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I MEJUIIMHCKHUE TEXHOJIOT MU MTPOBEJAEHWS UCCJIEJOBAHUA.
OBIIUE IMOHATHUA U KPUTEPUN

1.1 IlousiTHE TEXHOJJIOTUH

Texnonorus (ot rped. téchne — MCKyccTBO, MacTepCTBO, YMEHHE M Iped.
JIOTUSI — U3YYEHHUE) — COBOKYITHOCTh METOJIOB M MHCTPYMEHTOB ISl JOCTHXKECHUS
’KEJIaeMOro pe3yibTaTa; Clocod mpeodpa3oBaHus JAHHOTO B HEOOXOIUMOE.

TexHonoruss — B HIMPOKOM CMBICIE — OOBEM 3HAHUN, KOTOPHIE MOXKHO
WCIIOJIB30BaTh IS MPOU3BOJCTBA TOBAPOB U YCIYI U3 SKOHOMUYECKHUX PECYPCOB.
TexHonoruss — B y3KOM CMBICJIE — CIIOCOO MpeoOpa3oBaHUsS BEIIECTBA, SHEPTUH,
uHbOpMaIMU B MPOIECCe M3TOTOBJICHHS MPOAYKIWH, 00pabOTKH U MepepadboTKu
MaTepuanoB, COOPKM TOTOBBIX W3JEIUN, KOHTPOJIS KadyecTBa, YIPaBICHUS.
Texnonmoruss BkIO4aeT B  ceOe  METONbBI, TMPUEMBI, PEXUM  pabOTHI,
MOCIIEIOBATENLHOCTh ONIEpALMil U MIPOLIEAYP, OHA TECHO CBSI3aHA C MIPUMEHSEMbIMU
cpeacTBaMu, 000py0BaHUEM, HHCTPYMEHTaMU, UCIIOIb3YEMbIMU MaTEepUaIaMHu.

CoBpeMEHHBIE  TEXHOJIOTUM OCHOBAaHbl HA  JOCTHXKECHUSIX  HAy4YHO-
TEXHUYECKOTr0 TpOorpecca M OPUEHTUPOBAHBl HA TMPOU3BOJACTBO MPOJAYKTA:
MaTepHalibHasl TEXHOJOTUsl CO3JaéT MaTepHANIbHBIA TPOIYKT, MHGOPMAIIMOHHAS
texnonorus (UT) — wunHdpopmarmoHHbIi TpoayKT. TeXHOIOTHS — 3TO TaKXe
Hay4dHas [UCIUIUIMHA, pa3palaThIBaIONasi W COBEPIICHCTBYIOMIAS CIOCOOBI H
WHCTPYMEHTHI MTPOU3BOACTBA. B OBITY TEXHOJIOTHEN MPUHSTO Ha3bIBaTh OMHMCAHHE
IIPOM3BOJACTBEHHBIX  IPOLECCOB,  HMHCTPYKUMU IO  HUX  BBIIOJHEHHUIO,
TEXHOJIOTUYECKHE TpeboBaHus ¢ mp. TeXHOIOTHel WM mexHoNocUYeCKUM
npoyeccom 4acTO Ha3bIBAIOT TAKXKE CaMU OIEpaldu JT0ObIUU, TPAHCIIOPTUPOBKU U
nepepabOTKH, KOTOpbIE SBIIIFOTCS OCHOBOWM IPOW3BOJCTBEHHOrO Ipoliecca.
TexHn4ecKnii KOHTPOJIb HA IMPOU3BOJICTBE TOXKE SBJISETCS YaCThK) TEXHOJIOTHM.
Pa3paboTkoil TEXHOJOTUM 3aHUMAIOTCS TEXHOJIOTH, WH)XEHEPhI, KOHCTPYKTOPHI,
MPOTPAMMHUCTBI U IPYTHE CHEIIUATUCTHI B COOTBETCTBYIOIIUX 00IaCTSX.

Texnonoruss — mo Meropoyiorun OOH — 1ub0 TEXHOJIOTHS B YHCTOM BHJE,
OXBAaThIBAIOIIAsE METOJIbl W TEXHUKY IPOU3BOJCTBA TOBAPOB U YCIYr; JUOO
BOIUIOLIEHHAS TEXHOJIOTHSI, OXBATHIBAIOIIAsl MAILIMHBI, 000PYA0BaHUE COOPY>KEHHUS,
LEbIE IPOU3BOJICTBEHHBIE CHUCTEMBl M MPOAYKLUUIO C BBICOKUMU TEXHHKO-
PKOHOMUYECKUMH MMapaMeTPaAMHU.

Bbicokne TEXHOJIOruHU

Haubonee HOBbIE M MPOTrPECCUBHBIE TEXHOJIOTUU COBPEMEHHOCTH OTHOCAT K
gblcokum  mexuHonozcusm (aHria. high technology, hi-tech). Ilepexon k
UCTIOJIb30BAHUIO BBICOKMX TEXHOJIOTUIA M COOTBETCTBYIOIIEH UM TEXHUKU SIBISACTCS
BOKHEHIIMM 3BEHOM HayuyHO-TexHHuyeckod pepoirounu (HTP) Ha coBpemeHHOM
stane. K BBICOKMM TEXHOJOTHSIM OOBIYHO OTHOCST Camble HAyKOEMKHE OTpaciu
MPOMBINIIICHHOCTH: MUKPODJICKTPOHHKA, BBIUMCIIUTETbHAS TEXHHUKA,
pOOOTOTEXHUKA, aTOMHAsl PHEPreTHKa, CAMOJIETOCTPOCHHE, KOCMUUECKas TEXHHKA,
MUKPOOHOIOTUYECKAs! IPOMBIIIUICHHOCTD.
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HNHHOBAaLITMOHHBIE TEXHOJIOTUHA

VHHOBalIMOHHBIE TEXHOJOTHMUA — HAOOPHI METOJIOB M CPEJACTB, MOJICPIKUBAFOIIIX
ITaIlbl peau3aliiil HOBOBBEICHUS. Pa3nnyaroT BUIbI HTHHOBAIIMOHHBIX TEXHOJIOTHIA:

s BHEIPCHUE;

e TPEHHHT (ITOATOTOBKA KAJPOB U MHKYOAIHMS MAJIBIX TPEANPUITHIA);

o KOHCAJITHHT;

« TpaHchepT;

o aynauT;

o HMHXHHUPUHT

buoTexHOI0TUsl B IIMPOKOM CMBICIIE — MOTPAHUYHAS MEXKIy OWoJorued u
TEXHUKOW Hay4Has JUCIUIUIMHA U cepa MPaKTUKHU, W3Yy4alomas MyTH U METOIbI
MU3MEHEHHsI OKPYXKAIOIIEW 4YeloBeKa INPUPOAHOU Cpelpl B COOTBETCTBUU C €rO
NOTPEOHOCTSIMHU.

buorexHos10rus B y3KOM CMBICIIE — COBOKYIIHOCTH METOJIOB M IIPHUEMOB
MOJYyYECHUs TMOJIE3HBIX JUISi YEJOBEKa NPOAYKTOB M SIBICHHHM C IOMOULIBIO
OMOJOrMYecKux areHToB. B cocTaB OMOTEXHONOrMM BXOAST IE€HHAas, KIETOYHAs U
DKOJIOTHYECKAsl HHXKECHEPUH.

1.2 OCHOBHOM 3aK0H TEXHOJIOTMH

OOmuM 3aKOHOM IS BCEX HCTOPHUYECKHX OIIOX SBJISICTCS yMEHBIICHHUE
3aTpaThl €IMHULIBI YEJIOBEYECKOM CUIIbl HA €IUHUILY NMPOIYKIIMU BCIEICTBHUE POCTA
MIPOU3BOJIUTEIIBHOCTH OOIIECTBEHHOTO TpyAa. 3aMETUM, YTO IPOCKTUPOBAHUE
MEIULIMHCKAX TEXHOJIOTHYECKUX MPOIECCOB — IMYyTh K CHWXCHUIO 3aTpaT Ha
MeauimHckoe oOecrieuenne. C  Apyroid CTOPOHBI, W3 BCEX OMNpEICICHUN W
TOJIKOBAHUM TOHSATHUH «TEXHOJOTHS» W «TEXHOJOTMYECKUH IPOLIECC» BBITEKAET
MOJIOXKEHHE O TOM, YTO TOTPEOHOCTh YeEJIOBeKa B TIOJYYCHHH, HAIPUMED
MEIMIUHCKAX YCIyT, AUKTYETCS B KOHTEKCTE OJHOIO M TOTO K€ YCIIOBUS —
MOJTy4Y€HUs HOBOTO KayeCTBa.

Takum 00pa3oM, OCHOBHBIM 3aKOHOM TEXHOJIOTHU SIBJISICTCS TaKasi HBOJIOLIMS
TEXHOJIOTUH (BHE 3aBUCMMOCTHU OT MPEIMETHON 001acTH), KOTOpasi obecrieunBaeT B
KaXIbIX KOHKPETHBIX YCIOBHUSIX HAWIy4llle€ KAau4eCTBO NPU  3aJaHHBIX
OTpAaHUYEHUSIX HA 3aTPaThI.

1.3 YacTHBINA TEXHOJIOTHYECKUI MPoIece

TexXHOJIOTHYECKU MOPOLEeCcC, MO ONPEICICHUIO, JOCTaTOYHO XOPOIIO
CTPYKTYpUpPOBaHHOE  siBI€HUE  (pHC. 1.1).  OcHoOBHbIE  TOANPOLIECCHI
TEXHOJIOTUYECKOT0 IIPOLIECCA — YACTHBIE TEXHOJIOTUYECKUE IIPOLIECCHI.

OCHOBHBIMH ~ OTJIMYHUTEIIBHBIMU YE€PTAMU YaCTHOTO TEXHOJOTMYECKOIO
IIPOLIECCa SABIISIIOTCS:

1. B34TbIii B OTIETFHOCTH YaCTHBIM TEXHOJIOTHYECKUN MPOIECC OazupyeTcs
Ha OOMUMX Ui HEr0 KIMHUYECKUX TMPEJCTaBICHUSX (HAampuMep, CHSTHE
ANEKTpOKapaAuorpaMmbl). YacTHBIM TEXHOJIOTMYECKUH MPOLECC, KaK MpaBuio,
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OPOUCXOANT B Ipeneiax OAHOro paboyero Mecrta (Hampumep, ONEparmoOHHOTO
cTONa).

2. YacTHbIi TEXHOJIOTMYECKUH TMpollecC HE MOXKET O00ecneunuTh BECh
KOMIUIEKC JEWCTBUM, IO3BOJIAIOIIMX IOJYYUTh MEAULIMHCKYI0 IIOMOLIb B
KOHKPETHOM CIIy4ae.

3. YacTHBI TEXHOJOTMYECKHI IIpPOLEcC MOAPA3yMEBAET HOBALMM Kak
TEOPETUYECKUE, TAK U NPAKTUYECKUE, HAIIPABICHHBIC HA €TI0 COBEPIICHCTBOBAHUE.
Takum 00pa3oMm, YacTHBIM TEXHOJOTMYECKHM MHpolecc — 3TO YPOBEHb
KPUCTAJUIM3ALMM  HOBBIX TEOPETHUYECKUX IIOJIOKEHUH U H300peTaTesbCKUX
PEILICHUN B KIIMHUYECKOW MEIUIIUHE.

4. YacTHOMY TEXHOJOTMYECKOMY IIPOLECCY COOTBETCTBYET KOHKpETHas
CHELMAIBHOCTD (CIEUUATHNCT JIy4eBON TUAarHOCTUKU, XUPYPT, 0(TaIbMOJIOr, Bpay-
7a00paHT U T.I1.).

Texnonorus e [IpouzroncTecH-
KaK Hayka HbIH npouecc
| » TexHOMOTH-
¥ vL v YECKMH Hpouece
MeTomnueckue IIpeamer OCHOBHBIC HOHATHA * HacTHpil TeXHO-
OCHOBBI TEXHOJIOTUH TEXHOIOM MU TCXHOJOMMH TOTHUECKHI
i HIPOLECe
) i * Texnonoruueckas
MeTtoast Crienuduyeckue ofnepauus
TCXHOIOTHE HpeAMCTHBIC 001acTH
| I Benomorarensibie

MenuiHCKas TEXHONOTHA — 3T0  — KaueCTBO
— 3 QeKTHBHOCTE
— ONTUMAJILHOCTh

— CTPYKTYpH3aIUA
— HAJISKHOCTh

Puc. 1.1 CTpykTypa TEXHOJIOTMYECKOTO Mpoliecca

1.4 MeannumHCKada TEXHOJIOT U

MenuuuHCKass TEXHOJOIMs — 3TO pa3lell COLUAIbHOM TEXHOJOTHHU.
IIpenmeToM MEOMUIMHCKON TEXHOJIOTUU SIBIIIFOTCS MEAULIMHCKUE TEXHOJIOTMYECKUE
nporecchl. Mcxoas W3 TONOXKEHHW OO0IIe TEeOpHH TEXHOJIOTHH, OCHOBHBIMH
3a7a4aMyd MEJULIMHCKON TEXHOJIOTHUU SIBJISIFOTCS:

1. ITpoexkTupoBaHre MEIUIIMHCKUAX TEXHOJIOTMYECKUX MTPOLECCOB.

2. HopMupoBaHnue MEAUIUHCKAX TEXHOJIOTMYECKUX MPOLIECCOB.

3. OnTuMu3anus MOJENIEH MEAUUHUHCKUX TEXHOJOTMYECKUX MPOLECCOB,
HarpuMep ¢ TOYKHU 3pEHUSI YMEHBIICHHS PACXOJ0B HA UX PEATU3ALIMIO.

4. Metposoruueckoe  OO€CIeUeHHE  MEAUIMHCKUX  TEXHOJOTHMUYECKUX
MIPOLIECCOB.

5. KonTtpone 3a coONIOJEHWEM TEXHOJIOTUYECKUX PEXKHUMOB JIedeOHO-
JIMarHOCTUYECKOT O Tpoliecca.

6. DKcrepTHU3a KauyecTBa MEAUIIMHCKOW MTOMOIIIH.

7. UccnenoBanue 3 (PEKTUBHOCTH MEIUIIMHCKON TTOMOIITH.
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8. Ananu3 BnusHUS WHQPACTPYKTYPHl TPYIOBOIO IMpolecca B JIEYCOHOM
YUPEXKIEHUU Ha METUIIMTHCKUE TEXHOJIOTUYECKUE TPOIIECCHI.

B cBoro ouepenp MPOEKTUPOBAHME MEAMIMHCKUX TEXHOJOTHYECKHX
MIPOIIECCOB SBIISCTCS CAMOCTOSITENILHBIM Pa3eioM KIMHUUYECKONH MEIUIIUHBI.

Meouyunckuil mexHoro2uwecKull npoyecc — 3mo cucmema
83AUMOCBA3AHHBIX ~ HEOOXOOUMBIX U  OOCMAMOYHLIX  HAYUHO
000CHOBAHHBIX  J1e4eOHO-OUACHOCMUYECKUX — MepOnpusimull,
8bINOJIHEHUE KOMOPBLIX NO3680Jsem Hauboiee payuoHAlIbHbIM
obpazom npogecmu JeyeHue U obecnedumsv OOCMUNCEHUE
MAKCUMATLHO20 — COOMBEMCMBUSL  HAVYHO — NPOSHO3UPYEMbIX
Pe3yIbmamos peanibHbiM NPU MUHUMUZAYUU 3aMPan.

K HOBBIM MEIMIIMHCKAM TEXHOJIOTHUSIM OTHOCSITCSI BIIEPBBIE MPEIaraéMble K
UCIIOJIB30BAHUIO Ha TEPPUTOPUHU Poccuniickon denepanun W
YCOBEPILIEHCTBOBAHHBIE COBOKYIMHOCTH METOAOB (IIPUEMOB, CHOCOOOB) JICUEHHMS,
JMArHOCTUKH, NPOQUIAKTUKH, pEeaOUIUTAlMU, CPEJCTB, C IMOMOIIbI KOTOPBIX
JTAHHBIE METOJIbl OCYIIECTBIISIFOTCS, @ B HEKOTOPBIX CIIy4asX M CHOCO0 MOJyYeHHUS
CpEeACTBa, MPUMEHSEMOr0 B JaHHOM TEXHOJOrMH. MeToasl W CpEACTBa,
NPUMEHSIEMbIE B HOBBIX MEAMIIMHCKUX TEXHOJIOTHSIX, MOTYT BKIIIOYaTh B ceOs
UCIIOJIb30BaHUE JIEKAPCTBEHHBIX CPEJICTB M M3JAEIUN MEAUIMHCKOrO HA3HAYCHUS
IIPU yCJIOBHUM, YTO OHU 3aPETUCTPUPOBAHBI B YCTAHOBJIICHHOM IIOPSJKE B
Poccuiickon ®enepaunn M UCHOJB3YIOTCS B CTPOrOM COOTBETCTBUHM C
YTBEPXKACHHBIMA ~ [PU  PETUCTPAUUM  UHCTPYKLUSAMHU 110  MEIHUIMHCKOMY
npuMeHeHuto.  Mcronp30BaHME B HOBBIX ~ MEIUIMHCKUX  TEXHOJOTHSX
3aperucTpupoBaHHbIX B Poccuiickoit denepannn 1eKapCTBEHHBIX CPEJICTB U (UJIN)
W3EIINA  MEIMLIHMHCKOIO HA3HA4YeHUS C OTKIOHEHHWAMH OT WHCTPYKUUH IO
MEINLIMHCKOMY ITIPUMEHEHUIO HE JIOITyCKAETCH.

1.5 OcHOBHBIC IPUHIMIIBI METIUIMHCKON TEXHOJIOT U

MeauinuHckass TEXHOJOTUs — OpPraHMYeCKUid J3JIEMEHT oOleld Teopuu
TEXHOJIOTMH, KOTOpasi, B CBOIO OYepe/b, — YacTbh OO0Ied Teopuu cucreM. Takum
00pa3oM, MEIULUHCKas TEXHOJIOTHsS OTHOCUTCS K CHUCTEMHBIM HAaIlpaBJICHUSM B
HAayKe W YIPaBICHUM — MEXKIUCUUIUIMHAPHOMY HAIpPaBICHUIO B MEIULIUHE.
IlepeuncinuM OCHOBHBIE IPUHIIMIIBL, JIEXKALIUE B €€ OCHOBE.

1. Obvexmusnocms ~ cO3JaHUsI W COBEPLICHCTBOBAHHUS  MEIUIIMHCKON
TEXHOJIOTMH. MeUIMHCKas TEXHOJIOTHSI MOXKET 0a3upoBaThCs TOJIBKO Ha JAHHBIX,
[IOJIy4YEHHBIX HAYYHBIMU METOJaMU.

2. [Jenecoobpaznocms 1 HaIMYKE LENEOOPA3YIOIIET0 KPUTEPUSL.

JIrobass MeAMIMHCKAas TEXHOJOrus JAODKHA HMETh KOHKPETHYIO LElb U
KPUTEPUU OLICHKU €€ JOCTUIKECHUS.

3. yanusm. MeaUMIMHCKYIO TEXHOJIOTHIO HEOOXOAMMO paccMaTpuBaTh Kak
CUCTEMY «TEXHOJIOTUMYECKHM IPOLIECC — 4YeIOBEK». TemM caMbIM IOATBEPKAAETCA
HaJIM4YM€ U B3aUMOCBSI3b OOBEKTHMBHOTO M CYOBEKTHBHOTO KOMIIOHEHTOB
TEXHOJIOTUU.
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4. DmeposxcenmHocme. Buenpenne TEXHOJIOTUYECKOTO npouecca,
COCTOSIIIIETO W3  KOMIUIEKCAa  TEXHOJOTHYECKUX  omeparmuid U paboThI
«TEXHOJIOTUYECKOW KOMAaHJbD», €r0 pPEaJu3ylollei, JaeT HOBOE KayecTBo,
MpucylIlee Bcel CUCTEME BhIJICUMBAHMS TAIUCHTA.

5. Omnupuueckuti  xkoHmpoab.  TOJNBKO  pe3ydbTarbl  MPAKTUUECKOTO
WCIIOJb30BaHUSl MEJUIMHCKON TEXHOJIOTMM MOTYT CIIYyKUTb KpPUTEPUEM €€
JEeHCTBEHHOCTH.

6. Mynomusapuanmnocms. TexHonormyeckas 3ajgaya HE MOXKET HUMETh
TOJIBKO OJIHO pELIEHUE.

7. ICTOYHUKOM CO3/1aHUSI U COBEPILICHCTBOBAHUSI MEAULIMHCKON TEXHOJIOTUH
ABIIICTCSI npomugopeyue MEKIYy CTOUMOCTBIO JIeYeHUST U TpeOOBaHHMEM K
MOBBIIIEHUIO €T0 Ka4eCTBa.

8. Komnosuyuonnocms.  COBpEMEHHass  TEXHOJIOTUSI W OTACJIbHBIC
TEXHOJIOTUYECKHUE MPOIIECChl YCIOKHUIUCh HACTOJBKO, UYTO OXBAaTUTh UX B IEJIOM
yaaercst He Bcerja. [loaroMmy MX aHaNM3UPYIOT U ONMHUCHIBAIOT OOBIYHO I10 YACTSIM,
CTEIEHb JIeTaau3alui KOTOPBIX 3aBUCUT OT Psifia OOCTOSATENbCTB U, MPEXKIE BCETO,
OT Ha3HA4YeHUs U I1eau camux npoieccoB. CuHTe3 (COECIMHEHHE) uYacTeu
TEXHOJIOTUYECKOTO TpoIiecca ¢ ONpeAeICHUEM COOTHOIICHUH (TapaMeTpoOB) MEK Y
HUMH SIBJISICTCS BAXKHEUIIUM PUHIIUIIOM UCCIEAOBAHUN B TEXHOJIOTHH.

9. [lpunyun pasznooxcenuss Ha cocmasHvle yacmu. VIMeHHO Onaromaps
NPUHLHUIY PAa3J0KEHUs BCAKOTO Ipollecca Ha COCTaBIIIOLIME JIIEMEHTHI
CO3JAI0TCSl MPEANOCHUIKM €ro HayYHOI'O COBEpIICHCTBOBaHMs. be3 ydera 3Toro
MPUHIMNA, T. €. 0€3 HAyYHON TEeXHOJIOTMH, HEBO3MOKHO COCIMHEHUE Pa3TMYHBIX
OTpacyiell 3HaHUM C MPAKTUYECKOU AEATENbHOCThIO. MIHaue roBops, TEXHOIOTHS —
TO 3BE€HO, KOTOPOE€ COEOUHSET TEOPUIO C MpakTukou. I[loatomy wu3yuyeHuto
CTPYKTYPbI TEXHOJIOTHYECKOTO MpOoLiecca T0KHO YIEIATHCSI OCHOBHOE BHUMAHUE.

10. Omxkpoimocms. B 1100yr0 MEIWIIMHCKYO TEXHOJIOTHIO BO3MOXKHO
BHECECHHE YTOUHEHUW U JOMOJIHEHUM.

11. Aoanmuernocme. MeannuHcKas TEXHOJIOTHUA JIOJDKHA AMETH
BO3MOXXHOCTh TPHUBEACHUS €€ K KOHKPETHBIM YCJOBHUSAM, €CIM OTO HE
MPOTUBOPEYUT €€ CYIIHOCTH.

HeorpemneMoli 4acThlO IpolLiecCa BbIAAYM PaA3PELICHUsT Ha MPUMEHEHUE
HOBOM MEIUIIMHCKOM TEXHOJIOTMH SBIJISIETCS KJIacCHU(pUKALMS B 3aBUCUMOCTH OT
CTEIIEHU IMOTCHUMAIBHOTO PUCKA NPUMEHEHUs B MEAULMHCKUX LEIAX II0 TPEM
KJIaccam:

e KiIacc 3 — MEIUMUMHCKHE TEXHOJIOTMU C BBICOKOM CTEIEHBIO PHCKA,
BKJIIOYAIOUINI B ce0s MEIUIMHCKUE TEXHOJIOTMM, OKa3bIBAIOLIUE MPSIMOE
(Xupypruueckoe) BO3JACICTBUE Ha OpraHbl W TKaHM oOpraHu3Ma (3a
UCKJIFOUEHUEM MEIUUMHCKUX TEXHOJOIMW, OTHOCALIMXCS KO 2-My KJIaccy);
IJJACTUYECKUE PEKOHCTPYKTMBHBIE ONEpalvN; MEIWIUHCKHE TEXHOJOTHH,
CBSI3aHHBIE C HCIIOJb30BAHWEM KJIETOYHBIX TEXHOJIOTMH M TEHHBIX
MAaHUITYJIALUHI, TPAHCIUIAHTALIUU OPTraHOB U TKaHEW;

e KJacc 2 — MEIMLIMHCKHE TEXHOJOTHH CO CPEOHEH CTENEHbI pPHUCKa,
BKJIIOYAIOMIMI B c€0sl MEIUUMHCKHE TEXHOJOTMH, OKAa3bIBAIOIIHME MPIMOE
(XMpyprudeckoe) BO3JCHCTBME HAa KOXKY, CIHU3UCTbIE OOOJIOUKH U
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€CTECTBEHHBIE IIOJIOCTH OpraHu3Ma; TEpaINeBTUYECKHE,
(u3HoTEpaneBTUYECKUE " XUPYPrUYECKHE MaHWITYJIALUA B
JE€PMaTOKOCMETOJIOTUH;

e Kjacc |1 — MEIMIMHCKHE TEXHOJIOTMM C HHU3KOM CTENEHbK pHUCKa,

BKJ'IIO‘IaIOI_HI/Iﬁ B ceOs Mpo4Yruec MCAUIMHCKUC TCXHOJIOTUH.

Ha puc. 1.2. nokazaHbl OpraHU3allMOHHBIE YPOBHU TEXHOJIOTUYECKHUX
MPOIIECCOB.
Opran ynpasieHus
3IPAaBOOXPAHCHUECM _
cyObexTa Deepanun ] | MuTerpupoBanubiil
Kommieke crpykryp | T——————=~ 1T
_ MCAMIMHCKOTO Topoaa K 2 Komruiekcubiii KomiuiekcHbii
obecnieuenus ropoga N
Teﬁléﬂzeﬂiiizgoe ““““““ 3 Huddepennu- Juddepeniu-
AMLHHC . POBaHHbIH POBaHHBII
obbeaunenne N K
r el Crienuanusupo- Crenuaiuzupo-
JITY N 4 S LHAIIA3HP
S BaHHBIHN BaHHBII
Y K | e
Ortnencuune N 5 [uicn uk
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1.6 Ouenka u kputepuu 3¢GGPeKTUBHOCTH MeIUIUHCKUX TEXHOJIOTHI

«TepMuH «oueHka TexHoOJOTMH B 31apaBooxpaHeHun» (OT3) o3HayaeT
OMpeIeNICeHUEe CTOUMOCTH, YPPEKTUBHOCTU U OOIIMX MOCIEACTBUNA HUCIOIb30BAHUS
BCEX METOJIOB, MPUMEHIEMBIX MEIUIIMHCKUMU CIICHUATNCTaMU AJIsi 00eCTieueHus
3I0pOBBS, TPOMUIAKTAKA H JIeYeHHs] 3a00JieBaHUM, COBEPIICHCTBOBAHUS
peabuuTaluy U aauTeasHoro yxoaa 3a 6onpHeiMU» (UK. National Health Service.
Department of Health, 1994).

«Ol1leHKa TEXHOJOTUW B 3APaBOOXPAHEHUU... — BTO CTPYKTYPUPOBAHHBIN
aHaJIM3 TEXHOJIOTUH 37JpaBOOXPAHEHHUsSI, HA0Op B3aMMOCBSI3AHHBIX TEXHOJIOTHUH HIIU
BOIPOCOB, CBSI3aHHBIX C TEXHOJIOTWSMM, KOTOPBIM MpU3BaH CO3/1aTh OCHOBY MJIs
IOPUHATUS CTPATETUUECKUX PELICHUI.

«Ol1leHKa TEXHOJOTUH B 3/IpaBOOXPAHEHUH — OSTO AaHAJIU3 MEIUIIMHCKHUX
TEXHOJIOTHM, BKIIIOYasi MPOIEAYpPhl, 000PYJOBaHHE W MEIUKAMEHTHI. JTa OIICHKA
TpeOyeT  MEXAUCUUIUIMHAPHOTO  MOAXO0Jad, HALEJICHHOTO HAa  HU3Yy4YCHHE
0e30macHOCTH, CTOMMOCTH, 3S()PEKTUBHOCTH, WHTEHCUBHOCTH WCIIOJIH30BAHUA,
THYHOCTH W KadecTBa XU3HU 00nbHBIX» (KaHaiackuii KOOpAMHALMOHHBIA OTIEIN
10 OIICHKE TEXHOJIOTUM B 3/[paBOOXpaHeHuu, 1995).

