHKOM MEAHIIHHCKMX H3AeJHI (ja/ce — H3-
peauit) ssaserces Mussapasmeannpom PoccHn,

3.2 Has pazpaborkd 1HeoOXOAMMBIX H3JAeJUd MunsapaBMeanpom
Poccur wanpasJisier opragnsanuu-paspaboruuky <«3AJBKY» (cMm.
NpUJAoKeHHe A), coaepkauyioo o0OCHOBaHHble MEAMUHHCKHE H TeX-
HHKO-2KOHOMHYCCKHE TpeHOBAHUS K U3JIEJUSAM.

3.3 llpu wmummaruBnou paspadoTke npeanpusitue-pazpaboTUHK
nanpasJasietr B Mungapasmennpom Pocenun «J[IPEIJIO)KEHWE» (cMm.
NpHJOKeH e A) Ha PACCMOTPCHHE M 3aKJIOUYEHHE,

3.4 B szaxmouennu Munsapasmeanpoma Poccun o uesecoobpas-
HOCTH pPazpalbOTKHU H3JeNUs jOoJrKHa ObLITh yKazaHa OpraHusanua —
MEeJIHUUHHCKHWYU COUCHOJHHTENh H, B 3a@BHCHMOCTH OT HA3HAYCHHA |
(MJIM) CJIOXKHOCTH H3JeJdsl, onpejesieHa HeoOX0AMMOCTL Pa3padOTKH
MCAHKO-TeXIIHUEeCKHX TpeOoBaHU.

3.5 Ecau pazpaboTka MejHKO-TeXHUUeCKHX TpeOOBaHHMU HE Mpeay-
CMOTpeHa, pa3paboTky H3JeJust NpPOBOJAAT 110 HCXOAHBIM TpebOoBa-
HHUSAM, H3JOXKCHHBIM B 3asiBK€ WJH MPEAJOXKEHUH U MNOSICHUTEJIbLHOU
ZANUCKE K HUM (C VUCTOM DEKOMEHJAUM{I, YKa3dhlBaeMblX B 3aKJIcuc-
Hiy Muusapasmeanpoma PoccHu)-

3.6 B oreJpuHX c/yyagx B KauecTBe TpeAJoXKeHus B MuUH31paB-
MeanpoM Pocceun Moxker OwblTh OpeiacraBieH oOpaseyn, ¢ororpadud
(pazmep [3X 18 o 18X 24 em) H3ACANST H NPOEKT TEXHUUCCKUX YC-
JIOBHMIl Ha o006pasel, NOJAINNCAHHBIA PVKOBOJICTBOM OpPraHu3alnu-pas-
padoruiika (Last anTopexriix olpasznons — oMmHcaHe H3/ACAIHA).
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MunsgpasMennpom Poccud paeT 3akjaioueHHe O uejecoobpasHo-
CTH TPOBEJECHHA TNPHEMOUYHBIX MCIbITAHUM H PEKOMEHIYET yupexie-
HHSA AJS1 NPOBEJAEHHS] MEAHLUHHCKHX HCNBbITaHHH. .,

3.7 Tlpu cocraBjeHHH 3adABOK H TpPEAJIOXKEHHH HE JIONyCKaeTcs
BKJIOUaTh TpeGOBaHHs, KOTOpbie MPOTHBOpDeYAT TPEOOBAHUSAM JIEHCT-
BYIOLIHX 34KOHOJATEJbHbIX aKTOB M HODMATHBHBLIX AOKYMEHTOB Opra-
HOB, OCVIIECTBJASIONIHX HAaA30p 3a 0e30MacHOCTbIO, OXPAHON 3A0POBbA
H NPUPOAHL, )

3.8 OyHKIUHUY 3aKa3uHKa MATEPHANOB H KOMILIEKTYIOUINX H3ACJIHH
BLITIOJIHAET OPraHH3alusd — pa3pal0OTUHK KOHEYHOHW IPOAYKIHH.

[Topsinok pa3paboTKH U NOCTAHOBKH Ha IPOH3BOACTBO MaTepHa-
JJOB H KOMIVIEKTVIOUIHUX H3JeJHH JJs1 MEIUUMUHCKOH TEXHHKH -— IO
'OCT 15.001.

3.9 Kapry TexHuueckoro ypOBHS U KauecTBa MNPOAYKIHH Kak
CaAMOCTOATEJIbHBIH AOKYMeHT He o(popMJasitoT, a@ HeoOXOJHMBIE CBEAE-
HHSl O CpaBHEHHHU IHOKasaTeJgeHd H3Jequs C aHajoraMiu BKJKOUAIOT B
MeAHKO-TeEXHHUYeCKHe TpeboBaHua™.

3.10 CtopoHBl, ydYacTByWOIiHe B pPAaCCMOTPEHHH HOPMATHBHO-TEX-
HHYEeCKOM JOKYMEHTalHu B npouecce pas3paCoTKH U yTBePXKACHHUA
o6s3aHK cO6JI0AATh TOJHYI KOH(MHIEHUHAJBLHOCTH M He fepeja-
BaTh HH(MOPMAUHIO TPEThbEH CTOPOHE.

4 MOPANOK PASPABOTKHU, COTNTACOBAHHWS U YTBEP)XII EHHUA
MEJHKO-TEXHHYECKUX TPEBOBAHUMN

4.1. Menuko-TexHuueckue 1peGOBAHHUSI, BHIMOJHSIONIAE POJb TEXHH-
YeCKOro 3ajlaHus, pa3pabartbiBaeT OpraHu3ailusg — pa3paboTuUK M3-
JeJIud COBMECTHO C Opradusauked — MeIHUHHCKEM COUCIIOJHUTE-
JleM Ha OCHOBe H3YyuUeHUs] W aHaJHu3a MAOCTHXKEHHH OTEYeCTBEHHOW H
3apy0eXHOH TeXHUKH, IePEINOBOH TEXHOJIOMHH NPOU3BOACTBA, Pe3YJib-
TATOB BBLINOJHEHHBLIX HAYUHO-HCCAEAOBATEJbCKHX palboT, a TakxKe Ha
OCHOBE MUCXOJHbIX TpeOOBaHHUH, NPUBEAEHHBIX B 3asBKE HJH NDEAJO-
JKEHHH.

4.2 Menuko-TexHHueCkHe TpeboBaHUsI pa3pabaThIBAIOTCS C yUETOM
cneuH¢puKH H3aeJUs B COOTBETCTBHH C NPHJONKEHHUsSMH b U B U Ha-
npasasorca B MunsapasmeanpoMm Poccuu, noanucaHHbie opraHu3sa-
IHeH-pPa3pabOTUUKOM, OpraHHU3allued — MeAHUHHCKHM COHCIOJHHUTE-
JeM W IAPYTHMH COHCIOJHUTEJSMH, HA pacCMOTpPeHHEe H VTBEpKIAEHHe.

4.3. HanMmenoBanue paspabaTbiBaeMOro H3Aeausi, NpH HeoOXOAH-

MOCTH, VroyHsier MuH3ipasMeanpom PoccHM 10 yTBEepKAEHHS TeXHH-
YeCKUX YCJIOBUU.

L nlalil bl

* Tlpn orcyrerBun MTT cBenmeHuss 0 cpaBueHMH TNoOKasaTeded H3AenHs] ¢ aHa-

JOoTAVI BKIIOYAIOT B NOSICHUTeabhyio 3anHcKy k «[IPEIJIOKEHHWIO» wiau x npo-
ckry 1 nio 3.6 HacTOALLETO CTaHmapTa
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4.4 MaMeHenus B yTBepiKJeHHbE MEAHKO-TEXHHUECKHE TPEeGOBAHHR
BHOCAT B JONOJIHEHHE, KOTOPOE COrJaCOBLIBAIOT H YTBEPXKJAAIOT B IO-
PsAKE, YCTAHOBJIEHHOM [Jii OCHOBHOI'O JOKYMEHTA.

4.5 Jlono/sigeHne K MeIHKO-TEXHHYECKHM TpeGOBAaHHAM JOJKHO CO-
AepKaTb NPHYHUHY BBINYCKA AONOJHEHHUS H COAepKaHHEe H3IMEHAEMbIX U
HOBBIX NYHKTOB MEAHKO-TEXHHYECKHX TpebGoBaHHH.

[Ipa 3TOM HA TUTY/IBHOM JHCTE MENHKO-TEXHHYECKHX Tpe6oBaHHIl
(mox oGosHauenHeM) JoJxHa ObTb 3afHCh: «JeHCTBYIOT COBMECTHO
C JONOJIHEHUEeM ».

HOMED OONIONHEHHH

4.6 MsmeHenne MeaHKO-TexHH4ecKHX TpeGOBaHHMI HAa CTaJHH [pH-
CMQYHLIX HCHBITAHWH H NOCAEAVIONINX CTaaUsAX He AONYCKaercs.

4.7 Konuio yTBepKAECHHBIX MeJHKO-TeXHHUECKHX TPeGOBaHHUI H Bce
H3MEHEHHST (HONOJHEHMsI) K HHM OpraHH3auusa-pa3palOTYHK HaIpaB-
Jaser B MuHsnpasMeanpom PoccHH.

b NMOPSINOK NPOBEJNEHUS NPUEMOYHBIX UCIILITAHHUA
H [IPUEMKH U3 ENUSA

5.1 lna cpenctB usmepenus MeauuuHckoro HasHayenus (CHUMH),
B TOM YHCJE CPEeACTB M3MEpEeHHUH, BCTPOEHHBLIX HJIH BXOJASIIHNX B COCTAB

MeZHIHHCKHX annaparoB U NpuOOpoOB, HOPMUPYEMBIX 0 TEXHHYECKHUM
YCJOBHSIM, yCTaHaBJHBal0T HcnbiTaHHa tina CHMH B coorBercTBHH

¢ T[IP 50.2.009 1 MeoHIIMHCKHE HCOLITAHUA, AJA OCTAJAbHBIX MEIHIIHH-
CKHX M3JeJHI — TexHHueCcKHe K MeIHIHHCKHe ucnbiTanus. WUcnwita-

Hua tHna CHMMH u rexuuyeckue HCOBITAHHA OPOBOAAT A0 MEIHIIMH-
CKHX MCNBLITAHUM.

52 Ucnuitanuga truna CUMH

5.2.1 Hcneitanusa tana CUMH nposoasar no 1P 50.2.009 akkpenu-
ToBaHHbIe J'ocynapcrBenHbnie LieHTpH no ucnbtanuasmM CHIMH, B co-
OTBETCTBUH C NpHAOKeHHeM ' ¢ o06a3aTe/ibEbIM MPUBJCUYEHHEM MPea-
CTaBuTe/Jell OpraHH3auMH-pa3paboTYMKa M OpraHu3auyH, Cneunany-
3UPVIOLENCS HA MNPOBEACHHH HCNBITAHHM (PYHKUHOHAJLHLIX Xapakre-
DHUCTHK KOHKPETHOTO BHAAa HPOAYKLUHH N0 NpuJaOKeHHw .

[Ipy HaJuWuyWHd BCTPOEHHOrO CPEACTBA H3MEpPeHHSA, HOPMHPYEMOTO
0 TEXHHYECKHUM YCJAOBHAM HJH BXOAALLEIO B COCTaB MEAHIUHHCKOro
U3aeJusi, JONyCKaeTcsl NPpoBeAeHHe UCIBLITAHUA No 5.3 ¢ 00513aTeNbHBIM
MpHMBJCUEHHEM MnpeAcTaBuUTensi [OCyZapCTBEHHOIO UEHTPA N0 HCIH-
tanuaM CHUMH B cootBerctBuu ¢ npusoxenHem I' nmo IIP 50.2.009.

5.2.2 B TocynapcrBennnifi uentp no ucnoitanusm CHUMH opranu-
3aUHA-pa3pabOTYUK TMPEACTABAACT KOMIIAEKT AOKYMEHTAUHH B CQOOT-
BeTcTBHH ¢ [IP 50.2.009 u 3akamouyenne Munsapasmeanpoma Poccuu

0 1enecoo6PasHOCTH MPOBeAeHHs HenbiTawdi no 3.5 uau 3.6, uau 4.1.
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5.2.3 I[To pesyasraram ucnwtanusgs tana CUMH odopmasiorT akr
no ¢opme, ycranossieHHoit 1P 50.2.009; ¢ yuerom TpebGoBanuii 95.3.7.

53 TexHHUeCKHe HCNBTAHUA

5.3.1 TexnuWueckHe HCOBITAHHA H3AEJHH NPOBOAAT B OpPraHH3aLUAX
H YUpeXAEHHSX, YNOJHOMOYEHHBIX U aKKpeAHUTOBaHHBIX MiH3apas-
meanpoMoM Poccun (npuioxkeHue ), npuHeMoyHas KOMHCCHA MNpH
YYaCTHU NPEACTaBUTE]LH OpraHusallMH-pa3paboTunka, OpraHu3anuu—
MEAHUHHCKOTO COHCHOJIHHTENS, NMPeANnpHATHS-U3rOTOBHTENS (€CJH OHO
ofnpeneseHO A0 HAayaJia UCNbLITAHHH), ¢ NPUBJCUEHHEM B HEOOXOAHMBIX
CAyyaAx APyrux 3aHHTepeCOBAHHBIX OpraHU3alHi.

5.3.2 MecTo npoBeneHHss HCNLITAHHH MpeAJaraeT OpraHH3auusg —
pa3paboTuuk H3LeJHSA C yyeToM 00/1aCTH aKKpeAHUTallHH, TEXHHUYECKOH
OCHAILUEHHOCTH HCNOBITATEJNLHOH OpraHH3auuMd H TEPPHTOPHAJBLHOIO
NIpH3HaKa B COOTBETCTBHH C IpHJAOKEHHeM ]I,

0.3.3 IlpeacepatenemM npuUeMOYHOH KOMHCCHH HA3HauyaeTcs Ipej-

CTABHUTEJIb OpPraHu3allii, NpoBOASIIEH HCNBLITAHUS.

