3apeructpmposaHo B MuHtocte PO 30 Hoabps 2006 r. N 8542

MWHUCTEPCTBO 3/JPABOOXPAHEHUA U COLMANBHOIO PA3BUTUA
POCCUINCKOMN DEOQEPALIUN

NPUKA3
ot 30 oKTAbpa 2006 r. N 735

Ob YTBEPKAEHUUN AODMUHUCTPATUBHOIO PET/TAMEHTA
®EOEPA/IBHOW CNYKBbl NO HAA3OPY B COEPE 3PABOOXPAHEHMA
U COLIMAIBHOTO PA3BUTMA NO UCNONHEHUIO FOCYAAPCTBEHHOW

®YHKLWKU NO PETUCTPALUU U3AENUIA MEAULIMHCKOIO HASHAYEHUA

B cooTtBeTcTBMM C NocTaHoBAeHMeM lMNpasutensbcTea Poccninckoit Pepepaunm ot 11 Hoabpa 2005 .
N 679 "O nopsagKe pa3paboTKM U yTBEPKAEHMA ALMMHUCTPATUBHBLIX PErNaMEHTOB WCMNOHEHUS
rocyapCTBeHHbIX GYHKUMIA U afAMUHUCTPATUBHBIX PEr1aMeHTOB MNPeAoCTaBNEHUA TOCYAAPCTBEHHbIX
ycnyr" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit deaepaumm, 2005, N 47, c1. 4933) n NonoxkeHnem o
MuHKCTEpPCTBE 34paBOOXPAHEHMA U COLMANbHOrO passuTmna Poccuiickolit Pepepaumnm, yTBepKAEHHbIM
MoctaHoBneHuem Mpasutenncrea Poccuitickot Pegepaumnm ot 30 nroHA 2004 r. N 321 "0O6 yTBepKaeHUU
MonoxeHna o MuHUCTepCTBE 34pPaBOOXPAHEHUA M coumanbHOro passutua Poccuitckon ®epepaumn”
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoli degepaumm, 2004, N 28, cT. 2898; 2005, N 2, cT. 162; 2006,
N 19, cT. 2080), npunKasbiBalo:

1. YTBepauTb Npuaaraembli AGMUHUCTPATUBHbLIN pernameHT PesepanbHon cny»Kbbl No Haa3opy B
chepe 34paBOOXPaHEHMA U COLMANBHOIO Pa3BUTUA MO MCMOSHEHUIO FOCYAAPCTBEHHON GYHKUMKM MO
pervcTpaummn nsaennii MeguLumMHCKOro HasHavyeHus.

2. depepanbHol cnyxkbe No Haa3opy B chepe 34paBOOXPAHEHUA U coumanbHOro passuTua (P.Y.
Xabpues) obecneunTb NpoBefeHUE PerncTpaLmm Ugenmii MeauuUMHCKOro HasHaYeHMs B COOTBETCTBUM
C ALMWHUCTPATMBHbIM pPeriaMeHToOM, YTBEPXKAEHHbIM HacToAWwMM NpuKasom.

3. MpwusHatb yTpatuBwumu cuay [MpuKasbl MuHUCTEpcTBaA 34paBooxpaHeHUs Poccuitckoit
Pepepaumm ot 2 iona 1999 r. N 274 "O nopsake perncTpaunm nsgennin meguumMHCKoro HasHavyeHma u
MeAMLMHCKOWM TEXHUKN OTEYeCTBEHHOro npou3BoacTBa B Poccuiickoin depepauunn” (3apervctpuposaH
MwuHioctom Poccum 10 Hosbpa 1999 r. N 1970), ot 10 maa 2000 r. N 156 "O paspeweHun Ha
NPUMeHEeHWe B MEAMLMHCKUX Uenax M3gennin mMeguuMHCKOro HasHayeHuAa U MeaMLMHCKON TeXHWUKK
OTEeYEeCTBEHHOTO UM 3apybexkHoro npoussBoacTBa B Poccuiickon ®depepaunn”  (3apervctpuposaH
MwuHioctom Poccum 3 mniona 2000 r. N 2297), ot 29 uioHa 2000 r. N 237 "O6 yTBepaeHun VHCTpYKLmMM
06 opraHuMsauumn U nopaaKe NPoBefeHWA TroCyAapPCTBEHHOW pPerncTpaumm usaennii MeauumHCKoro
HasHaYeHMA M MeaULMHCKOM TEeXHWKM 3apybexHoro npousBoacTBa B Poccuitickolt depepaumm”
(3apernctpupoBaH MuHioctom Poccum 26 miona 2000 r. N 2326) v ot 13 gekabpa 2001 r. N 444 "O
CPOKax [OeNCcTBMA PerncTpauMoHHbIX YAOCTOBEPEHUM HA M3LeNnA MefULMHCKOrO Ha3Ha4yeHuA W
MeANUMHCKON TeXHUKN" (3aperncTpmupoBaH MuHiocTtom Poccum 21 despansa 2002 r. N 3263).

4. KoHTposb 3a ucrnosiHeHMem Hactoswero [puKasa BO3N0XUTb Ha 3amectutena MuHucTpa
34 paBOOXPaHEHMsA 1 coumanbHoro pas3sutma Poccuiickon Pepepauunm B.U. Crapoaybosa.

MwuHucTp
M.H0.3YPAEOB

YTBepKaeH
Mpnkaszom MunHuctepcraa
34paBOOXpaHEeHMA



W COLMaNbHOTO Pa3BUTUSA
Poccuiickon degepauymm
oT 30 okTabps 2006 r. N 735

ALMWHUCTPATUBHbIA PETTAMEHT
®EOEPA/IbHOW CNYXKBbl NO HAA3O0PY B COEPE 34PABOOXPAHEHUA
U COLIMANIBHOTO PA3BUTMA NO UCNONHEHUIO FOCYAAPCTBEHHOW
®YHKLWKU NO PETUCTPALUU U3AENUIA MEAULIMHCKOIO HASHAYEHUA

[. Obuwme nonoxeHus

1.1. ApMUHUCTPaATMBHbIA pernameHT PepgepanbHon caybbl no  Hag3opy B cohepe
30,paBOOXPAaHEHNA W COLMANBHOIO pPasBUTUA MO WCMNOJHEHUIO TOCYAAPCTBEHHOW QYHKLMM MO
pernucTpauun usaennini MeauuMHCKOro HasHadeHus (ganee - PernameHT) pa3paboTaH Ha OCHOBe YacTeit
11 n 12 cratbn 5 OcHoB 3aKoHoAaTenbcTBa Poccuitickoit Pepepaunm 06 oxpaHe 340pOBbA rpaxkaaH
(yTBepskaeHHbIX BepxoBHbiMm CoBeTom Poccuiickoli depepaumm 22.07.1993 N 5487-1) (BepomocTtu
Cbespga HapogHbIx genytatos Poccuiickoih ®epepaumm n BepxosHoro CoseTa Poccuiickont ®epepaumm,
1993, N 33, ct. 1318), B cooTBeTcTBUM C [NocTaHOBNeHMeM MpaButenbctBa Poccuitickon Pepepaymm ot
11.11.2005 N 679 "O nopagke paspaboTKM M yTBEPKAEHWUS ALMMHUCTPATUBHbLIX PErn1ameHTOB
WUCNONIHEHUA TOCY[APCTBEHHbLIX QYHKUMIA M aAMUHUCTPATUBHBIX PErnameHToOB NpeaoCTaBAeHUs
rocyaapcreHHbIx yenyr" (CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepaumm, 21.11.2005, N 47, cT.
4933) 1 B npeaenax NoJHOMOYMUI, yCTaHOBAEHHbIX MonoxkeHnem o eaepanbHoit cny:kbe no Hag3opy B
chepe 34paBOOXpPaHEHMA M COLMANBHOIO Pas3BUTKA, YTBEPKAEHHbIM [ocTaHoBAeHMeM [paBuTenbCTBa
Poccuitickont depepaumm ot 30.06.2004 N 323 (CobpaHue 3akoHoaaTenbcTBa Poccuitickon depepaumm,
2004, N 28, cT. 2900).

1.2. Peructpauma vM3gennin MeguuMHCKOro HasHadyeHua npeacraBnaser coboi rocynapCTBEHHYHO
KOHTPO/IbHO-HaA30pHYO GYyHKUMIO, ucnonHaemyto PepepanbHoit caykboil no Hapsopy B chepe
34,paBOOXPAHEHMA N COLMANBHOMO Pa3BUTUA C LLeblO A0NYCKA M3LeNA MeAULMHCKOrO HasHa4YeHusa K
Npou3BOACTBY, UMMOPTY, NPOAaXKe U MPUMEHEHUIO HA TeppuTopun Poccninickon Pepepaumu.

1.3. Peructpauum noajexkat BCe M34eIMA MeOMLMHCKOrO HasHayeHudA, npegnosaraembie K
MeANUMHCKOMY NPUMEHEHUI0 Ha TeppuTopum Poccuiickoit ®epepaumm 1 BKAOYalowme B ceba
npunbopbl, annapaTbl, UHCTPYMEHTbI, YCTPOACTBA, KOMMAEKTbI, KOMMJIEKCbI, CUCTEMbI C MPOrPaMMHbIMM
cpeactBamu,  obopypoBaHue,  npucnocobneHns,  nepeBA30YHble WM LIOBHbIE  CPeACTBa,
CTOMaTONOTNYEeCcKMe maTtepuanbl, Habopbl peareHTOB, KOHTPO/IbHble MaTepuanbl U CTaHOAPTHblE
o6pa3ubl, KanubpaTopbl, pacxodHble MmaTepuanbl ANA aHAAM3aTOPOB, M3LENNA U3 NOAUMEPHDIX,
pPe3nHOBbIX M UHbIX MaTepManos, NporpammHoe obecneyeHune, KOTopble NPUMEHAIOT B MeAULIMHCKUX
LenAx no oTAeNbHOCTU AU B COMETAaHUUN MeXKAY CO6OoM 1 KOTOopble NpeAHa3HaYeHbl ANA:

- NPOPUAAKTUKM, AMATHOCTUKK (in vitro), neyeHus 3abonesBaHwii, peabuautaumu, nposeseHuUs
MeANUMHCKUX Npoueayp, UccaefoBaHUi MegULMHCKOTO XapakTepa, 3aMeHbl U MmoguduKauumn vactei
TKaHelW, OpraHOB 4YenoBeKa, BOCCTAHOB/IEHUA WAM KOMMEHCALUW HAPYLUEHHbIX WM YyTPauyeHHbIX
dumsmnonornyecknx pyHKUMM, KOHTPOA Hag 3a4aTUEM;

- BO34,eMCTBMA Ha OpraHM3m 4esioBeKka Takum 0bpasom, 4YTo Mx GyHKLMOHANbHOE Ha3HAYeHUe He
peanusyetca nNytem XMmU4Yeckoro, GapmaKoaormyeckoro, MMMYHOIOrMYECKOro Man metabonnyeckoro
B3aMMOAENCTBMNA C OPraHM3MOM YesloBEKA, OA4HAKO cnocob AeCTBUA KOTOPbIX MOXET NOAAEePHKMBATLCA
TaKUMU CpeacTBaMM.

1.4. Peructpauma nsgenva mMeguuUMHCKOro HasHayYeHUA OCYLLEeCTBAETCA Ha MMA IOPULUYECKOTO
VLA AN UHAMBMAYANbHOTO NPeAnpPUHUMATENA, YKa3biBAEMOTrO B 3aAB/IEHUMN O PErncTpaumu.

1.5. Mpu ocywecTtBNEHUN TOCYJAPCTBEHHOW PErUCTPALMM K POCCUMCKMM U 3apyberkHbiM
n3genMaAmM MeAMUMHCKOro HasHa4YeH A NPeabABAAIOTCA OAMHAKOBble TpeboBaHuA.

1.6. HeoTbemnemon 4acTblo perucTpauum u3gennini MeguUMHCKOro HasHayYeHuAa ABAAETCA WX
KnaccudumKaLma B 3aBUCUMOCTU OT CTENEHWN NOTEHLMANBHOIO PUCKA NPUMEHEHMA B MEAMULMHCKUX LEeNsax
Nno YeTblpem Kaaccam:

- Knacc 3 - u3genuns megMLUMHCKOro HasHauYeHUA C BbICOKOM CTENEHbIO PUCKa;

- Knacc 26 - u3gennsa MeAMUMHCKOro HasHa4YeHMA C NOBbILEHHON CTENEHbIO PUCKA;



- KNacc 2a - u3gennsa MmeguunHCKOro HasHavyeHumaA Co cpeaHen CTENEeHb0 PUCKa;

- Knacc 1 - nsgenma meamnuMHCKOro HasHauYeHMs C HU3KOWM CTEMEHbIO PUCKa.

N3pgenva MeAMUMHCKOrO HasHayeHuda, sABAAlowWMeca Habopamu AuMarHocTukM (in vitro),
KnaccuduumpytoTes cneayrowmm obpasom:

- Knacc 3 1 Kknacc 26 BKAOYAIOT B ceba ANMArHOCTMKYMbI Ans onpeaeneHuns BUY-1/BUNY-2, HTLV |,
HTLV 1l, renatuta B, C and D, KpacHyxu, Tokconaasmosa, CMV, xnammamnosa, HLA DR, A and B, PSA,
rNOKO3bl KPOBM (CaMOANArHOCTMKa), pUCKa HaiMumns Tpucommm 21;

- Knacc 2a BK/Ato4aeT B cebs ANMArHOCTUKYMbI A1 CAMOCTOATE/IbHOIO MCMO/b30BAHMA KOHEYHbIM
nortpebutenem;

- Knacc 1 Bkato4aeT B cebA Bce Npoyme ANarHoCTMKyMmbl (in vitro).

1.7. Peructpauma ocywecteasetcs ®PepgepanbHon cayxkboh no Hagsopy B coepe
34paBOOXPaHEHMA M COLMANBbHOIO Pa3BMUTUSA HA OCHOBAHWM PE3y/IbTAaTOB COOTBETCTBYHOLLMX UCMbITAHUM
M OLEHOK, MOATBEPKAAIOLMX KauyecTBO, 3G PEKTUBHOCTb M H€30MaCHOCTb NU3AENNN.

MpW OCyWEecTBNEHUN PErnCTpauun U3LEenMa  MeaUUMHCKOro HasHadyeHuns 3¢pPeKTUBHOCTb
YCTaHaB/AMBAETCA KaK CTeneHb AOCTUXNEHWUA U34eMeM MeAMUMHCKOrO HasHayeHus Lenen cBoero
npegHasHA4YeHHOro  UCNo/Ib30BaHMA; 6e30NacHOCTb  XapaKTepusyeTcad  COOTHOLWEHWMEM  PUCKa
npuYmnHeHus yuwepba naumeHTy, nepcoHany, obopyaoBaHWIO WAW OKPYyXKatowelh cpege npu ero
NPaBUAbHOM MPUMEHEHMM W 3HAYMMOCTM LEAWN, Paan KOTOPOM OHO NPUMEHSETCA; KayYecTBO
onpegensieTcA Mo COOTBETCTBUIO (AKTUYECKMX CBOWMCTB WM34enns MeAMLMHCKOrO HasHayeHwus
TpeboBaHMAM HOPMATUBHOIO AOKYMEHTA.

