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MPUKA3

MuHNCTEpPCTBa 34PaBOOXPAHEHNS N COLMAJIBHOrO Pa3BUTUS

Poccuiickon ®epepalimu

oT 20 miona 2007 r. N 488

06 yTBEpXAEeHUN AOMNHNCTPATMBHOIO pernaMmeHTa ®efepanbHon ciyxbol

no Haf30py B chepe 34paBOOXPAHEHUSA N COLMANBHOMO Pa3BUTUS

Mo NCMOSIHEHWIO FOCYAapPCTBEHHON OYHKLUN MO BblAayve pa3peLleHnia

Ha MPMMEHEeHNE HOBbIX MEANLMHCKMNX TEXHOOT NI

3aperncTpupoBaH MuHiocTom Poccnn 1 asrycta 2007 r.

PernctpaunoHHbin N 9938

B cooTBeTCTBUM C NOCTaHOBeHUsIMM MNpaBuTenscTBa Poccuinckon Genepauun ot 11 Hosbps 2005 1. N 679
"O nopsiake pa3paboTKy 1 yTBEPXKAEHNS aAMUHUCTPATUBHbIX PErNaMeHTOB NCMONHEHNS FOCYAaPCTBEHHbIX
DYHKLUMA N aAMUHUCTPATUBHBIX PErNaMeHTOB NPeAoCTaBIeHUs rocyaapcTBeHHbIX ycnyr" (CobpaHue
3aKoHomaTenbCcTBa Poccuinckonm ®epepaunn, 2005, N 47, cT. 4933), o1 30 mioHsa 2004 r. N 321 "06
yTBEpXAeHMM NonoxeHns 0 MMHNUCTePCTBE 34PaBOOXPaHEHNS N COLMANbHOr0 pa3BuTUSA Poccninckom
depepaumn" (CobpaHue 3akoHoaaTenbCTBa Poccuinckon ®enepauun, 2004, N 28, cT. 2898; 2005, N 2, cT.
162; 2006, N 19, cT. 2080) 1 oT 30 utoHs 2004 r. N 323 "O6 yTBepxaeHumn MNonoxxeHunsa o PenepansHom
cny>xbe no Haf3opy B chepe 34paBoOOXpPaHEHMS U colmanbHOro passuTtuma” (CobpaHne 3akoHoaaTebCTBA
Poccuinckon ®egepaunmn, 2004, N 28, ¢1. 2900; N 33, cT. 3499; 2006, N 52 (4. Ill), cT. 5587; 2007, N 12, cT.
1414) npuKa3sbiBato:

1. YTBEpANTb NpunaraemMblii ADMUHUCTPATUBHBIN pernaMmeHT PepepanbHon cnyxbbl Mo Hag3opy B chepe
3[paBOOXPaAHEHUS 1 COLMANBHOMO Pa3BUTUSA MO UCMOMHEHWIO FOCYAAPCTBEHHOM (PYHKLIMM MO BblAaye
pa3speLleHnin Ha NPUMEHEHNE HOBbIX MeANLMHCKUX TEXHONOM .

2. PepepanbHomn cnyxbe no Haa3opy B cchepe 34PaBOOXPAHEHNS U COLMANILHOIO pa3BnUTKa obecneynTb
OCYyLLLeCTBJIEHWNE Bbl4a4M Pa3peLleHin Ha MPYMEHEHNE HOBbIX MEANLNHCKMX TEXHOIOM NI B COOTBETCTBUM C
AOMNHUCTPATMUBHBLIM PErNIAMEHTOM, YTBEPXKAEHHbLIM HACTOALLUM MPUKA30M.

3. Mpn3HaTb yTpaTMBLUUM CUay NpUKa3 MMHUCTEpPCTBa 34PaBOOXPaHEHNS U COLIMAIbHOrO pPa3BMTHS
Poccuinckon ®epepaumm ot 31 gekabpsa 2004 r. N 346 "O6 opraHusaLnm Bblgaqyn pa3peLleHmnin Ha
NpYMeHeHne MeanLNHCKNX TEXHOIOrNA" (3aperncTpmpoBaH B MUHUCTEPCTBE t0CTMLMK Poccriickom
®epepaumnm 10 despansa 2005 r., pernctpaunoHHbii N 6317).

4. KOHTPO/b 3a NCMONHEHNEM HACTOSLLENO NPUKa3a BO3/I0XXUTb Ha 3aMecTuTens MuHucTpa
3[paBOOXPaHEHUs 1 coumanbHoro passutus Poccuinckon ®enepauun B.M.Ctapoaybosa.

MuHuncTp M.HO.3ypabos

MpunoxxeHne

AOMUHWUCTPATUBHbIA PETNAMEHT ®epepanbHon cnyxbbl N0 Hag30py B chepe 34paBOOXPAHEHNS 1
COLMANbHOro pa3BUTUSA MO UCMOJIHEHNIO FOCY AAPCTBEHHON (PYHKLMM MO BblAaye paspeLueHun

Ha MPMMEHEHNE HOBbIX MEANLMHCKMNX TEXHOOT NI

|. Obwue nonoxxeHnsa

1.1. ADMUHUCTPATUBHbLIN pernameHT ®enepanbHon cnyxbbl Mo Haa30py B Chepe 34paBOOXPaHEHMNS U
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COLMANbHOro pa3BUTUSA MO UCMOJIHEHWNIO FOCY AAPCTBEHHON (PYHKLMM MO BblAaye pa3pelleHnin Ha
NPVMEHEHNE HOBLIX MEANLIMHCKUX TEXHONOr I (fanee - PernameHT) pa3paboTaH Ha OCHOBe:

Yyactn 12 ctatbu 5 OcHOB 3akoHOA4aTeNbCTBa Poccuinckon ®enepauunm 06 oxpaHe 340p0OBbA FpaXkaaH
(yTBEpXAeHHbIX BepxoBHbiM CoBeToM Poccuinckon ®epepaunn 22.07.1993 N 5487-1) (BepomocTtu Chesfa
HapoAHbIX genyTaToB Poccuinckon ®enepauunn n BepxosHoro CoseTa Poccunckon ®epepaumm, 1993, N 33,
CT. 1318);

®epnepanbHOro 3akoHa ot 14.07.2001 N 134-®3 "O 3awwuTe npas PULANYECKUX UL, U MHAUBUAYANbHBIX
npegnpvHuMaTenen Npy NpoBedeHNN rocy4apCTBEHHOr0 KOHTpoas (Hag3opa)" (CobpaHue
3aKoHofaTenbCcTBa Poccuinckon Pegepaunmm, 2001, N 33 (4. ), cT. 3436);

B COOTBETCTBUM C NOCTaHoBAeHUeM lNpasuTenscTBa Poccuinckon ®epepaumm ot 11.11.2005 N 679 "O
nopsiike pa3paboTkn 1 yTBEPXXAEHNA a4MUHUCTPATUBHBIX PEMTAMEHTOB UCMOHEHNSA FOCYAAPCTBEHHbIX
(OYHKLMN U @AMUHUCTPATUBHBIX PErflaMeHTOB NPefoCTaBeHUS rocyaapcTBeHHbIX ycnyr" (CobpaHue
3aKoHoJaTeNnbCTBa Poccuinckon ®Pepepaunn, 2005, N 47, cT. 4933);

B Npefenax nosHOMO4YMIN, yCTaHOBNEHHbIX MonoxxeHnem o PepepanbHon cnyxbe no Haasopy B chepe
3[paBOOXPaHEHUS 1 COLMANBLHOIO Pa3BUTUS, YTBEPXKAEHHbIM MOCTaHOBAEHEM [1paBUTENbLCTBA
Poccuinckon ®epepaumm ot 30.06.2004 N 323 (CobpaHue 3akoHomaTenbCcTBa Poccuinckon ®epepaumu,
2004, N 28, cT. 2900; N 33, cT. 3499; 2006, N 52 (4. lll), cT. 5587; 2007, N 12, cT. 1414).

1.2. Bblgaya pa3pelleHunin Ha NPYMEHEHNE HOBbIX MEANLMHCKNX TEXHOIOMMIA NPeaCcTaBnseT cobon
rOCyLapCTBEHHYI0 KOHTPOJIbHO-HAA30PHY0 PYHKLMIO, ucnonHsemyo ®efepanbHon cnyxboi no Haf3opy B
chepe 34paBOOXPaHEHUS U COLMANBHOMO Pa3BUTUSA C LIeblO LOMYCKA HOBbIX MEANLMHCKUX TEXHOJIOMNIA K
MeLMLMHCKOMY NMPUMEHEHUNIO Ha TeppuTopun Poccminckon depepaunn.

1.3. K HOBbIM MeANLMHCKUM TEXHOJIOMNSIM OTHOCATCS BriepBble NpeanaraemMble K UCMob30BaHUIO Ha
TeppuTtopun Poccuinckon ®egepauum nam ycosepLleHCTBOBaHHbIE COBOKYMHOCTY METOA0B (NpYeMos,
cnocoboB) neveHnsa, AnMarHOCTUKK, NPOPUIaKTUKKN, peabunntaumm (Lanee - MeTOA), CPEACTB, C MOMOLLbIO
KOTOPbIX [aHHble METOAbLI OCYLLECTBASIOTCS, @ B HEKOTOPbIX C/TyHasnX - U cnocob nosiyyeHms CpencTsa,
NPVMEHAEMOr0 B AAHHON TEXHOAOM MU,

MeTogabl U cpeacTBa, NPUMEHAEMble B HOBbIX MEAMLIMHCKUX TEXHOIOMMAX, MOTYT BKJIlO4aTb B cebs
MCMNO/b30BaHNE NEKAPCTBEHHbLIX CPEACTB U U3LENNA MEAULNHCKOrO Ha3HaYeHUs NPy YC0BMU, HTO OHU
3aperncTpupoBaHbl B YCTaHOBIEHHOM nopsfike B Poccunckon deaepaum n UCNOJSb3YOTCA B CTPOroM
COOTBETCTBUM C YTBEPXKXAEHHbLIMU NPY PErNCTPALNN NHCTPYKLUAMM MO MEANLNHCKOMY MPUMEHEHMIO.
/icnonb30BaHMe B HOBbIX MEAULMHCKUX TEXHONIOMUAX 3aperncTpupoBaHHbIX B Poccuinckon ®epnepavimm
JIeKapCTBEHHbIX CPEACTB U (UAn) N34eNnn MeANLUHCKOrO Ha3HaYeHNS C OTKJIOHEHUSAMUN OT UHCTPYKLUMIA NO
MeLMLMHCKOMY MPYMEHEHUNIO HE A0MYyCKaeTCs.

1.4. 3asBneHve U OKYMEHTbI 415 NOAyYeHUs pa3peLleHns Ha NpuMeHeHne HOBOW MeaNLUHCKON
TEXHO/I0r1M MOryT NoAaBaTbCA OpraHu3aumnen-pa3paboTyMKkoM UM aBTOPOM MEANLNHCKON TEXHOIOT N
nnbo NHLIM NNLOM, AEACTBYIOLLMM OT UMEHU 3a9BMTENN N0 LOBEPEHHOCTMW.

Pa3pelleHne Ha NpMMeHeHne MeaULMHCKON TEXHOJIOMMK BblAaeTcsa Ha uMs avua (1mu),
ocyLiecTBasOLWero(nx) MeaULNHCKYI0 AeATeNbHOCTb Ha OCHOBAHMMN COOTBETCTBYIOLLEN MULEH3UN U
yKa3blBaeMOro(bix) B 3asB/E€HNN Ha BblAayy pa3peLleHmns.

1.5. HeoTbemieMo 4acCTblo NpoLecca BblAa4un paspeLlleHns Ha NpuMeHeHre HOBON MeANLMHCKON
TEXHOJIOr UK ABASETCH KNacCuuKaLlms B 3aBUCUMOCTM OT CTENEHU NOTEHLMANbHOr0 PUCKa NPUMEHEHNS B
MeONLUNHCKKX Lensx no Tpem Knaccam:

- KNacc 3 - MeAULNHCKME TEXHOIOM MM C BbICOKOWM CTEMEHbLI0 PUCKa, BKAOYAWMI B ceba MeanLUHCKne
TEXHOOMMN, OKa3blBaOLLME NpAMOe (XMpypruyeckoe) BO3AEeNCTBUE Ha OpraHbl 1 TKaHW OpraHu3ma (3a
NCKOYEHNEM MeONLNHCKNX TEXHOOMMIA, OTHOCSLLUMXCS KO 2-My KNaccCy); niaacTnyeckume
PEKOHCTPYKTUBHbIE ONepaLnmn; MeAULUHCKME TEXHOSIOMMM, CBA3aHHbIE C MCMO0/b30BaHNEM KNIeTOYHbIX
TEXHOJIOTUA N FeHHbIX MaHUNYALMIA, TPpaHCMIaHTaLMM OPraHoB U TKaHEeNR;

- KJ1acc 2 - MeAULNHCKME TEXHOIOM UM CO CPefHeN CTENEeHbIO PUCKA, BKOYaOLWMA B cebs MeanLnHCKne
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TEXHOJIOT W, OKa3blBaloLLME NPAMOe (XMPYpPrnyeckoe) BO3AENCTBME Ha KOXY, CAN3NCTbIE 060JI04KN 1
€CTeCTBEHHbIE MOJIOCTUN OpraHM3Ma; TepaneBTUYecKume, pusnoTepaneBTUYECKUE N XNpypruyeckme
MaHUNYyNAUUN B LepMaTOKOCMETONOornu;

- Knacc 1 - MeanuUmnHCKne TEXHOIOM MM C HU3KOWM CTEMNeHbI0 PUCKa, BKJIIOYaloWwmin B cebs npoymne
MeLMLUNHCKNE TEXHOOM UM,

1.6. Bbigaya pa3pelweHnini Ha NpUMEHEHNe HOBbIX MeULMHCKUX TEXHONOMMI OCYLLEeCTBSAETCS
depepanscHon cnyxbon No Hag3opy B chepe 34paBOOXPaHEHUS U COLMAIBHOMO Pa3BUTUSA Ha OCHOBAHMWM
pe3ysbTaTOB COOTBETCTBYIOLLNX NCCNEA0BAHNIA, NCAbITAHUA K 3KCNEPTU3, MOLTBEPXKAAIOLLMX
3(pHEKTMBHOCTL M 6e30MaCHOCTb MEANLMHCKON TEXHONOM N,

Mpy paccmMoTpeHMK BOMpoOCa O BblAaye pa3peLlleHns Ha NpUMeHeHne HOBOWM MeaNLIMHCKOW TEXHOOT NN
3(PHEKTMBHOCTb YCTAHABMBAETCA KakK CTeMNeHb AOCTUXEHUS MeAULIMHCKOM TEXHOSIOrMen Lienen CBoero
npefHa3Ha4YeHHOro UCNoJib30BaHMA; 6€30MacHOCTb XapakTepn3yeTcs COOTHOLIEHNEM PUCKA NPUYNHEHNS
ywepba nauuneHTy, nepcoHany, obopyLoBaHMIO UK OKPYXKatoLen cpele npu npasuibHOM UCMOAb30BaHUN
MeOMNUNHCKON TEXHOMOMMN U 3HAYUMOCTU LenKn, paam KOTOPO OHa UCMOJIb3yeTCs.

depnepancHasa cnyxba no Hag3opy B chepe 34paBOOXPaHEHNS U COLMAJIbHOIO Pa3BMUTHNS OCYLLECTBAAET
KOHTpPOJIb 3a cobntoieHnemM gencTByowmx TPeboBaHNA K NOPSAAKY NMPOBEAEHUS KINHUYECKMX U
BroMeaMLMHCKUX NCCIeA0BaHNN HOBOWM MeAMNLIMHCKOW TEXHONIOTUN.

