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O6 yrBepxIeHHH ATMHHACTPATHBHOIO PerjiaMenTa DeepabHOM CIOYKOBI
0 HAI30pY B cdepe 3APaBOOXPAHEHHs H COLHAILHOIO PA3BHTHS 110
HCHO/THEHHIO rOCy1apeTBeHHOH (pYHKIMH IT0 BhIAade paspemenuii Ha
NpUMEeHEeHHEe HOBBIX MeIUUHHCKAX TeXHOIOIHil

B cooTBerctBHMM ¢ mocraHOBneHMsMM IlpaBuTenscTBa  POCCHICKOIM
Oeneparmn ot 11 Hoa6pst 2005 1. Ne 679 «O mopsizke pa3spaboTKK U yTBEPKACHHS
aAMUHHUCTPATHBHBIX PErTIAMEHTOB HCIIONHEHHS TOCYIApCTBEHHBIX (YHKIHH H
aAMHHACTPATHBHBIX DPEITIAMEHTOB IPEJOCTAaBIEHHA T'OCYIApCTBEHHBIX YCIyD»
(Cobpanme 3akoHOmaTeNbCcTBA PocCHiCKOL @enpepanun, 2005, Ne 47, cr. 4933),
ot 30 mrons 2004 1. Ne 321 «O6 yreepxaenun ITonoxeHHS o MunuctepcTBe
3APaBOOXPAaHECHUS U COLHAIBHOTO pa3BUTHI PoccHiickoii Denepaium» (Cobpanme
3akoHonarenscTBa Poccuiickolt Menepanuu, 2004, No 28, cr. 2898; 2005, Ne 2
1. 162; 2006, Ne 19, cr. 2080) 1 ot 30 mrous 2004 r. No 323 «O6 YTBEP)KICHUH
Ionoxenns o ®enepansHoit ciayxbe 1o Hau30py B cepe 3ApaBOOXpaHEeHHs H
conuanbHoro passutus» (CoOpanue 3aKoHomaTenbeTBa PoccHiickoit (I)e,z[epauHH

2004, Ne 28, ct. 2900; Ne 33, ct. 3499; 2006, Ne 52 (3 4.), cT. 5587; 2007, Ne 12,

cT. 1414) npr ka3 H B aIo:
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1. VTBepauTh npritaraeMeii AIMHHHACTPATUBHBIA pernaMenT DenepanbHon
cIy’KOBI IO HaA30py B cdepe 3ApaBOOXPaHEHMS M COIHAIBHOrO0 PasBUTHA IO
I/IéIIOJIHeHI/II-O TOCYJapCTBEHHOM QYyHKUIMHU 10 BEIIa4Ye paspellleHHul Ha IpUMEHEHHe
HOBBIX MEIUIMHCKUX TEXHOIOIHH.

2. @enepanbHOM crmyxbe Mo Ham3opy B cdepe 3ApaBOOXpaHEHHd U
COLMAIbHOIO Pa3BUTHS OOECIIeYHTh OCYIIECTBIECHHE BBIIAYM pa3pelleHHH Ha
IPUMEHEHHE  HOBBIX  MEIHIMHCKMAX  TEXHOIIOTMH B  COOTBETCTBHH  C
ATMUHHUCTPATUBHBEIM periaMeHTOM, YTBEPKACHHBIM HACTOAIIUM IIPHKA30M.

3. [Ipu3HaTh yTPaTUBIIUM CHITY IpHuKa3 MEHUCTEPCTBRA 3paBOOXPAHEHHSI 1
conmansHoro passutus Poccuitckoit @eneparmu ot 31 mexabps 2004 r. Ne 346
«O06 opraHu3allM BBAAUM paspelleHHd Ha IpHMEHEHHEe MEIUUHAHCKHUX
TEXHOJIOTHI» (3apeructpupoBaH B MUHHCTePCTBE IOCTHLIMK Poccuiickon
®epeparn 10 despans 2005 r., peructpaurosssri Ne 6317).

4. KoHTpomp 3a HCIONHEHHEM HACTOAILIEr0 I[PHKa3a BO3NOXKHTL Ha

3amectuTeNnss MUHKCTpa 3IpaBOOXPaHEHUI U COLMAIBHOIO pa3sBUTHs Poccuiickoi

®enepanuu B.1.Crapoaydosa.

MuHUCTp M.}O.3ypaboB
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YTBEpKIACHO NPUKAZOM
MuHucTepcTBa 34paBOOXPAHEHUS U
COLMAIIBHOTO Pa3BUTHS

Poccuiickon @enepanuu

oT «20 » mtonsi_ 2007 r. Ne 488

AJIMAHUCTPATUBHBIN PETJIAMEHT
®EJIEPAJILHON CJTY)KBhI
I10 HA/I30PY B COEPE 3/IPABOOXPAHEHUS
1 COLIMAJILHOT'O PA3BUTUS
T10 VICTIOJIHEHUIO TOCY JAPCTBEHHON ®VHKIIMN
T10 BBIIAUE PA3PELIEHNI HA TIPUMEHEHUE HOBBIX
MEJINIIMHCKUX TEXHOJIOT Uit



1. O0mue mosroKeHUA

1.1. AnMuHucTpaTuBHbIN periamMeHT denepanbHON CiyX Obl MO HAA30pYy B
chepe 3IpaBOOXpaHEHUS W  COIMAIBHOTO  PAa3BUTUS 1O  MCIOJHEHUIO
rocyJapCTBEHHOM (YHKIIMKM MO BbIJa4e pa3pelieHuid Ha MPUMEHEHHWE HOBBIX
MEIUIMHCKUX TeXHOJOrui (nanee — Pernmament) pazpaboTan Ha OCHOBE

gactu 12 crareu 5 OcHoB 3akoHoAaTenbcTBa Poccuiickoit denepannu 00
OoXpaHe 340poBbs rpaxnaH (yrBepkacHHbIX BepxoBHeiM CoBetoM Poccuiickoi
Odeneparuu 22.07.93 1. Ne 5487-1) (Bemomoctu Cbe3na HapOIHBIX JIEMyTaTOB
Poccutickoit denepanuu u BepxoBHoro coeta Poccuiickoit @enepannu, 1993, Ne
33, cT. 1318),

®enepanbHoro 3akoHa ot 14.07.2001 roma Ne 134-d3 «O 3amure npas
IOpUJIMYECKUX JIMI] YW WHJIUBUAYAIbHBIX MPEANPUHUMATENCH TpU MPOBEIACHUU
roCcyJJapCTBEHHOr0  KoHTposisi  (Ham3opa)»  (CoOpaHue  3aKOHOAATENHCTBA
Poccuiickoit @enepanuu, 13.08.2001, Ne 33 (uvacts 1), cT. 3436),

B COOTBETCTBUM C Iocra”HoBiaeHueM IIpasurenscrBa Poccuiickon
®enepanuu ot 11.11.2005 roma Ne 679 «O nopsiake pa3paOOTKH M YTBEPKACHUS
aJMUHUCTPATUBHBIX PErJIAMEHTOB MCIOJHEHUS TOCYAapCTBEHHBIX (PYHKIHMN U
aAMUHUCTPATUBHBIX PETJIAMEHTOB MPEIOCTABICHUSI TOCYAApPCTBEHHBIX YCIYI»
(Cobpanue 3akoHonarenbcTBa Poccuiickoit denepamuu, 21.11.2005, Ne 47, cr.
4933),

U B Mpejenax MNOJIHOMOYMM, YCTaHOBIEHHBIX [lonoxenuem o denepanbHoi
cinyx06e 1o Ham3opy B cdepe 3ApaBOOXpaHEHUS U COIMAIBHOTO pa3BUTHS,
yTBEpKAEHHBIM TocTaHoBieHueM [IpaBurensctBa Poccuiickonn ®enepaunu OT
30.06.2004 roma Ne 323 (CoOpanue 3akoHoAatenbcTBa Poccuiickoit deneparumy,
2004, Ne 28, ct. 2900; Ne 33, ct. 3499; 2006, Ne 52 (3 4.), cT. 5587; 2007, Ne 12,
cT. 1414).

1.2. Bpimaua paspemieHMd Ha MPUMEHEHUE HOBBIX MEIHUIMHCKUX
TEXHOJIOTUH TIPEACTaBIsieT CO0OM TrOCyAapCTBEHHYIO KOHTPOJIbHO-HAI30PHYIO
dbyukiuio, ucnoigusemyro DenepanbHol CciaykO00i 10 Hag3opy B cdepe
3PAaBOOXPAHEHUSI U COLUMAIBHOTO PAa3BUTUS C IEJIbI0  JIONyCKa HOBBIX
MEIULIUHCKAX TEXHOJOTUA K MEIWLHMHCKOMY MPUMEHEHUIO Ha TEPPUTOPUHU
Poccuiickon @enepanum.

1.3. K HOBBIM MEAMIMHCKUM TEXHOJOTHUSIM OTHOCSITCA  BIIEPBbIC
IpeyaracMble K MCIIOJIBb30BAHUIO HA TeppuTopuu Poccuiickor Penepanuu Win
YCOBEPIIIEHCTBOBAHHBIE COBOKYITHOCTH METOIOB (TIPUEMOB, CIOCOOOB) JICUCHUS,
JMATHOCTUKH, TPO(PWIAKTUKYA, peaOuiauTaluu (Janee — METOMd), CPEICTB, C
MOMOIIIBI0 KOTOPBIX TAHHBIE METObI OCYILIECTBIISIIOTCS, @ B HEKOTOPBIX CIydasx U
CIoco0 MOJy4YeHUs! CPEACTBA, IPUMEHSIEMOT0 B JaHHOUN TEXHOJOTHH.

Metoasl U cpelicTBa, MPUMEHSIEMbIE B HOBBIX MEIUIIMHCKUX TEXHOJIOTHUSIX,
MOTYT BKJIIOYaTh B c€0s HWCIOJIb30BAHUE JIEKAPCTBEHHBIX CPEACTB M H3ACIUN
MEJUIIMHCKOTO Ha3HAY€HUsI MpPU YCIOBUU, YTO OHU 3apETUCTPUPOBAHBI B
YCTaHOBJIEHHOM Iopsiake B Poccuiickon denepanuu U UCIOIB3YKOTCS B CTPOIOM
COOTBETCTBHM C YTBEPXKIEHHBIMU MPU PETUCTPALMU HWHCTPYKIMUSIMHU IO
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MEIUIIMHCKOMY TpUMEHEHUI0. Vcnoyib30BaHHME B HOBBIX  MEIUIIMHCKHUX
TEXHOJIOTUSIX 3aperucTpupoBaHHbIX B Poccuiickon denepannu J€KapCTBEHHBIX
cpeacTB W (WiM) U3JETUA MEAMIIMHCKOTO Ha3HA4YeHUsI C OTKJIOHEHHSIMU OT
WHCTPYKIIMI 1O MEAUIIMHCKOMY MPUMEHEHHUIO HE JOIMYCKAeTCS.

1.4. 3asBreHne U TOKYMEHTBI JUIS MTOJYYEHHUS Pa3peLIeHUs] Ha IPUMEHEHUE
HOBOM  MEIMIMHCKOW  TEXHOJOTMM  MOTYT  IIOAAaBaThbCsl  OpraHU3alUCii-
pa3pabOTYUKOM WJIM aBTOPOM MEAMIIMHCKON TEXHOJOTHUM, JTUOO HMHBIM JIUIOM,
JNEUCTBYIOIIUM OT UMEHHU 3asBUTEIS 110 JIOBEPEHHOCTH.

Pazpemienue Ha MpUMEHEHUE MEAMIIMHCKOW TEXHOJIOTMU BBIIAETCS HA UMS
auna (JIUIr), OCYIIECTBISIONIEro (-UX) MEIUIMHCKYIO JACSTEIbHOCTh HA OCHOBAHUH
COOTBETCTBYIOIIEH JMIEH3UU U YKa3blBAEMOTO (-bIX) B 3asBJICHMM Ha BBIJAUYy
paspeuieHusl.

1.5. Heorpemiiemoii 4acThI0 mpolecca BbIIaYu Pa3pelIeHNs] Ha IPUMEHEHNE
HOBOM MEIUIIMHCKON TEXHOJOTHUM SIBJISIETCSl KJacCU(PUKAIMS B 3aBUCUMOCTH OT
CTENEHU MOTECHIMAIBHOTO PHUCKAa MPUMEHEHUS B MEIUIMHCKUX LEISAX MO TPeM
KJ1accam:

- KJacc 3 — MEIUIMHCKHE TEXHOJOTMU C BBICOKOM CTENEHbIO pHUCKa,
BKJIIOYAIOIIMK B ce0s MEJMIMHCKUE TEXHOJOTUHM, OKAa3bIBAIOLIUE MPAMOE
(XMpypruveckoe) BO3J€MCTBUE HA OpraHbl M TKaHU OpraHu3Ma (3a UCKIIOYEHHEM
MEIMLIUHCKAX TEXHOJOTHM, OTHOCSIIMXCS KO 2-My KJaccCy); IUIAaCTUYECKHUE
PEKOHCTPYKTUBHBIE ~ ONEpalUy; MEIUIMHCKUE TEXHOJNOTHH, CBS3aHHBIE C
UCIIOJb30BAHUEM  KJIETOUHBIX  TEXHOJIOTMH W TEHHbIX  MaHUIYJISUUU,
TPAHCIIAHTALIMU OPTaHOB U TKaHEH;

- KJacc 2 — MEAUIMHCKUE TEXHOJOTHH CO CpPEIHEH CTENEeHbI0 PHCKA,
BKJIIOYAIOMIMK B ce0S MEIMIIMHCKHME TEXHOJOTHH, OKAa3bIBAIONIUE MPAMOE
(XMpypru4eckoe) BO3JACMCTBUE HA KOXY, CIM3HCTbIE OOOJOYKH M E€CTECTBEHHBIE
TIOJIOCTH OpTraHU3Ma; TePaNeBTHUECKUE, GU3HNOTEPANIEBTUICCKUE U XUPYPTUICCKUE
MaHUMYJIALUA B J€PMATOKOCMETOJIOTUH;

- kjmacc 1 — MEOUUUMHCKHE TEXHOJOTMU C HHU3KOW CTENEeHbI pHUCKA,
BKJTIOYAIOIINM B ce0s TpOoUre MEAUIIMHCKUE TEXHOJIOTHH.

1.6. Bpigaua paspelieHMii Ha TNPUMEHEHUE HOBBIX MEIUIMHCKUX
TEXHOJIOTUN ocyiecTBisgercss DenepanbHOil Cciayk00if 1o Ham3opy B cdepe
3paBOOXPAHEHUS M COUMUAIBHOIO Pa3BUTUS HA OCHOBAHMM PE3YJIbTATOB
COOTBETCTBYIOIIMX HMCCIEAOBAHUM, UCIBITAHUA W 3KCIEPTU3, MOATBEPHKIAAIOIINX
3 PEKTUBHOCTH U OE30MMACHOCTh METUIIMHCKON TEXHOJIOTHH.

[Ipu paccmMoTpeHuun Bompoca O BblAaue pa3pelieHHs] Ha MPUMEHEHUE HOBOMU
MEJUIIMHCKON TeXHOJNOTUU, 3(H(PEKTUBHOCTh YCTAHABIMBACTCS KaK CTENEHBb
JOCTHKEHUS MEOULMHCKOM TEXHOJOTHENM LEeJIEM CBOEro MpeIHA3HAYEHHOIO
UCIIOJIb30BaHUs;  0€30IacHOCTh  XapaKTEPHU3yeTCsl  COOTHOLUEHHWEM  pHCKa
OPUYMHEHHs yluepOa MaluueHTy, MEepCOoHaNy, 000pPYJOBAaHUIO WIH OKpPYKaroIEn
cpele Ipu MpaBUWIbHOM UCIOJIb30BAHUU MEIUIIMHCKOM TEXHOJIOTMU U 3HAYUMOCTHU
LEJH, paAl KOTOPOM OHA UCIIOJIb3YETCS.

OdenepasibHas  ciayk0a 10 Hama3opy B cdepe 3IpaBOOXpaHEHUS U
COLIMAJIBHOTO Pa3BUTHSI OCYILIECTBIIIET KOHTPOJIb 3a COONIIOICHUEM JIEUCTBYIOIIMNX
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TpeOOBaHMIA K TIOPAAKY TMPOBEACHHS KIMHUYECKUX ¥ OMOMETUITMHCKHX
VCCIIEIOBAHUN HOBOW MEAUIIMHCKOW TEXHOJIOTHH.

1.7. Ilpu MCHOJHEHUHU TOCYAAPCTBEHHOW (PYHKIMU MO BBIJIaYe Pa3pelieHUs
Ha IPUMEHEHHUE HOBOW MEIMIIMHCKOW TEXHOJIOTHHM OCYUIECTBIISIIOTCS CIEAYIOIINE
aIMUHUCTPATUBHBIE TTPOLICAYPHI:

1) PaccmoTpeHne JOKyMEHTOB U MPUHITUE PELICHUS O BbIJAUYE pa3pelICHUS
Ha IPUMEHEHHE HOBOW MEIUIHMHCKON TEXHOJOruu. OCHOBaHME — 4acTh 12 cTaThu
5 OcHoB 3akoHomarenbcTBa Poccuiickoit deneparuu 006 oxpaHe 370pOBBS
rpaxzaaH, yreepxxaeHHbIX BepxoBHbiM CoBeToM Poccuiickoit @enepanuu 22.07.93
r. Ne 5487-1;

2) BHeceHnne WU3MEHEHUWW B pa3pelleHUEe Ha [PUMEHEHUE HOBOU
MEIULUMHCKONW TexHosoruu. OcHoBaHue — yactb 12 cratebu 5 OcHOB
3aKkoHOoJaTenbcTBa Poccuiickoit @enepaunn 00 oxpaHEe 300pOBbS TIpaklaH,
yTBepxkaeHHbIX BepxoBHsiM CoBetom Poccuiickon ®enepanun 22.07.93 1. Ne
5487-1;

3) PaccmoTpenue (HakToB U 00CTOSATENBCTB, CO3AAIOIMIMX YTPO3Y ISl AKUZHU
U 3JI0pOBbs JIIOJIEM NpU MNPUMEHEHUHM Pa3pEIICHHBIX HOBBIX MEIUIIMHCKUX
texHosorui. OcHoBanue — cratbs 41 Koncrutyuun Poccuiickoit @enepannu;

4) OcyliecTBI€HUE KOHTPOJISI 32 MOPSIAKOM IPOBEAECHUS KIMHUYECKHX U
OMOMEUIIMHCKUX HCCIEIOBAaHUN HOBOM MEIMIIMHCKOM TEXHOJOTHH, a TaKke ee
ucnosib3oBanueM. OcHoBanue — mm. S5.1.3.7, 5.8 «Ilonoxenuss o denepaibHOM
ciyx0e 1o Haa3opy B cdepe 3ApaBOOXPAHEHUS M COIHAIBHOTO Pa3BUTHMY,
YTBEPKAEHHOr0 mnocraHoBieHuem IlpaBurensctBa Poccuiickoit Penepauuu OT
30.06.2004 r. Ne 323.

