3apeructpupoaHo B MuHiocte Poccum 4 mapta 2013 1. N 27438

MWHUCTEPCTBO 3[PABOOXPAHEHUSA POCCUUCKOW ®EOEPALUA

NPUKA3
oT 2 aBrycTta 2012 r. N 58H

OB YTBEPXXOEHUN AODMUHUCTPATUBHOIO PEMAMEHTA
MWHUCTEPCTBA 30PABOOXPAHEHUSA POCCUNCKOWN ®EQEPALIUN
Mo NPEAOCTABIEHUIO TOCYAAPCTBEHHOW YCNYIY MO BbIOAYE
PA3PELUEHUA HA BBO3 HA TEPPUTOPUIO POCCUNACKOU
®EOEPALUU KOHKPETHOU MAPTUU 3APETMCTPUPOBAHHbIX
N (MNN) HESAPET'MCTPUPOBAHHDbIX JIEKAPCTBEHHbLIX CPEACTB,
NPEAHA3HAYEHHbIX ANA NPOBEAEHUA KITMHUYECKUX
WUCCNEQOBAHUMA NEKAPCTBEHHbIX MPEMAPATOB, KOHKPETHOW
NAPTUN HESAPETMCTPUPOBAHHbBIX NEKAPCTBEHHbIX CPELACTB,
NPEAHA3HAYEHHbIX ANA NPOBEAEHUA 3KCNEPTU3bl NEKAPCTBEHHbIX
CPE[ACTB B LENAX OCYLLECTBNEHUA rOCYQAPCTBEHHOW PETUCTPALMU
NEKAPCTBEHHBIX MPEMNAPATOB, KOHKPETHOW MAPTUA
HE3APEMrMCTPUPOBAHHDbIX JIEKAPCTBEHHbLIX CPEACTB
Ons OKA3AHUA MEOULMHCKOW MOMOLLM MO XXU3HEHHbLIM
NOKA3AHMAM KOHKPETHOIO MAUMEHTA

B cootBeTctBUM ¢ PepepanbHbiM 3akoHOM OT 27 uonsg 2010 r. N 210-d3 "O6 opraHMsauumn npenocTaBneHns
rocygapcTBeHHbIX M MyHuuunanbHbeix yenyr” (CobpaHne 3akoHopaTtensctBa Poccuiickon ®egepaunn, 2010, N 31, crT.
4179; 2011, N 15, cr. 2038, N 27, 3880, N 29, ct. 4291, N 30, cT. 4587, N 49, c1. 7061; 2012, N 31, cT. 4322) n
noctaHoBreHnem [pasutensctBa Poccurickon ®enepaumm ot 16 masa 2011 r. N 373 "O paspaboTke 1 yTBEPXOEHUN
afMVHUCTPATUBHbIX PErfaMeHTOB MWCMOMHEHUSA TOCYAAPCTBEHHbIX (PYHKUUA W agMWMHUCTPATUBHBLIX pPErnaMeHToB
npegocTaBneHus rocygapcteeHHbix yenyr” (CobpaHue 3akoHogartensctBa Poccuinckon depgepaumm, 2011, N 22, crT.
3169, N 35, ct. 5092; 2012, N 28, cT1. 3908, N 36, cT. 4903) npukasbiBato:

YTBEpAUTb npunaraemoin  AOMUHUCTPaTUBHBIA pernameHT MuHucTepcTBa 3gpaBooxpaHeHns Poccuinckon
denepaumm nNo npeaocTaBNeHNO TOCYAAapPCTBEHHOW YCMNyrM MO Bblgavye pas3pelleHuMn Ha BBO3 Ha TEppuUTOpUIO
Poccuiickon ®egepauum KOHKPETHOW MApPTUM 3apEernMcTpyMpoBaHHbLIX U (MNKM) HE3apPEerncTpUpPOBaHHBLIX NEKAPCTBEHHbIX
CcpeacTB, NpeaHa3Ha4YeHHbIX Onst MPOBEAEHNS KIMHUYECKUX UCCREeNOBaHUA JIEKAPCTBEHHbIX NpenapaToB, KOHKPETHOWN
napTMM HEe3aperuMcTpUPOBaHHbLIX JIEKAPCTBEHHbIX CPeacTB, MNpeaHas3HA4YeHHbIX O NPOBedEeHUst  3KCMepTU3bl
NEKapCTBEHHbIX CPEeACTB B LENAX OCYLEeCTBNEHUA FOCyAapCTBEHHOW perucrpauun JieKapCTBEHHbIX MNpenapaTos,
KOHKPETHOW NapTUM He3aperncTpMpoBaHHbIX NEKapCTBEHHbIX CPEeACTB ANl OKalaHusi MeOMLMHCKOM MoMOLM Mo
YKN3HEHHbIM NMOKa3aHUSIM KOHKPETHOro nauueHTa.

MwuHucTp
B.1.CKBOPLIOBA

YTBEpKaeH

npukasom MuHMcTepcTBa 34paBOOXPaHEHNS
Poccuiickon depepaumm

oT 2 aBrycta 2012 r. N 58H

AOMUHUCTPATUBHbIA PETMAMEHT
MWHUCTEPCTBA 30PABOOXPAHEHUSA POCCUACKOW ®EOQEPALIUN
Mo NPEAOCTABNEHWIO TOCYAAPCTBEHHOW YCNYIU MO BbIOAYE
PA3PELUEHUA HA BBO3 HA TEPPUTOPUIO POCCUNCKOW
®EAEPALIMU KOHKPETHOU NAPTUU 3APETMCTPUPOBAHHbIX
N (MNn) HE3APET'MCTPUPOBAHHDbIX JIEKAPCTBEHHbLIX CPEACTB,
NPEAHA3HAYEHHbIX ANA NPOBEAEHUA KITMHUYECKUX
WUCCNEQOBAHUN NEKAPCTBEHHBIX MPEMNAPATOB, KOHKPETHOW
NAPTUN HESAPETMCTPUPOBAHHbBIX NEKAPCTBEHHbIX CPEACTB,
NPEAHA3HAYEHHbIX ANA NPOBEAEHUA 3KCMEPTU3bl NEKAPCTBEHHbIX
CPEOCTB B LIENAX OCYLWECTBINEHUSA FOCYOAPCTBEHHOW PETUCTPALIUA
NEKAPCTBEHHBIX MPEMNAPATOB, KOHKPETHOW MAPTUA
HE3APEMMCTPUPOBAHHDbIX JIEKAPCTBEHHbLIX CPEACTB
AN OKA3AHUA MEOULMHCKOW MOMOLLM NO XXU3HEHHbIM
NOKA3AHUAM KOHKPETHOIO MAUMEHTA

|. O6Lwme nonoxeHus



MpeaomeT perynnpoBaHus perfiameHTa

1.  AOMUHMUCTpaATMBHbIA  pernameHT MuHuCTepcTBa  34paBooxpaHeHuss  Poccunckon  depepaumm Mo
npegocTaBneHno rocy4apCTBEHHOM YCnyru No Bblgaye paspeLleHnin Ha BBO3 Ha Tepputoputo Poccunckon depepatimu
KOHKPETHOM  MapTMM  3aperucTpuUpoBaHHbIX U (ANM)  HE3aperncTpUpOBaHHbIX  JIEKAPCTBEHHbLIX  CPEAcCTB,
npeaHasHayYeHHbIX Ars NPoBeAEeHUs] KMUMHUYECKUX MCCNeoBaHWA NeKapCTBEHHbIX NpenapaToB, KOHKPETHOW napTuu
He3aperncTpuMpoBaHHbIX NeKapCTBEHHbIX CPeACcTB, NpefHasHaYeHHbIX AN NpoBefeHUs SKCNepTUsbl fNeKkapCTBEHHbIX
CpeacTB B LieNAX OCYLUECTBIIEHUS rOCYOAaPCTBEHHOW PErncTpauumn nekapCTBEHHbLIX NMPenapaTtoB, KOHKPETHOW napTuu
He3aperMcTpPUpPOBaHHbIX NEKAPCTBEHHbLIX CPEACTB AN OKa3aHWs MeOULUMHCKOM MOMOLLM MO KU3HEHHBLIM MOKa3aHWAM
KOHKpPETHOro nauueHTa (ganee - PernameHT) perynupyeTt CPOKuU U MOCNe0oBaTeNlbHOCTb afMUHUCTPATUBHbBIX OENCTBUN,
nopsgoK B3aMMOAEWCTBUSE MeXOY CTPYKTYPHbIMU nogpasgenenHnsamu MuHucTepcTBa 34paBOOXpaHeHust Poccuinckon
depepaumun (ganee - MMHUCTEPCTBO), @ Takke NMOPSAOK B3avmogencTeBus MuHUCTepCTBa C MHbIMKU dbedeparnibHbIMU
opraHamu WCMOMHUTENBHOW BNAcTW Npy NPEeAOCTaBNEeHMN rOCygapCTBEHHOM YCMyry Mo Bblgave paspeLleHui Ha BBO3
Ha Tepputoputo Poccuiickon ®epgepaumm KOHKPETHOM NMapTUM 3aperncTpupoBaHHbIX U (MNn) He3aperncTpMpoBaHHbIX
NEKApCTBEHHbIX CpPeacTB, MpefHa3HaYeHHbIX Ans  MPOBEAEHUS  KIMMHUYECKUX UCCNEOOBaHWA  NIEKapCTBEHHbIX
npenapaToB, KOHKPETHOM MapTUM HEe3aperncTpupoBaHHbIX NEKAapCTBEHHbIX CPEeACTB, MpegHa3HaYeHHbIX Anis
NMPOBELAEHUSA 3KCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB B LENsAX OCYLEeCTBNEHUS TOCYOapCTBEHHOW perMcTpaumm
NEKapCTBEHHbIX MPENnapaToB, KOHKPETHOW MapTMU He3aperMcTpMpOBaHHbIX JIEKAPCTBEHHBLIX CPeaCTB Afs OKa3aHus
MEOULMHCKON MOMOLLM MO XN3HEHHBIM MOKa3aHWsIM KOHKPETHOrO nauveHTa (ganee - rocygapcrBeHHas ycryra).

2. PaspelueHne Ha BBO3 Ha Tepputopuio Poccuiickon denepaumm KOHKPETHOW MapTUM 3aperncTpupoBaHHbIX U
(M)  He3aperncTpupoBaHHbLIX JIEKAPCTBEHHBIX CPEACTB, MNPeAHa3Ha4YeHHbIX Afs MNPOBEOEHUs]  KIMHUYECKMX
NCCrefoBaHUN NIEeKapCTBEHHbIX MpenapaToB, KOHKPETHOW MapTUM HEe3aperucTpUpOBaHHbIX NEKApCTBEHHbIX CPeacTB,
npegHasHavYeHHbIX ANs NPOBEOEHNS] SKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB B LENSAX OCYLLECTBIEHUS rOCYyOapCTBEHHOMN
permcTpaummn nekapCcTBEHHbIX MpenapaToB, KOHKPETHOW NapTun HE3aperncTpupoBaHHLIX JIEKAPCTBEHHbIX CPEACTB ANd
OKa3aHNsi MEAULIMHCKOM MOMOLLIM MO >XU3HEHHBIM MOKa3aHMSAM KOHKPETHOrO NnaumeHTa (ganee - paspeLleHne) BolgaeTcs
AN NpeacTaBneHus B TaMOXEHHbIE OpraHbl C Lienbio BBO3a Ha TeppuTopuio Poccuiickon depepaumm KOHKPETHON
napTuM 3aperncTpupoBaHHbIX W (UNN) HE3aPEermcTpMPOBAHHBLIX FEKAPCTBEHHbLIX CPeACTB, MpefHa3HaYeHHbIX Ans
NPOBEAEHUS KITMHUYECKMX WUCCNEAOBAHWNIA JIEKAPCTBEHHbBIX MPEenapaToB, KOHKPETHOW MapTUM He3aperncTpupoBaHHbIX
NEKapCTBEHHbIX CPEACTB, MNpPedHa3Ha4YeHHbIX Afs NPOBEAEHWUs] 3KCMEePTM3bl JIEKAPCTBEHHbIX CPEeAcTB B LEensx
OCYLLECTBNEHNS rocygapCcTBEHHON pervctpaumm NEeKapCTBEHHbIX npenaparTos, KOHKpETHON napTum
He3aperMcTpUpOBaHHbIX NEKAPCTBEHHbLIX CPEACTB AN OKa3aHWs MeOUUMHCKOW MOMOLLM MO KU3HEHHbLIM MOKa3aHWsM
KOHKPETHOro naumeHTa (Janee - KOHKpeTHas napTus JeKapCTBEHHbIX CpeacTB), 3a WCKIHOYEHMEM BBO3a
He3apermcTpUpOBaHHbIX JTIEKAPCTBEHHBIX CPEACTB Ha Tepputopuio Poccunckon dPegepaumm co CTaTycOM TOBapoB
TamoXeHHOro coto3a.