N3penna MeauUMHCKOTO HasHavyeHMa 1 w23 KNAccoB, KOTOpble  BOCMPOU3BOAAT
3aperncTpmpoBaHHbIi Ha TepputTopumn Poccuiickoit ®easepaunm aHanor (noboe nsgenne MeanLMHCKOro
HasHauyeHusa, ntoboro npousBoamUTENsi, OTHOCAWEECA K TOMY *Ke Kjaccy NOTEHUMANbHOro PUCKa,
npuMeHsiemMoe TeMK e crnocobamu (meTtogamu) M obnagatolee TEMU Ke XapaKTepUCTUKamu
3G bEKTUBHOCTHM), PErucTPUPYIOTCA Ha  OCHOBaHWWM  AOKYMEHTa, COCTaB/JIEHHOrO  3aABUTE/IEM,
noATBEPKAAIOWEro OTCYTCTBME OT/IMUYMIA OT TaKOro aHasora (3KBMBA/NIEHTHOCTb aHanory) WM Ha
OCHOBAaHMW  aKTOB  TEXHUYECKUX  MCMbITAHWI, OLEHKM  6e30MacHOCTM,  MNOoATBEPXKAAOLLMX
HEeCYLWEeCTBEHHOCTb OT/IMYUNI PErMCTPUPYEMOTO M34enna OT aHaora (ToXAeCTBEHHOCTb aHaory).

Bce usgenns meamMUMHCKOrO HasHavyeHua 26 M 3 Knacca, a TaKXKe U3Lenns MeamLMHCKOro
HasHayeHua 1 1 2a KNaccos, He MMEoLME aHAIOorOB, 3aPErncTPMPOBaHHbIX Ha TeppuTopmun Poccminckoit
depepauunm, moryt ObiTb 3aperncTpMpoBaHbl Ha OCHOBAHMM aKTOB TEXHWYECKUX MCMbITAHWIN, OLEHKU
6e30nNacHOCTN U MeAULMHCKUX UCMbITaHWUIA, NOATBEPKAAOWMX NPUEMIEMOCTb NOKa3aTesiel KayecTsa,
3¢ PeKTMBHOCTM M 6E30MacHOCTM U3genus.

depepanbHaa caykba no Hag3opy B cdepe 34paBOOXPAHEHMA W COLMANBHONO pPasBUTUSA
OCYLLECTBASIET KOHTPO/Ib 33 MNOPSAKOM MNPOBEAEHUS MEAMUMHCKUX W MHbIX WCMAbITaHUA U3aenni
MEeLMLMHCKOrO Ha3HaYeHuA.

1.8. CBegeHMA 0 HOMepe 1 aaTte pPerncTpaumm 3genmsa meguumMHCKOro HasHauyeHma A0MKHbI 6bITb
OOCTYNHbI ANA noTpebuTtens (HaHeceHbl Ha YMaKOBKY, 3TUMKETKY, WHCTPYKUMIO MO MPUMEHEHMUIO,
PYKOBOZCTBO MO 3KCM/IyaTauuu), a TaKKe CoAeprKaTbCs Ha PeKNaMHOM NPoAYKUWMKU, NpeaHa3HaYeHHOoM’
AN KOHEeYHoro notpebutens.

1.9. MNpu MUCNONHEHUN TOCYAAPCTBEHHOM GYHKUMM MO pernucrpaumm usgenmin mMeguumMHCKOro
Ha3HAYeHMA OCYLLECTBAAIOTCA CieAyowme agMUHUCTPATUBHbIE MPoLUeaypbl:

1) paccmoTpeHue AOKYMEHTOB M MPUHATUE PELIEeHUA O perncrpauuu Msgennin MeauumMHCKOro
HasHayeHua. OcHoBaHuMe - yactn 11 n 12 ctatbmn 5 OcHOB 3aKoHoZaTeNbCTBa Poccuiickoit Pepepaumnm ob
OXpaHe 340pOBbA rpaxaaH, yTBeprKaeHHbIX BepxosHbim CoBeTom Poccuiickon ®epepaumm 22.07.1993
N 5487-1;

2) BHeceHMe WU3MEHEHWN B PErucTPaumMoOHHYIO [AOKYMEHTauMIo Ha M3genns MeguLMHCKOro
HasHayeHua. OcHoBaHMe - Yyactn 11 n 12 ctatbmn 5 OcHOB 3aKoHOZATeNbCTBA Poccuiickot Pepepaumm o0b
OXpaHe 340pOBbA rpaxaaH, yTBeprKaeHHbIX BepxoBHbim CoBeTom Poccuiickon ®egepaumm 22.07.1993
N 5487-1;

3) paccmoTpeHune GakToB U 06CTOATENbCTB, CO34alOWMX YrPo3y A4 KU3HU U 340pO0BbA Jloaei
npu NPUMeEHEHUN 3apEerncTPMPOBAHHbLIX U3AENNN MEAUUNHCKOro HasHavyeHua. OcHoBaHMe - cTaTtbA 41
KoHcTtuTyumm Poccuiickon Pegepaunm;




KoHcynbTaHTlAOC: NpumeyaHue.

MocTtaHoBneHnem lMpasutenoctea PO ot 02.05.2012 N 413 B lNocTaHoBAeHMe paBuTenbcTea PO
oT 30.06.2004 N 323 6bi11 BHECEHbI USMEHEHWS, B COOTBETCTBUM C KOTOPbIMWU HOPMA, COAEPKABLUAACA B
nyHKTe 5.1.3.6, nepeHeceHa B NnyHKT 5.1.2 MNonoxxeHua.

4) ocywecTBNeHWE KOHTPOAS 3a MOPALKOM MPOBEeAEHMA MEAMUMHCKMX M UHbIX MCMbITaHUM
n3gennuin MeanuUMHCKoro HasHadyeHusa. OcHoBaHume - n. 5.1.3.6 "MonoxeHua o PegepanbHoi cnyxbe no
Hagsopy B cdepe 34paBOOXPAHEHUS U COLMANbHOIO passBuTUA", yTBepKaeHHoro [ocTaHoBAeEHMEM
MpasuTenbctea Poccuiickon Pepepaumm ot 30.06.2004 N 323.

II. TpeboBaHUA K NOPALAKY UCNOAHEHUS
rocygapcTBeHHOM GyHKLUK

2.1. NopagoK WHPOPMMPOBAHMA O rOCYHAPCTBEHHON OYHKLMM NO pPerucTpaumm usgenui
MeAMLMHCKOro HasHa4YeHus.

2.1.1. lokymeHTOM, NOATBEPKAAOWMM GaKT PErncTpaLmnmn nsaenma meguumnmHCcKoro HasHadyeHus,
ABNAETCA PErncTpPaumoHHoe yaocToBepeHue. PerMcrpauMoHHOe yAOCTOBEPEHUE AEWCTBUTE/IbHO MpwU
YC/IOBUM COXPAHEHUA B HEM3MEHHOCTU BCEX U3/IOXKEHHbIX B HEM CBEAEHUI 06 U34eIMN MeaULMHCKOro
Ha3HaYeHMA U O NLLE, HA MMA KOTOPOTO U3genne MmeguUMHCKOro HasHavyeHMA 3aperncTpmpoBaHo. Cpok
[eNCcTBUA perncTpaumoHHOro y40CTOBEPEHMSA HE OFPaHMYEH.

2.1.2. HanpaBneHue [OKYMEHTOB M [AaHHbIX AN PEerncTpauumn  msgennin  meguumHCKoro
HasHayeHMa W (UAKM) BHECEHUA W3MEHEHUI B PErucTPaLMOHHYIO AOKYMEHTaUuMIo Ha wu3aenus
MEeAMUMHCKOrO Ha3HaYyeHMA, a TaKXKe BblAaya PEerncTpPaumoHHbIX YAOCTOBEPEHWUI NpPou3BOAUTCA MO
agpecy:

PepepanbHan cny*kba no Hagsopy B chepe 34paBOOXPAHEHUA U COLMANBHOTO Pa3BUTUA, OTAEN,
OCYLLECTBAAOWMIA PErucTpaLmio Usgennin MeanumHcKoro HasHadenus: 109074, Mockea, CnaBsiHCKas
naowagab, 4. 4, ctpoeHue 1. Bpema pabotbl: B 6ygHue gHu ¢ 9-00 go 18-00.

MecTto npvema [OKYMEHTOB, HEOBXOAMMBIX AAA WCNOJHEHWUS FOCYAAPCTBEHHOM GYHKLMKU MO
perncTpauum  msgenMn  MeguuMHCKOrO  HasHayeHuA, n[O0MKHO OblTb  OCHaweHo TenedoHOM,
KOMMbIOTEPOM C BOSMOKHOCTbIO BbIX04a B MHTEPHET M TEKCTOM HaCTOALLEro pernameHTa.

TenedoHbl ANA CNpaBoK U NpeaBapuTebHOMN 3anucu: +7(495) 298-4305; +7(495) 298-2290.

Azpec a3f1eKTPOHHOM noyTol: deviceregistration@roszdravnadzor.ru.

O6uwan cnpaBoYHas ciy»ba: +7(495) 298-4628.

NHdopmauma o nofaHHbIX 3aABAEHMAX Ha PErncTpauumio, 0 Xo4e PAcCMOTPEHUS OOKYMEHTOB,
npeaCcTaBAAeMbIX 3a8BUTENSAMM 4NA PErNCTPALNN U3LENNNA MEAULIMHCKOIO Ha3HaAYeHMA UAN BHECEHUS
M3MEHEHWUIN B PErUCTPALLUMOHHYIO LOKYMEHTALMIO, @ TaKXKe O pelleHUaAX, NPUHATbIX B COOTBETCTBMM C M.
2.2 HacToAwero PernameHTa, 40/KHA 6bITb AOCTYNHA 3aABMTENAM MO 06paLLEeHNAM M Ha odULMaNbHOM
NHTepHeT-canTe: www.roszdravnadzor.ru.

MNybnvMkauma cBeAeHUA O 3aPErnmcTpUMpOBAHHbBIX  M34EAMAX MEAULMHCKOTO HasHayeHus
ocyuwectensetca depepanbHo cayxkb60M no Hagsopy B cdepe 34pPaBOOXPAHEHMA U COLMANBHOTO
Pa3BUTUA eXKeMecAYHO Ha odunumnanbHOM UHTepHeT-canTe: www.roszdravnadzor.ru.

2.1.3. lepeyHn [OKYMEHTOB, NPEeACTABAAEMbIX A1A pernucrpauum wmsgennmin meguumMHCKoro
HasHaYeHMA WAN BHECEHWS U3MEHEHUN B PErUCTPALMOHHYIO OOKYMEHTAUMI0 Ha  usgenus
MeAMLUMHCKOrO HasHayYeHus, N TpeboBaHMA K TaKMM AOKYMEHTaM NpeacTaB/eHbl B COOTBETCTBYHOLLMX
pasgenax agMUHUCTPATUBHBIX Npoueayp HacToswero PernameHTa.

2.2. YcnoBuMA WU CPOKU WCMOAHEHUA TFOCY[APCTBEHHOMW OYHKLMM MO perncrTpaunm usgenuni
MEOMUMHCKOTO HasHayeHua MpeacTaB/ieHbl B COOTBETCTBYIOWMX pasgenax aaMUHUCTPATMBHDIX
npoueayp HactosLero PernameHTa.

PaccmoTpeHue fOKYMEHTOB Npous3BoaMTCA B nopsigke, obycsoBAeHHOM MOCAe[0BaTe/IbHOCTbIO
MX MoCTynaeHus pns peructpaumn. Pykosogutens PepepanbHol cnyxbbl no Haasopy B cdepe
3[paBOOXPaHEHMA U COLMANbHOIO Pas3BUTUA NMpPU NPEACTAaBIEHUM LOKYMEHTOB MOMKET MUCbMEHHbIM
pacnopsaKeHnem yCTaHOBUTb MHYIO MOC/eA0BaTENbHOCTb UX PACCMOTPEHMUA A5 KOHKPETHOro usgenus
MeAMLUMHCKOro HasHaAYeHUsA UM BUAO0B NOAOOHbIX U34EAUM C YYETOM CAeAYOWMX NPUYNH:

1) peructpupyemoe u3genve BKAOYEHO B MNepedyeHb U3LeNUMiA MeOUUMHCKOTO HasHayeHus,



MOCTaB/AAEMbIX B PaMKax MPUOPUTETHBLIX HAUMOHANbHbLIX MpPOeKToB Pocculickoin depepaumm Ha
OCHOBaHWKM ¢enepasbHbiX 3aKOHOB, YKasos [MpesuaeHTa Poccuiickor depepaunn, NOCTaHOBAEHUM
MpasuTenbctea Poccuiickon Pepepauuu;

2) peructpupyemoe usgenme MeguuMHCKOTrO HasHauyeHWs [0KasaTes/IbHO MOBbIWAET KayecTBo U
pe3ybTaTUBHOCTb SieYeHns 3a60/1eBaHMIA C BbICOKMM YPOBHEM CMEPTHOCTU WU MHBAZIMAHOCTMU.

Pykosogutens ®epepanbHoit cnykbbl Mo Hagsopy B chepe 34paBOOXPAHEHUS U COLMANIBHOIO
Pa3BUTUA MOXKET MUCbMEHHbIM PAcNopPsAKEHMEM MPUOCTAHOBUTb MPOLLECC PACCMOTPEHUSA JOKYMEHTOB U
NPUHATUA pPeLleHWs O PerucTpaLuu Ha CpoK, HeOBXOoAMMbIV 3asBUTEN0 AN OTBETA Ha 3anpoc o
npegocTaBNeHUM AOMNONHUTENbHON MHOOPMaLMK B Cy4Yasx, Korga Takasa MHbopmauma Heobxoguma
ANA NPUHATUA 060CHOBAHHOIO PELLEHUA O SOMYCKE U3AEANA MEAULMHCKOrO Ha3HAYEeHUA K 3aKOHHOMY
obpalLeHunto Ha Tepputopmm Poccuiickon Pegepaunm.

2.3. OcHOBaHWA AN OTKa3a B PACCMOTPEHUW [OKYMEHTOB MAW B PErucTpauuu usgenvs
MeAMLMHCKOrO Ha3HaYeHMs COLEP)KATCA B COOTBETCTBYIOWMX pas3genax agMUHUCTPATUBHBIX Npoueayp
HacTosero PernameHTa.