OT3 — sT0 MexaUCHMIUTMHApHAs cdepa CTPATETMYECKOTO HMCCIEAOBAHMUA.
Ona wu3y4aeT MEIUIMHCKHE, OSTUYECKHUE U IKOHOMHYECKHE MOCIEACTBUS
pa3paboTKH, BHEAPEHHUS U PACIIPOCTPAHEHUS] TEXHOJIOTUHM B 3/[paBOOXPaHEHUHU.

MOXXHO BBIIEIUTH TPU KATETOPUM TEXHOJOTUH B 3APaBOOXpPAHEHUU,
KJIACCUPUIMPYS UX IO MaTEPUAIILHOM OCHOBE, LEJISIM U ATallaM pa3BUTHUS.

TexHomoruu MOXXHO TaKXe CrpyIIUpPOBaTh B COOTBETCTBUU C HX
MEAMIMHCKUMHU LIETISIMU.

* npogurakmuka: TpeJHA3HAUCHAa IS 3alUThl OT OoJie3Hed ImyTeM
NpeaynpexIeHNs BOSHUKHOBEHHSI, CHIYKEHUS pHCKa 3a00JeBaHUSIMU, OOPBHOBI C UX
pacmipocTpaHEeHHEM u HOCTIEACTBUSAMHU (MMMyHHU3aIHS, MIPOTPAMMBI
BHYTPUOOJIBHUYHOTO HHPEKIMOHHOTO KOHTPOJIS);

* CKpuHuHe: HalelleH Ha BBIABICHHE OOJIe3HEH U CBSA3aHHBIX C HUMH
dakTopoB pucka y Jrojged 0e3 NpHU3HAKOB  3a0oJsieBaHMM  (Hampumep:
TyOEepKYJIMHOBBIN TeCT, MaMMOTrpadusi, U3MEPEHUE XOJIECTEpUHA B KPOBH);

* JuaecHocmuKa: WMEET UENbI0 BBIABUTh NPUYMUHBI, XapaKTep U TKECTb
3a00yieBaHUsl KOHKpETHOro uenoBeka, (Hampumep: DKI', ceposnoruueckue TeCThl,
peHTreHorpadusi);

* leyeHue: HATPABIECHO Ha YJIYYlICHHE WIA COXPAHEHHE KIMHHUYECKOIo
COCTOSIHMSI ~ OOJIBHOTO, MPEAyNpekKIACHHE JallbHEHIIEero  yXyAIIEHUs  WIU
JOCTUKEHHE BPEMEHHOTO oOJyeryeHus (HampuMep: omepanuss KOPOHAapHOIo
HIYHTUPOBAHUS, ICUXOTEPANus, JIEKAPCTBEHHOE CHATHE OHKOJIOIMUYECKUX OoJei);

* peabunumayus: TpeAHA3HAUYCHA IJII BOCCTAHOBJICHHS, COXpPAHEHHS WU
yIydieHus: GU3NYECKOro MM YMCTBEHHOT'O COCTOSTHUS U OJ1aronoyuduns 60JbHOTO
(Hampumep: mnporpamma (U3HUECKUX YHPAXHEHUH i OOJNIBHBIX C OCTPBIM
HapyIIEHHEM MO3TOBOTO KpPOBOOOpAIeHHsI, BCIIOMOTraTelbHOE MPHUCIOCOOICHHE
IIPU HAPYIICHUSX PEUH).

He Bce TexHONOTMM YETKO TOANAAAIOT TMOA OTACIbHBIE KaTeropHH.
Hampumep, MHOTHE AMarHOCTUYECKHWE TEXHOJIOTUU TPUMEHSIETCS TakKe JUIs
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CKpuHHMHTA. HEKOTOphIe TEXHOJIOTMH MPUMEHSIOTCA KaK Uil AMAarHOCTUKH, TaK U
JUIS JICYSHUS], HAalpUMep, KOpOHapHas aHTuorpadusi UCIOJIb3YETCs JIJIsl BBISIBICHHUS
3a00sieBaHUM cepAlla U KOHTPOJI KOPOHAPHOW aHTMOIIACTUKU. MIMIUTaHTHpyEeMBbIii
KapAnoAePUOPIIIIATOP KOHTPOJIUPYET BO3HUKHOBEHHE YIPOXKAIONMIUX JKU3HU
apUTMUH W TEHEpUpYyeT DJJICKTPUYECKHUE HWMITYyNIbChl s TMOJAJEp:KaHus
HOPMAJIBHOTO PHUTMa Cepjia. DJIEKTPOHHAs UCTOpHUS OOJIe3HH 3aJeHCTBOBaHA B
pEIIEHUH BCEX TEXHOJIOTMYECKHX 3ajad.

OmnpeneneHHble  «MOTPAaHWYHBIC»  TEXHOJIOTMM  MOTYT  COYETaTh
XapaKTePUCTUKH JIEKAPCTB, YCTPOWCTB W JAPYTUX TEXHOJIOTHUYECKHX KaTeTOpHUi
(Hampumep, CIEPMULMAHBIN Mpe3epBaTUB, HMIUIAHTUPYEMBIE JIEKAPCTBEHHBIE
uH(Y3aTOPhl, UCKYCCTBEHHBIE OpraHbl, COBMEILAIOIINE €CTECTBEHHbIE TKAHU U UX
3aMEHUTENH). OTO CO3/aeT OIpEe/eJCHHbIE IPaBOBblE M aJMUHHCTPATHUBHBIC
TPYAHOCTH MJIi KOHTPOJHMPYIOIIMX U (UHAHCHPYIOIIMX OpTaHW3alfi, Is
BBIPA0OTKH CTaHIAPTOB M T.A. [IprMepoM TeXHOIOTHUH, WMEIOIUX KOMIIOHEHTHI
pa3HBIX KaTErOpUi, KOTOPBIE YCIOXKHSIOT KOHTPOJIbHO-TIPABOBYIO MPOILEIYPY,
SBIISIFOTCS TIOSIBUBIIHMECS B TOCJEIHUE TOMABI JKETYHO-KAaMEHHAsl JUTOTPHUIICHS C
NPUMEHEHUEM JTUTHUYECKUX TPENapaToB U MO3UTPOHHAS YMUCCHOHHAs ToMorpadus
C MCIIOJIb30BaHUEM paanodapMIIpenapaTos.

TexHomorn MOTYT OLIGHWBAaThCS Ha pa3HBIX JdTanax pa3paboTKu U
BHe[peHus1. B o01iem, TEXHOJIOTHH B 3JpaBOOXPAHEHUU MOTYT OBITh OIMHMCAHBI KaK:

* Oyoywue: Ha CTaJAWM KOHLCIIIUHU, TPEIANOIOKEHUS WIH paHHEH CTaauu
pa3paboTKu;

* 9KCnepuUMeHmalbHble: TPOXOASIINe JEMOHCTPALIMOHHOE WIH JJAOOpaTOpHOE
UCIIBITAHUE HA )KUBOTHBIX UJTU JAPYTHX MOJIEIISX;

* uccnedyemvie: TPOXOJAIIME HAYAJIbHOE KIMHUYECKOE WCIbITAHHE Ha
JTIOASIX;

* anpobupoganHvle:  CUNTAEMble  CTAHAAPTHBIM  METOAOM  PEIICHUS
OTpeAeTICHHON TPOOIEMBI U IIMPOKO MPUMEHSIEMbIE HA MPAKTUKE;

* ycmapeguiue/golueduiue U3 ynompe0ieHus/3abvimoie;  BHITECHCHHbBIC
JIPYTMMH TEXHOJOTUSIMHU WM MPOJEMOHCTPUPOBABIINE CBOI HECOCTOSTEIBHOCTD,

BpeI.

JTanbl OLEHKHU TEXHOJOIMH B 3APABOOXPAHCHUM

1. BoisiBiienue rpo0iem, TpeOyromX OEHKH.

2. XapaKTepuCTUKa 3a1a4 OLIEHKH

3. OnpeneneHue 30Hbl OLICHKH.

4. COoop nuTEepaTypHBIX TaHHBIX.

5. COOp HOBBIX MEPBUYHBIX JIAHHBIX (€CIH HEOOXOIUMO).

6. MHTepnperanys nosy4YeHHbBIX JAHHBIX.

7. CuHTE3/KOHCONMUIAIMS TTOTYYEHHBIX TaHHBIX.

8. DOpMyJIMPOBKA PE3YJIHTATOB UCCIEIOBAHUS U PEKOMEHIALIHM.
9. BHenpeHue pe3ysibTaToB UCCIEA0OBAHMS U PEKOMEHIallui.
10. KoHTpOab pe3ynbTaTOB BHEAPEHMUS.
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B nacTosimmee Bpems B cucteMe 37paBOOXPAHCHHS BOZHUKIIA HEOOXOIUMOCTh
pa3paboTaTh MEXaHWU3MBl MEIUKO-d)KOHOMHUYECKOW OIEHKH J(PGEKTHBHOCTH
MeauIMHCKUX TexHojorui (MT). C moMoIlpio TaKoro IMOAX0/a, Ha Halll B3TJISI,
yAacTCs OMPEACIUTh pealbHble MPUOPUTETH ISl 00ECHEUYEHUsS ONTUMAJIBHOTO
YIAOBJICTBOPEHUSI MOTPEOHOCTH  HACEJIEHUS B  BBICOKOKBATU(UIIMPOBAHHOMN
MEJIULIMHCKON MOMOUIY TP HAMMEHBIINX 3aTpaTax.

Bomnpockr cuctemHoro uzyuenuss MT nmpomomkaroT ocTaBaTbCsl aKTyalbHON
npoOiemoii B Hayke M mnpakTuke. OOyCIOBIEHO 53TO TEM, YTO TMOBBIIICHUE
3G HEKTUBHOCTH (PYHKIIMOHUPOBAHUS CUCTEMBI 3/pPABOOXPAHEHUS BO MHOI'OM
ONpENENACTCS  PE3yJbTaTUBHOCTbIO MPUMEHEHUSI OCHOBHBIX KOMIIOHEHTOB
MEIMIMHCKUX TEXHOJOrMh. BHeapeHne 5SKOHOMHYECKMX  OTHOLICHUHM U
dbopMHpoBaHWE pPBIHKA MEIUIIMHCKUX YCIYT HEBO3MOXHO 0€3 opranu3anuu
3 PEeKTUBHOTO KOHTPOJIS 3a KauyeCTBOM OKa3aHUsS HACEICHUIO MEIUIIMHCKOM
nomoty. J[ns m3ydeHus STUX SBJICHHA HEOOXOIMMO Ha OCHOBE METOJOJIOTHH
CUCTEMHOI0 AaHaJlIM3a OCYILIECTBUTh AHAJIU3 COOCTBEHHO HCIOJIb30BAHHBIX
BpayeOHBIX MEAUIMHCKUX TeXHOoJorui. Jljis 3TOro ompeneneHbl KOHKPETHBIC
OLICHOYHBIC KPUTEPHUHU, XapaKTEPU3YIOIIME KadeCTBO 3aTPAu€HHOr0 TpyJaa H
MeIUUMHCKOM momomu. CylIeCTBEHHBIM HMHAMKATOPOM  KadecTBa pabOThI
MEJIMLIMHCKOIO I[EpCOoHaja SBJISETCS TaKXe CTENEHb YJIOBJIETBOPEHHOCTH
MAIMEHTOB Pe3yJIbTaTaMU MEIUIIUHCKOTO OOCTYKUBAHMUS.

OCOOEHHOCTBIO JAHHOW METOJ0JIOTMH HCCIEIOBaHUSl SIBISIETCS TO, YTO
UCXOJIHbIE JaHHBIe, TOJNly4eHHbIe mocpeacTBoM "KapTel cOopa 6a3oBoif
uHdopmaruu'", MOABEPrarOTCS  IMOATAMHOM  MHOTOMEPHOM  ayJIUTOPCKOM
AKCHEPTHOM OIIEHKE C MOMOIIBI0 "MoJAen CuCTeMbl SKCIIEPTHON OLIEHKH KauyecTBa
MEJIUIIMHCKON moMomu". 3aTeM BCE MHOXECTBO OOBEKTHBHO YCTAHOBJIEHHBIX
MEPEMEHHBIX MO KaXJOW €IUHUIIE HAOMIOJICHUS] CBOJMUTCS B E€IUHBIA OJIOK
uH(bOpMaInu.

HapaBHe c¢ xopomiell ouneHKod 3@@QEeKTHBHOCTH MPOBEAEHHOIO JIEYEOHO-
JIMarHocTuyeckoro mpomecca B 72,6 % ciaydyaeB sddexktuBHocth MT Obuta
OLICHEHA HE3aBUCHUMOM I'PYIIION DKCIIEPTOB KaK yAOBJIETBOpUTENIbHAA. I aHHON
OLICHKHU MO AaHAJIOTUHU C Mpeapiaylend (T. €. Xopoliel oreHKoW 3PHEeKTUBHOCTH)
ompeiesieHa TpyImna JOCTOBEPHO compspkeHHBIX (p<0,001 wmu p<0,05) ¢ Hei
YaCTHBIX OOBEKTUBHBIX OLICHOYHBIX KPUTEPHEB.

Bce YCTaHOBJICHHBIE KpUTEpUHU YAOBJIETBOPUTEIBHOM OILICHKH
sbdextuBHOCTH MT MOXHO TO/Ipa3/ieIuTh HA TPU OCHOBHBIE rpynmbl. K mepBoi
rpyinme OTHECEHbl YacTHbIE KIMHUKO-AuarHoctuueckue kpurepuun (KIAK),
KOTOPBIE OTPaXKat0T 000OCHOBAHHOCTh, CBOEBPEMEHHOCTD U MOJTHOTY KIMHUYECKOTO,
7a00paTOPHOTO, HHCTPYMEHTAIBHOTO M (DYHKIIMOHAIBHO-IUATHOCTHYECKOTO
oOcnenoBanus 6ombHOTO. OHM TOABEPTHYTHI MPOIEAYPE PEHTHHT-IIKATUPOBAHUS
U TIpeCTaBeHbI B Ta0. 1.

Heo0xonumMo OTMETHUTB, UTO BEJIMUMHA BEPOSITHOCTH P paccuuTaHa B KaxJ0M
ciydae ¢ To4HOCTBIO 10 107'°. B Tabnuiax e, rie MpU3HAKH IPUBOJIATCS COTIACHO
pPEUTHHTY, M KaXJ0ro 3HaueHUs P yka3bIBalOTCA JIMIIb YEThIPE MEPBBIX 3HAKA
nocJie 3ansiTo (KOTOpble MOTYT OBITh TOJBKO HYJISIMH).
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Tabnua 1

PeliTunr-mkana 4aCTHBIX OObEKTUBHBIX KIIMHUKO-AHMATHOCTUYECKUX OI[CHOYHBIX
KpUTEpHUEB, 00YCIOBIMBAIOIINX YAOBIETBOPUTENBbHYIO 3(PPEKTUBHOCTD

MCAUITMHCKUX TEXHOJIOTUH

Pevituar

[Iepeuens kpuTepuen

1

[TaniueHTy HE TPOBEIEHBI B COOTBETCTBHH CO CTaHIAPTOM
oOcnenoBaHus BaxKHbIe (cTeneHbio 3Haunmoctu 50 — 75 %)
nepBUYHBIE  JaOOpaTOpHBIE,  HMHCTPYMEHTAJBHBIE |
(YHKIIMOHATHHO-IMATHOCTUYCCKUE MCCIIEAOBAHUS

0,0000

HeobxoauMocTh KOppEKIMH TEXHOJOTUU TEPBUYHOTO
oOcneoBaHus NalMeHTa (Ha3HauyeHUe JI0T. METOJIOB)

0,0000

Heo6xomumocTs poBeaeHrs MAUEeHTY Mepe]] BHIIMUCKON U3
OTJICJICHMSI JOTIOJHUTEIbHBIX KOHTPOJIBHBIX HCCIIEI0BAHUI

0,0000

Henonnoe «koHTposibHOE JabopatopHoe oOOCIeI0BaHKE
naIyeHTa nepe1 BRITUCKON

0,0000

[TaieHTy HE TpPOBENEHBI BaKHbIE (CTENEHb 3HAYMMOCTHU
50 — 75 %) xoHTpOBbHBIEC TaOOPATOPHBIE, UHCTPYMEHTAJIb-
HbI€ U (PYHKIIMOHAJIbHO-IMATHOCTUYECKUE UCCIICIOBAHMSI

0,0000

He nmpoBeneHsl B COOTBETCTBHH CO  CTaHAAPTOM
oOciieoBaHUsl  OT  OJHOTO  JO  4YeThIpeX  BHJOB
1a00paTOPHBIX aHAJIU30B

0,0000

HecooTtBercTBUE cTaHmapTy coiepxaHuss U oObeMma
MEPBUYHOTO JJA0OPATOPHOTO 0OCIIEI0BaAHUS

0,0000

HenomHblli 00bEM KIMHAYECKOTO 00CIEN0OBAaHUS ITallUeHTa
JeYaliuM BpadyoM Nepe BEIMUCKOU U3 OTACIICHUS

0,0000

HenonHp 00beM KIIMHUYECKOTO O6CJI€,Z[OB3,HI/I$I ImanucHTa
JIcHalyuM Bpa4dyoM BO BpEM:A IICPBUIHOI'O OCMOTpPA

0,0000

10

Hemonueiii 00beM KOHTPOJIBHOTO MHCTPYMEHTAIBHOTO H
(GYHKIIMOHATHHO-TUATHOCTUYECKOTO o0OcnenoBaHus
MALMEHTA MEPE] BBIITUCKOW U3 CTAllMOHApa

0,0001

11

He mnpoBeneHbl corinacHo cTaHAapTy oOcieaoBaHUs 0
YEThIPEX BHUJOB TMEPBUYHBIX HHCTPYMEHTAIBHBIX U
(GYHKIIMOHAJILHO-TMATHOCTUYECKUX UCCIIEAOBAaHUMN

0,0019

12

HecooTrBercTBre crangapTy HNEPBUYHOTO HWHCTPYMEHTANb-
HOTO ¥ ()YHKIMOHAJIbHO-JUArHOCTHYECKOTO 00CIIEIOBAHMSI

0,0098

13

Ob6ocHOBaHHOE IIPOBEJICHUE Oonee IIOJIOBHUHBI
KOHTPOJBHBIX HHCTPYMEHTAIBHBIX U (PYHKIIMOHAIBHO-
JIMarHOCTUYECKUX UCCIICIOBAHUN

0,0148

14

O6ocHoBaHHOE IIPOBEJICHUE oonee MTOJIOBUHBI
KOHTPOJBHBIX JJA0OPATOPHBIX METO0B 00CIICTIOBAHNUS

0,0204

15

OG6ocHOBaHHOE TIPOBEJIEHHUE 00Jiee MOJTOBUHBI MEPBUYHBIX
UHCTPYMEHTAJIbHBIX U (PYHKIIMOHAJIBHO-TUArHOCTUYECKUX
o0cJiie10BaHuN

0,0391
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Bropasi noarpynmna 4acTHeIX OObEKTUBHBIX KPUTEPHUEB BKITIOUYALT JICYCOHO-
peabunurtanuonubie  kputepun (JIPK), xoTopble oTpaxkaroT O0COOEHHOCTH
MEJIMKaMEHTO3HOTO, HEMEAMKAMEHTO3HOTO0 W PeaOUSIMTAllMOHHOTO OOecreYeHus
Je4eOHO-TMarHOCTUYECKOro Tiporiecca. X peTUHT oTpaxeH B TabI. 2.

Ta0muna 2
PelTHHr-111KaIa 4aCTHBIX 00BbEKTUBHBIX JICYCOHO-PEaOUIUTAIIMOHHBIX OIICHOYHBIX
KpUTEPHUEB, 00YCIIOBIMBAIOIINX yIOBICTBOPUTEIIbHYIO 3(PPEKTUBHOCTD
MEIUIMHCKAX TEXHOIOIUH

Pentunr [Iepeuenb KpUTEPUEB P

1 OO6ocHOBaHHOE Ha3Ha4yeHHWE NanueHTty Ooiee monoBuHbl| 00,0005
JIe4eOHBIX MEPOIPUSITHIA

2 Hy»xmaemoctp HalnreHTa B nmoronHuteabHBIX| 00,0012
peabMINTAIMOHHBIX METOAAX U CPEJICTBAX

3 HeobocHoBaHHOE Ha3HaueHUE A0 IMATH BUAOB JcueOHBIX| 0,0048
MEPOIPUATUN

4 CBoeBpeMEHHOE Ha3HaueHHWe NanueHty Oosee mosnoBuHbl| 0,0117
MEJIMKaMEHTO3HBIX U HEMEIMKAMEHTO3HBIX CPEJICTB

Tperbsi moarpymnma cCOACPKUT YAaCTHBIE OPraHU3ALMOHHO-METOANYECKUE
kputepun (OMK) ynonerBoputensHoil 3ddexkruBHocTn MT. OHU OTpaxkarot
3aBHCHMOCTh KOHEUYHBIX PE3yJbTaTOB OT KBAJMU(UKAIMOHHOTO YPOBHS JIEYAIIETO
Bpada, TEXHOOOECIEUEHHOCTH JIEUeOHOTO OTHAEICHHS, MPOJOIKUTEIbHOCTH
TOCIUTAJIU3ALMH NallMeHTa, OT MOJHOTHI OKa3aHHs OOJIbHOMY KOHCYJIbTAaTHUBHBIX
MEJIULIMHCKUX YCIYr, COOTBETCTBUS CTAHIAPTY COCTOSHMUS 310POBbS IALUEHTA
nepen BBIMMCKOM W3 OTIENEeHHs, a TakkKe OT OOOCHOBAHHOCTH IOCTAaHOBKH
KJIMHUYECKOTO U 3aKIIFOUUTENBHOTO AMarHo3oB. Peitunr-mkana OMK orpaxeHa B
Tabsn. 3.

TaoOmuna 3
PeliTHHr-11IKama 4aCTHBIX 00bEKTUBHBIX OPraHU3allMOHHO-METOIMYECKHIX
OIICHOYHBIX KPUTEPHUEB, 00YCIIOBIUBAIOIINX yIOBJICTBOPUTEIBLHYIO
3¢ (HEKTUBHOCTH MEAUITUHCKUX TEXHOJIOTHI

Pentunr Ilepeuens KpuTepuen P

1 Ouenka B 1eI0OM  HcHodb3oBaHHOM 3a  mepuoa| 0,0000
rOCHUTANIN3ALNY MAIMEHTa MEIUIIMHCKOW TEXHOJIOTUU Ha
"y IOBJIETBOPUTEIHHO"

2 "Tak cebe" cTeneHs agekBaTHOCTH MpuMeHenwust edanmM| 0,0000
Bpayom MT

3 Hanuume BO3MOXKHOCTM mnpuMmeHeHHs BpadoM npa”Horo| 0,0000
KBATU(UKAIIMOHHOTO  ypOBHS  0OoJjiee  aJeKBaTHOM
MEJIUIIMHCKON TEXHOJIOTUU

4 Haynnune BO3MOXXHOCTHM mpuMeHeHus jedamum Bpadom| 0,0000
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JTAHHOTO KBUTH(PUKAITMOHHOTO YPOBHS oonee
2 PeKTUBHON METUIIMHCKON TEXHOJIOTUU

5 Hanuuue ycnoBuil ans npumenenus Ha Oase seueOoHoro| 0,0000
OTJICJICHUS  COOTBETCTBYIOLEH  TEXHOBOOPYKEHHOCTU
ooiiee agexkBatHO MT

6 Hanwune ycnoBuit ans npumenenus Ha 06asze neued6Horo| 0,0000
OTJICJICHUS  COOTBETCTBYIOIIEH  TEXHOBOOPYKEHHOCTHU
6onee rapdexruBHoit MT

7 "Tak cebe" crenenp anmexkBatHocTH MeaumuHckon| 0,0000
TEXHOJIOTUH JUII  TEXHOBOOPYKCHHOCTH  JICUEOHOTO
OTJICJICHUSI

8 HeobocHoBaHHas 3a/1ep»Ka BBIITMCKH MallMeHTa 0,0000

9 Heokazanne OonbHOMY B cooTBeTcTBUM cO ctaHmaaptoMm| 0,0001

oOcyeIoBaHMs BaXXHBIX (CTEMEHbIO MO 3HaUUMOCTU 50 —
75 %) KOHCYJIbTATUBHBIX YCIYT IPYTUX CIIEIMAIMCTOB

10 CootBerctBue crangapry (r.e. kpurepusim kaudectsa)| 0,0001
COCTOSIHUSI 370pOBbsl TMAllMEHTa IME€pe] BBINUCKON U3
OTJICJICHUSI

11 Hemomupiii o0beM oxazanmsi OompHOMY HeoOxomumbrx| 0,0005
KOHCYJIbTATUBHBIX YCIYT

12 HecooTBeTcTBHE JUTUTEIBHOCTH rocrimtanu3anuu| 00,0009

MmanuceHTa MPOAOJIZKUTCIIbHOCTH, YCTaHOBﬂeHHOﬁ JJIA
I[&HHOIZ KJIWMHHUKO-CTaTUCTUYCCKOM I'PYIIIBI

13 HecootBeTcTBUE MEXY 3aKJIOYUTEILHBIM u| 0,0013
KJIMHUYECKUM JIMarHO3aMu

14 HeobocHoBanHoe BbicTaBieHue O60iapHOMY KimHHYeckoro| 0,0024
JIMarHo3a

15 B cootBercTBUM co cTanmapToMm ooOcienoBanus nanueHty| 0,0093

HE MPOBEIEHBI IO ABYX BKIIOYUTEIBHO KOHCYJIbTAUHU
Bpavyer-CIEHUATIMCTOB

16 HeoGocHoBanHoe  mpoBeaeHue oxHod wim  aByx| 0,0117
KOHCYJIbTallM Bpavei-CreIuaaucToB
17 O06ocHOBaHHOE MPOBEJICHHUE 0 TOJIOBUHBI BKIIFOUNTEIbHO| 0,0232

KOHCYJIbTAlIMM Bpayel-CIEHUAINCTOB
18 HecootBercTBue cranmapty oOcmenoBanus oObema| 0,0251
MPOBEJICHHBIX OOJBLHOMY KOHCYJIbTAlUM JIPYyTHX Bpayei-
CIEIUAIIMCTOB

19 HeobocnoBannoe BBICTABJICHUC 3akmrouyuTeapHoro| 00,0478
JIMarHo3a

[ToMUMO yCTaHOBJICHHSI YACTHBIX OOBEKTUBHBIX OIEHOYHBIX KpuTepueB MT
BBISIBJICH LENbIA  psAx  TecHO cBs3aHHBIX (p<0,001 wmu  p<0,05) ¢
YAOBJICTBOPUTEIBHON 3 (PEKTUBHOCTHIO JIEUeOHO-IUArHOCTHYECKOT0 TIpoliecca
MPUYUHHBIX (DAKTOPOB, KOTOpPhIE W OOYCIOBIMBAIOT HAIMYHME TOTO WM HWHOTO
YaCTHOTO OIIEHOYHOIro KputTepus. Hampumep, yJIOBIETBOPUTEIbHYIO OICHKY
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b (HEeKTUBHOCTH peann3oBaHHBIX MT ompenensior: MNpOW3BOJIbHAS 3aJCpPiKKa
BBIIIUCKM TMAaIlMEHTA, HEBHUMATEJIBHOCTh W M3JUIIHSS TOPOIUIMBOCTH JIEUAIEro
Bpaya Mpu NEPBUYHOM OCMOTpe OoapHOro. HemonHoe mepBuuHOE OOCiEnOBaHUE
NalMEeHTa B OT/EJIEHUHU CBA3aHO C HEJOCTATOYHOW OCHAIIEHHOCTHIO JIabDOpaToOpHil,
HEBHUMATEILHOCTbIO B paboTe Jieyamiero Bpaya, €ro mnpodecCHoHAIbHOM
HEKOMIIETEHTHOCTBIO, MIEPErPY>KEHHOCThIO HHCTPYMEHTAJIbHBIX U (DYHKIIMOHAJILHO-
JIMAarHOCTUYECKHUX KaOWHETOB, ux HEJ0CTaTOYHOU OCHAILIEHHOCTBIO.
HeobocHoBaHHOE MpoBeAeHUE METOAOB MEPBUYHOTO 0OCIEIOBaHUSI 00YCIOBICHO
CTpeMJICHHEM JICUaIllero Bpaya "mepecTpaxoBaTbes U €ro HeBHUMATEIbHOCTHIO.