3. MonoxeHusa PernameHTa He pacnpOCTPaHSIOTCA Ha BBO3 JIEKAPCTBEHHbIX MpenapaTtoB B LENSX OKa3aHus
rYMaHWTapHOW MOMOLLM (COAENCTBMS) UM MOMOLLM MPU YPEe3BbIYaNHbIX CUTyauUusX, a Takke Ha BBO3 HapKOTUYECKMX
CpencTB, MCUXOTPOMHbIX BELLECTB M KX MPEKYpPCOPOB, BKIHOYEHHbIX B pasgen 2.12 EgvMHOro nepedvHs TOoBapoB, K
KOTOpPbIM MPMMEHSIOTCA 3anpeTbl MW OrpaHMYEHMs Ha BBO3 MM BbIBO3 rOCY4apcTBaMM - yHacTHUKAMU TaMOXEHHOro
cot3a B pamkax EBpasuickoro skoHommuuyeckoro coobLiectBa B TOProBfne C TPETbUMW CTpaHamu, YTBEPKOEHHOrO
Pewennem N 19 0 eguMHOM HeTapudHOM perynmpoBaHun TamoxeHHoro coto3a Pecnybnvkm Benapyck, Pecnybnuku
KazaxctaH n Poccunckon ®epepauun, npuHsatoro MexrocygapcreeHHbiM CoBeTom EBpasniickoro 9KOHOMWUYECKOro
coobuiectBa oT 27 HOoA6pst 2009 ., N B nepeveHb HAPKOTUYECKNX CPeACTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB,
nognexawmnx koHtpomnto B Poccuickon ®Penepauunn, yTBEPXKAEHHbIN MOcTaHoBreHnem [lpaButensctBa Poccuiickomn
depepaumm ot 30 uoHa 1998 r. N 681 (Cobpanue 3akoHogaTensctBa Poccunckon ®egepaumm, 1998, N 27, c1. 3198;
2004, N 8, ct. 663, N 47, c1. 4666; 2006, N 29, ct. 3253; 2007, N 28, cT. 3439; 2009, N 26, ct. 3183, N 52, c1. 6572;
2010, N 3, c1. 314, N 17, cT. 2100, N 24, cT. 3035, N 28, cT1. 3703, N 31, cT1. 4271, N 45, cT. 5864, N 50, cT. 6696, 6720;
2011, N 10, cT. 1390, N 12, c1. 1635, N 29, cT. 4466, 4473, cT. 42, N 5921, N 51, cT. 7534; 2012, N 10, cT. 1232, N 11,
cT. 1295, N 19, cT. 2400, N 22, cT1. 2864; N 37, cT. 5002).

Kpyr saaButenen

4. 3aaBuTENsMKU Ha NpedocTaBreHre rocyAapCTBEHHONM YCNyrv (ganee - 3asBUTeNn) SBRsoTCs:

1) opraHusaumMu - NPOU3BOAWUTENM IEKAPCTBEHHbIX CPEACTB - ANS Leneil COGCTBEHHOro MpPOou3BOACTBA
rieKapCTBEHHbIX CPeacTB.;

2) opraHusaLuum onToBOW TOProB/Y NEKAPCTBEHHBIMU CPEACTBaMU;

3) WHOCTpaHHble pa3paboTYMKM NEeKapCTBEHHbIX CPEeACTB W MHOCTPaHHble MNPOU3BOAUTENM JIEKAPCTBEHHbIX
CPEeACTB WNK Opyrue lopuaMyYeckue nvua no nopyyvyeHuto paspaboTymka NeKapCTBEHHbIX CPEACTB - Arsl NpOBeAeHus!
KIMMHWYECKUX  WUCCNEdOBaHW  1eKapCTBEHHbIX TMpenapaToB, OCYLUECTBIIEHUs T[OCYQapCTBEHHOW — perucrpauum
riekapCTBEHHOrO npenapara, BKITHYeHNs hapMaLeBTUYECKON CyGCTaHLUMM B rOCYAapCTBEHHbBI PEECTP NeKapCTBEHHbIX
CPEACTB U KOHTPOJISA KaYeCTBa fIeKapCTBEHHbIX CPEACTB;

4) HayyHO-UccrieqoBaTenbCkue OpraHvM3aumn, obpasoBaTesfibHble YYPEXAeHMs BbiCLLero npodeccroHansHOro



06pa3oBaHNs U NPOU3BOAUTENN NEKAPCTBEHHBLIX CPeAcTB - Ans pas3paboTky, uccrnenoBaHuin, KOHTPoNsA 6Ge3onacHoCTH,
KayecTBa 1 9 PEKTUBHOCTU NEKAPCTBEHHLIX CPEACTB;

5) MeauUMHCKME opraHM3aunn, a Takke opraHu3aumm, ykasaHHble B nognyHkTax 1 - 4 HacTosiLero nyHkTa, - Ans
oKasaHUs MeULIMHCKON MOMOLLM MO XXMU3HEHHbIM NOKa3aHUAM KOHKPETHOro navueHTa.

TpeboBaHUs K NOPSAKY MHOPMUPOBAHMS O NPEAOCTaBNEHNM
rocyoapCTBEHHOM yCryru

5. MudbopmmpoBaHmne o nopsgke NpeaocTaBrneHns rocyaapCTBEHHOM yCnyrn ocywecTBnaeTcsa MMHUCTEPCTBOM:

1) nocpedcTBOM pasMelleHus uHdopmauum, B TOM 4Ynicne O rpadmke npvema 3asBuTeNen KU Homepax
TeneoHoOB NSl CNpaBoOK (KOHCynbTauwuni), Ha odwuumanbHoM canTe MwuH3gpaBa Poccun B cetn VIHTepHeT:
www.minzdravsoc.ru;

2) B ®epgepanbHon UHPOPMALMOHHOM cucTeme "[OCY0apCTBEHHbLI pPEeecTp JNEKapCTBEHHbLIX CcpeacTB™
http://grls.rosminzdrav.ru;

3) B depepanbHOM rocyaapCTBEHHOW WHGOPMaLMOHHON cucteme "EAMHBLIAG mopTan rocyaapCTBEHHbIX WU
MyHUUMNanbHbiX ycnyr (pyHkumn)": www.gosuslugi.ru (ganee - EQuHbIN nopTan rocyaapCTBEHHbIX Y MyHULMNAMNbHbIX
yenyr (yHKUmi));

4) Ha MHGOPMALIMOHHBIX CTEHAAX B MomelleHun npuemHon MuHnctepctea no agpecy: 127994, Mocksa, CI1-4,
PaxmaHoBckun nep., 4. 3;

5) no Homepy TenedoHa Ansi cnpaeok: +7 (495) 628-44-53.

6. CBegeHnsa 06 opraHax MCNOSTHUTENBHON BAcTu, y4acTBYOLLMX B MPeoCTaBeHNM rocygapCTBEHHON YCAYTW.

depepanbHas Hanoroas cnyxba (PHC Poccum):

127381, Mocksa, HernuHHas yn., g. 23.

TenedoH ans cnpasok: +7 (495) 913 00 09.

MHdopmaums o rpadumke pabotel PHC Poccum pasmelleHa Ha oduumnanbHom cante OHC Poccum B cetn
UHTepHeT: www.nalog.ru.

7. PexomeHgaummn no ¢popMMpOBaHMIO KOMMIEKTa JOKYMEHTOB M 00pasLbl 3asiBIEHUA O Bbigaye pas3peLleHuni
ony6nvkoBaHbl B PegepanbHoi MHpOpMaUMOHHOM cucteme "lMocyaapCTBEHHbIM PEECTP NeKapCTBEHHbIX CpeacTB”.

MpeoycMmoTpeHHble nNyHKTOM 17 PernameHTa OOKYMEHTbl B 3MEKTPOHHOW hopme, noanncaHHble 3NeKTPOHHOW
MOAMMWCBLI0 B COOTBETCTBUM C 3akoHodaTenbcTBOM Poccuiickon Pegepaumm o6 3neKTpoHHOW MOANMUCKU, HaMpaBnsiTCs
Mo aNeKkTPOHHOMY aapecy: vozlekpreparatov@rosminzdrav.ru.

8. Bpemsi pabotbl MuHuctepctBa: noHegenbHuk - detBepr ¢ 09-00 go 18-00, matHuua c 09-00 oo 16-45.
O6epaeHHbIn nepepbiB: ¢ 12-00 oo 12-45.

9. Bblgava paspelwweHui nvbo yBegomnieHu o6 OTka3e B Bblgaye paspeweHuss Ha OymakHOM HocuTene
ocyuiectensieTca MWHMCTEPCTBOM 3asBMTEMN0 WKW YNOMHOMOYEHHOMY MM MWy NpU MpeaocTaBleHMn opurMHana
OOBEPEHHOCTN, 3aBEPEHHON MeyaTbio U MOAMUCHI0 PYKOBOAUTENS 3asiButens, no agpecy: 127994, Mockea, [Cl1-4,
PaxmaHoBckun nep., 4. 3.

10. MHdbopmaumsa no Bonpocam NpeaocTaBneHns rocyaapCTBEHHOW YCNyr NpegocTaBnsieTcs B oopme OTBETOB
Ha NUCbMEHHbIE 0bpaLleHns 3asiBUTENEN, a Takke B DOPME KOHCYITbTMPOBAHNS MO TENeqOoHy.

[I. CTaHOapT npedocTaBneHnst rocygapCTBEHHON ey
HanmeHoBaHue rocyqapcTBEHHON ycnyrm

11. HavMeHoBaHWe rocyqapCTBEHHOWN YCIyri - rocydapCTBEHHAas ycryra Mo Bbidaye paspelleHuii Ha BBO3 Ha
Tepputoputo Poccuiickoii defepaumy KOHKPETHOM MapTUM 3aperncTpUpOBaHHbIX U (MNK) He3apermcTpUpOoBaHHbIX
NeKapCTBEHHbIX CPEeACTB, NpeAHa3Ha4YeHHbIX [Ans  MPOBEAEHMS  KIMHUYECKMX WCCNEQoBaHUiA  feKapCTBEHHbIX
npenapatoB, KOHKPETHOM MapTUM JeKapCTBEHHbIX CPEeACTB, MNpeAHa3Ha4YeHHbIX AN NPOBEdEHUSt 3KCMepTUsbl
NeKapCTBEHHbIX CPeACTB B LENSX OCYLLECTBIEHUs TOCYAapCTBEHHOM perucTpaumn feKapCTBEHHbIX MpenapaTtos,
KOHKPETHOW NapTUN NEKapCTBEHHbIX CPEACTB ANs OKasaHWs MEeAWMLMHCKON MOMOLUM MO KM3HEHHBLIM MOKa3aHUsSIM
KOHKPETHOro naumeHTa.

HanmeHoBaHWe degeparnbHOro opraHa UCNONMHUTENbHON BNacTu,
NPeLOCTaBMSOLErO roCy4apCTBEHHYHO YCNyry

12. T'ocypgapcTBeHHas ycnyra npegocrtasnserca MuHMcTepcTBoM 3gpaBooxpaHeHusa Poccurickon Pepepaumm.
13. TMpw npegocTaBneHun rocygapcTBeHHOM ycnyrm MuHucTepcTBo B3aumogencteyetr ¢ PepgeparnbHon
Harnorosomn cry6omn.