2.4. Oeiictena unu besgeictene GepepanbHoi ciyKbbl No Hag3opy B chepe 34paBOOXPAHEHUS U
COLMA/NIbHOTO PAa3BUTUA B CBA3W C PErucTpauven M3Leanin MeguLMHCKOrO HasHayYeHUst MoryT ObiTb
06’KanoBaHbl B YCTAHOBAEHHOM nopsaaKke. MWHWUCTP 34PaBOOXPAHEHUS U COLMANbHOIO pPa3BUTUA
Poccuiickon depepaumm oTMeHseT npoTuMBopevalume ¢denepasbHOMY 3aKOHOAATe/bCTBY pPelleHus
denepanbHON cny:Kbbl Mo HaA30py B chepe 34paBOOXPAHEHUSA U COLMANBHOIO Pa3BUTUA, €C/IM MHOM
NopsAAOK OTMEHbI PeLleHWl He YCTaHOB/IeH dpeaepasibHbIM 3aKOHOM.

I1l. AMUHUCTpaTUBHbIE Npoueaypbl

3.1. CrpykTypa W B3aMMOCBA3M aZMWHUCTPATMBHBLIX MPOUEAYP, BbIMNOJHAEMbIX MPU
OCYLLECTBNEHUM  PErncTpaumv usae i  MegUUMHCKOTO HasHayeHus, npuBeAeHbl Ha cxeme
(Mpunoxkenune 1).

3.2. PykoBogutenn nopgpasgeneHuii  degepanbHol  caykbbl nNo  Hagsopy B cohepe
3/paBOOXPAHEHMS U COLMANBHOIO Pa3BUTUA, OTBEYAIOLLMX B COOTBETCTBUM C HACTOALLMM PernameHTom
3a perncTpaumio Usgennin mMeauuMHCKOTrO HasHaYyeHwWs, SO/IKHbl OPraHU30BaTb AOKYMEHTUPOBAHHBIN
YYeT BbINOJIHEHMA KaXKAOro 3Tana afMWUHUCTPATUBHbLIX NPOLEAYP C YKasaHMEM AaTbl 3aBEPLUEHUS ero
WCMOSIHEHUSA 1 NOANWUCK OTBETCTBEHHOTO /IMLLA.

3.3. AgMMHUCTpaTMBHaa npoueaypa "PaccMOTpeHUe [OKYMEHTOB M MPUHATUE peleHus o
perucTpauumn Usgennin MeguuMHCKOro HasHauyeHusa" OCyLLecTBAAETCA B CBA3M C MOCTYMJIEHUEM
KOMM/IEKTa [AOKYMEHTOB /1A PerncTpaumv u3genvs MeLMLMHCKOrO HasHayeHwWs OT 3asaBuTens B
COOTBETCTBUM C HUKECTeAYIOWMM NMOPALKOM (CXeMa OCyLLeCTBAeHUs agMUHUCTPATMBHOM NpoLeaypsbl
npveezeHa B NMpuaoxeHun 2).

3.3.1. PaccmoTpeHne LOKYMEHTOB U MPUHATUE PELUEHUS O PErncTpaumn Usaenmnsa MeauLMHCKOro
Ha3HayeHWs OCYLEeCTB/AETCS B CPOK A0 4 MecAueB CO AHA NOLAYM KOMMNEKTa [AOKYMEHTOB,
npegycmoTpeHHbIx n. 3.3.3 HacToAwero PernameHTa, B PenepanbHyio cay:Kby no Hagsopy B coepe
3/4paBOOXPAHEHMS N COLLMANIbHOIO PA3BUTHA.

B TOM ciiyyae, ecnu perucTpupyemoe uM3genve MenMLMHCKOTO HasHavyeHua Knacca 1 u 2a
ABNAETCA SKBMBAJIEHTHbIM UIN TOXKAECTBEHHbIM CBOEMY aHA/OTY, AO/IKHA ObITb MPUMEHEHA NpoLeaypa
YCKOPEHHOTO PAacCMOTPEHUA [AOKYMEHTOB W TMPUHATUA PELUeHUA O pernctpaumm. YcKopeHHas
npoueaypa ocywecrenasercas PepepanvHoit cayxkboli no Hagsopy B cdepe 34paBOOXpPAHEHMA WU
COLMA/NIbHOTO PasBUTMA B TeyeHWe 2 MeCALEB CO [AHA NOAayM MOJSIHOTO KOMIMJIEKTa AOKYMEHTOB,
NpeayCcMOTPEHHbIX HacToslwmMm PernameHtom, B ®deaepanbHyio cayKby no Hagsopy B coepe
3/4paBOOXPAHEHMS N COLLMANIbHOIO PA3BUTHA.

CpOK paccMoTPeHMUA LOKYMEHTOB M MPUHATUA PELIEHUS O PErMCTpPaLMK U3Lenns MeauLMHCKOro
Ha3HayeHWa MOXKeT bblTb MPOAJ/IEH Ha Mepuos, He MPEBbILLAWMIA 3 MecALa, C Leblo NpeaoCcTaBieHns
BO3MOKHOCTU 33sBMTE/I0 NPOBECTU LOMONHUTE/IbHbIE WCMbITAHUA M OLEHKM MO ee 0obpalleHuto.
YBegoMneHMe O BO3MOMKHOCTU NPOBEAEHWUA [AOMNOJHUTE/IbHLIX MCMbITAaHUIA M OUEHOK Hanpas/seTcs
3asBuUTeNt0. EcM Mo MCTeYEeHMM YKa3aHHOTrO CPOKa 3asBWUTENb He MpeacTaBaseT Heobxoaumble
AOKymeHTbl, PepepanbHan ciyxba no Hagsopy B chepe 34pPaBOOXPAHEHUS U COLMANBHOIO PasBUTUA
MOXKET OTKa3aTb 3aABUTE/O B PETUCTPALLUN.



3.3.2. [JOKyMeHTbl, NOCTyNuBLUME OT 3aABUTENIA SAA PEerucTpauum wsgenva MeguunHCKOro
Ha3HaYeHuA, PErMCTPUPYIOTCA B TedyeHMe 1 pabouero gHA ¢ AaTtbl UX NoayYeHusa. KOMNAeKT OKYMEHTOB
MOEeT ObITb HanpaB/eH MO NoYTe 3aKa3HbiM MUCbMOM (6aHAEpPosibio) C OMUCbIO BOMKEHUA U
yBe4OMNEHNEM O BPYyYEHUN. BTOPOMN 3K3EMNAAP ONUCKU U 3aABIEHMA C OTMETKOM BXOAALLErO HOMEpaA
HanpasnseTca (BpyyaeTca) 3asBuTento. KOHTPO/b BedeHMs ydeTa MNOCTYNUBLUMX [OKYMEHTOB
OCYLLECTBASET HAYa/NbHUK OTAENA, OCYLWECTBAAIOWErO PerncTpauuio  usgennin  meauumHCKoro
Ha3Ha4veHwus.

3.3.3. [na perucrtpaumu wusgenva MegumuMHCKOro Ha3HauyeHuA 3aaBUTeNb NpPeAcTaBiAeT B
depepanbHyto cnyKby no Hagsopy B chepe 34pPaBOOXPAHEHUA U COLMANbHOMO PasBUTUA creayolme
LOKYMEHTDI:

1) 3aABNeHME O perncTpauumn nsaenmsa MeanUMHCKOro HasHayeHus;

2) LOKYMEHT, CBUAETENbCTBYOWMI 06 oniaTe rocyAapCcTBEHHON NOL/UHDI;

3) cnpaBKy 06 U3gennn MeaAnUUHCKOro HasHaYeHus;

4) [OKyMeHTbl, noATBepXAatolwue pPerucTpaunio  opraHu3auMuM-U3roToBUTENss B KayecTBe
HOPUANYECKOTO INLQ;

5) poBepEeHHOCTb UK 3aBEPEHHYIO KOMUIO A0TrOBOPa B TOM C/ly4ae, ec/iv 3asBUTEIEM He ABAAeTcA
M3roTOBUTE/Ib U34,E/UA MEAULIMHCKOTO Ha3HaYeHus;

6) LOKYMEeHTbI, NOATBEP}KAAOWME COOTBETCTBME YCIOBUIM NPOU3BOACTBA U3AENUA MeOULMHCKOTOo
HasHayeHua TpeboBaHMAM 3aKOHOLATeNbCTBA Poccuitckol ®epepaunu;

7) NPOEKT HOPMATUBHOIO AOKYMEHTa BMeCTe C AOKYMEHTaMM, NOATBEPKAAOLWMMK COOTBETCTBUE
n3gennsa MeguUMHCKOro HasHayeHus ero TpeboBaHMAM, AMB0 TpeboBaHMAM TEXHWYECKUX YC/IOBWUIA,
nmbo cTaHAaApPTOB;

8) pyKoBOACTBO NO 3KCN/lyaTaunn U3gennsa meguumMHCKOro HasHaueHus;

9) NPOEKT WMHCTPYKLUMH no MegULUMHCKOMY NPUMEHEHUIO npu perucrpaumm
du13MoTEepaneBTUYECKMX annapaToB U peareHToB (HabopoB) 4S8 AMArHOCTUKM (in vitro), camocToaTeNbHO
MNCNO/Ib3yeMbIX KOHEYHbIM NoTpebuTenem;

10) B cnyyasx, onpegeneHHblx n. 1.7 HacTosuwero PernameHTta, AOKYMEHTbI, MOATBEPNKAAOWMNE
3KBMBANIEHTHOCTb UM TOXKAECTBEHHOCTb U34EeNMA MEAULMHCKOTO Ha3HAaYeHUA CBOEMY aHasNory;

11) B cnyyanx, onpegeneHHblx n. 1.7 HacToAwero PernameHTa, pesy/ibTaTbl TEXHUYECKUX
WUCNbITAHUIM, OUEHKM 6e30MacHOCTM U MeAMUMHCKUX UChbITaHU 3ddeKTUBHOCTM M He3onacHocTU
n3genna MeguuMHCKOro HasHavYeHus.

Bce AOKYMEHTbI ANA perncTpaumm usgennsa MeauuMHCKOro HasHayeHmA AO/MKHbI NPeaCcTaBiATbCA
Ha PYCCKOM A3blKe N1MB0 MMeTb 3aBePEHHbIN NepPeBOos, Ha PYCCKUM A3bIK.

CoaeprkaHMe B MpeacTaBAAeMblX [AOKYMEHTax CBeAEeHMW, KOTopble [AatoT BO3MOMKHOCTb
NPoOBeLEHMNA 3KCNepTM3bl KayecTBa, 3ddeKkTMBHOCTM M 6e3onacHoCTU U3genns MeaULMHCKOro
HasHayeHua MB0 ero sKBMBANIEHTHOCTM WM TOXKAECTBEHHOCTU aHanory, npueeneHo B MNpuaoxeHun 3.
TpeboBaTb OT 3aABUTENA NPEeACTaBAEHMA UHbIX LOKYMEHTOB HE A0NYyCKaeTCs.

3anABneHUe 0O perucTpaumm wmspenvMa MeaUULMHCKOrO Ha3HaYeHWA COLEP)KUT HauMeHOBaHue
3aABUTENA; HAMMEHOBAHWE HPUOMYECKOTO /IMLA UAU UHOMBUAYANbHOIO NpeanpuHMMATeNA, Ha UMA
KOTOPOro MNpOM3BOAMTCA PErnucTpauunsa; HaMMeHOBaHME PErucTpuMpyemoro msgenna MeauuMHCKOro
HasHauyeHuAa; npegnonaraemas cdepa NPUMEHEHUA M3LENUA; NOATBEPKAEHME OTBETCTBEHHOCTM 3a
BO3MOMHble HeraTuBHble NOCNEACTBUA MPABUIBHOTO MPUMEHEHUA U34eNNa  MeLULMHCKOro
Ha3HAYeHWsA; NOATBEP)KAEHWE OTBETCTBEHHOCTM 3@ HAPYLEHWA MpPaB MHbIX JiML, NPU NPOU3BOACTBE,
MMMNOPTE U NPOAANKE M3LENMA MESUUMHCKOro HasHavyeHua Ha TeppuTopumn Poccuitckoit Pepepaunu;
npegnaraemblii Knacc NOTEHUMANbHOrO pUCKa NPUMEHEHUA U3LEAUA MEAUUMHCKOro HasHayeHwus;
cBefeHus 0b aHanorax u3genus, 3aperncTprupoBaHHbIX B Poccuiickoit ®eaepaunn (Npy Haamumm).

3.3.4. HayanbHMK OTAENa, OCYLLECTBAOLWENO PErMCTPALMIO U3LeNI MEAULMHCKOTO Ha3HAYeHuUs,
B TeYeHue 4 KaNeHZapHbIX AHeN ¢ gaTbl NOCTYN/EHMA AOKYMEHTOB Ha3sHayaeT M3 Yncaa COTPYAHMKOB
OTAe/la OTBETCTBEHHOIO WUCMOJIHUTENA NO MPOBEAEHUI0 PACCMOTPEHUA AOKYMEHTOB, NPeACTaBAEHHbIX
ON1A PerucTpaumm umsgenns MeguLMHCKOro HasHaveHua. damuamsa, uma m OT4eCTBO OTBETCTBEHHOMO
WCNONHUTENA, ero MecTo paboTbl U TenedoH [0NKHbI OblTb COOOLLEHbI 3aABUTENIO NO €ro MMCbMEHHOMY
WAW YCTHOMY 06 paLLeHuto.

HayanbHuk ynpaBneHua PepepanbHoit cayxbbl No Hag3opy B chepe 34paBOOXPaAHEHMA WM
COLManbHOro PasBUTUA, OTBEYAIOLWMI 3@ PErUCTPaLLMIO U34eUA MeLULLMHCKOrO HasHAYeHUs, C y4eTomM



NOJIOXKEHUI HacToAlWero PernameHTa NPUHMMAET peleHMe O MNPUMEHEHUM WAN HEMPUMEHEHWUU
YCKOPEHHON  npoueaypbl  PacCMOTPEHUA  AOKymeHTOB. O MpPMHATOM  peleHun  3asBuTesb
nHdopmmpyeTca B MTMCbMEHHON dpopme.

3.3.5. OTBETCTBEHHbIM UCNONHUTE/b B Te4eHWe 15 KaneHaapHbIX AHel ¢ AaTbl CBOEro Ha3HayeHus
OCyLLecCTBAAET MPOBEPKY KOMMNEKTHOCTM W COCTaBa MNPEACTAB/IEHHbIX [AOKYMEHTOB C Le/bto
onpeaeneHus:

- Ha/IM4YMA BCErO COCTaBa AO0KYMEHTOB, onpeaeneHHbix n. 3.3.3 HacToAwero PernameHTa;

- COrNacoBaHHOCTU MpPeACTaB/EHHOM WHOOPMAUMM  MeXay OTAENbHbIMU  AOKYMEHTaMMU
KOMIMJIEKTQ;

- [OCTOBEPHOCTWN O0KYMEHTOB, NOATBEPKAEHHbIX NOAMUCHIO YMOJHOMOYEHHOIO MLA 3a8BUTENA
Ha Ka*K40M A OKYMEHTE;

- COOTBETCTBUA COAEPKAHWA, YPOBHA AeTanusaunu npeactaBieHHoON MHPopmauMu, a Takxke
[,0Ka3aTe/IbHOCTM Pe3y/IbTaToB UCMbITaHWUI U OLEHOK;

- MNPaBOMOYHOCTM 3asiIBJIEHUS O pPEerucTpaumMm C Yy4eToM MPUMEHUMbIX TpeboBaHWM
3aKOHOZaTeNbCTBA, NPeabABAAEMbIX K CyObeKTam obpalleHua usgenmin MeanumHCKOro HasHauyeHusa Ha
TeppuTopun Poccuiickon deaepauymn.