1.7. Mpw ncnoaHeHnn rocyAapCTBEHHON PYHKLMUM MO BblAavye pa3peLlleHns Ha NPUMEHEHNE HOBOW
MeONLMNHCKON TEXHONOM MW OCYLLECTBAAIOTCS Cieayowmne agMUHUCTPaTUBHbIE NPOLEeaypbl:

1) pacCMOTpeHne OOKYMEHTOB M NMPUHATNE PELLEHNS O BblAaye pa3peLleHns Ha NpUMeHeHne HOBOM
MegMUNHCKOM TexHonornm. OCHoBaHMe - YacTb 12 cTaTbh 5 OCHOB 3aKoHOAaTeNbCTBa Poccumnckom
depnepaumm 06 oxpaHe 340pOBbS rpaXkaaH, yTBepXAeHHbIX BepxoBHbiM CoBeToM Poccuinckon depepaumm
22.07.1993 N 5487-l;

2) BHECEHME N3MEHEHWI B pa3peLLeHne Ha NPUMEHEHNE HOBON MeAULIMHCKON TexHoornn. OCHoBaHme -
YyacTb 12 ctaTtbn 5 OcHOB 3akoHoAaTeNbCTBa Poccuiickon ®epepaunn 06 oxpaHe 300P0BbS rpaXkaaH,
yTBepXAeHHbIX BepxoBHbIM CoBeTOM Poccuinckon ®epepaunn 22.07.1993 N 5487-1;

3) paccmoTpeHmne hakToB M 06CTOATENLCTB, CO34alOLWMX Yrpo3y A5 XXU3HW 1 340POBbA At04eN Mpu
NPUMEHEHUN Pa3peLLEHHbIX HOBbIX MEANLNHCKUX TEXHOOrUIN. OCHOBaHMe - cTaTba 41 KoHCTUTyumm
Poccuiickon ®epepaumu;

4) OCyLLLeCTBIEHNE KOHTPOJIA 3a MOPSAAKOM NPOBEAEHNS KINHNYECKNX N BUOMEANUMHCKNX NCCNIeA0BaHWNIA
HOBOW MeAMLIMHCKOW TEXHOOMUK, @ TakXXe ee UcnosibzoBaHmeM. OcHoBaHue - nn. 5.1.3.7, 5.8 MonoxxeHns o
®epnepanscHon cnyxbe No Hag3opy B chepe 34paBOOXPAHEHNS U COLMANBHOMO Pa3BUTMNSA, YTBEPXKAEHHOIO
noctaHosneHneM lMpasntenscTea Poccunckon ®epepaunm ot 30.06.2004 N 323;

5) BegeHne 6a3bl AaHHbIX BblAAHHbIX Pa3peLleHUn Ha MPUMEHEHNE HOBbIX MEANLIMHCKNX TEXHOJIOT A,
OcHoBaHue - n. 5.14 lMNonoxeHus o enepansvHon cnyxbe No Haa3opy B chepe 34PaBOOXPAHEHNS 1
COLMaNbHOro pa3BuUTUS, YTBEPXKAEHHOMO NOCTaHOBeHMEM MpaBuTenbCcTBa Poccuinckon depepaunm ot
30.06.2004 N 323.

Il. TpeboBaHMA K MOPSALKY UCMOAHEHNS FOCYAAPCTBEHHON PYHKLUN

2.1. loKyMeHTOM, MOATBEPXKAAIOLLMM (DaKT pa3peLlleHns Ha NPpUMeHeHNe HOBOWM MeaNLIMHCKOW
TEXHOJIOrnn, ABNSETCS paspelleHmne, NoAnncaHHoe pykosoauTenem denepasibHol Cny»x6bbl Mo Hag3opy B
chepe 34paBOOXPaHEHUS U COLMANbHOMO pa3BnTUA. PaspelleHne OenCTBMTENbLHO NPU YCI0BUN
COXPaHeHWs B HEM3MEHHOCTMN BCEX U3/I0XKEHHbIX B HEM CBELEHNIN 0 MEANLMHCKON TEXHOOM MU U O INLE, Ha
NUM$S KOTOPOro BblAaHO pa3pelleHmne Ha ee npumeHeHue. MNpy ycnoBun, 4To UCNOSIb30BaHNE HOBOW
MeONLNHCKON TEXHONOM MW HE OrpaHNYMBanoOCh B COOTBETCTBUMN C aAMUHUCTPATUBHON NpoLeypon
"PaccmMoTpeHne hakToB M 06CTOATENLCTB, CO3AAIOLWMX YIPO3Y A8 XKU3HW U 340POBLS JIloAen Npu
NPYMEHEHUN pa3peLleHHbIX HOBbIX MEANLMHCKMX TEXHONOrMN" HacTosAWwero AGMUHUCTPATUBHOO
pernameHTa, MeauLMHCKas TEXHOOMNA NepecTaeT CYUTATLCA HOBOWM M MOXKET UCMONb30BaTbCS 6e3
OFPaHUYEeHUN BCEMU NNLLAMU, OCYLLECTBAIOWMMN MEQULNHCKYIO OESTENbHOCTb B COOTBETCTBUM C
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3aK0HOaTeNbCTBOM Poccuinckon degepaumnn.

Pa3pelueHne Ha NPMMEHEHNE HOBOW MeANLNHCKON TEXHOIOr MM rOTOBUTCA Ha oduLnaibHOM BiaHke
®epnepanscHon cnyxbbl M0 Haa30py B chepe 34PaBOOXPAHEHNS U COLMAJIBHOIO Pa3BUTUS U LO/IKHO
cogepxaTb B cebe cneayouime cBeaeHUS:

- 0aTy U HOMep pa3peLLeHus;

- Ha3BaHWe HOBON MeAULMHCKON TEXHOIOMN;

- HaMMEHOBaHME N aapeca MeCT OCYLLECTBAEHNS AeATENIbHOCTY NL, Ha UMS KOTOPbIX BblAAaHO pa3peLleHune
Ha NPUMEHEHNE HOBOW MeANLINHCKON TEXHONOMNN;

- MOKa3aHUs K UCMNoJIb30BaHMNI0 HOBOM MeANLIMHCKOW TEXHOJIOTNN;

- NPOTMBOMOKa3aHNs K NCMOAb30BaHNIO HOBON MEAULMHCKON TEXHONOM NN,

- BO3MO)KHbIE€ OC/IOXKHEHUS NMPY UCMOJIb30BaHNMN HOBON MELULIMHCKON TEXHONOM MU 1 CMOCObbI NX
yCTpaHeHus.

2.2. HanpaBneHne fOKYMEHTOB 1 AaHHbLIX 419 NONYYEHUS paspeLleHns Ha NpUMeHeHne HOBOM
MeONLMNHCKON TEXHONOM MW 1 (M) BHECEHWNS M3MEHEHMWI B BblA@aHHOE pa3pelleHne Ha NPUMEHEHMNE HOBOM
TEXHOJIOrMK, @ TakXXe BblAadva pa3peLleHnin Mpou3BoAATCA MO agpecy:

depepansHas cnyxba no Haa3opy B chepe 34paBOOXPAHEHNS U COLIMANBHOIO Pa3BMTKSA, OTAEN,
OCYLLeCTBAOLWMIA BblAaYy pa3peLleHnin Ha NPYMEHEHNE HOBbIX MeANLUHCKMX TexHonoruin: 109074,
MockBa, CnaBsiHCKasi njowaab, 4. 4, ctpoeHue 1. Bpemsi paboTbl: B 6yaHne aHm ¢ 10-00 go 16-00.
Ob6eneHHbIN nepepsiB ¢ 13-00 go 14-00.

MecCTo npmema 3asBfeHNIN U [OKYMEHTOB A5 MNOJAyYeHWs pa3peLlleHnidi Ha NPUMEHEHNE HOBbIX
MeONLNHCKNX TEXHOIOT NI, BHECEHNS M3MEHEHWIN B Pa3pELLIEHMS, @ TaKXXe Bbla4yn pa3peLleHmnin Ha
NPYMEHEHNe HOBbIX MEeAULMHCKUX TEXHONOMMIN JOMKHO BbiTb OCHALLEHO CTYIbAMU, CTOIaMK, CUCTEMON
KOHOULMOHUPOBAHNS BO3AYXa, CUCTEMOI onoBeLLeHns 06 oyepenn, TenedoHOM, KOMMbLITEPOM C
BO3MO)XHOCTbI0 MevyaTu 1 Bbixoda B IHTepHeT, 4OCTYNOM K rapaepoby, a Tak)Ke nevyaTHbIMW MaTepranamu,
coaep)xalummuy cnenyume oKyMeHThbl (CBeaeHns):

- NepeyYyeHb HOPMaTMBHbIX LOKYMEHTOB, YCTaHaBAMBaOLWMUX 06s3aTeNbHble TPEOOBAHNS K N3YYEHUIO U
NPVMEHEHUNI0 HOBbIX MEAULMHCKNX TEXHONOMNIA;

- TEKCT HacToswero PernameHTa;

- 06bpa3ubl 0hopMSIeHUS 3a8BAEHNI N LOKYMEHTOB, KOTOPbLIE MPEeACTaBAAIOTCA AN NONYHeHNS pa3peLleHns
N BHECEHWA B HEMO U3MEHEHWN;

- NpaBa 1 0643aHHOCTW 3as8BUTENEN;

- otpuumansHas nHopMauma 06 opraHnsaLmax, KOTOpbIe MOryT OKa3aTb COAENCTBME NPU MOAFOTOBKE
HeobX0aNMbIX LOKYMEHTOB.

TenetoHbl 4NS CNPaBOK U NpefBapuTenbHOn 3anncu: +7 (495) 624-88-63, 698-55-61.

ALpec 3neKTpoHHON noYyThl: medicaltechnology@roszdravnadzor.ru.

O6uwas cnpaBoyHas cnyxba: +7 (495) 698-46-28.

VHhopMaLms 0 NofaHHbIX 3a9BJIEHUAX, O X04e PacCMOTPEHUS OOKYMEHTOB, NpeacTaBAseMbiX
3a9BUTENAMU ONS NONYYEHNS pa3peLLeHNs Ha NPYMEHEHNE HOBOW MeANLNHCKON TEXHOMOr M UK
BHECEHWS U3MEHEHWNI B pa3peLleHmne, a TakKe 0 pelleHnsax, MPUHATLIX B COOTBETCTBUN C M. 2.2
HacTosLlero PernamMeHTa, A0JKHa ObITb OCTYMNHA 3a8BUTENIAM N0 obpalleHnaM 1 Ha orLManbHOM
NHTepHeT-canTe: www.roszdravnadzor.ru.

My6nmkaumnsa cBeaeHNi 0 BblAAHHbIX Pa3PELLUEHNAX Ha MPUMEHEHNE HOBbIX MEANLIMHCKMX TEXHOIOT UIA
ocyulecTnseTcs ®PenepansvHon cnyxboi no Hag3opy B chepe 34paBOOXPAHEHUS U COLMANBHOIO Pa3BUTUS
eXeMeca4Ho Ha oduumanbHoM MIHTepHeT-canTe: www.roszdravnadzor.ru.

2.3. MepeyHn [OKYMEHTOB, MPEeACTaBASEMbIX A5 NOJYYEHUS Pa3peELlEHNS Ha NPUMEHEHMNE HOBOM
MeONLUHCKON TEXHONOM MW NAN BHECEHNS U3MEHEHWIN B pa3peLleHmne, a Takxxe TpeboBaHNS K Takum
LOKYMeHTaM npeacTaB/ieHbl B COOTBETCTBYIOWMX pa3fenax adMUHUCTPATUBHBIX NpoLeyp HacTosALwero
PernameHTa.
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2.4, YCNoBuMsa 1 CPOKM NCNOHEHNS TOCYAapPCTBEHHOMN (DYHKLUMW MO BblAaye pa3peLlleHnin Ha NPUMEHeHNe
HOBbIX MEANLIMHCKNX TEXHOJIOTUA NpeACTaBAeHbl B COOTBETCTBYIOLWNX pa3aesaX agMUHUCTPATUBHbIX
npouegyp HactosLlero PernameHTa.

PaccMoTpeHne OOKYMEHTOB NPOM3BOAUTCS B NOPAAKe, 06yCNOBNEHHOM NOCNEA0BATENbHOCTbLIO NX
NoCTYNNeHns oT 3asBuTenen. Pykosoantens ®efnepanbHoi cnyxbbl No Hag3opy B cepe
3[,paBOOXPaHEHNS U COLMANBHOIO Pa3BUTUSA MPU NPEACTaBAEHUN JOKYMEHTOB MOXET MUCbMEHHbIM
pacrnopsKeHneM yCTaHOBUTb UHYI0 MOCIef0BaTEeNbHOCTb X PACCMOTPEHUS ANS KOHKPETHON HOBOM
MeONLNHCKON TEXHOMOM MU UAN BUOOB MOAOOHbLIX MEANLNHCKUX TEXHOJIOTUIN B TOM C/lyyae, ec/iv oHa (oHWn)
[0Ka3aTesIbHO NOBLILLAET (MOBLILIAOT) KAYeCTBO M pe3ynbTaTUBHOCTb NeyYeHuns 3aboneBaHnii C BbICOKMM
YPOBHEM CMEPTHOCTU UAN NHBAAUAHOCTH.

PykoBogutens ®enepanbHoi ciy>kbbl Mo Hag30py B chepe 34PaBOOXPAHEHNS U COLMANIbLHOIO Pa3BUTUA
MOXET MMCbMEHHbLIM Pacnops>KeHneM NpPUoCTaHOBUTbL MNPOLLECC PACCMOTPEHNUS OKYMEHTOB U NPUHATUS
PELUEHNS O Bblaye pa3peLleHnst Ha NPUMeHEHNE HOBOW MEeANLMHCKOWM TEXHOIOT UM Ha CPOK, He0BX0AMMbIN
3a89BUTENI0 AN5 OTBETA Ha 3anpocC O NPeLOoCTaBAeHUN AOMOJHUTENLHON MHGOPMaLLMK B CyYasX, KOrga
Takaa uHhopMauusa Heobxoanma 4naa NpUHATMA 060CHOBAHHOIO PeLLEeHNs 0 [OMNYyCKe MeaNLIMHCKOW
TEXHOJIOTNW K NCMOMIb30BaHNIO Ha TeppuTopun Poccuinckon depepaunu.

2.5. OCHOBaHMA AN18 0TKa3a B pacCMOTPEHMMN AOKYMEHTOB UM B BblJa4ye pa3pelleHns Ha NpuMeHeHne
HOBOW MeAMLIMHCKOW TEXHOOMUN COAEPXKaTCA B COOTBETCTBYIOLMNX pa3fenax agMMHNCTPATUBHbIX
npouenyp Hactoswlero PernameHTa.

2.6. [encteus nnm besnenctame GenepanbHoi cnyxbbl No Haa30py B cdhepe 3paBOOXPaHEHNS U
COLMANbLHOro pPas3BUTUS B CBA3W C BblAa4yeln pa3peLleHnii Ha MPUMEHEHNE HOBbIX MEANLIMHCKNX TEXHOIOT 1A
MOryT 6bITb 06>kan0BaHbl B YCTaHOBIEHHOM nopsake. MUHUCTP 34paBOOXPaHEHNS U COLMaNIbHOr0
pa3suTusa Poccninckon depepaunm 0TMEHAET NpoTMBOpeYaLLne heaepanbHOMY 3aKOHO4ATENbCTBY
peweHns ®enepanscHoi cnyx6bl Mo HaA30py B chepe 34paBOOXPAHEHNSA Y COLMANBHOMO Pa3BUTUS, eC/n
NHOW MOPSAOK OTMEHbI PELLeHNn He YyCTaHOB/EH heaepanbHbIM 3aKOHOM.

[ll. ADMUHWCTPaTUBHbIE Npoueaypsl

3.1. CTpyKTypa 1 B3aUMOCBSA3M agMUHUCTPATMBHBIX MpoLenyp, BbiIMOJHAEMbIX NPW Bblhavye paspeLleHnin Ha
NPYMEHEHNE HOBbIX MEOULIMHCKUX TEXHONOMMIA, MPUBEAEHLI Ha CXeMe (NpunoxeHune 1).