OnucaHue pesynbTaTa NpefoCTaBNEHNS TOCYAapCTBEHHOW yCnyru

14. PesynbTatamu npegocTaBneHns rocygapCTBEHHOW YCIyrn ABMSAOTCS:



1) Bblgayva (HanpaBneHne) 3asBUTENIO paspeLLeHmns;

2) Bbigaya (HanpaBrneHue) 3asBUTEN0 YBeaoMIeHMs 00 0TKka3e B Bblgave paspeLLeHus;

3) pernctpauus 3asBreHnst 0 Bblgade paspeLleHns u pesynbTaToB NPUHATOrO MUHUCTEPCTBOM MO HEMY PELLEHUS]
B peecTpe paspelleHUn Ha BBO3 KOHKPETHOW napTum npefHasHayeHHbIX AN MEeAUUUHCKOro NpUMeEHEHUs
3apErMcTpUpOBaHHbIX UK (MNKM) HE3aPErMCTPUPOBAHHBIX JEKAPCTBEHHLIX CPEACTB, BblOaHHbIX  MWHMCTEPCTBOM
3 paBooxpaHeHus Poccuiickon ®epepauun, n peweHun ob oTkase B Bblgade pas3peLleHnst Ha BBO3 KOHKPETHOW MapTum
npegHasHadYeHHbIX Ofs  MEeOMLUMHCKOrO MPUMEHEHUSI  3aperMcTpMpoBaHHbIX M (MNKW)  He3aperncTpupoBaHHbIX
NeKapCcTBEHHLIX CpeacTB, opma KOTOPOro yTBepXaeHa npukazoM MuH3gpascoupa3sutus Poccum ot 2 Hoabps 2010 T.
N 952H (3apernctpupoBaH MuHucTepcTBoM toctuumm Poccuiickon ®Pepepaummn 29 Hosiopa 2010 r. N 19071) ¢
N3MEHEHNSIMM, BHECEHHBIMY MpuKa3om MuHagpascoupassutus Poccum ot 3 aBrycta 2011 r. N 867H (3apernctpupoBaH
B MuHuctepcTeom toctuuum Poccuiickon ®epepaummn 30 ceHTabpst 2011 r. N 21955) (ganee - PeecTp).

CpOK npenoctaBieHndA rocyp,apCTBeHHoﬁ ycnyru

15. Cpok npenocTaBreHusl rocyqapCTBEHHON YCryr He npeBbilaeT 5 pabounx OHelr ¢ gatbl peructpauuv B
MuHUCTepcTBE MNOCTYNMBLUErO OT 3asBUTENsl 3asiBNEeHMs O Bblgaye paspelleHnst ¢ NpUnoXkeHnem HeobxoauMblx
[OKYMEHTOB, NpeAyCMOTPeHHbIX NyHKTOM 17 PernameHTa.

MepeyeHb HOPMATUBHbLIX NMPABOBbLIX aKTOB, PETYNMPYHOLLIMX
OTHOLLIEHNS!, BO3HMKAIOLLME B CBSA3U C NPEeAOCTaBIEHNEM
rocyapCTBEHHOW ycryru

16. lNpaBoBbIMM OCHOBaHWUSIMW ANl NPELOCTaBIEHUSA FOCYAapCTBEHHOW YCIYrN SBNSAKTCA:

1) ®enepanbHbin 3akoH oT 12 anpensa 2010 r. N 61-®3 "O6 obpaweHnn nekapcTBeHHbIX cpeacTts” (CobpaHune
3akoHogartenbcTBa Poccuickon ®epepaumn, 2010, N 16, c1. 1815; N 31, cT. 4161; N 42, c1. 5293; N 49, cT1. 6409;
2011, N 50, cT. 7351; 2012, N 26, cT. 3446);

2) ®epepanbHbii 3akoH oT 27 uons 2010 r. N 210-d3 "O6 opraHusauumn npegocTaBfeHnst rocy4apCTBEHHbIX U
MyHuumnanbHeix yenyr" (Cobpanne 3akoHogaTtensctBa Poccuinckon ®epepaumn, 2010, N 31, cT. 4179; 2011, N 15, cT.
2038; N 27, cT. 3880; N 29, c1. 4291; N 30, cT. 4587; N 49, c1. 7061; N 31, cT. 4322);

3) noctaHoBneHue lNpaButensctBa Poccuiickon depgepaumm ot 29 ceHTabpa 2010 r. N 771 "O nopsgke BBO3a
NEKapCTBEHHbIX CpPeAcTB ANs MEeOULMHCKOro NpuMeHeHus Ha Tepputopuio Poccunckon Pepepauun” (CobpaHne
3akoHogartenbcTBa Poccuiickon ®enepaunn, 2010, N 41, c1. 5235; 2011, N 24, cT. 3494; N 50, cT. 7390; 2012, N 37,
cT. 5002);

4) noctaHoBneHue [MpaButensctBa Poccuiickon ®Pegepaumm ot 19 moHa 2012 r. N 608 "O6 yTBepxaeHum
MonoxeHus o MnHucTepcTBe 3gpaBooxpaHeHust Poccunckon depepaummn” (CobpaHune 3akoHogatenscrea Poccumnckon
depepaunm, 2012, N 26, cT. 3526);

5) noctaHoBneHue [lMpaButenbctBa Poccuiickon ®epepaummn ot 24 oktabpst 2011 r. N 861 "O denepanbHbIx
rocygapCTBEHHbIX WMHAOPMALUMOHHBIX CUCTEMax, obecnevMBalnX nNpedocTaBleHne B 3MEKTPOHHOW  chopme
rocyfgapCTBEHHbIX M MyHuUMnanbHbIX ycnyr (ocywectenernve dyHkuun)" (CobpaHne 3akoHogatenscTBa Poccuiickomn
depepaumm, 2011, N 44, cT. 6274; N 49, cT. 7284);

6) noctaHoBneHue lNpasutensctBa Poccuickon ®egepaumm ot 16 asrycta 2012 r. N 840 "O nopsagke nogaum u
paccMoTpeHus Xarnob Ha peluenns n genctens (6esgencTeue) degepanbHbIX OPraHoB UCMOMHUTENbHOM BAAcTu U KX
OOIMKHOCTHBIX NUL, hedepanbHbIX roCy4apCTBEHHbIX CyXKaLLmX, AOMKHOCTHBIX L, rOCY4apCTBEHHbIX BHEOIOMKETHBIX
doHgoB Poccuickon ®egepauun” (CobpaHme 3akoHogaTtensctBa Poccuiickon ®egepaunn, 2012, N 35, cT. 4829);

7) noctaHoBneHue [lpaButensctBa Poccuiickon ®epepaumm ot 16.05.2011 N 373 "O paspabotke u
YTBEPXKAEHUN aOMUHUCTPATMBHBIX PErflaMeHTOB WCMOMHEHUS TOCYOapCTBEHHbIX (OYHKUMA W afMWHUCTPATUBHbIX
pernaMmeHToB NpefocTaBreHns rocygapcTBeHHbix ycnyr' (Cobpanune 3akoHopatensctBa Poccuickon ®epepauun,
2011, N 22, ct. 3169, N 35, cT. 5092; 2012, N 28, cT. 3908, N 36, cT. 4903);

8) npuka3 MwuHsgpascoupas3sutua Poccum ot 2 Hoa6pa 2010 r. N 9521 "O6 yTBepxaeHun opMbl peectpa
paspeLUeHnii Ha BBO3 KOHKPETHOW NapTuK NpeaHasHa4vYeHHbIX Ans MeAULMHCKOrO MPUMEHEHUSA HE3aPErMCTPUPOBaHHbIX
NeKapCTBEHHbIX CpeacTB, BblgaHHbIX MWHUCTEPCTBOM 34paBOOXPaHEHNA W coumanbHoro passutus Poccuinckon
depepaumm, n peweHun o6 OTKa3e B Bblgade paspelleHus Ha BBO3 KOHKPETHOW MapTuM MpegHa3HayeHHbIX OIS
MEOMLUHCKOIO MPUMEHEHMS HE3aperncTpuMpoBaHHbIX JEKapCTBEHHbIX CpeacTB" (3apervctpupoBaH MuHUCTEPCTBOM
toctuumm  Poccunckon ®epepaumm 29 Hosibps 2010 r. N 19071) € W3MEHEHMSMW, BHECEHHBIMU MPUKA30M
MuHsgpascoupassutua Poccum ot 3 aerycta 2011 r. N 867H "O BHeceHuM uameHeHun B npukas MuHuctepcTtBa
30paBOOXPaHEHNs 1 coumnanbHoro passutus Poccunckon ®egepauum ot 2 Hosbps 2010 r. N 952H "O6 yTBepxaeHum
dopmbl peecTpa paspelleHNii Ha BBO3 KOHKPETHOM MapTuM npegHasHa4yeHHbIX A7 MEeAWMUMHCKOrO MNpUMEHEHWS
HEe3aperMcTPUpPOBaHHbIX NEKAapCTBEHHbIX CPEACTB, BblAaHHbIX MWHMCTEPCTBOM 34paBOOXPAHEHUS W COLMASIBHOMO
pa3uTua Poccuinckon dPepepaumun, M pelweHnn ob oTkase B Bblgaye paspelleHMst Ha BBO3 KOHKPETHOW MNapTuu
NpegHa3HayeHHbIX  Ans  MEOMUUHCKOTO  MPUMEHEHUS  HEe3aperncTpupoBaHHbLIX — JIEKApCTBEHHbIX  cpeacTs”
(3apeructpupoBaH MunuctepcTeom toctuumm Poccuiickon Pepepaumm 30 ceHtabps 2011 r. N 21955).



I/Icqepnblsarou.mﬁ nepevyeHb JOKYMEHTOB, HeobxoaMMbIX
B COOTBETCTBUMN C HOPMATUBHbIMW NMPaBOBbIMN aKTaMM
Anda npeaocrtaBlieHnA rocy,u,apCTBeHHoﬂ ycnyrm n ycnyr,
KOTOpPbIE ABMNAKTCA HeobxoaMMbIMn 1 0b0si3aTeNbHbIMMU
Anda npeaocTtaBliieHnA FOCWJ,apCTBeHHOIZ ycnyrmum

17. Ona nonydeHus paspeweHns B MuHuCTepcTBe HeoOXOoOuMbl 3asBfieHME W €ero 3reKTPOHHas Komnwus,
npeacTaBnsiemMble B Mopsigke, YCTAHOBMEHHOM TaMOXEHHbIM 3aKoHOA4AaTeNbCTBOM TaMOXEHHOro cok3a (C ykasaHuem
HauMeHOBaHMS NeKapCTBEHHOro npenapata u (Mnu) dapmaueBTU4ecKon cybcTaHuum, ekapcTBeHHON opMbl, 403bI,
KOHUeHTpaumun, ¢acoBkM, HaMMEHOBaHWA oOpraHuM3auMn - NPOU3BOAWTENS JieKapCTBEHHOro mnpenapata v (Mnw)
(hapMaLeBTM4eCKON cybCTaHUuuW, CTpaHbl MPOM3BOACTBA flekapCTBEHHOro npenapata u (unu) dapmaueBTUYeCcKon
cybcTaHuum), K KOTOPOMY MpURaralTCA KOMWMU ydYpeauTenbHbIX U permcTpaumoHHbIX JOKYMEHTOB 3aaBuTens (ycTaBsa,
CBMAeTenbCTBa O roCy4apCTBEHHOW perucrpaumu, CBuaeTenbCTBa O MOCTAHOBKE Ha y4YeT B HanoroBoM opraHe), a
Takke criegylolme AOKyMEHTbI:

1) 3asBneHne no chopme cornacHo npunoxeHuto N 1 kK HacTosiLemy PernameHTy;