5) Benenne 6a3bl JaHHBIX BBIJIAHHBIX Pa3pelIeHUN Ha MTPUMEHEHUE HOBBIX
MEIUIMHCKAX TexHoJorui. OcHoBanue — m.5.14 «llonoxenusa o dPenepanbHO
ciyk0e mo Haa3opy B cdepe 3ApaBOOXPAHECHHUS U COLUAIBHOTO Pa3BUTHUS,
yTBEpKIAEHHOro mnocra”oBieHueM IlpaBurtenscTtBa Poccuiickonn denepanmu Ot
30.06.2004 r. Ne 323.

I1. TpeOoBaHusi K MOPAAKY HCIIOJTHEHUS TOCYIAPCTBEHHON PyHKIIUM
2.1. JIOKyMEHTOM, MOATBEPKAAOIIMUM (akT pa3pelieHuss Ha NPUMEHEHUe

HOBOM MEIUIMHCKOM TEXHOJIOTHH, SBISIETCS  Pa3pelIeHuE, IOANUCAHHOE
pykoBoauteneM PeaepanbHOil Ciy)O0bl 110 HAA30py B cepe 31paBOOXpaHEHUs U
COLIMAIBHOTO pa3BuTHs. Paspemienne neMCTBUTENBHO MPU yCIOBUU COXPAHEHMS B
HEHU3MEHHOCTH BCEX U3JI0KECHHBIX B HEM CBEJCHUN O MEIULIMHCKON TEXHOJIOTUU U
0 JMILEe, Ha UM KOTOPOT'O BBIJJAHO pa3pelleHue Ha ee npuMmeHenue. Ilpu ycnosun,
YTO MCIIOJIb30BAHME HOBOM MEIMIIMHCKOW TEXHOJOIMM HE OIPaHUYMBAJIOCH B
COOTBETCTBUM C aJMUHUCTPATHUBHON mpouenypoil «Paccmorpenue @akTtoB u
00CTOSITENBCTB, CO3MAIOIIMX YIPO3y JJIsi JKMU3HM M 3JI0pOBbsl JIIOJEH Mpu

INPUMCHCHHUHU PAa3pPCHICHHBIX HOBBIX MCIWIWMHCKUX TEXHOJIOT U HaACTOAIICTO
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aIMAHUCTPATUBHOIO PETJIAMEHTA, MEIULIMHCKAS TEXHOJIOTHS MIEPECTAET CUUTATHCA
HOBOM M MOXET HCIIOJb30BaThCA 0€3 OrpaHMYCHUN BCEMH JIUIIAMH,
OCYUIECTBIISIIOIIMMU ~ MEAUIMHCKYIO  JEATEIbHOCTh B COOTBETCTBHM  C
3aKOHOAATENBCTBOM Poccurickon denepanuu.

Pa3pemienrne Ha npuMeHEeHHWE HOBOW MEIUIIMHCKOM TEXHOJIOTMM TOTOBHUTCS
Ha odunuanbHoM Onanke @enepanbHON CIIy)ObI 10 HamA30py B cdepe
3[paBOOXPAHEHUS M COIMAIBHOIO PAa3BUTHUS W JIOJDKHO COJepkaTh B cele
CJIETyIOLIUE CBEICHUSI:

- IaTy ¥ HOMEp pa3peIleHus;

- Ha3BaHME HOBOM MEJIMIIMHCKOM TE€XHOJIOTHH,

- HAMMEHOBAHUE M a/Ipeca MECT OCYIIECTBICHUS JIEATETbHOCTH JIHUII, HA UMS
KOTOPBIX BBIJJTAHO pa3penicHue Ha MPUMEHEHNE HOBOW MEIUITMHCKONW TEXHOJIOTHH,

- MOKa3aHUs K UCIIOJIh30BAHUIO HOBOW MEIUITMHCKOW TEXHOJIOTHH;

- MPOTUBOTIOKA3aHUS K UCTIOJIb30BAHUIO HOBOM MEIUIIMHCKON TEXHOJIOTHH;

- BO3MOJKHBIE OCJIOKHEHHsI TPU HCIIOJIb30BAHUM HOBOW MEIUIIMHCKON
TEXHOJIOTHH U CIIOCOOBI UX YCTPaHEHHUS.

2.2. HanpaBneHnue JOKYMEHTOB M JAHHBIX JUIA TOJIYYCHHs pa3peuieHus Ha
IpUMEHEHUE HOBOM MEIMIMHCKOM TEXHOJIOTMH W (WUJM) BHECEHUS M3MEHEHUH B
BBIJIAHHOE pa3pellieHne Ha TPUMEHEHHWE HOBOM TEXHOJIOTMM, a TakKe BblJaya
paspenieHnii Npou3BOIATCA 10 aAPECy:

OenepanpHas ciyx0a 1O Hag30py B cdepe 3IpaBOOXpaHEHUS H
COLIMAJILHOTO Pa3BUTHsI, OTJAEN, OCYIISCTBISIONMN BbIIAUy pa3pelieHuid Ha
MPUMEHEHHE HOBBIX MEAMIMHCKUX TexHosioruii: 109074, MockBa, CnaBsiHCKas
wiomanas a.4, crpoenue 1. Bpemsi paGotei: B Oyanue nuu ¢ 10-00 mo 16-00.
O6enennsiit nepepsiB ¢ 13-00 no 14-00.

Mecto npuema 3asBICHUNA U JTOKYMEHTOB JUIS IIOJIYYEHHs Pa3pelIeHU Ha
NPUMEHEHUE HOBBIX MEIUIIMHCKUX TEXHOJIOTHA, BHECEHUS W3MCHCHHH B
pa3perieHus, a TAaKXKe BBIJAYM pa3penicHui Ha MTPUMEHEHUE HOBBIX MEIUIIMHCKUX
TEXHOJOTHA JOJDKHO OBITh  OCHAIIEHO CTYJNbSIMH, CTOJIAMH, CHCTEMOU
KOHJIUIIMOHUPOBAHUS BO3/1yXa, CUCTEMOM OIOBELIEHUsI 00 ouepean, TeaePOHOM,
KOMITBIOTEPOM C BO3MOXXHOCTBIO T€4YaTH W BbIXoJa B MHTEpHET, HOCTymoM K
rapaepo0y, a TakkKe IMe4YaTHbIMM MaTephallaMH, COJIepPKAIUMH CJeAyIoIIne
JIOKYMEHTBI (CBEICHUS ):

- TepeueHb HOPMATHBHBIX JTOKYMEHTOB, yCTAHABJIMBAIOUIUX OOs3aTEIbHBIC
TpeOOBaHUSI K U3YUCHHUIO U TPUMEHEHHUIO HOBBIX MEIUIIMHCKUX TEXHOJIOTHIA;

- TeKCT HacTosmero Pernamenta;

- 00pa3itel opopMIICHUS 3asIBICHHUN U JOKYMEHTOB, KOTOPbBIE MTPEACTABIISIOTCS
JUTSI TIOJTYYEHUS pa3penieHus] U BHECEHUS B HETO N3MCHCHHIA,

- IpaBa 1 00513aHHOCTHU 3asIBUTENCH;

- oummansHas uHOpManus o0 OpraHu3alusAX, KOTOPhIE MOTYT OKa3aTb
COJICIICTBHE MPU MOATOTOBKE HEOOXOAMMBIX TOKYMEHTOB.

Tenedoubl ayg crnpaBok W mpeaBapuTenbHON 3amucu: +7(495) 6248863;
+7(495) 6985561.
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Anpec anektpoHHOM nmouTsl: medicaltechnology(@roszdravnadzor.ru

Oo6mras cipaBovHas ciyxo0a: +7(495) 698-4628.

Nudopmariust 0 mojaHHBIX 3agBJICHUSAX, O XOJE€ PACCMOTPEHUS JOKYMEHTOB,
NPEACTaBISAEMbIX 3asBUTEISMH [IJIl TIOJIyYEHHUs pa3pelieHus] Ha TMPUMEHEHUE
HOBOM MEIUIIMHCKOW TEXHOJIOTUM WJIA BHECEHUS U3MEHEHHUM B pa3pelleHHE, a
TaKX€ O PEUICHUAX, MPUHATHIX B COOTBETCTBUU C I1.2.2 HacTosimero Pernamenra
JOJDKHA OBITH JIOCTYyNHA 3asBUTENSIM 1O oOOpamieHusiM UM Ha OoQUIMaIbHOM
WnTepHer caifre: www.roszdravnadzor.ru.

[TyOnukaiusi cBeIeHUid O BBIJAHHBIX pa3pelICHUSX HA NMPUMEHEHUE HOBBIX
MEJUITMHCKUX TEXHOJIOTHi ocytecTBisercs denepanbpHoii ciryx00# 1o HAA30py B
cdepe 31paBOOXpaHEHUS U COIMATBHOTO PA3BUTHSI €KEMECIIHO HA O(DUIIMATIEHOM
WNurepner caitte www.roszdravnadzor.ru.

2.3. Ilepeynn AOKYMEHTOB, IPEACTABIAEMBIX I MOJTYYECHUS Pa3PEIICHUS
Ha NPUMEHEHHE HOBOW MEIMIMHCKOW TEXHOJOTMH WM BHECEHHS M3MEHCHHU B
paspelieHre, a Takxke TpeOOBaHUS K TAaKUM JOKYMEHTaM IpEACTaBICHBI B
COOTBETCTBYIOIIMX  pa3fenax aJMUHUCTPATHBHBIX MPOLEIYp HACTOSLIETO
Permamenra.

2.4. YciioBUs U CPOKM MCHOJHEHHUS FOCYJapCTBEHHOW (PYHKIMHU MO BbIJaye
pa3pellIeHnil Ha MPUMEHEHNE HOBBIX MEAUIMHCKUX TEXHOJIOTMH MPEICTABIICHBI B
COOTBETCTBYIOIIMX  pa3fenax aJMUHUCTPATUBHBIX MPOLEAYpP HACTOSIIETO
Permamenra.

PaccmoTpenne TOKYMEHTOB NPOM3BOAUTCA B MOPSAKE, OOYCIOBICHHOM
MOCJIEIOBATENIbHOCTBIO HMX  TOCTYIUIGHHS OT 3asBUTeNeld. PykoBoauTenb
denepanbHOM CIYKOBI TIO HaA30py B cdepe 3IpaBOOXpPAaHEHUS M COIUATHHOTO
pPa3BUTHUS NPU MPEACTABICHUH IOKYMEHTOB MOET MHUChbMEHHBIM PACIOPSKEHUEM
YCTAaHOBUTH UHYIO MOCIIEI0OBATEILHOCTh UX PACCMOTPEHUS JIJIsi KOHKPETHOM HOBOM
MEJIUIIMHCKOW TEXHOJIOTUU WM BUJOB MOJOOHBIX MEIMIIMHCKUX TEXHOJOTUW B
TOM CiIy4yae, €Ciau OHa (OHHU) JOKa3aTelbHO MOBbIMIAET (MOBBIIIAIOT) KAYECTBO U
pPEe3yIAbTAaTUBHOCTH JIeUEHUs1 3a00JIEBaHUN C BBICOKMM YPOBHEM CMEPTHOCTH WIIH
WHBAJIUIHOCTH.

PykoBonutens  ®@enepanbHON  Clyx)Obl MO  Hama3opy B cdepe
31paBOOXPAHEHUS U COUMAILHOIO Pa3BUTHUS MOKET MUCbMEHHBIM PacCOpsHKEHUEM
IIPUOCTAHOBUTH MPOLECC PACCMOTPEHUS IJOKYMEHTOB W MPUHATHUS PELICHHUS O
BbIJJa4Y€ pa3pelICHUs] HA MPUMEHEHNE HOBOM MEIUIIMHCKONW TEXHOJOTHH Ha CPOK,
HEOOXOJMMBIM 3asBUTENIO JJi1 OTBETa HA 3ampoc O MPEAOCTaBICHUU
JOTIOJTHUTEBHONW MH(POPMAIIUU B CIIydasiX, Korja Takasg HHpopMaius Heo0XouMa
JUTSI IPUHSTHS 000OCHOBAHHOTO PEIICHHS O JIOMYCKE MEIUIIMHCKOW TEXHOJIOTHHU K
VCIIOJIB30BAHUIO Ha Tepputopun Poccuiickoin @enepannu.

2.5. OcHOBaHHus M) OTKa3a B PACCMOTPEHHMM JOKYMEHTOB WJIM B BbIIade
pa3pelleHus Ha MPUMEHEHHE HOBOM MEIMIIMHCKOW TEXHOJIOTMHU COJIEpKaTcs B
COOTBETCTBYIOIIMX  pa3Aeliax aJMHHUCTPATUBHBIX MPOLEAYpP  HACTOSIIEro
Permamenra.

2.6. [evictBus unu 6e3neiicteue denepanbHol ciykObl 110 HAA30py B chepe
3/[paBOOXPAHEHUs] U COIMAIBHOTO Pa3BUTHs B CBA3W C BblAauel pa3pelieHHuid Ha
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NPUMEHEHNE HOBBIX MEAMIMUHCKUX TEXHOJOTUH MOTYT OBITh 00KaloBaHbI B
YCTAHOBJICHHOM MOpsAKe. MUHHUCTD 3ApaBOOXPAHEHUs U COLMAIBHOIO Pa3BUTHSA
Poccuiickoit ~ ®denepauuu  OTMEHsSIET  NpoTHBopevalue  (denepaibHOMY
3aKOHOJATENbCTBY peuieHuss @DenepalibHOM CitykObl O Haa3opy B cdepe
3APABOOXPAHEHUS] U COLMAJIBHOIO PA3BUTUA, €CIA HMHOM IOPANOK OTMEHBI
pellIeHUI He YCTaHOBJIEH (peiepalIbHbIM 3aKOHOM.

III. AxTMUHHMCTPATHBHBIEC POLEAYPbI

3.1. CrpykTypa ¥ B3aUMOCBSI3M  aJMHHUCTPATUBHBIX  MPOLELYD,
BBINIOJIHAEMBIX IIPU BbIJAY€ Pa3pEIICHU Ha IMPUMEHEHWE HOBBIX MEIUIMHCKHX
TEXHOJIOTUH, TpuBeeHbl Ha cxeMe ([Ipunoxkenue 1).

3.2. PykoBoautenu moapazaencHuii denepanbHoil ciy:KO0bl MO HAA30pYy B
cdepe 3apaBOOXpaHEHHS U COLUATBHOTO Pa3BUTHS, OTBEYAIOIINX B COOTBETCTBUU
C HacrtoAmMM PerinameHTOM 3a BbIIAaYy pa3pelleHUid Ha NPUMEHEHUE HOBBIX
MEIUIUHCKUX TEXHOJOTUH, JOJKHBI OPraHu30BaTh JOKYMEHTHUPOBAHHBIA YyuyeT
BBINIOJIHEHUS KaXKIOr0 3Tana aJMUHUCTPATUBHBIX MPOLEAYp C YKa3aHHEM AaThl
3aBEepIIEHUS €ro UCIIOTHEHUS U MOMUCHA OTBETCTBEHHOT'O JIMIIA.

3.3. AnvmunuctparuBHas mnpoueaypa «PaccmoTrpeHue JTOKYMEHTOB W
NPUHATHE pelleHUsT O BblJaye pa3pellieHHss HAa TpPUMeHeHHe HOBOIA
MEIUIMHCKOM TEeXHOJIOTHM» OCYIIECTBISETCS B CBA3M C IOCTYIUIEHUEM
KOMIUIEKTa JOKYMEHTOB J/JIsi IOJYyUYEHHUS pa3pelleHHsi Ha MPUMEHEHHE HOBOMU
MEJMIMHCKON TEXHOJOTHUU OT 3asBUTENISI B COOTBETCTBUU C HUKECIEIYIOIUM
HOPSAJKOM (CXeMa OCYIIECTBICHHS aJMUHHCTPATUBHOW IpPOLEAYypbl NMPUBEIACHA B
[Tpunoxenuu 2).

3.3.1. PaccMoTpeHume JOKYMEHTOB M IIPHUHATHE pPEIICHUS O BblIade
pa3peleHusl Ha MPUMEHEHUE HOBOW MEAMIIMHCKOW TE€XHOJIOTHH, OCYIIECTBIISIECTCS
B CPOK /10 6 MecCSIIeB CO JHS MOAAaYM KOMIUIEKTa JOKYMEHTOB, MPEyCMOTPEHHBIX
n.3.3.3. Hacrosmero Pernamenra, B @enepanbHyto ciyk0y 1mo Haa3opy B cdepe
3JIpaBOOXPAHEHMS U COLIMATIBHOTO Pa3BUTHSL.

B ToM cnydae, ecniv HOBas MEAMIIMHCKAs TEXHOJIOTHSI OTHOCHUTCS K 1-my
KJIACCy MOTEHIMAJIBHOIO PHUCKA, JUOO €cIu HOoBas MEIUIMHCKAs TEXHOJIOTHUS
IpeCTaBiseT cOOON YCOBEpUICHCTBOBAaHUE (ONTUMM3AIMIO, CUCTEMATU3AIIMIO,
KOMOMHHMPOBAHHE) YK€  pa3pelieHHbIX K MEAMIHMHCKOMY IPHUMEHEHUIO
MEAMIMHCKUX TEXHOJOruil 1-ro unm 2-ro kiacca MOTEHIMAIBHOTO PHUCKa, J0JKHA
ObITh NPHUMEHEHA IMpOLEAypa YCKOPEHHOTO pPacCMOTPEHUS JOKYMEHTOB U
OPUHATHSA  pELIeHUs O BblJade paspellieHus. YCKOpeHHass Mpolexypa
ocymectiseTcss OenepanbHOM ciry:k00ii M0 HAA30py B cepe 3ApaBOOXpaHEHUS U
COLIMAJIbHOTO PAa3BUTHS B TEUCHUE 3 MECSIIEB CO JHS MOJAaYH MOJHOTO KOMILJIEKTa
JOKYMEHTOB, MpPEIyCMOTPEHHbIX HacToAmuM Pernamentom B DenepanbHyio
ciy>k0y 1o HaA30py B cdepe 3IpaBOOXPAHEHUS U COLUATIBHOTO Pa3BUTHSL.

Cpok paccMOTpeHHsI JOKYMEHTOB W TIPHHSTHS pEIIEHUS O BbIJaye
paspelieHusi Ha TPUMEHEHHWE HOBOW MEIUIIMHCKOW TEXHOJOTHH MOXET OBITh
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IOpOJUIEH HAa IEpPUOJ, HE NPEBBILAOIIMA 3 Mecsla, ¢ LENbI NPeIoCTaBICHUS
BO3MOYXHOCTH 3aBUTENII0 IPOBECTH JOIMOJHHUTEIBbHBIE UCCIEAOBAHUS U OLEHKH.
VYBenomieHrne 0 BO3MOXHOCTHU IMPOBEACHHS JIONOJHUTEIbHBIX HCCIEIOBAHUNA U
OLICHOK HampaBiisieTcd 3asBUTEN0. EciM M0 HMCTEUEHHMH YKa3aHHOTO CpoOKa
3asiBUTENb HE MPEACTABISIET HEOOXOAUMBbIE TOKyMEHThI, DefepanbHas ciayxk0a mo
HaA30py B cepe 37paBOOXpAHEHHS] U COLIMAIBHOTO Pa3BUTHUS MOXKET OTKa3aTh
3asBUTENII0 B BbIJIau€ pa3pelIcHUs] Ha MPUMEHEHUE HOBOM MEIULMHCKON
TE€XHOJIOTUU.

