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[Ipukaz MunuctepcerBa 3apaBooxpanenust PO ot 25 aBrycra 2021 r. N 8801 "O6 yTBepKaeHUN
AJIMAHHCTPAaTUBHOIO periiaMeHTa MuHKHCTEpCTBA 3ApaBooxpaneHus Poceuiickon @enepannu 1o
IIPEI0CTABICHUIO TOCYJaPCTBEHHOM YCIYTH 110 BbIJIa4€ 3aKII0UeHUN (pa3pelInTeIbHbIX JOKYMEHTOB) Ha
BBO3 B Poccuiickyro @eneparinio KOHKpPETHOW MapTUH 3apETUCTPUPOBAHHBIX U (MJIH)
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHAZHAYCHHBIX JIJIsl POBEICHUS KIIMHUYECKIX
MCCIJIEJOBAHUM JIEKAPCTBEHHBIX IIPENapaToOB, KOHKPETHOM MapTUU HE3apErUCTPUPOBAHHBIX
JICKapPCTBEHHBIX CPEJICTB IS IIPOBEICHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPECTB B LIENIAX PErUCTPALIUU U
IKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB, ..."

B coorBerctBun ¢ nyHktoMm 3 IlpaBmil BBO3a JIEKAPCTBEHHBIX CPEACTB I MEAMIIMHCKOIO
npumeHeHus B Poccuiickyro @enepanuio, yrBepKIeHHbIX nocranosienueM [IpaBurenscrBa Poccuiickoin
®enepannn ot 1 mrons 2021 r. N 853 "O6 yrBepxkaenuu [IpaBui BBO3a JICKAPCTBEHHBIX CPEICTB ISt
MeAMIMHCKOro npuMeHeHus B Poccuiickyro ®denepaiinio U Npu3HaHUU YTPATUBIIMMU CHIIY HEKOTOPBIX
aKTOB M OTJIEIbHBIX MOJIOKEHUN HEKOTOPHIX akToB [IpaBurtenncrBa Poccuiickoit @eneparun" (CoOpanue
3akoHonatenscTBa Poccuiickoit ®enepaumu, 2021, N 23, c1.4092), u I[lpaBunamu pa3paboTKu H
YTBEPXKACHUS ~ aJIMUHUCTPATUBHBIX  PErJIaMEHTOB  IPEAOCTaBICHHUS  TOCYAAPCTBEHHBIX  YCIYT,
yTBEpXACHHbIMU 11ocTaHoBiIeHreM [IpaButenscTBa Poccuiickoit @enepanuu ot 16 masg 2011 r. N 373 "O
pa3paboTKe M YTBEpXKIEHUM aJMUHUCTPATUBHBIX PErIAMEHTOB OCYUIECTBICHUS TOCYIapCTBEHHOIO
KOHTpoJIsl (Haza3opa) U aJMUHUCTPATUBHBIX PErJIAMEHTOB IIPEIOCTABICHUS T'OCYJapCTBEHHBIX yCiyr'
(Cobpanme 3akoHomarenbcTBa Poccuiickoit @enepanum, 2011, N 22, cr. 3169; 2018, N 46, ct. 7050),
IIPUKA3bIBAIO:

1. YrBepauth mpunaraemelii AJMUHUCTPATUBHBIN perjaMeHT MMHHCTEPCTBA 3APaBOOXPAHEHUS
Poccniickoit ®Pepepanuu 1O NPEIOCTaBICHUIO TOCYJAPCTBEHHOM YCIYIM IIO BbIJA4€ 3aKIFOYCHUI
(paszpelMTenbHBIX  JOKYMEHTOB) Ha BB03 B Poccuiickyto ®@eznepannio KOHKPETHOW MNapTUU
3aperuCTpUPOBAHHBIX U (MJIM) HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYEHHBIX IS
IPOBEJCHUS  KIMHUYECKMX MCCIENOBAaHUN  JIEKAPCTBEHHBIX IPENaparoB, KOHKPETHOW IapTHH
HEe3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB /ISl IPOBEACHMSI SKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/CTB B
LEeNAX PErucTPallud M HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB, MpEJHA3HAUYEHHBIX /s OOpalleHus Ha
o0lIeM pbIHKE JIEKApCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro SKOHOMHMYECKOTO CO03a M (WJIH)
Poccuiickoit @enepanuu, OCyLIECTBIEHUS TOCYJapCTBEHHON PETHCTPALMK JIEKAPCTBEHHBIX MPENaparos,
BKJIIOUEHUSl (papMalleBTUYECKOW CyOCTaHIIMM B TOCYIApPCTBEHHBIM pPEECTp JIEKApCTBEHHBIX CPEJCTB,
KOHKPETHOM IapTHMM HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB JUIsI OKa3aHUS MEIUIMHCKOU
MOMOIIM MO KU3HEHHBIM IOKa3aHUSAM KOHKPETHOTO MallMeHTa JUOO0 OKa3aHWd MEIUIUHCKON MOMOIIH
OTrPaHUYEHHOMY KOHTHHICHTY MallUEHTOB C PEIKOI U (M) 0CO00 TSKENOM MaToJ0THeH.