2) o6ocHOBaHWE KONNYeCTBa BBO3MMbIX fIEKapCTBEHHbIX NpenapaToB 1 (nu) dhapmaueBTU4eCcKMX CybcTaHuui;

3) cepTndukat KadecTBa (MPOTOKON aHanms3a) BBO3VMMbIX fIeKapCTBEHHbIX NMpenapaTtoB (3a UCKIOYEHMEM cryyas
BBO3a I1€eKapCTBEHHOrO npenaparta ANd okasaHud MEOMLUMHCKOM MOMOLLUWM MO >KU3HEHHbIM MOKa3aHWMSM KOHKPETHOro
nauueHta) u (Mnu) dapmaueBTUYecKnx CyOCTaHUMA, BblAaHHbIV OpraHusauven - npousBoguTenem feKapCTBeHHbIX
cpeacTs;

4) B cry4ae BBO3a KOHKPETHOW MapTuM 3aperncTpyupoBaHHbIX U (UMW) He3aperncTpMpoBaHHbIX SleKapCTBEHHbIX
cpeacTB, NpeaHa3HavYeHHbIX Ans NpoBeAeHUs KIMMHUYECKNX UCCneqoBaHMM NekapcTBEHHbIX NpenapaTos:

a) konus paspelleHnss MUHUCTepCcTBa Ha NPOBEAEHMEe KITMHUYECKOro UCCrneqoBaHWs NekapCTBEHHOro npenapara;

6) KoMMM OOKYMEHTOB (MakeTbl n (Mnn) cpotorpacpmm ynakoBOK), MOATBEPKOAAOLLMX HaANEXaLlyto MapKMPOBKY
rfleKapCTBEHHbIX CPeacTB, OOYCnoBNUBAIOLY0 WX LENeBOe UCMOMb30BaHWE WCKITIOYUTENBbHO B KIIMHUYECKUX
nccneaoBaHusx;

5) B cnyyae BBO3a NekapCTBEHHOro npenapara AN okasaHus MeAULMHCKOM NOMOLLM MO XXU3HEHHbIM NoKasaHWsAM
KOHKPETHOro nauueHTa:

a) 3akntoyeHue KOHcunMyMma Bpaden deaepanbHOro yvpexaeHus wunu yydpexaeHuss Poccuiickon akagemum
MEANLMHCKUX HayK, B KOTOPOM OKa3blBaeTCs MeAMUMHCKash NOMOLLb KOHKPETHOMY NauWeHTy, NoAnMCaHHOe rfaBHbIM
Bpa4yoM (AMPEKTOPOM) WMM JULOM, MUCMOMNHAIOWMM ero obs3aHHOCTW, M ero 3MeKTPOHHas Konws, nognucaHHas
SMEeKTPOHHOW MOAMUCHIO, O Ha3Ha4YeHWW 3TOMY MauueHTy He3aperycTpMpoBaHHOrO FfieKapCTBEHHOro mnpenaparta Ans
oKasaHuns emy MeAWLIMHCKOW NOMOLLIM MO >XM3HEHHbIM MoKa3aHnsM 1 HeobXxoaMMOCTY ero BBO3a;

6) obpalleHre ynonHOMOYEHHOrO opraHa MCMonHUTenNpHOM BriacTu cybbekta Poccuickon ®enepaumm B dhopme
SMEeKTPOHHOro JOKYMEHTA, MOAMWCAHHOIO 3MIeKTPOHHOW NOAMMUCHI0, O HEOBXOAMMOCTM BBO3a He3aperMcTprpoBaHHOMO
rflekapCTBEHHOro npenapaTa AN oka3aHWs MegULMHCKON NMOMOLLM MO XXM3HEHHbIM MOKa3aHUSAM KOHKPETHOro naumeHTa
C MPUNOXEHNEM KOMUU 3aKMYeHns KOHCUMymMa Bpaden ydpexaeHns cybbekrta Poccuiickon ®epgepaumnmn, B KOTOPOM
OKa3blBaeTCcs MeAuUMHCKas MOMOLLb 3TOMY MauMeHTy, O Ha3HaYeHUN eMy He3aperucTpyMpOBaHHOIO fleKapCTBEHHOro
npenapata Ans OKasaHWs MeAWUMHCKOW MOMOLLUM MO J>KM3HEHHbIM oKasaHusM M HeobXxoaMMoCcTM ero BBO3a,
NOANMCAHHOrO rMaBHbIM BPavoM (GUPEKTOPOM) UMW FIMLIOM, UCTIOSNTHAOLWMM ero 0643aHHOCTY;

B) KOMMsa macnopTa wWnu CBMAETENbCTBA O POXAEHUWU NauueHTa, KOTOPOMY HasHayeH He3aperMcTpupoBaHHbIN
flekapCTBeHHbIN MpenapaT MO J>KM3HEHHbIM MOKa3aHWAM Afs  OKasaHWs MeOWUMHCKOW MOMOLLM, 3aBepeHHast
hegeparnbHbIM - yupexxaeHvem (ydpexgeHnem), OKasblBalowMM MEeAMUMHCKYI0 NOMOLWb, B ¢OpMe 35eKTPOHHOro
AOKyMeHTa, NOANNCAHHOIO 3M1EKTPOHHOW NMOAMUCHI0 <*>.

<*> TognyHkT "r" nyHkTa 11 npaBun BBO3a JEKApPCTBEHHbIX CPEACTB ANA MEOULMHCKOrO MPUMEHEHUSA Ha
TeppuToputo Poccunckon depepaumun, yTBepXKOeHHbIX noctaHoBrneHmem [Npasutensctea Poccuiickon depepauuym ot
29 ceHTa6psa 2010 . N 771.

18. [JoKyMEeHTbI OMis NOMyYeHWUsl rOCyJapCTBEHHOW YCIyrM LOIDKHbI MPEACTaBnATbCA Ha PYCCKOM SA3blke nMbo
UMETb 3aBEPEHHbIN B YCTAHOBINEHHOM MOpPsSiAKE NEPEBOA Ha PYCCKUIA A3bIK.

Konmu JOKymMeHTOB, NpeayCMOTPEHHbIX mognyHktamu 1 - 4 nyHkta 17 PernameHTa, JOSMKHbI ObiTb 3aBepeHbl
NOAMNNCHIO N NeYaThbio 3asBUTENS.

[Mpuem anekTPOHHBIX AOKYMEHTOB, NOAMMCAHHBLIX 3NIEKTPOHHOW MOANMUCHI0 B COOTBETCTBMU C 3aKOHOAATENbCTBOM
Poccunckon  ®depepaumm 00 9MEKTPOHHOW  NOAMWCK,  OCYLLECTBASIETCS MO 3MIEKTPOHHOMY  afpecy:
vozlekpreparatov@rosminzdrav.ru.

B cnyyae otcyTCcTBUA cepTudUKaTa Ha 3NEKTPOHHYH MoAMMCh HEOBXoAMMO 0OpaTUTbCA B yOOCTOBEPSHOLLNIA
LeHTp MunHucTepcTBa no agpecy: www.crt.rosminzdrav.ru”.

WcuepnbiBatoLwmii nepeyeHb JOKYMEHTOB, HEOOX0ANMbIX
B COOTBETCTBMU C HOPMAaTUBHBLIMW NPaBOBLIMMW aKTamMu
ANs NpefoCTaBleHNst FOCyAapCTBEHHON YCIyTu, KOTopble



Haxo4ATCA B pacnops>XeHnn rocyaapCrtBeHHbIX OpraHoB,
y4yacTByHOLWMX B NpeaocCTaBlieHUn rocyaapCTtBEHHbIX yCnyr,
N KOTOpPbIE 3adABUTESb BrpaBe NpeacrtaBuUTb

19. TNpn npegocTaBneHUn rocygapCTBEHHOM ycnyrm MuWHMCTEPCTBO He BnpaBe TpeboBaTb OT 3asBUTENS
npefocTaBneHnss MHbIX, He YCTaHOBMEHHbIX 3akoHoaaTenbcTBOM Poccuickon denepauum OOKYMEHTOB, a Takke
OOKYMeHTOB (KOMWIA CBUAETENbCTBA O rOCYLapCTBEHHOW perucTpaumMm U CBMAETENbCTBA O MOCTAHOBKE Ha y4eT B
HarnoroBOM OpraHe, ykasaHHbIX B ab3aue nepBoM nyHkTa 17 PernmameHTa, 1 KOnMu JOKYMEHTA, yKa3aHHOro B NOAMNYHKTE
"a" nognyHkTa 3 nyHkTa 17 PernameHTa), noaTBepXaatLwmx MHOOpMaLmio, KOTopas HAXOAUTCA B PACMOPSPKEHNN:

1) ®HC Poccum - o dhakTe BHECEHUS CBEAEHMI O 3asBuUTeNe B EQMHbIN rocy4apCTBEHHbIN PEECTP HOPUANYECKUX
nuy 1 o hakTe NOCTAHOBKU 3asBUTENS HA YYET B HANTOFTOBOM OpraHe;

2) MwuHucTepcTBa - O HanmuuMu y 3asBUTENS paspelleHns Ha MpoBedeHWe KIMHUYECKOro WCCnesoBaHust
NEeKkapCcTBEHHOro  npenapata (B Crydae BBO3a  KOHKPETHOM  MapTUM  3aperMcTpupoBaHHbIX M (Mnn)
He3apermcTpUpoBaHHbIX NEeKapCTBEHHbIX CPeACTB, MpeaHa3Ha4YeHHbIX AMs NPOBeAEHUS KMMHUYECKUX MCCneaoBaHun
NEeKapCTBEHHbIX MpenapaToB) HA OCHOBAHWMW AaHHbIX PeecTpa BblAaHHbIX pa3peLleHnn Ha NPOBEAEHME KITMHUYECKUX
nccrnenoBaHui NIekapCTBEHHbIX NPenapaToB.

3aaBuTeNb BnpaBe MNPeaCcTaBWTb YKa3aHHbIE B HACTOSILLEM MyHKTE OOKYMEHTbl MO COOCTBEHHOW WMHMUMATMBE.
3anpewaeTtcs TpeboBaTb OT 3aABUTENS NPEACTaBNEHMS JOKYMEHTOB M MHGOPMALMMA UITN OCYLLLECTBIEHNS OENCTBUN,
npenctaBneHne WM OCYLLECTBIIEHWE KOTOPbIX HE MPedyCMOTPEHO HOPMAaTUBHbIMU MPaBOBBLIMW  aKTaMu,
PerynpyloLLnMmn OTHOLLEHNS, BO3HMKAIOLLME B CBA3M C NPEAOCTaBNEHNEM rOCYJapPCTBEHHON YCIyru.

WcuepnbiBaoLwnin nepeveHb OCHOBaHWI Afisi OTKasa
B NpUemMe AOKyMEHTOB, HEOOXOoOUMbIX Ansi NPeAoCTaBneHns
rocygapCTBEHHOM ycnyrm

20. OcHoBaHWIN OnA oOTKasa B MNpueme [AOKYMEHTOB, HEOOXOAMMbIX Afsi NPedoCTaBieHUsl rocy4apCTBEHHOM
yCnyru, He NpeayCcMOTPEHO.

VlC‘-IepI'IbIBaIOLLI,I/IIZ nepeyeHb OCHOBaHWU ong npunocTaHOBJ1EHUA
nnn oTkasa B npegocraBliieHNN rocyp,apCTBeHHoM ycnyrun

21. OcHoBaHUsAIMM 4Nt OTKa3a B npegocTtaBlieHUN rocy,u,apCTBeHHon yCnyrun ABnNAOTCA:

1) Hanmyme HenosiHbIX Win HegoCTOBEPHbIX cBedeHun B OOKyMEeHTax, npeactaBfideMblX 3adButenem nansa
nony4yeHuna paspeLlueHnd;

2) sanpeweHne MeauuMHCKOro npuMeHeHuA JeKapCTBEeHHOro npenaparta Ha Tepputopum rocygapcrts
TaMoXXeHHOro coro3a.