3.3.2. JIOKyMEHTbI, TMOCTYNHMBIIME OT 3aABUTENS JUISI  MOJYy4YEHUs
paspelieHusl Ha TPUMEHEHHE HOBOM MEAUIMHCKON TEXHOJOTUH, PETUCTPUPYIOTCS
B TeueHHe | pabodero MHS C JaThl UX MoMydeHHs. KOMIUIEKT TOKyMEHTOB MOXKET
ObITh HAINpaBJeH IO I[OYTE€ 3aKa3HbIM MHUCHbMOM (0OaHAECPONBIO) C OIUCHIO
BJIO’KEHHUS M YBEIOMJICHHEM O Bpy4YeHHH. BTOPOI1 3K3eMILISIp ONKCH U 3asiBJICHUS C
OTMETKOW BXOJISIIEr0 HOMEpa HampaisieTcs (Bpydaercs) 3asButento. KoHTposb
BEJICHUSI y4yeTa NOCTYIMBIIMX JIOKYMEHTOB OCYUIECTBJISIET HAuyaJbHUK OT/ENA,
OCYILIECTRIISIIONIECTO BBIJIaUy pa3pelieHUd Ha MPUMEHEHUE HOBBIX MEIUIIMHCKHUX
TEXHOJIOTUH.

3.3.3. [Ina nostydeHUsl pa3peuieHHs] HA TPUMEHEHHUE HOBOW MEIUIIMHCKOMN
TEXHOJIOTUM 3asBUTENb MpeacTaBisieT B denepanbHyro Ciayk0y 1o Haa30py B
cdepe 3paBOOXPAHEHUS M COLMATIBHOTO PAa3BUTHUSA CIAEAYIOIIHUE TOKYMEHTHI:

1) 3asgBieHue Ha TMOJY4YEHUE pa3pelICHUs Ha MPUMEHEHUE HOBOM
MEIUMLIMHCKOM  TEXHOJOTHH, COJEprKalllee MPOHYMEPOBAHHBIM  MEpeyYeHb
MPEACTaBICHHBIX JOKYMEHTOB U MaTEPHUAJIOB;

2) onucaHue MEIULUHUHCKON TEXHOJIOTUM B COOTBETCTBUU CO CTPYKTYpOu
U3NIOKeHHsT MeauimHcKon TexHosoruu (Ilpunoxenue 3) Ha OyMa)kKHOM HOCHTEIE
(B 2 aK3eMIuIsipax) U Ha SJIEKTPOHHOM HOCUTEJIE;

3) He MeHee 2 OT3bIBOB (B 2 AK3EMIUISIPAX OJHMH U3 KOTOPBIX JOJIKEH OBITH
MOJJIUHHBIM) TPOQUIBHBIX HAYyYHO-UCCIIENOBATEILCKUX WM 00pa30BaTEIbHBIX
MEUIMHCKUX YUYPEKICHUA O BO3MOXXHOCTH HCMOJb30BAHUS B MEIUIIMHCKON
MPaKTUKE 3asBJICHHON TEXHOJIOTUU (IOMMCAHHBIC PEIICH3EHTOM U YTBEPK/ICHHbIC
PYKOBOJUTENEM YUPEIKICHUS);

4) TIpoTOKONBI U OTYETHI O pe3yJbTaTax IOKJIMHUYECKUX HCCIEAOBAHUM,
YTBEP)KJICHHbIE B YCTAHOBJICHHOM MOpsAKe (€ciau Takue HCCleqOBaHUs
MIPOBOJIWIINCH);

5) IIpoTokonbl  KIMHUYECKUX  HCCIECIOBAHUMN, YTBEPXKACHHBIE B
YCTAHOBJIEHHOM TOPSJKE (€CIIM TAKWUE UCCIIETOBAHMS TPOBOIMIINCH );

6) Konus narenra (ecim MEIULIMHCKAs! TEXHOJIOTUS 3allUIIEHAa TAaTEHTOM);

7) Konuun PETUCTPALIMOHHBIX YIAOCTOBEPEHUH, CaHUTApHO-
AIUJEMUOJIOTUUECKUX 3aKIIOUCHUN U JIPYTHX Pa3pelIUTENIbHBIX JTOKYMEHTOB Ha
CpPEeACTBa, UCIIOJIb3yEMbBIE B HOBOM MEAUIIMHCKON TEXHOJIOTHH;

8) MHCTpyKIMs 1O NPUMEHEHUIO CPEACTBA, HpPH MOMOLIM KOTOPOIO
OCYIIIECTBIISIETCS MEAUIIMHCKASI TEXHOJIOTUS (TIPU HAJTUYHH);
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9) JloKyMeHTbI, TMOJTBEPKIAIOIINE  HCMIOJb30BAHUE  MEIUIIMHCKON
TEXHOJIOTUU 3a pyOexkoM (ecliM MEAMIIMHCKAash TEXHOJIOTUS HCIOJb3YeTCs 3a
pyoexom);

10) B Tom ciyyae, ecnu 3asBiI€HUE U JOKYMEHTHI MOJAIOTCS OT HMEHU
3asBUTENS JIPYTUM JIMIIOM — JOBEPEHHOCTh HA MPABO COBEPIICHUS ACHCTBUM OT
MMEHU 3asIBUTEINS, YIOCTOBEPEHHAs B YCTAHOBJICHHOM TOPSIKE.

OpurvuHansl ¥ KOMKHU BBIIICYKA3aHHBIX JOKYMEHTOB JOJKHBI ObITh YETKUMU
(BKJIIOYAsi MMEIOLIMECS Ha HUX IeYaTH U TOJINUCH), HE UMETh MCIPABICHUN U
JTOIIOJTHEHUH.

Bce n0OKyMeHTBHI Il TOJIyYEHHUs pa3pelieHUsi Ha HNPUMEHEHHE HOBOM
MEJUITMHCKONW TEXHOJOTUU JOJKHBI MPEJCTABIATHCS HAa PYCCKOM sI3bIKE, JHOO
VMETh 3aBEPEHHBIN NIEPEBOJ HA PYCCKUH S3BIK.

TpeboBaTh OT 3asBUTENS] MPEJACTABICHHUS HHBIX JOKYMEHTOB HE
JIOITYCKAETCS.

3asiBlicHHME Ha [OJY4YeHHE pa3pelieHus Ha [PUMEHEHUE HOBOU
MEJUIIMHCKON TEXHOJOTUM COJICPKUT HAMMEHOBAHHE 3asiBUTENISI; HAUMEHOBAHUE
Juna (JIMil), OCYIIECTBISIONIETrO (-1MX) MEAUIIMHCKYIO ESITEIbHOCTh HA OCHOBAHUU
COOTBETCTBYIOIIECH JUIIEH3UU (C YKa3aHUEM PEKBU3UTOB TAaKOW JIMIIEH3WHU, CPOKa
JNENUCTBUSA W BBIJABIIETO JUIEH3UIO OpraHa) Ha MMs KOTOPOTO (-bIX) BBIIAETCA
paspenieHue Ha MPUMEHEHHE HOBOW MEIUIIMHCKOW TEXHOJIOTMH; HaUMEHOBAHHE
HOBOM MEIUIIMHCKOM TEXHOJIOTHH; Mpejmnoyiaraemas cdepa NPUMEHEHHS HOBOU
MEIUIMHCKON TEXHOJOTUH; MOJITBEPKICHHE OTBETCTBEHHOCTH 332 BO3MOXKHBIC
HETaTUBHBIE TIOCJIEJICTBUSl MPABWIBHOTO MPUMEHEHUS HOBOM MEIULIMHCKON
TE€XHOJIOTUU; TOATBEPKJACHUE OTBETCTBEHHOCTH 3a HApYyIICHUS MpPaB HHBIX JIUIL
IpU HUCMOJb30BAHUM HOBOM MEIMIIMHCKOW TEXHOJOTMUM Ha TEPPUTOPUU
Poccuiickoni  ®enepanmu; mpemiaraeéMelii  KjlacC  NOTEHUMAJIBHOIO  PHUCKA
UCIIOJIb30BaHUsl HOBOM MEIUIIMHCKOW TEXHOJOTHH; CBEACHUSI 00 aHAJIOrMYHBIX
HOBBIX MEAMIMHCKUX TEXHOJOTHSIX, Pa3pCIICHHBIX K HCIOJb30BAHUIO B
Poccuiickoit ®epepauun (MIpy HAJIWYWM); yKa3aHHE Ha TO, 4YTO pa3paboTKa
MEJUIIMHCKOM  TEXHOJOTHM  OCYIIECTBIsUIaCh B pamMkax  denepaibHbIX,
BEJIOMCTBEHHBIX, OTpacCiEBBIX U JPYrux MporpamMMm (eciii MNPUMEHUMO);
XapaKTePUCTUKY CTETEHH HOBHU3HBI (YCOBEPIICHCTBOBaHHAs WJIM IMpejajiaraemas
BIIEPBBIC);, TIepeUYeHb Pa3pabOTUYMKOB/COpa3pabOTUYMKOB (NpU HAJTUYHH) C
yKa3aHUEM IOPUANYECKUX aJIPECOB.

3.3.4. HauanbHMK oOTI€Na, OCYUIECTBISIOUIEIO BbIAAYY pa3pelICHU Ha
MPUMEHEHUE HOBBIX MEIUIIMHCKUX TEXHOJOTU, B T€UEHUE 4 KAJICHIAPHBIX JHEMU C
JaThl TOCTYIUIEHUS JOKYMEHTOB HA3HAYaeT W3 4YHUCIa COTPYAHUKOB OT/AEIa
OTBETCTBEHHOTO HCHOJHUTENS 1O MPOBEAEHUIO PACCMOTPEHUS JIOKYMEHTOB,
NpEACTAaBICHHBIX JJISI TOJYYEHUs pa3pelieHusi Ha MPUMEHEHUE HOBOU
MEJIUIIMHCKON TexHoJoruu. Damuiins, UMs H OTYECTBO OTBETCTBEHHOTO
WCITOJIHUTEIIS, €T0 MECTO pabOTHI U TelIe(POH TOJDKHBI OBITh COOOIICHBI 3asBUTEITIO
0 €ro MUCHbMEHHOMY WJIU YCTHOMY OOpaIieHuto.

HauvaneHuk ympaBnenuss DenepanbHOM CiaykObl MO Haa3opy B cdepe
3/IPAaBOOXPAHEHUS U COLMAIBHOTO Pa3BUTHS, OTBEUYAIOIIHI 3a BbIJIauy pa3perieHui
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Ha TMPUMEHEHUE HOBBIX MEIUIIMHCKUX TEXHOJOTHM, C Y4YeTOM MOJOKEHUN
HacToslero Pernamenta npuHUMaeT pelieHue 0 IPUMEHEHUHU WU HENIPUMEHEHUU
YCKOPEHHOW TpOIEAYpPbl pPacCMOTPEHUs] JTOKYMEHTOB. O MPUHATOM pELICHUU
3asiBUTENb HHPOPMUPYETCSI B TUCBMEHHOM (hopMme.

3.3.5. OTBETCTBEHHBI WCHOJHUTEIL B TEUECHHE 15 KalleHAApHBIX JHEU C
JaThl CBOETO HA3HAYEHUsI OCYUIECTBIIIET NMPOBEPKY KOMIUIEKTHOCTH M COCTaBa
NIPEACTABICHHBIX JOKYMEHTOB C LIEJbIO ONPEIEIICHHUS:

- HaJIM4Ms BCETO COCTaBa JOKYMEHTOB, ONPEACICHHBIX 11.3.3.3 HACTOSIIEro
Pernamenra;

- COIJIaCOBAaHHOCTU TPEJCTABICHHON WH(OOPMAIUU MEXIY OTICITbHBIMU
JOKYMEHTAMH KOMILIEKTA;

- JIOCTOBEPHOCTH JTIOKYMEHTOB, MOATBEPAKICHHBIX MOAUCHIO
YIOJHOMOYEHHOTO JIMIA 3asBUTENS HA KAKIOM JIOKYMEHTE;

- COOTBETCTBHSI COJIEPXAHUS, YPOBHS JIeTall3alMd MPeACTaBICHHON
nH(OpMAITNH, a TAKKE IOKA3aTEIIbHOCTH PE3yJIbTATOB UCIIBITAHUHN U OLICHOK;

- TPaBOMOYHOCTH 3asBJICHUS HAa TOJyYCHHE pa3pelieHus C YYETOM
MPUMEHHUMBIX TPEOOBAHUI 3aKOHOIaTEILCTBA U HacTosero PermamenTa.

[Ipy HEnmosHOW KOMIUIEKTHOCTH, HEMOJIHOM COCTaBE JIOKYMEHTOB WJIM IMpHU
HEMPABOMOYHOCTH 3asIBJICHHS] TOTOBUTCS MOTHUBUPOBAHHBIN OTKAa3 B JAaJIbHEHIIEM
pacCMOTPEHHH JOKYMEHTOB C YKa3aHUEM OCHOBAaHUM OTKa3za, KOTOPBIH
NOJNUChIBaeTCA pykoBoauteneM DenepanbHOil ciykObl MO Hag3opy B cdepe
3/IpaBOOXPAHEHUS U COLMAIBHOTO Pa3BUTHS U HAIIPABIISIETCS 3asIBUTEIIIO.

3.3.6. OTBETCTBEHHBIN HCIIOJHUTENIb B TEYEHHUE 5 KaJICHIAPHBIX JTHEU C
JaThl 3aBEpIICHUS MPOBEPKM KOMIUIEKTHOCTH W  COCTaBa JOKYMEHTOB,
MPEACTABICHHBIX IS TIONYYEeHHs] pa3pelieHus, KIacCUu(PUIMpPyeT HOBYIO
MEJIMIIMHCKYI0 TEXHOJOTHUIO B COOTBETCTBUM C TpeOOBaHUAMM M.1.5 HacTosmero
Pernamenra.

3.3.7. OTBETCTBEHHBI HCIIOJHUTEb B TEYEHHUE 5 KAJICHIOAPHBIX JTHEU C
JIaThl 3aBEpIICHUs KiIacCU(UKAIMY HOBOM MEIUIIMHCKONW TEXHOJIOTUU OMpPEeIsieT
HEO0OXOMMOCTh B JIOMOJIHUTENbHON MH(pOpMaluu (pe3yibTaTax UuccileqoBaHui) U
(M) B MOpPOBENEHUM JKCHepTus3bl dPPexkTUBHOCTH U  OE30MACHOCTU B
COOTBETCTBMM C KJACCOM IOTEHIHAIBHOTO PHUCKA MCHOJIB30BAHUS HOBOU
MEIULIHUHCKON TEXHOJIOTUU.

JlononHuTenbHass UHPOpPMaLKs 3alpalIuBaeTCa TOJIBKO B TOM Cllydae, eCiu
MpEeACTaBICHHbBIE PE3YJIbTaThl UCCIEIOBAHUN MO CBOEMY COCTaBY M COAEPKAHUIO
HE AT BO3MOXKHOCTH CHENaTh 3aKiarodeHue o0 s¢dexkTuBHOCTH U (WIN)
0€30MacHOCTH HOBOW MEIUIIMHCKOW TEXHOJOTUU. B 3TOM ciyuae, najpHeHInee
PAacCMOTpPEHHUE JTOKYMEHTOB MOXKET OBITh MHPHUOCTAHOBJICHO B COOTBETCTBUU C
1.3.3.1 nacrosmero Perimamenra.

Okcneptu3a dhHeKTUBHOCTH M (WiIM) 0E€30MacCHOCTH HOBOW MEIUITMHCKOM
TEXHOJIOTUM TPOBOJUTCS B TOM Clly4yae, €ClId HOBas MEIUIIMHCKAsl TEXHOJIOTHUS
OTHOCHUTCS K KJIaccy 2 WM K KJaccy 3 MOTEHUUAIbHOTO PUCKA €€ UCTI0JIb30BaHUS;

IIpy Hamuyuyu OCHOBAHUM I NPOBEACHUS DKCIEPTU3bI, OTBETCTBEHHBIN
UCIIOJTHUTEIh B CPOKH, OTBEJCHHBIC JJIsI BBIMOJHEHHUS HACTOSIIEro JTara
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aMUHUCTPATUBHON MpOLENYyphbl, TOTOBUT TMPOEKT 3aJaHus Ha MPOBEIACHUE
sKCTIepTU3bl 3PPEeKTUBHOCTH U 0€30MACHOCTH HOBOW MEAUITMHCKON TEXHOJIOTHH C
yKa3aHUEM OpraHu3alliui, KoTopas OyJeT MPOBOAUTH SKCHEPTHU3Y, MPEAeIbHBIX
CPOKOB BBITIOJIHEHUSI Pa0OT U BOMPOCOB MO KOTOPHIM MPEACTOUT TMOJYUUTh
OKCIEPTHOE 3akitoueHue. I[IpoekT 3agaHusi COIVIACOBBIBAETCA HAYAIbHUKOM
OTHeNla, OCYIIECTBIISIIONIETO BbIJAYy pa3pelleHH Ha TPUMEHEHHE HOBBIX
MEJUIIMHCKUX TEXHOJIOTHUSI, M YTBEPXKIAACTCS JIUIIOM, YIIOJJTHOMOUYEHHBIM JIJIsl 3TOU
nenu  pykoBomutenemM — dDenmepanpbHOW  chmykObl MO Ham30py B cdepe
3IpaBOOXPAHEHUS U COLIUAIBHOTO Pa3BUTHSI. Okcnieptusa 3¢GHEKTUBHOCTH U
0€30MacHOCTH HOBOW MEIUIIMHCKOW TEXHOJOTUU JOJIKHA OBITh MPOBEJEHA B CPOK
no 135 kamenpmapHbIX JHEH, JMO0 B Cpok 10 45 KaleHAapHBIX AHEH (mpu
YCKOPEHHOM MpOolLIeaype) € JaThl YTBEPKACHUS 3aIaHUS.

3.3.8. B teuenne 10 kaneHmapHbBIX THEW C AAThl MOJYYEHUS 3AKIIIOUECHUS
OKCIIEPTHOW OpraHW3allMd WIA, B CJIydae OTCYTCTBUS HEOOXOIUMOCTH B
JKCHEepTH3e, C JaThl 3aBEpIICHHUS TMPOBEPKH KOMIUIEKTHOCTH M COCTaBa
JOKYMEHTOB M JIaHHBIX, MPEJCTABICHHBIX JUIsl TOJYYEHHUS pa3pelieHus Ha
NPUMEHEHUE HOBOW MEAMIIMHCKOM TEXHOJIOTUU, OTBETCTBEHHBIH HCIOIHUTEIb
TOTOBUT 3aKJIFOYEHHUE 10 BOMPOCY O BbIJIaue pa3pelieHust C y4eToM:

- Ppe3yJbTaTOB JOKYMEHTAJIBHOM TMPOBEPKH KOMIUIEKTa JOKYMEHTOB U
JIAHHBIX, TPEJCTABICHHBIX MJIA TMOJYUYEHUs] pa3pelieHHus] Ha TMPUMEHEHUE HOBOM
MEJIUIIMHCKON TEXHOJIOTHH;

- MaTepuajioB MPOBEACHHBIX JKCHEPTH3 IPHEKTUBHOCTH U OE30MaCHOCTH
HOBOM MEIUIIMHCKOM TEXHOJIOTHH;

- IOTIOJTHUTEILHOM MHPOPMAILIUU OT 3aSBUTEIIS.