2. I[Ipu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MunucrepctBa 3apaBooxpaHenust Poccuiickoit ®enepannn ot 2 aBrycra 2012 r. N 58H
"O6 yTBepkIeHMH AJIMUHUCTPATUBHOTO periaMeHta MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit
@enepali 10 TNPEJOCTABICHUI0 TOCYJAapCTBEHHOM YCIYI'M II0 BbIJA4€ pa3pelieHud Ha BBO3 Ha
tepputoputo  Poccuiickoit  denepanuu  KOHKPETHOM MapTHUM  3aperMCTPUPOBAHHBIX U (WIN)
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, INPEIHA3HAYEHHBIX JUIS IPOBEACHMS KIMHUYECKUX
UCCIIEJOBAaHUM  JIGKAPCTBEHHBIX  IpEnapaTroB, KOHKPETHOM  MapTHMM  HE3aperMCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB, NMPEAHA3HAUYECHHBIX AJIS MPOBEACHUS DKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB B
LEJSIX OCYLIECTBIIEHUS TOCYAapCTBEHHOM PErUCTpallii JIEKAaPCTBEHHBIX MPErapaToB, KOHKPETHOW MapTHUH
HE3apErNCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB JUISl OKa3aHUs MEIUIMHCKOW MOMOIIM IO KU3HEHHBIM
MOKa3aHUSIM KOHKPETHOro mnanueHTa" (3apeructpupoBaH MuHHUCTEpCTBOM rocTHIMKM Poccuiickoit
®enepanyu 4 mapra 2013 r., peructpanuonsslii N 27438);

ITYHKT 2 U3MEHEHHUH, KOTOpbIE€ BHOCATCS B HEKOTOpbIE MpHUKa3bl MUHUCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoit ®@enepanuu, yTBEpKACHHBIE IpuKa3oM MuHucrepcTBa 3apaBooxpaHeHus Pocculickon
®enepanuu ot 7 okTa6pst 2013 r. N 7041 "O BHeceHMM U3MEHEHU B HEKOTOpbIe NpuKa3bl MUHHCTEPCTBA
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3apaBooxpanenust Poccuiickoit denepanuun" (3apeructpupoBan MuHucTepcTBOM IocTUlM Poccuiickoit
Oenepannn 14 Hos16pst 2013 1., peructpanuonnsiii N 30377).
3. Hacrosmmii npuka3 neictyet 10 1 centsiops 2027 roxa.

Munuctp M.A. Myparmiko

3apeructpupoBano B Muntocte PO 11 okrsi6ps 2021 r.
Perucrpammonnsiit N 65365

YTBEPXJIEH

npukazom MuHHCTEPCTBA 3APaBOOXPaHEHUs
Poccuiickoii @enepannu

ot 25 aBrycra 2021 r. N 880n

AJMMHHMCTPATUBHBIN persiameHT MuHucTepcTBa 31paBooxpanenusi Poccuiickoii @enepaunu mo
NMPeA0CTABJICHUIO ITOCYAAPCTBEHHOM YCJIYIH 0 BbiAaue 3aKJIIYeHuil (pa3pemuTeabHbIX
JOKYMEHTOB) Ha BBO3 B Poccuiickyio @eepanuio KOHKPEeTHON MapPTHH 3aPerucTPUPOBAHHBIX U
(W1K) He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, IPeIHA3HAYEHHBIX 1JIS IPOBeACHUS
KJIMHUYECKHUX MCCIeJOBAHUI JIeKAPCTBEHHBIX NIPenapaToB, KOHKPETHON NapTHH
HE3aPerucTPUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB IJISl MPOBEACHUS IKCIEPTHU3bI JIEKAPCTBEHHbIX
CPEeACTB B LEeJISIX PErUCTPAIMM U IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB, NPeJIHA3HAYEHHbIX 151
oOpanieHus Ha 001eM PbIHKE JIEKAPCTBEHHBIX CPeACTB B paMkax EBpa3uiickoro 3k0HOMU4€CKOro
coro3a u (um) Poccniickoii @egepanuu, oCymecTBICHUA FOCYyIAPCTBEHHON perucTpauuu
JIEKAPCTBEHHBIX MPENapaToB, BKIKYeHNs (hapManeBTHYECKO# CyOCTAHIIMH B IrOCY1apCTBEHHBbIH
peecTp JIeKapCTBEHHBIX CPeACTB, KOHKPETHOM MapPTHU He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeacCTB 1Jisl OKazaHus Me)]I/lIll/lHCKOi/i NMOMOIIHA MO )KUZHCHHBIM IMMOKA3aHUAM KOHKPETHOI'O
NaNueHTa Ju00 OKa3aHUs MeIULIMHCKOI MOMOIIY OTPAHMYEHHOMY KOHTHHI€HTY MAIHEHTOB ¢
peaxkoi u (Win) 0c000 TAKeJN0H NaToJ0rueit