OcHoBaHus ans NpUoCcTaHOBI1EHNA NMpeaocTaBiiEHNA rocyp,apCTBeHHon ycnyrun He npegyCMoOTpPEHbI.

Mopsinok, pasmep U OCHOBaHMWsI B3MMaHUsi rocy4apCTBEHHOW
MOLUMMWHBI UMW MHOW NnaThl, B3UMAEMOW 3a NpefocTaBneHne
rocyapCTBEHHOW ycryru

22. lnaTta 3a npefocTaBreHne rocyaapCTBeHHON YCryru ¢ 3asBUTeNnen He B3uMaeTcs.

MakcumanbHbIN CPOK OXUOaHMS B ovepeam npu rnogade sanpoca
0 NMPeAOoCTaBeHUN rocyaapCTBEHHOM YCIYr U MPU NOyYeHun
pesynbTaTa NpeaoCTaBEeHUst Takux yCryr

23. MakcuMarbHbI CPOK OXUAAHUS B OYEPEnU MpU nofdave 3asiBNEHNUs U OKYMEHTOB B LIENSIX NPegoCTaBneHus
rocyapCTBEHHON YCMyr 1 Npu NonyyYeHnn peaynbTaTta NpeoCTaBneHus rocyaapCTBEHHON yCnyru cocTaBnsieT 1 vac.

CpoK 1 nopsigok permcTpawmmn 3anpoca 3asaBuTens
O NPeLOCTaBNEHNN FOCYAAaPCTBEHHOW YCITyrK, B TOM YMCrie
B 3MEeKTpOHHOM cbopme

24. [okymeHTbl, noctynuBwKne B MUHUCTEPCTBO OT 3asaButenst (B TOM uyuicne npeacTaBneHHble B dopme
3MNEKTPOHHOr0 AOKYMEHTa) ANdA MonyYeHnsi rocygapCTBEHHOW YCIyr, peructpupyrotcs B [lenaprameHTe ynpasreHus
aenamm v HanpaenslTca B [lemapTaMeHT rocyaapCTBEHHOIO perynmpoBaHust obpalleHnsi NekapCTBEHHbIX CPEACTB,
OTBETCTBEHHbIN 3a NPeAoCTaBneHe rocygapcTBeHHON yenyrm (ganee - [lenaptamMeHT), B A€Hb MX MNOCTYMNMEHUS.

HokymeHTbl, nocTynueine B MMHUCTEPCTBO OT 3asBUTENS, NMpUHMMaloTca [lenapTaMeHTOM ynpaBneHvs genamu
Mo OMMCK, KOMKMS KOTOPOW C OTMETKOW O JaTe npuemMa ykasaHHbIX JOKYMEHTOB HanpasrsieTcs (BpydaeTcs) 3asBUTENHO.

25. Tlopsgok npuemMa w perncrpauum [OKYMEHTOB, B TOM YMCRE MNpPeACcTaBnseMblX C WCMOMb30BaHUEM



I/IH(bOpMaLl,I/IOHHO-KOMMyHI/IKaLI,I/IOHHbIX TEXHonornm (B SﬂeKTpOHHOVI cbopme), yCTaHaBIiMBaeTCA HOPMaTUBHbIMU
npaBoOBbIMU akTaMU, yCTaHaBIMBaOWMMN NpaBuIia ,EI,OKyMeHTOO60p0Ta B MVIHVICTepCTBe.

TpeboBaHUA K NOMELLEHNSM, B KOTOPbIX NPegoCTaBseTcs
rocyfapCTBeHHasd ycnyra, K MecTy oXuaaHud, npuemMa 3asiBrneHun,
pasMeLLeHno 1 0hOPMITEHUIO BU3YanbHOW, TEKCTOBOW MHopMaLIm
0 nopsake npeoCTaBneHns Takon ycnyrm

26. [lMomelwieHve, B KOTOPOM OCYLLECTBMSIETCA MpUMEM TrpaxgaH, [OOIMKHO obecneynBaTb KomdopTHOE
pacrnonoXeHne rpaxgaH W JOSPKHOCTHLIX vy MwuHucTepcTBa. MecTa npenocTaBneHust rocyaapCTBEHHOW YCNyru
OOIMKHbI ObITb 060pPYAOBaHbI CUCTEMaMy KOHOMUMOHMPOBAHMSA (OXMNaXOEHUS U HarpeBaHWs) BO3gyxa, cpedcTBamu
MOXapOoTYLUEHNS 1 OMOBELLEHMS O BO3HUKHOBEHUWN YPE3BbIYAHON CUTYaLM.

B mecTax npegoctaBneHus rocygapCTBEHHOM YCryrM npegycmaTtpuBaeTcss obOOpyAoBaHWE OOCTYMHbLIX MECT
06LLLEeCTBEHHOMO MOSb30BaHMSA (TyaneToB) U XpPaHEHUS BEPXHEN oAexXabl rpaxaaH.

Bxog n nepegBwkeHMe MO MOMELLEHUAM, B KOTOPbIX MPOBOAMTCA MPUEM [LOKYMEHTOB, HEOOXOAMMbIX O
NnpenocCTaBrneHns rocyaapCTBEHHOW YCIyrM, He [OOMKHbl co3daBaTb 3aTpygHEHWA ANs NWL € OrpaHWYeHHbIMM
BO3MOYXHOCTAMM.

27. MecTta nonyyeHuss wuHOpMaUMM O NPEOOCTaBNEHUM TFOCyOapCTBEHHOW ycnyru  obopyaytoTcs
NMHOPMaLMOHHBIMUK CcTeHAAMM, TeredOHHOM CBSI3bI0, KOMMBbIOTEPOM C BO3MOXHOCTBIO MeYaTu U Bbixoda B VIHTEpPHET U
KOnMMpoBarnbHOW TEXHUKOMN.

Ha nHdopMaLMOHHBIX CTEHAAX pasMeLlaeTcs criegyowasi MHpopmauums:

1) HopmaTuBHbIE MpaBoBble akTbl Poccuickon depepaunm, perynupyowmne npeaocTaBneHme rocygapcTBEHHON
ycnyru;

2) TekcT PernameHTa;

3) obpasubl odopMieHMs OOKYMEHTOB, KOTOpble MNPEACTaBNATCA 3asBUTENAMMU ONs  MOSNyYeHus
rocygapCTBEHHON YCRyTu.

Ona oxugaHus rpaxgaHamu npuema, a Takke ANS  3anofHeHus HeobxoouMbiX AONnst nNpeaocTaBreHust
rocygapCTBEHHON YCNyrM [AOKYMEHTOB OTBOAATCA MecTa, OOOpy[doBaHHble CTyNbsMMW, CTONamu (CTovkamu) Ans
BO3MOXHOCTM OGOPMIIEHNST [OOKYMEHTOB, KOTOpble oObecneumBaloTcs nucyen Oymaron, pydkamu, OGraHkamu
OOKYMEHTOB.

lNokasatenun LOOCTYNHOCTU U Ka4vecCTBa FOCy,ElapCTBeHHOVI
ycnyru, B TOM 4nucrne Konn4ecTtso B3aUMOAENCTBUIN 3asBUTENS
C AOJTXHOCTHbIMWU NnlaMu npu npenocrtaBineHnmn rocyp,apCTBeHHoﬂ
ycnyrn n X npogormkKUTeslbHOCTb, BO3MOXHOCTb NoNyvYeHus
I/IHCbOpMaLI,VII/I O Xo4e npepnocrtaBlieHndA rocyu,apCTBeHHoM
ycnyru, B TOM 4ncne ¢ ncnorib3oBaHnem
I/IHCbOpMaU,I/IOHHO-KOMMyHMKaU,I/IOHHbIX TEXHoMormm

28. NokasaTensiMm JOCTYNHOCTM M KadeCcTBa rocy4apCTBEHHOW YCIYTN ABMSAOTCS:

a) OTKPbITEIN JOCTYN 3asBUTENEeNn K MHopMaLMn O NOpsiAKe U CPOKaxX NPeAoCTaBeHns rocyaapCTBEHHOW yCIyru,
nopsigke obxxanoBaHus OencTBun (6e30encTBUs) AOMKHOCTHBIX Nuy, MUHUCTEPCTBA;

6) cobnogeHve cTtaHgapTa NpeaocTaBneHns rocyaapCTBEHHOM YCIyru;

B) OTCyTCcTBME ano® 3asBuTenen Ha p[gencteus (6e3gencTBusi) LOMMKHOCTHbIX nuy MuHucTepctBa npu
npenocTaBeHnn rocyaapCTBEHHON yCIyru.

29. B npouecce npegoctaBneHUs rocygapCTBEHHOM YCryrn 3asiBUTeNnb B3auUMOLEWCTBYET C JOMKHOCTHbIMU
nuuamn MuHnucTepcTBa:

1) Npu Nnogaye AOKYMEHTOB, HEOOXOOUMBIX AN NONYyYEHUS rOCYy4apCTBEHHOW YCNyru;

2) Npu NonyYeHnn paspeLLeHnst Mbo yBegomMmneHus o6 oTkase B Bbiaaye paspeLleHus.

30. CeepgeHunsa o xoge (atane) npuHATUS MUHUCTEPCTBOM pELLEHMS O Bbidade paspelleHns nnbo pelueHns ob
OTKa3e B Bbigaye paspelleHus NpefoCTaBrisloTCS 3adBUTENO0 MPU YCTHOM OOpalleHuMu, a Takke pasmeLLalnTca Ha
EgovHom nopTtane rocygapCTBEHHbIX WM MyHMUMMNAnbHbIX YCnyr (QYHKUMIA) B COOTBETCTBUM C MOCTAHOBIIEHNEM
MpaButenbctBa Poccuiickon Pepepaummn ot 24 oktabpa 2011 r. N 861 "O denepanbHbiX roCydapCTBEHHbIX
NHGOPMALIMOHHBIX cucTemax, obecnedvBaloWnX MNPeaoCTaBeHNe B 3MNEKTPOHHOW hopMe rOoCyAapCTBEHHbIX W
MyHUUMnanbHbIX ycnyr (ocywecTterneHne cyHkumin)" (CobpaHne 3akoHopgatensctBa Poccunckon depepaumu, 2011, N
44, cT. 6274, N 49, cT1. 7284).

[ll. CocTtae, nocnenoBaTenbHOCTb M CPOK BbIMOJTHEHUS
afMVHUCTPaTUBHOW NMpoueaypbl, TPeboBaHMSA K NOpsaKy
ee BbINOMHEHNS, B TOM YnNCrie 0COBEHHOCTM BbIMOMHEHUS
aZMUHNCTPATMBHOW NpoLeaypbl B SNEKTPOHHOW hopme



31. Tlpn npegocTaBneHWM rocygapCTBEHHOW YCNyrM OCYLLEeCTBMASAETCA aAMUHUCTpATMBHAs npoueaypa
"PaccMoTpeHne OOKYMEHTOB U MPUHATME peLUeHMsi O Bblgaye paspelleHus nubo pelieHnss o6 oTkase B Bbigaye
paspeLueHns"”.

Bbriok-cxema npefocTtaBneHnsi rocyaapCTBEHHON ycnyrn npusefeHa B npunoxeHun N 2 k PernameHTy.

AIMUHUCTpATUBHbIE OECTBUSA, BXOAdALLME
B COCTaB aAMUHUCTPATUBHO NpoLieaypbl, NPOAOCIKUTENBHOCTbL
1 (UNK) MakcUMarbHbIA CPOK UX BbIMONTHEHWS!

32. OcHoBaHMeM Ond Havana agMUHUCTPATMBHOW Mpouenypbl SBMASIETCA MOCTYNIEHWE OT 3asiBUTENs B
MuHUCTEPCTBO 3asBNEHUS N JOKYMEHTOB, yKa3aHHbIX B NyHKTe 17 PernameHTa.