MNpW HEeno/sHOM KOMMEKTHOCTWU, HEMOJNHOM COCTaBe AOKYMEHTOB WAW MPWM HENPaBOMOYHOCTU
3aAB/IeHMA O pernucrpauuuM TrOTOBUTCA MOTMBMPOBAHHbLIM OTKa3s B AasibHelWemM pPacCMOTPEeHUM
[OKYMEHTOB C YKa3aHMeM OCHOBaHMUI OTKasa, KOTOPbIN NoAnucbiBaeTca pykosoantenem desepasbHolM
Cny6bl N0 Hag3opy B chepe 34PaBOOXPAHEHNA N COLLMANBHOMO PA3BUTUSA U HAMPaBAAETCA 3aABUTENIO.

3.3.6. OTBETCTBEHHbIA MCMNOAHUTENb B TeYyeHMe 5 KaneHgapHbIX AHEeN C AaTbl 3aBeplueHus
NPOBEPKM  KOMMJAEKTHOCTM U  COCTaBa [AOKYMEHTOB, MPeACTaB/EeHHbIX AOAA  PEerucTpauuu,
KnaccubunumpyeT wmsgenve MeguuMHCKOro HasHayeHus B cooTBeTcTBMM C Tpebosanusmu n. 1.7
HacToAawero PernameHTa.

3.3.7. OTBETCTBEHHbIA MCMNOAHUTENb B TeYyeHMe 5 KaneHgapHbIX AHEeN C AaTbl 3aBeplueHus
KnaccuduKkaumm nsgenma megmumnMHCKoro HasHayeHus onpegensetr HeobXxo4MMOCTb B 40MNONHUTENIbHOM
MHbOpMaumMK (pesynbTaToB MUCMbITaHMIA) U (MAK) NPOBEAEHMM IKCMEPTU3bI KayecTBa, 3PpPeKTUBHOCTU U
6e30nacHOCTN B COOTBETCTBMM C KACCOM U3AENNA.

JononHutenbHaa MHPopMaLMa 3anpalMBaETCs TOJIbKO B TOM C/ly4ae, eCnu npeacTaB/eHHble
pes3ynbTaTbl UCMbITaHWI NO CBOEMY COCTaBY M COAEPKaHMUIO HE COOTBETCTBYIOT Kaaccy nsgenusa. B atom
C/lyvyae AafibHelllee PacCMOTPEHME AOKYMEHTOB MOXKeT ObiTb NMPUOCTAHOB/AEHO B COOTBETCTBUM C M.
3.3.1 HacToAwero PernameHTa.

HeobxoaMmocTb B NPOBEAEHMM 3KCMEPTU3bl KadecTBa U (M) adpdekTuBHOCTU, U (Man)
6e30nacHOCTN N34eNna MeANUMHCKOrO Ha3HaYeHMA onpesensaeTca no caeayoWwmm OCHOBAHUAM:

- €C/IN perncTpmpyemoe nsgenmne MmeguumnHCKOro HasHauyeHMsa OTHOCUTCA K Knaccam 26 nam 3;

- NPY OTCYTCTBUM aHasiora, 3aperncTpmupoBaHHoro B Poccuiickot Pepepaumm.

MpW HaAMYUMM OCHOBAHWI AN NPOBELEHUA SKCMEPTU3bl OTBETCTBEHHbIN UCMOJIHUTE/Ib B CPOKM,
OTBeAEHHble A/1A BbINOJHEHWA HACTOALLEro 3Tana agMWHUCTPATMBHOM Npouenypbl, rOTOBUT MPOEKT
3a4aHMsA  Ha nNpoBeAEeHME 3KCNepTusbl KavectBa, 3¢p¢PeKTMBHOCTM M 6HesonacHOCTM  U3genuns
MEAMUMHCKOTO HA3HaYyeHWA C YyKasaHMemM OpraHusauuu, KoTopada OyaeT npoBOAUTb 3IKCNepTU3y
npeaesbHbIX CPOKOB BbINOAHEHUA PaboT, U BONPOCOB, NO KOTOPbIM NPEACTOUT MOYYUTb IKCNEPTHOE
3aKkntodeHme. [pOeKT 33faHMA  COrNacoBbIBAETCA  HavaJIbHUKOM  OTAena, OCYLLEeCTB/AOLLEro
PErncTpaumio M3genmn mMeguuMHCKOro HasHauyeHuA, U YTBEPKAAETCA JIMLLOM, YNOAHOMOYEHHbIM A5
aTon uenn pykosoautenem @PegepanbHOM cayKbbl No Hag3opy B chepe 34pPaBOOXPAHEHUA U
COUMaNbHOrO  pPasBMTUA. DKCMepTu3a KauvectBa, 3¢deKkTMBHOCTM M BesonacHocTM  u3genus
MeAMLMHCKOro HasHavyeHMA f0KHa 6bITb NpoBeAeHa B CPOK A0 75 KaneHpapHbIX AHen nbo B CPoOK A0
15 KaneHAapHbIX AHel (Npu yCKOpeHHOW Npoueaype) ¢ AaTbl YyTBEPIKAEHMA 3a4aH KA.

3.3.8. B TeyeHume 10 KaneHAapHbIX gHEN ¢ gaTbl NOJYyYEHUSA 3aKAOYEHMA SKCNEPTHOM opraHmn3auum
WAW, B C/ly4ae OTCYTCTBUA HEOOXOAMMOCTU B SKCMEPTU3E, C AaTbl 3aBepPLUEHUS NMPOBEPKMU KOMMNNEKTHOCTU
M COCTaBa [OOKYMEHTOB M [AaHHbIX, MNPeACTaB/eHHbIX A7 Perncrpaunmn umsgenna MeauuUMHCKOro
Ha3HaYyeHWA, OTBETCTBEHHbIN MUCMONHUTENb FOTOBUT 3aK/IlO4EHME NO BOMPOCY O Perncrpauum nsgenvs
MEeLMLMHCKOrO Ha3HAYeHMA C y4ETOM:

- pe3y/nbTaToB AOKYMEHTa/IbHOW MPOBEPKM KOMMAEKTA LOKYMEHTOB M AAHHbIX, NPeacTaBAeHHbIX
ON1A perncTpaummn usgenmsa MeguunHCKOro HasHauyeHus;



- MaTepuanoB MNPOBEAEHHbIX 3KCNepTU3 KayecTBa, 3PPEKTUBHOCTM M He30MacHOCTM Un3genus
MeLMNLMHCKOrO Ha3HaYeHus;

- AOMNO/IHUTENbHON MHPOPMALLMK OT 3aABUTENS.

MpyM  MONOKUTENBHOM  3aKJKYEHMW TOTOBUTCA MNPOEKT MNpMKasa O perncrpauum u
PEerncTpaunoHHoe yA0CTOBEPEHME, KOTOPbIE MOAMNUCLIBAOTCS pyKoBoguTenem desepanbHOM CayKObl
no Haz3opy B chepe 34paBOOXPaHEHMA N COLMANbHOMO Pa3BUTHUA.

Mpu oTpuUATENbHOM 3aK/OMEHUM TOTOBUTCA YyBedomMeHMe o6 OTKase B perucrpaumm ¢
YyKasaHMeM OCHOBaHMWI OTKasa, KOTopoe MNoAgnucbiBaeTcs pykoBogutenem PepepanbHoint caykbbl no
Hag3opy B chepe 34PpaBOOXPAHEHUA U COLLMAIBHOIO PA3BUTUA U HAMPaBAAETCA 3aABUTENIO.

3.3.9. B peructpauum wusgenMa MeguLUMHCKOTO Ha3HaA4YeHWA OTKa3blBaeTcA MO Caefyrowum
OCHOBAHMUAM:

1) Npy HENONHOW KOMMAEKTHOCTU, HEMONHOM COCTaBe NpeACcTaB/eHHbIX 3aABUTENIEM JOKYMEHTOB
W AaHHbIX, onpegeneHHbix n. 3.3.3 HacTtoAwero PernameHTa, UM nNpu HENPABOMOYHOCTM 3asiIBNEHUA O
perucrpauum;

2) Npu NpeacTaB/ieHUM 3aBUTENIEM JIOMKHbIX WU HeOelCTBUTENbHbIX CBeAeHUn 06 usgenum
MEAMUMHCKOTO Ha3HauyeHus (3a MCK/IYeHWem npeasiaraemoro 3asBUTENeM Kjaacca wsfaenus,
OKOHYaTe/IbHOe YCTaHOB/IEHWE KOTOporo npoussoauntca PepepanbHoit cnyxboi no Hagsopy B coepe
34,paBOOXPaHEHNA U COLMANbHOIO Pa3BUTHA);

3) Npu NONy4YEeHUM SKCNEpTHOro 3akKayYeHus o HebesonacHOCTU, HeapdeKTUBHOCTU Anbo o
HeAo0Ka3aHHOCTM 6e3onacHOCTU U 3GEKTUBHOCTM M3LENMA MEAULMHCKOrO HasHa4YeHMa B TOM C/yYae,
€C/IN OHO NOJIYYEHO HE MeHee YeM OT 4,BYX HE3AaBUCMMbIX APYT OT APYra SKCNepTOB U CBUAETENbCTBYET:

- 0 PUCKE NMPUMEHEHMA N34ENNA Bbile OXKMaaemMon apheKTUBHOCTY;

- 0 He4,0CTAaTOYHbIX A0OKa3aTeIbCTBax 3pPEKTUBHOCTY;

- 0 HECOOTBETCTBUM CBELAEHWUM, U3NOKEHHbIX B AOKYMEHTAX, NpeACcTaBAEHHbIX AN perncrpaumm,
baKTUYECKOMY COCTOSIHUIO.

3.3.10. B TeyeHne 5 KaneHAapHbIX gHel C AaTbl NOAMNMCAHMA NPUKasa U PErnmcTpauyoHHOro
Y4,0CTOBEPEHUA OTBETCTBEHHbIN UCMONHUTEND YBEAOMAET 3aABUTENS O TOTOBHOCTM PErUCTPaLLMOHHOIO
YO,0CTOBEPEHMUA.

3.3.11. B TeuyeHue 10 paboumx AHen C AaTbl NOAMWUCAHMA MpPUMKa3a U PErncTpPaumoHHOro
YO,0CTOBEPEHUA OTBETCTBEHHbLIN WMCMOJIHUTENb HANpaBiseT CBEAEHWUA O PErncTpaumm gas BHECEeHUS
M3MeHeHUn B 6a3y [aHHbIX 3aPErnMcTPUPOBAHHBLIX WU3LENUA MEOUUMHCKOrO HasHayeHua U ux
APXMBUPOBAHMA.

3.3.12. depepanbHan cay:ba no Hag3opy B chepe 34paBOOXPAHEHMA U COLMANBHOIO Pas3BUTUS
obasaHa BblgaBatb Ayb6/MKaTbl PErnCTPALMOHHOIO  YAOCTOBEPEHUA  U3LeNnA  MeAULMHCKOro
Ha3HAYeHMA NO 3aABNEHMAM NNLQA, HA UMA KOTOPOro OHO 3apPerMcTpUpoBaHO, B TeyeHue 1 mecAua c
[,aTbl NOCTYNNEHMA TAKOrO 3aABJIEHUA.

3.3.13. [JoOKyMeHTbl U AaHHble, NpeaCTaB/ieHHble ANA pernucrpaumum msgenna meauumHCKOro
Ha3HaYeHMA HEe3aBUCMMO OT TOro, OblN0 OHO 3aPEerucTPMPOBAHO WM HET, NMOANEXKAT XPaHEHWIo B
depepanbHolt cnybe no Hagsopy B chepe 34paBOOXPAaHEHUS U COLMANbHOFO PasBUTMA BMeCTe C
COOTBETCTBYIOLWMMMN  SKCNEPTHBIMU  3AK/HOYEHMAMM, KOMUAMM  TMPUKA30B O pPerucrTpaumm u
PerucTpaumoHHbIX YA0CTOBEPEHUI (gaiee COBOKYNHO MMEHYEMbIX PErMCTPaLMOHHAn AOKYMeHTauumn) ¢
cobntopeHnem TpeboBaHUI No obecneyeHUo KOHOUAEHUMANbHOCTM MHPOPMALUKM B TeyeHWe BCEro
CPOKa AEeNCTBUA PErNCTPALLUM U B TEYEHME 5 IeT Noc/ie OKOHYaHUA ee AelcTBuA.

3.4. ApMUHUCTpaTUBHaA npoueaypa "BHeceHne U3MEHEHUI B PErMCTPALMOHHYIO AOKYMEHTALMIO
Ha U34enus MeAMUMHCKOrOo HasHayeHusa" ocylecTBAAEeTCA B CBA3W C NOCTYMJIEHMEM OT Auua,
NOMMEHOBAHHOIO B PErucTpauMoOHHOM YAOCTOBEPEHMM (MM OT ero npPaBONpPEEeMHMKA), KOMMIEKTa
[OKYMEHTOB, 060CHOBbLIBAOWMX BHECEHWE U3MEHEHWUI B PErUCTPALMOHHYIO AOKYMeHTauumto, nmbo B
cBA3N C BbifBNeHnem PepepanbHoit cnyxboit No Hag3opy B chepe 34paBOOXPAHEHUA U COLIMANBHOIO
pPa3BUTUA f[aHHbIX, Kacaowmxca 3PPeKTUBHOCTM MAM  6e30MacHOCTU  M3L4enva  MeaMLMHCKOro
HasHayeHWa, B  COOTBETCTBMM C  HWKECNeAylWwMM  NopsaaKom  (Cxema  OCyLLeCTB/IeHUS
aAMUHUCTPATMBHOM Npoueaypbl NpuseaeHa B NMpunoskeHum 4):

3.4.1. BHeceHWe U3MEHEHUI B PErUCTPALMOHHYIO AOKYMEHTAUMIO Ha MU34e/ne MegUULUHCKOro
Ha3HaYeHMA, KacalowWMxca KayecTBa, 3PPeKTUBHOCTM WMAM 6e30nacHOCTU U3Aenna MeaULUMHCKOro
HasHauyeHun, ocywecteasetrca PegepasbHOM cayxKb0iM No Hag3opy B chdepe 34paBOOXPAHEHUA U



COUMANbHOro pasBuUTUA B CPOKW, YKasaHHble B M. 3.3.1 HactoAawero PernameHTa. Bo BCcex npoumx
CNly4Yasx, BKAOYAA Te, KOTOpble CBA3aHbl C BK/AIOYEHWEM AaHHbIX O HOBOM MOOOYHOM AEUCTBUU UAU
OrpPaHNYEHNAMM K MPUMEHEHUID, U3MEHEHMEM MpaB Ha M3genne MeULMHCKOrO Ha3HayeHuA, ero
TOProBOro Ha3BaHMWA, YMAaKOBKN, U3MEHEHUA B PErMCTPALMOHHYIO AOKYMEHTAUMIO BHOCATCA B CPOK, He
npesbIWaoWmMin 1 mecsaua co A4HA NoSy4eHMA COOTBETCTBYIOLLEro KOMMJIEKTa LOKYMEHTOB.