3.2. PykoBoauTenu nogpasgeneHun ®enepansHon cnyxbbl No Hag3opy B chpepe 34paBoOOXPaHEHUS U
COLMaNbHOro pa3BUTUSA, OTBEYAIOWNX B COOTBETCTBMM C HACTOALLMM PerfaMeHTOM 3a Bblayy paspeLleHuni
Ha MPMMEHEHNE HOBbIX MeANLMHCKMX TEXHONOI NI, OOKHBI OPraHN30BaTh AOKYMEHTUPOBAHHbINA y4eT
BbIMONHEHNS Ka)KA0ro 3Tana agMMHNUCTPATMBHLIX Npouenyp C yKasaHMeM AaTbl 3aBepLUEHNS ero
NCMOMHEHUS N NOAMMWCBIO OTBETCTBEHHOMO NLLa.

3.3. ADMUHUCTpaTMBHaA npoleaypa "PacCMOTPeHNe LOKYMEHTOB U MPUHATUE PELLEeHUs O Bbldaye
pa3speLleHns Ha NpYMeHeHVe HOBON MeANLNUHCKON TeXHOM0rMn" OCyLLeCcTBAAETCSA B CBA3W C MOCTYMNIeHNEM
KOMMJIEKTa AOKYMEHTOB /19 MOy4EeHNS pa3peLleHns Ha NPUMeHeHne HOBOWM MeANLMHCKON TEXHOIOMM OT
3a58BUTENA B COOTBETCTBUMN C HUXKECIeAYIOWMM MNOPSAKOM (CXeMa OCyLLEeCTBAEHNS adMUHNCTPATUBHON
npoLeaypsl NpuBeaeHa B NPUJIOXKEHUN 2):

3.3.1. PaccMOTpeHne OOKYMEHTOB M NPUHATNE PELLEHNS 0 BblAaye paspeLleHns Ha NpUMeHeHNe HOBOM
MeLMLMHCKON TEXHONOr MU OCYLLECTBASIOTCS B CPOK A0 6 MecsLeB CO AHS NOAaYM KOMMIEKTa OKYMEHTOB,
npenycMoTpeHHbIX M. 3.3.3 HacTosAwero PernameHTa, B PeaepasbHyto cayxby no Hag3opy B chepe
3[1paBOOXPaHEHUS U COLMANBHOIO Pa3BUTUS.

B TOoM Ccny4vae, ecav HOBas MeAMLMHCKasA TEXHONOMMA OTHOCUTCS K 1-My Knaccy NOTEHLMaNbHOIr0 pUCKa
nmbo ecnm HoBas MeOULIMHCKasa TEXHOJI0rnsa npeactasnseT cobon ycoBepLUeHCTBOBaHNE (ONTUMN3ALINIO,
cucTeMaTU3aumio, KOMBUMHMPOBAHME) Y)Ke pa3peLLeHHbIX K MEAULNHCKOMY NMPUMEHEHMIO MEANLMHCKINX
TEeXHO0rnin 1-ro nnm 2-ro Knacca NoTeHUManbHOro pucka, AoJkKHa bbITh NMpMMeHeHa npoleaypa
YCKOPEHHOI0 PacCMOTPEHMSA JOKYMEHTOB U MPUHATUS PELLUEHUS O Bblaye pa3peLleHmns. YCKOpeHHas
npouenypa ocywiectensetca PefepansHon cnyx6om No Haa3opy B chepe 34paBoOOXPAHEHNS U
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COLMAaNbHOro Pa3BUTUS B TeYEHNE 3 MeCsLIEB CO AHS NMOAAYN MOJIHOrO KOMMIEKTa AOKYMEHTOB,
npefyCcMOTPEHHbIX HacTosWMM PernameHToM, B ®efepalibHyto ciyxby no Haasopy B cepe
3[PaBOOXPAHEHUS 1 COLIMANBHOMO Pa3BUTUSI.

CpoK paCcCMOTPEHUS AOKYMEHTOB W NMPUHATUS PELLEHMNS O Bbllave pa3peLleHmns Ha NPYMEHEHWE HOBOM
MeAULMHCKOM TEXHONOrUM MOXET BblTb NPOAJIEH Ha MEePMOS, He NPEBLILLAILWNA 3 MeCcALEB, C LeNbio
npenocTaBeHNs BO3MOXXHOCTY 3asiBUTENIO NMPOBECTW AOMOSHUTENbHbIE UCCNIEL0BAHNSA 1 OLEHKN.
YBeoMieHNEe 0 BO3MOXHOCTU MPOBEAEHNS JOMNONHUTENbHbIX UCCIEA0BAHNIA 1 OLLEHOK HanpaB/seTCs
3asBuTeN0. ECM MO MCTeYEeHNN YKa3aHHOI0 CPOKa 3asBUTE b He MpefcTaBaseT Heobxoammble
LNOKYMeHTbl, PeflepansHas cnyxba no Hag3opy B chepe 34paBOOXPAHEHUS U COLMANBHOMO Pa3BUTUS
MOXET 0TKa3aTb 3afBMTENIIO B BblAa4ye pa3peLleHns Ha NpMeHeHe HOBON MeAULIMHCKOW TEXHOMOT UK.

Cxewmbl (npunoxeHus 1, 2, 4-7) B bionneteHe He npuBoasTCS. - MpuMm. pega.

3.3.2. JOKyMEeHTbI, MOCTYMNMBLLME OT 3aABMTENS ANS MOSYHEHNS pa3peLleHns Ha MPMMEHEHNE HOBOM
MeONLMNHCKON TEXHONOM MW, PEFNCTPUPYIOTCS B TeYeHne 1 paboyero AHS C AaTbl UX NOJyYeHUs. KoMmnnekT
LOKYMEHTOB MOXXeT bbITb HanpaB/ieH Mo NoYTe 3aka3HbIM MMCbMOM (6aHAEPOSIbIO) C OMUCHIO BAOXKEHNA 1
yBE€OMJIEHNEM O BPYYEHUWN. BTOPOI 3K3EMNAIAP ONUCK 1 3asBJIEHUS C OTMETKOM BXOASLLEr0 HOMepa
HanpasadeTcs (BpyyYaeTcs) 3adaBuTento. KOHTPOsb BeAeHNS y4eTa NOCTYNUBLUNX OKYMEHTOB
OCYLLECTBJISET HavyaJIbHUK OTAENa, OCYLLECTBASAOWErO BblAaYvy pa3peLlleHnin Ha NMPUMEHEHNE HOBbIX
MeONLUHCKUX TEXHOIOT NI,

3.3.3. 114 noayyYeHns pa3peLLeHns Ha NPUMEHEHNE HOBON MeAMNLIMHCKON TEXHOMOM NN 3asBUTENb
npeactasnseT B ®enepanbHyto cny>x0by no Hag3opy B chepe 34paBOOXPAHEHUS 1 COLMANIBHOMO Pa3BUTUS
cnepyolne JOKyMeHTbI:

1) 3asBNeHNE Ha NoJlyYeHne pa3peLleHmns Ha NPUMEHEHNE HOBOW MeONLIMHCKON TEXHOMOM NN, Cogepxallee
NMPOHYMEPOBAHHbIN NepevyeHb NpeacTaBleHHbIX JOKYMEHTOB 1 MaTEPUasIoB;

2) onncaHne MeaULMHCKON TEXHOOMN B COOTBETCTBUM CO CTPYKTYPOW N3N0XKEHNSA MEAULMHCKON
TexHosiornn (npunoxkexHme 3) Ha bymMa)kHOM HocuTesne (B 2 3K3eMnaspax) U Ha SNEKTPOHHOM HOCUTENE;

3) He MeHee 2 0T3bIBOB (B 2 3K3eMnaspax, O4AUH N3 KOTOPbIX A0/KEH BbiTb MOAJIMHHBIM) NPOMPUAbHBLIX
Hay4HO-NCCNen0BaTENbCKUX UK 06pa30BaTENbHbIX MEAULNHCKNX YYPEXOEHNA O BO3MOXXHOCTH
NCNOJIb30BaHMA B MEQULMHCKON NPaKTUKe 3adBAEHHON TEXHONOrMK (NOANNCaHHbIE PELLEH3EHTOM U
YTBEPXAEHHbIE PYKOBOANTENIEM YYpPEXOEHUS);

4) NpOTOKO/IbI M OTYETHI 0 pe3ybTaTax AOKANHUYECKNX UCCNIel0BaHNI, YTBEPXKAEHHbLIE B YCTAHOBIEHHOM
nopsiike (ecam Takue nccnegoBaHWa NPoOBOANINCS);

5) NpoTOKONbI KNMHUYECKUX NCCIEA0BAHWNN, YTBEP)KAEHHbIE B YCTAHOBNEHHOM NOPSAKe (eCan Takue
nccaenoBaHna NPoOBOAUIINCD);

6) KOMMIO NaTeHTa (ecnnm MegnUNHCKas TEXHONOM NS 3allULLEHA NATEHTOM);

7) KOMUW PerncTpauUnoHHbIX yAOCTOBEPEHN, CAHUTAPHO-3MUAEMNOSIONNYECKMX 3aKIIOYEHNI N APYTUX
pa3peLlnTesbHbIX JOKYMEHTOB Ha CPeACTBa, UCMOJb3yeMblE B HOBOW MEOULIMHCKON TEXHOIOMNN;

8) MHCTPYKLMIO MO NPUMEHEHUNIO CPEACTBA, NMPY MOMOLLM KOTOPOro OCYLLECTBASETCS MeQULMHCKan
TexHosiIorns (Mpy Hann4mm);

9) LOKYMEHTbI, NOATBEPXKAAKOLLME NCMOb30BAHNE MEANLIMHCKON TEXHONOr MK 3a pybexom (ecau
MeONLUUHCKaa TEXHOI0rNsA NCNonb3yeTcs 3a pybexxom);

10) B TOM Cnyyae, eciv 3asBJIEHNE U OOKYMEHTbI MOAAOTCA OT UMEHUN 3a8BUTENS APYTUM JINLOM, -
JOBEPEHHOCTb Ha MPaBO COBEPLUEHNA AENCTBUA OT MMEHU 3asBMTENS, YA0CTOBEPEHHAS B YCTAHOBJIEHHOM
nopsiake.

OpuruHanbl 1 KONWUK BbllLEYKa3aHHbIX JOKYMEHTOB A0JKHbI ObITb YETKMMM (BKJIOYAA UMEIOLLNECS Ha HUX
neyaTu 1 NOANNCK), HE UMETb UCMPABAEHUI U [OMOJIHEHNIA.

Bce OOKYMeHTbl A5 NOJy4EeHNS pa3peLleHns Ha NpUMeHeHE HOBOWM MeAULMHCKON TEXHOIOr UK LOJIKHbI
NpeacTaBAATbCA Ha PYCCKOM Si3blke IMB0 MMETb 3aBEpPEHHbIN NePEBOL Ha PYCCKUNA S3bIK.
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TpeboBaTb OT 3a8BUTENS NPEACTABJIEHNSA NHbIX JOKYMEHTOB HE AOMYyCKAeTCH.

3asBIeHNe Ha NoJlyYeHmne pa3peLleHns Ha NPUMEHEHNE HOBOW MeANLMHCKON TEXHOIOM NN COOAEPXKNT
HavMeHOBaHWe 3as8BUTENA; HAMMEHOBaHME nLa (M), OCyLLeCcTBASALWEro(nX) MeANLINHCKYIO
AeATeNbHOCTb Ha OCHOBAHMWMN COOTBETCTBYHOLLEN NNLEH3UN (C YKa3aHWEM PEKBU3UTOB TaKoW JINLEH3UN,
CpOKa AeNCTBMA U BblAABLUErO JNLEH3NI0 OpraHa), Ha UM KOTOpPOro(bix) BblAaeTCs paspeLlleHmne Ha
nNpYMeHeHne HOBON MeANLNHCKON TEXHONOMMW; HAUMEHOBaHMNEe HOBON MeANLIMHCKOM TEXHOJIOMUN;
npeanonaraemyto chepy NpMMeEHEHNS HOBOW MeANLNHCKON TEXHOIOr MK, NOATBEPXKAEHNE
OTBETCTBEHHOCTU 3@ BO3MOXXHbIE€ HEFraTMBHbIE NOCNEACTBUSA NPaBUAbHOIO MPUMEHEHNS HOBOM
MeONLMNHCKON TEXHONOM MW, MOATBEPXKAEHNE OTBETCTBEHHOCTM 3@ HapyLUEHWS NpPaB MHbIX UL, NpK
NCMNOJIb30BaHNM HOBOW MeAUNLIMHCKON TEXHOIOr MK Ha TeppuTopun Poccunckon ®epepaummn; npegnaraembiia
KJ1aCC MNOTEHLMANbHOr0 PUCKa NCMoJIb30BaHNS HOBON MeANLIMHCKON TEXHONOrUK; CBeAeHUs 00
aHaJIOMMYHbIX HOBLIX MEAMNLIMHCKUX TEXHOJIOMNAX, Pa3pEeLLEHHbIX K NCMO/b30BaHN0 B POCCUINCKON
depnepaumm (Mpu HaNUYMK); YKa3aHWe Ha TO, YTO pa3paboTka MeANLMHCKON TEXHONOr MU OCYLLECTBASNACH
B paMKax dpefepanbHbiX, BEAOMCTBEHHbIX, OTPACAEBLIX 1 APYrUX MPoOrpamm (ecam NpuMeHnMMo);
XapaKTepPUCTUKY CTEMEHN HOBU3HbI (yCOBEPLLEHCTBOBAHHAS MU NpeasiaraeMas BnepBble); nepeyeHb
pa3paboTynkoB/copa3paboTUNKOB (MPW HaNN4YMK) C yKa3aHUEM LOPUANYECKNX aapPeCOB.

3.3.4. HavanbHMK 0TAENa, OCYLLECTBASAIOLLEr0 BblAayy pa3peLleHnin Ha NpMMeHeHNEe HOBbIX Me4ULINHCKMX
TEXHOJIOrUIA, B Te4eHne 4 KaneHAapHbIX AHEN C faTbl NOCTYNAEHNS LOKYMEHTOB Ha3HavyaeT U3 Yynucna
COTPYOHWKOB OTAENa OTBETCTBEHHOIO NCMOAHUTENS MO NPOBELEHMNIO PACCMOTPEHNS LOKYMEHTOB,
npeacTaBAeHHbIX 419 NOJIYHYEHUS pa3peLleHmns Ha NPUMEHEHNE HOBON MeAULMHCKON TEXHOOMUN.
damnnnsa, UM U 0THYECTBO OTBETCTBEHHOMO UCMOJIHUTENS, ero MecTo paboTbl 1 TenedoH A0/KHbI BbITh
Co0bLLEeHbI 3a89BUTEIO MO ero MMCbMEHHOMY NN YyCTHOMY obpalleHuto.

HavanbHuK ynpaeneHus ®enepanbHon cy>6bl Mo Hag3opy B chepe 34PaBOOXPAHEHNS U COLMANbHOIO
pa3BNTUS, OTBEYAIOLLNIA 3@ BblAAYy Pa3peLleHNn Ha MPUMEHEHNE HOBbIX MEeANLUHCKUX TEXHOMOM NN, C
Y4€TOM MOJIOXKEHW HacToAWero PernamMmeHTa NpMHUMaeT pelleHne 0 NPUMEHEHNN UAN HEMPUMEHEHWN
YCKOPEHHOW NpoLiefypbl PAaCCMOTPEHUSA AOKYMEHTOB. O NPUHATOM peLLeHUN 3asaBUTENb MHOPMUPYETCS B
NMMCbMEeHHoN opme.

3.3.5. OTBETCTBEHHbIN UCNOSIHUTESb B TeYeHne 15 KaneHaapHbIX AHEN C AaTbl CBOEro Ha3HaYeHus
OCYLLLeCTB/IAET NPOBEPKY KOMMIEKTHOCTM M COCTaBa NpeLCTaB/eHHbIX LOKYMEHTOB C Liefibio onpeaeneHuns:
- HaNM4una BCero coctaBa AOKYMEHTOB, onpegeneHHbix n. 3.3.3 HacToawero PernamMeHTa;

- COrnacoBaHHOCTMW NpeacTaBIEHHOW MHPOPMaLUM MeXay OTAENbHbIMW LOKYMEHTAMWN KOMMIEKTa;

- 0OCTOBEPHOCTN AOKYMEHTOB, NOATBEP)KAEHHbIX MOAMUCHIO YNOJHOMOYEHHOMO SMLA 3a9BUTeNA Ha
KaXK[1OM [OKYMEHTE;

- COOTBETCTBMA COAEP)KaHMA, YPOBHS AeTanusauny npeacTaBieHHoN NHGopMaLnm, a Takxe
L0Ka3aTelbHOCTU pe3yibTaTOB UCMbITaHUNA U OLEHOK;

- MPaBOMOYHOCTU 3aABJIEHNS Ha MOJIyYEHNE pa3peLleHmns C y4eTOM NPUMeEHUMbIX TpeboBaHuii
3aKOHOoaTesIbCTBa U HacTosAlero PernameHTa.