[Ipy MNONOKUTETLHOM 3aKJIIOYEHUU, TOTOBUTCS MPOEKT pa3pelieHUs] Ha
MPUMEHEHHE HOBOM MEIULIHUHCKOW TEXHOJOTUH, KOTOPOE COIIACOBBIBAETCSA
HAYaJIbHUKOM  YNPABJICHUS, OCYIIECTBISIONIETO BbIJAYy pa3pelieHud Ha
NPUMEHEHUE  HOBBIX  MEAMIMHCKUX  TEXHOJOTWH, ¥  MOJANHCHIBACTCS
pykoBoauteneM denepanbHol ciykO0bl 0 HaA30py B cdepe 31paBOOXpAHEHUS U
COIIMAJILHOT'O Pa3BUTHSI.

[Ipu oTpunaTeIbHOM 3aKJIIOYEHUU TOTOBUTCS yBEIOMJIEHHE 00 OTKa3e B
BBIJIaUe pa3pelIeHus] ¢ YKa3aHHEM OCHOBAaHHMM OTKa3a, KOTOPOE COTJIACOBBIBAETCS
HAYaJbHUKOM  YMPABJICHUS, OCYIICCTBISIONIETO BbIJAYy pa3pelicHui  Ha
MPUMEHEHHE HOBBIX MEIMIIMHCKUX TEXHOJIOTHH, MOIMUCHIBACTCS PYKOBOIUTEIEM
denepanbHOM CIYKOBI TIO HaA30py B cdepe 3IpaBOOXpPaHEHUS M COIUATHLHOTO
Pa3BUTHUS U HAIIPABJISETCS 3aBUTENIO.

3.3.9. B BblIaue paspelicHuss Ha NPUMEHEHHE HOBOM MEIUIIMHCKOMN
TEXHOJIOTUU OTKA3bIBAETCS MO CIIEIYIOIIUM OCHOBAHUSM:

1) mpu HEmoJHON KOMIUIEKTHOCTH, HEMOJIHOM COCTaBe MPEICTaBICHHBIX
3aBUTEIEM JOKYMEHTOB M JaHHBIX, ONPEACNEHHbIX 11.3.3.3 HaCTOSUIEro
PernamenTta win npu HEMPABOMOYHOCTH 3asBJICHUS O BbIa4e pa3pelieHus;

2) npu TPEeACTaBICHUU 3asBUTENIEM JIOKHBIX WM HEACHCTBUTEIIBHBIX
CBEJICHUI O HOBOW MEIUIIMHCKON TEXHOJOTUHU (32 MCKIIOUCHHEM MPEIaracMoro
3asBUTENIEM Kjacca TMOTEHIUAIbHOTO PHUCKA, OKOHYATEIhbHOE YCTaHOBJICHUE
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KoTOporo mpousBogutTcs DenmepanpHO Ciy)00ii 10 HaA30py B chepe
3JIpaBOOXPAHEHUS U COLIMAIBHOIO Pa3BUTHS);

3) Opu TMOJYYEHUH DKCHEPTHOrO 3aKIOYEHUS O HeOe30MacHOCTH,
Her((DEKTUBHOCTH, JTMOO O HEIOKAa3aHHOCTH O€30MacHOCTH U A(PPEeKTUBHOCTU
HOBOM MEIUILIMHCKOW TEXHOJIOTMH B TOM CJy4ae, €CIM OHO IMOJY4EHO HE MEHEe
4YeM OT JABYX HE3aBUCUMBIX JIPYT OT JIpyra dKCIEPTOB U CBUIECTEIbCTBYET:

- 0 pPHUCKE NMPUMEHEHUS] HOBOW MEIUIIMHCKOW TEXHOJIOTHH, MPEBBIIIAIOIIEM
oku1aeMyto () (PEKTUBHOCTE;

- 0 HEJIOCTATOYHBIX JI0KA3aTENbCTBAX 3(PPEKTUBHOCTH;

- 0 HECOOTBETCTBMM  CBEIACHMWH, W3JIOKEHHBIX B  JOKyMEHTaX,
MPEICTABIICHHBIX JIJISl IOMYYEeHHS pa3peieHus, (PaKTHIeCKOMY COCTOSIHUIO.

3.3.10. B teuenue 3 kajneHIapHBIX JHEHW C AaThl MOANMMCAHUS pa3pelICHUs,
OTBETCTBEHHBII HCIIOJHUTENb YBEIOMIISET 3asBUTEISI O TOTOBHOCTU pa3pelICHUs
Ha MPUMEHEHUE HOBOW MEJIUIIMHCKON TEXHOJIOTUU.

3.3.11. B teuenune 3 pabouux [HEH C JaThl MOANMCAHUS PA3PELICHUS,
OTBETCTBEHHBII HCIOIHUTENb HAIMpaBseT CBEACHUS 00 OSTOM [UJIi BHECEHUS
u3MeHEeHU B 0a3y JaHHBIX BBIJAHHBIX pa3pelieHuid Ha MPUMEHEHUE HOBBIX
MEIUIMHCKUX TEXHOJIOTUN U UX apXUBUPOBAHUS.

3.3.12. ®denepanbHas choyxba 1Mo Haa3opy B cdepe 3ApaBOOXpPaHEHUS U
COLIMAJIBHOTO  pa3BUTUSl 00si3aHa BbIJABAaTh JyOJMKAThl pa3peuieHUd Ha
NPUMEHEHUE HOBBIX MEIUIIMHCKUX TEXHOJIOTMM MO 3asBICHUSAM JIUI, Ha UMs
KOTOPOIO OHO 3aperucTpUpPOBAaHO, B T€UEHHE | Mecsua ¢ JaThl MOCTYILICHUS
TaKOTO 3asIBJICHUS.

3.3.13. JlokymMeHTbl ¥ [aHHbIE, NPEACTABICHHBIE [JIsi MOJy4YEeHUs
pa3penieHuss Ha NPUMEHEHHE HOBOM MEIUIMHCKOM TEXHOJIOTMM HE3aBUCHUMO OT
TOro, OBLJIO OHO BBIJIAHO WJIM HET, MOJjIeKaT XpaHeHUI0 B DeaepalibHOM ciayx0e
10 HaJa30py B cdepe 31paBOOXPaHEHUS M COLUATBHOTO Pa3BUTHUS B COOTBETCTBHH C
aMUHUCTPATUBHON npoueaypoit «Benenre 0a3bl TaHHBIX BbIJAHHBIX pa3pelIeHUI
Ha NIPUMEHEHHE HOBBIX MEJIMIIMHCKUX TEXHOJIOTUI HacTosuero Pernamenra.

3.4. AnmunuctpatuBHas npouenypa «BHeceHue  M3MeHeHMH B
pa3pelieHMe Ha NpPUMEHEHHEe HOBOM  MEIMUIUHCKOM  TEXHOJOTHMH»
OCYILIECTBIISIETC B CBSI3W C MOCTYIUICHHEM OT JIMIA, I[OMMEHOBAaHHOIO B
pazpenieHUd (WK OT €ro MPaBONpPEEMHUKA), KOMIUIEKTa JOKYMEHTOB,
00OCHOBBIBAIOIINX BHECEHHWE M3MEHEHUW B pa3pellieHHe Ha MPUMEHEHUE HOBOM
MEJUIIMHCKON TEXHOJIOTUH, TUOO B CBSI3M C BhIsIBICHHEM DenepanbHOM Ciy)O0u
no Ham3opy B cdepe 3IpaBOOXpaHEHUS W COIUMAIBHOTO Pa3BUTUS JAHHBIX,
Kacaromuxcs 3(PGEKTUBHOCTH WM 0€30MacHOCTH MEIUIIMHCKONW TEXHOJOTHH B
COOTBETCTBHUM C  HIDKECIEIYIOIIMM  TOPSAKOM  (CXeMa  OCYILECTBJICHUS
aIMUHUCTPATUBHON mpolieaypsl npuBeaeHa B [Ipunoxenun 4):

3.4.1. BHeceHne HW3MEHEHMH B pas3pellcHUE HA TNPUMEHEHHE HOBOU
MEJUIIMHCKONW TEXHOJIOTHUHU, Kacaromuxcs 3(PGEKTUBHOCTH WM 0€301macHOCTH
HOBOM MEIUIIMHCKON TEXHOJOTHH, ocyliecTBisiercss denepanbHOl CiIy>k00H MO
HaJ30py B cdepe 3ApaBOOXpaHEHHUS U COLMAILHOTO Pa3BUTHSI B CPOKH, YKa3aHHbIC
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B n.3.3.1 nacrosmero Pernmamenra. Bo Bcex mnpouymx ciydasx, BKJIOYas Te,
KOTOpBIE CBS3aHBI C BKJIIOYCHHEM JAHHBIX O HOBOM MOOOYHOM JEHCTBHH WIIN
OTPAaHUYCHUSIMU K TMPUMEHEHUIO, W3MEHEHHEM TMpaB Ha MEIUIUHCKYIO
TEXHOJIOTHIO, €€ Ha3BaHWs, M3MEHEHHS B pa3pelieHHe BHOCATCS B CPOK, HE
npeBbIaomuii 1 Mecsll co JHA TOJYYEHUs] COOTBETCTBYIOIIETO KOMIUICKTa
JOKYMEHTOB.

3.4.2. JIOKyMEHTBbI, TOCTYNUBILINE OT 3asIBUTEJIA JJIsI BHECEHUS U3MEHEHUN B
pa3pelieHre Ha IPUMEHEHHE HOBOM MEAUIMHCKON TEXHOJIOTHH, PETUCTPUPYIOTCS
B TeueHue 1 pabouero MHS ¢ AaThl UX NoJydeHHs. KOMIUIEKT TOKyMEHTOB MOXKET
ObITh HANpaBJ€H MO I[OYTE€ 3aKa3HbIM MHUCHbMOM (0OaHAEPOJBIO) C OIUCHIO
BIIOKEHUS M YBEJIOMJIEHUEM O BpyueHHH. KOHTpOJIb BEIEHHS yUeTa MOCTYTUBIINX
JOKYMEHTOB OCYILECTBJISIET HAYAJIbHUK OTHENA, OCYUIECTBIAIOUIETO BbIAAUY
pa3pellieHnil Ha TPUMEHEHHE HOBBIX MEIUIIMHCKUX TEXHOJIOTHM.

Bce noxkyMeHTBHI AJisi BHECEHUS U3MEHEHUM B pa3pelieHue Ha MPUMEHEHUE
HOBOM MEIUIIMHCKOW TEXHOJIOTUHU JIOJKHBI MPEJCTABISTHCS HA PYCCKOM S3BIKE,
A1M00 UMETh 3aBEPEHHBIN MEPEBOJI HA PYCCKUM S3bIK.

3.4.3. HauvanpHuMK oOTH€Na, OCYLIECTBIIAIOLIErO BbIJAYY pa3pellCHUN Ha
MPUMEHEHHUE HOBBIX METUIIMHCKUX TEXHOJIOTUM, B TeUCHUE 4 KAJICHIAPHBIX THEU C
JaThl TOCTYIUIEHUS JOKYMEHTOB HA3HAYaeT W3 4YUCIA COTPYAHUKOB OT/AEIA
OTBETCTBEHHOTO HCHOJHUTENA 1O MPOBEAEHUIO PACCMOTPEHUS JIOKYMEHTOB,
MPEACTABICHHBIX I BHECEHHS] U3MEHEHUI B pa3pellICcHHE Ha IPUMEHEHHE HOBOU
MEIULMHCKON TexHoJoruu. Pamuinsi, HUMS U OTYECTBO OTBETCTBEHHOI'O
WCIIOJIHUTEIS, €T0 MECTO pabOoThI U Tele(OH TOKHBI OBITH COOOIIEHBI 3asIBUTEIIO
10 €T0 MUCHbMEHHOMY UJIM YCTHOMY OOpPAIlCHHIO.

3.4.4. OTBETCTBEHHBIM HCHOJHUTEIL B TeueHHe 10 KaleHJapHBIX JTHEH ¢
JaThl CBOETO HA3HAYEHUs OCYUIECTBISAET MPOBEPKY KOMIUIEKTHOCTH M COCTaBa
MPEACTaBICHHBIX JOKYMEHTOB C LIENbIO ONPEICIICHHUS:

- COTJIaCOBAaHHOCTH TPEJCTABICHHON WH(OOpPMAIUU MEXKIY OTICITHHBIMH
JOKYMEHTaMH KOMILJIEKTa;

- JIOCTOBEPHOCTU JIOKYMEHTOB, 3aBEPEHHBIX MOJAMKUCHI0 YIOJTHOMOYEHHOTO
JIU1IA 3asIBUTEIISI HA KaXKJIOM JOKYMEHTE;

- COOTBETCTBHUSl COJIEPkKAHUSA, YPOBHS J€TalM3aludy INPEACTABICHHON
uH(pOpMaINK, a TAKKE I0KAa3aTeIbHOCTU PE3yJIbTATOB UCCIEAOBAHUMN U OLIEHOK.

3.4.5. OTBETCTBEHHBIN HCIOJHUTEIb B TEYEHHUE 5 KaJICHIAPHBIX JTHEU C
JaThl 3aBEpIICHUS TMPOBEPKUM KOMIUIEKTHOCTM W  COCTaBa JOKYMEHTOB,
MIPE/ICTABIICHHBIX JJIs BHECEHUS U3MEHEHHI B paspelieHue mpu HeoOXOAMMOCTH
MOBTOPHO KJIACCU(PUITUPYET HOBYIO MEIUITMHCKYIO TEXHOJOTHUIO B COOTBETCTBHH C
TpeboBaHusaMHu 11.1.5 HacTosmero Pernamenra.

3.4.6. OTBETCTBEHHBIN HCIIOJHUTENb B TEYEHHUE 5 KAJICHIOAPHBIX JTHEU C
JIaThl 3aBEpIICHUS KiacCU(UKAUU HOBOW MEIUIIMHCKOW TEXHOJIOTUU ONpPEIeIseT
HEOOXOMMOCTh B JOMOJHUTENbHOW WH(OpMaIuu (pe3yJbTaTOB UCHBITAHHUN) U
(W1K) NpOBEICHUM KCIIEPTU3bI YPHEKTUBHOCTH U 0€30MaCHOCTH B COOTBETCTBUU
C KJIaCCOM IOTEHUHUATIBHOTO PUCKA HOBOM MEAUILIMHCKOW TEXHOJIOTHH.
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JlononuutenbHas nHGOpMaLKs 3aMpalIMBAETCs TOJBKO B TOM Clydae, eciiu
MIPEJICTABJICHHBIE PE3YJIbTAThl UCCIEAOBAHUN MO CBOEMY COCTaBY M COJICPKAHUIO
HE Jal0T BO3MOXHOCTH CJeiaTh 3akiatoueHue o0 spdexTuBHOCTH U (WIIM)
0€30MacHOCTH HOBOW MEJUIIMHCKOW TEXHOJIOTMU. B 3TOM ciyuae, pajibHei1ee
paccMOTpPEHHUE JTOKYMEHTOB MOXET OBITh MPUOCTAHOBIEHO B COOTBETCTBUU C
1n.3.3.1 gacrosmiero Pernamenra.

Okcnieptusa dGPekTUBHOCTH U (W) 0€301aCHOCTH HOBOM METUITMHCKOMN
TE€XHOJIOTUM TPOBOJUTCS B TOM CIIy4yae, €CJId HOBas MEIULMHCKAsl TE€XHOJOTHUSA
OTHOCHTCS K KJacCy 2 WM K KJIaccy 3 MOTEHIHAIbHOTO PUCKA €€ UCII0JIb30BaHMS;

IIpy Hanuuuu OCHOBAHWM JJIs MPOBEACHHS SKCIIEPTHU3bI, OTBETCTBEHHBIN
UCIIOJHUTEIb B CPOKH, OTBEJACHHBIE JJISI BBINOJHEHHS HACTOSIIIEro JTara
aIMUHHUCTPATUBHON TIPOLIEAYPHl, TOTOBUT MPOEKT 3aJaHus Ha IPOBEIACHUE
AKCIIepTU3bl 3PPEeKTUBHOCTH U 0E30MACHOCTH HOBOW MEAMITMHCKON TEXHOJIOTHH C
yKa3aHUEM OpraHU3aliH, KOTOpas OyJeT MPOBOIAUTH IKCIEPTHU3Y, MPEIeThHBIX
CPOKOB BBIMIOJIHEHUSI PAa0OT U BOMPOCOB MO KOTOPHIM MPEACTOUT MOJYYUTh
KCIEpTHOE 3akitoueHue. [IpoekT 3agaHusi COIIACOBBIBAETCA HAYaJIbHUKOM
OT/ENa, OCYIIECTBISIONIETO BbIAAYY pa3peliCeHHl Ha NPUMEHEHHUE HOBBIX
MEUIMHCKUX TEXHOJOTHUSI, U YTBEPKAACTCS JUIIOM, YIIOJHOMOUYEHHBIM JIJIsl 9TOU
uenu  pykopoautenem  DenepasibHOM  Cay>kObl 1O HAA30py B cepe
3/IpaBOOXPAHEHUS U COLUUAIBHOTO PA3BUTHS. Okcneptusza 3PGEKTUBHOCTH U
0€30MacHOCTH HOBOM MEIMIMHCKONW TEXHOJOTUU JOJKHA ObITh MPOBEAEHA B CPOK
no 135 kameHmapHbIX JHEH, TUO0 B Cpok 10 45 KajeHAapHBIX JHEH (mpu
YCKOPEHHOM MPOoLeAype) C JaThl YTBEPKACHHUS 3aJIaHUSI.

3.47. B TedyeHue S5 KaJeHAAPHBIX AHEH C JaThl MOJYYEHHUS 3aKJIIOUCHUS
OKCIIEPTHOM OpraHu3alud WIH, B CJIy4ae OTCYTCTBUSI HEOOXOIMMOCTH B
DKCIEPTU3E, C JaThl 3aBEPUICHUS TMPOBEPKH KOMIUIEKTHOCTH M COCTaBa
JIOKYMEHTOB M JIaHHBIX, MPEJCTABICHHBIX JUIsl TOJYyYEHHUS pa3pelieHus Ha
NPUMEHEHUE HOBOW MEJMIIMHCKOM TEXHOJIOTUU, OTBETCTBEHHBIM HCIOIHUTEIb
TOTOBUT 3aKJIFOUECHUE T10 BOMPOCY O BbIJAY€ PA3PEUICHUS C YUETOM:

- pe3yabTaTOB JIOKYMEHTAJIBHOMW IPOBEPKM KOMIUIEKTA JOKYMEHTOB U
JAHHBIX, MPEJCTABICHHBIX MJI MOJYUYEHUs] pa3pelieHUs] Ha TMPUMEHEHUE HOBOM
MEIULIMHCKON TEXHOJIOTUU;

- MaTepuaioB MPOBEACHHBIX JKCHEPTH3 IP(HEKTUBHOCTH U OE30MACHOCTH
HOBOM MEIUIIMHCKON TEXHOJIOTUH (MPU HATHYUN);

- TIOTIOJTHUTEILHOW MH(POPMAIIUK OT 3asBUTEINA (IIPU HATUYHUN).