33. lMpn noctynneHnn B [enapTameHT 3aperucTpuMpoBaHHbIX B COOTBETCTBUW C MNYyHKTOM 24 PernameHTa
3asBIIEHNS U MpuUaraeMbIX K HEMY OOKYMEHTOB MCMOMHWUTENb, OTBETCTBEHHLIN 33 MX PacCMOTPEHUE, Ha3HAYEHHbIN
anpektopom [lenapTameHTa WM YNOMHOMOYEHHLIM  3aMecTuTeneMm aupektopa [enaptameHta (panee -
OTBETCTBEHHbLIN MCMOSTHUTENb), B TeYeHMe 2 paboyumx OHEN C AaTbl perncTpaumm ykasaHHbIX 3asiBMeHUs U JOKYMEHTOB
OCYLLECTBMSIET NPOBEPKY COAEPXKALLMXCHA B HUX CBEOEHWI C LIENbIO ONpeneneHns:

1) HaNM4MsE BCEX JOKYMEHTOB, ONpeaeNneHHbIX B MyHKTe 17 PernameHTa;

2) OCTOBEPHOCTU JOKYMEHTOB;

3) cornacoBaHHOCTW MHpOpMaLUM MeXay OTAENbHLIMU AOKYMEHTaMM KOMMIIEKTa.

damunus, nvs, oT4ECTBO M TenedoH OTBETCTBEHHOTO NCMOSNTHUTENS OOMKHbI OblTb COOOLLEHbI 3asBUTENIO MO €10
NMMCbMEHHOMY MM YCTHOMY 00paLLeHmio.

34. B cniyyae ecnu 3aaBuTenb He NPeACTaBuUi OKYMEHTHI, yKa3aHHble B ab3ale nepBoM nyHkTa 19 PernameHTa,
OTBETCTBEHHbIN NCMOMHUTENb:

1) 3anpawwuBaeT M nofny4yaer B MOPsSiAKE MEXBELOMCTBEHHOIO WMH(OPMALNOHHOIO B3aMMOLENCTBUS OT
denepanbHOM HanoroBow cnyxobl MHOpMauuio O dakTe BHECEHUs CcBegeHuh o 3assutene B EanHbin
roCy0apCTBEHHbIV PEECTP IOPUANYECKUX NIUL, M O hakTe NOCTAHOBKU 3asiBUTENS Ha yYET B HarlOrOBOM OpraHe;

2) MpoBOAMT MPOBEPKY Hanmuunst y 3asiBUTENs paspelleHnss Ha MNpPOBEAEHME KIIMHUYECKOro WUCCrefoBaHus
NEeKapcTBEHHOro  npenapata (B Crydae BBO3a  KOHKPETHOM  MapTMM  3aperMcTpupoBaHHbIX M (Mnn)
He3apermcTpUpOBaHHbIX JTIEKAPCTBEHHbBIX CPEACTB, NPeAHa3HaYeHHbIX AMS NPOBEAEHMST KIMHUYECKUX WCCreaoBaHum
NEeKapCTBEHHbIX MpenapaToB) HA OCHOBAHWMU AaHHbIX PeecTpa BblAaHHbIX pa3peLleHUn Ha NPOBEAEHME KITMHUYECKUX
NCCriefoBaHUM NeKapCcTBEHHbLIX NPenapaTos.

35. Mo pesynbTataM NPOBEPKM CBEOEHWUW, COAEPXKALLMXCS B 3asBMNEHUM W NPELCTaBNEHHbIX OOKYMEHTax,
OTBETCTBEHHbIN MCNONHUTENb B TeyeHne 1 pabodero gHA co AHS OKOHYaHUS NPOBEPKW, MPeoyCMOTPEHHON MyHKTOM 33
PernameHTa:

1) B criyyae OTCYTCTBUSI OCHOBaHMWN, NMPELYCMOTPEHHBIX MyHKTOM 21 PernameHTta, roToBUT peLleHue O Bbigade
paspeLLeHnst N paspeLLeHuE;

2) B criyqae Hanmmums OCHOBaHWW, NpegyCMOTPEHHbIX MyHKToM 21 PermameHTta, rotoBuT pelueHne ob oTkase B
BblJaye paspeLleHnsi 1 yBedoMreHne ob 0Tkase B Bblgayve paspeLleHnsi C yka3aHueM npuymH oTkasa.

36. PeweHve o Bblgaye paspelleHus u paspelweHve (peweHne o0 OTKa3e B Bblgade paspelleHuss u
yBegomrieHne o0 OTkase B Bbljavye paspelleHus) COornacoBbiBaOTCA C HadanbHUKOM OTAena perumcrpauumm
nekapcTBeHHbIX NpenapaToB [lenaptaMmeHTa, 3amecTutenemM gupekropa [lenapTameHTa u yTBEPXOATCA AUPEKTOPOM
HenaptameHTa B TeyeHne 1 paboyero gHs.

37. PaspelueHne unu ysegomrieHne ob oTkase B Bblgade paspelueHunss opopMseTcs B MMCbMEHHOW hopMe Ha
6naHke MuHucTepcTBa.

PaspelueHne Ha BBO3 KOHKPETHOM MapTMM HE3aperMcTpMpOBaHHbBIX FIEKAPCTBEHHbIX NMPEnapaToB AJf1 OKa3aHus
MEOVLMHCKON MOMOLLM MO XM3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumeHTa odopmnsieTca B hopmMe 3neKTPOHHOro
OOKYMeHTa, NoaMnMCaHHOro aMeKTPOHHOW NOAMMUCHIO.

38. B paspelueHun ykasblBaoTCAa cnegyouime cBegeHuns:

1) HaMMeHoBaHWe BBO3MMOIO JIEKAPCTBEHHOIO nNpenapara u (unu) hapmaLeBTUYECKon cybcTaHLnm;

2) HavMeHOBaHWE OpraHuM3auun - MNPOU3BOAUTENS NEKAapCTBEHHOrO npenapata u (unu) dapmaleBTUYeCKOn
cybcTaHumy;

3) KonNnyecTBO BBO3MMOIO JIEKAPCTBEHHOIO NpenapaTta v (unu) papMaueBTU4eckon cybctaHumuy;

4) cTtpaHa, 13 KoTopon OydeT ocCyllecTBNATbLCA BBO3 Ha TeppuTopuio Poccuiickon depepaumm KOHKPETHOM
napTUM NEKApCTBEHHbIX CPEACTB;

5) cnoco6 BBO3a 1 gaTa npeanonaraeMoro BBO3a KOHKPETHOW NapTUM NEKApCTBEHHbIX CPeCTB;

6) B criyyae BBO3a JIeKapCTBEHHOIO NpenapaTa AN oka3aHus MegMLUHCKON MOMOLLU MO KU3HEHHbBIM NMOKa3aHUsAM
KOHKPETHOro naumeHTa AONOMHUTENBHO YKa3biBalOTCA:

a) bamunus, MMs, OTYECTBO U AaTa POXOEHNS NALNEHTa;

0) pekBu3NTbI (Cepusi, HOMep, KeM Bbl4aH, AaTa BbiAayn) CBUAETENLCTBA O POXKAEHUM UKW NacnopTa NaumeHTa;

B) MOMHOE HaVMEHOBAHWNE W KPUANYECKUI adpec YYpeXOeHUs, B KOTOPOM OKasblBa€TCA MeauUMHCKasi NOMOLLb
nauneHTy;

r) auarHo3 3aboneBaHus;



[) KONMMYECTBO JNIEKapCTBEHHOIO NpenapaTa, Heobxoaumoe Anst Oka3aHUs MeULMHCKOM MOMOLLM.

39. PaspeleHve wnv yBegomrieHne o6 OTKa3e B BblAaye paspelleHust B TeyeHune 1 paboyero OHA €O OHSA
NoANMCcaHus HanpaenseTca (BpyyYaeTcs) 3asaBUTenH.

MHdopmauma o NpMHATOM pelleHun O Bbidade paspelueHnst nbo pelleHn o6 OTKa3e B Bbigaye paspeLueHus
Takke NPeLoCTaBMNAETCA 3asaBUTENIO MPU YCTHOM obpaLLeHnu.

40. 3asBneHne O Bblgave paspeLleHns 1 pesynbTaTbl NPUHATOrO MUHUCTEPCTBOM MO HEMY peLUeHUs noanexar
peructpaummn B PeecTpe.

41. CooTBETCTBYIOLLME CBEAEHUS BHOCATCA B PeecTp B TedeHue 1 paboyero aHsi ¢ gaTtol:

1) nocTynnenus B [lenapTaMeHT 3asiBNEHUs O Bblgayve paspeLleHms;

2) yTBEPXOEHUS OMPEKTOpoM [lenapTamMeHTa pelleHVsi O Bblgade paspelleHust Unu pelleHnst ob oTkase B
Bbldaye paspeLleHus.

IV. ®opmbl KOHTPONSA 3a NpegoCcTaBNeHNEM
rocygapCTBEHHOM ycnyru

MopsaoK OCyLLECTBIIEHUS] TEKYLLETO KOHTPONS
3a cobnogeHnemM 1 UCNofTHEHNEM OTBETCTBEHHbIMU AOSKHOCTHBIMU
nnuamm nonoxeHunm PernameHTa

42. TeKyWw M KOHTPOMb 3a cobntogeHrnem nocrnegoBaTenbHOCTU OENCTBUA, ONpeaerneHHbIX agMUHUCTPaTUBHON
npouenypon no NpefoCTaBEHNO FOCYAAapPCTBEHHOW YCIYIU, OCYLLECTBASIETCA JOJMPKHOCTHLIMK Nuuamm MyUHUCTEepCTBa,
OTBETCTBEHHbLIMM 3a OpraHM3auunto paboTkl NO NPEAOCTABIIEHMIO FOCYAAPCTBEHHON YCITYIW.

43. TeKywWMA KOHTPOSb OCYLLECTBNSETCA NyTEM MPOBEPOK COOMIOAEHMA W WCMOMHEHUST OTBETCTBEHHBLIMM
OOJDKHOCTHLIMU NuaMm MuHUCTepcTBa NONOXeHun PernameHTa, MHbIX HOPMAaTUBHLIX NMPaBOBbIX akTOB Poccuiickon
depepaummn, a TaKke NyTeMm NPoBeAEHUs BHYTPEHHErO0 KOHTPONS pe3ynbTaTMBHOCTM MCMOSIHEHMS TOCYOapCTBEHHOW
ycnyru.

44. TepedeHb OOMKHOCTHBIX UL, OCYLLECTBASALMNX TEKYLLUNA KOHTPONb, YCTaHABNNBAETCS MHOMBMAYaANbHBIMM
npaBoBbIMW akTamu MUHUCTEpPCTBA.

45. Tepvogn4HOCTb OCYLLIECTBMEHUS TEKYLLEero KOHTPONs ycTaHaBnmBaeTcss MUWHMCTPOM 30paBOOXpaHEHUs
pa3sutnsa Poccunckon ®epepauumn unu ynonHOMOYeHHbIM 3amectuTerneMm MuHucTpa sgpaBooxpaHeHus Poccumnckon
depnepauun.

46. Oupektop [denapTaMmeHTa opraHu3yeT JOKYMEHTMPOBAHHBIN YYET BbIMOSTHEHUS KaXX40r0 agMUHUCTPATUBHOIO
OEVCTBUST  aOMUHUCTPATMBHOM Mpouedypbl C  ykasaHMeM [aTbl 3aBEpLUEHWs €ro  UCMOMHEHMS W NoAnucK
OTBETCTBEHHOIO UCMONHUTENS.