Mpy HENOIHON KOMMAEKTHOCTW, HEMOJIHOM COCTaBe AOKYMEHTOB WJIM NPU HEMNPABOMOYHOCTU 3asiBJIEHNS
FOTOBUTCS MOTMBMPOBAHHbLIN OTKa3 B AaJibHENLWEM PacCMOTPEHMMN JOKYMEHTOB C yKa3aHMeM OCHOBaHWI
0TKa3a, KOTOpbIA NoANNCLIBAETCS pykoBoamTenem denepasibHol ciyxbbl Mo Hag3opy B cepe
3[paBOOXPaHEHUS 1 COLMANBLHOMO Pa3BUTUSA 1 HaNpPaBASETCA 3asaBMTENIO.

3.3.6. OTBETCTBEHHbLIN NCMOJIHUTESb B TEYEHME 5 KaneHaapHbIX AHEN C AaTbl 3aBEPLUEHNS MPOBEPKM
KOMMIEKTHOCTM 1 COCTaBa AOKYMEHTOB, MPeACTaBAEHHbIX A MNONYYeHN pa3peLlleHns, KnaccuduumpyeT
HOBYIO MEAULMHCKYIO TEXHOIOMNI0 B COOTBETCTBUN C TpeboBaHmnsamm n. 1.5 HacTosAwero PernameHTa.
3.3.7. OTBETCTBEHHbIN UCMNOJIHUTESb B TeYeHne 5 KasleHAapHbIX AHEN C AaTbl 3aBepLUeHUs Knaccugpmkaumm
HOBOW MeAMLIMHCKOWN TEXHONOrUN onpeaenseT Heobxo4MMOCTb B 4ONOAHUTENIbHON MH(OopMaL MK
(pe3ynbTaTax uccaenoBaHuin) u (Mnn) B NPOBEAEHWUN 3KCNEPTU3bl 3 HEKTUBHOCTY 1 Be30nacHOCTY B
COOTBETCTBUM C KJIACCOM MOTEHLMANbHOMO PUCKA UCMOJIb30BaHNSA HOBOWM MeAMNLIMHCKOW TEXHOJIOTUN.
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[ononHnTensHaa MHMOpPMaLUS 3anpallnBaeTCs TObKO B TOM C/lyyae, eC/iv NpecTaB/IeHHbIE pe3ynbTaThbl
nccnenoBaHWi Mo CBOEMY COCTaBY M COAEPXKAHUIO HE Aal0T BO3MOXHOCTb CAeNaTb 3akoyeHne ob
3(pheKTMBHOCTN 1 (MnKn) 6€30MNacHOCTU HOBOM MeAMLIMHCKOM TeXHONIOrnn. B 3TOM ciyvae AafbHenwee
pPacCMOTpPEHMNE NOKYMEHTOB MOXXET BbITb MPMOCTAHOBIEHO B COOTBETCTBUM C M. 3.3.1 HaCTOALLEro
PernameHTa.

dKcnepTusa 3pdekTBHOCTU U (MaKn) 6e30nacHOCTN HOBOW MeANLIMHCKOA TEXHOOrUN NPOBOANTCS B TOM
cnyyae, eci HoBasd MeANUMNHCKAsA TEXHOJIOMMS OTHOCUTCS K KJTacCy 2 MK Kflaccy 3 NOTeHUMWaNbHOro pncka
€e 1CNoJIb30BaHuS.

an HaNM4YMM OCHOBAHUN ona nposegeHnsa sKCnepTu3bl OTBETCTBEHHbIN UCMONHUTENb B CpoKwu,
OTBEAEHHbIE A4J11 BbIMOJIHEHMNSA HACTOALLEro 3Tana agMUHUCTPATMBHON NPOLLeAYpPbl, TOTOBUT NPOEKT
3aJaHnNa Ha NPoBeAEHNe 3KCNepTU3bl 3PHEKTUBHOCTY 1 6€30MaCHOCTU HOBOWM MEeANLIMHCKOW TEXHOOMUN C
yKa3aHWeM opraHunsaunm, Kotopas byaeT NpoBOANTb 3KCNEpPTU3Y, NPeLesbHbIX CPOKOB BbiMOJHEHNS paboT
1 BOMPOCOB, MO KOTOPbLIM MPEeACTOUT MOJIY4YNUThb IKCMEPTHOE 3akitoyeHune. NpoeKkT 3aaaHns
COrNlaCcoBbIBAETCSA HaYaIbHUKOM OTAEeNa, OCYLLECTB/IAOLWErO BblAayvy pa3peLwleHnini Ha NPUMEHEHNE HOBbIX
MeONLUHCKNX TEXHOOM NI, N YTBEPXKAAETCH JIMLOM, YNOJHOMOYEHHbIM 19 3TOW LieSin PYKOBOAUTENEM
depepansHoOn cnyx6bbl MO HaA30py B chepe 34PaBOOXPAHEHNS U COLMAIbHOIO Pa3BMTUS. IKCNepPTM3a
3(hbheKkTMBHOCTY 1 6€30MacHOCTN HOBOWM MeAMLIMHCKOWM TEXHONOr NN AOJKHA BbiTb NpoBeAeHa B CPOK 40
135 kaneHgapHbIX AHen nnbo B CPOK 10 45 KaneHOapHbIX AHER (Mpu YCKOPEHHOW nNpoueaype) C AaThl
yTBEPXXAEHMSA 3aaHus.

3.3.8. B TeyeHune 10 kaneHgapHbIX AHEN C AaTbl NOJYyYEHNS 3aKJIIOYEHNSA SKCNEPTHON OpraHn3aunmy uin B
cny4ae OTCYTCTBUSA HEOOXOAMMOCTUN B IKCNEPTM3E C AaTbl 3aBEPLUEHNS MPOBEPKN KOMMIEKTHOCTU U
COCTaBa AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX 415 NOJYYEHUS pa3peLleHmns Ha NPUMeHeHe HOBOM
MeOMLUNHCKON TEXHONOM NN, OTBETCTBEHHbLIN NCMOMHUTENL FOTOBUT 3aKJ/Il0O4EHME NO BOMPOCY O BblAaye
pa3peLleHns C y4eToM:

- pe3ynbTaToOB AOKYMEHTANIbHON MPOBEPKM KOMMIEKTA AJOKYMEHTOB U AaHHbIX, NPeACTaBIEHHbIX 415
NoJIy4eHUs paspeLleHmns Ha NPUMEHEHNE HOBON MeANLIMHCKOW TEXHOJIOTUN;

- MaTepuanoB NPOBeAEHHbIX 3KCNepTN3 3hheKTUBHOCTM 1N Be30NacHOCTY HOBON MeANLUHCKON
TeXHONormu,

- 0OMONIHUTENbHON NHGOPMaLIUN OT 3adBUTENS.

Mpun NONOXKXUTESIbHOM 3aKJ/THO4YEHUN FOTOBUTCS MPOEKT pa3peLleHns Ha NpMMeHeHNE HOBOM MeaNLMHCKON
TEXHOJIOrnn, KOTOPOE COrnacoBbLIBAaeTCSA HavyalbHUKOM YMNpaB/ieHuns, OCYLLEeCTBASIOLLEr0 BblAavy
pa3peLleHnin Ha NMPUMEHEHNE HOBbIX MEANLIMHCKNX TEXHOMOMNA, N MOAMUCLIBAETCS PYKOBOAUTENEM
depepanscHon cnyx6bbl Mo Haa30py B chepe 34PaBOOXPAHEHNS U COLIMAJIBHOIO Pa3BUTHS.

Mpy oTpMLaTENbHOM 3aK/0YEHNN FTOTOBMTCA yBeAOMIeHNe 06 0TKase B Bblhaye paspeLlleHuns € yKa3aHnem
OCHOBaHMWI 0TKa3a, KOTOPOE COrlaCoBLIBAETCS HavyasIbHUKOM YrpaBJiEHNS, OCYLLECTBSAIOLLEr0 Bblaavy
pa3peLleHnii Ha NPUMEHEHMNE HOBbLIX MEANLIMHCKUX TEXHOIOMNIA, MOAMMNCLIBAETCS PYKOBOAUTENEM
®epnepanbHom cnybbl Mo Haa30py B chepe 34paBOOXPaHEHNS U COLIMAJIbHOMO Pa3BUTMSA U HanpaBseTcs
3as8BUTENIO.

3.3.9. B Bblfaye pa3peLleHns Ha NpuMeHeHne HoOBON MeANLUHCKON TEXHONOM MM 0TKa3blBaeTCA No
cnenyloLnMM 0CHOBaHUSM:

1) Npy HENoMHOM KOMMIEKTHOCTW, HEMOJIHOM COCTaBe NpeaCTaBAEHHbIX 3aS9BUTENEM OKYMEHTOB U
JaHHbIX, onpedeneHHbix n. 3.3.3 HacToawero PernamMmeHTa, UM npyu HENPaBOMOYHOCTM 3asBJIEHUSA O
BblJaye pa3peLleHmns;

2) Npu NpeacTaBAeHUN 3a9BUTESIEM JIOXKHbIX NN HEAENCTBUTESbHbIX CBEAEHWNA 0 HOBOW MeOULIMHCKON
TEeXHOJIOI NN (3a NCKIl04eHEM npensiaraemMoro 3afaBuTtenemM KjiacCa NoTeHUnaabHOro pnucka,
OKOHYaTe/IbHOe YCTaHOB/IEHME KOTOPOro npomssoantcsa ®PegepansHon cnyxboi no Hag3opy B cepe
3[paBO0OXPaHEHNS N COLMAJIbHOIO Pa3BuTUA);

3) Npn NOy4YEeHMN 3KCMEPTHOrO 3akJlo4eHns o Hebe3onacHOCTW, He3I(hEKTUBHOCTM MO 0
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HeZl0Ka3aHHOCTK 6e30MacHOCTN N 3D(HEKTUBHOCTM HOBON MEANLIMHCKON TEXHONOr MU B TOM CyYae, eciu
OHO MOJIy4YEHO HE MEHee YeM OT ABYX HE3aBUCUMbIX OPYr OT Apyra 3KCMNEePTOB 1 CBUOETENbCTBYET:

- 0 pUCKE NPUMEHEHUNS HOBON MEANLMHCKON TEXHONOM W, MPEBbLILIAIOLLEM 0XXNAAEMYI0 3 PEKTUBHOCTD;

- 0 He[,0CTATO4HbIX AOKa3aTe/IbCTBax 3PHEeKTUBHOCTY;

- 0 HECOOTBETCTBUW CBEAEHWI, N3I0XKEHHbIX B JOKYMEHTaX, NpeAcTaB/IEHHbIX 45 NoJay4YeHuns
pa3peleHns, hakTU4eCKOMY COCTOSHMIO.

3.3.10. B Te4yeHune 3 KaneHAapHbIX AHEeR C AaTbl NOANUCAHNS Pa3peLLleHNss OTBETCTBEHHbLIN NCMONHUTENb
yBEeAOMSET 3aBUTESIA O TOTOBHOCTMW pa3peLlleHns Ha NpyMeHeHne HOBON MeANLUHCKON TEXHOMOMNN.
3.3.11. B TeyeHune 3 pabounx gHeN C AaTbl NOANMCAHUSA Pa3peELlEHNS OTBETCTBEHHbIA NCMOHUTENb
HanpassseT cBegeHns 06 3TOM 4NS BHECEHNS U3MEHEHUI B 6a3y AaHHbLIX BblAaHHbIX pa3peLlleHnin Ha
NPYMEHEHNe HOBbIX MeOULNHCKUX TEXHONOMMIN U UX apXMBUPOBAHUS.

3.3.12. ®epepansHas cnyxba no Haa3opy B chepe 34paBOOXPaHEHNS U COLMAIbHOro pa3BnTns obs3aHa
BblAaBaTb Ay6AMKaTbl pa3peLleHnii Ha MPUMEHEHNE HOBbIX MEANLMHCKNX TEXHOIOMUA MO 3aABNEHUSAM UL,
Ha UM$S KOTOPbIX OHW 3aperncTpupoBaHbl, B Te4eHne 1 Mecsaua ¢ faThl NOCTYMJIEHNA TaKoro 3asBaeHus.
3.3.13. [JoKyMeHTbl U AaHHble, NPeACTaBeHHbIe 418 NOJyYEeHUS paspeLleHmns Ha NpUMeHeHne HoBOK
MeONLNHCKON TEXHONOM MW HE3AaBUCUMO OT TOro, 6bI/10 OHO BbIAAHO UM HET, NOANIEXAT XPaHEHUIO B
depepancHon cnyxbe nNo Hag3opy B chepe 34paBOOXPaHEHUS U COLMANBHOMO Pa3BUTUSA B COOTBETCTBUN C
aOMVHNCTPaTUBHON npoueaypol "BeaeHne 6a3bl AaHHbIX BblAAHHbLIX Pa3peLLeHnin Ha MPUMEHEHNE HOBbIX
MeONLUHCKUX TeEXHONOrMN" HacToswero PernameHTa.

3.4. ADMUHUMCTPaTUBHAA npoueaypa "BHeceHne N3MEHEHNN B pa3peLleHne Ha MPYMEHEHNE HOBOM
MeOMNLUNHCKON TEXHONOMMN" OCYLLLECTBIAETCA B CBA3MN C NOCTYMNIEHNEM OT AMLa, MOMMEHOBAHHOIO B
pa3speLleHnn (MAn OT ero NPaBoONpPeEMHMKA), KOMMNJIeKTa 4OKYMEHTOB, 060CHOBbIBAKOLLMX BHECEHME
N3MEHEHWUI B pa3peLUeHnNe Ha NPUMEHEHNE HOBOW MEAULMHCKON TEXHOOMMM NNBO B CBSA3M C BbiBIIEHUEM
depepanscHon cnyxbon No Hag3opy B chepe 34paBOOXPaHEHUS U COLMANBHOIO Pa3BUTUSA OaHHbIX,
Kacarowmxcsa 3¢hpeKTMBHOCTU 1n 6€30NacHOCTN MeANLMHCKON TEXHONOr UK, B COOTBETCTBMM C
HuXXecneayoLwmnm nopsakoM (CxemMa ocyLLeCTBNEHNS aAMUHUCTPATUBHON Npouenypsl NpuBegeHa B
nNpuaoXKeHun 4):

3.4.1. BHeceHune n3MeHeHnn B paspeLleHne Ha NPMMEHEHNE HOBON MEANLIMHCKON TEXHOIOT MK,
Kacaowmnxcs 3hHeKTMBHOCTY nan 6e30nacHOCT HOBON MeAULMHCKON TEXHOMOM W, OCYLLECTBASAETCS
depnepanbHOM CNy>k60 Mo Haf30py B Chepe 34paBOOXPAHEHMS U COLIMANBHOIO Pa3BUTUS B CPOKMN,
yKa3saHHble B . 3.3.1 HacTosdwero PernameHTa. Bo Bcex npoymx ciyvyasax, BKAOYasa Te, KOTOpble CBA3aHbI C
BKJItOYEHNEM AaHHbIX 0 HOBOM MOOOYHOM AENCTBUMN UAN OrPaHNYEHNAMUN K MPUMEHEHMNIO, U3MEHEHNEM MpaB
Ha MeOULMHCKYIO TEXHOJIOMMI0, €8 Ha3BaHUS, U3MEHEHNS B pa3peLleHne BHOCATCA B CPOK, He
npesbilaloWwmn 1 mecsa co AHSA NoJy4YeHMa COOTBETCTBYIOLWEr0 KOMMJEKTa LOKYMEHTOB.