3.4.2. [lOKyMeHTbl, NOCTYNMBLUME OT 3aABUTENA 4S9 BHECEHUA U3MEHEHWUI B PErUCTPaLMOHHYLO
OOKYMEHTAUMIO U3LeNns MeAULMHCKOTO Ha3HAYeHUs, PErncTpupytoTcs B TedeHne 1 paboyero aHs ¢
[aTbl UX NosydyeHus. KoMNneKkT LOKYMEHTOB MOXKeT ObiTb HanpasiaeH MO Mo4yTe 3aKasHbIM MUCbMOM
(baHOEeponblo) C OMUCbID BOXKEHWA W yBegOMJIEHMEM O BpydeHuU. KoHTposb BeaeHMA yyeTa
NOCTYNMBLUMX [OKYMEHTOB OCYLLECTBAAET Hada/ibHUK OTAeNa, OCYLLEeCTBAKWEro pPerucTpaumio
n3gennii MeauLMHCKOro HasHa4YeHus.

Bce AOKYMEHTbl AN BHECEHMA WM3MEHEHWI B PEeruMcTpaumoHHYH AOKYMEHTaLMio Ha usgenue
MEeAMLUMHCKOTrO Ha3HA4YeHWsA AOJIKHbI MPeACcTaBAATbCA HA PYCCKOM A3blke AMB0 MMeTb 3aBepeHHbIn
nepeBog, Ha PYCCKUI A3bIK.

3.4.3. HayanbHMK OTAENa, OCYLLECTBAOLWENO PErMCTPALMIO U3LeNI MEAULMHCKOTO Ha3HAYeHMUs,
B TeYeHue 4 KaNeHZapHbIX AHelN € gaTbl NOCTYN/EHMA AOKYMEHTOB HasHayaeT M3 Yncaa COTPYAHMKOB
OTAe/la OTBETCTBEHHOIO WUCMOJIHUTENA NO MPOBEAEHUIO PACCMOTPEHUA AOKYMEHTOB, NPeACTaBAEHHbIX
LN BHECEHUA U3MEHEHWUI B PErUCTPALMOHHYIO AOKYMEHTaLMI0 U3aenns MmeanuMHCKOro HasHayeHus.
damnnnsa, UMA U 0TYECTBO OTBETCTBEHHONO UCMONHUTENSA, ero MecTo PaboTbl U TenedoH [ONKHbI ObITb
CO0bLLEHbI 3aABMTEIO MO €ro NUCbMEHHOMY AW YCTHOMY 06 paLLeHMUIO.

3.4.4. OTBETCTBEHHbIV UCNONHUTENb B TedeHWe 10 KaneHaapHbIX AHel ¢ AaTbl CBOEro Ha3HayeHus
OCyLLeCTBAAET MPOBEPKY KOMMIEKTHOCTM W COCTaBa MNPEACTAB/IEHHbIX [AOKYMEHTOB C  Le/blo
onpeaeneHus:

- COrNacoBaHHOCTU MpPeACTaB/eHHOM WHOOPMAUMM  MeXay OTAENbHbIMU  AOKYMEHTaMMU
KOMIMJIEKTQ;

- AOCTOBEPHOCTM AOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBAEHHOM MOPALKE;

- COOTBETCTBMA COAEPKAHWA, YPOBHA AeTanusaunu npeactaBieHHON MHPopmMauMu, a Takke
[,0Ka3aTe/IbHOCTM Pe3yIbTaToB UCMbITaHUI U OLEHOK.

3.4.5. OTBETCTBEHHbIA MCMNONAHUTENb B TeYeHMe 5 KaneHgapHbIXx AHeW C AaTbl 3aBeplleHus
NPOBEPKN KOMMNEKTHOCTM W COCTaBa [AOKYMEHTOB, NpPeACTaBAEeHHbIX A1 BHECEHWS U3MEHEeHUN B
PErMCTPALMOHHYIO  AOKYMEHTauumtlo, npu  HeobxoAMMOCTM MOBTOPHO Kaaccuduumpyetr wusgenve
MeAMLUNHCKOro HasHaYeHUsA B COOTBETCTBMM € TpeboBaHuaMM n. 1.7 HacToAwero PernameHTa.

3.4.6. OTBETCTBEHHbIA MCMNOAHUTENb B TeYyeHMe 5 KaneHgapHbIX AHEeN C AaTbl 3aBeplueHus
KnaccudumKkaummn nsgenma megmumnmHCKoro HasHayeHus onpegensetr HeobXxoaMMOCTb B 40MNONHUTENbHOM
MHbOpMaumMK (pesynbTaToB MUCMbITaHMIA) U (MAK) NPOBEAEHMM IKCMEPTU3bI KavecTBa, 3PPEKTUBHOCTU U
6e30nNacHOCTN B COOTBETCTBMM C KACCOM U3AEeNNA.

JononHutenbHaa MHPopMaLMa 3anpalMBaETCs TOJIbKO B TOM C/ly4ae, eCnu npeacTaB/eHHble
pesybTaTbl UCMbITaHWI NO CBOEMY COCTaBY M COAEPKaHMUIO HE COOTBETCTBYIOT Knaccy nsgenus. B atom
C/lyvyae AafibHelee PacCMOTPEHME AO0KYMEHTOB MOMKET ObiTb NMPUOCTAHOB/AEHO B COOTBETCTBUM C M.
3.3.1 HacToAwero PernameHTa.

HeobxoamMmocTb B MNPOBEAEHWUM IKCNEPTU3bl KavecTBa M (Maun) asddekTuBHOCTH, U (MaK)
6e30nacHOCTN N34eNna MeANUMHCKOrO Ha3HaYeHMA onpesensaeTca no caeayoWwmm OCHOBAHUAM:

- €C/IN NOC/Ie BHECEHUS U3MEHEHWUI B PETUCTPALLMOHHYIO AOKYMEHTaUM 0 nsgenme meguunHCKoro
HasHayeHua ByaeT OTHOCUTBLCA K Knaccam 26 nam 3;

- NPY OTCYTCTBUM aHasiora, 3aperncTprupoBaHHoro B Poccuiickot Pepepaumm.

MpW HaAMYMM OCHOBAHWI AN NPOBELEHUA SKCMEPTU3bl OTBETCTBEHHbIN UCMOJIHUTE/Ib B CPOKM,
OTBeAEHHblE A/A BbINOJHEHUA HACTOALLEro 3Tana agMWHUCTPATMBHOW Npouenypbl, rOTOBUT MPOEKT
3a4aHMsA  Ha nNpPOBEAEHME 3KCNepTMsbl KavectBa, 3¢p¢PeKTMBHOCTM M 6HesonacHoCcTU uU3genuns
MEOMUMHCKOTO HA3HaYyeHWsa C YyKasaHMemM OpraHusauuu, KoTopada OyaeT npoBOAUTbL 3IKCNepTU3y
npeaesbHbIX CPOKOB BbINOAHEHUSA PaboT, U BONPOCOB, NO KOTOPbIM NPEACTOUT MOJYYNTb IKCNEPTHOE
3aKkntodeHue. TpoeKT 33faHMA  COracoBbIBAETCA  Ha4a/IbHUKOM  OTAeNa, OCyLLEeCTB/AOLWEro
PErncTpaumio M3genmin mMeguuMHCKOro HasHauyeHuA, U YTBEPKAAETCA JIMLLOM, YNOAHOMOYEHHbIM A5
aTon uenn pykosoautenem @PegepanbHoOM cayKbbl No Hag3opy B chepe 34pPaBOOXPAHEHUA U
COUMaNbHOrO  pPasBMTUA. DKCMepTu3a KauvectBa, 3¢deKkTMBHOCTM M BesonacHocTM  U3genus



MeAMLMHCKOro HasHavyeHuMA f0KHa 6bITb NpoBeaeHa B CPOK A0 75 KaneHpapHbIX AHen 1nbo B CPOK A0
15 KaneHAapHbIX AHel (Npy HaAMYMKM aHanora) ¢ AaTbl yTBEPKAEHWA 3a4aHUA.

3.4.7. B TeyeHme 5 KaneHOapHbIX AHEN C 4aTbl NOAYYEHMA 3aKOYEHNA SKCNEPTHOM OpraHM3auum
WKW, B CAy4yae OTCYTCTBUS HeOobBXOAMMOCTM B 3KCMepTU3e, C AaTbl 3aBepLlUeHMA MPOBEPKM COCTaBa
NpeacTaBNeHHbIX AOKYMEHTOB OTBETCTBEHHbIN WCNOJHUTENb TOTOBMT 3aK/AlOYeHMe Mo Bomnpocy
BHECEHMA U3MEHEHUW B PErncTPaLMOHHYI0 AOKYMEHTALMIO HA U3genne MeauuUMHCKOro HasHayYeHus ¢
y4yeTom:

- pe3y/nbTaTOB AOKYMEHTa/IbHOW MPOBEPKM KOMMAEKTA LOKYMEHTOB M AAHHbIX, NPeacTaBAeHHbIX
0N BHECEHUS U3MEHEHMUI B HOPMATMBHO-TEXHUYECKYID OOKYMEHTAUMIO Ha u3aenve meguuMHCKOro
Ha3Ha4YeHus;

- MaTepuanoB MNPOBEAEHHbIX 3KCNepTU3 KayectBa, 3GPEKTUBHOCTM M HE30MacHOCTM U3genus
MeLMNLMHCKOrO Ha3HaYeHus;

- AOMNONIHUTENbHON MHPOPMALLMK OT 3aABUTENS.

MpU NONOKUTENBHOM 3aKNHOYEHUM TFOTOBUTCA MNPOEKT MpPMKasa O BHECEHUMM M3MEHEHUA B
PErucTPaUMOHHY0 AOKYMEHTAaUMIO Ha u3genve MeAMLMHCKOrO HA3HAaYeHMA M perncrpaumoHHoe
y4,0CTOBEPEHME, KOTOPbIE NOANMCLIBAOTCA pyKoBoguTenem desepanbHolM CayKobl No Hag3opy B coepe
3[,paBOOXPAaHEHUSA U COLMAIbHOIO PA3BUTHUA.

Mpu oTpULATENBHOM 3aK/OYEHUN TOTOBUTCA YBEAOM/IEHME 00 OTKase BO BHECEHUWN U3MEHEHUI B
PErMCTPALMOHHYIO AOKYMEHTALMIO Ha usgenne mMeguuMHCKOro HasHaYeHWs C yKasaHMEM OCHOBAHMWM
O0TKas3a, KoTopoe noAgnucbiBaeTca pykosoguTenem PegepanbHOM Cayxbbl No Hagsopy B coepe
3[1paBOOXPaHEHUA U COLMAIbHOTO PA3BUTUA U HANPABAAETCA 3aABUTENIO.

3.4.8. BOo BHECEHUN U3MEHEHWUI B PErUCTPALLMOHHYO LOKYMEHTAUMIO Ha U3genne mMeanumHCKoro
Ha3HAYeHMsA OTKA3bIBAETCA NO CAEAYIOWMM OCHOBAHUAM:

1) npu HenpeacTaBfeHUM WU  HENOJHOM NPEACTaBNEHUU 3auBUTENIEM  OOKYMEHTOB,
060CHOBbLIBAOLLNX BHECEHWE U3MEHEHUI B PETUCTPALMOHHYIO AOKYMEHTaLMIO;

2) npepactaBneHUE NONKHbBIX WUAU HEeAeNCTBUTENIbHbIX CBeAeHW, 06OCHOBbLIBAIOWMNX BHECEHUE
M3MEHEHW B PETUCTPALMOHHYIO A0KYMEHTALMIO;

3) nonyyeHue 3KCNEPTHOrO 3aKNHYEHMA O BO3MOMKHOM CHUMEHWUW KadyecTBa, 3PpPeKTUBHOCTU U
6e3onacHoCTM  M34enNna  MeAMUMHCKOrO  HasHayeHuMAa B CAyyae BHECEHWS U3MEHEeHu B
PErucTPaUMOHHY0 AOKYMEHTALMIO.

3.4.9. Bo BHECEHUN NU3MEHEHWUI B PErMCTPALLMOHHYIO LOKYMEHTAUMIO Ha nU3genne meanumHCKoro
Ha3HaYyeHMA He MOXKeT ObITb OTKA3aHO B C/ly4ae, eCau:

1) M3MeHeHMs KacaloTcAd HaMMeHOBaHMA, agpeca WAM OpraHM3auMOHHO-NPaBOBOM (GOPMbI
3aaBUTENS;

2) n3MeHeHUs CBA3aHbl C Nepefayeit NpaB Ha uUsgenne MeaULMHCKOro HasHavyeHUs Npu ycioBUm
COXPaHEeHUA B HEM3MEHHOCTU MeCTa ero NPon3BOACTBa;

3) 3asABuTenb noBblWwaeT TpeboBaHMSA K MNapameTpam KadyecTBa WM34enva  MeAWMUMHCKOro
Ha3HayeHuA UaM yMmeHblaeT (orpaHuyYMBaeT) chepy ero Mcnoab3oBaHMA B Npeaeniax paspeleHHbIX;

4) wn3MeHeHMA CBfA3aHbl C HEOBXOAUMOCTbIO BbINOJSIHEHUA TPEb6OBaHWUK, YCTAHOB/IEHHbIX
3aKoHogaTenbcTBoM Poccuiickon ®epepauum.

3.4.10. B TeyeHne 5 KaneHAapHbIX gHel C AaTbl MNOAMNMCAHMA NPUKasa U PErncTpauyoHHOro
Y4,0CTOBEPEHUA OTBETCTBEHHbIN UCMONHUTEND YBEAOMAET 3aABUTENS O TOTOBHOCTM PErUCTPaLLMOHHOIO
Y4,0CTOBEPEHMUA.

3.4.11. B TeuyeHue 10 paboumx AHen C AaTbl NOAMWUCAHMA MpPUMKa3a U PErncTpPaumoHHOro
YO,0CTOBEPEHUA OTBETCTBEHHbLIM WMCMOJIHUTENb HANpaBAseT CBEAEHWA O PErncTpaumm pas BHECEeHUS
M3MeHeHUn B 6a3y [aHHbIX 3aPErMCTPUPOBAHHBLIX W3LENUA MEOUUMHCKOrO HasHayeHua U Uux
APXMBUPOBAHMA.