HeoOocHoBaHHOE, HECBOEBPEMEHHOE U HEIOJHOE OKa3aHWe MalUueHTy
HE00X0AMMOro 00beMa KOHCYJIBTATHUBHBIX YCIYT CBS3aHO C HEBHUMATEIHbHOCTHIO
nedariero Bpada (P = 0,0193; 0,0229; 0,0003, coorBeTcTBeHHO). HeobocHOBaHHOE
Ha3HAYCHUE KOHCYJNbTAUMH BPa4eU-CHELHUAINCTOB TAaKXKE CONPSDKEHO  CO
cTpemyieHueM Jiewaniero Bpada '"mepectpaxoBatbes”" (P = 0,0041). Ilpuunnoit
HECBOEBPEMEHHOI'O U HEMOJHOI0 MPOBEACHUS Kypca JIEUEOHBIX MEpPOIPUSTHIMA
ABJIgeTCSl MpodeccHoHanbHass HEKOMIIETEHTHOCTh JIEYalllero Bpada, O YeM
ceuaerenscTByeT BennunHa P, paBnas 0,0041 wu 0,0401, cooTBETCTBEHHO.
[IpuunnamMu e HEOOOCHOBAHHOTO HA3HAYEHUS] U OTMEHBI MEIMKAMEHTO3HBIX
CPEIICTB BBICTYNAIOT CTPEMJICHHE JI€Yallero Bpada 'mepecTpaxoBarbes', €ro
HEBHHUMATEJILHOCTh ¥ HEJ0CTATOYHAs KBaJIU(UKAIIKS.

Henonnoe kinnHuuyeckoe oOcieoBaHUe MallMeHTa JIeYalluM BpaduoM Mepen
Boimucko u3 JIITY oOycnosneno neBHumatenbHOCTHIO (P = 0,0000) 1 u3numiHei
ToportnBocThio (0,0290) Bpaua, HEMOJIHOE KOHTPOJIHHOE OOCIEAOBaHUE — TAKXKE
HEBHMMATENIbHOCTHIO Jevamero Bpada (0,0000), a HeoOOCHOBaHHOE HAa3HAYCHHUE U
MPOBEJECHUE KOHTPOJIbHBIX HCCIEIOBAHUI — CTpPEMJICHMEM JIeHallero Bpaya
"mepectpaxoBatbes” (0,0441).

Ha  ocHoBe  wuccienoBaHusi  BBIACIEHbI  OCHOBHBIE  IPUYHUHBI,
00yCIIOBIMBAIOIINE YOBJIETBOPUTEIIbHY IO 3¢ HEKTUBHOCTD aede6HO-
JIMAarHOCTUYECKOTro Mporiecca. X peUTHHr-1ikana npeacrapieHa B Taou. 4.

Ta0muna 4
[IpuuuHb! y10BIE€TBOPUTEIbHON 3(PPEKTUBHOCTU MEAUITUHCKUX TEXHOJIOTHIM
Peitunr HanmvenoBanwne akTopos P
| HeBHUMAaTENBbHOCTH JI€HaIEro Bpaya 0,0000
2 IIpousBosbHas 3a7epKKa BRIMUCKHA nanueHTa u3 JIITY 0,0000
3 Henocrarounast ocHaIeHHOCTD J1abopaTopuu 0,0000
4 CrpemiieHue Jieyallero Bpada "mepecrpaxoBaTbes’ 0,0000
5 [IpodeccnonanbHass HEKOMIETEHTHOCTD Jievarero Bpada | 0,0041
6 Ileperpy>€HHOCTb HHCTPYMEHTAIBHBIX U 0,0076
(GYyHKIIMOHATHHO-TUATHOCTHYECKIX KaOMHETOB
7 HenocraTounas kBanudukamnus jgedamiero spaya 0,0135
8 Henocrarounas 0CHalIEHHOCTh HHCTPYMEHTAIBHBIX U 0,0181
(yHKUIHOHATBHO-TIMArHOCTUYECKUX KaOMHETOB
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Takum o0Opa3zom, pa3pabOTaHbl YYyBCTBUTEIBHBIC OIEHOYHBIE KPHUTEPHH,
XapaKkTepU3yoIIne paboty MEAUIIMHCKOTO nepcoHasa Jede6HO-
NPOPUIAKTUYCCKAX YUPSKIACHUN, IESITeIbHOCTh MOJPA3JCICHUNA M Ka4eCTBO
MEIUIUHCKOTO 00CITY)KMBaHUS HACCIICHHUSI.

11 MOJEJIb MEIUIIUHCKOI'O TEXHOJIOTMYECKOI'O ITPOLIECCA.
OCOBEHHOCTH NPOBEJEHUSI MEJIUKO-BUOJIOTUYECKHNX
HUCCJIEJOBAHUN

2.1 KOHCprKTbl H 3JIEMECHTBI MEANINHCKOT0O TEXHOJIOINYECKOI'0 1mmpouecca

Bynem  BbIIENSATh OCHOBHBIE KOHCTPYKTBI M OCHOBHBIE  3JIEMEHTHI
MEJULMHCKOIO0 TEXHOJIOrMYEeCcKoro mnpouecca. K 4ucily OCHOBHBIX KOHCTPYKTOB
OyZeM OTHOCUTb OI'PaHUYEHUS, UMIIEPATHUBHI U ONEPATOPHI, & K YUCIIY DJIEMEHTOB —
Je4yeOHbIe MEPOIIPUSATHS.

byaem monarath yTo, B 00IIEM ciydae, Kaxaoe€ JIeYeOHOE MEpONpUsTHE
COCTOMT W3 OrpaHUYEHMI, MMIIEPATUBOB M OlEepaToOpoB. Ecim umneparusbl U
orepaTopbl Ha3blBaTh ONEPALUAMU, TO MOXXKHO CUHUTaTh, YTO KaxKJ0€ JeueOHOe
MEpPONPUATHE COCTOUT U3 OrPAHUYECHUN U ONIEPALIUN.

OT0 03HavaeT, yTo Kaxablid anemeHT MTII (ieuebHOE MEPOITPUATHE) MOKHO
IPEICTaBUTh B BUJE YIIOPSAOYEHHON TPOMKHA OCHOBHBIX KOHCTPYKTOB

<C0n(tl.),]mp(ti),O(tl.,tﬁl,];,Vl.,Locl.».

31ech Con(ti),lmp(ti),O(tl.,tm,];, V,.,Locl.) 03HAYaOT HEKOTOPbIE
KOHKPETHBIE OTPAHUYEHHUS], UMIIEPATUBBI U OIIEPAaTOPbI COOTBETCTBEHHO.

Beskomy 3Tamy TEXHOJIOTMYECKOrO IIpoIiecca COOTBETCTBYET HEKOTOPOE
MHOXXECTBO  JICYEOHBIX  MEpPONpUATHA. ITO  O3HAYaeT, YTo I-U  JTal

TEXHOJIOTHYECKOI0 TMPOLECCa MOXHO MPEICTABUTh HEKOTOPBIM MHOKECTBOM
3JIEMEHTOB, 00pa3yIOUINM MOAMHOXECTBO E nekapToBa npousBeaeHUs

CON(t,)x IMP(t,)x O(t,.t,,,,T.,V,,Loc, )

Y+l

E < CON(t,)x IMP(t,)x O

rae CON (t,) — MHOXeCTBO orpaHuueHuil; IMP(t,) — MHOXECTBO MMIICPATHBOB;
O — MHO>XXECTBO OIIEPATOPOB.

3ameTuM, 4TO C omeparopaMu U3 ceMmeiictBa O MOTYT ObITh CBSI3aHbI
HEKOTOPBIE YCIIOBHSI, ONMPEAEISIONME TPUMEHUMOCTh ONEPATOPOB U, TEM CAMBIM,
BBIICIIAIONINE TOYKH BETBJICHUSI MEIUIIMHCKOTO TEXHOJIOTHYECKOTO IpoLiecca.

Jlnst onvcaHust MOJENH MEAUIIMHCKOIO TEXHOJIOTMYECKOT0 MPoIiecca BBEIEM
MHOECTBO / C 3aJJaHHBIM Ha HEM OTHOIIIEHHEM JIMHEHMHOTr0 MOopsAaKa <, MHOKECTBa
CON, IMP u O u orobpaxenus: CON' :1 — CON, IMP" :— IMP u O’ :Int = O,

rae Int < [ x I Takue 4ro,
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V. el CONI(i)zCon(i),

V, el IMP'(i)=Imp(i),

vV (i.i,) € IntO' (i, i, ) = O(i,,i,,T,,V,, Loc, )

Pasymeercsi, Con(i), Imp(i) u O(i,i,,T,V,,Loc,) cyts smementsi CON,

IMP u O, COOTBETCTBEHHO.
Toraa BocbMEpKyY

M :<I,Int,CON,IMP,O,CONI,IMPI,O’>

OyJZieM Ha3bIBaTh MOJIEJIbI0 MEAUIIMHCKOTIO TEXHOJIOTUYECKOT0 MpoIiecca.

Onumiem Tenepb Kaxayto KOMIIOHEHTY MOJIeTu 00JIee TOYHO.

Janee Bmecto i Oyaem uHorna wucnoib3oBaTh t. Orpanuuenus Con(t)
BKJIFOYAIOT: TPEOOBAaHMS Ha MPOJOKUTEIBHOCTh dTana — L(t); Hanbosee BaXKHBbIC
MoKa3arelu, Tpeoyrone 00bEeKTUBHOTO HCCIIeIOBAaHUS — P(?); KpUTepuu nepeBoia
B JIpyroe otneineHue — Ktr; KpUTepHaIbHOE MOATBEp)KACHUE auarHoza — Kds;
KpUTEPUHU BBITTUCKH W3 cTaruoHapa — K; kputepun (yCIOBHS) TPUMEHUMOCTH
oneparopa — C. Wnaue rosops, Con(t) = (L(t)&P(t)&Ktr(t) &Kds&K&C). B
TanbHEeHIeM Mbl OyneM 3aMeHsITh 3HaK «&» 3amnstor. Wmmepatusbl Imp(t):
yKazaHusi 1o BbIOOpy cnenuanucroB — Ch(t); wmanunymsuun — M(1);
WHCTPYMEHTAJIbHBIE U JJaOOopaTOpHbIE ucciaeaoBanus — Reh(t), 1.e. Irnp(t) = (Ch(t),
M(1), Reh(1)).

PaccMoTpum npumMepbl pparMeHTOB HEKOTOPHIX TEXHOJIOTMYECKUX KapT.

Huxe (kypcuBoM) mTipuBeACHBI (parMeHTbl TEXHOJOTUYECKON KapThl
OpOHXHAJILHON aCTMBI.

Buinonnsiemesa  oyenxka cocmosmus U 8 3A6UCUMOCMU  OM  IMO20
NPOOOAHCACCSL MO ULU UHOE JledeHue.

Monumopuposanue cocmosanus uepez 15-80 mum nocie Hauana neuyeHus.
Ilpu ucuesnosenuu ceucmawux xpunoé u npu [ICB > 80 % om nyywux unu
O0JIHCHLIX He MeHee 4 4acos npoooiicums npuem [5-a2oHucmos Kkaxcovie 3~4 uaca.

BoijiennM OCHOBHBIE 3JIEMEHTHI 3TOT'O OIUCAHUS.

Manunynsuuu: M(t;) = MonutopupoBanue coctosHus depe3 15-30 mMuH
nocJie HayaJia JeUeHUs:

Brinonnsiercst onienka coctostHusi. Ha atoit (dasze BbiaenstoTcss Hauboiee
Ba)KHBIE MOKa3aTeH, TPEOYIOIINEe 00BEKTUBHOTO UCCIIEIOBAHUS:

Omnepatop O,:

O,= [[Ipopomxuts npuem [-aronuctoB] (T: 3-4 yaca, Loc: T10).

3nech 3-4 yaca — NEpUOJUYHOCTD BBITIOJTHECHMUS.

Ocrarorcs ceuctsame xpunsl, [ICB 60-80 % ot my4immx uiam JOJKHBIX.

1. IIpeonoorcums cocnumanuzayuio.

2. Ilpu omxkase om cocnumanuzayuu: NAPOOOINCUMb  UHATAYUU
[r-acoHucmos 6 npedcHUx 003ax Kadicowlll uac, npeoHu3onoH eHymps 80 me;
0CMOMP NYIbMOHON02OM 01 KOPPEeKYuu 6a3ucHol mepanuu.

Py(t;) = Ocratorcs cuctsamue xpunbl, [ICB = 80-80 % or aydmux unu
JTOJDKHBIX.
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Impy(t,) = llpeayioxKUTh TOCIUTATU3AIUIO.

O; = [[Ipogomxuth uHransuu [r-aronuctoB] (T: 1 gac , V: 200-400 mxr,
Loc: T10).

O4= [ITpeanuzonon BuyTps] (V: 30 mr, Loc: T10).

Hapacranne cumnromaruku, [ICB menee 60 % OT mydInX Uiv JOJKHBIX.

1. Ilpooonsxcums  uneanayuu  [r-aconucmos + I'KC nepopanvHo
{npeonuzonon 30 m2) + uneanayuu amposernma 40 mxe ¢ HOMOWBIO OO3UPOBAHHO2O
asposzonsn unu 0,5 me uepes nedbynatizep unu syguinun 2,4% — 10,0 eHympusenno
MeONIeHHO.

2. T'ocnumanuzayusa ¢ cmayuouap.

Py(t;) — Hapacranne cumnromatuku U IICB < 60 % oT myummx win
JOJKHBIX.

O; = [IIpopomxute unransuuu fr-aronuctoB] (T: 1 gac, V: 200-400 wmxr,
Loe: T10).

O4= [ITpegauzonon BHyTps] (V: 30 mr, Loc: T10)

Os = [MHransuuy aTpoBEHTa € MOMOIIBIO JTO3UPOBAHHOTO a’pozoist] (V:
40 MKT).

O¢ = [Muransmuun atpoBeHTta uepe3 HeOymnaizep] (V: 0,5 mr)

O; = [Dydunnun 2,4% BHyTpuBeHHO MeuieHHO| (V: 10,0).

M(t,) = I'ocniutanu3zanus B CTallMOHAP.

2.2 MapumipyTsl ¥ MapLIpyTH3aL U

B npencrasnenun MTII kpome Tex 37€MEHTOB, KOTOpbIe ObUIM OMHCAHbI
BbIIIE, JOJDKHBI OBITh OTPAXKEHBI W CTPYKTYPHbIE XapaKTEPUCTHUKUA HSTAIOB
TEXHOJIOTHYECKOI0 Ipolecca M ero mnoanponeccoB. K Takum XapakTepuCTUKaM
OTHECEM, TIPEXKAE BCErO, CBOMCTBA OTHOLICHHUW, 3aJaHHBIX HA MHOXECTBE
JJIEMEHTOB TEXHOJIOTUYECKOI0 IIpolLecca.

Kak Obu10 cka3aHO paHee, 3Tall MEIUIIMHCKOTO TEXHOJIOTMYECKOTO Ipoiecca
IpEeJICTaBISIETCs CIASAYIOLUIIM 00pa3oM:

E < CON(t,)x IMP(t,)x O

OpHako MPU TAKOW 3amuMCH OCTAeTCS B CTOPOHE BOMPOC O TOM, B KaKOU
MOCJICTIOBATEIFHOCTH BBITIOHSITE ONepaTopbl M3 MHOKecTBa O.

Tak, B mpuMepe, pacCMOTPEHHOM BbIllle, HayalbHasg Tepanus Ha
JIOTOCIUTAIBHOM JTane M MPOAOKEHUE JIEYEHUS! OMMCHIBAIOTCS OINEpaTOPaAMHU
0,—0, umnepatuBamu M(t,), M(t,) u M(t;), orpannuenusmu Pi(t,), P,(t;) u P3(3),
MIPU 9TOM KakK TMOPSIIOK WX BBIMOTHEHUS, TAK U IPUMEHUMOCTh MOTYT 3aBUCETh OT
BBITIOJIHEHUSI HEKOTOPBIX YCIIOBUH.

Takum oOpa3zoMm, Korja Mbl TOBOPUM O CTPYKType, TO MMEEM B BUIy HE
CTOJIBKO CTPYKTYypy MHOXkecTBa (O, T. €. CTPYKTYpy MHOXXECTBA OIEPaTOPOB,
CKOJIBKO CTPYKTYpy MHOkecTBa E, T.e. MHOXkecTBa 3nemMeHToB MTII.

Takue cTpyKTyphl IPUMEHUTEIIBHO K TEXHOJIOTHIECKUM MPOIIECCaM PHHSITO
Ha3bIBATb Mapuipymamu, a 3aadyy COCTaBIECHUS MapIIPYTOB — MaApUpymusayuetl.

BrIaensroT 4eTeipe BUAa MapuipyTH3aIUH:
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nocieaoBaTenbHasl,

napajjienbHasi,

yCIJIOBHAS

U UTEpaTUBHAS.

[TocnemoBaTenpHasi ~ MapHIPyTU3aUs  COOTBETCTBYET  BPEMEHHOMY
OTHOIICHUIO CTPOTOr0 JIMHEHWHOTO TIOpSAAKa Ha MHOXECTBE DJEMEHTOB. OTO
o3Havaer, yto jedeOHoe Mmepornpusitue e(t,)eE MoxkeT ObITh BBIIOJHEHO TOJBKO
MOCJI€ TOT0, Kak OyJieT BbIOIHEHO e(t;)eE.

[TapannenpHass MapmIpyTH3aIllds O3HAYACT, YTO TOPSAJOK BBITIOJHEHUS
Je4eOHBIX MEPOTIPUITHI HE UMEET 3HAUCHHSI.

YcnoBHAS MapuIpyTH3AIUs COOTBETCTBYET BHIOOPY MEXKIY IBYMsI HIIH OoJiee
MapuIpyTamHu.

WtepatuBHas MapuipyTU3alusi COOTBETCTBYET IOBTOPEHHUIO HEKOTOPOIO
MapIipyTa, oka He OyAyT BBIIOJIHEHBI HEKOTOPbIE KPUTEPUU.

To 00CcTOSATENBCTBO, YTO JIBA AJIEMEHTA MPUHAIICKAT OTHOIICHUIO CTPOTOT0
JUHEHHOTO TIOpsiKa, OyaeM 0003HadaThb CHUMBOJIOM «—». [lapamienpHyro
MapuipyTH3aluo OygeM o003HayaTh CUMBOJIOM «<>». Y CIOBHas MaplIpyTH3aLUs
oGosHauaeTcss cuMBonmoM «T{»/. HTepaTMBHAs MAapLIPyTH3aLMsi, T.6. TO
OOCTOSITENILCTBO, YTO  TOCIEIOBATEIHHOCTh  JJIEMEHTOB  IOBTOPSIETCS 7O
BEITIOJIHGHUSI HEKOTOPOTO KpUTepws, Hampumep, K¢, OyIeT 3amuchiBaThCS
CJIeAYIOIIM 00pa3oMm:

(...) Kt, tne B ckoOKkax — MOBTOpseMasi MOCIEI0BATEILHOCTh ONepaiui, a
Kt — xputepuil OKOHYaHUS TOBTOPEHUSI.

WTak, MEIWUIMHCKUN TEXHOJOTUYECKUN TMpollecC B caMoM oOIeM BHJIE
MOJXKET OBITh MPEJCTABIIEH CIEIYIOUUM 00pa3oM:

E—>E, —>..—>F

rjae E; _aTambl TexHomorudeckoro mnporecca (i =1, 2,..., n).
Kax1p1il 13 3TanoB SABISAETCSA CTPYKTYPUPOBAHHBIM MHOKECTBOM 3JIEMEHTOB.
Hanpumep, m1s stana E; OHO MOXET UMETh BUL:

(e“ —e, > (e, e,) —>(e15 N elé))

3/1ech y KaKJI0r0 2JIEMEHTa MEePBBIM HUKHUN UHICKC O3HAYaeT HOMEp dTara,
BTOPOI — HOMEp B ITare.

OTa 3amuch O3HAYaeT, YTO DJIEMEHTHl €;; U €12 BBINOJHSIIOTCS CTPOro
IIOCJIEIOBATENBHO, 3aTEM B JII000H MOCJIEN0BATEILHOCTH BBIIIOIHSIIOTCS €13 U €14 U
MIOCJIC BBIMOJHEHUS dTUX MEPONPHUATHI BBIMOJHICTCS OJIUH U3 DJIEMEHTOB €15 WUJIU
€16, B 3aBUCUMOCTH OT BBITIOJHEHUSI YCIOBUH, BXOSIIUX B OTPAHUYCHHUS PJIEMEHTA
€15 U B OTPaHUYECHUS MEPOIIPUATHS €.

2.3 FpaqmquKoe NnpeacTaBJdeHuEe MEAUNINUHCKUX TEXHOJOINYECKUX MMPOLECCOB

PaccMoTpum  Temeph  rpaduyeckoe  MPEACTABICHHE  METUITMHCKHX
TEXHOJIOTUYECKUX TmpoleccoB (puc. 2.1). i 3Toro mnpumeMm CleAyHIIue
coryameHus:  Trpadpuyeckoe  HM300paKEHHUE  TEXHOJIOTUYECKHUX  MPOIIECCOB
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IpeCcTaBiIsieT co00i HA0Op aKTUBHBIX IpaduyecKux 00BEKTOB (MIPSIMOYTOJIBHUKOB
1 DJITUTICOB) M YCIIOBHH, M300pakaeMbIX POMOaMHU.

bporxuansuas Kenezonedurmraas
acTMa aHeMuA

Puc. 2.1 I'paduueckoe mpeacTaBieHe MEIUIIMHCKUX TEXHOJIOTMIECKUX
IIPOIECCOB
AD — amOynatopuslii 3Tan, MU — Mmanunymsiiuu u uccneaosanus, JIM — nabopatopHsie
uccienoBanus, pa — GpusukanbHele faHHble, [1O — npuemHoe oTaeneHue,
OPUT — ornenenune peanumanuu, KO — kiuHnyeckoe otaenenue, pead — peabunuranus,
BBIN — BBINUCKA, JIM — neuebnbie Meporpusitus, O — olieHKa TSHKECTH 000CTpEeHHUS,
y IIa — YCTaHOBJICHHE NIPUYUH aHEMHH, 110J1 — ITOJIUKINHUKA, [T — IUIaHOBAs
TOCIHUTAIN3aLus, CT — CpO4Has rocnuranusanus, TO — TepaneBTHYECKOe OTACICHUE

B npsimoyronpHHMKax ykazaHO MECTO JiedeHHUs OOJIBHOTO, a B DIUIUIICAX —
JedeOHbIE  OMEpaTopbl W MAHUMYJAIHMH,  BBIMOJHSEMBIE B paMKax
TEXHOJIornyeckoro mpouecca. [locienoBarenbHOE  pacHoONIOKEHUE  CTPEIIOK
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YKa3bIBa€T Ha CTPOrO MOCIIE/IOBATEIIbHBIC JICUCOHBIE MEPOIPUSATHS; BE CTPEJIKH,
UCXOJSIINE W3 OAHOTO TMPSAMOYTOJIbHUKA WM BJUIMICA, CBUACTEIBCTBYIOT O
napajjieIbHOM MapIIpyTH3aluy; JBE CTPEIKH UCXOIAlIue M3 pomMOa, 03HAyaroT
YCIOBHYIO MapUIpyTH3allUl0, a CTpefika (WM HampaBlICHHas KpuBas JIMHUSA),
ucxojsmas u3 pomOa W BXOAsIIas B HEKOTOPYIO BEPIIMHY, MPEIIIECCTBYIONIYIO
ucxojsmed, o0003HaYaeT WTEPATUBHYIO MapLIpPyTU3alUio. OTH COTJIAllleHUs
UCIIOJIb30BAHbl JUIsSl TIPEACTABICHUS (pa3yMeeTcsi, YIPOIIEHHOT0) MEIUIIUHCKUX
TEXHOJIOTUYECKUX TMPOIECCOB OpPOHXUATBHOM acCTMBl M Kelne30AePUIIUTHOM
aHEMUHU.

Chopmynupyem psaa (HakTopoB, KOTOpPhIE OOYCIOBIMBAIOT OCOOCHHOCTH
nposeneHus MBU [3].
1. ChnoxHocTb OpraHu3anmu HM  (PYHKUMOHMPOBAHHMSI  OPraHM3Ma,
cnenuduueckue  OcoOEHHOCTH  OMONIOTHYECKOro  oOBbeKTa Kak  oOBeKTa
UCCIIEIOBaHMM, pa3HOOOpa3ue OMONOrMYeCKUX OOBEKTOB, KOTOPBIE MOTYT CTaTh
00BEKTAMHU MEIUKO-OMOJIOTMYECKUX UCCIIET0OBAHUN.
2. Hanu4yue ABYX MOAXO0A0B K OlleHKE COCTOSIHMSA OpraHu3Ma:
(U3HOTOrNYECKU — MPOBEACHUE MCCIEIOBAHNUN HETOCPEACTBEHHO HAa OpraHu3Me
U aHAUTUYECKUH — HCclieloBaHue OUOmpoO, B3ATHIX M3 BHYTPEHHEU Cpe.bl
OpraHusma.
3 3arpyaHeHusi nmpW HcCCIeJOBAHUSIX BHYTpPeHHe#l cpeabl opranusMa 0e3
HapyILIEHUs €ro LEeJOCTHOCTH. Vcronp30BaHne BHYTPEHHUX MOJIOCTEN U BBEICHHE
B HUX M3MEPUTEIBHBIX MpeoOpa3oBaTesieil 4acTo COMPsHKEHBI C HEMPUATHBIMU, H
Ja)ke TOKCHUYHBIMH PEaKIMUSIMH CO CTOPOHBI OpPraHu3Ma. IJTO OOCTOSTEIHCTBO
MPUBEJIO K PA3BUTHUIO aHATTUTHYECKUX METOIOB U3YYEeHHs OHOIIPOO.
4. C10XKHOCTh B3aUMOCBSI3ell (r3HuecKux U (PU3UKO-XUMHYECKUX MPOSBICHUNA
KU3ZHENIEATEIbHOCTH OpraHu3Ma C MEIUKO-OMOJOTMYECKUMH IIOKAa3aTelsiMUu U
(PU3HOJOrMYECKUMH  TPOLIECCAMH; XapaKTep 3TOW CBA3M alpUOPHO HE BCErjaa
MOJIHOCTBIO U3BECTEH.
5. OtoOpa:keHHe OJHOTO M TOro0 k€ (PU3MOJOTHYECKOro0 Impouecca
OJTHOBPEMEHHO BO MHOTrUX (U3MYECKHX TMPOSABJICHUAX, YTO IO3BOJISET
MPEJIOKUTh Pa3sHOOOPa3HbIE METOJIbI MCCIEIOBAHUS MPUMEPHO C OJUHAKOBBIMU
JTUArHOCTUYECKUMH BO3MOXKHOCTSAMH.
6 OTrcyTrcTBHE YHHBEPCAJIBHOI0 METOAAQ WM IPYIIBI METOI0B, KOTOPbIE MOTIJIU
Obl J1aTh TMOJHOE TIPEJICTABICHHE O COCTOSHUW OpraHu3Ma, MPUBOIAUT K
HEOOXOJMMOCTH BBIOOpAa KOMIUIEKCA HCIOJb3YEMBbIX OJHOBPEMEHHO METOOB
W3YYCHUS IPAKTUYCCKU JUTSl KAXKIOU U3 METUKO-OMOJIOTMYECKUX 3a/1a4.
7. PazHooOpa3ue MeIUKO-0HOJIOTHUYECKHX MOKa3aTejed U (PU3H0JOrHYeCKHX
NPOLECCOB,  3HAHME KOTOPBIX HEOOXOOUMO [UIsl JIMarHOCTHKU COCTOSHUS
opranu3ma. OHM MOTYT OBITH ONPEIEICHBI C TOMOIIbIO BCAKHUX METO/AOB, OJHAKO
ux (¢usznyeckas TMNpuUpoJa MNPUBOJUT K Pa3HBIM IOTPEIIHOCTSM, [O3TOMY
pe3ybTaThl UCCIEI0BAHUM MOTYT HE COBIAJATh.
8. TpyaHocTs y4dera BceX OJHOBPEMEHHO M AKTUBHO BO3AEMCTBYKINHMX HA
OPraHu3M NOCTOPOHHHUX (PAKTOPOB, MU3MEHSAIONMINX 3HAYEHUS PETUCTPUPYEMBIX
napameTpoB. (Ocoboe MecTo Mpu HTOM 3aHUMAIOT MCUXO(PU3HOJIOTUYECKUE
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(dakTopbl, BIHUSHUE KOTOPHIX HA BEJIMYHMHY HU3MEPSEMBbIX MapaMeTpOB HOCUT
CIIyYalHBId HENPEIACKA3yEMbI XapaKTEp M MOXKET CYLIECTBEHHO HCKaXaTb
pe3yJIbTaT.