MopsigoK M NEPUOANYHOCTb OCYLLECTBIEHUS MIAaHOBbLIX
1 BHEMMAHOBLIX MPOBEPOK MOMHOTHI U KAYECTBa NPeocTaBneHns
rocyapCTBEHHON ycryru, B TOM YMcre Nopsiaok U hopMbl
KOHTPOIsS 3@ NOJHOTON U Ka4EeCTBOM NPEefOCTaBIEHNS
rocyapCTBEHHOW ycryru

47. KoHTponb 3a MOMAHOTOM M Ka4yeCTBOM MCMOMHEHUS rOCYyAapCTBEHHOW YCMyrM BKMOYaeT B cebsi npoBedeHve
MNaHoBbIX M BHEMMAHOBLIX MPOBEPOK (Jaree - MPOBEPKM), HamnpaBfiEHHbIX HA BbISBIIEHNE W YCTPAHEHWE MPUYUH U
YCIOBUWIN, BCIeaCcTBME KOTOPbIX OblM HapyLlUeHbl NpaBa 3asBUTENEN, a TakKe pPacCMOTPEHUE, MPUHATME PELUEHUA U
MOArOTOBKY OTBETOB Ha OOpalleHusi, cogepalime xanobbl Ha pelleHus, genctems (6e3gencTems) JOMKHOCTHBIX vy,
MwuHucTepcTBa.

48. [NpoBepkn OCYLLECTBAIOTCA HA OCHOBaHMKU nNpukasos MuHucTepcTBa.

49. lNnaHoBble NPOBEPKM NPOBOAATCS He Yallle YeM OAuH pas3 B roA.

BHennaHoBbLlEe MpPOBEPKU NPOBOAATCHA B CBA3W C NocTynneHnem B MuHUCTEpCTBO MHGOpMauuMM O dakrax
HapyLLleHWn nNpaB 3asBUTENEN.

OTBETCTBEHHOCTb AOMKHOCTHBIX NWL, MrHUCTEPCTBa 3a peLueHus
n gencteus (besgencrame), NpuHMMaemble (OCyLLEeCTBNAEMbIE)
MK B XOle NPefOoCTaBMEeHNs FOCyJapCTBEHHOW YCIyru

50. lMepcoHanbHas OTBETCTBEHHOCTb AOSMPKHOCTHbLIX Ny MWHUCTEpCTBa 3aKkpenndeTcs B WX OOMMKHOCTHbIX
pernameHTax B COOTBETCTBUM C TpeboBaHNAMM 3akoHogaTenbcTBa Poccuinckon deaepaumn.

51. WcnonHuTenb, OTBETCTBEHHLIN 3a OCYLIECTBMEHWE aAMUHUCTpaTMBHOW npoueaypbl PernameHTta, Hecet
MepcoHanbHyl0 OTBETCTBEHHOCTb 3a COOTBETCTBUE pe3yNnbTaTOB PACCMOTPEHMS [OKYMEHTOB TpeboBaHWSM
3akoHoaarenbcTBa Poccuiickon Pegepaumn.

52. Mo pesynbTaTamMm MpoBeAeHHbIX MPOBEPOK B Criyvae BbISABNEHUA HapyLUEHWW npaB 3asBUTErNerd BUHOBHbIE
nuua NpyBIIEKalnTCA K OTBETCTBEHHOCTU B NOPSIAKE, yCTAHOBINEHHOM 3akoHoAaTenscTBom Poccurickon ®egepaumm.



MonoxeHus, xapakTepuaytoLime TpeboBaHUS K NOpaaKy
1 hopmam KOHTpors 3a npegocTaBneHMeM rocygapcTBEHHON
ycryru, B TOM YUCIE CO CTOPOHbI FpaxaaH,
nx 00beauHEHWIA 1 OpraHM3aLmn

53. Fpamp,aHe, nx ob6beanHeHust 1 opraHmzauum MOryT KOHTpOnuMpoBaTb npenocrtaBlieHne FOCWJ,apCTBeHHOIZ
ycnyrn nytem nony4eHud I/IH(bOpMaLI,I/II/I no TeJ'Ie(bOHy, Nno NMNCbMEHHbIM O6paLU,eHI/IF|M, no SﬂeKTpOHHOIZ no4yTte, Ha
OCbI/ILI,I/IaJ'IbHOM cante MVIHVICTepCTBa B CETU VlHTepHeT n 4vyepes EovHbin nopTtan rocyaapCrBeHHbIX U MyHULMNANbHbIX

ycnyr (dyHKUMi).

V. OocynebHbin (BHecyaeOHbIN) Nopsagok obxxanosaHms
pelweHnn n gencteun (besgerictenst) MuHsgpasa Poccuu,
a Takke OOMKHOCTHbIX Nl MuHaapasa Poccuu

54. 3asButenb moxeT obpatuTbcs B gocynebHom (BHecyaebHoM) nopsigke C xanobor Ha HapylleHue nopsigka
npenocTaBreHus rocy4apCTBEHHOW ycnyru (ganee - xanoba).

55. MNpegmeT xanobbl MOryT COCTaBMATL B TOM YKcCe AencTBusA (0e3nencTBus), CBsi3aHHbIE C:

1) HapyLleHeM cpoka perMcTpaumm 3anpoca 3asBuUTens o0 NPeAoCTaBNeHNM rocyaapCTBEHHON YCIyru;

2) HapyLLEeHNEeM CpOKa NpeaoCTaBeHNst TOCy4apCTBEHHON YCNyru;

3) TpeboBaHueM y 3asBMTENA [LOKYMEHTOB, HE MPEAYyCMOTPEHHbIX HOPMATMBHBIMW MPaBOBLIMW aKTamu
Poccuiickon ®efepaumun ong npegoctaBneHns rocygapCTBEHHON yCnyru;

4) oTka3oM B MpUeMe [OKYMEHTOB, MPefoCTaBIiEHWE KOTOPbIX MPEAYyCMOTPEHO HOPMaTUBHBLIMW MPaBOBLIMM
aktamu Poccunckon ®efepaumm ons npegocTaBieHnst rocy4apCTBEHHON YCNyTn, Y 3asBUTENS;

5) oTkaszomM B MpedoCTaBneHWM FOCYAapCTBEHHOW YCIyrM, €CnvM OCHOBaHUSA OTkasza He NpeayCcMOTpPEeHbI
denepanbHbIMX  3aKOHaMW U MPUHSATLIMA B COOTBETCTBUM C HUMWU WUHBIMW HOPMAaTUBHbIMW MPaBOBLIMW aKTamMu
Poccunckon denepaumm;

6) 3aTpeboBaHMEM C 3aABUTENS MpW NpeaoCTaBlieHWM FOCY4APCTBEHHOW YCIyrn nnaTbl, HE NPeLyCMOTPEHHON
HOpPMaTMBHbLIMM NPaBOBbLIMK akTamn Poccuiickon degepaunu;

7) oTkazom MuHMCTEpPCTBA, NPEAOCTaBASAIOLLErO roCy4apCTBEHHYHO YCNyry, AOMKHOCTHOro nuua MuHuctepctea B
ncnpaBneHMn AONyLLEHHbIX ONeYaToK 1 OWKNBOK B BbI4AHHBLIX B pe3ynbTaTe NpeLoCTaBneHUs rocy4apCTBEHHON yCnyrn
OOKyMeHTax Nnbo HapyLLeHNe YyCTaHOBMEHHOMO CPOKa TakuxX UCNpaBIieHN.

3asBuTenem MoryT ObiTb NpeAcTaBneHbl AOKYMEHThI (MpW Hanmuuuu), NOATBEPXKAAlOLWME O0BOAbI 3asiBUTENS,
nmobo nx Konuu.

56. B cnyyae obxanoBanusi gevctBui (6e34eMCTBUA) OOSMKHOCTHOIMO Nuua CTPYKTYPHOro MoApasgeneHns
MuHuctepctBa anoba nogaeTcss Ha MMS PYKOBOOMTENSA COOTBETCTBYHOLLEIO CTPYKTYPHOrO NoApasfaereHuns
MwuHucTepcTtBa.

B cnyyae obxanoBaHusa gencteun (6e3gencTBun) pykoBOOMTENS CTPYKTYpHOro nogpasgenennss MuHncrepcrea
Xanoba nogaetcs Ha ums 3amectutens MuHucTpa 3gpaBooxpaHennst Poccuiickon ®egepaumm, KypupyoLwero gaHHoe
CTPYKTypHOE MoApa3geneHve B COOTBETCTBMM C pacnpefeneHveM 0083aHHOCTEN, YCTAHOBIIEHHBLIM MPUKa30M
MwuHucTepcTBa.

>Kanoba Ha pevictBust (besgenictBusa) 3amectutenss MuHucTpa 3gpaBooxpaHenus Poccunckon depepaumm
nogaetcd Ha nmss MUHUCTpa 3gpaBooxpaHeHnsa Poccuiickon ®epepaunn.

57. B pocynebHoM nopsigke 3asBMTENM MMET NpaBo obpaTutbes C xanobor B MMCbMEHHOW bopme Mo nouyTe,
Yepes3 MHOrOMYHKLUMOHAaIbHbLIN LIeHTP, C UCNONb30BaHNEM UH(OPMALNOHHO-TENEKOMMYHMKAUNOHHON ceTu "UHTepHeT",
EnvHoro noptana rocygapCTBEHHbBIX M MyHMUMNAMbHBLIX YCyr (PyHKUUIA), a Takke xanoba MOXeT ObiTb NpuHATa npwu
NUYHOM NMpueme 3asBuTtens B MuHmuctepcrae.

>Kanoba nognexut obas3atenbHOn pernctpaummn B Te4EHNe TPeX OHEN C MOMEHTa NocTynneHms B MMHuUCTepcTBo.

58. lNpu obpalyeHnn 3aaBuTENen ¢ xanobown B NMMCbMEHHON oopme nnu B hOopMe 3MNIEKTPOHHOIO AOKYMEHTa CPOK
€e paccMOTPEHUS He JOMKeH npeBbiwaTtb 15 pabounx gHen co oHA ee perncrTpauum, a B cnydyae obxanoBaHusi OTKasa
MuHucTepcTBa, OOMKHOCTHOrO nvua MuHUCTepcTBa B MNpvemMe [OOKYMEHTOB Yy 3asdBuTenst nMbo B MCNpaBieHWM
OOMYLLEHHbIX OMeYaTokK 1 OWNBOK UK B Criydae 00XanoBaHWsi HapyLLIEHUS YCTAHOBINEHHOMO CpoKa Taknx MCNpaBneHnn
- 5 pabo4mx gHen co aHsa ee pernctpauun, ecnu lNpasutensctBoM Poccunckon Pefepaumm He yCTaHOBAEH MHOW CPOK.

59. TlpuocTaHOBNEeHME pacCcMOTpeHMe Xanobbl [onyckaeTcsa B Crydae, €ecnvM  Takas BO3MOXHOCTb
npegycmMoTpeHa AerCTBYOLWMM 3akoHogaTenbcTBom Poccuiickon degepaumm.

60. OcHoBaHveM anga Havana npouenypbl gocyaebHoro (BHecynebHoro) obxanoBaHusa gencteumn (6e3gencTani)
OOIMKHOCTHBIX 1ML, MyUHUCTEepCTBa, OTBETCTBEHHBIX 3a NMPE4OCTaBMEHUE rOCYAapCTBEHHOW YCMyrW, ABMSETCS nogada
3as1BUTENEM Kanoobbl.

61. XXanob6a gomkHa cogepxarb:

1) HanmeHoBaHue MuHMCTEpPCTBa, MMS SOIMKHOCTHOrO Nuua MuHucTepcTBa nMbo rocyfapCTBEHHOIo CAyXallero,
pelueHns n gencteus (besgenctene) KOTopbix o6XxanytTcs;

2) camunuio, MMs, OTYECTBO (MocrnegHee - MPW Hanmu4uuu), CBEAEHMS O MECTe XUTENbCTBa 3asBuUTENs -



dusmyeckoro nuua nMbo HaMMeHOBaHWE, CBEAEHMS O MECTE HaXOXOEHWS 3asBUTENS - OPUANYECKOrO Nuua, a Takke
Homep (HOMepa) KOHTaKTHOro TenedoHa, agpec (agpeca) aneKTPOHHOWM MOYThl (MPY HanM4YMM) 1 NOYTOBLIA agpec, Nno
KOTOpbIM LOIKeH OblTb HaMpaBrieH OTBET 3aABUTENIO;

3) cBegeHust 06 obxanyembix pelueHusix n Jencteusx (6esgenctBun) MuHMCTEpPCTBA, OOMMKHOCTHOrO Inua
MuHucTepcTBa Nbo rocy4apCTBEHHOIO CryXaLlero;

4) poBoAbl, Ha OCHOBaHUN KOTOPbIX 3asBUTENb HE COMMaceH C pelieHneM u OenctBuem (6es3gencTBuem)
MuHucTepcTBa, 4OMKHOCTHOMO nuua MuHucTepcTBa Nnbo rocyfapCTBEHHOIO CryKallero.