3.4.12. ®epepanbHan cay:ba no Hag3opy B chepe 34paBOOXPAHEHMA U COLMANBHOIO PasBUTUS
oba3aHa BblgaBatb Ayb6/MKaTbl PErnCTPALMOHHOIO  YAOCTOBEPEHUS  U3LeNna  MeAULMHCKOro
Ha3HAYeHMA NO 3aABNEHMAM NNLQA, HA UMA KOTOPOro OHO 3apPerMcTpUpoBaHO, B TeyeHue 1 mecAua c
[,aTbl NOCTYNNEHMA TAKOrO 3aABJIEHUA.

3.4.13. [JJOKYMeHTbl U AaHHble, NpeaCTaB/ieHHble ANA pernucrpaumm msgenna meauumHCKOro
Ha3HaYeHMA HEe3aBUCMMO OT TOro, OblN0 OHO 3apPEerucTPMPOBAHO WM HET, NMOANEXKAT XPaHEeHWo B
depepanbHolt cnybe no Hagsopy B cdhepe 34paBOOXPAaHEHMA U COLMANbHOFO PasBUTMA BMeCTe C



COOTBETCTBYIOLWMMM  SKCMEPTHbIMM  3aK/IOYEHUAMM, KOMUSMM  MPUKA30B O  PEerucTpaumm u
PErMCTPALMOHHBIX  YA0CTOBEPEHUN c cobniogeHnem  TpeboBaHUi no obecneyeHuo
KOHOUAEHLMANbHOCTN MHPOPMALMK B TEYEHWNE BCErO CPOKA AEUCTBMA PErMcTpaLmm 1 B TedeHune 5 net
nocsie OKOHYaHWA ee AeNCcTBUS.

3.5. AAMMHUCTpATMBHAaA npoueaypa "PaccmoTpeHme $akToB M 06CTOATENBbCTB, CO34at0LMNX YrPO3y
0N KM3HM M 340pOBbA N0AEN MPU MPUMEHEHUM 3aperncTpMpoBaHHbIX U3AENUA MEeAMULMHCKOro
HasHayeHua" OCyLecTBAAETCA B CBA3M C BbiABAeHMEeM (aKTOB M 0bcToATEeNbCTB (NOCTYyn/eHUs
COOTBETCTBYHOLIMX [OOKYMEHTOB OT Cyb6beKTOB obpalleHus u3genvii MeguuMHCKOTO HasHaudyeHus),
CO34at0LLMX YIrPO3Y KU3HM U 340POBbIO t0AEN NPU NPABUIBHOM NPUMEHEHUN N3AENNN MEANLMHCKOFO
HasHayeHWa, B  COOTBETCTBMM C  HWKECNeAylWMM  NopsaaKom  (CXema  OCyLLeCTB/IeHUS
aAMUHUCTPATMBHOM Npoueaypbl NpuseaeHa B MpunoskeHum 5):

3.5.1. Mpw BbIABAEHMM GAKTOB M OBCTOATENLCTB, CO34AOWMX YIPO3Y XKM3HU U 340POBbIO toaei
npu nNPaBUAbHOM MNPUMEHEHUN W3LEANIN MEAMUMHCKOrO HasHavyeHuA, BKAtoYaa 6e3 orpaHuyeHui
nobble HebnaronpuATHbIE KJAMHUYECKME MPOABAEHUA, KOTOpble MpUM  MCNONb30BaHUW U3AENns
MEAMUMHCKOTO Ha3HayeHMAa B COOTBETCTBUM C PYKOBOACTBOM (MHCTpyKUMeR) no 3Kchnayataumu
(NpMMmeHeHUI0) NPUBOAAT K CMEpPTK, CO34at0T Yrpo3y AAS KU3HKU, TPebyloT rocnutannsaumm Uam ee
npoAaneHus, NPUBOAAT K CTOMKOM WM BbIPaXKeHHOM yTpaTe TPyA0oCcnocobHOCTM U (MAKN) MHBANUAHOCTH,
WX BbI3bIBAlOT aHOMaJIbHble PenpPoAyKTUBHbIe 3¢deKTbl, MO0 Takme KAMHUYECKME NpPOABAEHMUS,
XapaKTep U TAXKECTb KOTOPbIX HE COracyloTcaA ¢ Mmetowenca nHdopmaumern ob nsgennm meguLmMHCKoro
HasHayeHWa, HayvaJbHUMK OTAEeNa, OCYLLECTBAAIOWEr0o PerncTpaunio  usgennin  MeauumHCKOro
HasHayeHua, B TeyeHne 5 paboumx AHeW C AaTbl BbIABNEHUSA TaKMx 06CTOATENLCTB TFOTOBWUT
COOTBETCTBYIOLLYO AOKAAZHYHO 3anUCKy Ha MmA pykoBoauTena PepepanbHoit cay»Kbbl no Hag3opy B
chepe 34paBOOXPaHEHMA U COLMANBHOIO PasBUTHUA.

B Tom cnyyae, ecnm NPUYNHON BO3SHUKHOBEHMA NOA06HbIX 06CTOATENLCTB ABAAIOTCA 0COBEHHOCTH
MexXaHM3Ma AeNCTBUA U3LeNns MeaULMHCKOro HasHa4YeHus, AeACTBMEe HACToALWeN agMUHUCTPaTUBHOMN
npoueaypbl MOXET PacnpoCTPAHATLCA HA BCE 3KBUBANEHTHblE WAM TOXAECTBEHHbIE emy W3genvs
MeAMLMHCKOro HasHa4YeHus.

3.5.2. B TeyeHue 5 paboumnx gHen c gatbl NOAYYEHUA AOKAALHON 3aMUCKU UAN AONOJAHUTESbHbIX
CBEeLEHUIN O BblABAEHHbIX 06CTOATENLCTBAX pyKoBoauTeNb PesepanbHOM cay»Kbbl No Hag3opy B chepe
34 paBOOXPaHEHMA U COLMANBHOrO Pa3BUTMUA MOXKET NPUHATbL CleAyome peLleHuns:

1) patb pacnopsskeHue 06 opraHusaumm cbopa AOMNONHUTENbHBIX CBEAEHWI O BbIABAEHHbIX
HeraTuBHbIX 3pPeKTax NPUMEHEHMA N3AENNA MEANLMHCKOTrO HasHavyeHus;

2) paTtb pacnopsxeHue o0 NPoBeAeHUN A0NOJHUTENbHOM SKCNEPTU3bl KauecTBa, 3PPEeKTUBHOCTU U
6e30nacHOCTN U3genns MegULMHCKOro HasHayeHMsA C YYEeTOM BbISIBAEHHbIX HEraTUBHbIX 3PPEKTOB ero
NPUMeEHEHUS;

3) paccmoTpeTb BONPOC O BHECEHUWN U3MEHEHUI B PETMCTPALMOHHYIO AOKYMEHTALUMIO Ha usgenve
MeAMULMNHCKOro HasHaYeHus;

4) 0 NPUOCTaHOBNEHUM AEICTBUA PELLUEHUNA O PErUCTPaLUUN NU34EeNUA MeANLMHCKOrO Ha3HaYeHus;

5) 06 oT3biBE PErncTPaLMOHHOrO YA0CTOBEPEHMA U3AENMUA MEANLMHCKOIO Ha3HaYeHus;

6) He NpeanpPUHMMATb HUKAKUX AOMOJIHUTE/bHbIX AEUCTBUA B TOM C/lyyae, eC/iM BbisiB/IEHHbIE
HeraTuBHble 3P PEKTbI NPUMEHEHMA N3AENNA MEANLUMHCKOTO HasHaYeHMA HOCAT Cy4alHbIN XapaKTep.

3.5.3. C60p AOMNOAHUTENbHbIX CBEAEHUI U NPOBEAEHNE AOMNOJAHUTE/IbHOW SKCNEPTU3bl KayecTsa,
3¢ deKTMBHOCTM M 6e30MacHOCTM M34enMa MeAMUMHCKOTO Ha3HaAYeHMA C Yy4eTOM BbliBAEHHbIX
HeraTuBHbIX 3¢pPEKTOB €ro NPUMEHEHUs NPOU3BOAATCA B CPOKM, YCTAaHOBJ/IEHHblE PYKOBOAUTENEM
depepanbHol cnyKbbl No Haa3opy B chepe 34PaBOOXPaAHEHMA U COLMANBHOMO Pa3BUTHUA.

3.5.4. PaccmoTpeHne BOMPOCa O BHECEHUM M3MEHEHWUI B PErUCTPALMOHHYIO AOKYMEHTALUO B
CBASU C BbIAB/MIEHWEM HEraTUBHbIX 3PPEKTOB MNPUMEHEHMA W3LENNS MEAMLMHCKOTO HasHaYeHus
npousBoAUTCA B COOTBETCTBMM C aAMMHUCTPATMBHOM npoueaypoi "BHeceHMe U3MEHeHWn B
PErMCTPALMOHHYIO AOKYMEHTALUMIO Ha U34eNna MeauUMHCKOro HasHavyeHuma" HacToswero PernameHTa.

3.5.5. ®depgepanbHasa cnyxxba no Haasopy B chepe 34pPaBOOXPAHEHMA U COLMANBHOMO Pa3BUTUSA
NPUOCTaHABAUBAET AENCTBUE PELUEHUA O PErUCTPaLUMN U3LENNA MEAUUMHCKOrO HasHaAYeHUs C LeNbio
npenocTaBfeHna  nuly, MNOUMEHOBAHHOMY B PEruMcTPauLMOHHOM YA0CTOBEPEHUWN, BO3MOMKHOCTM
NnpoBecT! [ONONHUTENIbHbIE TEXHUWYECKMEe WCMbITaHuAa U (MaM) oueHKy 6esonacHocT w (Man)
MeAMULMHCKME UCMbITAHUS U3LENNA MEeLULMHCKOIo Ha3HauyeHMA B CBA3M C BblIBJIEHHbIMM HEraTUBHbIMU



adpdeKkTamm.

B cnyyae oOTKasa /Mua, NOMMEHOBAHHOINO B PErvCTPALMOHHOM YAOCTOBEPEHWM, MNPOBECTU
AOMONHUTE/IbHbIE TEXHWYECKME WCMbITaHUSA U (MAKn) oueHKy 6e3onacHoCTM W (Maun) meauuMHCKue
MCMNbITaHUA, a TaKKe B CAyvyae MOATBEPNKAEHMA MNPW NPOBEAEHWUU [AOMNOJHUTENbHOM 3SKCNepTUsbl
KayecTBa, apdeKTMBHOCTU U Be30NacHOCTU U3LeNnA MeULMHCKOTO Ha3HAYeHMA HeraTuBHbIX apdeKTos
NPUMEHEHNA U3[EeNUA MeUMUMHCKOro HasHadyeHua PepepanbHaa cnykba no Hagsopy B cohepe
34,paBOOXPAHEHMA N COLMANBHOIO Pa3BUTUA OT3bIBAEeT PErnCTPaLMOHHOE yaocToBepeHne. MHbopmaums
06 0T3bIBE PErMCTPALLMOHHOIO YA0CTOBEPEHUA BHOCUTCA B 6a3y AaHHbIX 3aperncTpupoBaHHbIX U3aenuii
MeANUMHCKOTO Ha3HaYeHus.

3.6. AgMuHUCTpaTUBHaA npoueaypa "OcyuwecTBNeHMe KOHTPOAA 33 MOPALKOM MNpoBeAeHMA
MEAMUMHCKMX W WHbIX WCMbITAHUA U3AEeNUA  MEeAMLMHCKOrOo HasHavyeHuA" ocyliectsnserca Mo
HeobXOAMMOCTM TO/MIbKO B XOA4e BbIMNOJHEHWA AAMMHWUCTPATMBHbLIX npoueayp "PaccmoTtpeHue
[OKYMEHTOB WM NPUHATME PEeLleHMA O perncrpauum nsaenmm meguumMHCKoro HasHavyeHua", "BHeceHue
U3MEHEHUA B PErucTpauMoHHY0 [OKYMEHTAUMI0 Ha wusgenre MeAMUMHCKOro HasHavyeHua" u
"PaccmoTpeHne aktoB M 0BCTOATENBLCTB, CO3A4AOWMX Yrpo3y AA KU3HWU U 340PO0BbA AO4EN Npu
NPUMEHEHNN 3apPerncTPUPOBAHHbIX M3LeNNA MeAUUMHCKOrO HasHavyeHuA" HacToAlero PernameHTta B
COOTBETCTBUM C HUKECTeAYIOWMM NMOPALKOM (CXeMa OCyLLeCTBeHUS aAMUHUCTPATMBHOM NpoLeaypsbl
npusegeHa B MpuaoxeHun 6):

3.6.1. B TeyeHne 5 KaneHAapHbIX AHeM C A[atbl MPU3HaAHMA HeobxoguMbIM NoayvyeHue
OOMONHUTE/NIbHBIX CBEeAEHUI (pe3y/ibTaTOB TEXHUYECKUX, MEAMUMHCKMX MUCMbITAaHUA WM  OLEHKU
b6e3onacHOCTM) OT 3asBuUTens W (MaM) B NPOBELEHMM IKCMEPTU3bl KayecTBa, 3PPEKTUBHOCTU WU
6e30MacHOCTM B COOTBETCTBMW C KNACCOM M34ENUA MEAMUMHCKOTO Ha3HaYeHWs OTBETCTBEHHbIN
WUCNONHUTENb TOTOBUT HaMnpaBieHWe Ha NpoBeAeHWe UCMbITaHUA WAM  3KCNepTu3bl, KoTopoe
COr/IAaCOBbIBAETCA HAYa/NIbHUKOM OTAEes1a, OCYLEeCTBAAIOWEr0 PerucTpaumio M3gennin meamumHCKoro
Ha3HaYeHWA, U YTBEPKAAETCA IMLLOM, YNOJTHOMOYEHHbIM ANA 3TOM Lenn pykosoautenem ®enepanbHol
cny*K6bl No Haa30py B chepe 34PaBOOXPAHEHMA U COLMANBHOIO PAa3BUTUSA.

HanpasneHune Bpy4yaeTca 3aaBuUTeNIO.

B HanpasneHWUW [OMKHbI ObITb YKa3aHbl OpraHU3aL MM, KOTOpble MOTYT NPOBOAUTb HEOBXoANMble
UCMbITaHWA W aasaTb Tpebyemblie 3ako4eHWA, BblOpaHHble W3 nNepeyvHA, KOTOpbld  BedeTcs
depepanbHoit cnyxboin No Haasopy B chepe 34paBOOXPAHEHMA U COLMANBHOTO PA3BUTUA C y4ETOM
cneumanmsaummn, TEXHUYECKOM OCHALLEHHOCTM M KOMMETEHTHOCTM MEepCcoHasna TaKWUX OpraHu3auui,
3aKNOYMBLLMX COOTBETCTBYIOLWME A0roBOPbl. B HanpaBneHUM TaKkKe yKa3blBAtOTCA CPOKM MpoOBeAeHUsA
UCMbITAaHUI W (MAKM) 3KcMepTM3bl C y4eTom TpeboBaHUI HacToswero PernameHTta. HanpasieHuwe Ha
nposeAeHne MEeOMULMHCKMX WCMbITAaHUWA TFOTOBUTCA TONBKO MOCAE MOJyYEeHUA MONOKUTENBHOMO
pe3ynbTaTa TEXHUYECKUX UCMbITaHMIA U OLLeHKM 6e30NacHOCTU N34enusa MeANLUNHCKOrO HasHaYeHuUA.