0.3.4 Tlpennoxenns no cocTaBy NPHUEMOYHOH KOMHCCHUH HnpelJsa-
raeT opraHusanufa-paspaboTyHK.

5.3.0 IlporpaMMy u MeTOAHKY HCHBITAHHH COCTABJASET C YYETOM
npuaoxenuit E n )K opranusanus-paspaboTuuk H yTBEDPKI2eT Opra-
HM3al s, NPOBOAAUIAA HCHABLITAHHUS.

9.3.6 Opranuszauus-pazpaboTyuk He HO3HEe 4YeM 3a Mecfl M0
Hayaja nNpHEeMOYHBIX TEXHHYECKHX HCNbITAaHHHM NPEICTABJISAE€T B Opra-
HH3an oo, KoTopass OyZeT nNpOBOJAHMTL HUCHBITAHUA, AJSA TEXHHYECKOH
NOArOTOBKH CJIEAYIOULYIO JOKYMEHTALHUIO:

— MeAMKO-TeXHHuecKHe TpeGoBaHUs (NpH HAJHUHH);

— «[IPEOJIO)KEHHUE» (npu orcyrcrsen MTT);

— CBeJleHHs] O CpaBlIeHHH MoKa3aTeJed H3AeJus ¢ aHaJjJoraMu (NpH

orcyrctBuu MTT);

— IporpaMMy H METOAHKY HCMLITAHHH (NMpPOEKT);

—~ NPOTOKOJIBEI NPEABAPHTENbHEIX HCIOBITAHHA (NPH HAJHYHH);

— TeXHHYeCKHE YciaoBusi (mpoexktr) H pergaMeHT (AJas HabopoB
peareHToB H aHaJIOTHYHOH NPOAYKLHH);

— (QororpagpHnu pasMepom 13X 18 cM uau 18X24 cM B KoJiHYe-

CTBE 2 WIT.;

— 3KCIJYATAUHOHHBIE JOKYMEHTH (IPOEKTH);

— KOMIIJIEKT JOKYMEHTaUHWH Ha CheiMajibHble CpeACTBa KOHTPOJA,
MCNOJb3yeMble IPH 3KCIJIyaTalHHd H3JeJHg*:

— HeoOXxoAHUMEEe JUISi WCNLITAaHHA pabouyHe yepTekH, TAOJHIBL H

CXeMbl, €CJIH OHH He CONEpKATCA B IKCIJYaTAUHOHHBLIX JOKYMEHTAaX;

* JTomxHW GLITH MPEACTABJEHH, €Ci HeoGXOLHMOCTh H CPOK pa3paGoTKH AOKY-
MEHTOB YKa3aHh B MeJHKO-TexHuyecKkux TpebopaHuax, a npu orcyrcTBHH MTT He-
00XOAHUMOCTb NpeACTaBJCHHS JauHHIX AOKYMEHTOB omnpefenserci KOMHCCHeHd B Mpo-

Hecce NpOBENCHHA HCIIHITAHHA.
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— 3akjgoyenHe Munsgpaemeanpoma Poccuu 0 uenecooO0pasHOCTH
IIpOBEeAeHHST HCObITaHUA no 3.5 unu 3.6, uan 4.1.

5.3.7 B npoilecce npHeMOYHBIX TEXHHUYECKHX HCHBITAHHH oIlpene-
JISAIOT:

-— COOTBETCTBHE H3AeJIHA MEAHKO-TeXHHUYECKHM TPpeDOBaHHAM HJH
IPYTHM HCXOAHLIM JOKYME€HTaM Ha pa3paloTky;

— COOTBETCTBHE H3AENHA H paccMaTpPUBAEMOM JOKYMEHTAUHH Tpe-
OoBaHHAM AEHCTBYIOUIHX HOPMATHBHO-TEXHHYECKHUX AOKYMEHTOB;

— MOJIHOTY H OOGBEKTHBHOCTb YCTAHOBJEHHBIX NPOEKTOM TEeXHHUUE-
CKHX YCJOBHH XapaKTE€pPHCTHK M APYrOH 3KCIJAYaTalHOHHOH HNOKYMEH-
TaRHH, AOAJCKAMHX KOUTPOJIIO NpH BBITYCKe H3AENHH, & TaKXe NnepH-
OANYHOCTb, MJIAHbI KOHTPOJIT H €r0 METO/BI;

— Oe3onacHoCTy MPHMEHEHHS H3AeJHA U BO3MOKHOCTb MNMeEpefauH
ob6pa3na u3aequst HA MEAHIMHCKHE HCNBITAHHS.

5.3.8 IIpueMOuHON KOMHCCHH NPEAOCTABJSETCS IPABO 3aCUUTHI-
BATh Ha OCHOBAHHH NPEACTARBJEHHOTO OpraHu3lalueil — paspaboTYHKOM
MPOTOKOJA IPEeABAPHTENbHbIX HCHOBITAHHH pe3yJdbTaThl 3THX HCHLITA-
HHH HJH OTHEJbHBIX BHIOB MPOBEPOK H3 HX COCTABa, O YeM JOJKHO
OLITh YKa3aHO B aKTe NMPHEMOYHBIX TEXHHUUYECKUX HCHBLITAHUH,

5.3.9 Ecnu paborocnoccbuocTs 06pa3noB B UX COOTBETCTBHE MeJH-
KO-TEXHHYECKHM Tpeb6OBaHUAM MOryT ObITh YCTAHOBJECHBI TOJNbBKO HAa
MeCTe 3KCIJyaTallHuH, UCTTLITAHUS MPOBOAAT NMOCJE NPOBEJEHUS MOJHO-
ro KOMILIEKCa MOHTaXHbIX pabor (B0 Hayajsa MEAHUHHCKHUX HCHBLITA -
HUH]) .

9.3.10 AKT NpUEeMOYHREIX TeXHHUYECKHX HCHOBITaHHH COCTABJAIOT IO
¢hopMe, NpHUBELEHHOX B IDHJOKEeHUH N,

5.3.11 AKT NpHEMOYHHIX TeXHHYECKHX HCMbITAHHH MAOJMKEH OhITh
NMOJAMHCAH NpPEACTaBUTE/SIMU BCEX OpPraHH3alHH -—— YYACTHHKOR HCIHI-
TAaHUU U YyTBEPXKAEH pPYKOBOACTBOM OpPraHH3aliu¥, BO3IJIaBJISIIOIEH
NMPHEMOUYHYI0 KOMHUCCHIO.

5.3.12 PesynpraThl NpUEMOYHBLIX TEXHUYECKHX HMCIBITAHHHA CUYUTAIOT
OTPHLLATEJbHLIMH B CJACIVIOUNINX CAydyasiX:

~— MpeAcTaBAeHHbIe 00pasubl He COOTBETCTBYIOT MEAHKO-TeXHHYe-
CKUM TpeOOBaHHAM HJH TEXHHUUECKOH ILOKYMEHTaUUH;

— TEeXHUYecKass NOoKyMenTaunuss tpebyer nopaboTkH;

— paspabotaHHoe creuuanbHoe o60pyaoBaHHe He obecneydBaer
BO3MOXHOCTH INpPOBEACHHS HeOOXOAWMBIX HMCHBLITAHHH HMJAH OHO OTCYT-
CTBYeT.

5.3.13 IlpononkUTEAbHOCTE TEXHHUECKHX HCNLITAHUH onperenser-
Cs Ha3HAUYEHHEM H CJOXKHOCTHIO U3LEJNA, NOJSHOTOH H KayeCTBOM Npel-
CTABJIEHHOH OpraHH3auyel — pa3pabloTUHKOM JOKYMEHTAlHH, HO He
AOJXKHA MpeBHIWATL | Mec, eCaid HHOH CPOK He olpeneseH INpH pac-
CMOTPEHHH MEJHKO-TeXHHuecKHX TpeboBaHUH JHOO APYroM HOPpMATHR-
HON NOKYMeHTAallHEH.

6
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504 MeAHUHHCKHEe HCOBTAaHHA

0.4.1 O6pasnsl H3aenus, BoAep:kaBline HcnbiTanua thna CHUMH
UJIH TpHEMOYHbie TEeXHHUeCKHEe HCMLITAHHUA, C 3KCHJyaTalUHOHHOH JHO-
KYMEHTalHel HanpaBJsIOTCS Opra:lM3anuell-pa3pabOTYHKOM Ha MelH-
LHHCKHEe HCIBITAHUA B YupexAaeni's, olpelensieMble MHUH3ApaBMel-
npomMoM Poccuu.

5.4.2 MeaHUUHCKUE MCNBITAHUA MPOROJAT B MOPAAKE, YCTAHOBJIEH-
HOM Mun3apaeMeanpomoMm Poccun.

IIporpaMMy H MeTOAHUKY MeAHUMHCKHX HUCIHBITAHHH paspabaTbiBaer
H yTBepXKJaeT Oopra”Hu3ailig — MeIHUUHCKHH COHUCHOJHHUTE/b.

CpoK npoBeAeHUST MEANLUHHCKHX HCNbITAHHN YKa3biBAIOT B MeHKO-
TeXHH4YeCKUX TpeboBaHuaX aubo B BbINHCKe MUH3ApaBMeanpoma
PoccuH B cooTBeTCTBHH ¢ 3.5 uHJaH 3.6.

5.4.3 Ilo OKOHYaHHH MEAHUMHCKHX HCNBITAHHH KaxJ0e MeIHIHH-
CKO€ yupexxieHHWe, NMPOBOASIEE MHCMbITAHHUS, COCTABJASET MPOTOKOJ B
COOTBETCTBUH C npuJjoxeHueM K.

0.4.4 Bce s3k3eMmIsApBl NPOTOKOJOB MEAHUHHCKHX HCINBITAHUH JOJI-
JKHbl ObITb NOANMMCAHB! JOJ2KHOCTHBIMH JIMLAMH MEAHLUHHCKOTO yupeX-
AEeHHUsl, NPOBOJAMUBLIErO HCIMbLITAHHUS, U YTBEDPXKIAEHB PYKOBOACTBOM 3TO-
ro yuYpexxJAeHHS.

IlepBoie aBa 3K3eMnaspa MNPOTOKOJIA NEPEefalOTCsi OPTaHH3ALHH-
pa3paloTuHKy.

5.0 [lpuemMka HU3geaHui#

5.5.1 IIpuemky Huazgenunii ocyuecrsaser Munaapasmennpom Poccun.

0.5.2 OpraHusauus-pa3paboTuydK NOC/Je 3aBeplUeHUs] BCEX MeIH-
({HHCKHX HUCNnbiTaHUH MpeActraBasiet B Munsgpasmeanpom Poccuu (c
CONPOBOJAUTEJNbHBIM MNHCbMOM) CJACAVIOIIYI0 AOKYMEHTAIHIO B JABYX
3K3EMIAPAX:;

— aKT TeXHHUECKHUX npueMouHbx ucnuiTanufl (aags CUMH — akr
MCIILITAHHSA THNA);

— MNPOTOKOJIbl MEIUUHHCKHX HCHHETAHHH (AyOJHKATBHI™ B KOINHH);

— aKTbhl YCTpPaHEHHUs] 3aMeUaHHH 10 pe3y/JbTATaM TEeXHHYECKHX H
MEeIHL HHCKHX HCNBITAHHH,

~— TeXHUYECKHEe YCJOBUS (NPOEKT, NOANHCAHHBIE pPYKOBOJCTBOM
opraHuvsauuu-paspaboTylka) M perjJaMeHT (Aas HabOpPOB peareHTOB
U aHAJIOTHYHOHU MPOAVKUHH) ;

— 3KCIJIyaTaUuUOHHbIE JIOKYMEHTHI;

— MPOEKT PEeKJaMHO-HH(POPMAUHOHHOrO npOCHeKTa (JHCTKa),

— 3aKJIOYEHHE O BO3MOKHOCTH ONYOJHKOBAaHUA B OTKPHITOH MHeya-
TH ONUCAHUS U3IENHS,

* HdyOGaukaToM NpPOTOKOJA SABASAETCA BTOPOH MAUIHHOMHCHHA HJAH MAaIIHHHHK
SK3eMIJIAD ¢ NOAJHHHHMH noanucsamu., IlepBuiii MalUHHONHCHBIA MJAH MalUHHHHA
3K3eMILJIAP XpaHHTCA Y pa3spaborTuvKa Ha OpaBax NOAJIHHHHKA.

[
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— TOKCHKOJOrHYeCKoe 3akJioueHWe HAJig YacTed H3aeJUl, HMelo-
INUX HENOCPEACTBEHHBIH KOHTAaKT C TeJOM MauHeHTa, ero NoJOoCTsIMHU
H TKAaHSMU (NIpH HEOOXOAHMOCTH) ;

— (otorpadua usaeaus (pasmep 13X 18 cM uau 18X 24 cm)
2 1T,

5.9.3 Ha ocHoOBe paccMoTpeHHs MpeACTaBJEHHBIX MaTepHaJoOB NpH
MOJIOXKHUTEJbHBIX PEe3yJbTaTax IPHEMOUYHBLIX TEXHHUECKUX M MeJHLUH-
CKHX HchbiTaHHH MuH3apaBMeanpoM Poccum BelAaeT paspelieHue Ha
MPOU3BOACTBO (JIMUEH3HI0) U NPUMEHEHHe H3IeJUss B MeAHIHHCKOH
npakTtuke, a ajasa CHMIMH paspeluenne na npumeHenve B MEIHUHHCKON
IIDAKTHKEe M DEKOMEHJA!IHI0 K CepHUHOMY INPOHU3BOACTBY.

ITonyuyenue paspemernus Munsgpasmeanpoma Poccuu Ha mnpous-
BOJACTBO H3J€JHA SIBJAETCS OCHOBAaHHWEM J[JIt COrJaCOBAaHUSL TeXHHYe-
CKHX YCJIOBHH H 3KCIVIYATAlHOHHOH AOKYMEHTAaUHH B OpraHHU3auHsXx,
YKa3aHHbLIX B NPHJIOXEHHH JI, a Takxke AJs COIJIaCOBAHUS METOJAHUKH
nmoBepku H onvcanus THna CUMH locyzapcTBeHHBIM LeHTPOM 110 HC-
noitanuam CHUMH.