[Ipyn MOJOKUTETBLHOM 3aKIIFOYEHUU, TOTOBUTCS MPOEKT HOBOTO, C YYETOM
BHECECHHBIX W3MEHEHHM, pa3pelIeHUuss Ha NPUMEHEHHE HOBOM MEIULUHCKOU
TE€XHOJIOTUH, KOTOpO€e COTJIACOBBIBAETCS HAayaJIbHUKOM  YIIpaBJICHUS,
OCYILIECTBIISIFOIIETO BBIIAUy pa3pelieHUd Ha NMPUMEHEHHWE HOBBIX MEIUIIMHCKHX
TEXHOJIOTHA, W TOANHUCHIBaeTCS pyKoBoauteneMm DenepanbHOR CIyX OBl IO
HAJ30py B cdepe 3I[paBOOXpaHEHUS U COIMATLHOTO pa3BuTHs. HoBoe paspemieHue
Ha MPUMEHEHUE HOBOM MEIMIIMHCKONW TEXHOJIOTHMHU JIOJIKHO MMETh TOT K€ HOMED,
KaK 1 OPeAbIAYILIEe pa3pelICHUE
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[Ipy oTpuLAaTETPHOM 3aKJIIOYEHUH TOTOBUTCS YBEJOMIIEHHE OO0 OTKa3e BO
BHECEHHH M3MEHEHHMI B pa3pelieHUE C yKa3aHMEM OCHOBAaHMW OTKa3a, KOTOPOE
COTJIAaCOBBIBAETCS  HAYAJIBHMKOM  YNPABIICHUS, OCYIIECTBIIAIONIETO  BblAady
paspelieHnii Ha MPUMEHEHUE HOBBIX MEJUIMHCKUX TEXHOJIOI'MH, TOMUCHIBAETCS
pykoBoauteneM PenepanbHOR CIyx)O0bl 110 HAA30py B cepe 3ApaBOOXpaHEHUs U
COLIMAJIBbHOIO Pa3BUTHS U HANIPABJISETCS 3asIBUTEINIO.

3.4.8. Bo BHeceHMM H3MEHEHHH B pa3pelleHHE Ha NPUMEHEHUE HOBOM
MEAMIMHCKON TEXHOJIIOTMH OTKA3bIBAETCSI 110 CJICAYIOIUM OCHOBAHUSM:

1) mpu HempeacTaBIE€HUH WJIM HENOJHOM IPEJCTABICHUU 3asBUTEIEM
JOKYMEHTOB, 000OCHOBBIBAIOIIINX BHECEHHE N3MEHEHUN B Pa3pelICHHE;

2) TOpencTaBiI€HUE  JIOKHBIX WM HEJNCHCTBUTEIBHBIX  CBEACHMIA,
00OCHOBBIBAIOLINX BHECEHNE U3MEHEHUI B pa3pelIeHue;

3) noJiydeHHE SKCHEPTHOIO 3aKIIOYEHUS O BO3MOYKHOM CHI)KEHHH
3(p(GEeKTUBHOCTH U OE30MaCHOCTH HOBOM MEIMIIMHCKOW TEXHOJIOTMH B CIydae
BHECECHUSI U3MEHEHUH B pa3peIICHUE.

3.49. Bo BHECEHMM HW3MEHEHHN B pa3pelICHUE Ha IPUMEHEHUE HOBOU
MEIUIMHCKON TEXHOJOTUU HE MOXKET ObITh OTKa3aHO B CllyYae, eCllu:

1) u3MeHeHus KacaroTCs HaUMEHOBAHMS, ajJpeca WM OpraHU3aluOHHO-
paBoOBOM (OpMBI 3asBUTENS U (MJIM) JIML, HA UMSI KOTOPBIX BBIAAHO pa3pelleHue,
IIpU yCIIOBUU cOOIt0ieHus TpeboBaHuii 11.1.4 Hacrosero Pernamenra;

2) W3MEHEHHs CBsI3aHbl C Iepeladel MpaB Ha HOBYH MEIULUHCKYIO
TEXHOJIOTHIO;

3) 3asgBuTENb TOBBIIIAET TPeOOBaHHA K MapaMeTpaM MEIULUHCKON
TEXHOJIOTMM WM YyMEHbIIAeT (OrpaHuYMBacT) c¢epy €€ HCIOJIb30BaHus B
npenenax pa3pelieHHbIX;

4) W3MEHEHUS! CBSI3aHbl C HEOOXOJUMOCTHIO BBINOJIHEHUSI TPEOOBAHUU,
YCTaHOBJICHHBIX 3aKOHOAATENbCTBOM Poccuiickon ®Penepanumn.

3.4.10. B Teyenue 3 KaJeHIApHBIX JHEW C JAThI MOAIMACAHUSA Pa3peIICHUs
OTBETCTBEHHBII HCIIOJHUTENb YBEIOMIISIET 3asBUTEIS O TOTOBHOCTM HOBOIO
paspenieHus: Ha IPUMEHEHUE HOBOM MEIMLIMHCKON TEXHOJIOTHH.

3.4.11. B teuenue 3 pabouux JHEH C JaThl MOANMCAHUS pPa3pELLICHUS,
OTBETCTBEHHBIN HCIOJHUTENb HANpaBISET CBEACHUS 00 3TOM JUIsl BHECEHUS
U3MEHEHUN B 0a3y JAaHHBIX BBIJAHHBIX pa3pelICHUH Ha MPUMEHEHHME HOBBIX
MEJMLUHCKUX TEXHOJIOTUN U UX apXUBHUPOBAHUS.

3.3.12. ®enepanvHas ciayx0a mo Ham3opy B chepe 3apaBOOXpaHEHUS H
COLIMAJIBHOTO pa3BUTHs 00s3aHa BbIOABaTh JAYyOJIMKAThl pa3pelieHuid Ha
IIPUMEHEHUE HOBBIX MEIHWIMHCKUX TEXHOJIOTMM IO 3asBJICHUSAM JHL, HAa UMs
KOTOPOIO OHO 3aperucTPUpPOBAaHO, B TEUEHHE | Mecsua ¢ JaThl MOCTYILICHUS
TaKOro 3as1BJICHUS.

3.3.13. JIOKyMEeHTbl ¥ JaHHbIE, NPEACTABICHHBIE [JUIA MOJy4YECHUS
paspelieHusl Ha NMPUMEHEHHE HOBOM MEAMIIMHCKOM TEXHOJIOTMM HE3aBHUCHUMO OT
TOro, OBIJIO OHO BBIJIAHO WJIM HET, MOJjIeKaT XpaHeHUI0 B DeaepalibHOM ciyx0e
110 HAJ130pY B cepe 3ApaBOOXPAHECHUS U COLMATBHOIO Pa3BUTHUS B COOTBETCTBUU C
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aJIMUHUCTPATUBHON mponeaypoit «Beaenne 6a3bl JaHHBIX BBIIAHHBIX pa3pemieHui
Ha IIPUMEHEHHUE HOBBIX MEAULMHCKUX TEXHOJIOTUI» HacTosmero Pernamenra.

3.5. AnmunucrtpatuBHas npoueaypa «Paccmorpenue (¢akToB m
00CTOSAITEIBCTB, CO3MAIOINMX YIrPo3y VIS KM3HH M 310POBbSl JIKOAed NpH
IPUMEHEHHH pa3pemeHHbIX HOBBIX MEJIMUUHCKUX  TEXHOJOIMiD)
OCYUIECTBIISIETCSI B CBSI3H C BBISIBIIEHUEM (PAKTOB U OOCTOSITENILCTB (MOCTYIUIICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB OT TpaxiaH, CYObEKTOB MEIUIIMHCKOM
NEeSATENBbHOCTH WIIM MHBIX OpraHu3aliii), CO3Aal0NX Yrpo3y >KU3HU U 3J0POBBIO
JIOJIEH IPU IPABUIBHOM IPUMEHEHHMM Pa3pElICHHBIX MEIULIMHCKUX TEXHOJIOTHH,
B COOTBETCTBHUM C HWXKECIECIYIOIUM TMOPSAIKOM (CXeMa OCYIUECTBIECHUS
aJIMUHHUCTPATUBHOM MpoLeAyphl puBeaeHa B [Ipunoxkennn 5):

3.5.1. Ilpu BeIsiBICHUH (PAKTOB M OOCTOSTENBCTB, CO3MAIOIINX YTPO3Y KUZHU
YU 3J0pOBBI0 JIIOJAEH MNpPHU INPABUIBHOM IIPUMEHEHUHM pPa3pEIICHHBIX HOBBIX
MEIULMHCKUX TEXHOJIOTUH, BKJIOYas 0€3 orpaHuYeHUil J100ble HeOIaronpusTHbIE
KIIMHUYECKHE TMPOSBIICHUS, KOTOPbIE IIPM  MCIOJb30BAaHUM  MEIULMHCKOU
TEXHOJIOTUH B COOTBETCTBUU C €€ ONMUCAHUEM, UHCTPYKUUEU (PYKOBOACTBOM) IO
OPUMEHEHUIO (IKCIUTyaTallMk) HCHONb3YEMBIX B MEIUIMHCKONM TEXHOJOTUU
JIEKapCTBEHHBIX CPEJICTB U (UJIM) U3JIETUN METUIIMHCKOTO Ha3HAYSHUS IPUBOISAT K
CMEPTH, CO3JAIOT YIrpo3y HJs >KU3HHU, TPeOyIOT TOCMUTAIM3alUd WIH €€
MPOJIICHUS, TPUBOJIAT K CTOMKOW WJIM BBIPAKEHHOM yTpaTe TPYJIO0CHOCOOHOCTU U
(WIM) MHBAJIMIHOCTH, WJIM BBI3BIBAIOT aHOMAJIbHBIC PENPONYKTUBHBIC d(PHEKTHI,
an00 Takue KIMHUYECKHE NPOSBICHUS, XapakTep M TSHKECTb KOTOPBIX HE
COTJIaCYIOTCSl C MMEIoIeicss nHopManueii 0 HOBOW MEIUIIMHCKOW TEXHOJIOTHH,
HaYyaJbHUK OTJEJIa, OCYLIECTBIIAIOLIEIO BbIAAYY pa3pelICHUN Ha INPUMEHEHUE
HOBBIX MEAUIIMHCKUX TEXHOJIOIHi, B TEUEHHUE 5 paOouMX JHEU C JaThl BBISBICHUS
TaKUX 0OCTOSATEIBCTB, TOTOBUT COOTBETCTBYIOLIYIO JOKJIAJHYIO 3alUCKy Ha UMs
pykoBoautenss denepanbHO CIIy OBl IO HAaI30py B cdepe 3ApaBOOXpPAHCHUS U
COLIMAJIbHOTO Pa3BUTH.

B Tom ciyuae, eciiv NpUYMHON BO3HUKHOBEHHUS MOJAOOHBIX OOCTOSITENIHCTB
SBJISIIOTCST  OCOOCHHOCTH JIEUCTBUSL HCIOJIB3YEMBIX B HOBOW MEIMIIMHCKOM
TEXHOJIOTUU JIEKAPCTBEHHBIX CPEICTB WM M3JIEIUKA MEAUIMHCKOTO HAa3HAYEHUS,
OenepanbHas ciayx0a Mo HaA30py B cdepe 3ApaBOOXpPAHEHUS U COLUATIBLHOTO
pa3BUTHS B JONOJIHEHUE K HACTOSINIEH aJMUHUCTPATUBHOUN IMpOoLEIype TOJKHA
BBIIIOJIHUTE COOTBETCTBYIOIIME AAMUHUCTPATUBHBIC IIPOLIEAYPHl PErIaMEHTOB
®enepasibHON CiIyXkO0bl 10 Han30py B cdepe 3apaBOOXpPaHEHHS] U COLUAIBHOTO
pa3BUTUSL 110 HCIIOJHEHUIO TOCYAapCTBEHHBIX (YHKUMHA MO TroCcyAapCTBEHHOU
perucTpauuy JICKapCTBEHHBIX CPEACTB WJIM 110 PETrUCTpalUd  U3JCIIHN
MEIULIMHCKOr0 HA3HAYEHMS, COOTBETCTBEHHO.

3.5.2. B Teyenune 5 paOoumx IHEW C AATHI MOIYYEHUS TOKIATHOW 3aIUCKH
WIN JOTOJIHUTENBHBIX CBEJACHUM O BBISIBICHHBIX 00CTOSTENBCTBAX, PYKOBOJIUTENh
®denepanbHOM COyKOBl MO HAA30py B cdepe 31paBOOXpPAHEHUS M COLHUAIBHOTO
Pa3BUTHS MOKET NPUHSTH CIEAYIOIIUE PEILICHUS:
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1) naTth pacmopspkeHre 00 OpraHu3anuy cOOpa JOMOTHUTEIBHBIX CBEICHHM
O BBIABJICHHBIX HETATUBHBIX dJ(PPeKTax MPUMEHEHUS HOBON MEAUIIMHCKON
TEXHOJIOTHH;

2) nath pacnopsbKeHuE O TMPOBEJICHUM JIOMOJHUTEIBHOM SKCIEPTU3bI
3 pekTuBHOCTH U 0€30MaCHOCTM HOBOM MEIUIIMHCKON TEXHOJOTHH C YYEeTOM
BBISIBJICHHBIX HETaTUBHBIX 3()DPEKTOB €€ MPUMEHEHHUS;

3) paccMOTpeTb BONPOC O BHECEHHMM HW3MEHEHHUM B pa3pelicHHE Ha
IIPUMEHEHUE HOBOM MEIULIMHCKON TEXHOJIOTUU;

4) 0 IPUOCTAHOBJIEHWUU [EWCTBUSA PELICHUS O BbIaye pa3pelIicHUs Ha
MIPUMEHEHHE HOBOM MEAULIMHCKOW TEXHOJIOTHH;

5) 00 oT3bIBe pa3pelmieHuss Ha NPUMEHEHHE HOBOW MEIUIIMHCKOMN
TEXHOJIOTHH;

6) He MpeaNnpPUHUMATh HUKAKUX JOMOJIHUTEIbHBIX JCHUCTBUM B TOM Cilyyae,
€CIM BBISIBJICHHBIC HETaTUBHBIE J(P(HEKThl MPUMEHEHUS HOBOW METUITUHCKOU
TEXHOJIOTUU HOCST CIIyYalHBIN XapakKkTep.

3.5.3. CO60p MOMOTHUTENbHBIX CBEJACHUU W TPOBEJACHUE ONOIHUTEILHOU
AKCTepTU3bl 3PHEKTUBHOCTH U O€30MACHOCTH HOBOW MEIUIIMHCKON TEXHOJIOTUU C
Y4ETOM BBISIBICHHBIX HETATUBHBIX 3(P(EKTOB €€ NMPUMEHEHHS MPOU3BOJUTCS B
CPOKH, YCTaHOBJIEHHbIE pykoBojutTeraeM DenepalibHON CIyKObl MO HaI30py B
cdepe 3paBOOXPaHEHUS U COLUATIBHOTO Pa3BUTHSL.

3.5.4. PaccmoTpenune Bompoca O BHECEHMHM U3MEHEHUW B pa3pelieHuE Ha
NPUMEHEHUE HOBOM MEIMIIMHCKOW TEXHOJOTMHM B CBSI3M C BBIBICHUEM
HEraTUBHBIX 3(P(HEKTOB MPOU3BOAMUTCS B COOTBETCTBHUH C aJIMHHHCTPATUBHOU
npouenypon «BHeceHMe W3MEHEHUMH B pa3pelieHMEe Ha NPUMEHEHHWE HOBOWU
MEIMIMHCKON TEXHOJIOTMW» HACTOsIEero PerimaMmenra.

3.5.5. @epnepanpHasg cayx0a 1o Haa3opy B cdepe 3ApaBOOXPAHECHHS H
COIIMAJILHOIO Pa3BUTUS MPUOCTAHABIMBACT JCHCTBUE pEIICHUS O BblIaue
pa3pellieHusT Ha NPUMEHEHHE HOBOM MEIUIMHCKON TEXHOJOTMU C IEJbI0
NpeAOCTaBICHUs JUIly (JIMlaM), TOMMEHOBaHHOMY (-bIM) B pa3pelieHuu,
BO3MOXXHOCTH MPOBECTH B COOTBETCTBUM C JACHUCTBYKOIIMMU B Poccuiickon
Odeneparnuu TpaBUJiaMH  JTA0OpAaTOPHOM W KIMHUYECKOM  MPAKTUKHU
JOTIOJTHUTENbHBIE JOKIMHUYECKUE U (MJIM) KIMHUYECKHE UCCIEAOBaHUS B CBS3H C
BBISIBJICHHBIMH CEPhE3HBIMU U (MJIM) HEMPEABUICHHBIMU MTOOOYHBIMH d(PdekTamu.
KoHTposib 3a BBINIOJIHEHHEM TMPaBWII JIAOOPATOPHONW U KIMHUYECKOM MPAKTUKU
npousBoautTcs DeaepanbHOil cayk00i M0 HAaA30py B cepe 3apaBOOXPAHCHUS U
COIIMAJIBHOTO Pa3BUTHS B COOTBETCTBUU C TpPEeOOBAHUSMU aJIMUHHUCTPATUBHOMN
npoueaypbl «OcylecTBIEHUE KOHTPOJIS 32 MOPSIAKOM MPOBEACHUS KIMHUYECKHUX
1 OMOMEIUIIMHCKUX HMCCIIEOBAHUN HOBOM MEIUIIMHCKOM TEXHOJIOTHH, a TAKXKE €€
UCIIOJIb30BaHUEM) HacTosllero Pernamenra.

B cinywae oTkaza numa (Jidi]), MOMMEHOBAaHHOM (-bIX) B pa3pelICHUH,
MPOBECTU JOTOJHUTEIIbHBIE JOKIMHUYECKUE U (WIH) KIMHUYECKHE UCCIICIOBAHUS
B YCTAHOBJICHHOM IMOPSJKE, a TaKXKe B Clydae MOATBEPXKACHUS MPU MPOBEACHUU
JOTIOJIHUTENIbHON ~ 3KcnepTu3bl  A(QPEeKTUBHOCTH U OE€30MaCHOCTH  HOBOM
MEJIMIIMHCKOM TEXHOJOTUM CEPhE3HBIX U (WIHM) HENPEIBUACHHBIX MOOOYHBIX
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apdexroB, DenepanpbHas ciayx0a Mo Ham30py B chepe 3IpaBOOXpaHEHUS U
COLMAIIBHOTO  Pa3BUTHs  OT3bIBAET pa3pEUICHHME HA NPUMEHEHHE HOBOWU
MEIUIMHCKON TexHomoruu. Mudopmaius 06 0T3bIBE pa3pelieHusi Ha MPUMEHEHNE
HOBOM MEIUIMHCKOM TEXHOJIOTUM BHOCHUTCS B 0a3y JaHHBIX BBIJIAHHBIX
pa3pelIeHuN.