3.4.2. JOKYMEHTbI, NOCTYNMBLUME OT 3a8BMTENS 415 BHECEHUS U3BMEHEHWI B Pa3peLleHne Ha NpUMeHeHNe
HOBOW MeAMLMHCKOWN TEXHONOM NN, PETUCTPUPYIOTCA B TeyeHme 1 paboyero gHA C AaThl UX MNOJyYEHMS.
KOMMNeKT fLOKYMEHTOB MOXKET BbITb HanpaBJ/ieH MO NOYTE 3aKa3HbIM NMUCbMOM (6aHAEepPOJIbIO) C OMUCHIO
BJIOXKEHUS 1 YBELOMJIEHWEM O BPYYEHMUU. KOHTPOb BEAEHMSA YyYeTa NOCTYMNUBLLUMX OKYMEHTOB
OCYLLeCTBAAET Havya/lbHUK OTAENa, OCYLLEeCTBAAIOWErO BblAa4vy pa3peLwleHnii Ha NpUMeHEeHNe HOBbIX
MeOMNLUNHCKNX TEXHONOMUIA.

Bce [OKYMeHTbI A5 BHECEHMSA N3MEHEHWI B pa3peLleHne Ha NpUMeHEeHe HOBOW MeaNLNHCKON
TEXHOJIOT W JO/MKHbLI MPEeACTaBAATLCS Ha PYCCKOM 5i3blke N60 MMETh 3aBEPEHHbIN NEPEBO Ha PYCCKUIA
A3bIK.

3.4.3. HavanbHMK oTAena, oCyLeCTBASIOWErO BblAayy pa3pelleHnii Ha NPUMEHEHNE HOBbIX MEOULMHCKNX
TEXHONOMNIA, B TeYEHNe 4 KaneHgapHbIX AHEN C AaTbl NOCTYMNNEHUA JOKYMEHTOB Ha3HavyaeT 13 4ynucna
COTPYLHWKOB OTAEe/1a OTBETCTBEHHOr 0 UCMOJIHUTENS MO NPOBELEHNIO PaCCMOTPEHUS LOKYMEHTOB,
npeacTaBAEHHbIX 415 BHECEHWUS U3MEHEHWI B paspelleHmne Ha NpUMeHeHne HOBOWM MeanLIMHCKON
TexHosiornn. Pamuansg, UMs 1 0TYeCTBO OTBETCTBEHHOIO UCMONHUTENS, ero MecTo paboThl 1 TenedoH
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A0JKHbI 6bITb COOBLLEHBI 3aBUTESIO MO €ro MMCbMEHHOMY UK YCTHOMY 06paLleHuIo.

3.4.4, OTBETCTBEHHbIN NCMOSHUTENL B TevyeHne 10 KaneH4apHbIX AHEN C AaTbl CBOEro Ha3HavYeHms
OCYLLLeCTB/IAET MPOBEPKY KOMMIEKTHOCTM M COCTaBa NpeACTaB/eHHbIX LOKYMEHTOB C Liefibio onpeaeneHmns:
- COrflaCoBaHHOCTUN NPeACcTaBIEHHON MHOPMALMK MeXAY OTAENbHbIMW OOKYMEHTaMN KOMMJIEKTa;

- 0OCTOBEPHOCTW LOKYMEHTOB, 3aBEPEHHbIX MOAMUCHI0 YNOJHOMOYEHHOI 0 JINLA 3a8BUTENSA Ha KaXKA0M
LOKYMEHTE;

- COOTBETCTBMSA COAEPXKAHNSA, YPOBHA AeTannsauum npeacTaBiaeHHoN MHopMaLmMm, a Takxe
[A0Ka3aTeNbHOCTU pe3ybTaTOB MCCEA0BAHNN N OLEHOK.

3.4.5. OTBETCTBEHHbLIN NCMOJIHUTESb B TEYEHME 5 KaNeHOapHbIX HEN C AaTbl 3aBEpLUEHNS NPOBEPKM
KOMMJIEKTHOCTU 1 COCTaBa AOKYMEHTOB, MPeACTaB/IeHHbIX A1 BHECEHNA U3MEHEHWI B pa3peLLeHne, npu
HeobX04MMOCTW MOBTOPHO KNACCMMULNPYET HOBYIO MEANLIMHCKYO TEXHOJIOTMIO B COOTBETCTBUN C
TpeboBaHmamK N. 1.5 HacTosero PernameHTa.

3.4.6. OTBETCTBEHHbIN NCMOJIHUTEb B TEYEHME 5 KaneHaapHbIX AHEN C AaTbl 3aBEPLUEHNS KnacCudurKaumm
HOBOW MeAMLIMHCKOWN TEXHONOTUN onpeaenseT HeobxoAMMOCTb B AOMNONHUTESIbHON MH(OopMaL MK
(pe3ynbTaToB UCMAbITaHUIA) 1 (MAK) NpoBeAeHUN 3KCNepTU3bl 3PHEKTUBHOCTN 1 6€30MacHOCTU B
COOTBETCTBUM C KACCOM MOTEHLMANbHOrO PUCKa HOBOW MeAWNLIMHCKON TEXHOIOMUN.

JononHnTenbHas MHGMOPMaLUUs 3anpalinBaeTCs TO/IbKO B TOM CJlyvae, ec/in npeAcTaBJ/ieHHble pe3ysibTaThl
NCCNepoBaHMIn MO CBOEMY COCTaBY U COAEPXKAHMIO HE AT BO3MOXHOCTb CAENaTb 3aK/oyeHue 06
3DHEKTUBHOCTM U (MnK) 6e30MacHOCTM HOBON MEANLIMHCKON TeXHONOrMKn. B 3TOM ciyvae fanbHenlee
PacCMOTPEHNE AOKYMEHTOB MOXXET BbiTb MPMOCTAaHOB/IEHO B COOTBETCTBMM C M. 3.3.1 HacToALWEro
PernameHTa.

JkcnepTusa 3pdekTNBHOCTU 1 (1K) 6e30MacHOCTN HOBOW MeANLIMHCKON TEXHOOrMN NPOBOANTCS B TOM
cnyyae, eci HoBas MeAULMHCKAsA TEXHOJIOMMSA OTHOCUTCA K KJlacCy 2 UK Kaccy 3 NOTeHUNaNbHOro pucka
ee 1CrnoJib30BaHus.

Mpy HaNU4MM OCHOBaHWI AN5 NPOBEAEHNA IKCMEPTU3bl OTBETCTBEHHbIM UCMONHUTENb B CPOKMU,
OTBEeEHHbIE 415 BbIMOMHEHNA HACTOSALLEro 3Tana agMMHUCTPATUBHON NpPoLeaypbl, FOTOBUT NMPOEKT
3aaHna Ha NpoBeAeHne 3KCNepTu3bl IPHEKTUBHOCTH 1 6€30MacHOCTU HOBOWM MEeANLIMHCKOW TEXHOIOMUN C
yKa3aHMeM opraHusaumm, kotopas byaeT NpoBoAnTb 3KCNEPTU3Y, NpefesbHbIX CPOKOB BbINOHEHNS paboT
1 BOMPOCOB, MO KOTOPbIM MPEACTOUT MOJIYHUTb 3KCNEepTHOe 3akJ/toveHune. [poeKkT 3agaHns
COrIaCcoBbIBAETCA Ha4YaIbHUKOM OTAea, OCYLLEeCTBAAOLWEr0 BblAayy pa3peLwleHnini Ha NpUMeHeHne HOBbIX
MeONLUHCKUX TEXHOIOM NI, U YTBEPXXAAETCS IMLOM, YNOJHOMOYEHHbIM 4119 3TOW LieSin PyKOBOAUTENEM
®epnepanbHon cnyxbbl MO Haa30py B Chepe 34PaBOOXPAHEHNS U COLMAJIbHOIO pa3BUTUSA. IKCNepTr3a
3hheKTUBHOCTM 1 6€30NaCHOCTU HOBOW MEANLMHCKOW TEXHONOT MK JO/MKHA ObiTh NPOBEAEHa B CPOK A0
135 kaneHpapHbIx AHen nmbo B CPoK A0 45 KaneHaapHbIX AHEN (Npy YCKOPeHHON npoueaype) ¢ AaThbl
yTBEPXAEHMA 3aaHuns.

3.4.7. B TedeHne 5 KaneHOapHbIX AHEN C AaTbl NOJYyYEHMS 3aKI0YEHNS SKCMEPTHOW OpraHn3aumMm uin B
CnyYyae OTCYTCTBUS HEOOXOAMMOCTU B SKCNEPTM3E C AaTbl 3aBEPLUEHNS MPOBEPKN KOMMIEKTHOCTU U
COCTaBa JOKYMEHTOB W JaHHbIX, NPeACTaBAEHHbIX 415 MONYYEeHNS paspeLlleHns Ha NPMMEHEHNE HOBOK
MeONLNHCKON TEXHONOr MW, OTBETCTBEHHbIN NCMOSHATENb FOTOBUT 3aK/tl04eHKe No BOMPOCY O Bbigaye
paspeLleHns C y4eToM:

- pe3y/ibTaToB AOKYMEHTAJIbHON NPOBEPKMN KOMMIEKTa AOKYMEHTOB W AaHHbIX, NPeACcTaB/EeHHbIX A8
NoJIy4eHUs paspeLleHmns Ha NPUMeHeHNe HOBON MeaNLMHCKOM TEXHOJIOTUN;

- MaTepu1anoB NPOBEAEHHbIX IKCNEPTN3 IMPEKTUBHOCTU 1 6€30NaCcHOCTYN HOBOW MEeAULUHCKON TEXHONOM N
(Mpw Hann4un);

- BONOJIHUTEIbHOWM MHOPMaLLIUKL OT 3a8BUTENS (Mpy Hanny4mm).

Mpy NONOXNTENBHOM 3aK/I0YEHMNN TOTOBUTCSA MPOEKT HOBOIO, C Y4€TOM BHECEHHbIX U3MEHEHWN,
pa3speLleHns Ha NpUMeHeHNe HOBON MeANLUHCKON TeXHOI0r MK, KOTOPOE COrJlaCcoBbIBAETCA HAaYaSIbHNUKOM
ynpaBfieHuns, OCYLLEeCTBAAIOLLEro BblAavyy pa3pewleHnin Ha NPUMEHEHNE HOBbIX MEANLIMHCKUX TEXHOIO0M NI, 1
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NnoAnnCbIBaeTCs pykoBoautenem deaepasbHon Cnyxbbl Mo Haa30py B Chepe 34paBOOXPaHEHMNS 1
CoLManbHOro pa3suTus. HoBoe paspelleHne Ha NPUMEHEHNEe HOBON MeAULIMHCKON TEXHOIOM NN LOJIKHO
UMeTb TOT )Ke HOMEP, KaK 1 NpeablayLiee paspeLleHue.

Mpy oTpMLATENbHOM 3aK/IIOYEHUN FTOTOBUTCS YBeAOMJIEHNe 06 0TKa3e BO BHECEHUN N3MEHEHUI B
pa3peLleHne C yKa3aHWEM OCHOBaHMWI 0TKa3a, KOTOpPOe COrnacoBLIBAeTCS HavyalbHUKOM YyrNpaBieHus,
OCYLLeCTBAALLEr0 BblAa4y pa3peLweHnini Ha NpUMEeHEeHne HOBbIX MeAULMHCKUX TEXHONOM NI,
noanuceliBaeTcsa pykosoanTenem OenepanbHon cnyxbbl No Haa30py B Chepe 34paBOOXPaHEHMNS U
COLMaNbHOro pa3BUTUSA U HaNpaBaseTCsA 3asBUTENIO.

3.4.8. Bo BHECEHUW N3MEHEHWIA B pa3peLLeHe Ha NPUMEHEHNE HOBOW MeLMNLIMHCKON TEXHOMOM NN
OTKa3blBAETCA MO CJIefYIOLWUM OCHOBaAHMNAM:

1) Npn HenpeaCcTaBAEHUN NN HEMOJIHOM MPeACTAaBNEHUN 3a5BUTENEM [OKYMEHTOB, 060CHOBbIBAIOLLNX
BHECEHWE N3MEHEHWIN B pa3peLLeHme;

2) NpeacTaB/ieHne NI0OXKHbIX UKW HeeNCTBUTENbHbIX CBEAEHN, 060CHOBbLIBAOLLIMX BHECEHNE U3MEHEHWUI B
paspeLleHue;

3) nonyyeHne 3KCNEPTHOr0 3aKJII04YEHNA 0 BO3MOXXHOM CHMKEHMMN 3(PHEKTUBHOCTY 1 6€30MacHOCTN HOBOW
MeOMNLUNHCKON TEXHONOMNN B Cly4Yae BHECEHNS U3BMEHEHMIN B pa3peLleHue.

3.4.9. Bo BHECEHUN N3MEHEHWI B pa3peLleHne Ha NpUMeHEHNe HOBON MeANLNHCKON TEXHOMOM NN HE MOXKET
ObITb OTKa3aHo B CJlyyae, ecnu:

1) n3MeHeHns KacaloTCa HaMeHOBaHNS, agpeca UM opraHn3aLMOHHO-NPaBOBON (POPMbI 3aABUTENS 1
(nnn) nnu, Ha MMS KOTOPbIX BblAaHO pa3pelleHmne, npu ycnosun cobntoneHns TpebosaHunm n. 1.4
HacToswero PernameHTa;

2) N3MEeHeHNA CBA3aHbl C Nepefadeit NpaB Ha HOBYIO MEAULMHCKYIO TEXHOOTUIO;

3) 3aaBMTENb NOBbIWaET TPeboBaHUA K MapaMeTpaM MEAULNHCKOA TEXHONOT W NN YMEHbLIaeT
(orpaHnymBaeT) chepy ee UCnosib30BaHNA B Npeaesax pa3peLlleHHbIX;

4) n3MeHeHNs CBA3aHbl C HEOBXOAUMOCTbIO BbIMOJHEHNS TPEOOBaHUN, YCTaHOBIEHHbIX 3aKOHO4ATEIbCTBOM
Poccuickon ®epepaumu.

3.4.10. B Te4eHune 3 KaneHAapHbIX gHEeR C AaTbl NOANUCAHNS Pa3peLLleHNns OTBETCTBEHHbIN NCMOAHUTENb
YBEAOMNSET 3a8BMTENS O TOTOBHOCTM HOBOMO Pa3peLleHns Ha NPUMEHEHNE HOBON MeaNLIMHCKON
TEXHONOTUNN.

3.4.11. B TeyeHune 3 paboynx aHeN C AaTbl NOANNCAHUSA Pa3PELLEHNS OTBETCTBEHHbIA UCMONHUTENb
HanpassseT cBegeHns 06 3TOM ANS BHECEHWNS U3MEHEHUI B 6a3y AaHHbLIX BblAaHHbIX pa3peLlleHnin Ha
NPYMEHEHNE HOBbIX MEAULMNHCKNX TEXHOMNOMMIN N UX apXMBUPOBAHUS.

3.4.12. PepepanbHad cny>xba no Haf30py B chepe 34paBOOXPaHEHMS U COLMANBHOrO pa3BuTus obasaHa
BblAaBaTb AybanKaTbl paspelleHnin Ha NPUMEHEHNE HOBbIX MEANLIMHCKNX TEXHOJIOMNA N0 3as8BNEHUAM SInL,
Ha MMS KOTOPbIX OHW 3aperncTpupoBaHbl, B TedeHne 1 mecsua ¢ AaTbl MOCTYMN/IEHWUA TaKOro 3as8B/eHus.
3.4.13. [JoKyMeHTbl U AaHHble, NPeACTaB/eHHble 415 NOJIYyYEeHUS pa3peLleHmns Ha NPUMeHeHne HOBOM
MeLNLMHCKON TEXHONOr NN HE3aBNCKMO OT TOro, ObIJI0 OHO BbIAAHO WM HET, MOAJIEXAT XPaHEHNIO B
depepanscHon cnyxbe no Hag3opy B chepe 34paBOOXPAaHEHUS U COLMANbHOIO Pa3BUTUSA B COOTBETCTBUN C
aAMUHUCTPaTUBHON nNpouenypon "BeneHne 6a3bl AaHHbIX BblAAHHbLIX Pa3peLleHNn Ha MPUMEHEHNE HOBbIX
MeOULMHCKUX TEXHOIOMMN" HacToawero PernameHTa.