5.5.4 YrBepxaenue Tuna CHMH, BHecenne ero B Tocpeectp
CpeACTB H3MEDEHHH ¥ BbLAavyy pa3pelleHUss Ha €ro NPOH3BOACTBO (JH-
neHsHpoBaHue) ocyuecTBaser l[occranxapr PocCCHH B COOTBETCTBHH
¢ IIP 50.2.009 nocne nosnyyeHus paspewieHus MuUH3ApaBMealpoMa
Poccuu Ha mnpHMeHeHHMe H3JleJUd B MEAHIHUHCKOM NMPAaKTHKE H PEKO-
MEeHJlallHH K CEePUHHOMY NPOU3BOLCTBY.

5.5.9 Ecau 3aMeuyaHuss mno pesysabTataM MeIUIHHCKHX HCIOBITAHHM
TpebyloT nopabOTKH H3Aequss ¥ (HAH) TeXHHUYECKOH JOKYMEHTAlUHH,
opraHHsauus-pa3paboTyHk ob6sizaHa npeacraBuTs B MuH3ApasMmen-
npoM POCCHMM aKT YCTpaHeHHUSI 3aMeuyaHHH. IIpH OTCyTCTBHM YKa3aH-
HOro akrta MHH3gpasMmeanpom PoccuH BHAaer 3akJjJlOUeHHe O BO3-
BpaTe H3e/iMd U TeXHHUYECKOH JOKYMEHTAalHH Ha J0paboTKy ¢ MOBTOP-
HhIM TNpeJCTaBJEeHHEM HX opraHusalnueii-pazpaboTuHkoM mo 5.5.2.

5.5.6 Ecin nepnol MexJy Bbijaveid paspelleHuss AJs1 NPOU3BOA-
CTBa H3JeJIHA H HA4YaJOM e€ero OCBOEHHs B NPOH3BOACTBE NPEBLICHT
2 rona, HeoOXOAHMMO TMOJIYYHTH MOATBEpPXKAeHHe B MuH3ApaBmeanpome
Poccnd o 11e/1ec006pa3sHOCTH H3rOTOBJIEHHS NAaHHOW NPOAYKILHH.

6 NIOATOTOBKA H OCBOEHHE NPOU3BOACTBA

6.1 IloaroroBka H OCBOoeHHEe MPOMBIHIJIEHHOTO NPOH3BOLACTBA H3jae-
AHH MeJHLHHCKOro Ha3HayeHHsl IPOH3BOIAATCA B MNOpPAILKE, yCTaHOB-
JEHHOM Ha NpPEANnPHSATHH-U3rOTOBHTEJE,

6.2 KBamupHKAUHOHHbIE HCHLITAHHA YCTAHOBOYHOH CEpHH MNpOBO-
BAT B nopsake, ycranosiaennoM ['OCT 15.001, pasxn. 5.

6.3. UcnbiTanuss o6pasnoB H3 YCTAaHOBOYHOH cepud H3lenHi (3a
HekaoueHneM CHMMH) npoeoanT KoMHCCHA TNpeANPHATHA-H3rOTOBR~

8
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TeJSl C Y4aCTHEM OpraHH3alHH-pa3paboTYHKA C NpPHBJEYEHHEM Mpef-
CTAaBHTEAA OPraHU3auUM, NPOBOAUBIUECH HCOLITAHHA (NPpH HeoOXOAH-
MocTH). Ilo pesynbraTaM HCHLITAHHH OGOPMJSIOT akKT.

6.4 HMcnuitaHHsa cpeAcTB M3MEePEHHH MEIUIHHCKOrO Ha3HAueHHs Ha
COOTBETCTBHE yTBepxAeHHOMY THny npoBousat no 1P 50.2.009.

6.0 MeauuuHckUe u3nenusi, noajexanide obszateabHoll ceprudu-
KaluH, NPOXOASAT ee B COOTBeTCTBUH ¢ CucreMol ceprudukauun
I'OCT P.

- 6.6 PemieHHe O BO3MOMKHOCTH HCHNOJb30BaHUS [JOKYMEHTAlHU [0
€e YTBEPKACHHUT C Lenblo npoBeieHUss paboT MO NOATOTOBKE NPOU3-

BOJACTBA NPHHHMAalT COBMECTHO OpraHMzauua-paspabOTYHK H OPraHM-
3a11Hs-U3rOTOBUTE/b.

7 CHATHE U3AEJINS C NTPON3BOACTBA

7.1 OcHoBaHueM [AJs CHSATHA H3AEJUS C NMPOU3BOACTBA SABJSAETCH
pelleHue, npuHATOe MHH3ApaBMeANpoMOM PoOCCHH npH  BbIABJAEHHH
CBOMCTB NPOAYKIHH, HEC COOTBETCTBYIOUIMX YCTAHOBJEHHHIM TpelOoBa-
HUSIM, B TOM uHcjae TpeGoBanuAM 06e30NaCHOCTH, OXPaHbl 3L0POBbS H
IIPHPOABI, 4 TakxXKe B CJAyude HX MOPAaJbHOIO yCTapeBaHHs HJAH MaJo-
3¢ PeKTUBHOIO NPHMEHEHHS.

7.2 OpraHu3auUa-u3rQTOBUTEb NMPH NPUHATHH PEUIEHHA O CHATHH
NPOAYKUMHN MENMIMHCKOrO HasHayeHus ¢ NpoM3BOACTBA 00sizaHa Ha-
npaBUTh UH(PopMaLHIO B MuH3apaBMeanpoM POCCHH AJ UCKJIOUYEHHA

CHUMaeMOH MNpPOAYKUHH H3 HOMEHKJATYpbl H3AEJNHH, paspelleHHbIX K
NpHMEHEHHWI0O B MEAHIHHCKOW NpaKTHKeE.

3—179 9
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INPH/TO)XEHHE A
(obasaressroe)

dopmMa SaABKH

3AABKA*

Ha pa3paboOTKy M OCBOEHHE MEAHIUHCKOro H3ZXEJHSN

[Ipeasoxende BHIABHHYTO _ _ L o
HauMEeHOBaRHEe VUIpEeWACHHA, NPpeAIPHATHS

HJIH OpPraHHU3anfy

A il

Hara _ | — e

I HauyMeHOBaHHe MeNULMUHCKOTO U3AeJuSA

- e L - il s — . o mllew e L L T s

2 Hasnauenue u obaacTb NpHUMeHEHUS

3 MegunuHckye napamMerpH uau MeJHUUHCKUE TpeOOBaHHSA

* B cayuae noaaum INOPeANOXKEHHS 0 paspaloTke HaliMeHOBaHHE  JOKYMEH-
ra «IIPEAJIO)XEHHE»

10
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____,._.___.—————_——————u-—-—-—-————__‘__—'__——_'_- |

4 Texumuyeckue NapaMeTpH ¥ XapakTepUCTHKH

5 HMspecTHHe aHajgord (THN usgeaus, pup™ma, cTpaHa)

MM

6 Vingpopmauuss o paboTax, BHIOMHEHHHX B JaHHOM HalpaBJeHHH B CTpa-
e (B KaKHX YUpEXJEHHSX), OCHOBHHE IOJiyyeHHBle pe3ysabTaThl (HAMelOTCA Jn
9K(MepHMEHTa/bHbLle H3JeNHA JaHHONO HasHaueHHst), TJe oNnyGaHKoBaHa paboTa

Jh——-

7 Oxugaemuiit 3GdPekT OT NpuUMeHeHHSN

,—_—.—-——_—_—Hﬂhﬂ—_lﬁ_——_—-———--_——w———-_ A i —--.———-——-—i—--—-—h——*
e

8 OpuenTHpoBOUHast NOTPeGHOCTh WAM TOAOBOH BHIYCK

9 IlpeanonaraeMul pas3spaBoTuHK

HauMeHOBaHHe OpraHulanuu

HJAH YUYpemAeHs

10 IIpennonaraeMbliil MEAUNNHCKHI COHCTIONHUTEJb

il = ————i =iy i — i i ———

yupexneHue

yUacTByuiee B COCTABJCHHH MeIHKO-TeXHHUYecKHX TpeboBaHHHA

1T Herounng dbaHaHcHpoBaums _

- 11
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JLO/KHOCTE JInuHas noanHuch PacuiugppoBka NoANHCH

Hara

3akmoyeHnne MuH3dpaBMeanpomMa Poccun o  uenecoolpasHocTH paspaboTKn

JLoMKHOCTD JlvuHast MoANucCh Pacuindporka noanucu

Jlara

3akgo4yeHHe opraHu3aluK-pa3paboTyuka

JlonxkHocTh JIHUHas MOANHUCH PacuindpoBka moinucH

[Mpumeuanne — K 3asdBKe uaH NpelNoKeHHIO MOryT ObiTh MPHJIOKeHH G60-
Jiee NOAPOGHBIE TPeGOBAHUA HJH NOSCHHTeNbHAsA 3allHCKa.

12
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IIPH/TO)KEHHE B
(o6s3areasvroe)

dopMa TUTYALHOTO U MOCHACAHEr0 AHCTOB MEAMKO-TeXHHUECKHX TpeOoBAHHMA
(TeXHHYeCKOro 3aAaHus )

OKIl 94 _
YTBEP)KIAIO YTBEP)K IAIO
Hauansuuk Ynpasaedus PykoBOAHTENE OpPraHH3aLUH-
MuHnsapasmeanpoma PoccHi pa3paboTuuKa
IlosmKHOCTD
JHHYHasA JJTHYHa A
NOANKCL pacu¥dpoBKa OOANUCH NOAOHCEH pacwHdposka goaniicu
JpaTa jJara
HAaUMEHOBaHHE H3IALAUSN
Meauko-TexHuyeckue TpeboBaHAA Ha pa3paboTKy
H OCBOEHHE

HanmMeHoBanue
OpraHH3alyuH-pa3paboTUHKA
PykoBoauTenb TeMbl JHYHAH pacuiidpoBKa
(A0NXKHOCTD) NOANHCH IO MHCH
OTBeTCTBEHHMA HCIOJAHUTEL JHUHAaH pacuiudporka
(B0/1KHOCTD) NOANLKCH NOANHCH
Hcnonuurenn: JAAUHA paciundpoBka
(RoaXHOCTD) NOAMNHCh HOAIHCH
HAHMEHOBAHHE Oprayulanuu®*
MEAHIUHHCKOIO COHCHOJHHTE.IS
PykoBoanrenp opraHuzauuy — JHYHA A pacindpoBKa
MEeAUUHHCKOTO COUCTIONHUTENR NOAUNCDH noaAnucH
PyKoBOZHTENb TEMBI JAHYHA A pacuinppoBKa
{ LOJKHOCTD) NOANUCH IOANUCH
OTBeTcTBeHHBIH HCHOJAHHTEADL JHYHASA pDacliHPPoBKA
{ XOMKHOCTD) NOATINCD NOANNHCH
Hcnoanunrenn: JAYHA S paciiudpoBKa
(101K HOCTD) NOANHUCD NOATIHCH

* Ilpy nanuunu HeCKONLKHX OprauH3alMii-COHCNONHUTEeHl HX HAUMEHOBAHHS H

ROXNHUCH MOOJNXKHOCTHHIX JHII pacliosaraloT B aHaJdoOrudHoM IIopsalke.

Ilpn odopmiaenun noanuceil HOMKHH OHTh YKa3aHu JAaThl INOANHCAHHSA,

13
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PekOMeHI0BaHO K YTBEDXKIEHUIO

JKCNEePTHOH CIeLUUaJIM3HPOBAHHOA XoMuccHer Komurera N0 HOBOM MeAHUHHCKON

TEXHHKE IIO

Munsapasmeanpoma PoccHH

ITpotokoa Ne oT 19 r.

14
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ITPUHTO)XEHHE B
(pexomendyemoe)

COAEP)XAHHUE* MEJUKO-TEAHHYECKUX TPEBOBAHUNA

1 Haumenopanve ¥ o6JacTh NPUMEHEHHS H3AEAUN

1.! HauMenoBanue u 0603HaueHHe u3fenus (MoJHQE H COKpallleHHOe),

1.2 O6aacTh npHMeEHEHHUS.

2 OcHoBanue ana pa3padéoTKM

2.1 [TonHoe HanMeHOBaHHe JAOKYMEHTOB M HOMepa HX [O3HUHHA, Ha OCHOBAHUH
KOTOpHIX NJAAaHHpYeTCA pas3paborka M3Aenusd, OpraHHU3alUH, YTREepJAHUBIUHE 3TH HOKY-
MEHTHl, H JaTa yTBepKJeHHdA, B TOM UUCJe HOMep H ZaTa pekoMmeHaauuu MHH3ApaB-
Meanpoma Poccun o uenecoo6pasHoCTH pa3paboTkH (MOAepHH3AUHH) H3AEIUA;

3 Hcnoanuteau pas3paloTku

3.1 TTonHoe HauMeHOBaHUE:

OpraHu3alMHu-paspadoTYHKA;

OpPraHu3aluu-COUCNIONHUTEAA ([IPU HANHUKH) |

QPrasH3alidd — MEIHUHHCKOrO COHCHNOJMHUTENS;

NpeIHpHSATHA — H3roTOBHTEsA 06pa3lloB;

NPeANpHATHA — H3TOTOBHTENSA CepHH (ec/iH OHO OIpEeAesieHo).

4 lleab M Ha3HayeHHe pa3pabOTKH

4.1 OcHoBHAsA HeJb pa3paloTKH H OXHAAEMbI# MEIHLHHCKHIL, Tex{lHYeCKHH, 3KO-
HOMHUYECKHN HJH COUHAJBHBLIA 3 (eKT NMPH HUCNOJb30BAHUHN H3OENHA.