3.6.2. HayanbHMK OTAENa, OCYLLECTBAAIOWErO PErMCTPALMIO U3AENUA MEeANLMHCKOTO HasHavYeHus,
JO/KEH OpraHu3oBaTb MpoOBeAeHME MPOBEPOK MEOMLMHCKMX W WMHbIX WCMbITAHUA  U3aenus
MeANUMHCKOTO Ha3HAYeHMA B XO4E UX NPOBEAEHMA.

3.6.3. [JOKyMeHTbl, MOCTyNuBLIME OT 3asABUTENA M BKIOYalowMe B cebsa aKTbl (MPOTOKO/bI)
NPOBeAEeHHbIX UCNbITaHUIN U (UK) 3aKIOYEHUI IKCMEPTU3bI KauyecTBa, 3GPeKTUBHOCTM 1 6e3onacHoCTH
U3genua MegUUMHCKOTO HasHayeHWs, pernctTpupytotca B TedyeHue 1 paboyero gHA € AaTbl WX
nosyyeHma. KomnaeKT [AOKYMEHTOB MoOeT OblTb HanpasaeH NO Mo4YTe 3aKasHbiIM MUCbMOM
(baHLZEpPONbIO) C OMUCHIO BOXKEHMSA U yBeAOMJeHWEM O BpydeHuU. KOHTpo/sb BefeHusa y4yeTa
NOCTYNUBLUMX OOKYMEHTOB OCYLLECTBAAET Haya/ibHUK OTAEeNa, OCYLLeCTBAAIOWEro perncrpaumio
n3genmii MeanUMHCKOro Ha3HaYeHuA.



MpunoxkeHune 1

K AAMUHUCTPAaTUBHOMY pPerfiaMeHTy
Mo MCMNOJIHEHMIO FOCYAAPCTBEHHOM
bYHKLMM NO perncTpaunm nsgennii
MeAMUMHCKOro Ha3Ha4yeHuA

CxemMa:

CprKTypa M B3aMMOCBA3M AIMMHMCTPATMBHEIX IIpoLenyp,

BEIIIOJIHAEMBIX IIPU

OCYyUWEeCTBJIEHVM pPerncTpaluumn U3neJamny MeIMLMHCKOT'O HalsHAaUeHUs

ynpas-
JIeHue
perucT-
pauum
Jekapc-
TBEHHBIX
cCpencTs
u Me-
OMLIMHC—
KOM
TEeXHUKU

OcymecTBJIEHME KOHTPOJA
3a [OPAIKOM IIPOBeIeHUS
MEeIULMHCKUX M MHBEIX

MCIETAHUN MU3OeJINN
MEeIVLMHCKOTO Has3HAUeHUS

[loslyuyeHsl CBeIeHusa o0

Opranmsanums nomaeT oBCcToATEJILCTBAX,
OOKYMEHTEl IJId

BHECEHUS MBMEeHEeHUM

B PETVMCTPALVIOHHYIO

Jiomey NpM NpaBUIIBHOM
VICIIOJIb 30BaHUN

co3amnmmx
YIpOo3y IOJid XUM3HM M 3IO0POBBA

JOKYMEHTALMI Ha
mnanejime MeIVMIIVMHCKOI'O
Ha3Ha4dYeHnA

3apEeTUCTPUPOBAHHOTO
M3Ienns MEeIULUHCKOTO
Ha3HAYEHUS

[TocTynjeHue KOMILJIEKTAa
OJOKYMEHTOB HOJIA permcrpannm

|
\/

PaCCMOTpeHVIe JOKYMEHTOB
" IIPVMHATHME pelleHrA O

pervucrpaun mM3nejima
MeIVMIMHCKOI'O Ha3Ha4dYeHNMA

\/
\/

PaccMmoTpeHue GakToB U
OOCTOATENIbCTB, CO3IaKUMX
yIpPO3y IJid XU3HU U
300POBbA JIOIEM MNpKU

BHeceHMVe UMBMeHEeHUM
B PETVMCTPALVIOHHYIO
JOKYMEHTALMI Ha

mnanejime IIPVIMEHEHUM
MeIVMIIMHCKOTI'O 3aperMcTrmMpOBaHHBIX
Ha3Ha4dYeHnA U3 OeJInn

MeIVMIMHCKOI'O Ha3Ha4dYeHNMA




MpunoxkeHune 2

K AOMUHUCTPATUBHOMY PEF/TaMEHTY

MO MCMOJIHEHUIO FOCYAaPCTBEHHOM
bYHKUMM NO pernctpaumm usgenuii
MeANUMHCKOrO HasHayeHun

CxeMa MCIHOJIHEHUS aIMMHMCTPATUBHOM NPOLeNyPH
"PaccMOTpeHMe OOKYMEHTOB U MNPMHATHME PEleHMA O perucTpalmum
n30enmnt MeIMLMHCKOTO Has3HaueHua"

|HonPOTOBKa npoeKTal
1 T ] npmkasa o
OpraHmszaumsa | |OpPaHM3auMH| ToCyIapCTBEHHOM
npernocTaBiyseT NpoBeOeHus perucTtpauumu u YBenomiieHue Breimaua
lMocTynneHne Perucrpaumnsa HOHOHHMTeanHeL—> sxcnemesmL—— PeruMcTpauMoOHHOTO opraHmM3auum o PeruMcTpauMOHHOTO
IOKYMEHTOB IJif KOMIIJIEKTa CcBeIeHus | | (15 - | YyOOCTOBEpEeHUs —> TOTOBHOCTU YyIOOCTOBEpPEHUs
ToCymapCTBEHHOM IOKYMEHTOB (no 3 mec.) | | 75 nHewn) | OTBETCTBEHHBI PETUCTPALMOHHOTO OTBETCTBEHHBI >
perucTpauumn KoHTposb @ ! L ! VICIIOJIHUTEJID . YyIOOCTOBEpPEHUs VICIIOJIHMTEJIb
usneamns HadaJlbHUK /\ /\ CoryjacoeaHue u OTBeTCTBEHHEN (o obpaumeHuo
MeIMLUUHCKOT'O oTmesa | yTBEpPXIeHUe VICIIOJIHMTEJIb 3aaBUTEJIA)
Has3Ha4YeHUsa (1 nmeHsb) r—————J PykoromuTesnb (5 nuewn)
PocsapaBHanm3opa
IOIOJIHNTEJIbHHE ‘ (10 greit)
CBEIEHNA | |
HEOBXOJMME | /\ |
\/ ‘ HanpaBrnieHue CBEOEHUN O
T 1 SKCIEPTHU3A | ToCyIapCTBEHHOM
|Ha3Haqeﬂme OTBeTCTBeHHOPO| HEOBXOIVMA | perucrTpaumuy OJjid BHECEHUA
| VICIIOJIHUTEeJIA | L >| m3MeHeHMiI B 0aszy IOaHHBIX >
YnpaB-— HaganbHUK oOTHesna. OTBETCTBEHHBI MCIIOJHUTEIb
JIeHne [lpuHATHE peleHus O | (10 mHen)
peructT- | NIPYMEHEHUM YCKOPEHHOM |
pauumn | NpoLenyprE permcTpauun |




Jekapc-
TBEHHBIX
CcpencTs
u Menu-—
LMHCKOM
TEXHUKU

(

(

| HauvanbHUK yNpaBJIeHUS
| (4 nua) |
: T |
|
\/
/\ /\
[IpoBepka [IpuHaTHE
KOMIIJIEKTHOCTU pemeHus o
1 cocTapa HeOoOXOOUMOCTM
npencTaBJIEHHEIX npoBeneHus
< IOOKYMEHTOB M > —< SKCIEePTU3EL
HET I aHHBIX u (nam)
CoorBeTCTBYET? MOJTy4UYeHUS
OTBETCTBEHHHI IOMOJIHUTEJIb HEIX
VICIIOJIHUTEJIb CBeOeHuMn
(15 nuen) Heobxonmmer?
\/ OTBETCTBEHHE
VICTIOJIHUTEJIb
(5 nHem)
\/
/\
| |
Knaccuduxaums |
usmenus |
MEIOMLMHCKOTO
\/ Lna—> HasHauYeHUsd
OTBEeTCTBEHHEN
OTkas B ) UCIOJIHUTEJb
(rocynapCTBEHHOM) (5
perucTtpauum )
( PyxoBomuresib )< HET

(Poc3noparHanzopa)

|
|
|
L

>—HET—><

1A
|
|

/\
[logroToBKA
3aKJIOYEeHUs IO
3aAaBJIEHUIO O
ToCyIapCTBEHHOM
perucTpauumn
[ojioxnTesibHOE ?
OTBeTCTBEHHEN
VICIIOJIHMTEJIb

\/




MpunoxkeHune 3

K ALMUHUCTPATUBHOMY PErlaMeHTy
Mo MCMOJIHEHUIO FOCYAapPCTBEHHOM
bYHKLMM NO perncTpaunm nsgennii
MeANUMHCKOrO Ha3HaYeHuA

TPEBOBAHMA,
NPEABABMAEMbIE K COAEPHKAHNIO AOKYMEHTOB, NPEACTABMIAEMbIX
ONA PETUCTPALUMM U3LENNIA MEOMLMHCKOTO HASHAYEHWA

A. CnpaBKka 06 M3genMn MeAMUMHCKOrO HasHauyeHWa AO0/BKHa codeprkaTb B cebe creayloulyto
nHdopmaumto:

- oNucaHue usgenus;

- onucaHne NpuMHUMNa Aenctema nusaenmsa nMbo ccblIKy Ha HaydHO 06OCHOBAHHbIN MeXaHM3M ero
AencTeus;

- cBeAeHMA 060 BCex MMeLWMX OTHOWEHME K MPUHLMNY AEUACTBUA (MU MeXaHU3MY OeiCTBUSA)
GYHKUMOHA/bHBIX XapaKTePUCTUKAX W3AEeNus, TakUMX Kak ero AmsaiH, Mcnosib3yemble maTtepuanbl u
¢dun3nYecKkne cBOMNCTBa;

- Hdopmaumio o chepax NpPUMeHeHUa U3LEeNUs, BKAOYAs KpaTKoe onucaHue 3abonesaHnin uau
COCTOAHMIA 4YenoBeKa, MPW KOTOPbIX AaHHOE W34enne MOMKET WMCMNONb30BaTbCA ANA ANArHOCTUKW,
NleyeHuns, NpPodUNAKTUKM WAM YAYULWEHUS COCTOSIHMA, BKAOYas, MO BO3MOMKHOCTWU, onpeaeseHue
YacTOTbl BCTPEYAEMOCTM TaKuX 3a60/1eBaHNN MU COCTOAHUN.

B. [JOKyMeHTbl, MOATBEPKAAIOWME IKBMBANEHTHOCTb WAM  TOMKAECTBEHHOCTb  W34eNuA
MeJMLMHCKOro Ha3HaYeH s CBOEMY aHaNory, AO/IKHbI coAep:KaTb B cebe cneayoLyio MHGoOpPMaLMIO:

- CPaBHUTENbHYIO Tab/MLy BCEX MMEIOLWMX OTHOLIEHWE K MPUHUMMY OEWCTBUA (MAK MeXaHU3My
AencTena)  GYHKLMOHA/bHBIX  XapaKTepUCTUKax PerucTpupyemMoro Usgenus Mo  OTHOWEHUI K
COOTBETCTBYIOLMM XapaKTEPUCTMKaM aHasora. B Tom ciyyae, eciv MMETCs OTAMYMA, HEOBXOAMMO
AaTb 06bACHEHWE, MOYEMY 3TU OTIMYUA, NO MHEHUIO 3aABUTENA, HE OKa3bIBAOT BAUSAHMA Ha KayecTBo,
3P PEKTUBHOCTb UM HE30MACHOCTb U34EeNA MEAULMHCKOrO Ha3HAYEeHUS;

- B TOM C/ay4yae, eciv npegnaraemble chepbl NPUMEHEHUS PErUCTPUPYEMOrO U3Aenus
MeAMLMHCKOrO HasHauyeHWs OTAMYatoTcA OT cdep MPUMEHEHUS aHanora, AN KAXKLOro C/yyas TaKux
OTK/IOHEHUI 3afBUTENEM LO/IKHbI ObiTb AaHbl OOBACHEHUA NMPUYUH TAKWUX OTIMYUMIA U MOYEMY ITO He
MOXKET OKa3blBaTb BAUAHUA HA ero 3ddeKTMBHOCTb M be3onacHocTb. CokpalleHne chep npumeHeHus
PEerucTpMpyemMoro M3genvs MeAMLMHCKOrO HasHayeHMA MO OTHOLWEHWIO K aHaslory He cyuTaeTcs
OTK/IOHEHMWEM.

B. [lOKYMeHTbl, CBWAETENbCTBYIOWME O Pe3y/ibTaTax TEeXHUYECKUX WCMbITAaHUI, OLEHKU
6€30MacHOCTM U MEeAULMUHCKUX UCMbITaHUI 3PEKTUBHOCTM M 6E30MaCHOCTU U3LeNUA MeSULMHCKOTo
Ha3HayeHwWs, LOKHbI COAEpKaTh B cebe cneayowme ceefeHus:

- onpegeneHve BUAa U obbeKTa MccienoBaHWi (MO NPUMEHMMOCTH) (TEXHUYECKME WCMbITaHWA
bU3NYEeCKMX  CBOWMCTB  M34enusi;  MMKPOOMOMOTMYECKMe  UCCNeAOBaHUA;  TOKCUMKOJ/IOTMYEecKue
nuccaefoBaHna;  MMMYHOBMOMIOTMYECKME  UCCIeA0BaHWA;  UCCNefoBaHWA  BMO3KBMBAZIEHTHOCTY;
nccnepoBaHna apeKTMBHOCTU; UCCef0BaHNA CTabUAbHOCTY (onpesesieHne CpoKa rogHOCTU) 1 Np.);

- 3aK/Il0YEHUE UCCIef0BaTeNA MO pe3y/ibTaTam NPOBEAEHHbIX UCC/Ie0BaHUN;

- [OMOJIHUTENIbHO AOKYMEHTbI, CBUAETE/NbCTBYOWME O pe3y/ibTaTax MeAULMHCKUX WCMbITaHWUM
3dPeKTUBHOCTM M HE30MacHOCTU M3LENUA MEAMLIMHCKOrO HasHauyeHwWs, AOJIKHbI BKIOYaTb B cebn
NPOTOKO/ UCCnenoBaHui; 0606weHHyo MHdopmaumto 06 apdeKTMBHOCTM M 6e30NacHOCTU U3aenus;
NOBOYHbIX PEaKUMAX W OCNOXKHEHMAX; MOJIOMKAX W3AenvA MEAMUMHCKOTO HA3HAYeHUss B XoAe
MeAMULMHCKUX UCNbITaHUI, MPUBEALNX K PEMOHTY UIN 3aMeHe; CBeAEHMA O MaLUMeHTax, NPMHMMAaBLLMX



ydyactme B WUCMNbITaHUAX (KOI'IVI‘-IECTBO, non, BO3pPacT, ,EI,VIaI'H03), BKNOYaA nogreepXaeHune Hanan4vuma
NMNCbMEHHOro cornacmAa NnauyneHToB Ha y4acthe B UccnegoBaHUAX; *anobol nauyneHToB; KOIMYeCTBEHHbIE
cBeAeHnAa ONAa KaXaoro nauueHTta, U3/10XKeHHble B TabanuyHom d)opme; pe3ynbTaTthbl CTaTUCTUYECKOM
06pa6OTKM NOoJly4eHHbIX B Xo4e nccnenoBaHnA AaHHbIX.