9. Heo0Xx0AUMOCTb TOYHOI'0 BbINOJHEHUS METOANYECKHUX NMPUEMOB TTOJTOTOBKHU
O0nooObekTa (opraHu3ma, oOpraHa, OHOTKaHM WJIM BEIECTBA, B3ATOTO0 U3
BHYTPEHHEH CpeJbl) K MCCIe0BATEIbCKOMY dKCIIEpUMEHTY. JIr000i sKCepUMEeHT
C OHOJIOTMYECKHMM OOBEKTOM Ja)Xe B CaMbIX MPOCTBIX CIydasX Tpeoyer
BHMMATEJIBbHOIO OTHOILLIEHHUS K MTOCIEN0BATENBHOCTH U TIIATEIIBHOCTH BBIITOTHEHUS
BCEX ATAIlOB, UMEIOLINX OTHOLIEHUE K €r0 IPOBEACHUIO.

10. Heo0xogumocTh YyuyeTa HMHAMBHAYAJIBHOr0 pa3dpoca U3MEPSIEMBbIX
MoKa3aTejaed, WX BHYTPUTPYNIOBOM W3MEHYMBOCTH, BJIUSHHUS  aHATOMO-
(bU3HOTOTUYECKUX OCOOEHHOCTEW KOHKPETHOTO MCCIIEyEeMOr0 OpraHu3Ma.

11. IMoaBHKHOCTL 00BEKTa HMCCJIEIOBAHHMS CO CIOXKHBIM M B OOJILIIWHCTBE
CJIy4aeB HEU3BECTHBIM 3aKOHOM JIBUKEHHUS, YTO CO3AAET METOAUYECKUE TPYIHOCTH
IpA y4Ye€Te BIWSHUA XapakTepa ABMKEHUS Ha PETUCTPUPYEMBIE IPOLECCHl U
MapameTphI.

12. CJ0KHOCTH TE€XHOJOTMYECKHX CXEeM BBINMOJHEHUS MEIUKO-OMOIOTHYECKUX
HKCIEPUMEHTOB, BKJIIOYAIOIIMX JBa OCHOBHBIX J3Tama — TMOATOTOBKH OO0BEKTa
UCCJIEIOBAHMSI U HEMOCPEICTBEHHO CaMOI'0 HCCIENOBAaHUS — M OOJIBIIOE YUCIIO
pa3zHoo0pa3HbIX Olepanuil Kak Mo MOAroTOBKE, TaK U MO UCCIIEIOBAHUIO.

B npunoxennn | mpuBeneH npuka3 MHHHCTEPCTBA 34paBOOXPAHECHUS U
conmanbHoro passutus Poccuiickoit ®eneparuu ot 20 urons 2007 . Ne 488 «O06
YTBEPXKJICHUU aJMUHUCTPATUBHOTO perjameHta @DeaepanbHON CIyXKObl 110
HaJ30py B cdepe 3ApaBOOXPAHEHUS W COIHAIBHOTO PA3BUTHS MO HCIOIHEHUIO
rOCyJapCTBEHHONW (YHKIIMHM TIO BBIJa4e pa3pelieHuid Ha TPUMEHEHHE HOBBIX
MEIUITMHCKUX TEXHOJIOTHI [5].

B npunoxennn 2 nmpuBeneHo —PeructpanroHHoe — yaOCTOBEpEHUE
denepaibHOM CIIy)Obl MO HaA30py B cdepe 3apaBOOXPAHEHHUS U COIUATIBLHOIO
pa3zButus (Poc3apaBHanzopa) Ha MPUMEHEHUE HOBBIX MEAUIIMHCKUX TEXHOJOTHH.
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INPUJIOXEHHUE 1

3apeructpupoBano B Muntocte PO 1 asrycra 2007 r. N 9938

MUHUCTEPCTBO 3IPABOOXPAHEHUS 1 COIIUAJIBHOI'O PA3BUTHUSA
POCCHVICKOM ®EJEPAIIUA

IMPUKA3
ot 20 uroas 2007 r. N 488

OBb YTBEPKXJIEHUU A/IMUHUCTPATUBHOI'O PETJIAMEHTA
®EJEPAJBHOM CJIYKBBI 1O HAJI3OPY B COEPE 3JIPABOOXPAHEHUS
1 COIUAJIBHOT'O PA3BUTHS IO UCIIOJTHEHUIO I'OCYJIAPCTBEHHOM

®YHKIIAH IO BBIJTAYE PASPEIIEHUI HA IPUMEHEHUE
HOBBIX MEJJMIIUHCKUX TEXHOJIOT U

B cootBerctBun c IloctanoBnenusimu IlpaButensctBa Poccuiickoit ®@enepanuu ot 11
HOsiOpst 2005 1. N 679 "O mopsake pa3paOOTKW W yTBEPKICHUS aJIMHUHHCTPATHBHBIX
pPETrJIaMEHTOB HCIIOJIHEHUSI TOCYNAapCTBEHHBIX (YHKIMA M aIMUHUCTPATUBHBIX PETIAMEHTOB
nmpeaocTaBieHuss TocyaapcTBeHHbIX  yeuayr' (CoOpaHme 3akoHOJATeNbCTBA  Poccuiickoit
®eneparmn, 2005, N 47, c1. 4933), ot 30 utonst 2004 r. N 321 "O6 yrBepxkaeauu [lonoxeHus o
MuHuCTEpCTBE 3APABOOXPAHEHUST U  coluaidbHOro pasButus Poccuiickoit deneparun'
(Cobpanme 3axonogarenscTBa Poccuiickoit @eneparum, 2004, N 28, ct. 2898; 2005, N 2, ct. 162;
2006, N 19, cr. 2080) u or 30 wmrous 2004 r. N 323 "O6 yrBepxacHuu IlojoxxeHus o
@denepanbHOil city)k0e Mo Ham3opy B cdepe 3ApaBOOXPAHCHUS M COIUAIBHOTO pa3BUTHS"
(Cobpanue 3axkonomarenbctBa Poccuiickoit @eneparuu, 2004, N 28, ct. 2900; N 33, ct. 3499;
2006, N 52 (III 4.), ct. 5587; 2007, N 12, cT. 1414) npuka3biBao:

1. VTBepauth mpuiiaraeMblii AJIMUHUCTPATUBHBIN periiaMeHT denepaabHON CIYKOBI 10
HAA30py B cdepe 3ApaBOOXPaHEHUS U COIMATBLHOTO PA3BUTHS 110 UCTIOTHEHHUIO TOCYIapCTBEHHOMN
(GYHKIIUH 10 Bbllaye pa3pelieHnit Ha MPUMEHEHHE HOBBIX MEAUIIMHCKUX TEXHOJIOTHUH.

2. @enepalbHON cy)k0e 1Mo HAA30py B chepe 3IpaBOOXPAHEHUS U COLUATHLHOTO Pa3BUTHS
o0ecrevynTh OCYIIECTBICHUE BbIIAYM pa3pelieHUil Ha MPUMEHEHHE HOBBIX MEIULUHCKUX
TEXHOJIOTHI B COOTBETCTBUU ¢ AJIMUHUCTPATUBHBIM PETJIAMEHTOM, YTBEPKACHHBIM HACTOSLIUM
[Tpukazom.

3. Ilpusnars yrpatuBmum cuiy Ilpukaz MuHucTepCcTBa 31paBOOXpAaHEHUS U COLIMATILHOTO
pasButust Poccuiickoit ®enepanuu ot 31 nmexadbps 2004 r. N 346 "OO6 opraHuzamnuu BbAaud
paspellieHuil Ha NMPUMEHEHHE MEIUIMHCKUX TEXHOJIOrMi" (3aperucrpupoBaH B MuHHCTEpPCTBE
toctunuu Poccuiickoit @enepanun 10 depans 2005 r., peructpanmonssiii N 6317).

4. KouTponb 3a wucnoiaHeHueM Hacrosmero Ilpukaza BO3JOXKUTH Ha 3aMECTHUTENS
MunucTpa 3ApaBOOXpaHEHUST M coLMalIbHOTO pa3BuTuss Poccuiickoin @enepanuu B.U.
Crapony0OoBa.

Munuctp
M.IO.3YPABOB
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YT1BepKIACHO

IIpukazom

MuHucTepcTBa 31paBOOXPaHEHUS
Y COLMAJIBHOTO Pa3BUTHUSA
Poccuiickoit denepanuu

ot 20 mronst 2007 r. N 488

AJIMUHUCTPATUBHBIA PETJIAMEHT
®EJEPAJIBHOM CJIYKBBI IO HAJI3OPY B COEPE 3IPABOOXPAHEHUSI
U COIIUAJIBHOI'O PA3BUTHSA IO UCHOJHEHUIO TOCYJAPCTBEHHOHA
®YHKIIAH 1O BBIJTAYE PASPEIIIEHUI HA TIPUMEHEHUE
HOBBIX MEJJUIIMHCKUX TEXHOJIOT'UH

1. O6uIre mooxeHus

1.1. AnmuHuctpaTuUBHBIN perigameHT @DenepanbHON CIY»KOBI 1O HAA30py B cdepe
3PABOOXPAHEHUSI U COLMATBHOTO Pa3BUTHs MO HCHOIHEHHUIO TOCYJapCTBEHHOW (YHKIIMU IO
BbIJIaye pa3pelleHuil Ha NMPUMEHEHHE HOBBIX MEIMLMHCKUX TEeXHOJorui (nanee — PermameHr)
pa3paboTaH Ha OCHOBE

yactu 12 cratbu 5 OcHOB 3akoHOaTenbeTBa Poccuiickoit @enepanuu o0 oXpaHe 3J0pOBbs
rpaxiaad (yrBepkaeHHbIX BepxoBHeiM CoBetom Poccuiickoit @enepauun 22.07.93 N 5487-1)
(Benomoctu Cwe3na Hapoausix aemyTtaToB Poccuiickoit ®denepauuu u BepxosHoro Coseta
Poccuiickoii @eneparun, 1993, N 33, ct. 1318),

®enepanbHoro 3akoHa oT 14.07.2001 N 134-®3 "O 3amuTe npaB OPUIUYECKUX UL U
WHAVBUAYANbHBIX MpEANpUHUMATENed TpH TMPOBEACHUU TOCYAapCTBEHHOTO  KOHTPOJS
(mamzopa)" (Cobpanue 3akoHomaTenbcTBa Poccuiickort ®enepammu, 13.08.2001, N 33 (wacts ),
cT. 3436),

B coorBerctBuM C IlocranoBinenuem IlpaButensctBa Poccuiickoir Penepauuu  OT
11.11.2005 N 679 "O mopsiake pa3paOOTKA U YTBEPKIACHUS aJMHUHUCTPATUBHBIX PETIaMEHTOB
UCTIOJTHEHUS TOCYAapCTBEHHBIX (DYHKIUN U aIMUHUCTPATUBHBIX PETIIAMEHTOB MPEIOCTABICHUS
rocynapctBeHHBIX yeyr" (Cobpanue 3akoHoaarenbeTBa Poccuiickoit @enepanun, 21.11.2005, N
47, ct. 4933),

¥ B Mpejenax MOJHOMOYWH, ycTaHOBJICHHBIX [lonmokennem o denepaibHON Ciyx0Oe 10
HAA30py B chepe 3APaBOOXPAHCHUS U COIIMAILHOTO Pa3BUTHS, YTBEPKIeHHBIM [locTaHOBIEHUEM
[IpaButensctBa Poccmiickoit @enepanmu ot 30.06.2004 N 323 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoii ®enepanuu, 2004, N 28, ct. 2900; N 33, ct. 3499; 2006, N 52 (III 4.), ct. 5587;
2007, N 12, ct. 1414).

1.2. Boimaua pa3zpelieHnii Ha IPUMEHEHHE HOBBIX MEIUIIMHCKUX TEXHOJIOTUHN MPEICTABIISIET
co00l TOCyIapCTBEHHYIO KOHTPOJBHO-HA/I30PHYIO0 (YHKIMIO, HCHOJHAeMyl0 DenepanbHOi
ciy>x00i 0 Haa30py B cdepe 3ApaBOOXPAHEHUS M COLMAIBHOTO Pa3BUTHS C ILIETbIO JIOIyCKa
HOBBIX MEIMUIIMHCKUX TEXHOJIOTUHA K MEIMIIMHCKOMY MPUMEHEHUIO Ha TeppuTopuu Poccuiickoii
denepauuu.

1.3. K HOBBIM MEIUIIMHCKUM TEXHOJOTHSIM OTHOCSTCS BIEpBbIE IpejaracMble K
UCIIONIB30BaHUIO Ha Teppuropun Poccuiickoin ®Penepanuu  WiIM  YCOBEPLICHCTBOBAHHBIE
COBOKYITHOCTH METOJIOB (IPUEMOB, CIIOCOOOB) JICUCHMS, JTUATrHOCTHKH, TNPODOUIAKTHKH,
peabunmutanuu  (Jajee — METOJ), CPEACTB, C TIOMOIIBI0 KOTOPHIX JIJAaHHBIE METOJbI
OCYUIECTBIIIIOTCSA, @ B HEKOTOPBIX CIydasx U CHOCOO MOIy4YeHHsI CPEACTBa, MPUMEHSEMOro B
NAHHOM TEXHOJIOTHH.

MeTo/1bl U CpeNICTBA, MPUMEHSIEMbIE B HOBBIX MEAUIIMHCKUX TEXHOJIOTUSAX, MOTYT BKIIIOUaTh
B ceOs MCIOJB30BaHUE JIEKAPCTBEHHBIX CPEICTB W M3JCTUN METUIIMHCKOTO HAa3HAYEHUS INPHU
YCIIOBUH, YTO OHU 3apETUCTPUPOBAHBI B YCTAHOBICHHOM Topsiake B Poccuiickoit @enepanuu u
UCIIOJIB3YIOTCSA B CTPOIOM COOTBETCTBUU C YTBEPKICHHBIMU MIPU PETUCTPALIUU UHCTPYKIUSMHU 10
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MEAULIMHCKOMY MpUMEHEHHI0. Vcrmonb3oBaHHME B HOBBIX MEAUIIMHCKUX  TEXHOJOTHUAX
3apeructpupoBaHHbix B Poccuiickoit denepanuu IeKapcTBEHHBIX CPEACTB M (MIU) H3AETUN
MEIUIMHCKOTO0 Ha3HAYEHUS C OTKJIOHEHMSIMM OT MHCTPYKLUMH MO MEIUIIMHCKOMY NMPUMEHEHUIO
HE JIOIyCKaeTcsl.

1.4. 3asgBneHwe W AOKYMEHTBl Ji1 IOJYUYEHUS pa3pelleHHus] Ha IpPUMEHEHUE HOBOU
MEIHUIIMHCKOW TEXHOJOTUU MOTYT TOJaBaThCS OpraHU3alueii-pa3pabOTUMKOM WU aBTOPOM
MEIULMHCKOW TEXHOJIOTUH, JINOO HHBIM JIMIIOM, JEHCTBYIOIIMM OT HMEHHU 3asBUTENS 110
JIOBEPEHHOCTH.

Pa3pemenre Ha nmpuMeHeHHWE MEAMIIMHCKONW TEXHOJOTMHM BbIJAETCS Ha MM Juua (M),
OCYUIECTBIIAIONMIETO(MX) MEIUIIMHCKYIO JEATEIbHOCTh HA OCHOBAHMU COOTBETCTBYIOIIECH
JUILEH3UU U YKa3bIBaeMOT0(bIX) B 3asIBJICHUN Ha BbIJAUy pa3peLICHMUs.

1.5. HeorpemneMoil 4acTbiO0 mpolecca BbAAYM pa3pelieHuss Ha NPUMEHEHHE HOBOU
MEIUIUHCKOW  TEXHOJOTHH  SBISETCS KIAcCH(PHKAIMsg B  3aBHCHUMOCTH OT  CTEIECHHU
MOTEHIIMAIBHOTO PUCKA IPUMEHEHUS B MEIULIMHCKUX LIEIAX MO TPEM KJIacCcaM:

- KJlacc 3 — MEAMIMHCKUE TEXHOJIOTHH C BBICOKOW CTENEHBIO PHCKA, BKIIOYAIONINI B ceOs
MEIHUIMHCKIE TEXHOJOTUH, OKa3bIBAIOIINE NPSIMOE (XUPYPTUUYECKOE) BO3ACICTBIE HA OpraHbl U
TKaHU OpraHu3Ma (3a UCKIYEHUEM MEIULMHCKUX TEXHOJIOTMH, OTHOCALIMXCSA KO 2-My Kjaccy);
IJJACTUYECKUE PEKOHCTPYKTHUBHBIE ONEPALMHM; MEIUIMHCKUE TEXHOJIOTUHU, CBSI3aHHBIE C
MCIIOJIb30BaHUEM KJIETOUHBIX TEXHOJOTUN U T€HHBIX MAHUIYJISILIUMA, TPAHCIUIAHTAllUU OpPTraHOB U
TKaHEH;

- KJacc 2 — MEIMIMHCKIE TEXHOJIOTHH CO CPEIHEH CTENEHBIO PHCKA, BKIIOUAIOMINN B ceOs
MEIHUIIMHCKHE TEXHOJIOTUH, OKAa3bIBAIOIIUE MpPsIMOe (XHpPypruueckoe) BO3ICHCTBHE Ha KOXY,
CIM3UCTBIE  OOOJIOYKM U  €CTECTBEHHbIE  IOJIOCTH  OpPraHu3Ma;  TEepaneBTUYECKUE,
bu3znoTepaneBTUYECKUE H XUPYPTUUECKUE MAHUITYJISIIIUY B IEPMAaTOKOCMETOJIOTHH;

- kacc 1 — MEAMIIMHCKHUE TEXHOJIOTUU C HU3KOM CTENMEHBIO PUCKA, BKIIOYAIOIMINMA B ceOs
MpOYrEe MEIULIMHCKUE TEXHOJIOTUU.

1.6. Bpimaua paspemieHuidi Ha NOPUMEHEHHE HOBBIX MEIULMHCKUX TEXHOJOTUM
ocymectBisieTcs DeaepanbHOM CIyK00# 10 HAA30py B chepe 3ApaBOOXPaHCHHS U COITUATBLHOTO
pa3BUTHSI HAa OCHOBAaHUU pPE3YyJIbTaTOB COOTBETCTBYIOIIMX MCCIEIOBAHUM, HCHBITAHUN U
AKCIEPTU3, MOATBEPKAAIOIMNX IPPEKTUBHOCTD U OE30MACHOCTh METUIIUHCKOM TEXHOJIOTHH.

IIpu paccMoTpeHuu BOIpOca O BbIIAYE paspelleHUs Ha IPUMEHEHUE HOBOW MEIULIMHCKOU
TEXHOJIOTHMH 3(PPEKTUBHOCTh YCTAHABIMBAETCS KaK CTENEHb JOCTHKEHHUS MEIULUHCKON
TEXHOJIOTHEH 11eJIel CBOEero MpeHa3HAYeHHOT0 UCIIOIb30BaHMUs; 0€30M1aCHOCTh XapaKTepPH3yeTCs
COOTHOILIEHHUEM pHUCKA MPUYMHEHUs yuepOa NalUeHTy, MepCoHaly, OOOPYIOBAHUIO WIIU
OKpPY’KaIoIIeH cpejie MpU NPaBUILHOM MCIOJb30BaHUU MEIUIIMHCKON TEXHOJIIOTMH U 3HAYUMOCTH
LEJIH, payd KOTOPOH OHA UCIIOJIb3YETCH.

@enepanbHas ciyx0a Mo HaI30py B cdepe 3ApaBOOXPAHEHUS U COLHUAIBHOTO PAa3BUTHUS
OCYUIECTBIIIET KOHTPOJb 3a COONIOJICHUEM JEUCTBYIOIIMX TPeOOBaHUMN K MOPSAIKY MPOBEACHUS
KITMHUYECKUX U OMOMEIUIIMHCKHUX UCCIICJOBAaHUI HOBOM MEIUITMHCKOW TEXHOJIOTHH.

1.7. Ilpu ucnoTHEHUH TOCYAAPCTBEHHON (DYHKITUH 110 BbIIaue pa3pelieHus: Ha MPUMCHCHHE
HOBOW  MEIMLMHCKONM TEXHOJOTMH OCYLIECTBIIAIOTCS  CIEAYIOIIME  aJMHUHUCTPATUBHBIE
MIPOLIE Ty PBI:

1) PaccMoTpeHHe ITOKYMEHTOB U TPHUHIATHE PEHICHUS O BblJaye pa3perieHus Ha
MPUMEHEHNE HOBOM MEAMIMHCKON TexHoJoruu. OcHoBaHue — 4YacTh 12 cratbu 5 OcHOB
3akoHOJarenbcTBa Poccuiickoit @enepanun 00 oxpaHe 37A0POBbS TPaKIAaH, YTBEPXKIACHHBIX
Bepxosabsim CoseTom Poccuiickoit @enepanyu 22.07.93 N 5487-1;

2) BHeceHne U3MEHEHM B pa3pellieHUEe Ha IPUMEHEHUE HOBOW MEIUIIMHCKON TEXHOJIOTHU.
OcHoBanne — vacth 12 cratbu 5 OCHOB 3akoHOAaTeNbcTBa Poccuiickoit deaepanuu 00 oxpaHe
3I0pOBBS I'paXkaaH, yTBEpKACHHbIX BepxoBHbsiM CoBerom Poccuiickoit @enepanun 22.07.93 N
5487-1;

3) Paccmotpenne (akToB M OOCTOSTEIBCTB, CO3JAIOMIMX YIPO3Y JJISl KU3HU U 370POBbS
JIOJIeW MPY NPUMEHEHUH Pa3peIeHHbIX HOBBIX MEIUIIMHCKUX TEXHOIOTUH. OCHOBAHME — CTaThs
41 Koncturyuuu Poccuiickoit denepanuu;
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4) OcyuiecTBICHHE KOHTPOJIS 32 MOPSIKOM MPOBEICHUS KIMHUYECKUX U OMOMETUIIMHCKIX
MCCJIETOBAaHU HOBOM MEIMIIMHCKON TEXHOJIOTHH, a TAK)KE €€ UCIoNb30BaHueM. OCHOBaHME — TITI.
5.1.3.7, 5.8 "llonoxenus o PenepaiabHO Ciry>)kOe TO HaA30py B cdepe 3IpaBOOXpaHEHHS H
conuanbHOro passutHs', yTBepxkaeHHoro IlocraHoBnenmem I[IpaButenscTBa Poccuiickoi
®enepanuu ot 30.06.2004 N 323;

5) BeneHnue 0a3bl JaHHBIX BBIIAHHBIX pa3pellICHU HA MPUMEHECHHE HOBBIX MEIUIIUHCKHX
texaoioruii. OcaHoBanue — 1. 5.14 "Tlomoxxenus o dexepanbHOl Ciryx)0e 1Mo Haa30py B chepe
3[IPaBOOXPAHCHHS U COIMAIBHOTO pa3BuTus", yTBepkIeHHOTO [locTanoBeHeM [IpaBuTenbcTBa
Poccutickoii ®eneparuu ot 30.06.2004 N 323.

II. TpeGoBaHus K MOPSAAKY UCTIOTTHEHUS
roCyJJapCTBEHHON (PyHKLIUHU

2.1. JlokyMeHTOM, TOATBEPXKAAOIIUM (aKT pa3pelieHuss Ha MPUMEHEHHE HOBOHN
MEIUIIMHCKOW TEXHOJIOTHH, SIBJISIETCS pa3pellieHune, Monucanioe pykopoaureineMm denepaabHoit
cIyx0bl MO Ham30py B cdepe 3ApaBOOXPAHEHHS W COLMAIBHOTO pa3BUTHUS. Pazpemienue
JIEUCTBUTENLHO TP YCIOBUU COXPAHEHUS B HEM3MEHHOCTH BCEX M3JI0’KEHHBIX B HEM CBEJICHHI O
MEIUIIMHCKOW TEXHOJIOTUH U O JIMIIE, Ha UMsI KOTOPOTO BBIJAHO pa3pelieHne Ha ee PUMEHEHHUE.
[Ipu ycrmoBuu, 4TO HWCIOJIB30BAHWE HOBOM MEAMIIMHCKON TEXHOJOTWHM HE OTPAaHUYMBAJIOCH B
COOTBETCTBUU C aJMHUHHCTpPATHBHOW mporenypoil "Paccmorpenune (pakToB M OOCTOSTENBLCTB,
CO3JAIONIMUX YTPO3y ISl JKM3HU W 3[I0POBbs JIIOJEH MPU NPUMEHEHUU DPA3PEIICHHBIX HOBBIX
MEIUIMHCKUX TEXHOJIOTUN" HACTOSIIEro aJMHUHUCTPATUBHOTO periiaMeHTa, MeIUIIMHCKAs
TEXHOJIOTHS IMEePEeCTaeT CUYUTATHCS HOBOW M MOXKET WCIIOIB30BATHhCS 0€3 OrpaHWYCHHIA BCEMU
JUIAMH,  OCYUICCTBISIOIIMMHU  MEIUIUHCKYIO  JEATEIbHOCTh B COOTBETCTBHUHU  C
3aKoHOJaTenbCTBOM Poccuiickoit denepanu.

Paspemienrie Ha TpUMEHEHHWE HOBOW MEIWIIMHCKOW TEXHOJOTHMH TOTOBUTCS Ha
opunmansHom Onanke denepanbHoil CciyXO0bl 1O Ham3o0py B chepe 3ApaBOOXpAaHEHUS U
COLIMAJILHOTO Pa3BUTHUS U JOJKHO COJEpkKaTh B ce0e ClIeyIolne CBEACHHUS:

- 1aTy ¥ HOMEp pa3pelieHus;

- Ha3BaHHE HOBOW MEIUITMHCKOM TEXHOJIOTH,

- HAaMMEHOBAaHUE M aJpeca MECT OCYIIECTBICHUS ACATEIbHOCTH JUI, HA MUMS KOTOPBIX
BBIJIaHO pa3pelieHne Ha IPUMEHEHNE HOBOM MEIULIMHCKON TEXHOJIOTUH;

- MIOKa3aHUsl K UCIOJIb30BAaHUIO HOBOM MEAUIIMHCKON TEXHOJIOTUH;

- MPOTHUBOIIOKA3aHHUs K UCIIOJIb30BAHNIO HOBOM METUIIMHCKOM TEXHOJIOTUH;

- BO3MOXHBIE OCJIO)KHEHHUSI MPHU HUCIOJIb30BAHUHM HOBOW MEIUIIMHCKOM TEXHOJOTUU H
CIoCcoObI MX YCTPaHCHHUS.

2.2. HampaBneHnue TOKYMEHTOB M JAHHBIX JJIsl MOJYYEHHUs pa3pelIeHUsi Ha MPUMEHEHHE
HOBOW MEIMIIMHCKOW TEXHOJIOTMM U (WJIM) BHECEHMS W3MEHEHUU B BBIIAHHOE paspellieHre Ha
MIPUMEHEHNE HOBOM TEXHOJIOTUH, a TAKXKE BbIIaua pa3pelieHUil MPOU3BOAATCS 1O aJpecy:

@enepanbHas cityx0a 1Mo Haa30py B cepe 3ApaBOOXpPAHEHUS W COLMAIBHOIO Pa3BUTHS,
OT/EJ, OCYIIECTBIAIONIMI BblAauy pa3peuIeHud Ha NOPUMEHEHUE HOBBIX MEAUIIMHCKUX
texnosoruit: 109074, MockBa, CnaBsiHCKasi tuiomaab, 1. 4, crpoenue 1. Bpems paboTel: B
oyauaue quu ¢ 10-00 go 16-00. O6enennstit mepepsis ¢ 13-00 mo 14-00.

MecTto mpueMa 3asiBICHUM U JOKYMEHTOB [JI MOJIyYEHHUs Pa3pelIeHH Ha MPUMEHEHHUE
HOBBIX MEJUILMHCKUX TEXHOJIOTHI, BHECEHUS] M3MEHEHUN B pa3pellieHHs, a TaKXKE BbIIAYU
paspelieHuii Ha TNPUMEHEHHE HOBBIX MEJMIMHCKUX TEXHOJOTHH JOKHO OBITh OCHAIIEHO
CTYJNIBSIMH, CTOJAMH, CHUCTEMOW KOHJAMIIMOHUPOBAHUS BO3AyXa, CHUCTEMOW OMOBEIIEHUS 00
ouepenu, Tene(oHOM, KOMIIBIOTEPOM C BO3MOXHOCTBIO IeYaTH U BbIXoJa B IHTepHET, 10CTyIoM
K rapaepo0y, a TakkKe MeYaTHBIMH MaTepualaMH, COACPKAIUMHU CICIYIONIHE TOKYMEHTHI
(cBeneHus):

- TIepeueHb HOPMATHBHBIX JOKYMEHTOB, YCTaHABIMBAIOIIUX 00s3aTeNbHBIE TPEOOBaHUS K
M3YYEHUIO U TPUMEHEHUIO HOBBIX MEAUIIMHCKUX TEXHOJIOTHIA;

- TEKCT HacTosero Pernamenra;
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- o0pasupsl odopMIICHHS 3asSBICHUH M JTOKYMEHTOB, KOTOpBIC TIPEACTABIAIOTCS IS
MOJIyYEeHHUs Pa3pelleHUs] U BHECEHUS B HETO U3MEHEHMIA;

- IpaBa 1 00S3aHHOCTH 3asIBUTENCH;

- opunmanbHasg nHpopmanus 00 opraHu3alysaX, KOTOpble MOTYT OKa3aTh COAEHCTBHE IMPU
MOJrOTOBKE HEOOXOIUMBIX IOKYMEHTOB.