3.6. AnMunHuctpatuBHas npoueaypa «OcymecTBjieHHe KOHTPOJs 3a
NMOPSJAKOM MNpPOBeJIeHUS] KINHUYECKHMX U OHOMEIMIUMHCKHUX HCCIAeI0BAHUM
HOBOM MeJIMIUHCKON TEXHOJIOTHH, 2 TAKKE €€ NCIO0JIb30BAHUEM) HCIIOJHIETCS
B XO/I€ MJIAHOBBIX Y BHETUIAHOBBIX MEPONPUSITUI MO KOHTPOJIIO 32 JEATEIIbHOCTHIO
opraHu3aiuii pa3paO0TYMKOB M aBTOPOB HOBOW MEIUIIMHCKOW TEXHOJIOTHH, a
TaKXe JIUI, TOUMEHOBAHHBIX B Pa3pelICHUH HA MPUMEHEHUE HOBON MEIUIIMHCKOM
TEXHOJIOTUM B  COOTBETCTBUM C  HUXKECICAYIOUIMM MOPSAKOM  (cxema
OCYLIECTBJICHUS a/IMUHUCTPATUBHOW MpoLeaypsl puBeaeHa B [Ipuioxenuu 6):

3.6.1. IlitaHOBBIE MEPONPUATHSI IO KOHTPOJIIO 32 COONIIOACHUEM TPEOOBAHMIA
3akoHomarenbcTBa Poccuiickonn Penepanuy Npu NPOBEICHUM KIMHUYECKUX W
OMOMEIMIIMHCKUX MCCIIEJOBAaHUI HOBOM MEIUIIMHCKOM TEXHOJIOTHMHM, a TaK)Ke €€
UCIIOJb30BaHMEM  (Jajiee —  IUIAHOBBIE  MEPONPHSITHS 1O  KOHTPOJIIO)
OCYUIIECTBIISIIOTCA B COOTBETCTBHM C IUIAHOM, pa3pabaThbIBA€MbIM HaYaJIbHHUKOM
YIPaBJIEHHUSI, OCYIIECTBISIOIIETO BbIIAYY pa3pelICcHUNd Ha NPUMEHEHHWE HOBBIX
MEJIMLIMHCKUX TEXHOJOTUM M YTBEPKAAEMBIM €KEKBAPTAJIbHO PYKOBOJIUTEIEM
denepanbHOM CIYKOBI TIO HaA30py B cdepe 3ApaBOOXpPAHEHUS M COIUAIBHOTO
pa3Butus. CBeleHUST O MPOBEACHUU IUIAHOBBIX MEPOINPUITHI MO KOHTPOJIIO
pasMematorcss Ha odunuansHoM HWHTepHeT-caiite www.roszdravnadzor.ru B
NOpAJZIKE, ompenensieMoM pykoBojauteraeM denepalibHON CIy>XObI 1O HAI30py B
chepe 31paBOOXpaHEHUS U COLIMAIIBHOTO Pa3BUTHSL.

B oTHOmIeHNN OAHOTO CyOBEKTa MIAHOBOE MEPOIPHUATHE MO KOHTPOJIIO MO
Ka)KJI0¥ HOBOW MEIUIIMHCKOW TEXHOJIOTHUHU MIPOBOIUTCS HE Oosiee ueM 1 (oauH) pa3
B 2 (1Ba) roga. B oTHOIIEHNH CyObEKTa Majoro MpeanpuHUMaTEILCTBA MJIAHOBOE
MEPOIPUATHE N0 KOHTPOJIIO MPOBOAMUTCS HE paHee yeM uepe3 3 (Tpu) roaa ¢
MOMEHTA €r0 TOCYIApCTBEHHON PETUCTPaALIUH.

3.6.2. BHemaHOBBIE MEPOIPUATUS IO KOHTPOJIIO 3a COOJIOJIEHUEM
TpeOOBaHUM 3aKOHOJaTenbcTBa Poccuiickoit dexepanuu TpU  MPOBEIACHUU
KIMHAYECKUX ¢  OMOMEAMIIMHCKUX  MCCIIEJOBAaHUM HOBOM  MEIUIIMHCKOU
TEXHOJIOTUHU, a TaK)K€ €€ MCI0JIb30BaHUEM (Jajiee — BHEIUIAHOBBIE MEPOIPUSTHUS
M0 KOHTPOJII0) OCYLIECTBIISIIOTCS B CIEAYIOIIMNX CIydasix:

1) npu BBISBIIEHUM B pe3yjbTaTe IUIAHOBOTO MEPONPHUSATHS MO KOHTPOJIIO
HapylieHuH TpeOoBaHUU 3akoHOJaTeNbcTBa Poccuiickoit denepanuu — ¢ 1ebI0
KOHTPOJISI UCIIOJIHEHUSI IPENMCAHNI 00 YCTpaHEHUH BBISIBICHHBIX HapyIICHUIH;

2) mpu mosrydeHuH WH(POpPMAIUK OT IOPUANYCCKUX JIHI, WHINBUIYATbHBIX
MPEANPUHUMATENIEN, OpPraHOB TOCYJAapCTBEHHOM BJIACTHU O BO3HUKHOBEHUH
aBapUUHBIX CHUTyalMi, 00 M3MEHEHUSAX WJIM O HAPYUICHUAX TEXHOJOTMYECKUX
MPOIIECCOB, a TAKXKE O BBIXOJIE M3 CTPOS COOPYKEHHI, 000pYyI0BaHUS, KOTOPbHIE
MOTYT HENOCPEICTBEHHO MNPUYUMHUTH BpEI KU3HHU, 3IOPOBBIO  JIIOJIEH,
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OKpyXarolel cpele U HUMYIIECTBY TpaXKJaH, OPUAMYECKUX JHUI U
WHINBUY ATbHBIX TPEITPUHIMATENCH;

3) npu BO3HUKHOBEHUH YTPO3bl 3JI0POBBIO U KU3HU I'PaKIaH, 3arps3HEHUs
OKpY’Karolel cpeabl, MOBPEXKICHUS HMMYIIECTBAa, B TOM YHCIE B OTHOIICHUU
OJTHOPOJHBIX TOBapoB (paboT, yCIyr) IpyruxX OPUAUYECKUX JHUI U (UIH)
WHIVBUYJIbHBIX PEITPUHUMATENCH;

4) npu oOpallleHMM TpaxJaH, IOPUIUYECKUX JIMI W WHIUBUIYaAIbHBIX
npeanpuHuMareseil ¢ kanobaMu Ha HapyIIeHHUs] UX MpaB U 3aKOHHBIX MHTEPECOB
nerdcTBusIMU (0€31€MCTBUEM) MHBIX IOPUANYCCKUX JHUI U (WIIH) WHAUBUTYaTbHBIX
npeanpuHUMaTresieii, CBS3aHHbIE C  HEBBIMOJHEHUEM HMH  00s3aTeIbHBIX
TpeOOBaHMIA, a TakKe MpHU TOJYYeHUH WHOW WHGOPMAINH, MOATBEPKIaeMOn
JIOKyMEHTaMH M HHBIMU JIOKA3aTeIbCTBAMH, CBHUJICTEIHCTBYIOIIMMUA O HAIMYUU
MPU3HAKOB TAKUX HAPYIICHUI.

BHennanoBble MEpOINpPUATHS MO KOHTPOIIO B CIydasiX, YCTaHOBJIEHHBIX
NOANMYHKTaMM 2 W 3 HACTOSIIEro IYHKTa, MOTYT MPOBOAUTHCA MO
MOTHUBHpPOBaHHOMY pelieHuo DegepaibHOM ClykObl 1O Haa30py B cdepe
3IPAaBOOXPAHEHUSI M COLMAIIBHOTO Pa3BUTHS, B TOM YHUCJIE B OTHOIICHUU HHBIX
IOpUJIMYECKUX JIUIl U WHIUBUAYAIBHBIX MPEANPUHUMATENCH, OCYIIECTBISIOMINX
KJIMHAYECKUEe WIM OWOMEIUIIMHCKUE HCCIIEIOBAHUNA HOBOW MEIUIIMHCKON
TEXHOJIOTUH, a TAKXKE €€ UCIOJIb30BaAHHE.

OOpaineHusi, He TMO3BOJIAIONIME YCTAaHOBUTH JIMIIO, OOpaTHBIIEECS B
denepanpHyio cnyx0y Mo Ham30py B cdepe 3ApaBOOXpPAaHEHUS U COIUATBHOTO
pa3BUTHSI, HE MOTYT CIY>XUTh OCHOBAHMEM [Ji1 NPOBEACHUS BHEILIAHOBOIO
MEPOMIPUSITHUS 10 KOHTPOJIIO.

3.6.3. Ilpu HacTymJI€HUHM OUYEpPETHOIrO ITama IUIAaHAa MEPOIPHUATHI M0
KOHTPOJIIO, HAYaAJIbHUK OTJEJia, OCYIIECTBIISIIOIIETO BbIJauy pa3pelieHuil Ha
MPUMEHEHUE HOBBIX MEIUIMHCKUX TEXHOJOTHM, B TeUeHUEe | KaJIeHIapHOIrO JHs
TOTOBUT TMPOEKT PACHOPSLKEHUsT (MpUKa3a) O MPOBEIACHUU MEPONPUSITUS IO
KOHTPOJTIO (JUIs1 KKJIOT0 MEPONPUSITHUSL), KOTOPOE YTBEPKAACTCS PYKOBOIUTEIEM
denepasibHOM CTykObl TIO Ha30py B cdepe 3ApaBOOXPAHEHUS U COLMAIBHOTO
pa3BUTHSI.

B pacnopspxkenun (rpukase) T0JKHBI ObITh YKa3aHBbI:

- HOMEp M JaTa pacrnopsbkeHus (MpuKaza) O MPOBEACHUH MEPOINPHUATUS TIO
KOHTPOJIIO;

- HAMMEHOBAHUE OpraHa rocy1apCTBEHHOT0 KOHTPOJIs (Haa30pa);

- (hamMmuiusA, ©MS1, OTYECTBO M JOJDKHOCTH JIUIA (JIUIT), YIIOJTHOMOYEHHOTO Ha
MPOBEJEHUE MEPOIPUSATHS IO KOHTPOJIIO;

- HAaMMEHOBaHWE HOPUAMYECKOT0 JHIa Wi (amMuiusg, uMs, OTYECTBO
WHJVBUAYaJbHOTO TPEANPUHUMATENS, B OTHOIICHHH KOTOPBIX MPOBOIAUTCS
MEPONPUSITUE 110 KOHTPOJIIO;

- 1IeJIN, 3a7a41 ¥ IPEeJAMET IPOBOJAUMOr0 MEPOIPHUSITHUS 10 KOHTPOJIIO;

- MPaBOBbIE OCHOBAHUS MPOBEJICHUS MEPOMPUAITHUS O KOHTPOJIIO, B TOM
YUCJIe HOPMATUBHBIC MPABOBBIE aKThl, 00s3aTelbHbIE TPEeOOBAHUS KOTOPBIX
MOJIeKAT MPOBEPKE;
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- laTa HayaJjla U OKOHYaHUSI MEPONPUSITHUS 110 KOHTPOJIIO.

3.6.4. MeponpusiTus 10 KOHTPOJIIO MMPOBOJATCS B CTPOTOM COOTBETCTBHUH CO
CBEJICHUSIMU, YKa3aHHbIMU B pacnopsbDKeHuW (TpuKase), TOHKHOCTHBIM JIUIIOM
(JiuilamMu) KOTOpPOE YyKa3aHO B pacmnopsbkeHu (IpukKase) o IPOBEACHUU
MEpONPUATHS 10 KOHTPOJIO. B TOM ciiyuae, eciu mpu NpOBEACHUU MEPONPUSITUI
10 KOHTPOJIO TPeOyeTCsl OCYIIECTBICHNE UCCIEA0OBaHUH (MCIIBITAHUMN ), SKCIIEPTHU3,
OdenepanbHas ciayk0a mo Haa3opy B cdepe 31paBOOXpaHEHUS U COLHUAIBHOTO
pa3BUTHs BIIpaBE MPHUBJIEKATh B YCTAHOBICHHOM TMOPSAJKE HAy4HbIC, HHbBIC
OpraHHU3alNH, YUYEHBIX U CIEIUATIUCTOB.

[IpoAOMKUTENPHOCTh IUIAHOBBIX M  BHEIUIAHOBBIX MEPONPUSATUN 1O
KOHTPOJIKO HE JOJKHA NPEBBIIATh OJUH MeECSl. B UCKIIOUUTENBHBIX CIydasX,
CBA3aHHBIX C HEOOXOJMMOCTBIO TIPOBENEHUS CIICIHAIBHBIX HCCIEIOBAHUMN
(ucnipITaHUiM), OJKCNIEPTU3 CO 3HAYUTEIbHBIM OO0BEMOM MEPONPUSATUM IO
KOHTPOJIIO, HA OCHOBAHUM MOTHBHUPOBAHHOIO MPEJJIOKEHUS JOJKHOCTHOIO JIMIIA,
OCYILIECTBIISIFOIIETO MEPONPHUSTAE MO KOHTPOJIO, PYKOBOJMTEIEM OpraHa
roCyJIapCTBEHHOTO KOHTPOJIS (HaA30pa) WM €ro 3aMECTUTEIEM CPOK MPOBEACHUS
MEPOMNPUATHS IO KOHTPOJIKO MOKET ObITh MPOJJIEH, HO HE OoJjiee YeM Ha OJUH
MECHIL.

3.6.5. Ilo pe3ynbTaTaM MEpPONPUATHSA MO KOHTPOJIO JOJKHOCTHBIM JIULIOM
(uuamu) @DexpepanbHOM choyKObl MO HaA30py B cdepe 3ApaBOOXpaHEHUS U
COLMAJILHOTO Pa3BUTHsA, OCYIIECTBISIOIINM MPOBEPKY, COCTABIISIETCS aKT B JIBYX
HK3EMILISPAX.

B akre ykaszpiBarorcs:

- 1aTa, BpeMsl U MECTO COCTABIICHHUS aKTa;

- HAMMEHOBAHUE OpraHa rocy1apCTBEHHOI0 KOHTPOJIs (Haa30pa);

- JaTa ¥ HOMEp pacnopsbkeHus (mpuKasza), Ha OCHOBAaHUM KOTOPOTO
MPOBEJCHO MEPONPUITUE TIO KOHTPOJIIO;

- (aMunus, UMs, OTYECTBO M JODKHOCTh JIMIA (JIMIT), MPOBOMBIIETO
MEPOMNPUSITHE 110 KOHTPOJIIO;

- HAaUMEHOBaHUE IMPOBEPSAEMOro IOPUIUYECKOrO JIHIA WiIu (haMIIus, UM,
OTYECTBO HWHJMBUAYAIBHOTO MpeANpUHUMATENs, (QaMuiaus, uMs, OTYECTBO,
JOJDKHOCTh  MPEACTABUTENS  IOPUAUMYECKOrO  JIMLIA WO  [PEACTaBUTENS
WHJVMBUAYAJIHOTO NPEANPUHUMATENSA, NPHUCYTCTBOBABIIMX MPH POBEACHUU
MEPONPUATHS 110 KOHTPOJIIO;

- 1aTa, BpeMsl U MECTO MPOBECHUSI MEPOIIPUSITHUS 110 KOHTPOJIIO;

- CBEJEHHUS O pe3yJbTarax MEpPONPUSATHUS MO KOHTPOJI, B TOM YHCIE O
BBISIBJICHHBIX HApPYIICHHUSIX, 00 UX XapakTepe, O JINIAX, Ha KOTOPBIX BO3JIAraercs
OTBETCTBEHHOCTH 33 COBEPILICHUE 3TUX HAPYLICHUI;

- cBenmeHUS 00 O3HAKOMJICHMH WM 00 OTKa3e B O3HAKOMIIEHWH C aKTOM
MpEeACTAaBUTEIIS IOPUANYECKOTO JIMIA WA UHIUBUAYAIBHOTO MPEIIPUHUMATES, a
TaKKe JIMIl, TPUCYTCTBOBABIINX MPHU MPOBEACHUU MEPOIPUSITHUS MO KOHTPOJIIO, X
MOAMUCH WU OTKa3 OT MOIIUCH;

- MOJMNUCH JOJDKHOCTHOIO Juiia (JIMI[), OCYIIECTBUBILETO MEPOIPHUATHE IO
KOHTPOJIIO.
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K akrty mnpumaratorcst aktel 00 orOope o00pasmoB (mpo0) MPOAYKIUH,
oOcnenoBaHNM  OOBEKTOB OKPYXKAIOMICH Cpelbl, MPOTOKOJBI (3aKIFOUCHUS)
MPOBEJEHHBIX  UCCIEAOBAHUM  (MCOBITAaHUN) W OKCHEPTU3, OOBICHEHUS
JIOJDKHOCTHBIX JIMI[ OPTraHOB TOCYAapCTBEHHOT0 KOHTPOJIs (Haa30pa), paOOTHUKOB,
Ha KOTOPBIX BO3JIAraeTCs OTBETCTBEHHOCTh 3a HAPYIICHHS 00s3aTeIbHBIX
TpeOOBaHMM, U JAPYTHE NOKYMEHTHI WJIM UX KOIHUH, CBA3aHHBIE C pe3yJibTaTaMu
MEPOTPHUATHS 10 KOHTPOJIIO.

OauH SK3eMIUISIp aKTa ¢ KOMHUSAMU MPUIIOKEHUNA BPYYAETCS PYKOBOJUTEIIO
IOPUIMYECKOTO  JIMIA WM €ro  3aMECTUTENI0 U HUHJUBHIYyaJIbHOMY
NPEeANPUHUMATETIO WU UX MPEJACTABUTEISAM TOJ PACHUCKY JHO0 HaImpaBiseTCs
MOCPEJICTBOM TMOYTOBOW CBSI3M C yBEJOMJIIGHHEM O BPYYEHUHU, KOTOPOE
npuoOIIaeTcsl K JIK3EMIUBIPY akTa, OCTallleMycs B 0a3e JIaHHBIX BBIJAHHBIX
paspernieHuii Ha MPUMEHEHUE HOBBIX MEIUIIMHCKAX TEXHOJIOTHH.

B cmywae BbIsBIGHHS B pe3ydbTaT€ MEPONPHATHS IO KOHTPOIIIO
AIMUHUCTPATHBHOTO TIPABOHAPYIICHHS JODKHOCTHBIM JjwrioM DenepaibHON
CIy>KObl MO Haa30py B cdepe 3IpaBOOXpaHEHUS M COLUAIBLHOIO pPa3BUTHS
(ynpaBnenusi Poc3apaBHamzopa 1o cyObekty Poccuiickoit  deneparun)
COCTaBISIETCSl TPOTOKOJN B TIOPSAKE, YCTAHOBICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoii ®@enepannu 00 aJMUHUCTPATUBHBIX IMPaBOHAPYLICHUSX, U JAIOTCA
npeanucanusi 00 yCTpaHEHUH BBISIBIICHHBIX HapyiieHuil. [IpoTokon, akT npoBepku
U TpeanucaHus MNpuoOIIaroTcs K 0a3e JaHHBIX BBIJIAHHBIX pa3pelieHud Ha
NPUMEHEHUE HOBBIX MEAUIIMHCKUX TEXHOJIOTHUH.