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma nyHKTOB AaHa B COOTBETCTBUM C ODULMANbHBIM TEKCTOM JLOKYMEHTA.

C. HopmaTuBHbI JOKYMEHT M34enna MeAnUMHCKOro HasHayeHus (3anosiHAeTcs 3anABUTeNIeM U He
umeetr o0b6nA3aTeNbHbiX TpeboBaHUIM Mo Qopme WU3NOKEHWUA) nNpeacTaBAseT Ccoboi  [AOKYMEHT,
cBupetenncTeyowmini 06  ocobbix CBOMCTBax Wu3gennsa, Haumbonee NoOAHO W cheundUYecKm
XapaKTEPU3YIOWMX €ro  HasHayeHWe W  MpUMeHeHMe (MPUHLMN  MAM  MEXaHW3M  [OeincTBus,
GYHKLUMOHaIbHOE  Ha3HayeHWe, XapaKTepucTukn 3GPEeKTUBHOCTM, [AOCTOBEPHOCTb W JIMHEWHOCTb
napameTpos, GU3NYECKUX UIN XMMUYECKUX CBOWCTB UCMO/Ib3yEMbIX MaTepuanos 1 T.4.).

[JaHHbIi  [OKYMEHT npu3BaH crneumMpuYeckn OXapaKTepusoBaTb WUsAeAne MeLULMHCKOro
HasHayeHWs, €ero HOBW3HY WAM MOATBEPAUTb 3IKBMBAJNIEHTHOCTb WM  TOXAECTBEHHOCTb YiKe
3aperncTpmpoBaHHOMY aHaory.

[. MepeyeHb KOMMNAEKTYIOWMX 3/IEMEHTOB, HEOBXOANMbIX AN GYHKUMOHUPOBAHMWSA U3AEeNUA U ero
06CNYKMBaAHWA, €ro KoMmneKkTauusa (NnpuHagneskHoctn). (Monydyaer eauHbli HOMEP PerncTpauuoHHOro
YO0CTOBEPEHUA C U3aeIMEM MeLULMHCKOTO Ha3HayeHus.)

MpunnorxkeHue 4

K ALMUHUCTPATUBHOMY PErlaMeHTy
Mo MCMOJIHEHUIO FOCYAapCTBEHHOM
bYHKLMM NO perncTpaunm nsgenni
MeANUMHCKOrO Ha3HaYeHuA



CxeMa MCHOJIHEHUS aIMMHMCTPATUBHOM MNPOLEeNypPH
"BHeCeHMEe M3MEeHEHMM B PEeTrMCTPalMOHHY IOKYMeHTalUuio Ha
n3nenns MeIMLMHCKOTO Has3HaueHua"

[logroToBKa HOPOEKTA
npmkasa o
OpraHmszaumsa OpraHmszaumsa ToCyIapCTBEHHOM
npernocTaBiyseT NpoBeOeHus perucTtpauumu u YBenomiieHue Breimaua
lMocTynneHne Perucrpaumnsa IOIMOJIHUTEJIbHEE [—> | BKCIEPTU3EL PeruMcTpauMoOHHOTO opraHmM3auum o PeruMcTpauMOHHOTO
IOKYMEHTOB IJif KOMILJIEKTa CcBeIeHus (15 - YyOOCTOBEpEeHUs —> TOTOBHOCTU YyOOCTOBEpPEHUs
ToCymapCTBEHHOM IOKYMEHTOB (no 3 mec.) 75 nHewn) OTBETCTBEHHBI PETUCTPALMOHHOTO OTBETCTBEHHBI
perucTpauumn > KoHTpoJsb @ VICIIOJIHUTEJID . YyIOOCTOBEpPEHUs VICIIOJIHMTEJIb
n3neamns HadaJlbHUK /\ /\ CorylacoBaHue u OTBETCTBEHHBI (mo oBpalleHMo
MeIMLUUHCKOT'O oTmesa | yTBEpPXIeHUe VICIIOJIHMTEJIb 3aaBUTEJIA)
Has3Ha4YeHUsa (1 nmeHsb) r—————J PykoromuTesnb (5 nuewn)
T | PocsapaBHanm3opa
IOIOJIHNTEJIbHHE (5 nuem)
CBEIEHVA T
| HEOBXOIIVIMHL /\ |
I | .
\/ HamnpaejieHMe CBeIeHMuM O
SKCIEPTHU3A ‘ roCyInapCTBEHHOM
HazsHaueHue HEOBXOIVIMA | |pePMCTpauMM IJi1 BHECEeHUsd
r>|OTBETCTBEHHOTO L >| M3MeHeHMI B 0aszy IaHHBIX
YnpaB-— VICIIOJIHUTEJIA OTBETCTBEHHBI MCIIOJHUTEIb
JIeHre BriaBJieHUE ‘ HauamnpHUK (10 muelt)
perucT- | [HOBEIX HOaHHEHIX, | oTmesa
pauun KaCaolnxCs | (4 nus)
snexapc- | | sbbexTuBHOCTHU J A
TBEHHBIX 83078 >
cpencTs | |6e30nacHOCTHU
n Menu- n3nenms
HMHCKOI | | MenuuuHCcKOTO \/
TEeXHUKU HasHaueHUsd /\ /\ /\
[IpoBepka [puHaTue [logroToBKa
KOMIIJIEKTHOCTM pemeHms o '—>| BaxkJjodYeHusa Mo
1 cocTapa HeOoOXOOMMOCTN 3aAaBJIEHUIO O
IpenCcTaBJIEHHBIX NpoBeOeHus ToCyIapCTBEHHOM
r—HET——< IDOKyMEeHTOB U > —< SKCIEePTU3H >—HET—>< permucrpauumn >
| IIaHHBIX u (mm) MOJIOXMTENIbHOE ?
| CooTrBeTCTBYET? IOJIy4YeHMs OTBeTCTBEHHEN
OTBETCTBEHHHI IOIMOJIHNTEJIb HBIX VICIIOJIHUTEJIb
VICIIOJIHMUTEJIb CBeOeHUM
| (10 nuern) Heo®xonmmer?
| \/ OTBETCTBEHHEI \/
| | VICIIOJIHUTEJIb |




\/

( OTkas BO
( BHECEeHUM

( V3MEeHEeHUN
( PyxkoBomomTeJb
(Poc3opaBHansopa)

)
)
)
) <

(5 nueir)
\/ !

—_—

Knaccubmkanmsa
n3nenms

MEIMLMHCKOTO

Ha3HAUYeHUs Ipu

HeOoBOXOIOMMOCTHU

OTBEeTCTBEHHEN

VICIIOJIHUTEJIb
(5 nuen)

/\

HET

MpunoxkeHue 5

K AGMUHUCTPATUBHOMY PerfiameHTy
Mo MCMOJIHEHMIO FOCYAAPCTBEHHOM
bYHKLMM NO perncTpaunm nsgenni
MeanunHCKOro HasHa4yeHumAa

CxeMa MCIHOJIHEHUS aIMMHMUCTPATUBHOM NPOLeNyPH

"PaccmoTpeHre QakToOB M OOCTOSTEJLCTE,

co3mampnMx yIpos3sy IOJI4d XM3HUM M 3O00POBbBA Jonen npm

IIPVMMEHEHUNM 3aperMCTPUPOBaHHBIX U3neauy MeOULUMHCKOTO Has3HaudueHusa"

OpraHmszauys cbopa OOMNOJIHUTEJIbHBIX CBeHeHMﬁH
O BBIABJIEHHEIX HeTaTUBHEX 2ddexTax |
NPUMMEeHeHMS MU3OeJIUN MeOULMHCKOTO
HaszHaueHrs (B CPOKM, YCTAaHOBJIEHHHE
pelmeHreM pykosomuTesia derepalibHOM cnyx6m)|
|

OpraHmusauusa OpOBeIeHUSA IOOIOJIHUTEJIE HOM |
SKCIEPTU3El C Yy4YeTOM BEIABJIEHHBIX |




Yynpas-
JIeHue

peructT-
pauumn

Jekapc-
TBEHHBIX
CcpencTs
u Menu-—
LMHCKOM
TEXHUKU

pu-—
HATHE
peume-
BriaBJieHUE HUA
OBCTOATEJNBLCTE, [logroToBKa PYyKO-—
cos3panmmx IOKJIaIHOM BOOM—
YITPO3Y XU3HU 3annucKy TesneM
U 3O0OPOBBIO >| HauvanbHUK —> |dene-—
Joner npu oTnmesa pajib-
NIpUMEeHEHUNU (5 nHenm) HOM
n3neamun CITYX—
MEIUILMHCKOT'O OBL
Hasz3HaUYeHUs (5
IHEen)

([lpu3HaHME CJIIy4YanHOTO)
(XxapakTepa BHISBJIEHHEHX) <
( 0B6CTOATENILCTR )

HeTaTUBHHEX S0OEeKTOB NPMMEeHEeHUS WU3OeJIUn
MEeIUUMHCKOTO Has3HaueHUsd (B CPOKM,
YCTaHOBJIEHHEIE pPeElleHVEM PYKOBOIUTEJIS
demepalsibHOM CJIIYXOEBI)

PaccMOTpeHMe BONPOCa O BHECEHUM
V3MEHEHNVI B HOPMAaTUBHO-TEXHUUECKYI
OOKYMEHTALMIO Ha M3OesMe MeOULMHCKOTO —>
Ha3HaueHus (B CPOKM, YCTAHOBJIEHHEE
pemeHreM pykoBomuTessa delepalibHOM CJIyXOB)

r————ﬂA >
| |
HanpaejieHMe OucbMa | |
MLy, T[OMMEHOBAHHOMY [
B PY, C mnpenjioxeHuem I /\

NpOBECTV HONOJHUTeNbHHE —>< JIULo corjiamaercs? >

MCHBITAHMS M OLUEHKM | L \/
HauvamnpHUK oTHesa
(2 mHsa)
L—HET—>

BHeceHMe M3MeHeHMﬁ|
B HOPMAaTUBHO-— >
TEXHUUYECKYIO |
IOKYMEHTaLUO |

[IpuHATKUE peleHus o|
IPMOCTaHOBJIEHUM |
LOEeMICTBMSA PelleHus O >

perucTpaumnm |

|
|
|
|

[IpUHATHUE pemeHus \
06 oT3hBE |

perucTPaUMOHHOTO >

YIOCTOBEepeHUS l

MpunoxkeHune 6

K AGMUHUCTPATUBHOMY PerfiameHTy
Mo MCMOJIHEHMIO FOCYAAPCTBEHHOM
bYHKLMM NO perncTpaunm nsgennii
MeanunHCKOro HasHa4yeHumAa

CxeMa MCIIOJIHEHUSA aImAMLHdCTTDaTT&B}HDﬁ Inpouenypel



"OcyumecTBJIeHKE KOHTPOJIA 3a INOPAIKOM IPOBEeOEHMA MEIOUMUIVHCKUX W MHBIX MCTIBITaHUM
U3neamny MeIUMLMHCKOT'O Hal3HaueHua"

ynpas-
JIeHue

permucT-
pauum

Jlexapc-
TBEHHBIX
CpencTB
u MeIu-
LIMHCKOM
TeXHUKU

BrinnosiHeHUE
aIMUHUCTPATUBHOM
IpoLenyPL
"PaccMmoTpeHUe
IOOKYMEHTOB U
IPUHATHME PeUleHUS O
TOCyIapCTBEHHOM
permucTpaumumn
U3 OeJInn
MEOULIMHCKOTO
HaszHaueHusa"

BrIITOJIHEHME
aIMVUHUCTPATUBHOM
OpoLenypsl
"BHeceHUe
M3MEeHEeHUN B
PETUCTPALMOHHYIO
OOKYMEeHTalWO
Ha musneaue
MeIOMLIVHCKOTO
HalHaueHua"

BrinnosiHeHUE
aIMVUHUCTPATUBHOM
IpoLenyPL
"PaccMoTpeHUe
bakTOB U

\/

IllooroToBKa,
corJilacoBaHMe
U yTBepXIeHUe
HalpaBJIeHUS
Ha [pOBeIeHUue
MCIEITAHUM U
()
OTBEeTCTBEHHEI
MCIIOJIHUTEJIE ;
HauasibHUK
oTnena;
HauasibHUK
ypaBJieHUus
(5 muen)

OKCIIEPTU3EL

—>

/\

OcyluecTBJIEHUE
IPOBEPOK XOoIa
IpOBENEeHUS
MCIIEITaHUM
(B TeueHUe
cpoka
BRIIIOJIHEHIUS )
HauasibHUK
oTmesa

[lonyyeHue u
perucTpaumus
aKTOB
(IPOTOKOJIOB)
IPOBEIEHHHX
MCIIEITaHUM
u (mam)
3aKJIOUEHUN
BKCIIEPTUSBE
KouTposs:
HauvaJlb HUK
oTmesa
(1 meHb)

—>

BrinnosiHeHUE
aIMVUHUCTPATUBHOM
IpoLenyPL
"PaccMoTpeHMe
IOOKYMEHTOB U
OPUHATHME PpelleHUusa O >
TOCyIapCTBEHHOM
permucTpauum
U3 OeJInMn
MEOUILIMHCKOTO
HasHaueHusa"

BrIITOJIHEHME
aIMUHUCTPATUBHOM
OpoLenyprl
"BHeceHUe
M3MEeHEeHUN B
PETUCTPALMOHHYIO >

OOKYMEeHTalW0
Ha musneaue
MeIOMLVHCKOTO
HalHaueHua"

BrinnosiHeHUE
aIMUHUCTPATUBHOM
IpoLenyPL
"PaccMoTpeHUe
bakTOB U




oBbCTOATENLCTB,
co3mapiMx yI'po3y
OJIS XUBHU U
3I00POBbLsA JIOIEMN
opu NOpMMeHeHUU
3apeIUCTPUPOBaHHBIX
U3 OeJInMn
MEOULMHCKOTO
HaszHaueHusa"

|>—|

oBbCTOATENLCTB,
co3mapiMx yI'po3y
OJIS XUBHU U
3I00POBbLsA JIOIEMN
opu NpMMeHeHUU
3apeIUCTPUPOBaHHBIX
U3 OeJInn
MEOULIMHCKOTO
HaszHaueHusa"

>