Tenedons! 11 cripaBoK U MpeaBapuTeNbHOM 3anmuch: +7(495) 6248863; +7(495) 6985561.

Anpec anekrpornoit moutsl: medicaltechnology@roszdravnadzor.ru

OOmas cripaBoyHas ciryx6a: +7(495) 698-4628.

Wudopmanmss 0 TOJAHHBIX 3asBJICHUSAX, O XOAEC pPACCMOTPEHHS JTOKYMEHTOB,
NpPEICTAaBIsEMbIX 3asABUTEISIMH s TOJYYEHHs paspellieHHs Ha TNPUMEHEHHE HOBOM
MEIUIUHCKONW TEXHOJIOTUM WJIM BHECEHHs M3MEHEHHWI B pa3pelieHHe, a TaKkKe O PEIIeHHsX,
OPUHATBIX B COOTBETCTBMM ¢ M. 2.2 Hacrosmero PerimameHTa, NoikHa OBITH JOCTYITHA
3asBUTEIISIM TI0 0OpalieHnsM 1 Ha odurmansHoM MHTEpHET caiite: www.roszdravnadzor.ru.

[TyOnukanuus cBe€HUH O BBIAAHHBIX Pa3pelIEHUSX HAa NPUMEHEHHE HOBBIX MEAMLIMHCKUX
TEXHOJIOTHH ocymiecTBisiercs DenepanbHoii ciry>k001 TI0 Ham30py B chepe 3apaBOOXpaHEHHS U
COLIMAJIBHOTO Pa3BUTHA eXKeMecsYHO Ha ounmansHoM MHTEepHeT caiite www.roszdravnadzor.ru.

2.3. IlepedyHn TOKYMEHTOB, PEICTABISEMBIX ISl IOJTYYCHHUS pa3peuieHns] Ha IPUMEHEHHE
HOBOH MEIUIIMHCKOM TEXHOJIOTUHU MM BHECEHUS] U3MEHEHUI B pa3pelleHue, a Takxke TpeOOBaHUs
K TakuM JOKyMEHTaM TIPEACTaBICHbI B COOTBETCTBYIOUIMX pa3/eiax aJMHUHHCTPATUBHBIX
npolenyp Hacrosuero Pernamenra.

2.4. YcnoBusi M CPOKH MCIIOITHEHUS TOCYTAPCTBEHHON (DYHKIIMU 1O BbIIa4e pa3pelieHnii Ha
NPUMEHEHUE HOBBIX MEIUIIMHCKUX TEXHOJIOTUI MpEeACTaBIE€Hbl B COOTBETCTBYIOIIUX pa3/ienax
aJIMUHICTPATUBHBIX MPOLEAYP HACTOsIIEro PerimamenTa.

Paccmotpenue JIOKYMEHTOB HPOU3BOIUTCS B Hopsi ke, 00yCJIOBJIEHHOM
MOCJIEZI0BATENbHOCTRIO X MOCTYIIEHUS OT 3asBuTeNeil. PykoBoautens denepanbHoil ciryKObI
0 HaI30py B cdepe 3ApaBOOXPAHEHUS U COLMAIBHOIO pa3BUTHS MpPHU NPEACTABICHUU
JIOKYMEHTOB MOJKET NMHCbMEHHBIM PacloOpsHKEHUEM YCTaHOBHTH MHYIO MOCIENIOBATEIbHOCTD MX
paccMOTpeHHsl sl KOHKPETHOW HOBOM MEIUIMHCKOM TEXHOJIOTMM WIM BUAOB IOJO0OHBIX
MEJIUIMHCKUX TEXHOJIOTUHN B TOM Cllydae, eciii OHa (OHM) JOKa3aTeJIbHO MOBBIIIAET (MOBBILIAIOT)
Ka4ecTBO U pe3yJbTATUBHOCTb JICUEHUS 3a00JICBAaHUH C BBICOKUM YPOBHEM CMEPTHOCTH HIIU
MHBAJIUIHOCTH.

PykoBomutens ®enepanbHOl CIyXObl TI0 Ham3opy B cdepe 3ApaBOOXpAHCHHS |
COLIMAIIBHOTO PA3BUTUS MOXET MHUCHBMEHHBIM PACHOPSDKEHHEM TMPHOCTAHOBUTH —IPOLIECC
paccMOTpEeHUsl TOKYMEHTOB U MIPUHATHUS PEUICHUs O BblJaue pa3pelIeHusl Ha IPUMEHEHNE HOBOM
MEIUIUHCKOW TEXHOJIOTUM Ha CpPOK, HEOOXOIMMBIA 3asBUTENIO JJIsi OTBETa Ha 3ampoc O
NPEJOCTABICHUH JONOJIHUTENbHOM MH(pOpManuum B ciydasx, KOorga Takas HH(popManus
HeoOXxonuMa Uil IPUHATHS 0OOCHOBAHHOTO PEIICHHs O JOIMYCKE MEIUIIMHCKOM TEeXHOJOTMU K
WCIIOJIb30BaHMIO Ha Tepputopun Poccuiickoit @enepanym.

2.5. OcHOBaHHUs U1 OTKa3a B PACCMOTPEHMU JOKYMEHTOB WJIM B BBIJaye pa3pelicHHs Ha
IPUMEHEHHE HOBOM MEIMIMHCKONW TEXHOJOIMU COAEPIKATCS B COOTBETCTBYIOIIMX pa3/enax
aJIMUHHCTPATUBHBIX MPOLEAYp HAcTosImero PernamenTa.

2.6. JleiictBuss wim Oe3neiictBue DenepanbHON CIykObl 1O HaA30py B cdepe
3PaBOOXPAHEHHS U COIMAJIBHOIO PA3BUTHUS B CBSA3M C BBIAAuYCil pa3pelieHuil Ha NpPUMEHEHUE
HOBBIX MEJIUIMHCKUX TEXHOJIOTUH MOTryT OBbIThb 00XKaJOBaHbl B YCTaHOBJIEHHOM IIOpSIJIKE.
MuHuCTp 34paBOOXpAHEHUS M COLMANBHOrO passutus Poccuiickon denepauuu OTMEHSET
poTUBOpeyalue (eaepanbHOMY 3aKOHOAATENbCTBY pemieHus denepanbHON CIyKObl 10
HA/30py B cdepe 3ApaBOOXPAaHEHHUs] M COLMAIBHOTO PAa3BUTHA, €CIM MHOH MOPAIOK OTMEHBI
peLIeHN He YCTaHOBJIEH (peliepaabHbIM 3aKOHOM.

III. AaMuHUCTpaTUBHBIE TPOLIEAYPbI
3.1. CtpykTypa U B3aUMOCBSI3M aIMUHUCTPATUBHBIX MPOLEAYP, BBIIIOJIHIEMBIX MIPU Bblaue
paspellieHuii Ha TNpPUMEHEHHE HOBBIX MEIUIMHCKUX TEXHOJOTHM, MPUBEACHBI Ha CXeMe
(ITpunoxenue 1).
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3.2. Pyxooautenu mnonpasnencHuit denepanbHoil caykObl MO Ham30py B cdepe
3PAaBOOXPAHCHHUS M COIMAIBLHOTO PA3BUTHS, OTBEYAIOIIUX B COOTBETCTBHUH C HACTOSIIUM
PernamenrTom 3a BbLAAYy pa3pemeHI/H71 Ha MPUMCHCHHWEC HOBBIX MCIHIWHCKHUX TCXHOJ’IOFI/II\/JI,
JOJDKHBI ~ OPTaHU30BaTh  JIOKYMCHTHPOBAHHBIM  y4YeT  BBINOJHEHHS  KaXJIOro  dTama
AOAMUHUCTPATUBHBIX HNpOoHCAYp € YKa3aHHMEM [JaTbl 3aBCPUICHUA €TI0 HMCIIOJIHCHHA W IMOAINMCHU
OTBETCTBEHHOTO JIHIIA.

3.3. AamuHucTpaTuBHasA npoueaypa "PaccMOTpeHHe TOKYMEHTOB U MPUHATUE PELICHUS O
BbIIaYe pa3pelleHHs] Ha NPUMEHEHHE HOBOM MEIMLIMHCKON TEXHOJIOTUU" OCYILECTBISETCS B
CBSI3U C IMOCTYIUICHMEM KOMILJIEKTa JOKYMEHTOB JUIsl MOJYUYEHMs pa3pelleHUs] Ha IMpPUMEHEHUE
HOBOW MEAMIIMHCKONW TEXHOJIOTMH OT 3asiBUTEJII B COOTBETCTBUU C HUKECIIEAYIOIIUM MOPSAIKOM
(cxema ocyIleCTBIICHUS aIMUHUCTPAaTUBHOMN MpoLeypsl puBeaeHa B [Ipuiokenuu 2).

3.3.1. PaccMoTpeHne NOKyMEHTOB M MpPHUHATHE pELIEHUS O BblJaue pa3pelieHus Ha
IpUMEHEHNE HOBOW MEIUIIMHCKOM TEXHOJOTMM OCYILIECTBIISETCS B CPOK 10 6 MECSLEB CO JTHS
MoJlayll KOMILJIEKTa JIOKyMEHTOB, MpeaycMoTpeHHbIX m. 3.3.3 Hacrosuiero Pernamenra, B
denepanbHyto ciyk0y 1o Haa30py B cdepe 3ApaBOOXPAHEHUS U COLMATIBHOTO Pa3BUTHS.

B TOoM cnyuae, eciu HOBas MEIUIMHCKAas TEXHOJOTHS OTHOCUTCS K l-My Kiaccy
NOTEHIMAJIBHOIO pHUCKa, JMOO €cCliM HOBas MEIUIIMHCKAs TEXHOJIOTUs NpeACTaBiIsieT CcoOOM
YCOBEpIIEHCTBOBaHUE (ONTUMHU3ALINIO, CUCTEMATU3AMI0, KOMOMHUPOBAHKE) YK€ pa3pellieHHbIX
K MEIUIUHCKOMY TPUMEHEHHIO MEIMLIMHCKUX TeXHoJorui 1-ro wimm 2-ro  Kiacca
MOTEHLUAIBHOIO pPHUCKA, JOJDKHA ObITh NPUMEHEHa IMpOLEaypa YCKOPEHHOI'O PpPacCMOTPEHHS
JOKYMEHTOB U TPHUHATHS pelIeHUs O BblJauye paspelieHus. YCKOpEeHHas Ipoleaypa
ocymiectBisieTcss DenepanbHON CITyKO0M 10 HAA30py B cepe 31paBOOXpaHEHUS U COITUAITEHOTO
pa3sBUTHS B TeYEHHE 3 MecsleB C€O [JHSI MOJa4M IOJIHOTO KOMIUIEKTa JIOKYMEHTOB,
IIPEeyCMOTPEHHBIX HacTosMM Pernamentom, B ®enepanbHyto ciy:k0y Mo Haa3opy B cdepe
3PaBOOXPAHEHUS U COLMAIIBHOT'O PAa3BUTHUS.

Cpok paccMOTpeHMs] JOKYMEHTOB M IPHUHATHS PEIICHUS O BblJade pa3pellieHus Ha
IPUMEHEHHE HOBOM MEIMIMHCKONM TEXHOJOIMM MOXET OBbIThb MpOJUIEH Ha MEpHoA, He
IpeBbIIIAIOIIMKM 3 Mecsla, C ILEJbI0 IPEJOCTAaBIECHUS BO3MOXHOCTH 3asBUTENIO IPOBECTH
JIOTIOJIHUTEIbHBIE MCCIEJOBAHUSA M OLEHKH. YBEAOMIIEHHE O BO3MOXHOCTH IIPOBEAEHUS
JIOTIOJIHUTENIBHBIX HCCIIEOBAaHUI M OLIEHOK HampasiseTcs 3asBuTento. Ecin mo ucreueHuun
YKa3aHHOTO CpOKa 3asBUTENb HE MpPEJICTaBIsAeT HEOOXoauMble IOKyMeHThl, denepasnbHas
ciyx0a Mo Ham3opy B cdepe 3IpaBOOXPaHEHHS M COIMAIBHOTO PAa3BUTUS MOXET OTKa3aTh
3asBUTEIIIO B BbIJIaU€ pPa3pelleHUs] Ha IPUMEHEHNE HOBOM MEUIIMHCKON TEXHOJIOTHH.

3.3.2. JIOKyMEHTbI, NOCTYyIHMBIIME OT 3asiBUTENsS Ul IIOJYyYEHHUS paspelieHus Ha
PUMEHEHNE HOBOM MEIUIMHCKON TEXHOJOTHH, PETUCTPUPYIOTCS B TeueHHe 1 pabodero IHS C
JaThl MX TOJy4YeHHs. KOMIIEKT JOKYMEHTOB MOXKET OBbITh HAINpaBieH IO TOYTE 3aKa3HBIM
NUCbMOM (0aHAEPOIIbI0) C OIMCHIO BIOXKEHUS U YBEIOMICHUEM O Bpy4eHUHU. BTOpoil sKx3eMIuIsap
ONMCHU U 3asBJIEHUS C OTMETKOW BXOJSLIET0O HOMEpPA HAIpPABIAETCS (BpydaeTcs) 3asBUTEINIO.
KoHTponb BepeHus yuyera NOCTYNUBIIMX JOKYMEHTOB OCYIIECTBISCT HaydalbHUK OTJENa,
OCYUIECTBIISAIONIETO BbI1ayy pa3pelleHUi Ha IPUMEHEHHE HOBBIX MEIULIMHCKUX TEXHOJIOTHH.

3.3.3. JIns monydeHus pa3pelieHus Ha MPUMEHEHHWE HOBOM MEIMIIMHCKOW TEXHOJIOTHUU
3asBUTEINb TpenacTaBisieT B DexepanpHylo cinykOy Mo Haa3opy B cdepe 3ApaBOOXpaHEHUS U
COLIMAJIBHOTO Pa3BUTHS CIEIYIOIUE JOKYMEHTHI:

1) 3asBieHHME Ha MOJY4YEHHE pa3pelieHUuss Ha I[PUMEHEHHWE HOBOM MEIULUHCKON
TEXHOJIOTUH, COJEpKalllee IPOHYMEPOBAHHBIM II€peuyeHb IPEJICTABICHHBIX JOKYMEHTOB U
MaTepUasos;

2) ommcaHWe MEIUITMHCKOW TEXHOJOTHH B COOTBETCTBHHM CO CTPYKTYPOH H3IOKECHHS
meaunuackor TexHonoruu (IIpunoxkenue 3) Ha OymakHOM HocHTene (B 2 dK3eMIUIApax) v Ha
9JIEKTPOHHOM HOCHTEJIE;

3) He MeHee 2 OT3BIBOB (B 2 3K3EMIUIIPAX, OAMH U3 KOTOPBIX JOJDKEH OBITh MOJTHMHHBIM)
IPOQUIBHBIX HAy4YHO-UCCIIEA0BATENbCKUX WIM 00pa30BATENbHBIX MEIUIUHCKUX YUPEKIAECHUH O
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BO3MOXXHOCTH  HCIOJB30BaHUSI B  MEAMIMHCKOM MpPAKTHKE  3afBJIEHHOM  TEXHOJOTUHU
(moAnucaHHbIE PELIEH3EHTOM U YTBEPXKICHHBIE PYKOBOAUTEIIEM YUPEKICHUS);

4) IIpoTOKOJIBI U OTYETHI O pe3yjbTaTax JOKIMHUYECKUX MCCIIEI0BAaHUMN, YTBEPKICHHbBIE B
YCTaHOBJICHHOM TMOPSJIKE (€CIM TaKue UCCIIEJOBAHUS MPOBOAMIINCH);

5) IIpoToKOBl KIMHUYECKUX MCCIENOBAHUM, YTBEP)KJIECHHBIE B YCTAaHOBJIECHHOM IOPSJIKE
(ecaM Takue UCCIIEOBAHUS POBOAMIINCH);

6) Konust matenTa (ecinu MEAUITMHCKASI TEXHOJIOTHS 3alMIIEHA TATEHTOM);

7) Komum  perucTpanyoOHHBIX  YJOCTOBEPEHHMH, CAHUTAPHO-3MHIAEMHUOJIOIMYECKUX
3aKJIIOUEHUN M APYTUX pa3pelluTeNbHbIX JOKYMEHTOB Ha CpEJICTBA, MCIOJIb3yeMble€ B HOBOM
MEIULMHCKON TEXHOJIOTHH;

8) UHcTpykiuus mo MNPUMEHEHHMIO CpEACTBa, MPU MOMOIIM KOTOPOTO OCYILECTBISETCS
MEIUIUHCKAast TEXHOJIOTUS (MIPH HAIUYHHN);

9) loKyMEeHTBI, MOATBEPHKAAIOIINE UCIIOJI30BAHNE METUIIMHCKON TEXHOJIOTUH 3a pyOeKoM
(eca MeAMLIMHCKAsI TEXHOJIOTUS MCTIONIb3YeTCs 3 PyOeKoM);

10) B tom ciyudae, eciu 3asBI€HUE U JOKYMEHTHI [TOAIOTCS OT UMEHU 3asBUTENS JIPYTUM
JIMIIOM — JIOBEPEHHOCTh Ha MPaBO COBEPLICHMS NEHCTBUM OT UMEHM 3asBUTENS, yAOCTOBEPEHHAs
B YCTaHOBJICHHOM TOPSJIKE.

OpurvHanbl U KOMHMU BBILIICYKA3aHHBIX JOKYMEHTOB JOJDKHBI OBITh YETKUMH (BKJIIOYas
MMEIOLIUECS Ha HUX M€YaTH U MOJIKCH ), HE UMETh UCTIPABICHUN U JOMOJIHEHUH.

Bce noxkyMeHTBI s TNOJNy4EeHHMs pa3pelieHUs] Ha INPUMEHEHHE HOBOW MEIHULUHCKON
TEXHOJIOTHH JIOJKHBI MPEACTABIATHCS HA PYCCKOM sI3bIKE JIMOO MMETh 3aBEPEHHBIN MepeBo Ha
PYCCKHUH S3BIK.

TpeboBatb OT 3asBUTEINS IPEACTABICHUS UHBIX JOKYMEHTOB HE JIOITYCKAETCA.

3asBJICHUE Ha IOJyYEHUE PA3PELICHMs HAa MPUMEHEHUE HOBOM MEAMIIMHCKON TE€XHOJIOTMH
COJICP’)KUT HAMMEHOBAaHUE 3asBUTENS; HAaUMEHOBAHME JMLA (JIUL), OCYIIECTBISAIOLIETO(1X)
MEIULUHCKYI0 JAEATENIbHOCTh Ha OCHOBAHUU COOTBETCTBYIOIIEH JHUIEH3MHM (C YKa3aHHEM
PEKBU3UTOB TaKOM JIMLEH3UU, CPOKAa ACWCTBHA U BBIJABIIETO JIMLEH3UIO OpraHa), Ha uMs
KOTOPOTo(bIX) BBIJAETCA pas3pelleHue Ha INPUMEHEHHWE HOBOW MEAMLIMHCKOM TEXHOJIOTHH;
HaMMEHOBAHWE HOBOW MEIMIIMHCKOM TEXHOJOIHMHM; MpearnoyiaraeMas chepa NpUMEHEHUs] HOBOM
MEIULMHCKOW TEXHOJIOTHH; HOATBEP)KIECHUE OTBETCTBEHHOCTU 3a BO3MOJKHBIEC HEraTHBHBIC
MOCJIEACTBYSI NPABWIBHOTO MPUMEHEHMSI HOBOW MEIMLMHCKON TEXHOJIOIMH; IOATBEP)KIECHUE
OTBETCTBEHHOCTH 3a HApYILIEHUS NPaB WHBIX JIAL IPA HCIOJIb30BAHWM HOBOM MEIHULUHCKON
TEeXHOJIOTMM Ha Teppuropuu Pocculickon denepanuu; nperaraéMblii KJIacC MOTEHLHAIBHOIO
pHCKa HUCIOJIb30BaHUSI HOBOM MEIMIIMHCKOM TEXHOJOIMH; CBEIEHHs] 00 aHAJIOTMYHBIX HOBBIX
MEIUIUHCKUX TEXHOJIOTUSX, Pa3pelIeHHBIX K UCIoiab30BaHuI0 B Poccuiickoit @enepannu (npu
HQJIMYMK); yKa3aHMEe Ha TO, YTO pa3pabOTKa MEIULMHCKOM TEXHOJOIMH OCYIIECTBISIACh B
paMkax (enepanbHbIX, BEIOMCTBEHHBIX, OTPACIEBBIX U JPYTUX HPOrpaMM (€Ciu MPUMEHUMO);
XapaKTEepUCTUKY CTENEeHM HOBU3HBI (YCOBEPUIEHCTBOBAHHAS WJIM HpeJiaraeMasl BIIEpBBIC);
nepevyeHpb pa3padoTUNKOB/COPa3zpabOTYMKOB (IPU HAIMYHMH) C YKa3aHUEM IOPHIUYECKUX aJIPECOB.

3.3.4. HavanbHUK OTZI€Na, OCYIIECTBRISIONIETO BbIJayy pa3peuieHuid Ha MPUMEHEHNE HOBBIX
MEIULMHCKUX TEXHOJIOIH, B TeueHUe 4 KaJeHAAPHBIX AHEW ¢ JaThl NOCTYIUIEHUS JOKYMEHTOB
Ha3HA4yaeT M3 4YHUCJIa COTPYAHMKOB OTHENa OTBETCTBEHHOTO MCIIOJIHMUTENS IO IPOBEICHUIO
paccMOTpPEHHsI JOKYMEHTOB, NPEACTABIECHHBIX JUIsl MOJYyYEHHUS pa3pelleHUs HAa IPHUMEHEHUE
HOBOW MEIUIMHCKOW TexHOoJoruu. daMuims, UMs U OTYECTBO OTBETCTBEHHOI'O HMCIIOIHMTEI,
ero Mecto paboThl U TenedoH TOMKHBI OBITH COOOIICHBI 3asBUTEIIO MO €ro MHUCbMEHHOMY WIIH
YCTHOMY OOpaIEeHHUIO.

Hauvanpauk ynpasnenus ®denepainbHOi CiIy:KObI 110 HAaA30py B chepe 37ApaBOOXpaHEHUS U
COLIMAJIBHOTO PAa3BUTHs, OTBEYAIOUIMM 3a BbIAAYY pA3pelICHUMM HA IPUMEHEHUE HOBBIX
MEULMHCKUX TEXHOJIOTHH, C yYeTOM MOJIO0XKEHUH HacTosmero PernaMenta npuHUMaeT peleHue
O NPUMEHCHUM WM HENPUMEHCHMHM YCKOPEHHOM IpOLELypbl PaCCMOTPEHMs NOKYMEHTOB. O
MPUHSATOM PELICHUU 3asBUTEIb HHOOPMUpPYETCS B TUCbMEHHON (opme.
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3.3.5. OTBETCTBEHHBIM HCIIOJHUTENb B TeUEHUE 15 KalleHAapHBIX AHEW C JaThl CBOETO
Ha3HAYEHUs OCYLIECTBISET MPOBEPKY KOMILJIEKTHOCTH U COCTaBa MPEJICTABICHHBIX JOKYMEHTOB
C LIETIBIO ONPEICTICHHS:

- HaJIM4Msl BCETO COCTaBa JOKYMEHTOB, olpeeseHHbIX 1. 3.3.3 Hacrosuero Pernamenra;

- COTJIACOBAHHOCTH TIPEJICTABICHHOW HH(OpPMAIMK MEXIy OTICIbHBIMH JIOKYMEHTaMHU
KOMIIJICKTa;

- JIOCTOBEPHOCTH JOKYMEHTOB, TOATBEP)KICHHBIX MMOJMUCHIO YIIOJIHOMOUYEHHOTO JIHIA
3asBUTEJIS HA KaXKIOM JIOKYMEHTE;

- COOTBETCTBUS COJCPKAHMUS, YPOBHS JCTAIN3ALNH MPEICTABICHHON HHPOPMALINH, a TAKKE
JIOKa3aTeIbHOCTH PE3yIbTaTOB UCTIBITAHUN U OLICHOK;

- TPaBOMOYHOCTH 3asiBIICHHMS Ha TIOJyYEHHE pa3peuieHuss C YYeTOM MPUMEHHMBIX
TpeOOBaHUI 3aKOHO/IATENILCTBA U HacTosIero PernamenTa.

[Ipy HENmo’MHONH  KOMIUIEKTHOCTH, HEMOJNHOM  COCTaBe JIOKYMEHTOB WJIH  IIPH
HEMPaBOMOYHOCTH 3asBJICHUS TOTOBUTCS MOTHMBUPOBAHHBIA OTKa3 B JaJIbHEHIIEM PacCMOTPEHUHN
JOKYMEHTOB C YKa3aHHEM OCHOBAHMH OTKa3a, KOTOPBIM TOJMNHCHIBACTCS PYKOBOIUTEIEM
denepanbHOil cayxkObl 10 Hag30py B cepe 31paBOOXpaHEHHs M COLMATBHOTO PA3BUTHUS U
HAIPaBIISIETCS 3aSBUTEITIO.

3.3.6. OTBETCTBEHHBIN UCIOIHUTEb B TEUCHHE 5 KaJeHIAPHBIX THEH ¢ 1aThl 3aBEpLICHUs
NPOBEPKH KOMIUIEKTHOCTH W COCTaBa JOKYMEHTOB, IIPEICTABICHHBIX IS TIOJYYCHUS
paspelieHus, KiacCu(QUIUPYeT HOBYIO MEIUIMHCKYI0 TEXHOJIOTHI0O B COOTBETCTBUHM C
TpeboBaHusAMU 1. 1.5 HacTosmero Pernamenra.

3.3.7. OTBeTCTBEHHBIN UCIOJHUTEb B TEUEHHE 5 KaJeHIAPHBIX THEH ¢ 1aThl 3aBEpLICHUs
KJaccu(UKauy  HOBOM  MEIUIIMHCKOM  TEXHOJOTHHM  ONpEAeNseT HEOOXOOUMOCTh B
JIOTIOJTHUTENbHON MH(pOopMaIuu (pe3yibTaTax Ucciael0BaHUN) U (MJIK) B IPOBEACHUU 3KCIIEPTU3HI
3pPEKTUBHOCTH W O€30IaCHOCTH B COOTBETCTBHHM C KJIACCOM TMOTEHIMAJIBHOTO pHCKA
UCTIOJIb30BaHUSI HOBOW MEIULIMHCKON TEXHOJIOTHH.

JlononuutenbHas WHGOpMalUMs  3alpalIdBaeTcs TOJIbBKO B TOM  Cllyyae, €CiH
NPEJCTAaBICHHbBIE PE3yJbTaThl HMCCIEJOBAHUN 110 CBOEMY COCTAaBYy U COJAEPKAHHIO HE JaroT
BO3MOXHOCTbh CJ€laTh 3aKioueHue o0 >PQPekTUBHOCTH H (WiIM) OE30MacHOCTH HOBOM
MEIULUHCKON TEXHOJOIMH. B 3TOM ciydae panbHellnee paccMOTpPEHHE JOKYMEHTOB MOKET
OBITH IPUOCTAHOBIICHO B COOTBETCTBUH ¢ 1. 3.3.1 HacTosmero Pernamenra.

Oxkcneptu3a 3PpheKTUBHOCTH W (WIU) OE30MacCHOCTH HOBOM MEIUIIMHCKOW TEXHOJOTHUU
IPOBOJIUTCSA B TOM CIly4yae, €CIIM HOBasi MEAMIIMHCKAs TEXHOJIOTHS OTHOCUTCS K KIlaccy 2 MU K
KJaccy 3 MOTEHLIUAIBHOIO PUCKA €€ MCIOJIb30BaHMU.