4.2 HenocpeAcTBeHHO QYHKUHQHAJAbHOE Ha3HaueHHe H3AENHA B JeyeOHO-AHATHOC-
THYECKOM Tipoiiecce, 06JacTk UCNOAL3OBAHUS (NIPHMEHEHUS) B COOTBETCTBHH C METO-
AHKOH AWArHOCTHYECKHX HCCJeROBaHHM, JeyeOHBIX BO3AeHCTBUHA (C YKa3aHHEM BeJH-
YHHH BO3JeHCTBHA), H3MEpPeHHH (C yKa3aHHeM H3MepsieMbIX BeJIMUMH), XHpypruye-
CKUX BMElIaTeabCTB, BCIOMOraTeJIbHEIX onepanud H T. I,

4.3 Bo3aMoxHocTn paspabarniBaeMOro H3AeJHA, pacliupsiouiye LejeBoe Ha3Ha-
YeHHe H oOecneuMBaloliyve NPeUMYILECTBA JI0 CPAaBHEHHIO ¢ CYIIECTBYIOIIHMH aHa-
JAOraMH.

b Ucrounuku paszpaboTky

5.1 HicxonHule TpeOoBaiHs 3asBKH HJIH NPelJIOXEHHS Ha pa3palboTKy, OTUYETOB
ro HUP, OKP, npeauiecrBoBaBuinx paspaboTKe, cTaHAapToB Ha of0ljHe TexHuye:
CKHe TpeOOBAHHSA, KOHCTPYKIHIO, pasMepbl W OCHOBHLIe TNapaMeTpnl paspabarbiBaes
MOro u3neJusa U T, 1.

6 Mepuuunckue 1peboBanng

6.1 Tpe6oBaHHA K BLINMOJHEHHIO H3JAeareM GYHKOHOHAJbHHX 33aJa4 B JeyeHHO-
AHATHOCTIIECKOM [Ipollecce.

OueHka MeJHUHHCKHX MNOCAeACTBUNR HapylleHHS QYHKIHOHHPOBAHHA H3ACANA
BO BpeMs ero NMpHMeHeHMS.

6.2 Onanvyeckuil, MeluKo-6HoNOruuerKul, GHOXUMHUecKuit ¥ T. . 3dPekThl HIH
SABJEHHME, Ha KOTOPHX OCHOBAH TPHHIHI AEHCTBHA H3AeJHS.

6.3 KoanyectBo kaHaznoB, 06BEKTOB HCCAeLOBaHHA pabouux MecT, uyHcAO 0OD-
CJYXKHBAaeMbIX HAllMEHTOB, NMPONYCKHAA CIHCCOOHOCTh HJAH NPOU3IBOANTEILHOCTL H3Ie-
AU,

6.4 Tpebosanus K cpeicTRaM YCTAHOBKH, KOHTPOJS H DPEryJHpPOBaHHSl DEXKHMOB
paboOTHI. |

* ConepxkalHe pa3fie/ioB 3aBUCH® OT BHAA H3JAENHA K onpedensieTcss paspaboTs
MKEAMHE MEAHKO-TeXHHYeCKHX TpebGOBaHHA.
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6.5 Tpebosanus k crocofam M cpencrBaM oToOpaXKeHHs W DErHCTPalHH MeIHKO-
6nosornvyeckoii nHpopMauui.

6.6 TpeGoBaHus K MOPAAKY B3aUMOLERCTBHS MeXJY NepcoHaNoM (MeIHIIUHCKUM,
HIDKEHePHO-TEXHHYECKHM) H NalHeHTOM B Mpolecce NpHMeHEHHSA H3AENHS.

6.7 TpeGoBaHHA Q6 OTCYTCTBHHM OTPHLATENbHHX MNOG0YHBIX 3GGEKTOB B pe3yab-
TaTte NpuMeHeHHs paspabaToiBaemoro usfeausi (MNpH HeoOGXOAHMOCTH).

6.8 Cnennanbuuie MeAHUHHCKHe TpeOoBaHuWs, onpelensieMble Ha3HaueHHEM H
NPUHUHIIOM AEeHCTBHA H3AeJHH

7 TexHuueckne TpeboBaHus

7.1 GocTaB uH3aeand
1.1 OcHOBHbIe COCTaBHBIE HacTH H3ALJHSA
1.2 BanacHble 4aCcTH H NPUHAAJCKHOCTH
.3 OxcnnyaTaluoHHHEe AOKYMeHTH (nipa HeoGxoaHMOCTH).
2llokazatTenau Ha3HaueHUSA
2.1 TexHuueckne napamerTpul

7.2.2 MeTposoruyeckHe XapaKTepHCTHKH CPeACTB H3MEPEeHHsI MEeAHIHHCKOro Ha-

sHavenuss nmo I'OCT 8.009, I'OCT 8.256, TOCT 22261 u cranpapraM Ha BHAB
CPEACTB HU3IMENEHHN.

7.2.3 XapakKTepUCTHKH SHEPromHTaHUA

7.2.4 BpeMeHHBle XapaKTePHCTHKH

7.2.4.1 Tpebyemoe BpeMsi HenpepHBHOH pabGoTH
7.2.4.2 XapakTepucTHKH paboyero LHKJA

7,2.4.3 Bpems rotoBHOCTH (MOJAroTOBKH) K pabore.

73. Ycnoeusag 3KcnayaTauuuw (MCNoOJb30BaHHUSA, TPAaHCHODP-
THPOBAHHA U XPaHEHHWH)

7.3.1 Tpebopanusi ycTOHYHBOCTH pa3pabaTHBaeMOro H3AeNHsl K BO3AEHCTBYIOIIHM
¢pakTOpaM BHelIHEH Cpeahl.

7.3.1.1 Tpe6GoBaHNA YCTORYHUBOCTH K KJANMATHUYECKHM ¥ MeXaHHUECKHM BO3JAed-
CTBHAM IMpPH 3KCIIyaTalUUd No CTaHAAPTAM HA BHAK H3JENHA.

7.3.1.2 Tpe6oBaHus ycTOHYMBOCTH K BO3AeHCTBHAM MelHKO-6HOJIOTHUECKON cpel
NpUMEHEHHA HJAH MeJIMUHHCKUX YCJOBHH HCHOAB30BAHHUA H3AEJHA.

7.3.1.3 Tpe6oBaHHsl YCTOHUHBOCTH W3leNHsi M (HJIH) ero COCTaBHHX YacTed K
CTePHJIN3alUH HAH Ae3HHPeKIHH,

7.3.1.4 TpeGoBaHUsA YCTOUUHBOCTH K KAUMATHUYECKMM H MEXAaHHYECKMM BO3JAEHCT-
BHAM IIpH TPAaHCHOPTHPOBAHHUH.

7.3.2 Buanl TpaHCHOPTHEIX CpPeACTB, HEOOXOAHMOCTb KpellJeHHs NPH TpaHCHop-
THPOBAHUH M 32UMTH OT YAAPOB NpH NOrpyske H BHIIPY3Ke.

7.3.3 Tpe6boBanug K MEIHLHHCKOMY M TEXHHYECKOMY MEpPCOHAJNY.

7.3.4 TpebGoBaHHsT K NMEPHOAHYHOCTH H BHAAM KOHTPOJIS TEXHHUYECKOr'o COCTOA-
HUS, 00C/yXKHUBAHHUS.

74 TpeoBanna O6e30MaCHOCTH MO CcTaHAapTaM Ha BHMAM
H3AeJNunn |

7.4.1 Tpe6oBanugd K YPOBHSM IIyma, paAHaliiH, H3JY4eHHH M T. 1.

7.4.2 Tpe6GoBaHUsl K YPOBHIO BPEAHHLIX H OMNACHRX BO3AEHCTBHH, BO3HHKAIOIIUX
IpH paboTe uU3nenus.

7.4.3 Tpebosanua O6e30MacHOCTH MNPH MOHTAXe, HCHOJb30BAHHH, TEXHHYECKOM
oOCcayXHUBaHHH U peMoHTe (NMpH HeOOXOAHMOCTH).

7.44 TpeGopanus saekTpobezonacHocTH (AN H3ZEeMUH, UMEIOWHX (PHU3HYRCKHR
HJH 2J1eKTpUYecKHit KOHTakKT ¢ nauuentoM no [OCT P 50267.0).

7.4.5 TpeboBaHua paAMaunoHHO#, NOXKapo- H B3PHBOOE3OMaCHOCTH —— AJf CO-
OTBETCTBYIOWMX BUAOB u3fenuit (npH HeoOXOIHWMOCTH).

7.4.6 Toxcukoaoriueckne TpeGOBaHHA K U3LeTHIO, MaTepHaJaM H NOKPBITHAM
(npu HeobGxoaumocTi).

7.4.7 TpeboBaHHA K TeMnepaType HAaDYXHHX YacTeH M3lesus.

7.
7.
7.
7.
7.
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75 TpeboBaHua K HAZLEeXHOCTH

7.5.1 Kanacc wusnenua u (4JH) ero cOCTaBHbIX vacTefi ¥ 3aBUCUMOCTH OT MO-
caedcTUil otkaszos no TOCT P 50444. .

7.5.2 ITokasaTenu 6e30TKA3HOCTH, AOJITOBEUHOCTH, PEMOHTONPHIOAHOCTH H COXPd-
HAEMOCTH H3[CIHK W (HJIH) ero cocmﬁﬂux yacTei (KﬂH&JIOE 6/0kOB H T. 1.} NO
P 50-—707. ~

- 7.5.3 MeToa W CTaius KOHTPOJSA MOKa3zaTesell HaJeXHOCTH.
© 7.6 TpeﬁoBaHHﬂ K KOHCTPYKTHBHOMY YCTpPOHCTBY
1 Faﬁapmﬁbre pasMepsl, Macca (ofbem) H3neJTHs.
2 Tlromanp, 3anumaemasi HalenneM,
3 TpeGOBaHHH K MaTepHa.}IﬂM nosiypabprikatTaM ¥ KOMIUIEKTVIOULHM H3]e-
4

Tpe6osanus k. MOKPHTHAM K CpelcTBaM 3aUHTH OT KOPPO3HH.

.> Tpebopauusi K napaMeTpHYeCKOMY H KOHCTDYKTHBHOMY CONPSXKEHHIO C
H H3NEeJHUAME NJdg paboThl B KOMILJIeKce,
6 Crneundnueckie KOHCTPYKTHBHEIE TpebOBAHMA.

767 TpeGoBaHus B3aUMO3aAMEHAESMOCTH CMeHHBIX COOPOYHBIX eAMHHI[L ¥ 4YacTes.

77 proHoMuuecKHe TpeboOBaHUSN

7.7.1 TpeboBaHnus, o6ecneyuBaipliie COOTBETCTBHE U3AEMs aHTPOMOMETPHYECKHM
BO3MOMKHOCTSIM YeJOBeKa.

7.7.2 TpeGoBaHus, obecneudBalOU(He COOTBETCTBHe H3AeAUSA (PHIHOJMOIHICCKHM
BO3MOXHOCTAM YE€J0BEKa.

7.8 dcrteTHuecKkue TpeGoOBaHHUSA

79 Tpe6oBaHUA NaTeHTHOHR HYUCTOTH H NartTeHtTocnmocoO-
HOCTH

7.9.1 TpeboBauua no obecneyeHHX) NATEHTHON YHCTOTH paspabaTHBAeMOro H3a-
ReNus.

7.9.2, Hanuuue B paspabaThiBaeMOM H3JAENUH TeXHHYECKHX peLISHHRA, 3aliUlIeH-
HhEIX NAaTEHTaAMH:

— Ha u3obpereHHe;

— Ha MNOJIe3HYK MOAeJb;

— Ha NpOMBIUNeHHHIH ofpasell.

710 Tpe6bopaHuag XK MAapKHPOBKEe U yNMaKOBKE

7.10.1 TpeboBanns K Ka1eCcTBY MAapKHDOBKM, COLEPXaHHIO, cRHOcobY M MecTy
HaHeCEHHH MapPKHPOBKH.

7.10.2 TpeGoBaHHA K KOHCepBallUH H YNAaKOBKe H3LeJHsl, B TOM uucje Tpebosa-
HUA K Tape, mMarepuanaM, NpuMeHsieMWM IIPH YIIaKoBKe, U T. .

8 MerpoJaornveckoe odecneveHHe

8.1 TpeboraHus ¥ paspaboTke, aTTeCTallHH ¥ MOCTAHOBKE HA MPOM3BOACTBO Clhe-
KMANbHBIX CPEeACTB NMOBEPKH, CTEHAOBOH aniapaTyphl, CTAHAAPTHHIX 006pa3loOB COCTA-
Ba W CBONCTB BeilleCTB H MaTepHanoB, NpU HeoOXOAHMMOCTH B HHX IPH HCHHITAHUSX
H 3KCNAyaTauuH.

8.2 TpeboBauus K paspaboTke H BKIIOYEHHWIO B COCTAB H3AEJHA CPEACTB H yCT-
pPOUCTB ero KaJUOPOBKH, CAMOKOHTPOJA M TEeXHHYECKOrOo JHArHOCTHPOBAHMA.

9 9KOHOMHYECKHE NOKa3aTeNH

9.1 Herounuxk ¢urRaHcHpOBaHHA

9.2 OpueHTHPOBOUHAST CTOMMOCTh W3AENHSA Ha MOMEHT pa3paboTKH.

9.3 OpHeHTUPOBOUHAA NMOTPESHOCTD.

10 Craauyn u 9tanbl pa3paboTku

10.1 Craguu u 3stanel paspaloTKH H CPOKH HX BBIIOJHEHHS! YKa3bB3IOT B Tab-
AN9HO# popme (cM. Tabauily). YKasbiBaioT HeoOXOAHMBIe 3TAaNH pa3paboTKH KOHKpeT-

HaumeHoBauue Cpoky BBLHIOJHEeHHR Hcnoanurenu, XanakTep paboThl
3Tana (KsapTa.Ja, roa) COHCROJAHHTENN {(no HenoAHUTENAM )

- — T g - i il ey T o e il - . L .
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HOrO HU3AeaHH, anpenememme OpraHu3anaed- paspaéorqnmm o T‘OCT 2.103 M. Na-

CTOAUIHM CTaHAapTOM.
11 TIopsAOK MCHHTaHMI | npuemun .
11.1 Tlopsigok HCOHTaHHH H NPHEMKH— IO pas3feny & HAaCTORINETO CTaHAapTa.