3.5. AoMuHUCTpaTMBHasA npoueaypa "PaccMoTpeHme hakToB U 06CTOATENLCTB, CO34aloLWUX Yyrpo3y Ans
XKU3HW 1 340P0BbA Ato4eln Npu NPUMEHEHUN pa3peLleHHbIX HOBbIX MeAULMHCKUX TEXHONornn"
OCYLLLeCTBAIAETCS B CBA3M C BbIsIB/IEHMEM (DaKTOB U 06CTOATENLCTB (MOCTYMN/IEHNSA COOTBETCTBYOLLMX
JIOKYMEHTOB OT rpakAaH, Cy6 beKTOB MeANLIMHCKON OeATENbHOCTY NN UHBIX OpraHn3aumnin), Co3aalwmx
Yrpo3y XWU3HW 1 340POBbI0 NIOAEN NPU NPABWUJILHOM NPUMEHEHNN pPa3peLleHHbIX MegNLINHCKNX
TEXHOJIOTWiA, B COOTBETCTBUM C HXKECIeAYIOWMUM NOPAAKOM (CXeMa OCyLLEeCTBIEHUSA aAMWHNCTPATUBHON
npouenypbl NpusefeHa B NpUIoXeHnn 5):

3.5.1. Mpwu BbISiBNEHUN haKTOB 1M 06CTOATENLCTB, CO34AIOLLNX YIPO3Yy XMU3HU U 300POBbIO I0AEN NPU
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NPaBWALHOM NMPUMEHEHNUN Pa3PELLEHHbIX HOBbIX MEANLIMHCKMX TEXHOIOTUiA, BKOYasa 6e3 orpaHnyeHuin
ntobble HebnaronpuATHbIE KIMHUYECKME NPOSBAEHNS, KOTOPbLIE MPY NCMOb30BaHUN MEeANLIMHCKOWN
TEXHOJIOrMW B COOTBETCTBUW C €€ ONMCaHneM, MHCTPYKLMen (pPyKOBOLCTBOM) MO NPUMEHEHUIO
(3KCcnnyaTaumm) NCNoJsib3yeMbIX B MEQULMHCKON TEXHOOMMW JIEKAPCTBEHHbIX CPeacTB 1 (unun) ngenunn
MeONLMNHCKOro Ha3HavYeHns NpUBOAAT K CMEPTM, CO34at0T Yyrpo3y A5 XKNU3HW, TpebyloT rocnnTanmsauum
U ee NPoANEeHUs, MPMBOAAT K CTONKOWN UK Bblpa)XEHHON yTpaTe TpyAocnocobHocTn 1 (unn)
WHBANMOHOCTUN UAN BbI3bIBAOT aHOMaJslbHble PENPOAYKTUBHbIE SPDEKTI MO0 Takme KINHUYeCKne
NPOSABEHNS, XapaKTEP N TAXKECTb KOTOPbIX HE COrNacyTCsa C MMeLWwencs nHgopmaLmen o HoBon
MeONLNHCKON TEXHONOM MW, HaYalbHUK OTHeNa, OCYLLECTBASIOLWLEr0 BblAayy pa3peLleHnin Ha NpMMeHeHne
HOBbIX MEANLIMHCKNX TEXHONIOTUIA, B Te4eHne 5 paboynx gHen ¢ AaTbl BbISBAEHNSA TakMx 06CTOATENbCTB
rOTOBMT COOTBETCTBYIOLLYIO AOKNALHYIO 3aMMNCKY Ha UMS pykoBoauTensa depepanbHOn Ciyxbbl Mo Hag3opy
B C(hepe 34paBOOXPaHEHUS N COLMANbHOIO Pa3BUTUS.

B TOM Ccnyyvae, eCav NPUYMHON BO3HMKHOBEHUS NMOA0OHBIX 06CTOATENLCTB ABASIOTCS 0COBEHHOCTY
AENCTBUS NCMOJb3YEMbIX B HOBOW MEANLIMHCKON TEXHOOM MU JIEKAPCTBEHHbIX CPEACTB U N3LENNN
MeONLNHCKOro Ha3HaveHns, ®enepancHas cyxba no Haa3opy B chepe 34paBOOXPAHEHNA U COLMATbHOIO
pa3BUTUS B AOMOJIHEHWNE K HACTOALLEN aAMUHUCTPATUBHON NPOLIeype A0JIKHA BbIMOJIHNTb
COOTBETCTBYHOLINE aAMNHNCTPATMBHbIE NpoLeaypbl pernameHToB PepepanbHoin cnyxbbl Mo Hag3opy B
chepe 34paBOOXPAHEHNSA N COLMANBHOIO Pa3BUTUSA MO UCMOJIHEHNIO FOCY AAPCTBEHHbLIX PYHKLMIA MO
roCcyapCTBEHHOW PerncTpauLunm NeKapCTBEHHbLIX CPeACTB UM N0 PErnCTpaLnm N34eNnin MeaNLUUHCKOro
Ha3Ha4YeHus, COOTBETCTBEHHO.

3.5.2. B TeyeHne 5 paboumnx aHeln ¢ 4aTbl NOJYYEHNS OOKIAAHON 3aMUCKU U OOMONHUTENbHBIX CBEAEHUNA
0 BbISiBNIEHHbLIX 06CTOSTENLCTBAX pykoBoauTens ®efepancHon cayxbbl Mo Haa3opy B chepe
3[paBOOXPAHEHUS U COLMANBHOMO Pa3BUTUSA MOXET NPUHATL CeaytoLlne peLleHuns:

1) paTb pacnopsxeHue 06 opraHmnsaumm cbopa AONOSHUTENbHBLIX CBEAEHWIN O BbISIBJIEHHbLIX HEFAaTUBHbIX
apbhekTax NPMMEHEHNS HOBOM MeAMNLIMHCKOW TEXHOJION;

2) DaTb pacnops>KeHne 0 NPOBEAEHUN AOMOJIHNTENLHON 3KCNEPTU3bl 3P PeKTUBHOCTM 1 Be3onacHOCTK
HOBOW MeAMLIMHCKON TEXHOOTUN C Y4ETOM BbISBNIEHHbIX HEFATUBHbLIX 3(PHEKTOB €e NPUMEHEHNS;

3) paccMoTpeTb BONPOC O BHECEHUMN M3MEHEHMWIN B pa3peLleHne Ha NpUMeHeHe HOBOM MeaNLMHCKON
TEXHOJIOrnu;

4) 0 NPUOCTAHOBJIEHNN OENCTBUSA PELUEHNS O BblAaye pPa3peLleHns Ha NPUMEHEHNE HOBON MeaNLIMHCKON
TEXHOJIOrnu;

5) 06 0T3bIBE pa3pelleHns Ha NPUMeHeHNE HOBOM MEANLMHCKON TEXHOI0rK;

6) He NpeanpPUHNMaTb HUKAKNX AOMOJIHUTENbHbIX AENCTBUA B TOM C/ly4ae, eC/in BbisSIBJIEHHbIE HEMATUBHbIE
3(pHeKTbl MPMMEHEHNS HOBOW MELANLMHCKON TEXHOO0M NN HOCAT C/TyHalHbIN XapaKkTep.

3.5.3. Cbop OOMNONHUTENbHbLIX CBEAEHWIA U NPOBEEHNE AOMOJIHATEbHON 3KCNEPTU3bl 3MPEKTUBHOCTM 1
6e30nMacHOCTY HOBON MEAULMHCKON TEXHOMOMN C YH4ETOM BbISIBJIEHHbLIX HEFAaTUBHbLIX 3h(hEKTOB ee
NPVMEHEHNS NMPON3BOASTCA B CPOKM, YCTAHOBNIEHHbIE pyKoBoauTenemM ®eaepasnbHoi Cnybbl Mo Haa30py B
chepe 34paBOOXPaHEHUS N COLMANBLHOIO Pa3BUTUS.

3.5.4. PaccMOTpeHne BoNpoca 0 BHECEHUN N3MEHEHW B pa3peLleHne Ha NpuMeHeHne HOBON MeaNLMHCKON
TEXHOJIOrNN B CBA3W C BbISIBJIEHNEM HEraTUBHbIX 3h(EKTOB NPOM3BOANTCS B COOTBETCTBUM C
aAMUHUCTPATMBHOM NpoLenypon "BHeceHne n3MeHeHUn B paspeLlleHmne Ha NpUMeHeHNEe HOBOM
MeONLUNHCKON TeXHoNormm" Hactoswero PernamMenTa.

3.5.5. ®epepanbHasa cnyxba no Haa3opy B chepe 34PaBOOXPAHEHNS U COLIMAJIbBHOIO Pa3BUTUS
npuvocTaHaB/MBaET AENCTBUE PELLEHUS O BblAaye pa3peLlleHns Ha NpMMeHeHne HOBOW MeauLIMHCKOW
TEXHONOMMNN C LENblo NpefoCcTaBeHma anuy (1muam), NOMMEHOBaHHOMY(bIM) B pa3peLleHni, BO3MOXKHOCTK
NpoOBEeCTW B COOTBETCTBUN C AENCTBYOLWMMKN B Poccninckon depepaumy npasuaamm nabopaTopHon un
KJIMHNYECKOW MPaKTUKKN LONOSHUTESNIbHbIE OOKANHUYECKNE U (MIN) KIMHMYEeCKUe NCCIef0BaHUS B CBA3N C
BbISIBJIEHHbIMUW CEPbE3HBIMU U (MAK) HeNpeaBMAEHHbIMW NOBOYHLIMK 3hhekTaMn. KOHTpoNb 3a
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BbIMNOJIHEHWEM NpPaBUa N1abopaTOPHON U KNMHUYECKOW NPaKTUKK nponssoautcs GenepanbHoni cnyxboi no
HaA30py B chepe 34paBOOXPaHEHNS U COLNAJIbHOIO Pa3BUTUS B COOTBETCTBMM C TpeboBaHMAMY
aAMUHUCTPATMBHON nNpoueaypbl "OCyLecTBAEHNE KOHTPOSA 3a NOPSAAKOM NPOBEAEHNS KIMHUYECKUX W
6roMeaNLIMHCKNX NCCIeA0BaHUI HOBOWM MeANLIMHCKOM TEXHONIOTUN, @ TakXXe ee UCMNoJib30BaHmeM"
HacToswero PernameHTa.

B cny4yae oTkasa smua (numu), MoMMEeHOBaHHOro(bix) B pa3peLLueHn, MPOBECTM AOMNOJIHATE/bHbIE
AOKNMHMYECKMe 1 (MAKN) KNINHUYECKNe UCCeoBaHNA B YCTaHOBIEHHOM MOPSAOKE, a@ TakXe B Clyyae
NOATBEPXKAEHUS NPW MPOBELEHUN AOMOJIHUTENbHON 3KCNEPTN3bl 3PHEKTUBHOCTM M 6&30MacHOCTM HOBOM
MeONLNHCKON TEXHONOM MW CEPbE3HBIX U (MK) HeNpeaBUAEHHbIX M0BOYHbLIX 3hdekToB PeaepasibHas
cny>xba no Hag3opy B chepe 34paBOOXPaHEHMS 1 COLMANLHOIO Pa3BUTKA OT3bIBAaeT pa3peLleHne Ha
NPVMEHEHNE HOBON MeLNLIMHCKON TexHonorun. MHdopmaumsa 06 0T3biBE pa3peLleHns Ha NPUMEHeHNe
HOBOW MeAMLIMHCKOWN TEXHONOrUN BHOCUTCA B 6a3y AaHHbIX BblAaHHbLIX pa3peLueHui,

3.6. AoMUHUCTpPaTUBHaA nNpoueaypa "OcywecTBeHNEe KOHTPOIS 3@ NOPSAAKOM NPOBEAEHUS KNMHUYECKUX U
6roMeaNLMHCKNX NCCIeA0BaHUIN HOBOWM MeANLIMHCKOWM TEXHONIOTUN, @ TakXXe ee UCMNoJib30BaHmeM"
NCNOJIHAETCS B XO4€ MIAaHOBbIX Y BHEMIAHOBbIX MEPOMPUATUI MO KOHTPOJIO 3a AEATENbHOCTbIO
opraHu3aunin-pa3paboTyNKOB 1 aBTOPOB HOBOW MEANLIMHCKOM TEXHONOTUN, @ TakXXe L, MOMMEHOBAHHbIX
B pa3pelLeHnn Ha NpMMeHeHe HOBOW MeANLIMHCKON TEXHONOM MK, B COOTBETCTBUN C HXKECeyoWmM
NnopsaaKoM (Cxema oCyLecTBeHNs aAMUHUCTPATUBHONM Npoueaypbl NpMBeLeHa B NpUIoXXeHumn 6):

3.6.1. MnaHoBblE MEPOMPUATMA MO KOHTPOIO 3a cobntoaeHnem TpeboBaHMI 3aKoHOAATENbCTBA Poccnitckom
denepaumm Npy NpOBeAEHUN KIMHNYECKMX 1 BUOMEeANLMHCKMUX UCCIeA0BaHNA HOBOW MeaNLIMHCKOW
TEXHOJIOTUN, @ TaKXXe ee NCMNOoJb30BaHWEM (fanee - MNJIaHOBble MEPOMNPUATUSA MO KOHTPOJIIO)
OCYLLLeCTBAAOTCSA B COOTBETCTBMM C MaaHOM, pa3pabaTbiBaeMbiM Ha4albHUKOM YMpaBAeHus,
OCYLLeCTBAALLEr0 BblAa4y pa3peLlleHnin Ha NpUMeHEeHe HOBbIX MeAULUHCKUX TEXHOIO0MMIA, 1
yTBEPXXAAEMbIM e)XXeKBapTabHO pykoBoauTesnem ®enepanbHon ciyxbbl No Hag3opy B cgepe
3[paBOOXPaHEHNS N COLMANbHOro pa3snTus. CeegeHns o NpoBeLEHUN NAAHOBLIX MEPONPUATUIA MO
KOHTPOJItO pa3MeLLalTCs Ha ouumansHoM MIHTepHeT-canTe: www.roszdravnadzor.ru B MopsakKe,
onpegensemom pykosogutenem GenepanbHon cyxbbl No Hag30py B chepe 34paBOOXPaHEHNS U
CoLUManbHOro pa3BuUTUS.

B oTHoweHnn ogHoro cybbekTa NaaHOBOE MEPOMNPUATUE MO KOHTPOJIIO MO KaXX 40N HOBOWN MeaMLMHCKON
TexHoJiorny NnpoBoanTCs He bonee yem 1 (oamH) pa3 B 2 (ABa) roga. B oTHoweHWn cybbekTa Manoro
npeanpuHMMaTeNbCTBa N1aHOBOE MEPOMNPUATUE MO KOHTPOJIO MPOBOAMTCS HE paHee YeM yepes 3 (Tpu)
rofia C MOMeHTa ero rocyfapCTBEHHON permcrpaumm.