[Ipu HanuYuM OCHOBAHWA UIS MPOBEACHUS AKCIEPTH3Bl OTBETCTBEHHBIH HCHOJIHHUTEND B
CPOKHM, OTBEJCHHBIE JUIsl BBINOJHEHHMsS HACTOSAILIEr0 3Tama aJAMHUHUCTPATHBHOM NpOLELYpHl,
TOTOBUT MPOEKT 3aJaHHsI Ha MpOBeIeHHE AKCIepTH3bl 3(P(HEKTUBHOCTH U 0€30MaCHOCTH HOBOM
MEIULIUHCKON TEXHOJIOTUHM C YKa3aHHWEM OpraHu3alliM, KoTopas OyAeT MPOBOIUTH 3KCIEPTU3Y,
NpeJeNbHBIX CPOKOB BBINOJHEHUST pabOT M BONPOCOB, MO KOTOPBIM MPEACTOUT IOIYYUTh
JKCIEepTHOE 3aKiroueHue. IIpoexkT 3amaHus  COTJIacoBBIBAETCS HAYAJbHUKOM  OTJENA,
OCYILECTBIIAIONIETO BbIaUy pa3pelieHuii Ha MPUMEHEHHE HOBBIX MEIUIIMHCKUX TEXHOJOTHH, U
YTBEPKJIAeTCA JIUIIOM, YIOJTHOMOYEHHBIM Ul 3TOM 1ienu pykoBoauTeneM DenepaabHOl CIryKObI
0 HaJ30py B cepe 3MpaBoOOXpaHEHHS M COLMATBHOTO Pa3BUTHs. JKcrepTu3a 3(h(HEKTUBHOCTH U
0€30MacHOCTH HOBOM MEIMIIMHCKON TEXHOJIOTHH JIOJDKHA OBITH TpOBeAeHa B Cpok a0 135
KaJIeHJapHBIX JTHEH Tu00 B CpOK 110 45 KaJeHJapHBIX JAHEH (IIpH yCKOPEHHOM MpoLeaype) ¢ JaThl
YTBEPKJICHUS 3aJaHMsL.

3.3.8. B Teuenne 10 xaneHIapHbIX OHEH C JaThl NOJYYEHUS 3aKJIIOUEHUS SKCIEPTHOU
OpraHu3alii Wi, B CIy4yae OTCYTCTBHMsS HEOOXOAMMOCTH B JKCIEPTU3E, C JAThl 3aBEPIICHUS
MPOBEPKH KOMIUIEKTHOCTH U COCTaBa JIOKYMEHTOB U JIaHHBIX, MPECTABICHHBIX JJIS TOJTYYECHUS
paspelieHns] Ha MPUMEHEHUE HOBOW MEIUIMHCKOM TEXHOJOTHH, OTBETCTBEHHBIH HMCIIOJIHUTEIb
TOTOBHUT 3aKJIIOUEHHE 10 BOIPOCY O BhIJAUE pa3perieHust ¢ y4eTOM:
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- pe3ylbTaToB JOKYMEHTAJIbHOH TIPOBEPKHM KOMIUIEKTAa JOKYMEHTOB W JIAHHBIX,
NPE/ACTABICHHBIX Ul TOJNYYCHUS paspelliecHHs Ha TPUMEHCHHWE HOBOH MEIUIIMHCKOU
TEXHOJIOTHUH;

- MaTepHaJoOB NPOBEICHHBIX OKCHepTH3 dS(PPEKTHBHOCTH M OE30MaCHOCTH HOBOM
MEIUIUHCKON TEXHOJIOTHH;

- IONOJTHUTEIbHON NH(OPMAIINU OT 3asIBUTEIISL.

[Tpy MONOKUTENBHOM 3aKIIOYCHUU TOTOBHUTCS TMPOEKT pa3pelieHusi Ha MTPUMEHEHHE HOBOM
MEIUIIMHCKOW  TEXHOJOTWH, KOTOPOE  COIJIACOBBIBACTCS  HAYaJIbHUKOM  YIPABJICHHS,
OCYIIECTBIISIONIETO BBIAAUy pa3pelieHuid Ha MPUMEHEHHE HOBBIX MEIUIIMHCKUX TEXHOJOTHH, U
HOAMUCHIBaeTCSl pykoBoauTeneM denepanbHol ciy)Obl IO HaA30py B cdepe 31paBOOXpaHEHHS
Y COIIMAJIBHOTO Pa3BHUTHSI.

[lpn oTpunarenbHOM 3aKIIOUYCHHHM TOTOBHTCS YBEAOMICHHE OO0 OTKa3e B Bblaye
paspelieHns ¢ yKa3aHHWEM OCHOBAaHMM OTKa3a, KOTOPOE COTJIACOBHIBACTCS HAYaIbHUKOM
yIpaBICHUS, OCYIIECTBISAIONICTO BhIA4y pPa3pelIeHUi Ha TMPUMEHEHHE HOBBIX MEIMIIMHCKUX
TEXHOJIOTHH, TOJNHCHIBaeTCs pykoBoauTesneM dDenepanbHoil Ciy>XObl TO Hag30py B cdepe
3[paBOOXPAHEHUS M COLUATIBHOTO PA3BUTHS U HANIPABIISIETCS 3aIBUTEIIIO.

3.3.9. B Bbigaue paspeumicHUs HAa TMPUMEHEHHWE HOBOM MEIUIIMHCKOM TEXHOJOTUH
OTKa3bIBAETCS MO CIIEIYIONIMM OCHOBAHHSM:

1) mpu HEmoJHOW KOMIUIEKTHOCTH, HETOJIHOM COCTaBE€ NPEICTABICHHBIX 3asBHTEICM
JOKyMEHTOB M JaHHBIX, omnpeaeneHHbIXx 1. 3.3.3 Hacrosmiero Permamenra, wim mpu
HETPAaBOMOYHOCTH 3asIBJICHUS O BbIIa4€ Pa3peIICHus;

2) mpH MPEICTABICHUH 3asBHTENEM JIOKHBIX WM HEJCHCTBUTEIBHBIX CBEICHUH O HOBOW
MEIUIUHCKOW  TEXHOJNIOTHH (32  HWCKIIOUEHHEM  TPEAaraeMoro 3asBHTEIEM  Kiacca
NOTCHIUAIBHOTO PUCKA, OKOHYATEIbHOE YCTaHOBICHHUE KOTOPOTro mpom3Boautcs DenepanbHON
CITy>k0011 M0 Haa30pY B cpepe 3APaBOOXPAHECHUS M COIUATLHOTO Pa3BUTHS ),

3) pu MOTyYEeHUHU IKCIEPTHOTO 3aKII0YEHHS 0 HeOe30macHOCTH, Hed(hpekTUBHOCTH OO
0 HEeJO0Ka3aHHOCTH Oe3omacHOCTH U 3(P(PEKTUBHOCTH HOBOM MEIUIIMHCKOM TEXHOJIOTUH B TOM
cllydae, €CII OHO TIOJIy4eHO HE MEHEEe YeM OT JBYX HE3aBUCHMBIX JIPYT OT JAPyra 3KCIEPTOB U
CBUJICTEIIbCTBYET:

- O pUCKE NMPHMEHEHUS HOBOW MEIWIIMHCKOW TEXHOJIOTWH, MPEBBIIIAIONIEM OKHIAEMYIO
3¢ (HEeKTUBHOCTH;

- 0 HEJIOCTAaTOYHBIX JOKA3aTelbCcTBaX A(h(PEKTUBHOCTH;

- O HECOOTBETCTBHM CBEICHHH, HW3J0XKEHHBIX B JIOKYMEHTaX, MPEICTABICHHBIX IS
HOJTy4eHHs pa3peneHus, ((aKTHIECKOMY COCTOSHHUIO.

3.3.10. B Teuenue 3 xajeHIapHbIX JHEW € JaThl NOANUCAHUS PA3pEIICHUs OTBETCTBEHHBIN
UCTIOJTHUTENIb YBEAOMIISICT 3asBUTEIS] O TOTOBHOCTH pa3pelleHHs Ha NPUMEHEHHE HOBOW
MEJIULIUHCKON TEXHOJIOTHH.

3.3.11. B teuenune 3 pabouymx OHEW C JaThl TOJIMUCAHUS PA3PEIICHUS OTBETCTBCHHBIN
UCTIOJIHUTENIb HAIPaBISET CBeAEHUS 00 STOM Il BHECEHHST M3MEHEHUH B 0a3y JaHHBIX
BBIJJAHHBIX Pa3peIleHUH Ha MPUMEHEHHE HOBBIX MEAUIMHCKAX TEXHOJIOTUI U NX apXUBHPOBAHMUS.

3.3.12. @enepanbHas ciayxk0a 1Mo Hag3opy B cdepe 3ApaBOOXPAaHEHHS M COLHUAIBLHOTO
pa3BuTHs 00sf3aHa BBIAABATH AYOJIMKATHI Pa3pelIeHU Ha NMPUMEHEHHE HOBBIX MEIMIIUHCKUX
TEXHOJIOTHH 1O 3asBICHUSM JIUI], HA UM KOTOPOTO OHO 3apETUCTPUPOBAHO, B TeueHue | mecsua
C JIaThI MOCTYIUICHHS TAKOTO 3asIBJICHNUS.

3.3.13. JIoKyMeHTHl W JaHHbIC, TPEACTABICHHBIC /IS TOJXY4YECHUS pa3pelieHus] Ha
NpUMEHEHHE HOBOW MEIUIIMHCKON TEXHOJIOTHH HE3aBHCHUMO OT TOTO, OBIJIO OHO BBIIAHO HMJIM HET,
nojuiexar xpaHeHuro B DenepaibHOil ciy:kOe MO Haa3opy B chepe 3ApaBOOXpaHEHUS U
COITMAIPHOTO Pa3BUTHsI B COOTBETCTBHHM C aJMWUHHUCTPATUBHON mporeaypoil "Benenue 06asbl
JNAHHBIX BBIJAHHBIX pa3pelieHU Ha NPUMEHEHHE HOBBIX MEIUIMHCKUAX TEXHOJOTHi"
Hactosmero Pernamenra.

3.4. AnmuHucTpathBHas npoieaypa "BHeceHne nu3MeHeHUH B pa3pelieHre Ha MPUMEHEHUE
HOBOM MGI[HHHHCKOﬁ TEeXHOIOruu" OCYHICCTBIACTCA B CBA3M C IMOCTYINICHUCM OT JiKIa,
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MOMMEHOBAHHOTO B pa3pelIeHHH (WK OT €ro MpPaBOMPEEMHHKA), KOMIUJIEKTAa JTOKYMEHTOB,
000CHOBBIBAIOIIUX BHECEHHE M3MEHEHHI B pa3pellieHue Ha MPUMEHEHHE HOBOW MEIUIIMHCKON
TEXHOJIOTHH, JIMOO B CBsi3M C BbIsBIeHHEeM DenepanbHON ciyk00M MO Hag3opy B cdepe
3[PABOOXPAHEHUS] M COLMAIBHOTO PAa3BUTHUS JAaHHBIX, Kacarommxcs 3(PGEeKTUBHOCTH WU
0€30MacHOCTH MEIUIIMHCKOM TEXHOJIOTMH, B COOTBETCTBHU C HIDKECICAYIOIMIUM TOPSIAKOM
(cxema ocyIIecTBICHHs aIMUHUCTPATUBHOM npoienypsl npuBeaeHa B [Ipunoxenun 4):

3.4.1. Buecenume wu3MEHEHUN B pa3pelIeHHE HA TNPUMEHEHHE HOBOW MEIUIIMHCKON
TEXHOJIOTHH, Kacaromuxcs 3pGEeKTUBHOCTH UK O€30MaCHOCTH HOBOM MEIUIIMHCKON TEXHOIOTHH,
ocymiectBisiercss DenepanbHON CITyKO0M 10 HAA30py B cepe 31paBOOXpaHEHUS U COITUAITBHOTO
pa3BUTHS B CPOKH, yKkazaHHble B M. 3.3.1 Hacrosimero PermamenTta. Bo Bcex mpouux ciydasx,
BKJIIOUYasi T€, KOTOPHIC CBS3aHBI C BKIIFOUCHUEM JIAHHBIX O HOBOM ITOOOYHOM JCHCTBUH HITU
OTpaHHYCHUSMU K IPUMEHEHHIO, NI3MEHEHHEM TPaB Ha METUIIMHCKYIO TEXHOJIOTHIO, €€ Ha3BaHMUs,
W3MEHEHUSI B Pa3peIICHUE BHOCSTCS B CPOK, HE MPEBBIIAIOMNNA 1 MecsI co JHS TOJy4YSHHS
COOTBETCTBYIOIIETO KOMILJIEKTa TOKyMEHTOB.

3.4.2. JIOKyMEHTBI, TTOCTYNHBIINE OT 3asiBUTENS JUIsl BHECCHHSI U3MEHEHUHN B pa3pellieHHE
Ha MPUMEHEHUE HOBOM MEIUIIMHCKON TEXHOJIOTUH, PETUCTPUPYIOTCS B TeueHue 1 pabodero Hs ¢
JIaThl UX TojydeHus. KOMIJIEKT TOKYMEHTOB MOKET OBITh HaIpaBleH M0 IMOYTE 3aKa3HBIM
nuchMOM (0aHIEePOIIbIO) C OMKCHIO BIOXKEHHS U YBEAOMJICHHEM O BpydeHUU. KOHTpob BeaeHus
ydeTa MOCTYMUBIINX JOKYMEHTOB OCYIIECTBIISIET HAUaJIbHUK OT/EJ1a, OCYIIECTBIISIIONIETO BhIIATY
pas3pelleHuii Ha MPUMEHEHHE HOBBIX MEAUIIMHCKUX TEXHOJIOTHHA.

Bce nokymeHTBl M1 BHECEHHs HW3MEHEHMH B pa3pelleHHEe Ha IPUMEHEHHE HOBOW
MEIUIMHCKOW TEXHOJOTHH JOJDKHBI TPEACTABIATHCS Ha PYCCKOM sI3bIKE JTHOO HUMETh
3aBEPEHHBIN [IEPEBOJ HA PYCCKUN SA3BIK.

3.4.3. HauanpHUK OT/€Ta, OCYIIECTBIISIONIETO BhIJAUy pa3pelieHuil Ha MPUMEHEHHE HOBBIX
MEIUIIMHCKUX TEXHOJIOTHH, B TeUeHUE 4 KaJeHJAPHBIX JHEW C aThl MOCTYIUICHUS JOKYMEHTOB
Ha3Ha4yaeT M3 4YHUCJa COTPYAHHKOB OTJENa OTBETCTBEHHOTO HCIOIHHUTENS IO MPOBEICHHUIO
pPacCMOTpPEHHs JIOKYMEHTOB, NPEJICTABICHHBIX [IJI1 BHECEHHS W3MEHEHUW B pa3pellieHHe Ha
MPUMEHEHNE HOBOW MEIMULMHCKON TexHojsornu. damMumus, UM U OTYECTBO OTBETCTBEHHOTO
UCTIONTHUTEIIS, €r0 MeCTO paboThl W TenedOH OJDKHBI OBITH COOOIICHBI 3asiBUTEIIO IO €ro
MUCbMEHHOMY WJIM YCTHOMY OOpallleHuIo.

3.4.4. OTBETCTBEHHBIM HMCHOTHUTENL B TeueHue 10 KalleHTapHBIX AHEH C JaThl CBOETO
Ha3HAa4YeHUs OCYILECTBISET MPOBEPKY KOMIUIEKTHOCTH M COCTaBa MPEICTaBICHHBIX JOKYMEHTOB
C LEJbIO ONPEICTICHUS:

- COTJIaCOBAHHOCTH TMpEACTaBICHHOW WHGOpPMAIUU MEXIY OTIEIbHBIMU JOKYMEHTaMH
KOMIUICKTA;

- IOCTOBEPHOCTH JOKYMEHTOB, 3aBEPEHHBIX MOJMUCHIO YIIOJHOMOYEHHOIO JIULA 3asSBUTEIS
Ha KaXXJIOM JIOKYMEHTE;

- COOTBETCTBHUS COJICPKAHUS, YPOBHS JA€TaIN3aluU MPECTaBICHHON HHpOpMaLNY, a TaKXKe
JIOKa3aTeJIbHOCTU PEe3yJIbTaTOB UCCIEOBAaHUN U OLICHOK.

3.4.5. OTBETCTBEHHBIM HCIOJHUTEIL B TCUCHHE 5 KaJCHAAPHBIX JHEW C AThl 3aBEPIICHUS
MPOBEPKU KOMILUIEKTHOCTU U COCTaBa JIOKYMEHTOB, MTPEACTABICHHBIX ISl BHECEHUS U3MEHEHUN B
paspelieHue, MpU HEOOXOJUMOCTH TOBTOPHO KIACCUPUIUPYET HOBYIO MEIUIIMHCKYIO
TEXHOJIOTHIO B COOTBETCTBHH ¢ TpeOoBaHUAMM 11. 1.5 HacTosmero Pernamenra.

3.4.6. OTBETCTBEHHBIN MCIOJHUTEIL B TCUCHHE 5 KaJCHAAPHBIX JTHEW C aThl 3aBEPIICHUS
KIacCU(PUKAIMK  HOBOM  MEIOUIIMHCKOW  TEXHOJIOTUM  OMpeneiseT HEoOXOOUMOCTh B
JIOTIOJTHUTEILHON WH(pOpMaIuu (pe3yJIbTaTOB WCIBITAHUN) W (WIM) MPOBEIACHUU DKCIIEPTU3BI
3¢ (HEeKTUBHOCTH W 0E30MaCHOCTH B COOTBETCTBUU C KIJIACCOM IMOTCHIIMATBLHOTO PHCKA HOBOM
MEAUIIMHCKON TEXHOJIOTHUH.

JomonHuTtenpHass WHGOpMAIUsl  3ampaliuBaeTcss TOJIBKO B TOM  ClIy4ae, eclii
MIPEJICTaBICHHbIE PE3yJbTaThl HCCIIEOBAaHUI O CBOEMY COCTaBy U COACPXKAHHUIO HE Jar0T
BO3MOXHOCTbh CJ€JlaTh 3aKioueHue o0 >PQPekTHBHOCTH H (WiIM) OE30MacHOCTH HOBOM
MEAUIMHCKOW TeXHONOrHH. B 3TOM ciyudae manpHeilee pacCMOTPEHHE IJOKYMEHTOB MOXKET
OBITH IPUOCTAHOBIICHO B COOTBETCTBUH ¢ 1. 3.3.1 HacTosmero Pernamenra.
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Okcneptuza dpdexTuBHOCTH M (MiM) OE30MAaCHOCTH HOBOW MEIHMIIMHCKONW TEXHOJOTHH
MIPOBOAMTCSA B TOM CJIy4ae, €CIM HOBas MEIUILIMHCKAs TEXHOJOTHs OTHOCUTCS K Kiaccy 2 WM K
KJ1accy 3 MOTEHIMAIBLHOTO PUCKA €€ HCITIOIb30BaHMSL.

[Ipn Hamu4YMKM OCHOBAHWM JISI TPOBEIACHMS SKCIEPTU3bl OTBETCTBEHHBIN HCIIOJHUTENb B
CPOKM, OTBEJCHHBIC JUISl BBIIOJHEHHMS HACTOSIIEr0 3Tana aJMUHUCTPATUBHOW NPOLEAYPHI,
TOTOBUT MPOEKT 3aJaHusi HA MPOBEIEHUE dKCTEepPTH3bl AP(HEKTUBHOCTH U O€30MacCHOCTH HOBOM
MEIUIUHCKON TEXHOJIOTUH C YKa3aHWEM OpraHW3alliH, KOTopas OyAeT MPOBOIUTH IKCIIEPTH3Y,
MpeeIbHBIX CPOKOB BBIMIONHEHUS PabOT W BOIMPOCOB, MO KOTOPBIM MPEACTOUT MOTYYUTh
SKCIEpPTHOE  3akitoueHue. [IpoekT 3agaHMsl COIVIACOBBIBA€TCS  HAYaJIbHUKOM  OTZAENA,
OCYUIECTBIISIONIETO BBIAAUY pa3pelieHHil Ha MPUMEHEHHE HOBBIX MEIUIIMHCKUX TEXHOJIOTHHA U
YTBEPKIAETCS JIMIOM, YIIOJTHOMOYEHHBIM JJIsl 3TOU Lienu pykoBoauTesieM denepanbHON CITyKObI
10 HaJ30py B cpepe 3apaBoOOXpaHEHHS M COLUATBHOTO pa3BUTHs. JKcrepTusa 3(h(HEeKTUBHOCTH U
0€30MacHOCTH HOBOM MEIMLMHCKON TEXHOJOTMH JOJDKHA ObITh INpoBeAeHa B cpok 1o 135
KaJIeHJapHBIX JHEU J100 B CPOK 10 45 KaJlleHJapHBIX JHEH (MIPU YCKOPEHHOH MpOoIeaype) ¢ AaThl
YTBEPKIACHUS 3aaHUS.

3.477. B Tedyenwe 5 KaleHAApHBIX AHEH C AAThl MOJYYEHHUs 3aKIHOUYEHUS SKCIEPTHOU
OpraHu3aliy WIH, B CIyyae OTCYTCTBUS HEOOXOJUMOCTH B JKCIEPTU3E, C JaThl 3aBEPLICHUS
MPOBEPKU KOMIUIEKTHOCTH M COCTaBa JOKYMEHTOB U JaHHBIX, MPEACTABICHHBIX TS MOTyYEHUS
paspelleHuss Ha MPUMEHEHHE HOBOW MEIMLIMHCKON TEXHOJOTUH, OTBETCTBEHHBIN HCIIOIHUTEIh
TOTOBHT 3aKJIIOYEHHE IO BOMIPOCY O BBIJIaU€ pa3pelieHus C y4eTOM:

- pe3yJbTaTOB JIOKYMEHTAJbHOM NPOBEPKHM KOMILJIEKTA JOKYMEHTOB U JIaHHBIX,
MPEJICTaBICHHBIX ISl TOJIYYEHHs pas3pelieHuss Ha TNPUMEHEHHE HOBOM MEIUIUHCKON
TEXHOJIOTHH;

- MaTepuajoB TNPOBEACHHBIX OJKCHEpTU3 IPPEKTUBHOCTH U OE30MaCHOCTH HOBOM
MEJUIIMHCKONW TEXHOJIOTHH (MIPU HATHYUHN);

- TOTIOJTHUTENHHOM HH(OPMALIUY OT 3asiBUTENS (TIPU HATTMYHUH).

[Ipy MNONOXKUTENBHOM 3aKIIOYEHUH TOTOBUTCA IPOEKT HOBOIO, C YYETOM BHECEHHBIX
W3MEHEHUH, pa3penieHrdss Ha TM[PUMEHEHHE HOBOM MEAMIIMHCKON TEXHOJIOTMHU, KOTOpPOE
COIJIACOBBIBACTCSl HAYaJbHUKOM YIIPABJICHHS, OCYILIECTBIISIOIIEIO BbIJauy pa3pelleHuil Ha
NPUMEHEHNE HOBBIX MEIUIMHCKUX TEXHOJIOTUH, W TOAMMCHIBAETCS  PYKOBOAMUTEIEM
denepanbHOM CITyKOBI 10 HA30py B cepe 3apaBOOXpaHEHUS M COLMATLHOTO pa3BuTHs. HoBoe
paspellieHue Ha NMPUMEHEHHE HOBOW METUIIMHCKOM TEXHOJIOTUU JIOJDKHO MMETh TOT K€ HOMED,
KaK M IIpebIAyIIee pa3peleHue.

[Ipn oTpunaTeNbHOM 3aKIIIOUEHWU TOTOBUTCS YBEAOMJIEHHE 00 OTKa3e BO BHECEHUU
U3MEHEHUH B pa3peleHUEe C YyKa3aHMEM OCHOBAHMH OTKa3a, KOTOPOE COIJIaCOBBIBAETCS
HAYaJIbHUKOM YIIPaBJICHUS, OCYIIECTBISIOLIETO BbIady pa3pelleHUil Ha MPUMEHEHHE HOBBIX
MEIUIUHCKUX TEXHOJIOTUH, TOAMUCHIBaETCS pyKoBoauTeneM denepanbHoOi CiiyKObI 10 HaJ30py
B c(epe 31paBOOXPAHEHHUS U COLMATBHOTO Pa3BUTHUS U HATIPABJISIETCS 3asIBUTEITIO.

3.4.8. Bo BHeceHMM H3MEHEHUH B pa3pelIEHHE Ha INPUMEHEHHE HOBOM METUIIMHCKOU
TEXHOJIOTHH OTKa3bIBAETCS MO CIEIYIOIINM OCHOBAHMSIM:

1) mpu HenpeacTaBIEHWHM WM HENOJHOM IPEACTABICHUU 3asBUTENIEM JOKYMEHTOB,
000CHOBBIBAIOIIIUX BHECEHNE U3MEHEHUH B pa3pelIeHHE;

2) TpeACTaBICHUE JIOKHBIX WJIM HEACHCTBUTENBHBIX CBEJCHUH, OOOCHOBBIBAIOIIUX
BHECEHUE U3MEHEHHI B pa3pellieHue;

3) mosryueHHE SKCIEPTHOTO 3aKIIOYEHHS O BO3MOXKHOM CHIDKECHMHM 3(PQeKTHBHOCTH H
0€30MMacHOCTH HOBOWM MEIUIIMHCKOM TEXHOJIOTHH B CITyyae BHECEHHS] U3MEHEHHI B pa3pelleHue.

3.4.9. Bo BHeceHMM HU3MEHEHUH B pa3pelIEHHE Ha INPUMEHEHHE HOBOM METUIIMHCKOU
TEXHOJIOTHH HE MOXKET OBITh OTKA3aHO B CiIyyae, eCiu:

1) u3MeHeHus KacaloTCsi HaMMEHOBAHUs, aJpeca WM OpraHU3allMOHHO-TIPABOBOM (hOpMBI
3asgBUTENs M (WJIM) JIMI, HA MMl KOTOPBIX BBIJIAHO paspelieHue, NpU YCIOBUH COOIIOICHUS
TpeboBanmii 1. 1.4 Hactosmero Pernamenra;

2) U3MEHEHHUs CBS3aHbl C epefaueii IpaB Ha HOBYIO METUIIMHCKYIO TEXHOJIOTHIO;
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3) 3agBUTENb TMOBBIMIACT TPeOOBAaHUA K TapamMeTpaM METUIIMHCKOW TEXHOJOTUU WU
yMEHbIIIAeT (OrpaHuYUBacT) chepy ee UCIOIb30BaHus B MpeesiaX pa3pelIeHHbIX;

4) U3MCHEHHUS CBS3aHBI C HEOOXOJMMOCTBHIO BBITIOJTHCHHS TPEOOBAaHWH, YCTaHOBICHHBIX
3aKoHozaTenbcTBoM Poccuniickon denepanmu.

3.4.10. B Teuenue 3 xajeHIapHbBIX JHEH € aThl NOAMUCAHUS Pa3pEIICHUs] OTBETCTBEHHBIN
UCIIOJTHUTEIb YBEIOMIISIET 3asBUTENSI O TOTOBHOCTH HOBOTO Pa3pellieHus] Ha MPUMEHEHHUE HOBOM
MEIUIIMHCKONW TEXHOJIOTHH.

3.4.11. B teuenne 3 pabouux AHEH C JAaThl MOAMHCAHUS Pa3pElICHUS OTBETCTBEHHBIH
WCIIOJTHUTEIIh HANpAaBISET CBEICHUS 00 ASTOM /Ui BHECCHHMS HW3MCHEHWUH B 0a3y JTaHHBIX
BBIIAHHBIX pa3pelIeHui Ha MPUMEHEHNE HOBBIX METUIIMHCKUX TEXHOJOTUHN U UX apXUBUPOBAHHSL.

3.3.12. ®enepanpHas cioyk0a 1o Ham30py B cdepe 3apaBOOXPAHCHHS W COIHMAILHOTO
pa3BuTHsl 00s3aHA BbIIaBaTh AyONMKATHl pa3pelieHUil Ha MPUMEHEHHE HOBBIX MEIUIUHCKUX
TEXHOJIOTHH TIO 3asIBJICHUSM JIMII, HA UMsI KOTOPOTO OHO 3aperucTPUpPOBAHO, B TeueHHe 1 mecsia
C J1aThl MOCTYTIJICHUS TAKOTO 3asIBICHUS.

3.3.13. JlokyMeHTbl U JaHHbIE, MPEACTABIEHHbIE JUIsI TOJIYYEHHUs pa3pelieHus] Ha
MIPUMEHEHNE HOBOW MEIUITMHCKOW TEXHOJIOTHH, HE3aBUCUMO OT TOTO, OBLIO OHO BBIIAHO HIIU HET,
noJyiekar xpaHeHuto B DepepanbHON CcioykOe TO HAam30py B cdepe 3apaBOOXpaHCHHS U
COIIMANILHOTO Pa3BUTHsSI B COOTBETCTBUU C aJMUHHCTPATHUBHOW mporenypoii "Benenue Oazbl
JNAHHBIX BBIJAHHBIX pa3pelICHUd Ha TMPUMEHEHHE HOBBIX MEIUIIMHCKUX TEXHOJIOTHM"
HacTosmero Pernamenra.