62. Mo pe3ynbTataM paccMoTpeHMs Xkanodbl MUMHUCTEPCTBO NPUHMMAET OAHO U3 CeayloLmX peLleHnii:

1) yooBneTtBopsieT Xanoby, B TOM 4nucne B popMe OTMEHbI MPUHATOTO PELUEHUs), UCNPaBEHNsT OOMNYLLEHHbIX
MuHUCTEpCTBOM oOMneyaTok M owmbOK B BbigaHHbIX B pe3ynbTaTe NpegoCTaBfeHNst FOCYyAapCTBEHHOW YChyru
OOKYMeHTax, BO3BpaTa 3asiBATEN0 [OEHEXHbIX CPEACTB, B3VMaHME KOTOpbIX He MNpPegyCMOTPEHO HOPMATUBHBLIMM
npaBoBbIMK akTamu Poccuiickon ®epepauunn, a Takke B MHbIX hopmax;

2) 0TKa3bIBaET B y40BNETBOPEHNN Xarnobbl.

63. He nosgHee AHsA, crneaylowero 3a gHEM MPUHATUS PeLUeHUs, 3asBUTEN0 HanpaBnseTcss MOTUBMPOBAHHBIN
OTBET O pesynbTaTax pPacCMOTPEeHUst Xamnobbl B MUCbMEHHON hopMe W, MO XENaHut 3asABUTENsl, B SNIEKTPOHHON
dopwme.

64. OGxanoBaHWe peLLeHns No xanobe ocyLLecTBNAETCA B NOpsaKe, YCTaHOBIEHHOM MyHKTOM 56 PernameHTa.

65. 3asButenu umeroT npaBo obpatutbca B MWHUCTEPCTBO 3a MNOMyYEHWEM MWHOpMaUMM U OOKYMEHTOB,
HeobXxoauMbIxX AN 060CHOBaHUA U PacCMOTPEHUS XKanobbl.

66. VHdopmmpoBaHMe 3asBuTENEN O MOpPsSAKe Nodayn U PacCMOTPEHUs Karobbl OCyLLEeCTBNAETCA B
COOTBETCTBMM C NYHKTOM 5 PernameHTa.

KoHcynbTaHTlntoc: npyumeyaHuve.
Hymepauusa nyHKTOB JaHa B COOTBETCTBUM C odpumLMarnbHbIM TEKCTOM AOKYMEHTA.

66. B Cny4yae yCTaHOBIieHndA B Xo4e Wi no pesynbrataMm pacCMOTpPeHUdA »anoobl NpM3HakoB COCTaBa
AAMUHUCTPATUBHOIO MNpaBOHapyLWeHnAa unun npecrtynneHnda AOOJMKHOCTHOe Inuo, HadeneHHOEe MNOJIHOMOYMAMU 10
paccMOoTpeHnto Xanob, He3ameLnUTENbHO HanpaendeT MMerLimneca Mmatepuaribl B OpraHbl NPOKypaTypbl.

MpunoxeHne N 1

K AOAMWHUCTPATMBHOMY pPErfiameHTy
MwvHucTepcTBa 34paBOOXpaHeHs

Poccunckon ®enepaumm no npegoctaBrieHnto
rocygapCTBEHHOWM YCryry Nno Bbigaye
paspelueHn Ha BBO3 B Poccuiickyto denepauiuto
KOHKPETHOWN NapTUn 3apermMcTpupoBaHHbIX

1 (UNn) HE3apErNCTPUPOBAHHBIX
NEeKapCTBEHHbIX CPeaCTB, NPeAHa3Ha4YeHHbIX
AN NPOBeAEHNS KIMMHUYECKNX UCCIe[0BaHnn
NEeKapCTBEHHbIX NPenapaToB, KOHKPETHOW
napTun He3aperncTpMpPOBaHHBIX JTEKAPCTBEHHbIX
cpencTs, NpeaHa3Ha4YeHHbIX 4115 MPOBEAEHNS
3KCMEepTM3bl NIEKAPCTBEHHbIX CPEACTB B LEensiX
OCYLLIECTBMNEHMS FOCYAAaPCTBEHHON perncrpaumm
NEKapCTBEHHbIX NPenapaToB, KOHKPETHOW
napTun He3aperncTpMpPOBaHHBIX NTEKAPCTBEHHbIX
cpefcTB ANs OKasaHus MEeOULMHCKOW MOMOLLN
MO XM3HEHHBIM MOKa3aHWUSIM KOHKPETHOIO
nauueHTa, yTBEPXK4EHHOMY MPUKa3oM
MwvHUCTEpPCTBOM 34paBOOXpPaHEHNS

Poccuiickon depepaumm
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B MMHMCTEPCTBO 3IOPaBOOXpPaHEeHUA
Poccurickon demepauum

3asgBJjeHue
IOJig [OJIyUeHUS paspelleHMsa Ha BBO3 B POCCHUMCKYIO
demepalid KOHKPETHOM HNapTUM 3apeTlMUCTPUPOBaHHEIX
1 (MIM) He3apeI'MCTPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEeNCTB

1. |HammMeHOBaHMe U aIpec 3agBUTEJIH

2. |LUesp BBOBa Ha TEPPUTOPUI
Poccurickon demepauum
KOHKPETHOM IapTuUu
3apPeIUCTPUPOBAHHEIX U (MJIN)
HEeBaperCTPUPOBAHHEIX CPelCTB

1) npoBemeHUd KIMHUUECKUX MCCJIeIOBAaHUM
JIeKapCTBEHHBIX IIpelapaToB;

2) IIpoBeneHNMA 3JSKCIIEPTV3El JIEeKapCTBEHHEIX

cpencTB B LeJIax OCyleCTBJIEHNUA
TOCYyIapCTBEHHOM perucTpanumu
JIEKAPCTBEHHEIX I[IpenapaToB;

3) oKasaHMsa MEeIMLMHCKOM IIOMOIIM 1o
XMBHEHHBEIM [IOKasaHMAM KOHKPETHOTO

naumMeHTa.
(HyXHOEe TOIOYEepPKHYTH)

3. |HammMeHOBaHME JIEKAPCTBEHHOTO
npenapatra (ToproBoe U (wmiam)
MEeXOyHapOoOHOE HEelaTEeHTOBaHHOE,
3apPETUCTPUPOBAHHOE WK
HeBapernCcTPpUPOBaHHOE)

4. |JlexapcTBeHHasa Gopma

5. |HOoza, kKOHUeHTpauusa, bacoBka

6. |HammeHOBaHME OpTaHM3aALUM—
IPOU3BOOUTENS JIEKAPCTBEHHOT'O
npenapata u (mnam)
bapMalleBTUUECKON CyDCTaHLUMU

7. |[CrparHa npomseOnCTBa
JIEKapPCTBEHHOTO IIpelapaTa u
(nm) GapMaleBTUUECKON

cybCcTaHUIuM

8. |KommuecTBO JIEKaPCTBEHHOT'O
npernapara " (1)
bapMalleBTUUECKON cybcTaHumy,

HeobxoguMoe IOJjiS BBO3aA.

[IpuyioxeHue :

(3agBuUTENIL, HaVMMeHOBaHUE,
®.M.0., DOOIXHOCTH)

(momnmuces, M.II., mara)

cdopma



MpunoxeHue N 2

K AQMUHUCTpaTUBHOMY pernameHTy MuHucrTepcTaa 3gpaBoOXpaHeHUs
Poccuiickon ®efepalimm no NnpefocTaBneHuto rocyapCTBEHHON yCyrn no Bblaave
paspeLleHnin Ha BBO3 Ha Tepputoputo Poccuiickon ®enepaunn
KOHKPETHOWM NapTUK 3aperMcTpUpoBaHHbIX U (M) HE3aPErMCTPUPOBAHHBLIX
NEeKapCTBEHHbIX CPEACTB, NpeaHa3Ha4YeHHbIX A9 NPOBEeAEHNS KNUHNYECKUX UCCeaoBaHNin
NeKapCTBEHHbIX NpenapaTtoB, KOHKPETHOW NapTUN He3apPEerMcTPUPOBaHHbIX NEKAPCTBEHHbIX
CpeacTB, NpeaHasHavyeHHbIX ANsi NPOBEAEHNSA 3KCNEPTU3bl JIEKAPCTBEHHbLIX CPEACTB B LiensX
OCYLLLeCTBNEHNSA rocyJapCTBEHHON perncTpaunm nekapcTBeHHbIX NpenapaToB, KOHKPETHOW
napTMM He3aperMcTpMpPOBaHHbIX NEKAaPCTBEHHbIX CPeACTB AJ1sl OKasaHUs MeaMULUMHCKON NMOMOLLIM
MO XXM3HEHHbIM MOKa3aHWAM KOHKPETHOIO NaLMeHTa, YTBEPXKOEHHOMY MPMKa3oM
MwuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon deanepaumu

oT 2 aBrycta 2012 r. N 58H

Biiok-cxema

"CocTas,

[IOCJIeOBATEJIbHOCTE M CPOKM BHIIOJIHEHMS aIMMHMCTPATMBHOM MNPOLENYPH,
Ipy NPenoCTaBJIEHMM TOCYLapPCTBEHHOM YCJIyI'M IO BHIa4Ue pas3pelleHM) Ha BBO3 KOHKPETHOM MapTuM JIEKaPCTBEHHHX CPEICTB

OJ19 MEeIMUMHCKOTO INPMMEHEHMS Ha TeppuTopuio Poccurickon dPemepaumm"

OCYylIeCTBIIAEMOMN

JIenapra-
MEHT
rocynmap-
CTBEHHOTO
perynm-
poBaHMA
obpaleHus
JIeKapCcT—
BEHHBIX
cpencTs
MuHMCTEDP—
cTBa

\
I\

HocTymyeHrue B MMHMCTEPCTBO \

OT 3aABUTEJIS 3adABJIEHUA

\

Y OOKYMEHTOB M permcrpauus /

3asaBJleHUsa B PeectTpe

/

1/
/

[I[poBepkKa HaIM4uUA
Y IOOCTOBEPHOCTM
IpenCcTaBJIEHHBIX
IOOKYMEHTOB OTBETCTBEHHEM
VICIIOJIHUTEJIEM U 3anpoc
IOOKYMEHTOB, KOTODPEHIE
HaxXOOATCs B MHEIX
opraHax (2 paboumx OHS)

T
\/

llogroToBKa peleHudA
O BHIOAUe paszpeleHus
Y paspeleHus UM pelleHnsS
o6 oTkaszse B ero BHOaue
U yBemomJieHuUs o0 oTkasze
B BHIAuUe pas3peleHNrs
(1 paboumuyt neHb)

F—>

CorjlacopaHue MNIPUMHATOTO
peleHrs C 3aMeCTUTeJIeM
oupekTopa JlernapTaMeHTa
TOCYyIapCTBEHHOTO PEeTyJIMPOBaHUI
obpalleHnsa JIeKapCTBEHHEIX
cpencrts MmHMCTEpPCTBA,
YyTBEepPXIEHME IOUPEKTOPOM
IenapramMeHTa (1 paboumuyt OeHb)

F—>

BpydueHue (HamnpasJieHUE)

paspelleHrs UM yBeIOMJIEHUSI
06 oTkasze B BHIAYE pas3pelleHNrs
3ag9BUTEJI0. BHeCeHMe CBeIOeHUM
O BHIaYe pas3peleHUs UM
O pemeHMM 00 OTKasz3e B BbOaue
paszpelleHusa B PeectTp
(1 paboumuyt neHb)