3.6.6. IOpuanueckue nuna (MHAUBUIYaIbHBIE MNPEANPUHUMATENIN) BEIYT
KypHaJ yueTa MEPOIIPUSATUI IO KOHTPOJITIO.

3.7. AnmunucTpatuBHas npoueaypa «Begenue 0a3pl JaHHBIX BbIIAHHBIX
pa3pelieHMd HAa NPUMEHEHHE HOBBLIX MEAUMUMHCKHUX  TEXHOJOIMiD»
OCYWIECTBISIETCA B CBA3M C BBIIOJHEHHEM aJMHUHUCTPATHUBHBIX MPOLELYD
«PaccMoTpeHre JHOKYMEHTOB M NPUHATUE PELICHUS O BbLAAYE pa3pelieHusl Ha
IPUMEHEHUE HOBOW MEIULMHCKOW TEXHOJOTUN», «BHECeHue W3MEHEHUN B
pas3pelieHre Ha MPUMEHEHUE HOBOM MEIUIIMHCKOW TEXHOJIOrun», «PaccMoTpenue
(bakToB U OOCTOSITENILCTB, CO3JAIONINX YIPO3Y JIS )KMU3HU U 37I0POBBS JIIOACH MpU
NPUMEHEHUU  PA3PEIIEHHBIX  HOBBIX ~ MEAUUMHCKUX  TEXHOJOTHI» U
«OcCyllIecCTBIEHUE KOHTPOJIA 3a TMOPSAJKOM TIPOBEIACHUS KIMHUYECKUX U
OMOMEIUILIMHCKUX MCCIIEAOBAHUN HOBOM MEOUIIMHCKONM TEXHOJIOIHMH, a TaKKE €€
WCII0JIb30BAHMEM) HACTOsIIEro PernamMeHTa B COOTBETCTBUU C HUKECIIEALYHOLIUM
MOPSIAKOM (CXemMa OCYLIECTBIICHHS aJIMUHUCTPATUBHOW MpOUEAYpbl IPUBEICHA B
[Tpunoxenuu 7):

3.7.1. DnexTponHas 06a3a JAaHHBIX BBIJAHHBIX Pa3pelICHU Ha MpPUMEHEHHUE
HOBBIX MEJIUIIMHCKUX TEXHOJIOTHM BEAETCS B OTIEIE, OCYIIECTBIISIIOMIEM BbIAAYY
pa3pelIeHnii Ha MPUMEHEHUE HOBBIX MEAUIMHCKHAX TEXHOJIOTHH dDenepaibHOU
CIIY>KObI MO HaA30py B cdepe 3ApaBOOXPAHEHUS] U COLMAIBHOTO Pa3BUTHS, U
BKJTIOYAET B c€0sl CJICYIONINE CBEICHUS:

- HAUMEHOBAHME HOBOW MEIULIMHCKON TEXHOJIOTHUH;
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- QHHOTAILIMI0 HOBOM MEIUIMHCKOW TEXHOJIOTUH

- HANMEHOBAHWE U OPTaHU3AIMOHHO-TIpaBoBast popma, MO0 haMuus, UM,
0T4eCTBO (M0 MPUMEHHUMOCTH) W aJpeca OpraHu3aluu-pa3paboTyMKa, aBTOpa
HOBOW MEIUIIMHCKOW TEXHOJIOTMU U JIUII, HA UM KOTOPBIX BBIIACTCS pa3pelieHre
Ha IPUMEHEHUE HOBOW MEIMIIUHCKON TEXHOJIOTHUHY;

- KJacC TMOTEHIMAJIbHOTO PHUCKA MPUMEHEHUS HOBOM MEIULHUHCKON
TE€XHOJIOTUU;

- PpEKBHU3UTHl pa3pElICHUsT Ha MPUMEHEHUE HOBOM MEIWLIMHCKON
TE€XHOJIOTUH;

- OCHOBAHHS M CPOK MPUOCTAHOBIICHUS JCHUCTBUS PEUICHUS O BbLIAYE
paspeuieHns Ha MPUMEHEHUE HOBOW MEIUIIMHCKON TEXHOIOTHH;

- OCHOBAaHME W Jara OT3bIBa pAa3pelleHUus O NPUMEHEHUH HOBOU
MEIUIMHCKON TEXHOJIOTUH;

3.7.2. B Teuenue 2 pabounx IHEH C JAThl MOCTYIUICHUS COOTBETCTBYIOIINX
CBEICHUM HAYAJIIBHUK OTJENIa, OCYLIECTBIISIOIIETO BbIIA4y pPa3pelICHUN Ha
MIPUMEHEHUE HOBBIX MEJIUIMHCKUX TEXHOJIOTUM, WM JIUIO0, UM HA3HAYEHHOE
(OTBETCTBEHHBIM HCIIOJIHUTEIb), BBOASAT HUX B DJJEKTPOHHYIO 0a3zy JIaHHBIX
BBIJIAHHBIX PAa3pEUICHUN U apXUBUPYET €€.

3.7.3. OcHoBaHueM BeACHHUS OJIEKTPOHHOW ©0a3bl JaHHBIX BBIJIAHHBIX
pa3pelieHNii Ha TPUMEHEHUE HOBBIX MEIULIMHCKUX TEXHOJOTHMA SIBIISIOTCS
JIOKYMEHTBI, KOTOpbIE MPEJCTABISAIOT COOOM apXWB Ha OYMa)KHBIX HOCHUTENSAX U
BKJIFOYAET B c€0s CIEAYIOIMNE TOKYMEHTHI UM UX KOTIHH:

3asBJICHUS U JOKYMEHTHI, IPECTABICHHBIC ISl IOJIYUYEHHS Pa3peIICHHs Ha
IIPUMEHECHUE HOBBIX MEIULMHCKUX TEXHOJIOTMW, JJIsI BHECEHHUS W3MEHCHHUMN B
BBIJIAaHHBIE PA3pPELICHUs, TOKYMEHTBI, CBA3aHHBIE C IPOBEACHUEM MEPOIIPUITUN 110
KOHTPOJIKO cOON0IeHusl TpeOoBaHUi 3akoHoaTenbcTBa Poccuiickoin denepanuu
OpU TPOBEACHUU KIMHUYECKUX W OMOMEAUIMHCKUX MCCIEAOBAaHUNA HOBOU
MEIMIIMHCKOM TEXHOJIOTMH, a TAKXKE €€ MCIOJIb30BAHUEM, MPHUOCTAHOBICHUEM
pelieHusT O BbIJaY€ pa3pelieHusT Ha NPUMEHEHUE HOBOW MEIMUIIMHCKON
TEXHOJIOTUH, OT3bIBOM PAa3pelICHU Ha NPUMEHEHHWE HOBBIX MEIULIMHCKUX
TEXHOJIOTHUH;

VYkazaHHble JOKYMEHTHI XpaHsircs B DenepalibHOM cioyk0e Mo Haa30py B
cdepe 3paBOOXPAHEHUS U COLUATIBHOTO Pa3BUTHS.

3.7.4. Ha odunuansaom HWaTEpHET calite www.roszdravnadzor.ru B
OTKPBITOM  JIOCTYN€ JOJDKHBI pa3MEIAaThCd U E€XKEMECSYHO OOHOBISTHCS
CJIEIyIONTUE CBEJCHUS W3 JCKTPOHHOU 0a3bl JAaHHBIX BBIIAHHBIX Pa3pelIeHUN Ha
IIPUMEHECHUE HOBBIX MEIULMHCKUX TEXHOJIOTHM:

- HaUMEHOBAaHWE, OPTraHU3AI[MOHHO-TIPaBOBasi (opMa M MECTOHAXOXKIICHUE
JIVIl HA UMSI KOTOPBIX BBLIAHO Pa3pelICHUE HAa MPUMEHEHHE HOBOW MEIUIIMHCKOMN
TE€XHOJIOTUH;

- HOMEp pa3pelleHUs Ha IPUMEHEHHE HOBOW MEAULIIMHCKON TEXHOJIOTHH;

- CBEIEHUSA O IMPUOCTAHOBICHUU PEUICHWI O BBIJAYE pa3pelIeHUs Ha
MIPUMEHEHUE HOBOM METUIIMHCKON TEXHOJIOTUU U 00 OT3BIBE pa3pelieHui.



http://www.roszdravnadzor.ru/
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3.7.5. KoHutposnp BeneHus 0a3bl JaHHBIX BBIJAHHBIX pPAa3pelICHUd Ha
IPUMEHEHUE HOBBIX MEIULIUHCKUX TEXHOJIOTUI OCYIIECTBISET HAYAIbHUK OT/ENA,
OCYLIECTBJISIOLIEr0 BblAAUy pa3pelieHuil Ha NPUMEHEHUE HOBBIX MEIUIUHCKHUX
TEXHOJIOTUH.



[Tpunoxenue 1

K AIIMUHUCTPAaTUBHOMY PETJIAMEHTY

10 UCTMIOJIHEHUIO TOCYIapCTBEHHOMN (YyHKIIMU
0 BbIJIaY€ pa3pelICHU Ha MPUMEHEHUE
HOBBIX MEAUIMHCKUX TEXHOJOTHUM

Cxema: CTpyKTypa ¥ B3aMMOCBSI3U aJIMAHUCTPATUBHBIX TPOLIEAY]D, BHIOIHIEMBIX TTPH
OCYILECTBJIIEHUU BbIJAYU Pa3pEUICHUN HA IPUMEHEHUE HOBBIX MEAUIIMHCKUX TEXHOJIOTUA
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OO%EOOH_&.—OEEQ KOHTPOJIA 3a MMOPAJIKOM IIPOBECIACHUSA
KIIMHUYECKUX U QSOZQD_\—Eﬁﬁozsx HccleI0BaHui

MeaNLMHCKOUN TEXHUKN

YnpaBneHue perncrpaumm nekapcTBEHHbIX CPEACTB U

HOBOM MEIUIIMHCKOI TEXHOJIOTHH, a TAKXKE €€ 4
HCIOJIb30BaHUEM
Opranusanus noaaet
TTocTymieHHEe KOMILIEKTa JTOKYMEHTHI JUISl BHECEHUE IToy4ens! cBeieHus 00
JIOKYMEHTOB JUIs BBLAUH W3MCHCHHUIT B pa3pelIeHue Ha 00CTOATENECTBAX, CO3TAFOIINX
paspelieHus Ha PUMEHEHHE TPUMCHEHUE HOBON YTpO3y JUIL JKU3HH U 3110POBbA
HOBOM MEIHIMHCKOM MEIUIHHCKOM TEXHOIOTHI JIFOZIe [IPH [IPaBHIIBHOM
e — PUMEHCHHU HOBOM
MEMIMHCKOM TEXHOIOTHH
PaccMoTpeHne JJOKYMEHTOB U HPUHSATHE PEIICHHUS O & PaccmoTpenne (pakToB M 0OCTOATENBCTB, CO3JAFOMIX
3 BHeceHne H3MEHEHHUI B pa3pelieHne Ha IPUMEHEHHE %
BbIJIa4€ PA3PEIICHNs HA IPUMCHEHHUE HOBOM - % % YIpO3y AJIS XKU3HH U 3[0POBbSI JIFOACH P IPHMEHECHUN
MeETUIUHCKOM TEXHOTOTHH R I SR HOBOM MEAMIMHCKON TEXHOIOTHH




[Tpunoxenue 2

K AIMUHHCTPAaTUBHOMY PETJIaMEHTY

M0 UCTIOJIHEHUIO TOCYJapCTBEHHOM (DYyHKIIUU
0 BbIJJAY€ pa3pelIeHUI Ha IPUMEHEHUE
HOBBIX MEJUIIMHCKMX TEXHOJIOTUI

CxeMa UCIIOJIHEHUS aIMUHUCTPATUBHOM MTPOLIEAYPHI
«PaccMoTpeHre NOKYMEHTOB U IPUHSTHUE PEIICHUS O BbIAUE
pa3penieHns Ha MPUMEHEHNE HOBOM MEIUIIMHCKOW TEXHOJIOTHI
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ynpaBneHme perncTpaunm nekapCcTtBeEHHbIX CpEOCTB U

MeOANLINHCKOUN TEXHUKHN

HET

OTKas B pacCMOTPEHUn
[IOKYMEHTOB
PykoBogutenb
Poc3pgpaBHagsopa

MpoBepka
KOMMINEKTHOCTM 1 cocTaBa
npeACTaBNeHHbIX 0KyMEHTOB
CootseTcTByeT?
OTBeTCTBEHHLIN UCNONHUTENL
(15 pHeit)

Knaccudukaums Hosomn
MEeANLMHCKON TEXHONOrMN
OTBETCTBEHHbIH
ucnonHuTens
(5 AHewn)

(5 nHei)

PUHSATUE peleHmns o
HeobXx0AMMOCTY NpoBeAeHNst
3KCNepTM3bl U (UNK) NonyYeHns
[OMONHUTENbHBIX CBEAEHUI
Heobxoaumbl?
TBETCTBEHHLIH UCTIONHUTEN

OTKa3 B Bblaaye
paspeLueHus Ha

npUMEeHeHne HOBON

MEeANLMHCKON
TexHonorun

PykoBogutenb

MoaroToBka NpoekTa paspeLueHns YBeaoMmneHne opraHusaumum B
Ha NPUMEHEHNE HOBOI 0 FOTOBHOCTY pa3peLueHus blAava paspeLueHuns Ha
MocTynnenmne AoKyMEHTOB nmﬂsoqnﬂﬁ_“_sﬂmmwsm_._:mﬁm _._Ww.mw”.__\._wwm”“._. OpraHusauus MEJMLIMHCKOM TEXHOMOrn Ha NpuUMeHeHne npUMeHeHNe HOBOA
ANA nony4YeHna paspeLleHns N nposeaeHus OTBeTCTBEHHbLIN UCNONHUTENb. HoBoit MeanumMHcKom o
Ha MpYMEHeHME HOBOJA xozqvo:.__w. HakanLHuK ho_._o”Is._.m__U__”:v_m — aKcnepTu3s! ] Cornacosatve 1 yTeepxaeHme — > TexHomnorum K o
g J Aena c mum (15-135 aHeir) PykoBoauTent OTBETCTBEHHbI OTBeTCTBEHHbIN UCMONTHUTEN
SICAVEVLCKOVIC AL OOV (1 Aeke) (Ao 3 mec) PocsapasHaasopa ucronHuTens (no oBpaLLeHto 3asBUTENS)
A (10 aHen) (3 aHs)
A
HasHauyeHue oTBETCTBEHHOTO
ncnonHuTensa
HayanbHuk otaena.
[pUHATUE peLLeHIs o OKCMNEPTUSA
NPUMEHEHNN YCKOPEHHOM
poLieayps paccuoTpeNN ROMONHUTENbHBIE  HEOBXOANMA
[LOKyMEHTOB CBEOEHUA JA
1m;m:r=m_.mx_“__wmw:¢=§ HEOBXOAUMbI Hanpaenexue cseaexHuin o
nognncaHnn paspeLleHnsa Ha
NPUMEHeHNe HOBOW MeAULIMHCKON

0/ArOTOBKa 3aKMIOYeHMS
10 3asBNEHNIO Ha NOMyYeHne
paspelleHIs Ha NPUMEHeHNe HoBOM
MEZIMLIMHCKOI TEXHONOrn
MonoxumrensHoe?
OTBeTCTBEHHBLIN
ucnonHuTens

v TEXHONOTUN AN BHECEHUSA U3MEHEHWIA

OTBEeTCTBEHHbLIW UCMONHUTEND,

B 6a3y AaHHbIX

(3 AHs)
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[Ipunoxenue 3
K AIIMUHUCTPAaTUBHOMY PETJIAMEHTY
110 UCTIOJHEHUIO FOCYJapCTBEHHOM

(yHKLMHU 110 BbIIaY€ pa3pelieHnii Ha MPUMEHEHUE perucTpaluu

HOBBIX MCAUITUHCKHX TEXHOJIOTUH

CTPYKTVYPA

N3JIOKEHW S MEJULIMHCKOM TEXHOJIOT U

CTPYKTYPA

N3JI0KEHUSI HOBOM MEJUIIMHCKOM TEXHOJIOI'A (MT)

TUTYJIbHBIN JIUCT

[lonmHoe HamMeHoBaHue 3asiBUTENS (C yKa3aHUEM
BEJIOMCTBEHHOUN MPUHAICKHOCTH (MPU HATUYHMH), HUKE -
IOpUINYECKHH ajipec);

Haspanne MT (1o meHTpY TUTYJIBHOTO JIUCTA); TOJ
HazBaHueM MT- B KpyribIx CKOOKax — BHJ JIOKyMEHTA:
(MeauIIMHCKAsl TEXHOJIOTHS).

OBPATHAA CTOPOHA
TUTYJIBHOI'O JINCTA

AHHOTanus: kpatkoe onucanue MT, undopmarus o
Haubosiee 3HaunMbIX npeumyiectsax MT (ue Oonee 10-15
CTPOK);  TepeyYeHb  Bpayel-CIEeLHATUCTOB,  KOTOPHIM
aapecoBaHa AaHHast MT u TpeOGoBaHuUs K UX KBAIU(PUKALUY,
JIOTIOTHUTENILHOM crienuanu3anuu (Mpu HEeoOXOANUMOCTH);
pPEKOMEHyeMbIi ypOBEeHb/MacIITad wucmonb3oBanus MT.
[Ipr HaMM4YMM MATEHTHOW 3allUThl: HOMEP, Ha3BAHUE, J1aTa
BbIIaYU JIOKyMEHTa, MaTeHTO001aaTelb/3asBUTEIb,
pa3paboTynK/copa3padoTuuki (NP  HATUYHUH), ABTOPBI
MT; ykazanue opranuzanuu (OpraHu3alinii), Ha KOTOpy1o (-
bl€) BBIAACTCS pa3pelieHHe Ha MNPUMEHEHHE HOBOM
MEIUITMHCKON TEXHOJIOTHH.

Pazgeant onucanus
MeIMIIUHCKOM
TEeXHOJIOT U

Conep:xanne pa3aesioB ONUCAHMS
MeIUMIUHCKOH TeXHOJIOTHH

BBE/JIEHUE

CopepX uT BBOJHYH HH(OpPMAIMIO MO peraemMon
npobiieme; cBeAeHUs] 00 MCIOIb3yEMBIX aHAJOTHYHBIX MT
(npu HaMUYMM), HAy4YHOE OOOCHOBAHHE MEXaHU3MOB U
cymHocTu AerctBus Hacrosedn MT, npumenenun MT 3a
pyOexxoMm (cO CChUIKAMH HAa WCTOYHHKH WH(GOPMAIIHNHN);
MOKET BKJIIOYAaTh OYEpPUYEHHBIH Kpyr MHpoOsieM, KOTOpbIe
IIO3BOJIUT PEIUNTh BHeApeHue aaHHou MT B mpaktuueckoe
31paBOOXPAHECHHUE.