3.5. AnmMunucTpatuBHas npouenaypa "Paccmorpenne hakToB u 00CTOSITENBCTB, CO3AAIOMINX
yIpo3y IS KU3HU M 370POBbS JIIOJIEH MPU NMPUMEHEHUU PA3PEIICHHBIX HOBBIX MEAUITUMHCKHUX
TEXHOJOTHI" OCYIIECTBISIETCS B CBSI3U C BBISIBICHHEM (DAaKTOB U OOCTOSATENHCTB (MOCTYIIICHUS
COOTBETCTBYIOIIUX JOKYMEHTOB OT TPakJiaH, CyOhEKTOB MEAUIIMHCKOM JESATeIFHOCTH UIN UHBIX
OpraHu3aIyii), CO3MaNIUX yrpo3y KU3HU U 3J0POBBIO JIIOJIEH MPHU MPABUIHLHOM MPUMEHEHUU
pa3pelIeHHBIX MEAUIIMHCKUX TEXHOJIOTUH, B COOTBETCTBUMU C HIDKECIEAYIONIUM TMOPSIKOM
(cxema ocylIIecTBICHHS aIMUHUCTPAaTUBHOM npouenypsl npuseaeHa B [Ipunoxenuu 5):

3.5.1. Ilpu BeIsiBNEHUHN (AKTOB U OOCTOSATENBCTB, CO3JAIONINX YIPO3Y KU3HHU U 3I0POBBIO
JIOJel TpH MNPaBWIBHOM MPUMEHEHHHM PAa3pEUIeHHBIX HOBBIX MEIUIIMHCKUX TEXHOJIOTHH,
BKIItOUasi 0€3 OrpaHUYCHHI JTIO0bIe HEOMATONPHUITHBIE KIMHUYECKHAE TIPOSBICHUS, KOTOPhIE MPU
MCIIOJIb30BAaHUU MEIUIIMHCKOW TEXHOJOTMU B COOTBETCTBHM C €€ OINHCAaHUEM, MHCTPYKIHUEeH
(PyKOBOJCTBOM) 1O MPUMEHEHHIO (IKCILUTyaTallMi) UCTIOIb3YEMbIX B MEIUIIMHCKOW TEXHOJIOTHU
JIEKapCTBEHHBIX CPEACTB U (WJIM) U3JAENMA METUIIMHCKOTO Ha3HAY€HHUs MPHUBOIAT K CMEPTH,
CO3AI0T YTPO3y VIS KU3HU, TPEOYIOT TOCITUTAIM3AINH WK €€ MPOJICHHUs, IPUBOJISAT K CTOHKOMN
WIM BBIPAXXEHHOW YyTpaTre TpPYyAOCHOCOOHOCTH U (WMJIM) WHBAJIUAHOCTH, WJIH BBI3BIBAIOT
aHOMaJIbHBbIE PENPOAYKTUBHBIE dP(PEKTHI, TNOO0 TaKhe KIMHUYECKUE IMPOSBICHUS, XapakTep U
TSOKECTh KOTOPBIX HE COIVIACYIOTCS € HMeromelcs uHbopMmanueld O HOBOW MEIUITMHCKOU
TEXHOJIOTMH, HAYallbHUK OTJENa, OCYIUECTBISIONIETO0 BbIJAUy pa3pelieHU Ha TpUMEHEHUE
HOBBIX MEIUIIMHCKUX TEXHOJIOTHM, B TeueHHe 5 pabouumx JHEH ¢ JaThl BBISBICHHS TaKHUX
00CTOSITENIECTB TOTOBUT COOTBETCTBYIONIYIO TOKJIATHYIO 3aMUCKy Ha HWMs PYKOBOJHUTENSA
denepanibHOI cTyKObI IO HA30py B cepe 3paBOOXPAHEHUS U COLMATIBHOTO Pa3BUTHSL.

B Tom cnydae, ecnu TpUYMHONW BO3HUKHOBEHUS TOJOOHBIX OOCTOSTEIBCTB SBISIFOTCS
OCOOCHHOCTH AEMCTBHSI MCHOJIb3yeMbIX B HOBOM MEIUIMHCKONH TEXHOJOTMH JIEKAPCTBEHHBIX
CPEIICTB WU W3 MEIUIIMHCKOTO HasHaueHus, DenepanbHas ciiyk0a 1mo Ham3opy B chepe
3paBOOXPAHEHHUS] U COLIMAIBLHOTO Pa3BUTHs B JOMOJHEHHWE K HACTOSAIIEH aJIMHUHUCTPATHBHOMN
Ipoleaype  JIOJDKHA  BBIIOJIHUTH  COOTBETCTBYIOIIME  AJMUHUCTPATUBHBIE  MPOLETYPHI
pernamenToB denepanbHOi CiIykObl MO HAA30py B cdepe 3apaBOOXpPaHEHHS] U COIUAIBHOTO
pa3BUTHsSL MO WCIOJIHEHHUIO TOCYJAPCTBEHHBIX (DYHKIMI IO TOCYJApPCTBEHHOH pErucTparuu
JICKapCTBEHHBIX CPEACTB WJIM [0 PETUCTpallMd M3ACNUN MEAUIMHCKOrO Ha3HA4YeHUS,
COOTBETCTBEHHO.

3.5.2. B Tedenne S5 pabouumx [HEW C JaThl TIOJYYCHHUS JOKJIATHOW 3alUCKA WM
JOTIOTHUTEIFHBIX CBEJCHHUA O BBIABICHHBIX OOCTOSTENLCTBAX pPyKOBoAHWTENh DenepanbHON
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CIyx0bl TIO Haa30py B cepe 3apaBOOXpAaHEHHS] M COLMAIBHOIO Pa3BUTHS MOXKET NPUHATH
CJIEYIOLINE PEIICHHUS:

1) matp pacniopspkeHre 00 opraHu3auy cOopa JOMOTHUTEIBHBIX CBEJCHUN O BBISBICHHBIX
HEraTUBHBIX 3P (PeKTax NPUMEHEHUs] HOBOM MEIMIIMHCKOM TEXHOJIOTHH;

2) maTh pacmopsDKEHHE O MPOBEACHWHU JOMOJHHUTEIBHON 3KCIepTH3bl 3PGEKTUBHOCTH H
0€301acHOCTH HOBOM MEIMIMHCKON TEXHOJIOTHU C YYETOM BBISBICHHBIX HEIaTUBHBIX 3((EKTOB
€€ IPUMEHEHMUS;

3) paccMOTpeTh BOIPOC O BHECEHHMHM M3MEHEHUH B pa3pelleHHe Ha MPUMEHEHHE HOBOU
MEIULMHCKONW TEXHOJIOTHH;

4) 0 MPUOCTAHOBIIEHUH JIEMCTBUS PELICHUs O BblJIau€ pa3pelleHus] Ha NPUMEHEHHEe HOBOM
MEIULMHCKONW TEXHOJIOTHH;

5) 06 oT3bIBE pa3peleHus Ha IPUMEHEHNE HOBOW MEIUIIMHCKON TEXHOIOTUH;

6) He mpeAlnpUHUMATh HUKAKUX JONOJHUTENbHBIX JACUCTBUH B TOM Cllyyae, €Ciu
BBISIBIICHHBIC HETaTHBHbIE A(PQPEKThl MPUMEHEHHs HOBOM MEIMIIMHCKOM TEXHOJOTHH HOCST
CIIy4alHBIN XapakTep.

3.5.3. CO0p OONMOJHUTENBHBIX CBEACHUH M MNpPOBEIEHUE IONOJHHUTEIbHOM HKCHEepPTH3bI
3pPEKTUBHOCTH M 0€30IMaCHOCTH HOBOW MEIHMIIMHCKOW TEXHOJIOTMH C YYE€TOM BBISBICHHBIX
HeraTUBHbBIX 3()()EeKTOB ee MPUMEHEHUs IPOU3BOIATCS B CPOKHU, YCTAHOBJICHHBIE PYKOBOJUTENIEM
denepanbHO CiTyKOBI IO HAA30PY B cepe 3ApaBOOXpAHEHUS U COLUAITBHOTO Pa3BUTHL.

3.5.4. PaccmoTpeHue BoIlpoca O BHECEHHMM M3MEHEHHMH B pas3pelleHHe Ha MpUMEHEHHE
HOBOHM MEIHMIIMHCKOW TEXHOJOTHU B CBSI3M C BBISBICHHEM HETAaTHBHBIX 3()()EKTOB MPOM3BOAUTCS
B COOTBETCTBUHM C aJMHHUCTPATUBHOM mpouenypoil "BHeceHue n3MeHeHMI B pa3pellieHHe Ha
IIPUMEHEHNE HOBOW MEAMIIMHCKON TeXHOIOruu" Hacrosiero Perinamenra.

3.5.5. ®enepanbHas ciayxk0a Mo Hag3opy B cdepe 3IpaBOOXPAaHEHHMS U COLHUAIBHOIO
pa3BUTHSI IPUOCTAHABIIMBAET ACHCTBHUE PEILIEHUS O Bblaye pa3pelieHHs Ha IPUMEHEHUE HOBOM
MEIUIUHCKON TEXHOJOTHU C LENbI0 MPEAOCTaBIEHUs JHLy (JIMliaM), TOUMEHOBAaHHOMY(bIM) B
pa3peleHuy, BO3MOXKHOCTH IIPOBECTM B COOTBETCTBHM C JACUCTBYroUMU B Poccuiickon
Qenepanuy  OpaBWIAMH  JJAOOPATOPHOM M KIMHUYECKOHM MPAaKTUKH  JONOJHHUTENIbHBIC
JOKJIIMHUYECKUE U (MJIM) KIMHUYECKHE UCCIIEJOBAHUS B CBSI3U C BBISBJICHHBIMU CEPHE3HBIMHU U
(wn) HempeABUACHHBIMH TI0004YHBIMH 3(dekramu. KoHTpons 3a BBINOTHEHHUEM IPaBUI
71a00paTOPHOM M KIIMHUYECKOM MPaKTHKH MpousBoautTcss DenepanbHOil cimyk00i Mo Hax30py B
chepe 3IpaBOOXPAHEHHS U COLUAIBHOIO PAa3BUTHA B COOTBETCTBUU C TpeOOBAHUAMU
aIMUHUCTPATUBHOM mpouenypbl "OCyIIECTBIEHHUE KOHTPOJIS 3a MOPSAKOM IPOBEACHMUS
KJIMHUYECKUX U OMOMETUIIMHCKUX HCCIIE0BAaHUM HOBOM MEIMIMHCKON TEXHOJIOTUH, A TaKXkKe ee
UCIONIb30BaHueM" HacTosiiero Perinamenra.

B cmywae otTkaza smma (7uI)), TOMMEHOBAHHOTO(BIX) B pa3pelieHuH, TPOBECTH
JIOTIOIHUTENbHBIE JTOKIMHUYECKHE M (WINM) KIMHUYECKHE HCCIIEIO0BAaHUS B YCTaHOBJIEHHOM
HOpsiZIKE, a TAaKXkKe B Cilydae MOJATBEPXKIEHUS IPU MPOBEACHUU AONOIHHUTENBHOM 3KCIEPTU3bI
3pPEKTUBHOCTH M OE30MAaCHOCTH HOBOM MEIUIMHCKONW TEXHOJIOTUM CEPbe3HbIX U (WiIH)
HEeMpeABUACHHBIX MOOOYHBIX d(hdektoB DenepanbHas ciyx0ba 10 Ham3opy B cdepe
3[paBOOXPAHEHUS] M COLMAIBHOTO Pa3BUTHS OT3BIBAET pa3pELICHHE HA IPUMEHEHUE HOBOM
MEIUIIMHCKOW TeXHoJoruu. MHbopmamus o0 OT3bIBE pa3pelieHus Ha MPUMEHEHHE HOBOM
MEIUIUHCKON TEXHOJIOTMH BHOCUTCS B 0a3y JJAHHBIX BBIJAHHBIX pa3pelIeHHH.

3.6. AnmMuHucTpatuBHas npouenypa "OcyliecTBIeHnE KOHTPOJIS 3@ HOPSAIKOM IPOBEACHMUS
KJIMHUYECKUX U OMOMEIUIIMHCKUX HCCIIEA0BAaHUM HOBOM MEIMIIMHCKON TEXHOJIOTHH, A TAaKXKe €€
UCIIOJIb30BaHUEM" HCIIOJIHAETCS B XOJE IJIAHOBBIX M BHEIUIAHOBBIX MEPONPUATHUN IO KOHTPOJIIO
3a JIeATeIbHOCThIO OpraHn3aluil pa3pabOTYNKOB U aBTOPOB HOBOM MEIMIIMHCKON TEXHOJIOTUH, &
TaKKe JIML, IOUMEHOBAHHBIX B Pa3peLICHNH HA IPUMEHEHHE HOBON MEAMIIMHCKON TEXHOJIOIMH B
COOTBETCTBUHM C HIKECIECAYIOIIUM MOPSAKOM (CXeMma OCYLIECTBICHHUS aJMHHUCTPATUBHOMN
npoueaypsl npuseneHa B [Ipunoxenun 6):

3.6.1. IlmaHoBble MepompUATHS TIO KOHTPOJIO 3a COOMOJeHHEeM TpeOOBaHMIA
3akoHoJaTenbcTBa Poccuiickoit depepanuu npu NpoBEACHUN KIMHUYECKUX U OMOMETUIIMHCKUX
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WCCJICIOBAaHUN HOBOW MEIMIIMHCKOM TEXHOJOTHH, a TaKKe €€ HCIOJb30BaHUEM (lanee —
IUITAHOBBIE MEPONPUATHS IO KOHTPOJIO) OCYILECTBIISIOTCS B COOTBETCTBUM C IUIAHOM,
pa3pabaTbiBaeMbIM HAYaJbHUKOM YTIPABJICHUS, OCYIIECTBISIOMIETO BBIAYy pa3pelieHuid Ha
NPUMEHEHHE HOBBIX MEIUIMHCKMX TEXHOJOTHH, M  YTBEpKJAaeMbIM  E€XKEKBapTaJbHO
pykoBonutenem denepanbHoii cirykObI M0 HaA30py B chepe 3ApaBOOXpaHEHUS M COIMATHLHOTO
pa3BuTHsi. CBeJleHHs O MPOBEACHUU IJIAHOBBIX MEPOIPUATUH 10 KOHTPOJIIO pa3MelaroTcsl Ha
opuransHoM  MHTepHer-caiite  www.roszdravnadzor.ru B mopsake, — ONPEIENIIEMOM
pykoBonutenem denepanbHoii ciykO0bl 10 Hag30py B chepe 3ApaBOOXPAHEHUS M COLMATIBHOIO
Pa3BUTHL.

B oTHOmEHNH 0THOrO CyObeKTa IJIAHOBOE MEPONPUATHE MO KOHTPOJIIO MO KaKJOH HOBOM
MEIULMHCKON TEXHOJIOTMH NMPOBOAUTCS HE Oosiee ueM 1 (oauH) pa3 B 2 (1Ba) roga. B oTHomeHun
cyOBeKTa Majioro NpeANnpUHUMATENBCTBA [IAHOBOE MEPOIPUATHE MO0 KOHTPOJIIO TPOBOAUTCS HE
paHee yem uepes 3 (Tpu) ToJja C MOMEHTA €T0 TOCYIapCTBEHHON PErUCTpaIiy.

3.6.2. BHemyaHOBblE MEpONPHUATHA IO KOHTPOJIO 3a COONIOJIeHHEM TpeOoBaHUM
3akoHOJaTenbcTBa Poccuiickoit depepanuy npu MpoOBEACHUN KITMHHYECKIX U OMOMETUIIMHCKAX
UCCIICIOBAaHUIM HOBOM MEIUIIMHCKON TEXHOJOIMM, a TakKe €€ HCIOJb30BaHUEM (nanee —
BHETUIAHOBBIE MEPOIPHUSATHS 110 KOHTPOJIIO) OCYIIECTBIISIOTCS B CICIYIOIIUX CITyqasX:

1) npu BBISIBIEHMM B pe3yJsibTaTe IJIAHOBOTO MEPONPHUATHS MO KOHTPOJIIO HapylICHUH
TpeOoBaHull 3akoHoAarenbcTBa Poccuiickoil denepanyii — C LENbI0 KOHTPOJSI HCHOJHEHUS
IpeanucaHuil 00 yCcTpaHeHUH BBISBICHHBIX HapyIICHUH;

2) mnpM TOIyYeHMH HMHPOpPMAIMK  OT MOPUAWYECKHX JIMI, WHIWBHIYaJbHBIX
npearnpuHUMaTeNeil, OpraHoB rocy1apCTBEHHON BIACTH O BOSHUKHOBEHUHU aBapUNHBIX CUTYalUH,
00 M3MEHEHUAX WM O HAPYUICHUSX TEXHOJIOTUYECKHUX IPOLECCOB, a TAKXKE O BBIXOJE M3 CTPOS
COOpY>KE€HUM, 00OpYyJOBaHUS, KOTOPbIE MOTYT HENOCPEACTBEHHO NPUYMHUTH Bpea >KHU3HHU,
30POBBIO JIFOAEH, OKpPYKAOUIEH Cpele W HMYIIECTBY TpaxJaH, HOPUAUYECKUX UL H
MH/IMBUAYaJIbHBIX MpEANpUHUMATENCH;

3) npu BO3HUKHOBEHUH YI'PO3bI 3I0POBBIO M JKU3HU TPaKJaH, 3arpA3HEHUS] OKpY KaIOIIeH
Cpelbl, TOBPEXKACHUS UMYIIECTBA, B TOM 4YMCJIE€ B OTHOIIEHHWH OJHOPOAHBIX TOBApOB (pador,
YCIIyT) APYTUX IOPUANYECKUX JIUI U (M) WHAUBUIYTbHBIX PEANPUHUMATEIICH;

4) nmpu oOpalleH!H rpa)/iaH, FOPUANYECKUX MLl U UHIUBUAYAIBHBIX IpeANPUHUMATENEH C
*Kano0aMHi Ha HapyIICHUS MX MpPaB U 3aKOHHBIX MHTEPEcOB JeiicTBUAMU (Oe3aeiicTBHEeM) MHBIX
IOPUIMYECKUX JHMLI W (WIM) HHOUMBUIYAJIbHBIX  IpPEANpUHUMATENEH, CBS3aHHbIE C
HEBBITTOJTHEHUEM MMHU 00sI3aTeIbHBIX TPEOOBaHMIA, a TaKKe MPH MOTyYeHUH MHOHN nHpopManuu,
HNOATBEPKIAEMON JIOKYyMEHTAaMM W MHBIMM JIOKa3aTelIbCTBAMH, CBUAETEIbCTBYIOIUMHU O
HAJIMYUY TPU3HAKOB TAKUX HAPYLICHUH.

BHenutaHoBBIE MEPONIPUSITHS IO KOHTPOJIIO B CIIy4asiX, yCTAHOBJICHHBIX MOAIYHKTaMHU 2 U 3
HACTOSILEro IyHKTa, MOTYT IPOBOAMUTHCS IO MOTHBHPOBAaHHOMY pemeHHio DenepaabHOR
ciy>)k0bl IO HaA30py B cdepe 3ApaBOOXPAHEHUS U COLMAIBHOIO Pa3BUTUS, B TOM YHUCIE B
OTHOLICHUM  HWHBIX  IOPUAMYECKUX  JIMI WU  UHAMBUAYAIbHBIX  MNpPEANpUHHMATENEH,
OCYILECTBIIAIONMX KIMHUYECKUE WIM OMOMEAMLIMHCKUE HCCIEA0BaHMS HOBOM MeIUIMHCKON
TEXHOJIOTHH, a TAK)KE €€ UCTIOIb30BaHUE.

OO6parenusi, He TMO3BOJIAIONINE YCTAHOBUTH JIMIIO, OOpaTuBieecs B DeaepaabHyIO CIyX)O0y
no Hag3opy B cdepe 3ApaBOOXpPAHEHHS M COLHMAIBHOTO pa3BUTHs, HE MOTYT CIYXHUTh
OCHOBAHMEM JIJIs IPOBEJICHNS BHEIUIAHOBOT'O MEPOIIPUATHUS 110 KOHTPOIIO.

3.6.3. [Ipu HacTyIJIEHUHM OYEPETHOTO 3TAla IJIaHA MEPOIIPUSTHI MO KOHTPOJIIO HayaJIbHUK
OTJeNla, OCYUIECTBISIIOIIErO BbIJAYy pa3pelleHud Ha NPUMEHEHHE HOBBIX MEIUIMHCKUX
TEXHOJIOTHH, B TedeHHE | KaJeHJapHOro [HsS TOTOBUT IPOEKT pPACIOpPsUKEHUs (IIpHKasza) o
IIPOBEICHUN MEPOIPUATHUS MO0 KOHTPOIIO (Ul KaXJ10T0 MEPOIPUATHUS), KOTOPOE YTBEPKIAAETCS
pykoBonutenem denepanbHoii ciykO0bl 10 HaA30py B chepe 3ApaBOOXpAHEHUS M COLMAIBLHOTO
pa3BUTHSL.

B pacrnopsikenuu (mpukase) JOKHBI ObITh YKa3aHbI:

- HOMEp U JaTa pactopspKeHus (IIpHUKas3a) o MPOBEAECHUN MEPOIIPUATHS 110 KOHTPOJIIO;

- HAUMEHOBaHME OpraHa rOCyAapCTBEHHOTO0 KOHTPOIS (HaA30pa);
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- (haMunMsi, UMs, OTYECTBO M JODKHOCTH JIMIA (JIML), YIIOJHOMOYEHHOTO Ha MPOBEICHHE
MEPOIPHUITHS 10 KOHTPOITIO;

- HaMMEHOBaHWE IOPHIUYECKOTO JIMIA Wi (haMuins, UMs, OTYECTBO HHIUBHIYATHEHOTO
MpeIPUHUMATENS, B OTHOIIEHUH KOTOPBIX MMPOBOIUTCSI MEPOTIPUSITHE 110 KOHTPOJIIO;

- LIeJIH, 33/1a49H U TPEAMET IPOBOIMMOTO MEPOIIPUATHS 10 KOHTPOJIIIO;

- TMpaBOBBIE OCHOBAHHUS TMPOBEICHUS MEPONPUATUS TIO KOHTPOIIO, B TOM YHUCIE
HOpPMAaTHBHBIC TIPABOBBIC aKTHI, 00s3aTeIbHBIC TPEOOBAHUS KOTOPHIX TMOJICKAT POBEPKE;

- laTa Havyaia U OKOHYaHUS MEPONPHUSATHUS IO KOHTPOJIO.

3.6.4. MeponpusTisi IO KOHTPOJIO MPOBOJATCS B CTPOIOM COOTBETCTBUU CO CBEJCHUSMH,
YKa3aHHBIMH B PaclopsbKeHUU (MpHKas3e), TOJDKHOCTHBIM JIMLOM (JIMIAMU), KOTOPOE yKa3aHO B
pacropsbkeHnH (TIPHKa3e) O MPOBEACHUN MEPOIIPHATHS TI0 KOHTPOIO. B ToM citydae, ecnu nipu
MPOBEJCHUN MEPONPUSATHII 1O KOHTPONIO TpeOyeTcs OCYIIECTBICHHE HCCIeI0BaHUN
(uctipiTanmii), skcreptu3, PexepanpHas ciayxOa 1Mo Ham30py B cdepe 3ApaBOOXpAHEHUS H
COIIMANILHOTO PAa3BUTHUS BIIpaBe IMPHUBJICKATh B YCTAaHOBIEHHOM TIOPSAKE HAyuyHbIE, HHBIE
OpraHu3aIiy, yUYEHBIX U CIIEHUAINCTOB.

[IpoaomKUTENFHOCTD TIIAHOBBIX U BHEIIAHOBBIX MEPOMPUATUH MO KOHTPOIIO HE JOJDKHA
NPEBHIIATh OJMH MECAN. B HCKIIOUMTENBHBIX CIydasX, CBSA3aHHBIX C HEOOXOIUMOCTHIO
MPOBEJICHUS CTIEUUATbHBIX UCCIEIOBaHUI (MCIIBITAHUI), SKCIEPTU3 CO 3HAYUTEIBHBIM 00bEMOM
MEPOTIPUATHIA TI0 KOHTPOJIO, HA OCHOBAaHHMHM MOTHBHPOBAHHOTO TPEIIOKEHHS JTOJDKHOCTHOTO
JUIa,  OCYIIECTBISIONIETO  MEPOIPHUSATHE IO  KOHTPOIIO,  PYKOBOAUTENEM  OpraHa
rOCYJJapCTBEHHOTO KOHTPOJIS (HAA30pa) MIIM €r0 3aMECTUTENIEM CPOK MPOBEACHUS MEPOIPUSATHUS
M0 KOHTPOJIIO MOKET OBITh MPOJIJIEH, HO He OoJiee YeM Ha OJMH MECHLI.

3.6.5. Tlo pe3ynpTaTaM MEpPONPHUATHS IO KOHTPOJIO JOHKHOCTHBIM JIUIIOM (JIMIIAMHU)
@denepanbHOl CcIyXObl MO HaA30py B cdepe 3ApaBOOXPAaHEHUS U COIMAIBLHOTO Pa3BUTHI,
OCYIIECTBIISIONINM MTPOBEPKY, COCTABIISETCS aKT B IBYX SK3EMIUISIpax.

B akre ykasbiBatorcs:

- laTa, BpeMsi U MECTO COCTaBJICHHSI aKTa;

- HAMMEHOBaHHUE OpraHa rocyJIapcTBEHHOT0 KOHTPoJIs (HaaA30pa);

- Jatra W HOMEp pacmopsbkeHusl (TpUKa3a), Ha OCHOBAaHHU KOTOPOTO IPOBEICHO
MEPOIPUITHE MO KOHTPOJIIO;

- ¢damunusi, UMsI, OTYECTBO U JIOJDKHOCTh JUIa (JIMII), TPOBOAMBIIETO MEPOMPHUSATUE IO
KOHTPOJIIO;

- HAaMMEHOBAaHHME TPOBEPSIEMOrO IOPUAWYECKOTO JHIA WiIH (aMUIHs, UM, OTYECTBO
WHAMBUAYAIbHOTO TMpeANnpUHUMATeNs, (haMuaus, UMs, OTYECTBO, NOJKHOCTH TPEACTABUTENS
IOPUAMYECKOTO  JIMIIAa WM TPEACTABUTENS  WHAMNBUAYAIBHOTO  MPEANpPUHUMATEIS,
MPUCYTCTBOBABIIUX MPU MPOBEICHUN MEPOTIPUSATHS IO KOHTPOJIIO;

- laTa, BpeMsl U MECTO TIPOBECHHSI MEPOTIPHUSATHUS TI0 KOHTPOJTIO;

- CBEICHUSA O pe3yJbTaTaX MEPOIPHATHS MO KOHTPOJIK, B TOM YHCJIE O BBISBICHHBIX
HApyIICHUSIX, 00 WX XapakTepe, O JIHUIaX, Ha KOTOPBIX BO3Jaraercsi OTBETCTBEHHOCTH 3a
COBEpPILICHHUE ITUX HAPYILICHUH;

- cBeJieHHs 00 O3HAKOMIJIGHMH WM 00 OTKa3e B O3HAKOMJICHHMHM C aKTOM MpPEICTaBUTEIs
IOPUAMYECKOTO  JIMIAa WM UHAMBHAYAIbHOTO  NpEeNNpUHUMATENS, a TakkKe JIuI,
MPUCYTCTBOBABIIUX MPU TMPOBEACHUHU MEPOMPHUITHS MO KOHTPOJIO, MX TOJIUCH WU OTKa3 OT
MOJIITUCH;

- MOJIMUCH TOJHDKHOCTHOTO JIMIIA (JTUIT), OCYIIECTBUBIIIETO MEPONPHUSATHE 110 KOHTPOJTIO.

K akty mpumararorcsi aktel 00 otOope o0pa3ioB (mpo0) MpOAyKIMH, OOCIEeIOBaHUH
O00BEKTOB OKPYXKAIOWIEH Cpeabl, MPOTOKOJBI (3aKIIOYECHHUSI) MPOBENEHHBIX HCCIEIOBAHUI
(McTIbITaHMI) W JKCHEPTU3, OOBACHEHHUS JODKHOCTHBIX JIMI[ OPraHOB TOCYAapCTBEHHOTO
KOHTpoJIs (Ham3opa), pabOTHUKOB, HA KOTOPBIX BO3JIAaraeTcs OTBETCTBEHHOCTH 3a HAPYIICHUS
00s3aTeNbHBIX TPEOOBAHUMN, U APYTHUE JTOKYMEHTHI MJIM UX KOIWH, CBSI3aHHBIE C pe3yJbTaTaMu
MEPONPHUATHS IO KOHTPOJTIO.