B pa3sfene yka3siBalOT KOJHYeCTBO 06pa3uOB, MPEACTABIAEMBX HA NPHEMOYHLIE .
mnbl'raﬂnﬂ ‘a TaKXe OPUEHTHPOBOUHHE CPOKH H])OBEILEHHH MEeLHIHHCKHX nanTaHHﬁ
12 Ilono.mwrenbume TpeOOBAHNS | | -

12.1 Pasaen cocraBadiOT UPH He06XOAUMOCTH. ._ - - |

HononHurenbHble TPpeGOBAHHS ¢0pmupylo'r H BKJIOYAOT. B Tpolecce comacom--‘
HHS H yTBepxkaeHna MTT. - |
713 Tipuaoxenns (nepeuensb) | | : -

13,] Ta6ruus CpaBHHTEJNbHHX MaHHHIX ¢ AHAIOTAMH JIJIH OEHKH TeXHHYeC-
XOT0 YpOBHS paspaboTKH (AN COBPEMEHHBIX M- NEPCHEKTHBHBIX OTEYECTBEHHHX H
3apy6exHbIX aHaJOr'oB), BHNOJHeHHHie no ¢topmam 2 u 4 TOCT 2.116.
| \13.2 Ilaan-rpauk NpoBefeHHA MeAMKO- ﬁﬂo.riomqecrmx HCCeR0BaHHE H pabor,
BHITOJIHAEMHX MEIHUHHCKMM COHCIOJHUTENEM C IeJbio oﬁecneqennﬂ paapaﬁomn
- 133 ,Hononumenhnme NPUIOKEHHS, MPH HEOﬁXOJIHMOCTH | | -

b .
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- JIPHJIO)KEHHE T
(ungpopmayuontoe)

FocyAapCTBEHHbIE UEHTPH M0 HCMHTAHHAM CHUMH
. HMauMeHOBaHMe LERTDA, g

- | aapec
e — — A — D, . P — - = — _ e -

- OﬁﬂsﬂaquHe npoﬁynumi no OKII

[ocyrapCTBEHHBIN ﬁcnﬂTaTeanHﬁ wentp|. 94 4000 Hpﬁﬁopu ¥ almapaTel MeJH-
CPeACTB usmepennt HIIO BHUHNOPU ) ~ JIMHCKHE (B uwacTH CUMH)
103031, MockBa, yi. Poxfecrsetka, 27 | | D
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NTPHJIOXEHHE T
(HGOpMayUOHHOE)

lepedeHb OPraHM3AUKA M YUpPEXKAEHUH, YNOJHOMOUCHHLIX MHH3ZPaBMEANIPOMOM
Poccuu pad -npoBefileHHSl NPHEMOUHBIX TeXHHYECKHX HCMBITAHHR MeRHUHHCKHX
| | - uageanit (kpome CHMH)* -
[Ipumevanune—DB cayvae, ecan OpraHH3aliis — pa3pa6GoTuHk  usfenusd
SIBJASETCH .YNOJHOMOUEHHOH AJAs NpOBeNeHHs IPHEMOTHLIX TeXHHUeCKHX  HCTBITaHMH,
TO B COCTaB KOMHCCHM HEOOXOMHMO BKJIOUHTh INpeACTaBUTEAs JApYyrod OpraHusaini,
aKKpeAMTOBaHHOM NO JaHHOMY BHAY HPOAYKIHA | - |

HauMeHOBaHHe OpraHH3alKH

.(quex{ﬂe}]ﬂﬂ)’ aapec .06031-1&‘1&}1!13 NpoAYKUHN flﬂ OKI1

- . TR — =L e = _— = _ .
1 A/O «<BHHHMII-BUTA» | 94 3000 MHcTpyMeHTH MeAHLUHCKHE
125422, Mocksa, . - 94 4000 I1puGopsl H anmnaparhl MeJHLUHHCKHE
TuMHpsi3eBcKas ya, - . | 94 5000 -O6opy/aoBaHHe MEAHIMHCKOE

94 6000 Haneaus U3 cTeksa MelHNHHCKHE
04 4285 [MporpaMMHoe ofecnmeyenHe MEAHHHHCKOTO

U |
2 A/O «llentp cepTH(HKA-

UUH MEeJHHHHCKON MPOAYK- ~ Ha3HavYeHHS
IHHD | 04 4400 ITpubGopsl H annapaTel AJgs  JiedeHHH,
620014, Exarepuu6ypr, 1 KpOMe: | | | |
a/s 200, ya. XoxpsKkoBa, 04 4220 AnmapaTh  PEeHTIEHOBCKHE — MEAHLUHHCKHE
~ * INAaTHOCTHYECKHE, | |

46
| | 94 4230 Ilpubopn paAHOANarHOCTHHECKHE
| 94 4451 AnmapaThl pagHOH30TONHBIE
| TepaneBTHYECKHUE, | |
04 4452 AnnapaThl peHTreHoTepaleBTHUECKHE,
04 4461 AnmapaThl HHIaJAUHOHHOTO HApKO3a, |
94 4462 AnnapaThl HCKYCCTBEHHOH BEHTHAAUHH Jier-
| KHX - | | |
94 4470. AnnapaTth BaKYYMHO-HAarHeTaTeJbHbie W
- annapaTH AJs BJAHBAHHS M HPPHrauud
04 4480 AnmapaThl 4 YCTPOHCTBA MJIA 3aMEllEHNA
- GVHKUMIA OpraHoB H CHCTEM OpranvsMa
94 5200 OGopyaoBanue KaGuHeToB, nanart, Jabopa-
Topull (KpoMe  allTEUHOro 06OpYAOBAHHA)

3 AKHHOH@pHde HIIO 04 3000 UHcTpyMeHTH MEAHLHHTKHE

«MeaIHHCTPYMEHTY 04 3800 Usneanss TpaBMaTOJIOTHYECKHE

420022, KasaHp - - { 94 5000 O6opyaosaHue MELHILMHCKOE .

ya, K. Tuduypuna, 31 | (B vacTH GopMalIHH CTOMATOJOTHYECKHX
WnHeBMaTHUECKHX) M. KOMIpeccopoB MEAR-
U HHCKHX) | |

94 5226 HakoHeuHHKH AJst 6OpMaIIHH

* OpraHu3allyd H YYPeXAeHHs, BKJOUEHHHIEC B JNaHHWH TNepedeHb, JAOXKHBL
npoiity Ao 01.01.95 axkpeAnTaUUIO MCHLITATEJIBHLX na6opaTopuit B~ MOpPsIkKe, YycTa-
soBJaeRHOM MuH3apasMeanpoMoM PoccHu 4 -
~ Ilpu -manduun aTTecTa’a aKKpeAHTALHM [occranpaprta Poccun Ha, paso Opo-
peleHnsl cepTHPHKALHOHHBIX MCIBITAHHA JNPOAYKIHH aKKpeAnTailHA MmunsapaBmen-
npomMom Poctux Ha IpaBo NpoBeAEHHUS MPHEMOUYHBX TEXHHICCKHX - HCNLITAHHK B
noaHoM o6beMe He MPOBOAHMTCA. | '
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Ne Hamuenomnue Opranusauun |
an  (yupexAeHHA), aapec

4 BHHHNMeanommMep
117426, MockBa - -
Hayuuwift npoesa, 12a

‘5 Tocynapcrsenunft ~HHUH
no CcTaHjapTH3aUHH H

KOHTDOJIIO JIeKapCTBEH-
HBIX CPeACTB |
117246, MockBa, B-246,

Hayuuni#t npoesn, l4a

6 T‘ocy,u;apcmeHHHﬁ
HO-HCCJIeLOBATENbCKHH
LEHTP npodHIaKTHIECKOI
MeAHIuHE MuHsApaBMea-
" .npoma PoccHH
101953, Mocksa, IleTpose-
pHmKHﬁ nep., 10

7 FHHPOHHHBHPAB

- 1117802, Mockea,

Hayunnit npoess, 12

8 KMucrutyT
CYAHCTOH XHDYPrHH
Hay4YHO-HCCaAeA0BaTeNb-
ckuii um, A. H. bakynena
PAMH .

117049, Mocksa, |
.HF;HHHCIKHH NpoClHeKT, 8

Hayd- 93 9816 HaGopnl peareHTOB

cepAeyHo- co- '94 4483 IlpoTesn KPOBEHOCHHIX COCYAOB H

TOCT P 15.013—94

X ' - . )
. . b T
1 .

OGosnauenne npoaykuun no OKI

. ' : W
— i — h
St it T - — — i —————— —W s = — ~—
. : - 1] #

03 9377 B uyacTH JUIKHX MNJEHOK H ITOBA3OK -
04 3220 Uran uHDbeKIHOHHHE OJHOKPATHOrO

- NpUMEHeHHsaA |
94 3284 Hnpuuk  H3 MOJMMEPHBIX

MaTepPHaJOoB
ONHOKPATHOTO MPHUMEHEHHSA |

94 3639 [ToauMepHbe KaTeTepsl OAHOKPATHOTIO npn-ﬁ

MeHEeHHS ¢ -
94 4281 B uyactH rejell MeRHUUHCKOTO Ha3HAYeHUS
| aai Y3U, DKI u yabTpa3ByKOBOH ' TepaNHK

94 4477 B uwactH yCTPOHCTB -KOMIUVIEKTHBIX HHQpY-
3HOHHHX, TPAaHCOY3HOHHHX U IKCPY3HOH-
Hux (Ans KPOBH M KpOBe3aMeHHTeJser
OJHOKDATHOro NPHMEHEHHS); -
B YaCTH KOHTEHHepOB HJifA 3arOTOBKH, Xpa-
HeHHS, pasfiejleHHA M NepepaboTKH KPOBH
OJXHOKPATHOrO IPHUMEHEHHUS; |
B YaCTH CHCTEM — MAarucTpaJnen
OAHOKPATHOTO NpHMEHEeHHS,
B YacTM NJjaHuieT AJsi OGHOXHMMHYECKHX H
YMMYHOJIOTHYECKHX HCCIEL0BAHUN

94 5341 B uactn uawek [letpu | -

93 9816 HaGops peareEToB MJs1  MEZHIIHHCKOTO
(poTOMETpPHUECKOrO aHaJH3a, CTaHLapTHHE,
KOHTPOJIbHHE H Kaﬂﬂ6ponoqnme o6pasun

93 9817 Ha6ops peareHToB AJsfl HMMYHO(EpMeEHT-
Horo (HeHH$pEKUHMOHHOro), pagHOHMMYHO-
JIOTHYecKoro # ApPYrHxXx BHIXOB HMMYHO-
KUMHUUYECKOTO AaHaAU30B H MHKpOaHaJaAHu3a
HYKJEOTHAHBIX TocaeAoBaTeNbHOCTEH, CTaH-
flapTHHE H KOHTPOJbHEE 00pa3lhl

s MEIHUUHCKOTO

¢oTOMETpHYECKOr'O :aHa/H3a, CTaHAapTHHIE,

KOHTPOJIEHBIE H Kamﬁponoqﬂue o6pasun

56 2100 Me6eab Aas MeRHIHHCKHX YUpeXAEHHH H

~ naGopaTopuit .

94 5000 B uactu Mmebesu cnenuHaJbHOR A MelH-

 UMHCKHX  YupexXJeHHH, nabopaTopuu. H
anTex o

KJana-
HOB cepAla
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M HaumeHOBaHHe OpraHHSallHH

WO (VUpeKAeHHs), aapec OGo3navenue NpoAyKuuy no OKII

— S
- - o

—_

&

9 HﬁcTH'TyT XHPYPTUM - | I 93 9300 MatepuaJnl ;-prpruqecxﬂe,:cpe,u.t:TB_a. népe--

- um. A, B. Bumsesckoro BA30UHHE CHelHAJbHble, B -T. Y, Mapis M
(Poccuiickuit LeHTp l BaTa MeJHLMHCKHE M HM3[ieJIHS U3 HHX, Ilepe-

HEPEBHSO‘IHHX‘ [IIOBHHIX H - BA30YHbBIE€, LUOBHLIC MﬂTEpHaJlbI APCHHPYIO~

MOJHMEPHEIX ~ *  MaTepHa- mue copﬁeHTH
~ JIOB) - _ '84 6000 MeannuHckoe Gesbe H o,u.em,u;a
11381\, Mocksa, | 93 9818 IMonumepHhie UMILJIAHTATH
B, CepnyxoBCKaﬁ 27 . T - -
10 UncruryT 6HO(PH3HKH 69 4130 PannalHoHHREE YCTAHOBKH AJS  CTEPHJIH-
Munsapasmeanpoma Poc- ~ 3auHn - | o
" CHH | ‘-

123182, Mocksa,
JKupomnucHas, 46 - -
11 Uuctutyr runepbapuuec- | 94 4465 DapoxaMephl MeZNIHHCKHE
Koii MeZHUHMHE bapoleHTp | | ~-
119435, Mocksa, -
[ToroauHckas, 7 e |
192 Ucouratensuuiit-  mentp | 93 9100 MarepHaanl CTOMATOJNOTHYECKHE
~ «JleHTek» . | | |
- A/O ;CromaroJor
121099, Mocksa,” HoBHIH

ApGar, 34 \ |
13 MockoBckuii HHH Auar- 94 4458 YctpoiicTBa IJsST KOHTpPoJas Jo3 (B 4YacTH
.~ HOCTHKH M XHDYPIHH . . . JO3UMEeTPHYECKHX VYCTPOUCTB JAJAS IMpPaKTH-
117837, Mocksa, | yecKo#l pagHOJIOTHH U DPEHTTeHOJIOTHH)'

yJI. Hpocpoowsﬁaﬂ, 86 | _
14 MockoBckuii  obaacTHoit | 94-4285 HporpaMM.Hoe ofecleueHne MeAHUHHCKOIO

HayYHO-HCCHe0BaTeAb- Ha3HaueHHss (B wacTH  IPOrpaMMHBIX
"CKHH *© H - KJIHHHYECKHH . cpeactB AaJas -aHasusa IKI n AHXATeNb
unnctytytT (MOHHKH) - HBIX tpyHKuHH)
129110, Mocksa, - D2
IH.EIIKHHa 61/2 - | |
- 15 HayuHo-HcesleloBaTeNb- 94 4240 94 4425; 94 4426 94 4432 e
. “ckui  mHCTHTYT <«[losuoc» B YaCTH Jas3epHOH MEINHLUHHCKOH TEeXHHKH

"HTLL «Jlazepmen»
- 117342, MockBa,
VI B|BBILEHCKOI‘O, 3

16 HayuHo-uccaeaoBaTebC- 25 1400 Hspenuss MeIHIHHCKOrO, dapMmales-
- xuit mHCTHTYT pesuHoBhix | 20 3700 THyeckoro,  CaHHTAPHO-THIHEHHIECKOTO:
M JaTeKCHbIX- H3Aeau# 25 4500 HasHaueHHs H3 DE3WHB H JaTeKCa, B TOM
(HUUP) ypeJe  3HAONPOTE3H H  HMILIaHTHpYe-
107564, Mocksa,,. Kpacno- | ' Mble H3lends :
- GoraTeipckas, 42

17 HayuHpli IeHTp aynHoJqo- | 94 4487 CayxoBHE annapaThl
THH H cnyxonpOTeSHpUBa- 3 S
HH

117513, MOCKBa
BaKyJIE:Ba, 18




M HaumenonaHHe OpPraHH3AIMH
nr (yupexxaenus), aapec
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O6o3HaueHe NPOAYKLHH no OKI1

-~

S—

- i L

18 Hayuno-npoH3BOACTBEH-
nasg  komnauus . «KMT»

19 HUKHM MeJHLHHCKOH Ja-
- 60paTOPHOH TEXHHKH |
194100, Cauxrt-Iletepbypr,
HopoanToBCKas, 15
20 HUU dapmanny
117418, Mocksa,
va. Kpacukosa, 34

91 HITO «Komno3snt»
(141070, KanudauHrpaXx,
MockoBcKod o6Jj1acTH

99 HITO «MeaobopyAOBaHHED
117828, MoCKBa,
- HayuHH# 1poe3A, 6
93 HITO «3dkpaH»
129301, Mockga,
ya. KacaTkuna, 3
(8 T. u. CHOHDCKHH
pusuaL BHUHNHWMT

630015, Hoaocuﬁupcx-ls;

- ya. [lpoMHil/IeRHAS, 1)

!

| !