3.6.2. BHennaHoBbIe MEPONPUATMS MO KOHTPOO 3a cobnogeHnem TpeboBaHMIN 3aKOHOAATENbCTBA
Poccuinckon ®egepalim npu NpoBeaeHnn KINHNYECKMX 1 BMOMeANLNHCKMX NCCef0BaHW HOBOWA
MeONLUNHCKON TEXHONOMMK, a TaKXKe ee UCMOoJib30BaHneM (fanee - BHENAaHOBblIE MEPONPUATUS MO
KOHTPOJ110) OCYLLECTBASAIOTCA B C/IEAYIOLWMNX CATyHasX:

1) Npw BbIIBNEHMMN B pe3y/ibTaTe MJaHOBOro MeEPOMNPMATIAS MO KOHTPOJII HapyLLeHW TpeboBaHW
3aKoHoJaTenbCcTBa Poccuinckon ®epepalimm - C LieSIblo KOHTPOSA UCMONHEHNS NpeanncaHnin 06
YCTPaHEHWM BbISIBAIEHHbIX HAPYLUEHNA;

2) Npn Noay4YeHnn MHADOPMaLUK OT OPUANYECKMX INL, MHANBUAYAJIbHLIX NpeanpuHUMaTesnen, opraHoB
roCyfapCTBEHHOW BAACTN O BO3HUKHOBEHMMN aBapUHbIX CUTYaunii, 06 N3MEHEHNSX NN O HAPYLUEHNAX
TEXHOJIOrMYECKUNX MPOLLECCOB, @ TakXXe 0 BbIXOAE M3 CTPOS COOPY>XeHuin, 060pya0BaHMSA, KOTOpbIe MOTYT
HenocpeaCTBEHHO NPUYMHNTL Bpen XMW3HW, 300P0BbI0 II0AEN, OKPY KaloLen cpeae v MMYLLECTBY rpakaaH,
IOPUANYECKNX L Y MHAUBMAYANbHBIX MpeanpuHuMaTenen;

3) Npn BO3HUKHOBEHMWM YrpO3bl 340POBbI0 U XN3HU FpaXkKAaH, 3arps3HEHUS OKPYXatoLwen cpefbl,
NoBpeXXAEHNS UMYLLECTBA, B TOM YMCJIe B OTHOLLEHUN 04HOPOAHbLIX TOBapoB (paboT, ycnyr) apyrmx
IOPUANYECKNX NUL 1 (MIN) MHANBMAYANbHbLIX NpeanpuHMMaTenen,

4) npn obpallleHnn rpakaaH, opuanyecknx L n MHANBUAYaJbHbLIX NpeanpuHUMaTenen ¢ xxanobamm Ha
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HapYLUEeHUS X NPaB W 3aKOHHbIX MHTEPECOB AeNCTBUAMK (6e30eACTBUEM) NHBIX IOPUANYECKUX NNLL U (MnK)
WUHAMBUAOYANbHbIX NpeanpuHUMaTENEN, CBA3aHHbIE C HEBLIMOJIHEHNEM MK 0653aTeNbHbIX TpeboBaHWi, a
TaKxxe npu NoayyYeHnn NHOM NHGOPMaLUN, NMOATBEPXKAAEMON JOKYMEHTAMM N MHBIMW LOKa3aTe bCTBaMu,
CBNOeTenbCTBYOWMMN O HaJIMYNN NPU3HAKOB TaKNX HapyLIJeHI/IVI.

BHennaHoBble MEPONPUATUS MO KOHTPOJIIO B CIy4asX, yCTaHOBAEHHbIX MOAMYHKTaMM 2 1 3 HacToALWEro
MyHKTa, MOTYT NMPOBOAMTBLCS MO MOTUBUPOBAHHOMY peLleHunto PenepalibHoN cy>x0bl Mo Hag30py B chepe
3[paBOOXPaHEHUS 1 COLMANbLHOIO Pa3BUTUS, B TOM YUC/E B OTHOLUEHWUW UHBIX IOPUANYECKMX NNLL U
WHAMBUAYANbHbIX NpeanpuHMMaTenei, oCyLeCcTBASOWMX KANHNYEeCKe nan bnomeanunHckmne
nccnegoBaHuAa HOBOW Me,EI,VILI,I/IHCKOI7I TEXHOJIOIMN, a TakKXe ee NCrnosib3oBaHue.

ObpalleHns, He NO3BONAOLLNE YCTAaHOBUTL MU0, obpaTuBlleecs B PefepanbHyto ciyxby no Hagsopy B
chepe 34paBOOXPAHEHNS N COLMANBHOIO Pa3BUTUSA, HE MOTYT C/Y)KUTb OCHOBaHWEM A5 NPOBEAEHUS
BHEMJ/IaHOBOIr0 MEPONpMATUSA MO KOHTPOJILO.

3.6.3. Mpun HacTynaeHUn o4epeHOro 3Tana njiaHa MepPoONpPUATUIA MO KOHTPOJIIO HavyallbHUK OTAena,
OCYLLLeCTBAOLWEr0 BblAayy pa3peLlleHnini Ha NPUMEHEHNE HOBbIX MEOULNHCKNX TEXHOMOrMI, B TedeHne 1
KaneHOapHOro AHS roTOBUT NMPOEKT pacnopsXeHnsa (Mpukasa) 0 NpoBeAeHN MEPONPUATUS MO KOHTPOJIO
(Bns Ka)4oro MeponpusTrs), KOTOPOE YTBEPXKAAETCA pykoBoanTenem ®enepanbHon ciy6bl Mo Haa3opy
B C(hepe 34paBOOXPaHEHUS N COLMANBbHOIO Pa3BUTUS.

B pacnopsi>xeHun (Nprkase) goKHb! ObITb YKa3aHbl:

- HOMep 1 faTa pacrnops>KeHuns (Nprkasa) 0 NPoBeAEHNN MEPONPUATMIA N0 KOHTPOJIO;

- HaMMEeHOBaHMe OpraHa rocyAapCTBEHHOro KOHTPOAS (Hag3opa);

- haMnans, UMs, 0THECTBO M AOJ/DKHOCTL nua (nuy), ynoJIHOMOYEHHOr0 Ha NPOBEAEHMNE MEPONPUATUSA MO
KOHTPOJILO;

- HAMMEeHOBaHWe IPUANYECKOro nua uan hamunnsg, UMs, 0T4eCTBO UHANBUAYANbHOMO NpeanpuH1UMaTens,
B OTHOLLEHWUN KOTOPbIX MPOBOAUTCA MEPONPUSATIE MO KOHTPOSIO;

- Lenn, 3a4a4un u npeaMeT NpoBOAMMOr0 MepONpPUATAS NO KOHTPOSIO;

- NPaBOBble OCHOBAHWSA NPOBEAEHNS MEPOMNPUSATIS NO KOHTPOJIIO, B TOM YMCJIE HOPMATMBHbIE MPABOBbIE
aKTbl, 0bsA3aTenbHble TpeboBaHMA KOTOPbLIX MNOANEXAT NPOBEPKE;

- AaTbl Ha4Ya/la N OKOHYaHUA MeponpuaTmna no KOHTPOJIO.

3.6.4. MeponpuaTus no KOHTPOJIO MPOBOAATCSA B CTPOrOM COOTBETCTBUMN CO CBEAEHMNAMMU, YKa3aHHLIMU B
pacnops>KeHnn (NprkKase), AOJHXKHOCTHBLIM ANLOM (nuammn), KOTOpPOe yKa3aHo B pacnopskeHun (nprkase) o
NpPoBeEHNN MEPOMNPUATUS MO KOHTPOJIO. B TOM cnyyae, ecav npy NpoBeAeHn MEPONPUATIMIA MO KOHTPOJIIO
TpebyeTcsa ocyLLeCcTBAEHNE UCCNefoBaHNA (MCNbITaHWI), aKcnepTu3, ®enepanbHas cny>kba no Haa3opy B
chepe 34paBOOXPAHEHNS N COLMANIbHOr0 pa3BUTUSA BNpaBe MPUBJIeKaTb B YCTaHOBNEHHOM NopsgKe
Hay4Hble, UHbIE OpraHmn3aLnm, Y4eHbIX 1 CneunanncTos.

MpPoLONKNTENBbHOCTb MJAHOBbLIX U BHEMAHOBbLIX MEPONPUATUA MO KOHTPOJIIO HE LO/KHA NPEBbILATb
04HOro mecsua. B ncknynTenbHblx Cy4vasx, CBA3aHHbIX C HE0OX0AMMOCTbIO NPOBEAEHNS CNeLnabHbIX
nccneaoBaHnin (MCNbITaHWA), SKCMEPTN3 CO 3HAYUTESIbHBIM 06BEMOM MEPOMNPUATUIN MO KOHTPOJIIO, Ha
OCHOBaHNM MOTMBMPOBAHHOIO NPEAIOKEHNSA OOJKHOCTHOrO NLLa, OCYLLECTBJIAIOWEr0 MepOnpuaTue no
KOHTPOJ1t0, PYKOBOAUTENEM OpraHa rocyaapCTBEHHOr0 KOHTPOAS (HaA30pa) Wan ero 3aMecTuTesieM CPokK
npoeegeHnda MeponpuaTna no KOHTPOJIIO MOXKET ObITb nponJsieH, HO He bonee yem Ha OAUH Mecqal,.

3.6.5. Mo pe3ynbTaTamM MEpPOMNPUATMSA MO KOHTPOJIO AO/DKHOCTHBIM AnuoM (nnuamn) ®egepanbHon cinyxbbl
no Haf30py B chepe 34paBOOXPAHEHNSA U COLMANBHOIO PAa3BUTKA, OCYLLECTBASIOWNM MPOBEPKY,
COCTaBNAETCS aKT B ABYX IK3eMMIsApax.

B akTe yka3blBaloTCs:

- AaTa, BpeMAa n MeCTo COCTaBJ/IeHNA aKTa,

- HaMeHOBaHWe opraHa rocyapCTBEHHOro KOHTPONA (Haa3opa);

- JaTa 1 HOMep pacnopsxeHns (NprKasa), Ha OCHOBaHMM KOTOPOro NPOBEAEHO MEPONPUATHE MO KOHTPOJIIO;
- (hamunns, UM, 0THeCTBO N AOJHKHOCTb Anua (nu1y), NPOBOAMBLLErO MEPOMPUATUE MO KOHTPOJIO;
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- HaMMEeHOBaHMe NPOBEPAEMOro IPUAMYECKOro Anua nan aMnamsa, nMs, 0T4eCTBO MHANBUAYASIbHOIO
npeanpuHuMaTens, hamMmnamsa, UMs, 0TYECTBO, AOJHKHOCTb NPeACTaBUTENS LOPUANYECKOr0 NLa UK
npeacTaBuUTeNs MHAVBUAYAJIbHOrO NpeanpuHMMaTEeNs, NPUCYTCTBOBABLUMX NPU NPOBEAEHNN MEPONPUATUS
Mo KOHTPOJIO;

- naTa, BpeMs 1 MecTo NpoBeAeHns MEPONPUATIS MO KOHTPOIO;

- CBeLEHUS O pe3ybTaTax MeponpuAaTUS MO KOHTPOJIO, B TOM YUCJIE O BbISBJIEHHbIX HapyLleHWsX, 06 nx
XapakTepe, 0 nLax, Ha KOTOPbIX BO3/1araeTcs OTBETCTBEHHOCTb 3@ COBEPLUEHME STUX HaPYLLUEHWN;

- cBegeHns 06 03HaKOMIeHUN uam 06 OTKa3e B 03HAaKOMJIEHMW C aKTOM NpeacTaBuUTesNs lopMaNYeCcKoro
JiMua UM NHANBMAYaAbHOro NPeanpUHUMaTENS, a TakXXe 1L, NPUCYTCTBOBABLUMX MPK NPOBEAEHNN
MeponpuATHA NO KOHTPOJIO, UX MOANUCK UAN OTKAa3 OT NOANUCK;

- NOANNCb AO/MKHOCTHOMO Anua (nuy), OCyLLEeCTBUBLLEr0 MeponpuaTE No KOHTPOJIIO.

K akTy npunaratoTcs akTbl 06 oT6ope obpasuos (npob) npoaykuun, obcnenoBaHny 06bEKTOB OKpYyXKatoLLen
cpenbl, NPOTOKOJbI (3aKJIH0YEHUS) NPOBEAEHHbIX NCCNenoBaHWUA (MCNbITAHWMIA) K 3KCNepTU3, 06bACHEHNS
JAOMMKHOCTHbBIX UL, OPraHoB rocyAapCTBEHHOr0 KOHTPONS (Haa3opa), paboTHMKOB, Ha KOTOPbIX
BO3J1araeTcs OTBETCTBEHHOCTb 3a HapyleHuns oba3aTesnbHbiX TpeboBaHWi, U Apyrne 4OKYMEHTbl UAN NX
KOMUK, CBA3aHHbIE C pe3y/ibTaTaMn MEPONPUSATUS MO KOHTPOJILO.

OavH 3K3eMNAap akTa C KONUAMMK NMPUN0XKEHWUI BPy4YaeTCs PYKOBOAMTENIO IOPMANYECKOr0 AnLa UK ero
3aMeCcTUTENIO N MHAMBUAYAJIbHOMY NPeANPUHUMATESTI0 WK UX NPEeACTaBMTENAM N0 Pacnucky mbo
HanpaB/iIAeTCs NOCPeACTBOM NMOYTOBOW CBA3N C yBEAOMJIEHNEM O BPYYEHMMN, KOTOPOE NpuoblLiaeTcs K
3K3eMMNAsApyY akTa, ocTatowemycs B 6a3e JaHHbIX BblAAaHHbIX Pa3peLleHNn Ha MPUMEHEeHNEe HOBbIX
MeONLNHCKNX TEXHOIOT A,

B cnyyae BbISIBNIEHMA B pe3yibTaTe MEpPONpuUATHA N0 KOHTPOJIIO aAMUHUCTPATUBHOMO NMpaBoHapyLLeHNs
LOJDKHOCTHBIM nuoM deaepanbHon cnyXbel Mo Ha30py B Chepe 34paBOOXPAHEHNS Y COLMANBHOMO
pa3BunTus (ynpasneHuns Poc3gpaBHag3opa no cybbekTy Poccuiickon depepaunn) COCTaBasSeTCA NPOTOKO B
nopsiike, yCTaHOB/IEHHOM 3aKOHOAATENbCTBOM Poccuinckon ®enepaumm 06 aAMUHUCTPATUBHBIX
npaBoHapyLIEHMAX, U AaOTCA NpeanmcaHns 06 ycTpaHeHnn BbISIBAEHHbIX HApYLLEHWUA. MPoTOKON, aKT
npoBepKku 1 npeanucaHus npmobwatoTcs K 6a3e AaHHbIX BblAAHHbLIX Pa3peLleHnin Ha MPUMEHEHNe HOBbIX
MeONLNHCKUX TEXHOOT A,

3.6.6. Opuamnyeckue nuua (MHOMBMAYaNbHbIE NPeanpUHMMATENN) BEAYT XKYpHas y4eTa MeponpuaTuin no
KOHTPOJItO.

3.7. AGDMUHUCTpaTMBHasA npoueaypa "BeneHne 6a3bl AaHHbIX BblAAaHHbIX Pa3peLleHNin Ha NpUMeHeHne
HOBbIX MEANLNHCKNX TEXHOJIOMNA" OCYLLLECTBASETCA B CBA3M C BbIMNOJHEHNEM aAMNHNCTPATUBHbIX
npouenyp "PaccMoTpeHne fOKYMEHTOB U NPUHATUE PELLEHNS O Bblavye pa3pelleHns Ha NpuMeHeHne
HOBOW MeAMLMHCKOWN TexHonorun", "BHeceHne n3MeHeHnn B pa3peLleHne Ha NPpMMeHeHe HOBOW
MeONLUHCKON TexHonornn", "PaccMoTpeHmne hakToB U 06CTOATENLCTB, CO34alOLWMNX YIPo3y A8 XKU3HU 1
3[,0pOBbSA N0AEN NPU NPUMEHEHNN Pa3peLleHHbIX HOBbIX MeANLUHCKMX TexHoaornn" n "OcyliecTeneHne
KOHTPOS 33 MNOPAAKOM MPOBEAEHUS KIMHNYECKMX N BMOMEANLMHCKNX NCCNeN0BaHWUA HOBOW MeANLVMHCKON
TEXHOJIOrW, @ TaKXXe ee NCMNob30BaHNeM" HacTosALLEro PerfaMmeHTa B COOTBETCTBUM C HKECIeAYOLWUM
NnopsaKoM (Cxema oCyLecTBAEHNSA aAMUHUCTPATUBHOM NpoLeaypbl NpMBedeHa B NPUAOXKeHUN 7):

3.7.1. OnekTpoHHasa 6a3a AaHHbIX BblAAHHbIX PAa3pPEeLLUEHUI Ha MPUMEHEHNE HOBbIX MEANLIMHCKMX
TEXHOJIOrniA BeAEeTCS B 0TAESE, OCYLLECTBAAOLWEM BblAavy pa3peLlleHnin Ha NPUMEHEHMNE HOBbIX
MeLNLMHCKNX TexHonorun deaepanbHon cinyxobbl Mo Hag30py B chepe 34PaBOOXPaHEHNS 1 COLNANLHOMO
pa3BuUTUSA, N BKOYaeT B cebs cnenytouime CBEAEHUS:

- HAMEHOBAHNE HOBOW MEeAVLIMHCKOW TEeXHONOrnK;

- @HHOTaUMNIO HOBON MELAUNLMHCKON TEXHONOr K,

- HAMMEHOBaHWE N OpraHn3aLMOHHO-NPaBOBYIO opMy MBO hamMuanto, UMS, 0TYECTBO (MO NPUMEHMUMOCTK)
1 appeca opraHusaumm-paspaboTymka, aBTopa HOBOM MEANLNHCKON TEXHOJIOMMW U AL, Ha MMS KOTOPbIX
BbIAAETCSA pa3peLleHne Ha NpUMeHEeHNe HOBON MeANLNHCKON TEXHONOM K,

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 151318



- KNacc NOTeHUMAaNbHOr0 pucka NpuMeHeHns HOBON MeANLMHCKON TEXHOIOMNN;

- PEKBU3UTLI paspeLleHns Ha NPMMEHEHNE HOBOWN MEeAUNLIMHCKON TEXHOI0T K,

- OCHOBAHUSA 1 CPOK NPUOCTAHOBEHNS OENCTBMA PELUEHMNA O BblAayve pa3peLlleHns Ha NpMMeHeHe HOBOW
MegMLUNHCKOWM TEXHOOMUN;

- OCHOBAHWeE 1 JaTy 0T3blBa Pa3peLlleHns 0 NPUMEHEHUN HOBON MeAMNLIMHCKOWM TEXHOJIOTUN.