OpauH 5K3eMIUISAp aKTa ¢ KOMUSIMH MPHIIOKEHUN Bpy4yaeTcsl pyKOBOAUTEIIO IOPUANYECKOTO
JUIA WIA €0 3aMECTUTENI0 U MHIUBUAYaTbHOMY MPEANPUHUMATETIO WIH UX MPEACTABUTEISIM
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0]l PaCIUCKY J100 HAmpaBJIsE€TCs MOCPEICTBOM MOYTOBON CBSI3U C YBEIOMIIEHUEM O BPYUYEHUH,
KOTOpOE MpHOOIIAeTcs K HK3EMIUIPY akKTa, OcCTaloleMycs B 0a3e JaHHBIX BBLAAHHBIX
pa3pelieHni Ha MPUMEHEHNE HOBBIX MEIUIIMHCKUX TEXHOJIOTUH.

B ciywae BbIABICHMS B peE3yJbTaTe MEPOIPHATHS IO KOHTPOIK aJIMHUHUCTPATUBHOIO
NpaBOHAPYIICHHUS JOJDKHOCTHBIM JuroM DexepanbHoil Ciry:)kObl 1O Hag3opy B cdepe
3IpPaBOOXPAaHEHHUsS W COLMaIbHOro pa3BuTUs (ympasieHus Poc3npaBHag3opa MO CyObEKTYy
Poccuiickoit ~ ®exepanuu)  cOCTaBiseTCs  MPOTOKOJ B MOPSAJAKE,  YCTaHOBJIEHHOM
3akoHoJarenbcTBOM Poccuiickoit denepanun 00 aJAMUHUCTPATUBHBIX MPAaBOHAPYLICHUAX, U
JAIOTCSl MpEANnucaHusi 00 YCTpaHEHUHU BbISBICHHBIX HapylieHuid. [IpoTokos, akT mpoBepku U
npeanyucaHus NpuoOIatoTcss K 0a3e JAaHHBIX BBIJAHHBIX pa3pelIeHuil Ha NMPUMEHEHUE HOBBIX
MEAUIIMHCKHUX TEXHOJIOTHH.

3.6.6. FOpuanueckue nauua (MHAMBUAYalbHbIE MPEANPUHUMATENN) BeAyT XKypHal yuyeTa
MEPONPHUATHH 110 KOHTPOJIIO.

3.7. AnmunHucTpaTtuBHas mporenypa "Bexenue 0a3pl NaHHBIX BBIJAHHBIX pa3pelIeHUN Ha
MIPUMEHEHUE HOBBIX MEAMIIMHCKUX TEXHOJOTMH" OCYILECTBIAETCS B CBS3U C BBIIOJIHEHUEM
aIMUHUCTPATUBHBIX TIpoueayp "PaccMOTpeHHE MOKYMEHTOB M TMPUHSATHE PEIICHUS O BbIJIa4Ye
pa3penieHusi Ha NPUMEHEHUWE HOBOW MEIMUMHCKOW TexHosioruu', "BHeceHue wu3MeHEeHuM B
paspelieHue Ha MPUMCHEHHE HOBOM MEIMIMHCKOW TexHoioruu', "PaccMorpeHmne (akToB U
00CTOSITENECTB, CO3JAIOIIMX YIpO3y MM KU3HU U 3[0pOBBS JIIOACH MpPH MPUMEHEHUU
pa3peleHHbIX HOBBIX MEAMIMHCKHX TexHoJorui" m "OcylliecTBIeHHE KOHTPOJIS 32 MOPSAIKOM
MPOBEJCHUS KIIMHUYECKUX U OMOMEIUIIMHCKUX UCCIIEeOBAaHUI HOBOM MEIUIIMHCKOW TEXHOJIOTHUH,
a TaKKe ee MCIojib30BaHHEM" HacTosiiero PeriiaMeHTa B COOTBETCTBUHM C HMIKECIIETYIOIINM
MOPSAIKOM (CXeMa OCYIIECTBJICHHs aIMUHHUCTPATUBHON Mpolenypsl npuseneHa B [lpunosxxenuun
7):

3.7.1. DnektpoHHas 0a3a MAaHHBIX BBIJAHHBIX pa3pelIeHUN Ha TNPUMEHEHHE HOBBIX
MEIUIMHCKUX TEXHOJOTUH BEAETCS B OTJENe, OCYLIECTBISIONIEM BbIayy pa3pelieHuil Ha
MPUMEHEHNE HOBBIX MEAMIMHCKHX TexHosoruih denepanbHoil ciyxkObl 1Mo Hag30py B chepe
3[IPABOOXPAHEHUS M COITMAIILHOTO Pa3BUTHSI, U BKIFOUAET B c€0s CIEIYIOIINE CBECHIS:

- HAaNMEHOBaHNe HOBOM MeIUITMHCKON TEXHOIOTHH,

- aHHOTAIINIO HOBOM MEIUIIMHCKOM TEXHOJIOTHH;

- HAMMEHOBAHHE M OPTaHU3AIMOHHO-TIPaBOBYIO (popmy 1rb0 pamunuio, UMs, OTI4ECTBO (110
OPUMEHUMOCTH) ¥ aJpeca OpraHu3aluu-pa3paboTyMKa, aBTOpa HOBOW MEIUIIMHCKON
TEXHOJIOTMM W JIMI, Ha WM KOTOPBIX BBIJAETCA pa3pelIeHHEe Ha MPUMEHEHUE HOBOU
MEIULUHCKON TEXHOJIOTHH;

- KJ1aCC MOTEHIMAJIBHOI'O PUCKA IPUMEHEHHsI HOBOM MEIUIIMHCKONW TEXHOJIOTHH;

- PEKBU3HTHI pa3pelieHus: Ha IPUMEHEHNE HOBOM MEIUIIMHCKON TEXHOJIOTUH;

- OCHOBAaHMS M CPOK NIPHOCTAHOBJIEHUS JEHCTBUs PEIIEHUS O BbIJA4€ pa3pelleHus Ha
MIPUMEHEHUE HOBOW MEAULIMHCKON TEXHOJIOTUH;

- OCHOBaHHE U J]aTa OT3bIBa Pa3pelICHNs O IPUMEHEHUN HOBOM MEIUIIMHCKON TEXHOJIOTUU.

3.7.2. B Teuenue 2 pabouux IHEW C JOaThl MOCTYIUIEHUS COOTBETCTBYIOIIMX CBEICHHIN
HayaJbHUK OTJENA, OCYIIECTBISIIONIETO BbIJA4Yy pa3pelieHUHd Ha [PUMEHEHHE HOBBIX
MEIUIMHCKUX TEXHOJOTUM, WK JIULIO, UM HA3HAUYEHHOE (OTBETCTBEHHBIN HCIIOJHUTENH), BBOJUT
UX B 3JIEKTPOHHYIO 0a3y JaHHBIX BbIIAHHBIX Pa3pelICHUI U apXUBUPYET €e.

3.7.3. OcHoBaHHEM BeJIEHHUsS SJCKTPOHHOM O0a3bl JaHHBIX BBIJAHHBIX pa3pelICeHUN Ha
MIPUMEHEHNE HOBBIX MEIUIMHCKUX TEXHOJIOTUH SIBIISIOTCS JOKYMEHTBI, KOTOPBIE IPEACTABIISAIOT
co0oil apxuB Ha OyMaXKHBIX HOCHUTEISIX M BKIIOYAeT B ceOs CICAYIONIME TOKYMEHTHI WA WX
KOITHH:

3asBieHUSI U JOKYMEHTBI, MPEICTABICHHbIC ISl MMOJTYUYEHUsl pa3pellleHus Ha MPUMEHEHHE
HOBBIX MEIMIMHCKAX TEXHOJOTHM, IJIs1 BHECEHUS HW3MEHEHUH B BBIIAHHBIC pa3pELICHUs,
JIOKYMEHTHI, CBSI3aHHBIC C MPOBEACHUEM MEPOIPHITHIA 10 KOHTPOJIO COONIO/ICHUsT TpeOOBaHUM
3akoHoaTenbcTBa Poccuiickoit denepannu mpu NMPOBEACHUN KIMHUYCCKUX U OMOMEIUIIMHCKUX
HCCIEeNOBAaHUM HOBOM  MEIUIIMHCKOM  TEXHOJOTHMH, a TakKXke €€ HCIOJIb30BaHHEM,
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NPUOCTAHOBJICHHEM pEIICHUS O BBIJaue pa3pelIeHHs] Ha MPUMEHEHHE HOBOW MEIUIIMHCKON
TEXHOJIOTUH, OT3bIBOM Pa3pelIeHni Ha MIPUMEHEHNE HOBBIX MEIUIIMHCKUX TEXHOJIOTUH.

VYka3aHHble JAOKYMEHTHI XpaHsarcs B DexepanpHOi ciyx0Oe 1Mo Ham3opy B chepe
3PaBOOXPAHEHUS U COLMAIIBHOI'O PAa3BUTHUS.

3.7.4. Ha odurmmansHoM MHTepHET-caiite www.roszdravnadzor.ru B OTKPBITOM JIOCTYTIE
JIOJDKHBI pa3MeIlaThesl U €XKEMECSYHO OOHOBIISTHCS CIEAYIONINE CBEJICHNUS U3 AIEKTPOHHON 6a3bl
JTAHHBIX BBIJAHHBIX Pa3pelIeHUi Ha MPUMEHEHNE HOBBIX MEUIIMHCKUAX TEXHOJIOTHIL:

- HalMEHOBAaHME, OPraHM3ALMOHHO-NIPaBOBas (popMa M MECTOHAXOXIEHHUE JMI, HAa HMs
KOTOPBIX BBIJIAHO pa3pelieHne Ha TPUMEHEHNE HOBOW MEIUITUHCKON TEXHOJIOTHH;

- HOMEp pa3peleHns Ha IPUMEHEHHE HOBOI METUIIMHCKON TeXHOJIOTHY;

- CBEJIEHHs O MPHOCTAHOBJICHWHU PEUICHWH O BbIJAYe pa3peuleHus Ha MPUMEHEHHE HOBOU
MEIULIUHCKON TEXHOJIOTMU U 00 OT3BIBE pa3peIleHU.

3.7.5. Konrtponp BeaeHUs 0a3bl JaHHBIX BBIJAHHBIX pa3pellieHUN Ha MPUMEHEHHE HOBBIX
MEIUIUHCKUX TEXHOJOIMHM OCYIIECTBISET HayalbHUK OTJENA, OCYLIECTBISIOIIETO BbIIAdy
pa3pelieHnii Ha MPUMEHEHNE HOBBIX MEIUIIMHCKUX TEXHOJIOTHH.
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[Ipunoxenue 1

K AZIMMUHUCTPAaTUBHOMY PETJIAMEHTY 110 UCIIOJHEHHIO FOCY1apCTBEHHON (DYHKIIMU 110 BbIaue

v v

Pa3spCICHNU Ha NPUMCHCHUEC HOBBIX MCIUIWMHCKUX TCXHOJIOTNH
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[Ipunoxenue 2

K AZIMMUHUCTPAaTUBHOMY PETJIAMEHTY 110 UCIIOJHEHHIO FOCY1apCTBEHHON (DYHKIIMU 110 BbIaue

v v

Pa3spCICHNU Ha NPUMCHCHUEC HOBBIX MCIUIWMHCKUX TCXHOJIOTNH
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[punoxenue 3
K AZIMUHHUCTPaTHBHOMY PETJIAMEHTY 110 HCIIOJTHEHHIO TOCYAapCTBEHHOW (DYHKIIUH O BhIAaYe
pa3p€HI€HPII>i Ha IPUMCHCHUEC PETUCTpAl HOBBIX MCIUITHMHCKUX TEXHOIOTHI

CTPYKTYPA
N3JIOXKEHWA MEJUIITMHCKOU TEXHOJIOT'M

_ CTPYKTYPA
N3JIOXKEHWA HOBOU MEJUIIMHCKOM TEXHOJIOI'MU (MT)

TUTYJIbHBIA JIUCT [TomHOE HanMeHOBaHKE 3asBHUTENSA (C YKa3aHHUEM
BEJIOMCTBEHHOW MPUHAJICKHOCTH (MIPU HATTUYHH ), HUXKE —
IOpUIUYECKUN apec);

Hasanue MT (1o 1ieHTpy TUTYJIBHOTO JIMCTA); I1OJ
HazBaHueM MT — B KpyIJIbIX CKOOKax — BHJI JOKyMEHTA!
(MEIUIIMHCKAS] TEXHOJIOTHS).

OBPATHAA CTOPOHA AmnHoranus: kpatkoe onucanne MT, uadopmarus o
TUTYJIbHOT'O JINCTA HanOoee 3HaunMBbIX ipenmytiectsax MT (ue 6osree 10 — 15
CTPOK); IIepeYeHb Bpauei-CreaIicToB, KOTOPBIM
aapecoBana nanHas MT, u TpeOOBaHUS K WX KBaTHU(PUKAINH,
JIOTIOJTHUTEIBHON crienuanu3anuy (Ipyu He0OX0IUMOCTH);
PEKOMEHTyeMbIi ypOoBeHb/MacIITad ucoap3oBanus MT.
IIpu

HaJIMYUU MATEHTHOM 3allluThl: HOMEp, Ha3BaHUE, /1aTa
BbIJIaUM JOKYMEHTA, MaTeHTO00J1aAaTeNb/3asiBUTEb,
paspaboTtunk/copaszpaboTunku (pu Hamuann); ABTopsl MT;
yKa3aHHUe OpraHu3aliy (OpraHu3aiuii), Ha KOTOpyro(ble)
BBIZIACTCS PAa3pELICHUE HAa IPUMEHEHNUE HOBON MEAULIMHCKON
TE€XHOJIOTHH.

Pa3nensl onucanus Coneprkanue pa3iesioB OMMCAHUS METUITMHCKONW TEXHOJIOTHHI
MEIUIIMHCKON TEXHOJIOTHH

BBEJIEHUE CoaepXUT BBOJIHYIO HHPOPMAITUIO TI0 PEIIaeMOM
npobieme; CBeAeHUs 00 UCIOIb3yEeMbIX aHAJIOTHUHBIX MT
(mpu HaIM4YKMK), HAYYHOE 00OCHOBAHUE MEXAHU3MOB U
cylHocTH aerctBus Hacroswe MT, npumenenun MT 3a
pyOexoM (co cChlIKaMU HAa UICTOYHUKU MHPOPMALIIH);
MOKET

BKJIIOYATh OYEPUYEHHBIN KPYT Mpo0JIeM, KOTOPbIE MO3BOJIUT
pemuTh BHeApeHue naHHo MT B npakTudeckoe
3IpaBOOXpPAHEHUE.

[TIOKA3AHUA [lepeuens (10 myHKTaM) 3a00JI€BaHUN, CHMIITOMOB,

K UCITOJIb30BAHUIO COCTOSIHUM OpraHHW3Ma 4eJ0BeKa, KIMHUYECKUX CUTYaIHH,
HOBOU MEJIUITUHCKOM! | npu KOTOpBIX MOKa3aHO IpUMEHeHHe NaHHOi MT.
TEXHOJIOI'MU

[MPOTUBOIIOKA3AHUSA  |Ilepedens (10 MyHKTaM) OTHOCUTEIBHBIX U aOCOTIOTHBIX

K NCITOJIb30BAHUIO MPOTUBOIIOKA3aHUH K UCIIOJIb30BaHUIO naHHo MT. Jlist
HOBOU MEI[HL[I/IHCKOPI auarHoctudeckux MT MpOTUBONOKa3aHUSAMH SIBIISTFOTCS
TEXHOJIOT 1N 3a00JIeBaHMsI, CHMIITOMBI, COCTOSIHUSI OpTraHHW3Ma YeIOBEKa,
KJIIMHUYECKHUE CUTYallUU, CHUKAIOIME TOYHOCTh U
YyBCTBUTEIbHOCTh MT, MOBBIIIAIONINE BEPOSITHOCTD
MIOJTyYEHUS JIOXKHOIOIOKUTETHHBIX H/HITH
JIO)KHOOTPHUIIATEILHBIX PE3YJIbTaTOB.
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MATEPHAJIBHO-
TEXHUYECKOE
OBECIIEYEHUE HOBOU
MEJIULIMHCKON
TEXHOJIOT MU

[IepeyeHp UCIONIB3yEMBIX ISl OCYIIECTBICHUS
MEAMLMHCKON TEXHOJIOTMH JIEKAPCTBEHHBIX CPENICTB,
U3JIEUHA MEUIIMHCKOTO Ha3HAYEHUS U JIp. CPENCTB (C
yYKa3aHHEM HOMEpa IOCyJapCTBEHHON pPEruCTpaluy Win
MHOTO PAa3peIINTEIBHOIO JOKYMEHTA, OPraHU3allun-
U3rOTOBUTENIS, CTpaHbI-Nponu3BoaAUTENs). Bee
3aneicTBoBaHHble B MT cpencTBa JOMKHBI ObITH pa3perieHbl
K IPUMEHEHHIO B MEIULIMHCKOM NPAKTUKE HA TEPPUTOPHUH
P®

B YCTaHOBJICHHOM IOPSIKE.

OIMMCAHUE HOBOU
MEJIMLIMHCKOM
TEXHOJIOT'MU

CopaepxuT MoapoOHO OMUCHIBAEMYIO MTOCIIE0BATEILHOCTD
OCYILIECTBIICHUS MEIULIMHCKON TEXHOJIOTHUU; MOXKET COCTOSITh
u3 nojpaszenoBn. [Ipu HEOOXOAMMOCTH COMTPOBOKICHUS
OTMCaHMS cXeMaMHu, (poTorpadusiMu, pUCyHKaMH,
Tabiuuamu, rpapuKkaMu, KIMHUYECKUMU TpUMEpaMu | JIp.,
00JIeTYaronMH MPaAKTUIECKOE UCTIONB30BaHUE
npearaeMomn

MT (omKHBI OBITH CCHUTKHM TIO TEKCTY Ha COOTBETCTBYIOIINE
npwioxenus K MT). Onucanue Takke BKIIOYAET
ONTUMAaJIbHbIE KPUTEPUU IO UHTEPIIPETALIUN PE3YIHTATOB U
OIICHKE TMOJTYYE€HHOTO BpayoM KJIMHHYECKOoro 3 dekra npu
MCII0Jb30BaHUM TaHHOM MT B IpakTUYECKOUN NESTEIbHOCTH.

BO3MOXXHbIE
OCJIOXHEHUA 1
CIIOCOBBI X
YCTPAHEHUA

IlepeueHb BO3ZMOKHBIX OCIOKHEHUH MPU UCTIOJIb30BAHUH
MT, mepsI 110 po(UITaKTUKE OCIOKHEHUH, TAKTUKA Bpadya
IIPU UX BOSHUKHOBEHUHU. [[JIs1 TMarHOCTUYECKUX TEXHOJIOTUN
- MEpHI 110 MPEAOTBPAILEHUIO BEPOSITHBIX
JIO’KHOTIOIOKHUTENbHBIX U/UIIH JIOKHOOTPULIATEIbHBIX
pE3yJIbTaTOB.

DODEKTUBHOCTD
UCIIOJIb30BAHHS
HOBO MEJIULIMHCKON
TEXHOJIOTUU

CopaepXHUT JaHHBIE O KOJMYECTBE KIMHUYECKUX
HaOJI0IEHUH ¢ KPaTKOH XapaKTepUCTUKON 00ciIeryeMbIX
rpymi (110 MOy, BO3pacTy, HO30JOTHH U JIp. ),

pe3yIbTaThl CTATUCTUYECKOH 00pabOTKH MOTyUYeHHBIX
JAHHBIX, MOATBEPKAAIOIINX METUKO-COLIUATBHYIO

3 PEKTUBHOCTD 10 UCIOIB30BAHHBIM Pa3pabOTUNKAMU
KpUTEpUsM (HampuMmep, BHI3TOPOBIICHNE,
MPOJIOJKUTENBHOCTh M KAYECTBO JKU3HU, YACTOTY
BO3HUKHOBEHUS OTJJAJICHHBIX OCJIOKHEHUHN — JUIsl JIe4eOHBIX
MT; BnusiHME HA CTENEHb TPYIOBOW, MEIUIIMHCKON U
COLIMAJILHON peaduINTaluy, TPOAOIKUTEIBHOCTD )KU3HH 0€3
PELUINBOB, JJIUTEIHHOCTh PEa0MIIUTAIIMOHHOTO TIEPHUO/IA,
WHBAJIMIU3AIMIO U Ap. — I peabunutarnoHHeix MT;
TOYHOCTb, CIEU(PUIHOCTD, YyBCTBUTEILHOCTD U Jp. —

1u1st quarHoctudeckux MT), orieHeHHY10 SKOHOMUYECKY IO
3¢ (EeKTUBHOCTH (BIUSHUE HA KOTUYECTBO KOMKO-/THEH,
CTOUMOCTb TMAarHOCTHUKU JICUEHUS U JIp.), IPEUMYIIECTBA
repe]l CyneCTBYOUMMHU aHAIOTHYHbIMUA MT.

CIIMCOK
JIMTEPATYPBI

CIucoK UCOIb3yEMBIX HCTOUHUKOB B MOPSAKE UX
ynomuHaHus B Tekcte MT (o6bem He 6osee | cTpaHuIb)

MPMJIOXEHUA

Cxewmsl, hoTorpaduu, pucyHkH, TaOIMILbI, TpapuKH,

KJIMHAYECKHUE TPUMEPHI, 00JIerJatonie MpakTuIecKoe
UCIoNb30BaHue npeiaraeMoit MT, pacrionaratorcs u
HYMEPYIOTCS B NOPSAJIKE MX ynomMuHaHus B Tekcte MT.
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[Ipunoxenue 4

K AZIMUHUCTPATUBHOMY PEIJIAaMEHTY 10 UCIOJHEHUIO TOCYJapCTBEHHOM (DyHKIIMH 10 BbIIaye

v v

Pa3spCICHNU Ha NPUMCHCHUEC HOBBIX MCIUIWMHCKUX TCXHOJIOTNH
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[Ipunoxenune 5

K AZIMUHUCTPATUBHOMY PEIJIAaMEHTY 10 UCIOJHEHUIO TOCYJapCTBEHHOM (DyHKIIMH 10 BbIIaye

v v

Pa3spCICHNU Ha NPUMCHCHUEC HOBBIX MCIUIWMHCKUX TCXHOJIOTNH

MUIOUOHXOL HOXIHUINTBW
WOEOH BUHBHEWNAU BH BuHamadeed
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(sHY 2)
BUOY10 MMHALIEREY
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[Ipunoxenue 6
K AZIMMUHUCTPAaTUBHOMY PETJIAMEHTY 110 UCIIOJHEHHIO FOCY1apCTBEHHON (DYHKIIMU 110 BbIaue
paSPGH_ICHI/Iﬁ Ha NPUMCHCHHUEC HOBBIX MCAUIMHCKUX TEXHOIOTHI

CxeMa MCMOMHEHMS ADMMHMCTPATHEHON MTPOLETYPM
"OcywecrTENeHME ROHTPONA 38 NOPANKON NPOBENSHMA FUMHEMUECKIO M AMOMEDLMHCRIY
MCCNeN0BANMI HOEOH MelDOIMHCKON TeXHOMOPHM, & TAKEe ee MCIONL30BaMMen”
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[Ipunoxenue 7

K AZIMUHUCTPATHBHOMY PETJIAMEHTY T10 HCIIOJTHEHHIO TOCYIapCTBEHHON (DYHKIIMH 110 BBIAAYE
paspeleHuil Ha IPUMEHEHHE HOBBIX MEIULIIMHCKUX TEXHOJIOTUI

CxeMa MCAOMHEIN ANMMDICTPATHEHON [pOLETYPH
"BeneHse DASH ODAHMEN DASDEWSHKT HA TIOIEHEHME HOBMX
MEIDADHCKIG, TEXHON0PI"

EBHIIODMEMHe AMUMHCTD A THEMOHE
mpoueoyps " PaccHoTperse
DORYMEMTOD M MPIMATHE  O———————————
PEUEHMT 0 BHIAYE DA3PEMeHMa
HA MprdeHe e HOB adi
HEMMUMHC RO T EXHOMOMMH™

\/
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TR AL I pazpelelse Ma IpICIeMeNHe fazy DaMOD BETAMNGL ROMTPONL BeReins Hasm CHPAECK HA OCHOEAMMH
JERAp= HOBMY MENMBMCRM TEXHOT0NO” PAIP CUEHRIE HA TAMHMX B AHHAX AN MAMMNK BALD AN
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" ——— ———
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INPUJIOKEHHUE 2

PerucrpaunonHoe yaiocroBepeHre Ha IPUMEHEHHE HOBbIX MeIULMHCKUX
TEeXHOJOTuM

Peructpammonnoe ymnoctoBepenne DenepanbHOl CIyKObI MO HAA30py B
chepe 3mpaBooxpaHeHHs M coumanbHoro pasButus (Poc3mpaBHamzopa) Ha
OPUMEHEHUE  HOBBIX  MEIHWLIMHCKUX  TEXHOJOTMM —  3TO  JIOKYMEHT,
NOATBEPKAAIOMMN (DAKT pa3penieHuss K TPUMEHEHUI0 MEIUIIMHCKON TEXHOJIOTUU
Ha Tepputopun Poccuiickoit denepannu.
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PerncrpanroHHoe yaoCTOBEpEHHME HA NIPUMEHEHHME HOBBIX MEIMLIMHCKHAX
TexHosiorui Beinaercs PocsapaBHanzopom Ha ocHoBanuu [Ipukasa MunucrepcTBa
3IPABOOXPAHEHUS] M COLMANIBHOrO pa3Butus Poccuiickoit @Penepanuu ot 31
nekabps 2004 r. Ne 346 "OO opraHu3auuu BblJa4d pa3pellieHUi Ha MPUMEHEHHE
MEIMIUHCKAX TeXHOJIOrui". JIaHHBIM NpHUKa3 MpelyCMaTpUBAET HOBBIM MOPSAIOK
BHEJIPEHHUS B IIPAKTUKY PE3YJIbTATOB HAYYHBIX UCCIICIOBAHUM.

Cornacno Ilpukasa, pe3ynbTaThl HayYHBIX MCCIEI0BAaHUM, NIPEIHA3HAUCHHBIC
JUIA  TIPAKTUYECKOTO HCIOJIb30BaHHUA, JENATCS Ha JIB€ TPYNIbL: HOBBIC
MEJMIIMHCKHE TEXHOJOTHH, BIIEPBBIC IMpeajaraéMble K HCIIOJIB30BaHUIO (B
MPOILIOM UMEHOBABIIUECS METOAMUYECKUMH YKa3aHUSAMH WU PEKOMEHIAIMSIME) U
YCOBEPIICHCTBOBAHHBIE MEAMIIMHCKHE TEXHOJOTHUH (B MPOIUIOM IMOCOOUs MAJis
Bpayei).

Ha memuuuHCKHEe TEXHOJOTWH, pa3pelleHHble K npuMeHeHno denepanbHON
CIy»00ii 0 Ham30py B cdepe 3IpaBOOXpaHEHUS U COLMAIBHOTO Pa3BUTHS,
BBIJJAIOTCS ~ PErMCTPALlMOHHBIE  YJIOCTOBEPEHHsS, W  OHM  BHOCATCS B
['ocynapcTBeHHBbIN PeecTp HOBBIX MEIUIIMHCKUX TEXHOJIOTUH.

Cpokn ® CTOMMOCTb YyCIyr 10 OQOpMJIEHUI0 PerucrpannoHHOTO
YAOCTOBEPEHUS! HAa NMPUMEHEHUE HOBBIX MEAMIIMHCKUX TEXHOJOTHUH 3aBUCAT OT
crenu@UKU TEXHOJIOTUU, METOJIMK MPUMEHEHHUS, HaJTU4Msl IPYTUX CepTU(PUKATOB,
TEXHUYECKOMN TOKYMEHTAllUU U APYTruX (PaKTopoB.

[Tpu peAoCTaBICHUU BCEX JIOKYMEHTOB CPOK odopmieHUs
PeructpaniioHHOTO yAOCTOBEpEHHS Ha MPUMEHEHHWE HOBBIX MEIMIIMHCKUX
TexHouaorui — 3-4 mecsia.
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®dopmar 60x84 1/16. [lewats odceTHas.
Bymara odcernas.
Ve . — 3,25 Vu.-u3g. 1. — 3,2
3aka3 Ne Tupax 100 3x3.
NznmareasctBo TTU FODY
Taranpor, 28, I'CII 17A, HexpacoBckuii, 44
Tunorpadus TTU FODY

Taranpor, 28, I'CII 17A, Dnrensca, 1