24 Poccuficknii MaTepHalo-
pequecknuit uentp PAH
Kaunnueckoe HIIO

- «DbuoTexHHKa® | -
634029, Tomck,

. mep. IlnexaHoBa, O

N

+1 93 9300 MarepuaJbl

i
644099 Owmck, Cennas, 24 |

04 3800

, Me:
04 4461 Annapathl

i .

04 4491_'Hpn60pbi H anna'pa'rbi & 6 Jleqeﬁﬁﬁ X010~
oM * Sl

e ]

94 4300"1'[;514691);1 u annapaThl s Menuu‘nncmx."

JabopaTOPDHHIX HCCJIeA0BaHHH

a-f

| 94 5139 Moeunne MalffHH M yc*rpof»‘icma &b

AllTeK

94 5240 CpeacTBa MeXaHH3alHH H TeXHOJIOTHUECKOE

o6opyADBaHHe ~AJA alTeYHBIX yupeK AeHHH
94 5248 CheuuanbHoe oGopyloBaHue H Mebenb A%
alTeuHbIX YUYPeXACHHH .
Manenus TpaBMaTOJOIMYECKHE B
o SHAONPOTE30B KPYMHBIX CyCTABOB
G4 3810 Uspeaus AaA COCAMHEHUA KocTe# (maacTi-
. HBl, BUHTHI, LWITHOTH, COHHB H T. A.).
94 4500 JIuH3bl OUKOBHIE

HaCTH

93 9100 MaTepransl CTOMaTOJAOrH4ECKHE |
XHDYpPruyeckKHe, CPeACTBE
flepeBsi30yHHE ClielHasbHble, KPOME:

93 9330 JleidxoNnaaCThHIPH

03 9690 baunaxu

03 98111 dxpaHH PEHTreHOBCKHO

03 9812 AnTteuku .

93 9818 Usgeans AJst BHYTPEHHETO

NpOTe3HpOBa-
~ HuA ~
94 3000 MIHCTpyMeHTH MeAHUYHCKHE, B T. 4, HOJH-
MEPHHE |

04 4000 Ilpuboprl M - annaparhl Mé,u.ﬂm:mcme, Kpo-

| HHraJsiMOHHOIo HapKo3a
04 4462 AnmapaThi MCKYCCTBEHHOK BEHTHJIAIMH.JACT-
KHX - o . o |
94 5000 OGopynoBanHe MEAHLHHCKOE, B 'TOM YHCIIE
moMelleHUs MeIHIMHCKHE Ha aBTOMOOHJIb-
HBIX LIacCH K MeJHNUHHCKHE aBTOMOOHJIH
94 3800 Hapmennst TPaBMaTOJOTHHUECKHUE,
opToneAnyecKue B UaCTH CUCTEM BHELIHEH
(puKcalid KOCTHBIX OTJIOMKOB
94 3810 Uszgeausa Ans COELMHEHHA kocTelt (naacTH-
. MBI, BUHTHI, WITHQTH, CIHUB H T. o)



"TOCT P 15.013—04

Ne HaumenoBadHe OpranH3a i
nn  (yupexxieHus), agpec .

O6o3naveHne NpORYKUHH no OKII

— e p———
————— ==

e ST— = _L —— _'=_-' e b= = Al —

— - e e =
r .

- 25 CaMmocToATeNbHOE  KOHCT-
JPYKTOPCKO-TeXHOJIOTHYEC-

Koe O0pO MO TNPOEKTHPO-

~ BaHulo nIpubopoB H anna-

patoB u3 crekaa (CKTB
CITy | |
141600, Kaun,  MocKos-
cko ofgactH, DBoJoko-

JaMckoe 1iocce, 44

26 A/O HayuHo-NpOH3BOACT- .

BeHHasa pHpMa «A3»
105023, Mockga,
ya, b. Cemenoacxaﬁ 40

27 CITIKTB «MeauHCTPYMEHT»

606140, Bopcma, Huxero-
poackada obJa.,
Yyl B'ropaﬂ HHTHJIETKa 20

28 Hpennpﬂﬂme «LLIEJIMTA»
420082, Kasans,

| Ceqeﬂo_ﬁa 117

29 HUucTuryr

MeIHUHHCKOH
GH3UKH HM. Kon-
BHJNEMA :

680068, BaguBOCTOK,
ya. Kuposa, 64 ~

30 Huxkeropolckui
TEJbHB UEHTD MeINHLHH-
CKUX H3JeJH# B COCTaBE
Boaro-Barckoro ©  ueHTpa
CTAHAapTH3aUUH H MEeTpo-
Jorun ' .

THI
603600, Huxuui Hoaro-
pox, ya Pecnybauxan-
ckasi, . | |

HCIBITA-

{

g4 6000'H311e.r_mﬂ H3 CTeKJla MeIMIIHHCKHe

94 42923 ,Tonorpacpm | MarHUTHHE

MeIHIHHCKHEe
Pe30HaHCHRIE |

94 3220 Uram Tpy6uaThie HHbEKUHOHHHE
MHOTOKPaTHOTO

94 3280 Ulnpuiu

MeHIIHHCKHE
NIPHMEHEeHHS |

) ’

) ) -

04 3213 Uraum a'rpaama'mqeckue

94 3700 HaGopu MeAHUHUHCKHE (B 'tlacm Habopon
MHKDOHHCTPYMEHTOB)

94 431'4 YaitpassykoBHe ,U.chepra'rophi H 3KCTpPaK-
TOPH

04 4432 Ob6ayuatens AN CBETOJIE‘IE:HHH
H TNpoHIAKTHKH

94 4453 TIpubopH u annapaTe 1Js

VABTPa3BYKOBOH TepanuH
94 4463 Annapartel a3po3oJbTepanHH

94 4500 JIuusH OYKOBHIE

94 4231 ITpubopu nas mHHqucmH
[paAHOMETPHH

94 4281 [Ipubopul  pasa
[HHEM YJAbTPA3BYKOBHX, HH(PpakKpacHbHX H
YAbTPAQHOJIETOBEIX ayueft

94 4420 Annaparsl Aas 3JEKTPOJIeUEHHSA
YaCTOTHHE H KBaHTOBHE (/a3epHHe)

94 4480 ‘AnmapaTs Oas remMojualiusa

04 5120 ObopynoBanye CTepPHIH3AUHOHHOE

94 5150 Cpeacrsa = nepeMelleHHs M

epeBO3KH
(BHyTpnﬁoanHqHue) |

TOKCHKOJIOrHUECKHE HCNHTAHHA HacTefl H3JeJHs, HMEWOLIMX HelOCpPeACTBEeHHbIR

KOHTAKT ¢ TeJOM YeJIoOBeKa, ero HOJIGCTHMH 5 TKEHHMH

<«IJKpaH».

24

nposoasitcs B HIIO

.IIHRI‘HOCTH-KH C HNpPpHMEHE-

" .
BEICOKO-

\
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- VTBEPKIAIO

o - | PyKOBOAHTENb OPraHH3aliHH,
o |  IPOBOAALLEH HCIHTaHHSA

: -
- ' -

- JinyHas Pacwu{poska
© | - | NOAIIHChH - NOANKCH
glaTta
p
. HapMenopaaue H3ReNHs *

IlporpaMma H MeToAnka TexXHHUeCKHX NPHEMOYHHX HCNHTaHHI .

.

0603HATCHHe AOKYMEHTa

Pymaoﬂ.menb oprannaaunn-

= N pa,spaﬁo'mnxa
AUYHASA —_ Pacmuqlpaﬂitq -
(IOANHCH NOANUCH
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INMPHJTOXEHHE X
(cnpasounoe) =~

— r"f

O6uue TpeGOBaHHA K COJEPIKAHHIO NPOrpaMMbl U METOAHKH
| | TeXHYYECKHX HCObITAHKMA g |

1. O6wmue MONOKEHHS

1.1 ITporpaMMa H MeTOAHKA TEXHHUECKHX HCNHTAHUH JOJ/KHA MpeAycMaTpu-
BaTh IOJHYI0 H BCECTOPOHHIOIO INPOBEPKY COOTBETCTBHA ofpaslia MeIHKO-TeXHH-
yecKMM TpeGOBaHHAM, IOCYAapCTBEHHHM H OTPAC/EBHIM HOPMATHBHO-TEXHHYECKUM
Aokymentam, [IporpaMmy H METOAHKY HCOLITAHHH pPEKOMEHAYeTCsa COCTaBJsATb C
yyeToM Tpe6GOoBaHHE M METOJOB KOHTPOJs, YCTAaHOBJECHHBIX B NPOEKTe TEeXHHYECKHX
yCJ/IOBHH, . | | a gy o

1.2 B 3aBHCHMOCTH OT BHAA H Ha3Ha4YeHHA H3AEIHA B nporpaMmMy H METOAHKY
TeXHUYECKUX MCIBTAHHE CJaelyeT BKJIOYaTb COOTBETCTBYIONLHE MNPOBEPKH H3 HHC-

- Jla TepedyHCJeHHHX B pa3ld. 3 HacTosAllero INPHJAOKEHHH, a TaKxke IpyrHe HeoO- .
x0I¥MBle BUAH TPOBEPOK, NO3Bojsiomue OoJjiee INOJHO OLEHHTD TeXHHYECKHH YpO-
‘sedb W KauyecTBO pa3pabOTaHHOIO H3AEJHA. - -

2. CTpyKTYypa np'orpamwihi H He'ro,u,nm‘. HCLITAHKA

[IporpaMMa M MeTOAMKAa HCNBIFAHHH JOJIKHA  COACPAKATH BROJAHYIO YacTh H
CAeAyolIHe pa3ledn: | | |

pacCMOTpeHHe TeXHHYECKOH AOKYMEHTALHH;

3KCNepHMeHTaJIbHOe HCCJIeAoBaHue 00pasuoB;

oopMJeHHe Pe3yabTaTOB HCIBHITaHHH;

NPHJIOKEHHS, |

3 Comepxanue pasjiena NPOrpaMMbl H METOAHKH MCTbLITAHHH

3.1 ‘Bo BBOAHO#N YacTH NporpaMMbl H METOJHKH HCMHTAHHR NOJXKHHE OHITH YyKa-
[aHH- 1_ . | | -
noJHOe HAHMeHOBaHHe 00DbeKTa MCIOILITAHUNA;
leJlb HCILITAHHH,; | -
MeCcTO HCNHTaHUH;
KOJHUECTBO HCIBITHIBaeMhIX 00pasloB; , |
OpHEHTHPOBOYHA S NpOLOJAKHTEbHOCTb, HeoOxoAHMafd AJsi NPOBENCHHH HCHBI-
“TAHHH; | - S ’ |
nepevyenb NpeAcTaBAgeMbiX NOKYMECHTOB. | |
3.2 Pasfen <«3KclepHMEHTajbHble HCCAENlOBAHHA H 9KCHEPTHAA OLEHKA o6pa3-
iOB» DEKOMeHIAyeTcs H3jiaraTtb B BHAE TaOGJMHILHL. | '-

CpelicTBa H3MEPEHHH,

ConepxaHue HUCIBITAHUE MeTtoaHxa H YCMBMH BCIOMOraTeabHasi annaparypa
(MpOBEPOK, OLLEHOK) - MpOoBejeHHSA HCNbiTaHH H HCNLITATeJdbHO® OGOpPYHO-

I ﬂw— — —— '

o

Tpumeuanne—[lpu  GoabiuoMm obbeme METOAMKA MOXeT OblTb JAaHa B
OTHAebHOM pasjesie HporpaMMhbl, a B-rpage daHHON TabJHLB .yKa3aHH CCHJ/IKH Ha

%
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xomaﬁﬁﬂﬁmnegnyﬂmu_ pasfena ‘«MeToRuKa». Y10 e OTHOCHTCA H K ‘rpade
--«Cpeﬂ.c?ﬂ'a--guamepenuﬁ, ‘pcrnoMoraresbia . anmaparypa H HCTILITATENBHOC obopyAO-
pag4der». . . B T | . |