3.7.2. B TeyeHune 2 pabouunx AHeln C 4aTbl NOCTYMNAEHNS COOTBETCTBYIOLWINX CBEAEHUIN HAYalbHUK OTAeNa,
OCYLLeCTBAOLWEr0 BblAayy pa3peLlleHnin Ha NPUMEHEHNE HOBbIX MEAULNHCKNX TEXHOMOMMIA, UAN NLO, UM
Ha3Ha4yeHHoe (OTBETCTBEHHbIN UCMOJIHUTENb), BBOAUT UX B 31EKTPOHHYI0 6a3y AaHHbIX BblAaHHbIX
pa3speLleHnii 1 apxmBupyeT ee.

3.7.3. OcHOBaHMEM BeAeHNS 3NeKTPOHHOM 6a3bl AaHHbLIX BblAaHHbIX pa3peLwleHnii Ha NPUMEHEHNe HOBbIX
MeLMNLMHCKNX TEXHONOMNIA ABNAIOTCA LOKYMEHTbI, KOTOPbIE NPEeACTaBAAT Cob0 apXuB Ha ByMarkHbIX
HOCUTENAX 1 BKOYalOT B cebsa cnenyowme AOKYMEHTbI UK UX KOMWK:

3a5BIEHUSA N OOKYMEHTbI, MpeAcTaBAeHHbIe 418 NONYyYeHNs paspeLlleHns Ha NpruMeHeHne HOBbIX
MeOMNLUNHCKNX TEXHONOMUIA, S8 BHECEHNS U3MEHEHUI B BblAAHHbLIE Pa3peLleHns, JOKYMEHTbI, CBA3aHHbIE C
npoBefeHNEM MepPONPUSATUIA MO KOHTPOO cobntoaeHmsa TpeboBaHMn 3aKoHOAaTENbCTBa Poccuinckon
depepaumm Npu NPOBEAEHUN KINHUYECKMNX 1 BMOMEANLNHCKUX NCCIeI0BaHMNIA HOBOW MeANLIMHCKON
TEXHONOMMNN, @ TaKXXe ee UCMOoJb30BaHNeM, MPUOCTAHOBJIEHMEM PeLLEeHNS O Bblaye paspeLleHns Ha
nNpYMeHeHne HOBON MeANLNHCKON TEXHONOM W, OT3bIBOM Pa3peLLleHNn Ha MPMMEHEHNE HOBbIX
MeONLUHCKUX TEXHOIOT NI,

YKa3aHHble OKYMeHTbl XxpaHaTca B PefepanscHon cayxbe no Hag3opy B chepe 34paBOOXPaHEHNS 1
COLMabHOr0 pa3BuTUS.

3.7.4. Ha opuumansHom NHTepHeT-canTe: www.roszdravnadzor.ru B OTKpbITOM 4OCTYMNe OOJKHbI
pa3MeLLaTbCs U eXXeMeCAYHO 0OHOBNATLCA CIeAyIoLMe CBEAEHNS U3 INEKTPOHHON 6a3bl AaHHbIX
BblAAHHbIX Pa3peLLleHUn Ha MPUMEHEHNE HOBbIX MEANLNHCKMNX TEXHOOTUNA:

- HaMMeHOBaHWe, OpraHN3aLOHHO-NPaBoBasn opMa N MECTOHAXOXAEHWE JINL, Ha UMS KOTOPbIX BblAaHO
paspelleHne Ha NpUMEHEHNE HOBOWM MEANLMHCKON TEXHOOrNK;

- HOMep pa3peLleHna Ha MPUMEHEeHE HOBOW MeANLIMHCKON TEXHO0rUuK;

- CBELleHNSs 0 NPUOCTAHOBIEHNW PELLUEHUI O BblAa4e pa3peLleHns Ha NpUMeHeHne HOBOM MeaULMHCKON
TexHosiornm n 06 0T3biBE pa3peLleHuit.

3.7.5. KoHTponb BeaeHns 6a3bl JaHHbIX BblAaHHbIX Pa3peLlleHnin Ha NPUMEHEHNE HOBbIX MeANLIMHCKNX
TEXHOJIOrNA OCYLLECTBASET HavalbHUK OTAesa, OCYLLECTBASIOWEr0 BblAavy pa3peLlleHnin Ha NpMMeHeHmne
HOBbIX MEANLMHCKNX TEXHOOTUNA.

MpunoxeHue 3
K ALMWHUCTPATUBHOMY pernameHTy
CTPYKTY P A N310KEeHNS MEAULNHCKON TEXHONOM UK
CTpyKTypa U3M0XEHNS HOBON MeAULIMHCKOW TexHoorum (MT) +
--—-+ |TUTYJIbHbIN JINCT |MonHoe HanMeHoBaHWe 3assuTens (c| | [ykasaHnem BeiOMCTBEHHON
npuHagaexHocTu| | [(npy Hanm4mum), HUXe - tpuandecknin agpec);| | |HazsaHue MT (Mo LEeHTPY TUTYbHOMO
nucta);| | |[nof HasBaHmeM MT B Kpyribix CKobKax - BUA| | |[BOKyMeHTa (MeQULUHCKAa TEXHONOMNS) | 4--------
+ | |OBPATHAA CTOPOHA |AHHOTaLmMsA: KpaTKoe onucaHue MT,|
|[TUTYNBHOI O JINCTA |mHbopMaumsa o Hambonee 3Ha4ymMblX| | [npemmyiecTBax MT (He 6onee 10-15
CTPOK);| | [nepeyeHb Bpayen-cneumnannucToB, KOTOpLIM| | [aapecoBaHa AaHHas MT, n TpeboBaHus K ux| |
|KBanMgukauun, nonofHMTENbHON| | |cneumanu3aunm (Npu HeobxoammocTn);| | |pekoMeHayeMbIi

ypoBeHb/MacwTab| | [ncnonb3osaHnsa MT. Mpu Haanymm naTeHTHON| | [3awWwmnTel: HOMep, Ha3BaHWe, aaTa
Bblfayu| | |aOKyMeHTa, naTeHToobNafaTenb/3aaBuTenNb,| | |paspaboTyuk/copaspaboTynkn (npyn Hanuymnm);| |
|aBTOpbl MT; yKa3zaHue opraHunsaumu| | |[(opraHusaumin), Ha KoTopyto(ble) BblAaeTCs| | |pa3peLleHne Ha
NpUMeHeHne HOBOW| | [MeaMUMHCKON TexHoorum | + + |
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|Pasgnensl onucaHma |CofepxxaHue pasfenos onUcaHns MeauUnHCKON| [MeAULMHCKON TEXHOIOM MK
|TexHonorum | + + | IBBEOEHWE |Conep>XnT BBOAHYIO
nHpopMauuto no pewwaemoin| | |npobneme; ceepeHns 06 ncnonb3yemeix| | [aHanormyHbix MT (Npu Haanyum),
Hay4Hoe| | [obocHOBaHME MeXaHN3MOB 1 CYLLHOCTH| | |AencTBMA HacToawen MT, npumeHeHnn MT 3a| |
|[py6exom (o ccbiikaMu Ha MCTOYHUKM| | [UHGbOpMaLUK); MOXKET BKJIOYaTb 04epyeHHbIn| | |[Kpyr npobnem,
KOTOpble MO3BONUT pPeLwnTb| | |BHeApeHne gaHHon MT B npakTu4yeckoe| | |3apaBoOXpaHeHne | +-----------------

+ | [INTOKA3AHNSA K |MepeyeHsb (Mo nyHkTaM) 3abonesaHui, |
[MCMOIb30BAHNIO HOBOW |cMMATOMOB, COCTOSHIUI OpraHn3Ma Yyesnoseka,| [MEANLMHCKOM TEXHOJIOT K
|KAMHUYECKMX CUTYyaLMi, MPU KOTOPbIX| | [MOKa3aHo NnpuMeHeHne gaHHon MT | + +

| [MPOTWNBOMNOKA3AHUSA |MepeyeHb (Mo NyHKTaM) OTHOCUTENbHbIX Y| |K
NCNOIb30BAHNIO HOBOW |abcontoTHbIX NpoTuBonokasaHui K| [MEAULNHCKOWM TEXHONOT KA
|[ncnonb3oBaHuio gaHHon MT. Ons| | |anarHocTnyeckux MT npoTMBOMOKasaHusMu| | |aBnaoTcs
3aboneBaHns, CUMNTOMbI, COCTOSHWSA| | |[opraHn3mMa 4YenoBeka, KAnHUYeckne cutyauun,| | |cHuxatowme
TOYHOCTb W YYBCTBMTENLHOCTb MT,| | [nOBbILWatOWME BEPOATHOCTL NOAYYEHUS| | |[10XKHOMONOXKNTENBHbBIX
n/vnu| | |NoXXHoOTpULaTeNbHbIX pe3ybTaTos | + + |
[MATEPUAJIbHO-TEXHWUYECKOE|MepeyeHb NCnonb3yeMblx Ans ocyliecTsneHus| |OBECMEYEHVE HOBOW
|MeanUMHCKON TEXHONOr K NEKAPCTBEHHbIX| |ME,£I,VILI,I/IHCKOI7I TEXHOJIOTUW |cpencTs, n3penun
MeOMLUNHCKOro Ha3HayveHus| | (v ap. CpeacTs (C yka3aHneM HoMmepa| | [rocyaapCTBEHHOW perncTpaunm nim
NHOTO| | |pa3peLnTensHOro AOKYMEHTa,| | |opraHM3aumnm-n3rotToBuTens, | | [cTpaHel-npomssoautens). Bee|
| |3apenicTBoBaHHbIE B MT cpencTBa A0JKHBI ObITh| | |pa3peLleHbl K MpUMEHEHUI0 B MeAULIMHCKON| |
|mpakTrke Ha TeppuTopun Poccunckon| | [Pepepauny B yCTaHOBAEHHOM nopsaake | + +

| |ONUCAHWE HOBOW |CopepxuT noapobHo onncsisaemyto| [MEQULINHCKON
TEXHOJIOT W |nocnenoBaTebHOCTb OCYLLeCTBAEHUS| | [MeAULMHCKON TEXHOSIOMUN; MOXKET COCTOATb M3| |
|[noapasnenos. Mpu HeO6XOAMMOCTU -| | |[COMPOBOXAEHMWE OnMcaHus cxemamu,| | [hoTorpaduamm,
pucyHkamu, Tabnuuamuy,| | [rpacdmkaMmn, KIMHUYECKUMU NpUMepaMmn u ap.,| | [obneryatowmmm
NpakTnyYeckoe NCcnonb3oBaHue| | |npeanaraemont MT (BOKHbI 6bITb CChIIKK MO| | [TEKCTY Ha
COOTBETCTBYOLWME npunoxeHus K| | |MT). OnucaHne Takxe BKAOYaeT onTUMasbHble| | [KpuTepum no
WUHTeprnpeTaLmmn pe3ynbTaToB 1| | [oLeHKe Nosy4YeHHOro BpavyoM KJIMHMYeCKoro| | |[adhdekTa npu

MCnoJsib30BaHWK faHHon MT B| | [MpakTuyeckon fesTenbHoCcTH | + +

------- | [BO3MOXXHbIE OCJTOXXHEHUSA U |MepeyeHb BO3MOXHbIX 0CI0XHeHUR npu| [CMOCOB UX
YCTPAHEHWS |ucnonb3oBanum MT, Mepbl Mo NpounakTuKe| | |0CN0XHEHU, TaKTUKa Bpada npu ux| |
|BO3HMKHOBEHWW. NS AMArHOCTUYECKUX| | [TEXHONOMMIA - Mepbl MO NPefoTBPaLLeHNUIo| | |BepOATHBIX
NOXKHOMOJIOXKUTENbHbIX W/UAKW| | |N0XXHOOTpULATENbHbLIX pe3ynbTaTos | + +

—————————————————— | POPEKTUBHOCTD [CopepXuUT AaHHble 0 KonanyecTse kanHudeckux| [MCNOJIb30BAHUA
HOBOW |HabnoaeHnii ¢ KpaTKoi xapakTepucTukon| [MEAULIMHCKOW TEXHOJIOT NN |obcneayembix rpynn
(no mony, Bo3pacTy,| | |[HO3050rMK 1 Ap.), pe3ynbTaThl| | [cTaTUCTUYeckon 06paboTKM NonyyYeHHbIX| |
|BaHHbIX, NOATBEPXKAAOLWNX MEANKO-COLMANBHYIO| | [3(PEeKTUBHOCTL NO MCNOJIb30BAHHBIM| |
|pa3paboTymkom KpuTepumam (HanpumMep,| | |[BbI3ZOPOBAEHNE, MPOAO/IKUTENLHOCTL U| | [KQYeCTBO XKN3HU,
4acTOTy BO3HUKHOBEHWUS| | |0TAANE€HHbIX OCNOXXHEHUI - ANna nevyebHbix MT;| | [BAnaHMe Ha cTeneHb
TPYLOBOWN, MEAULIMHCKOW| | |1 coumanbHon peabunntaunm,| | [TpoLOIKMTENBHOCTb XN3HN 6e3 peunanBos, |
| |[anMTensHOCTh peabunnTaLMoHHOro Neproaa,| | |[uHBanmamsaumio n ap. - and| | |peabunmtaynoHHbix MT;
TOYHOCTb,| | |cNeunduyHOCTb, YyBCTBUTENBHOCTb W AP. -| | |B1s AnarHocTudecknx MT), oLeHeHHY1o| |
|3KOHOMUYECKYI0 3DEKTUBHOCTD (BAUSHME HA| | [KONMYECTBO KOMKO-AHERN, CTOMMOCTb| | |AMarHOCTUKM
NneyeHnsa n ap.), npemmyLlecTsal | |[nepes cyLLecTBYOLWUMY aHanornyHsiMu MT | + +

| [ICMNCOK NNATEPATYPBI |CAnCOK MCNONb3YyeMbIX UCTOYHUKOB B Nopsake| | [ux
yrnoMuHaHus B Tekcte MT (obbem He Bonee| | |1 cTpaHuubl) | + +

---| |[MPUNTOXKEHUNSA |CxeMmsl, hoTorpatmm, pucyHkn, Tabnuubl,| | [rpadukmn, KNMHNYECKne NpUMepb,
obneryatowme| | [npakTU4eCKOE UCNONb30BaHMe npeanaraemMon| | [MT, pacnonaratoTca n HYMepylTCs B
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nopsake| | [ux ynomuHaHus B Tekcte MT | + +
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