[IOKA3AHUA K
HUCITOJIb30BAHUIO
HOBOI1
MEJULIMHCKOM
TEXHOJIOI' U

[lepeuyens (o myHKTaM) 3a00J€BaHUM, CUMIITOMOB,
COCTOSIHUI OpraHu3Ma 4YeJIOBEKa, KIMHUYECKUX CHUTyalui,
IIPY KOTOPBIX MOKA3aHO NpuMeHeHue nfanHou MT.
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[TPOTUBOITOKA3AHUA [lepeyeHp (MO MyHKTaM) OTHOCUTENbHBIX U
K UCITOJIbB3OBAHUIO | aGCOnOTHBIX ~ MPOTHBOMOKA3aHUN K  UCIIOJIH30BAHHIO
HOBOU JTaHHOM MT. Jlist TUarHOCTUYECKUX MT
MEI[I/IHI/IHCKOﬁ MPOTHUBOIIOKA3AHUSIMH SIBIITIOTCS 3200JI€BaHUS, CUMITTOMBI,
TEXHOJIOI'MA COCTOSIHMSI OpraHM3Ma YeJIOBEKA, KIIMHUYECKUE CUTYalluH,
CHIKAIOIIME TOYHOCTh U YYBCTBUTENBHOCTH MT,
MOBBIIIAIOLINE BEPOSATHOCTH MOJTyYEHHUS
JIOKHOTIOJIOKUTEIBHBIX /WM  JIOXKHOOTPUIIATEITHHBIX
pe3yJIbTaTOB.
MATEPHNAJIBHO- IlepeyeHp HCNONB3yEeMBIX UII  OCYLIECTBIICHUS
TEXHHNYECKOE MEIUIMHCKOM  TEXHOJIOTUH  JIEKQPCTBEHHBIX  CPEJICTB,
OBECIIEHEHHE U3IeNIMA MEIUIIMHCKOTO Ha3Ha4eHWs W JAp. CPeaAcTB (C
HOBOM yKa3aHUEM HOMEpa TOCYyAapCTBEHHOM pErucTpaluuyd WiIu
MEJIULIMHCKOM MHOTO  pa3pellIUTEIbHOIO  OKYMEHTa, OpraHu3allu-
TEXHOJIOT'N HU3rOTOBUTEIA, CTPaHBI-MPOU3BOIUTEIS). Bce
3ageiicTBoBaHHble B MT cpenctBa  JOKHBI — OBITh
pa3pellieHbl K MPUMEHEHUI0 B MEIUIMHCKON NpPaKTUKE Ha
tepputopur PD B yCTaHOBIEHHOM MOPSIKE.
OIIUCAHME HOBOU Conepxur oApOOHO OTUCHIBAEMYIO
MEI[I/IHI/IHCKOI?'I [IOCJIEI0BATEIBHOCTh OCYILIECTBJICHUS MEIUILIMHCKOU
TEXHOJIOI'MHU TEXHOJIOTHUU; MOXET COCTOSATh W3 mnojapa3fenoB. Ilpu
HEOOXOJMMOCTH  COINPOBOXKIEHUS OMHMCAHUS CXEMaMH,
doTtorpadusmMu, pUCYHKaMH, TaOauiamMu, rpaduKaMu,
KIIMHUYECKUMU  TpUMEpaMu U JIp., OOJIer4aronumMu
MPAKTHUYECKOE UCIOJIb30BaHue npeanaraecMoit MT (10JKHBI
OBITh CCBHUJIKM 1O TEKCTY Ha COOTBETCTBYIOIIUE TTPUIIOKEHHUS
Kk MT). Omnucanue Takke BKIIOYAET ONTHUMAJIbHbBIE
KpUTEpUU TI0 MHTEPIPETANN PE3YyJbTaTOB U OIICHKE
MOJIYy4EHHOTO  BpPauoM  KIMHUYECKOro 3ddexra mnpu
HUCIIOJIL30BaHUHA NaHHOU MT B MPAKTUYECKOMN
NESATEITbHOCTH.
BO3MOXHBIE ITepeuenn BO3MOYXHBIX OCJIO’KHEHUI npu
OCJIOXXKHEHUA N ucnonb3oBannu MT, Mepsl 110 IpoUIAKTUKE OCIOKHEHUH,
CIIOCOBbI UX TaKTMKa Bpaya IpU  UX  BO3HUKHOBeHMHM. g
YCTPAHEHU A JIMAarHOCTHYECKHUX TEXHOJIOTHI - MEpBbI o
MPEOTBPAIICHUIO  BEPOATHBIX  JIOKHOIOJIOKUTEIbHBIX
W/WJIH JTIO’KHOOTPUIIATENbHBIX PE3yJIbTaTOB.
SODPEKTUBHOCTD ConepXUT JaHHbIE O KOJUYECTBE KIMHUYECKHUX
NCTIOJIb3OBAHUA HAOMIOJIEHUN C KPAaTKOM XapaKTepUCTUKOW 00CIieTyeMbIX
HOBOM rpynn (1o mojy, BO3pacTy, HO30JOTUU U JIP.), PE3yJIbTaThl
MEJIULIMHCKOM CTaTUCTUYECKOM  O0pa0OTKM  TOJMYYEHHBIX  JaHHBIX,
TEXHOJIOT' MOATBEPXKAAIOIINX MEAUKO-COLHAIBHYIO 3(()EKTUBHOCTD

110 HUCIOJIL30BAHHBIM pa3paboTYrKaM KpUTEPUSIM
(HampuMep,  BBI3JIOPOBIICHHE, MPOJOJLKUTENIBHOCTh U
KQueCTBO JKU3HM, YaCTOTy BO3HHUKHOBEHUS OTIAICHHBIX
OCJIO)KHEHUH — s JieueOHpIX MT; BiIMsAHME Ha CTEIEHb
TPYJOBOW, MEAMIIMHCKOM W COIMAJIbHOM peadmInTaIim,
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MPOJIOJIKUTENBHOCTD JKU3HU 0€3 peLlUIUBOB, IUTEIbHOCTh
peadMIMTallMOHHOTO NIEPUO0/1a, MHBAINIU3ALMIO U Ap. — JUIS
peaOunuranmonHbix MT; TouHOCTH, cHeUU(UYHOCTD,
YYBCTBUTEJIBHOCTh M Jp. — 1 auarHoctuueckux MT),
OLICHEHHYIO 3KOHOMUYECKYI0 3(h(PEKTUBHOCTH (BIMSIHHE Ha
KOJIMYECTBO KOWKO-IHEM, CTOUMOCTb JUArHOCTUKHU JICUEHUS
U JAp.), TpeuMyllecTBa  Mepe]  CYLIECTBYIOUIMMHU
aHasiornyHbiMu MT.

CIITMCOK COucok HCMHoJIb3yeMbIX MCTOYHUKOB B MOPSIAKE UX
JIMTEPATYPEI ynomuHanus B Tekcte MT (o6bem He Oosiee 1 cTpaHuils)
[MPUJIOXKEHUA Cxembl, @ororpaduu, pUCyHKH, TaOIUIbL, TpapuKH,

KJIMHUYECKUE IpUMEpbl, OoOJerdyaromue MIpakTHYecKoe
ucnosp3oBanue npemnaraeMod MT pacnomaratorcs u
HYMEPYIOTCS B IOPSJIKE UX ynoMuHaHus B Tekcre MT.
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[Tpunoxenue 4

K AIMMHHUCTPATUBHOMY PETJIAMEHTY

M0 UCTIOJTHEHUIO TOCYIapCTBEHHON PYHKIIUU
110 BbIIaU€ pa3pelleHnil Ha IPUMEHEHUE
HOBBIX MEAUIMHCKUX TEXHOJIOTHIA

CxeMa UCIOJHEHUS aIMUHUCTPATUBHOM POLIECTYPbI
«BHeceHue U3MEHEHUH B pa3pellIeHUE Ha
[IPUMEHEHUE HOBOU MEIUILIMHCKON TEXHOJIOT UMY

YnpaBneHue perncTpaumm rekapcTBEHHbIX CPEACTB U

MeOJUUNHCKOU TEXHUKA

MoaroToBka HOBOTO pa3peLLeHnst Ha YBEAOMMEHME OpraHn3aLmMmn
NpUMEHeHNe HOBOI MEANLIMHCKOA 0 FOTOBHOCTW HOBOTO Bblgaya HOBOMO paspeLLeHns Ha

_|_on._.<_._.:m1_\_m AOKYMEHTOB' Peructpaums komnnekta OpraHuzauuns Oprannsaums TexHonornm paspelueHms Ha o .

[NOKYMEHTOB npeaocTasnseT P » OTBETCTBEHHbII UCMONHUTEND, i npuMmeHeHne HoBoWu MeanUnHCKON

AnNA BblAauyun paspeLlleHnsa Ha nposeseHns nNpuMeHeHne HoOBOM
. KoHTponk: HauanbLHUK LONONHUTENbHbIE |v aKcnepTaLI — HavyanbHUK YnnasneHus. I1v MEMLINHCKOI TEXHOMOrumn TexHonorumn
_.__us_sm_._m_.(_sm HoBOW oTaena cBeaeHns (15-135 greii) CornacosaHue 1 yTeepxaeHue OTBETCTBEHHbIN OTBETCTBEHHbIW UCMONHUTENDb
MeANLIMHCKOW TEXHOMornm (1 AeHb) (Ao 3 mec) Pykosoautens MCMoNHUTenNb
PocaapaBHaazopa - (no obpalleHuto 3asBuTens)
> » (5 AHewt)
(5 pHen)
A _
A 4
HasHauexve
OTBETCTBEHHOTO
ucnonHuTens
Havanonnk ormena | [OMONHUTENBHBIE  SKCMEPTU3A
(4 pHs) CBEJEHUA HEOBXOOANMA OA
HEOBXOONMbI
BbisiBneHne HoBbIX AaHHbIX) HanpaBneHue cBeaeHMil 0
KacaroLMxcs 3 (heKTMBHOCT! MOANUCaHNN HOBOTO paspeLLeHnst
Blnl mmmo_._mo‘zooqs HoOBOU Ha NPUMEHEHNe HOBOI MEANLIMHCKOIA
MERMEHCKOMRIEXHOTIOINY) P TexHonoruu ans BHeCEHNs M3MeHeHuN
APMHATME peLieHnss IMoaroToBka @mw< AaHHbIX
Mposepka €06Xx0AMMOCTM NpoBEeAEHR 3aKnoyeHns 2
KOMNNEKTHOCTN W1 cocTasa JKCNepTu3bl n (nrm) nony4yeHuns 0 BblA@4€ HOBOMO paspelueHns Ha' o.—-wm._-o._-me—:V—s ucnonHurenk
NpeACTaBfeHHbIX A0KYMEHTOB AONONHUTENbHBIX CBEAECHMNI I m NpUMEHEHNE HOBO MEAULIMHCKON Aw .DImv

CootseTcTayeTr?
OTBETCTBEHHbLIN UCTIONHUTEN b
(10 AHeit)

Heobxoanmbl?
OTBETCTBEHHbIH
ucnonuuTtens
(5 aHen)

Knaccudukaums HoBoi
MEAULIMHCKOM TEXHOMOMM
npn Heo6XxoAMMOCTU
OTBeTCTBEHHLIV
UCMONHUTENb
(5 oHeit)

JA—Pp

OTKa3 BO BHECEHUN
N3MEHeHN
PykoBoautens
PocaapaBHaasopa

OTKa3 BO BHECEHUN

M3MEHEHUIA
PykoBoaurens
Poc3apaBHaasopa

TeXHONOorMu
MonoxurensHoe?
OTBeTCTBeHHbIH
ucnonHuTens
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[Ipunoxenue 5

K AIMUHHUCTPaTUBHOMY pPETJIaMEeHTy

10 UCTIOJIHEHHUIO TOCYTAPCTBEHHOMN (PyHKIIUH
10 BbIJAYE pa3pelICHUI Ha IPUMEHEHUE
HOBBIX MEAUIMHCKUX TEXHOJIOTHIA

CxeMa UCTIOJIHEHUS aIMUHUCTPATUBHOM MPOLIETYPBI
«PaccmoTpenne pakToB U 00CTOATENBCTB, CO3/IAOIINX YIPO3Y ISl )KU3HU U 3/I0POBbS JIIOCH
IpY MPUMEHEHUH HOBBIX MEIUIIMHCKUX TEXHOJIOTHI»

ynpaBneHMe perncrtpaunm nekapCcTtBeHHbIX CpencTBs U

MeaNLIMHCKOU TEXHUKA

BbisBneHne o6CcToaTENbCTB,

COo34aloLKnX Yyrpo3y XU3Hu n 300poBbio

nogen npu NpUMEHEHUN HOBON
MEAULIMHCKON TEXHONOr

MpusHaHue
cnyvaiHoro

MoaroToBka
AOKNazHoM
3anucku
HavaneHuk
oTpena
(5 aHeit)

XapakTtepa
BbISIBMEHHbIX
obcTosATensLCTB

MpuHaTHe pelexus pykosoauTenem deaepanbHoii Cryxob!

(5 AHen)

OpraHn3sauus c6opa AOMNOMHUTENbHbIX CBEAEHUI O BbIIBMEHHBIX HEraTUBHbIX 3cpekTax
NPUMEHEHNS HOBOW MEANLIMHCKON TEXHOMOrn
(B CpPOKU yCTaHOBMEHHbIE peLleHnemM pykosoauTens deaepanbHoii crnyxobl)

OpraHu3auus npoBeAeHNs JOMONHUTENbHON 3KCNEPTU3bI C YHETOM BbISBNIEHHBIX HEraTUBHbIX
achpekToB NPUMEHEHNS HOBOW MEAWULIMHCKO TEXHOMOMMN
(B CPOKYM YCTaHOBMEHHbIE peLLEHneM pykoBoauTens deaepanbHon cnyxobl)

PaccmoTpeHie Bonpoca 0 BHECEHUN U3MEHEHWIT B paspeLleHne
Ha NpUMEHEHNE HOBOW MEAWNLIMHCKOIN TEXHONOr N
(B CPOKW YCTaHOBIIEHHbIE peLleHneM pykosoauTens deaepanbHoii cnyxobl)

OA

HanpaeneHxue nucbma nuLly NOVMEHOBAHHOMY B
PY ¢ npeanoxeHuem NpoBeCTN JONONHUTENbHbIE
VCMbITaHNS 1 OLIEHKU
HavanbHuk otgena
(2 pHsA)

INuuo cornawaetca?

BHeceHune nameHeHuin B
paspeLueHue Ha NpUMeHeHne
HOBOW MELMLMHCKOW TEXHOMNOTN

MpuHaTME pelueHns o
NPUOCTAHOBNEHUN AENCTBUS PELLEHN
0 NPUMEHEHWUN HOBOW MEeANLIMHCKON
TEXHONnoruu

i

MpuHaTHE pelueHns 06 oT3biBe
paspeLleHusi Ha NpUMEHEHWe HOBOIA
MEAVLIMHCKOI TEXHONOTMM




[Tpunoxenue 6

K AIMUHUCTPAaTUBHOMY PETJIaMEHTY

0 UCIIOJIHEHUIO TOCYAapCTBEHHOM (PYHKIINU
0 BblJjau€e pa3pelleHuil Ha IPUMEHEHHE
HOBBIX MEIMLMHCKUX TEXHOJIOTUI

CxeMa uCnoHEeHUs aIMUHUCTPATUBHOU MTPOLIEAYPbI
«Ocyl1ecTBIeHUE KOHTPOJIS 3a MOPSAKOM MPOBEACHHUS KIMHUYECKUX U OMOMEIUIIUHCKUX
HCCIe0BAaHMH HOBOM MEIUIIMHCKON TEXHOJIOTHMH, a TAKXKE €€ UCIIOJIb30BAaHUEM))
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o

MeaNLMHCKOUN TEXHUKA

MOArOTOBKA NPOEKTA PACTOPSHKEHNS!
)0 ™A No
KOHTPOMIO

MpuobLieHne npoTokona u akta

v npoBepku k 6ase AaHHbIX BbIAAHHbIX
paspelLeHuii Ha npuMeHeHne

HOBBIX MEAMLIMHCKUX TEXHONOTMM

Hactynnenue ouepeaHoro atana Havanbhuk otaena
nna1a MeponpUsTUI N0 KOHTPOMIO (1 AeHb)
PykoBopuTens

Poc3npasHaasopa

—— — — f P
TpoBezeH1e MePONPUSITUI MO KOHTPOMIO _

(He 6onee 30-Tn AHeiA)

CornacosaHue 1 yTeepxaeHne

+ Cocraenenue npoTokona o6
a/IMUHUCTPATUBHOM
npaBoHapyLeHIM ¢

hopMUPOBaHMEM NPeANNCaHMiA BpyueHue pykosoauTenio (3amMectuten

ANs yCTp: v npeac posep: 0 nuua aKtac

HapyLweHun KOMUSIMN NPUNOXEHUIA _

|

MpUHSATME PELUEHNs O O NPOBEASHNUM NOBTOPHBIX
(BHENNaHOBbIX) NPOBEPOK

CocraBneHue akTa o pesynbTatam
MEepONpUATUIA N0 KOHTPOSIHO C
NpUNoXeHnem Heo6X0AMMbIX A0KYMEHTOB v

=

Hble nuua P
Pewenue o BHer ar

JOMKHOCTHOE NUL0
Poc3apaBHaasopa

N

AHanus cnpasku

Mony crpasky o1 opr: € HavanbHuk otaena |v

MoAroToBKa AOKNAAHOW 3anNNUCKN

HauanbHuk otaena

YnpaBneHue pernctpaunmn nekapCTBEHHbIX CPEeaCcTB U

Wmeii 06 yCTp:

(3 ans)

(2 ans)

PykoBogutens
Poc3apasHaasopa

~_
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[Tpunoxenue 7

K AZIMAHUCTPaTUBHOMY PErJIaMEHTY

10 UCTIOJHEHUIO FOCYAapCTBEHHOM (YHKIUH
I10 BBIJIa4€ Pa3pelleHUil Ha IPUMEHEHUE
HOBBIX MEIMLIMHCKUX TEXHOJIOTHM

Cxema UCIIOJIHEHM S AIMUHUCTPATUBHOW MPOLIEAYPBI
«Benenue 0a3pl TaHHBIX pa3pelieHU Ha TPUMEHEHHE HOBBIX

MEIUIIMHCKUX TEXHOJIOTUIY

YnpaBneHue pernctpauumn nekapCTBeHHbIX CPeacTB U

MeaANLMNHCKON TEXHUKN

BbINoNHeHNe afgMUHUCTPATUBHOI NPOLieAypbI
«PaccMOoTpeH1e A0KYMEHTOB U NPUHSTUE

peLLeHNs O Bblaaye paspeLLeHns Ha NpUMEHEHN!
HOBOW MEJMLIMHCKON TEXHOMOrUMU»

BbinonHexve m_D_SSISO._._um._.SmIO_N npoueaypebl
«BHeceHWe nameHeHuin B paspelueHne Ha
NPUMEHEHNE HOBbIX MEANLINHCKNX TEXHOMOrniy,

BbInonHeHWe afgMUHUCTPATUBHOM NPOLIEAYpPb)
«PaccmoTpeHue akToB 1 06CTOATENLCTB,
CO3/AaIOLMX YrPO3Y [NA XU3HU U 3[,0POBbA

nioAel NpU NPUMEHEHNM HOBbIX MEAULIMHCKIAX

TEXHOMornm»

BbINonHeH1e aAMUHUCTPATUBHON NpoLieaypy
«OCyLeCTBrEHNE KOHTPOMS 3a NOPSAKOM

v

BHeceHue nocTynusLuei
nHbopMaLumm B
ANEKTPOHHYI0 Gasy AaHHbIX
BblAaHHbIX PaspeLLeHuil Ha
NPUMEHEHNE HOBbIX
MEAULIMHCKIX TEXHOMOT Wi 1
ee apXxvBNpoBaHue

OTBeTCTBEHHbIN
MCMONHUTENb;
HauyanbHuk otaena;
(2 Anga)

NPOBEAEHMS KIMHNYECKMX 1 BUOMEANLIMHCKIX
WUCCNEAOBaHN HOBOW MEAVNLIMHCKON TEXHOMOTUI,
a TaKKe ee UCroNb3oBaHNeM»

BeaeHue 1 ocyLecTBneHne
KOHTpONS BeAieHus 6asbl
DiaHHbIX BbIAAHHbBIX
paspeLleHuii Ha
NPUMEHEHNE HOBbIX
MEANLIMHCKUX TEXHOMOTUiA

OTBeTCTBEHHbLIN
UCNONHUTENb;

(NocTosIHHO)

[MoaroToBka OTYETOB M CPaBOK Ha
OCHOBaHUM 6a3bl AaHHbIX BblAAHHbIX
UmmUmEmISS Ha NpUMeHeHne HOBbIX

MEANLMHCKNX TEXHONOrNIA

OTBETCTBEHHbIW UCNONHUTENb
HavanbHuk otaena
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