. 3,3__.,__I?-pa41'a,-«Conep}xaﬂﬂe HCHHTAHHA (MpOBEPOK, OLLEHOK) » JoJKHA BKOYaTh
- TIepevucHb 3KCIepUMEHTAJIBHEIX NPOBEPOK HJIH 9KCIIePTHBIX OLEHOK Bcex napamerT-
poB, KOTOpHE AJA AaHHOTO H3AEAHA 6blid 3aAaHH B MeAUKO-TeXHHUECKHX Tpebo-
BAHUSAX, npoHopMHpoBaﬂu'f B TpOEKTe TexHHUECKHX  YCJOBHA HJH ycTaHOBJIEHBl B
o6uiux HOPMATHBHBIX ROKYyMeHTaX, e KOTOpPHIX pacnpocTpanseTcs Ha LAHHOE

#3peaune. L o
B panHB pasaed cjefyeT . BKJOYaTbh B
”;3KcnepnmemaﬂbﬂuxﬂnpOBepOK |
B3aHMO3aMEHAEMOCTD CMEH
TexHuyecKHe NapaMeTph OCHOBHOTO Ha3HAUECHHHA,
JpoBepKa MeTpPOJIOTHYECKHX xapaKTePUCTHK
JIMHCKOro HazHaueHH, ” o S |
~ ‘TIpoBepKa yCTOHYHBOCTH X xone6aHuAM HaTpAKEHH NHTAHHUSA;

~ IpoBepKa norpebJsieMoil MOLLHOCTH, -
nposepKa 3allATH OT nmeperpysoK H S
nposepra Npo K OT OJHOTO KOMIJIEKTa nuTaHus  (AJIs

| 41JIOHOB CXKATOTO rasa);

wajleaunii ¢ NUTaHHeM OT
npoBepKa pa60oTOCTIOCOOHOCTH n3gedn aHH |
~dipoBepKa yCTOHYHBOCTH K g034eHCTBHIO CDPEA; HMHTprmmHi GHOJOTHUECKHE
cpeAbnl opraHHaMa, B KoTophix . paboraeT uajeaue HJAH €ro ‘CcocTaBHasl 4acTb; |
OlleHKa KauecTBa YMAKOBKH, - |
‘TipoBepKa yCTOHUNBOCTH K cTepun3alun H nesuHeKund;
fipoBepKa 9J1eKTp0oOe30NaCHOCTH; : - |
pOBEPKa loXMapo-, B3pHBO-H paAHalliOHHOM CBU 6esonacHOCTH {(NPH Heot:-
XOLHMOCTH); | S S |
mipoBepKa TemnepaTypH AOCTYMHBIX JJA
‘npoBepka ypoBHA aKyCTHYECKHX WIYMOB;
 TpoBepKa YpOBHA pagHoONOMEX; - |
..npoaepka;;"-.;"--‘itlr€:'-'KasaTeneﬁ 6e30TKa3HOCTH X PEMOHTONPUTOAHOCTH,
_ posepka ra0apHTHBIX pa3MepoB H MaccChl; -
nposepra MJOUIANLH, HeoGXOMUMOR il YCTaHOBRH y3leJusi H €ro O0CHyXs:

paHug (A8 CHOKRLIX H ‘GosbUIMX KOMILIEKCOB); -
| BHNOAHEHH A rpeGoBaHuil . K maTepHaiaM

ofuleM caydae CJELYIOHIHE BHLBL

At CpeAcTB pa3MepeHHit MeAH-
A

—

PUKOCHOBEHHUA [oBepxXHOCTEH H3ACJHMA,

i  KOMINIEKTYIOULIHM

[IpOBEPKA
W3AeAMAM; - L | | o o
 npoBepKa  KawerTea. 3aMUTHHX, AEKOpaTHBHHX H aHTMKOPPO3HOHHHBIX THOKPH-
THH, T ke | g I -
| fi K KOHCTPYKIIHH u3genui, OTAEJbHBIX c6o-

©0-6HONOTHIECKON  HHPOP-

IOJHEHHBIX Tpe6oBaRH
UrHaJH3alLKH W perncrpa-

npoepka BH _

POYHBIX ERHHUIE, DB ouiix OpraHos, Cpe

Mallfn,  cpeAcTs . KORTpoas, YT paBJICHHA,

uni HHGopMansal Y L
mposepKa- 803MOXBOCTH napaMeTpHuecKoro « 1 KOHCTPYKTUBHOTO COTP

,IIPYI‘HMH""Hﬁjléﬂﬁﬁﬁﬂf ¢ _KOTOPHIMH AOJXKHO paboTaTh nposepseMoe
olleHKa KauéetdR '9NeKTpOMOHTANA, ' o
- oiieriKa’ AproroMHYecKnx peLeHH (BHelIHUH » BUHA,

yrpasJ/cHu, npaBepKn, peMOHTa), HArAAAHOCTD H nHGOpMaTHBHOCTD,

OTpaKeHus W perHcrpailih. |
Buasl npoBepoK pLGHPAIOT 10 BHAY H3ACHHA. .
e U MeTOAHKE MCTIBITAHHH MOTYT 6LiTb BBEIe-

[Ipw gie_oﬁmnmmcm. B TIPOTPAMM
¢ H ApYyrHe nponepxu,__-mpamammne crnenuKy H3AEIHA.

pcts . cbopa MELH
oTo6paxeHusd, C

q:KeHus C
u3aesiue;

LBeToBOE pellenye, y106CTBO
yCTPOHCTBO

la

a7

o
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3.4 B rpade «MeToaHKa H YCJIOBHS NPOBEACHHS HCOHTAHUHA M H3MEPEHHH» HAK -
B OTAE/MbHOM pa3jielie NPOrpaMMbl A METOLHKH NCIILITAHHH# HEeOOXOAHMO HIJIOXKHTh
METOAMKY HCIBITAHHH AJad KaXJOoro BHAa NpoBepoK (BKJ/OYas NpaBuJa oﬁpaﬁm-__
KH pesy/bTaTOB H pacueTHble dopmyant)., llpn Hanauuyuu cmnnapmaoaauﬂon METO-
AUKH B 3TOH rpage LOCTATOYHO yKasaTbh 0OGO3HAUEHHE - JOKyMeHTa, eClH Colepxa-
mascsg B HeM MeTOJHKa NpUMeHsIeTCs 6e3 H3MeHeHHit. JlaHHBIA pa3jea JOJXKeH
collepXaTb TaKXe CXeMbl COeJHHeHHH H pekoMeHAyeMmble (OPMBI INpeACTaBJAEHHR
pPe3yNbTaTOB 3KCIEepHUMEHTaNbHBIX HccjhedoBaHuf (Tabuauua, rpaguk H T, I.).

[lpu npoBepke TOUHOCTH H3JAeJHS B 3alaHHoM pabodeM [gHaMa3oHe  JOJAXK-~
HO ObiTh YKAQ3aHO KOJHYECTBO INPOBepAeMbIX TOYEK JAHala30oHa, Tpeﬁyemoe HHCAO
'H3MepeHUH B KaxXJoWH TOUKe H. HITEPBaNbl MEXAY H3MePEeHHAMH. | -

3.5 B rpadeé «CpemcTBa H3MepéHHil, BCMoMoraTeJbHas annapatypa M- HCTIBI~
TateJbHoe 00OPYAOBaHHe» HJH B OTIAeJbHOM . pasfesie NPOFpaMMbl M. METOILHKM
MCIIbITaHHH chaelyeT I[epeudcauTh aniapartypy, KoTopas HAO/MKHA ObiTh  HCNOJb30-
Bata MJsl HaHHBIX  MCOHITaHui, a8 ob6pa3noBbIX CPeACTB H3MEpeHHH JOJXHa
yKa3blBaTbhCsl HX TOUYHOCTHAs XxapakKTepucTuHka @ (xkaacc, pa3pan). LleaecooGpasxo
yKa3blBaTb KOHKPETHBIH THII 00pasuoBoro CpeicTBa H3MepeHHs, a TaKXe HopMa-’
THBHBIA JOKYMEHT Ha DEKOMEHAYeMmyio anmapatypy.

" 3.6 B paspene «OdopMmaeHne pe3yabTaToB HCOLITAHUHY AOJKHB OLITb yKa3a-
HHS, KOTOprE Heoﬁxonﬁmo yu4ecTb IPH COCTaBJCHHH AaKTa HCIHTAaHHHA +H €ro MpH-
JIOXKEH U,

Paaﬂ,en B ot‘imem caydyae JOJXKEH conepx{a'rb TpeﬁoBaHHH K Oo(opMJIeHHIO:

) pesysbTaTbp OTAENbHHX BHAOB HCHBITAHHH, — MPOTOKOJTAMH, NOAMHCAHHHMH
JHIAMH, NPOBOAHBIINMH HCNBITAHHSA AaHHLIX BHAOB, |

2) pe3y bTaTOB OULEHKH TEXHHYECKOH ,U.oxyMEHTauHH Ha cooTBeTcTBHE Ppebo-
BaHHAM CTaHAapTOB, OLEHKH MOJHOTHI, INpaBHAbHOCTH H CHOCO60B  BHIpaXK€HHA
METPOJIOTHYECKUX XaPAKTePHCTHK,. OIeHKH TOJHOTH H IpPaBUJABHOCTH MeTOJOB KR
CpeACTB KOHTPOJS TEXHHUECKHX . XaPAKTEPUCTHK, OLUEHKH 3KCIJyaTallHOHHOH  AOKY-
MeHTAaUUH, MHHCTPYKIHUH 110 MeToAaM U CpeacTBaM IOBEPKH — llepeuHeM HeAocTaT-
KOB TeXHHYeCKOH HNOKYMEHTAlHM C KOHKPETHBIMH MNpPeANOXKeHHSAMH MO COAepKAHHIO
H CPOKaM KOPPEKTHPOBKH TEXHHYECKOH HROKYMEHTAIHH;

pe3yJbTaTOB CpPaBHEHHSI TEXHHYECKHX XapaKTepHCTHK HCNHTYeMOro  H3je-
. JIUA ¢ OTEUECTBEHHBIMH M 3apy6eXXHBIMH aHaJsioraMu (TaGNHL cpaBHUTEJbHBIX Xapak-
" TepUCTHK, BHINOJsHeHHBIX To dopmam™2 u 4 ITOCT 2.116);. -

4) pe3yJbTaTOB COOTBETCTBHA TeXHHUYECKHX XAapPaKTePHCTHK HCIHITYEeMOro H3Ae-
aua TpebopanunsaM MTT ¥ 1npoekTa TeXHHYECKHX YCJAOBHH — Ta0JaHLUEA COOTBETCT-
BHS TeXHHYECKHX XapaKTEPHCTHK;

D) pEBY.TIbTaTOB OLleHKH MEeTPOJIOTHYECKOTO obecnedeH s nponaaoncma HCIbi-
TYyeMOro CpeicTBa H3MePeHHsi  MEeJHUHMHCKOro HazHaYyeHHs — CHDABKOH HpeflpHS-
THA-H3TOTOBHTE/ASI O HAJHYHH HeOOXOAHMHIX CpeICTB MeTpPOoJIOTHYecKoro obecneye-
HHA ¥ IIpOEKTa MeTOAHKH (HHCprKuHH) MOBEPKH; ,

6) pe3ynbTaTOB OLEHKH METPQJOTHUecKoro obeclieyeHHS 3JKCIMyaTallHH H pe-
MOHTA MHCHOBITYEMOTO H3AeAUSt HeCTAHIADPTHHIMH CPeACTBAMH KOHTPOAS  TexHHUee-
- KOT'O COCTOSIHMSl (TMOBEpPKH) ——rapaHTHeld pPYKOBOACTBA MNpeANpPHUSATHSA-H3TOTOBHTEAR
00 opraHusaluuy TNPOMBILIJIEHHOrOD BHIYyCcKAa HeOOXOAMMBIX HECTaHAAPTHBIX CPeACTS.

7) pe3yabTaTOB PACCMOTPEHHSI KOHCTPYKUHH H3AEJHS C TOUKH 3peHHs  6e3o-
NMacHOCTH, YAOOCTBA MNOJB30BAHHS, SKCIJAYATAUHOHHHX H 3PrOHOMHUYECKHX INoKa3a-
TeJeH M T. N.— NepeuHeM HeJ0CTaTKOB KOHCprKuHH H3Jeausa ¢ Hpe,IlJIO}KEHHHMH
o oﬁ’bemy H chKaM JOopaboTKH. | -
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HaPMeHOBAHME OPraRy3aluuu, npopoasuieh chu'raneﬁﬂ

YTBEPXIAIO
PyxoBoauTe b OpraHU3auuy
] ~ fTHUHad paciiHdpposka
TNOATHCDH | SIOANIHCH
jgaTa T
. AKT .
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- AaTa ) - ropon,
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Cocrasmen ____
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Hepenceﬂ.arem. xouﬂccnn

AONKHOCTh, GaMUAMR, KEHIHANH

#

HaeHu Kogn'c'cnn- '

SR , | - . ROJKHAOCTL, OPTaHH3AIKSA, tbammn'a. HKHHIHANK
1 B neproa ¢ : _no _
S N L 3 HaHMeHOBa HHe OpraRHaaluH, HPOBGMHIEH | -
HPOBEII.&HH IlpHEMO‘lHHe TEXHHYECKHE HCNBTAHUA '

HCOLITAHHA

- RANMEeHOBaABHe H3AeNHT

pa3paloTaBHoOro _ .
R | HaHMEHODaHHe OPraHH3alHH-pa3paboTIHKa
B cooTBETCTRME C . -

HaHMeHOBaHHe H O0003HARCHHE
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 ——— : S——— . T m— — .
| ‘MeJAHKO-TeXHHYecKHx TpeGopanuft, npoekra TY

2 Jlas npoBejfeHHs HCIHTAHHA OBLIH NpPeAbsBJEHHI:

_ ) b

1) o6pasubi __ . e ) B KoJiiyecTBe
. - HAHMeHOBaHHe H3JeNHH o |

: o wr. Ne

. HOMEDa o6pas3loB
N 2) TEXHHHECK&H ,II.OKYMEHT&H.HH (yxaamaae'rcs{ MONHEIK IlepeuyeHb HpE:,IlCTaBJIEH-

HOH TeXHHMUYeCKOH JAOKYMEHTAIIHH COTJIACHO pasl. 3 HAacTOfLIEero CTaHAapTa).
3 KpaTkas TeXHUYecKas XapaKTepHCTHKAa HCNHTYEMOIO HB,D;EJIHH M ero HaszHaue-

F

HHUe - :

4 .' e _ " 1pOBeJE
’ HaMMeHOBaHHe ODraHM3allHH{, NPOBOAsULEd HCNBITAHHY

TeXHUUCCKHEe HCNBITAHUA >

el - SR e
- e .
1

B COOTBETCTBHH C YTBEPKACHHOH NIPOrpaMMold
H cue]l BO3MOXKHEIM 3auUeCTb B KayecTBe NPHEMOYHHIX CJEAYIOUIHE BHAL npeasapu-
TEJbHbIX HCIBITAHUH: , .h

O . '
OLlEHKa peayanaToB HCTIBITAHHA M pemmennaunu
iy
O BOSMOKHOCTH NpPOBeJeHHS MEAHIMHCKHX HCMbITaHHHA o
6 — .
- ‘pPeKOMeéHJallHH N0 YCTpPaHeHHMIO OTAeJbHbIX HEeXOCTATKOB
7 — _ _
. OLEeHKa NPeACTABACHHOA AOKYMEHTalHH"
HpHJ‘IO}KEHHH | T

1) doTtorpadus HJH yepTexx o6liero BHAA H3LEITHS;
2) yTBEPKJAEHHAS TNpOrpaMMa TEXHHYECKHX HCILITAHHH; | |
3) NPOTOKOJI. TeXHHYECKHX HCNILITAHHH (3aKJIOYeHHEe - TOKCHKOJOTHYECKHX MHC-
TLITAaHUE NPH HeOOXOAHMMOCTH); |
4) 3aBepeHHble BHIHCKH H3 NPOTOKOJIOR (vim npmoxonu) [peABapHTeNbHEIX
. UCNBITAHWH II0 BHJAAaM HCIBITAHUH, 3a4YTEeHHHIX KOMHCCHEH;
5) BelOMOCTb COOTBETCTBHSI HCHNLITAHHOTO M3RENHA MeJNKO-TeXHHYECKHM Tpe-
GOBaHMSIM ¥ NPOEKTY TEeXHHUYECKUX .YCJOBHH; -
6) maHHBHIE O CpPAaBHEHHH H3JeNHSA HCHHTY@MOI‘O THIA C sapyﬁe}KHHMH H OTeye-
. CTBEHHHIMH aHaJOraMu, - - '
7) crnpaBKa NpeANpPHATHA-H3TOTOBHTENA 1o NyHKTY 5 HpHJID}KEHHH )XK;
8) rapaHTHsi NpPeANPHATHS-H3TQTOBHTEJNA MO NYHKTY 6 mnpunoxenus XK.
ITognucwy:

[Ipeacenaresb KOMHCCHH

NUYHASA o pacmu@poBka
| AOANIACh MOJNHCH
YneHBl KOMHCCHHU . o
| AHYHAA | pacmHbpoBKa

IOANHCH | TOANIHCH

* ﬂonycxaemn ochpMJlﬂTb B BHAE MNpPHJOXKEHHS K aKTy, B 3TOM cJaydae
B JaHHOM NYHKTe aKTa TPHBOJAMTCS CChiAKA Ha NpPHJOXKEHHe, |
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1PHJOKEHHE K
(pexomeéndyemoe)

O6mye TpeGOBAHHS K COAEPKAHHIO MPOTOKONQ MEAHLMHCKHX HCTBHITAHWA
oOnbITHOro o6paslia (ONbITHOH NMAPTHH) H3AEJHA

&

OCHOBHOil 1e/bl0 MeIHUHHCKHX HCHBITAHHH ABJAETCHA  BCECTOPOHHSII OLEHK&
MelMHMHCKMX M SKCIJYaTallMOHHBIX KauyecTB H3JeJHs, a Tax:kKe oTpadoTKa MeETO-
IHKK ero NPHMEHeHHS B MEJHIHMHCKOH IPaKTHKe. | '
| [lo OKOHUAHMH MeJHUMHCKMX MHCOBITAHMA Kaxkjoe MeJHUHHCKOe yUPECXIEHHCE,
NPpOBOAHBLIEe. HCIBITAHHS, COCTaBJSET NPOTOKOJ. B 4YeTHpex 3K3eMiJsapax. Bce
9K3EMIASAPE  NPOTOKOJIOB MEJIHIMHCKHX  HCIBLITAHHH  IOJXHHL 6bITh TOANHCAHDI
NOMKHOCTHHIMH JIHUAMH MEIHMIHCKOrO YYPEeXAEHHs, B KOTOPOM IIPOBOAHJHCH HC-
MHITAHHSA, U YTREPKJEHbl PYKOBOACTBOM 3TOrO YUPEKAEHHS. | |

TlepBble JBa 3K3eMIJspa NPOTOKOJa LepeAaloTes opraHusal¥y — pa3paboTYUKy
H3Ae/HUs, | - | | o
-~ B npoTokoJie - MeJHIHHCKMX MCIBITAHHH, TOC/AE YyKa3aHdd Ha - 06CTOATENbCTBO,
KOTOPOE SIBMJIOCh OCHOBaHMEM JJIA NpPOBEACHUS MCIBITAHUH, OTMEYalwT MECTO H
CPOKM €ro TpoBeleHHS. “ |
" ITlpuBOAAT KPATKyH XapaKTEePHCTHKY M3NeJUA C YKa3aHHeM ero MeJnIHHC-
KOTOo Ha3HaueHusd, AJs JAUATHOCTHYECKHX npubopoB H YCTPOHCTB INPHBOAATCA  HC-
cieayemule (oleHHBaeMble) OHOMEAHUMHCKHE mapaMeTphl, a Takxke IepeieHb H3Me-
DHTeJILHOM aNlapaTyphl, HCIOJb30BaHHOH IAf OLEHKH onbiTHOro obpasla,

‘Vka3wBalOT NOPAAOK NpPOBeJeHHA MELHUHHCKHX MenibiTaHut  (DporpamMma HCHBI-
‘TaHHi, HCNOJb3yeéMble METOAHKH H AD.). X

[TpUBOANT XapaKTEPHCTHKY MAaIlHEeHTOB, MOABEPraBLIMXCAH o0CJACAOBAHUIO  HJIH
nenell_i{uq,(xonﬂqec'mo, [oJ, BO3pacT, AHarLo3 u Ip.) o |

0JpOGHO HM3JaraloT pPe3yabTaTbl NPOBEAEHHHX MELHMIHMHCKHX HCOBITAHUH H3Je-
AHS ¢ YKasaHHeM  KOJMYeCTBa NPOBELEHHBIX obcneloBaHMM, ollepallyd, OpOoLesyp,
aHaJu30B H Ap. | |

 ¥YxkasumBaloT HapaGoOTKy H3Je/Hs B 4Yacax B TeueHHe MEIHLHHCKHX HCIIBITAlMH,
KOJIMYECTBO H3MEPEeHHH, UHKJIOB CTEPUIH3ALMM H T. L.

B 3akaioyeHunm no pesyabraraM MeIHIHHCKHUX MCHIBITAHUHA OTpaXalT @YHKUHO-
Ha/lbHEe - KayecTBa W3Jenus, 3(pheKTHBHOCTb €ro HPHMCHEHH:; ITOKA3aHH:A H NpOTUBO-
NoKa3aHust K ero NPHMEHEHHIO; BO3MOXHOCTH H3JeJHS, KacaloluHecsd TOUHOCTH  H3-
MepeHHH, JOCTOBEPHOCTH, BOCIPOH3BOAHMOCTH, HAACKHOCTH U Ip.; OTMEUaloTCsH
SKCIUIyaTaUHOHHBE KayecTBa H3IeJHs, BO3MOXKHOCTH VyIpaBJeHuss H ylof6cTBO obpa- -
ILeHU A C HMM, TEXHHYeCKasl 3CTeTHKa H3Je/]HdA, €ro odopMJieHHe, YCTOHYUBOCTL K
Ae3HH(peKUHH, CTEPHIIM3ALUU H AP.
- Orpaxalorcsi oOHapyXeHHHIe B TIpOLECCE HCNIBITAHHH HeJOCTATKH KOHCTPYKLHMH
M KauecTsa H3zenus, ocoGeHHOCTH paboThl ¢ HHM B npouecce 3KCIAyaTalWH ¥ T. I

[TpoTOKOM 3aKaHYMBAIOT PEKOMEHJALHUAMH IO pe3yJAbTaTaM MEJHLHHCKHX HCIIH-
TaHHA O 11€Jeco06pa3HOCTH HMJHM HelenecoobpasHOCTH OpraHH3allii CepHAHOrO BHI-
NycKa M3JENHA M IPHMEHEHHS ero B MEJHIHWHCKOH MPaKTHKE. | |

K npotogkoay NpHJaralOT rpa¢uKH, CHHMKH, BBITHCKH H3 HeTopH#  Oose3HH,
Ta6yIHPOBAHHBIA, CTATHCTHYECKH o6paGoTaHHBI MaTtepHan H AP. |

B TIpoTOKOJAX MENHMUWHCKHX HCIBITAHHI, MNPEACTABJCHHHX —MELHIIHCKAMH co-
HCTIOJHHTEJNSMH 10 CO3LAaHMIO HM3JeJHs, NOMOJIHTENBHO NPUBOAATCA — AAHHLIC 1D
 NpoBeleHHIO SKCHEPHMEHTAJbHLIX HCCAeA0BaHHH, €CaH OHH NPOBOAUICE, noapos-
Hble JAaHHblE IO HCMNOJb30BAHHIO H3JE/Hs B MeAHIHHCKOH TIpaKTHKe, B HeOOXOIH-
MBIX CJAYyYasfiX — AaHHble OTA&JeHHbIX PE3yJbTAaTOB HAOMOAEHHA H T. I
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TTPHJIOKEHHE A
(unghopmayuonnoe)

S

flepeyens oOpraHH3aUMi W YyupeXKReHH, yNOJHOMQYEHHBIX ‘Muusapasmeanpomem
POCCHY Al COrIACOBAHHSE TEXHHYECKHX YCAOBHA M IKCNIAYaTaALHOHHOH

AOKYMeHTAMN*

HaHuMeHOBaHue OpraHu3aiHH
(yupexOeHHs1), aapec

QO 6o3Hagyende npoaykuuu no OKII

B—
[——

1 A/O «<BHHUMII- BI/ITA»
125422, Mocksa,
TnuﬂpﬂaeBCKaH 1

2 HIIO ;3kpan»
129301, Mocksa,
Y. KaCElTKHHa 3
(B 7.7 4, CHOUDCKH
¢uanaan BHUUHUMT
630015, HoBocu6upck-15,
I l"lpommmnermaﬂ, 1)

L

3 Tlocyaapcreennwin HUH no
 CTaHAAPTH3aUHH H KOHTPO-
JIO JIeKaPCTBEHHHIX CPEACTB

117246, Mocksa, B-246,
Hayunnii npoesn, 14a
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* Cornacopanve H3MeHeHHH K TV INpOBOAUTCA B OpraHU3aLHsX,
WIHX CaMH TeXHHYeCKHe YCJOBHS

b

94- 3000 HMHCTpyMEeHTH MeAHIHHCKHE

94 4000 Ilpubophl ¥ anmapaThl MeJHIMHCKHE

94 5000 OG6opynoBaHue MeIHHHHCKOE

04 6000 Mspgenuss u3 crekja MeAHLUHCKHE |

| 20 1400 Hsnenus wmeanuunckoro, ¢apmaleBTHYEC-
25 3700 Koro, CcaHUTAPHO-TUTHEHHYECKOTO  Ha3Ha-
| 25 4500 YeHHMS W3 pEe3HHB M JaTeKca, B TOM YJc-
Je 3HAONPOTE3bl H HMHJIEIHTprthIe u3je-

| Musl | ,
56 2100 Mebesib AJsi. MEAHUHHCKHX YUpeXAeHHH H
JabopaTopui
69 4130 PaguauuoHHBe YCTAHOBKHM JJf CTEPHJH3A-
| JIHH:

93 9100 MaTepuanas cToOMaTOJIOrHUECKHE

93 9300 Martepuaan XHDYPrHuUecKHe, CDEACTBa Ie-
peBsI30UHEle ClelnHaJdbHbele, KpoMe:

93 9330 JleiikonaacTulpH

93 9690 Banpaxu

93 9811 IJKpaHH pEeHTreHOBCKHe -

03 9812 Anteukn -

IpoTE3HpOBa-

93 9818 Usnenus aus BHyTpeHHem
HHUS

94 3000 MHCTpyMeHTH MeAHUHHCKHE, B TOM WYHCJE
NONHMEpHHIE

94 4000 IlpuGopn U anmapaThl MeAHLUHHCKHE
94 5000 OGopyRoBaHHe MeJHIHHCKOE, B TOM 9YHCJE
MoMellleHusd MeAHLHHCKHe Ha aBTOMOGHIb-
HBIX 1JACCH H MEIHLUHHCKHE aBTOMOOHJIH
| 84 6000 Mexauuutckoe Geabe H OfeXAA |
03 9816 HaGopm peareHTOB AJs MeJHIHHCKOIO
(oTOMETPHYECKOTO aHaJau3a, CTaHAAPTHHE,
KOHTPOJIbHHE H KaJaulpoBouyHhle 06pasiinl
| 93 9817 HabGopnl peareHToB Agas HMMyHodepMeHT-

Horo (HenH(eXUHOHHOrO), pPaALHOHUMMYHO-
JIOTHYECKOrO0 M JHAPYTHX BHIOB HMMYHO-
- XHMHUYECKOI'0 aHaJIH30B H MHKpOaHaJH3a

HYKJEOTHAHHX IIOoCJeloBaTelbHOCTEH, CTaH-
AapTHbIE H KOHTPOJbHbIE 00pa3IH

COrJiacoBap-

y
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