1. O01mme mos10KkeHUA

IIpeamer peryjnpoBaHusi AIMMHUCTPATHBHOIO perjiaMeHTa

1. ADMUHUCTpaTUBHBIM pernameHT MuHHcTepcTBa 3ApaBooxpaHeHus Poccuiickoit denepaunn
(manee - MuHHCTEPCTBO) MO MPEJOCTABICHUIO TOCYJAapCTBEHHOM YCIYyrHM IO BbLAAYE 3aKIIOYEHUN
(paszpemMTeNbHBIX JTOKYMEHTOB) Ha BB03 B Poccuiickyto ®exepanuio KOHKPETHOM MapTUH
3aperuCTPpUPOBAHHBIX U (MJIM) HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpPEAHA3HAYEHHBIX IS
IIPOBEICHUS  KJIMHUYECKUX  HCCICAOBAHMM  JIEKAPCTBEHHBIX IIPENAapaTOB, KOHKPETHOW IMAapTUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB IS IPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB B
HEeNAX PErHCTPallud M HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB, MpeJHA3HAUYCHHBIX JUIsI OOpalleHus Ha
o0lIeM pBhIHKE JIEKApCTBEHHBIX CPEJICTB B paMKax EBpa3zuiickoro SKOHOMHYECKOTO cO03a U (WJIH)
Poccuiickoit denepanuu, OCyIIECTBICHU IOCYJaPCTBEHHON PErUCTPALMM JIEKAPCTBEHHBIX IIPENaparos,
BKJIIOUEHUSI (papMalleBTUYECKOW CYOCTaHIIMM B TOCYJIAapPCTBEHHBIH pEECTp JIEKApCTBEHHBIX CPEICTB,
KOHKPETHOM MapTUU HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB I OKa3aHWs MEIULIMHCKOU
MOMOUIM TIO >KW3HEHHBIM IOKAa3aHUSM KOHKPETHOTO MalleHTa MO0 OKa3aHWUs MEIUIIMHCKOW MOMOIIN
OTPaHUYEHHOMY KOHTHMHIEHTY MAallMEHTOB C pPeaKol M (Miu) oco0o TsDKENoM maTtojorued (nanee -
AJMUHUCTPATUBHBIM pErylaMeHT) YCTAaHABIMBACT CPOKU M TIOCIEIOBATENbHOCTh AIMHUHHCTPATHUBHBIX
npouenyp (aedcTBuil) MUHUCTEPCTBA B MpOLECCEe MPEAOCTABICHHUS TOCYJapCTBEHHON YCIIyTH, MOPAIO0K
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B3aMMOJIEHCTBUS MEXYy CTPYKTYPHBIMU MOJpa3AeaeHUIMU MUHUCTEPCTBA, €r0 JOKHOCTHBIMHU JIMLIAMH,
a TaKKe B3auMOJEHCTBUA MUHUCTEPCTBA C 3asBUTEISIMU, MHBIMUA OPraHAMH IOCYAAPCTBEHHOW BIJIACTH U
OpraHaMHM MECTHOTO CaMOYIIPaBJICHUS, YUPEKIECHUSAMU M OpPraHU3alMsIMM B IIPOLIECCE MPEJOCTaBICHUS
rOCyIapCTBEHHOU yCIIyTH.

2. T'ocynapctBeHHast yciyra IpeAOCTaBiIsSIE€TCd B OTHOLUEHUM JIEKAPCTBEHHBIH CPEICTB AJIs
MEIUIMHCKOrO NMPUMEHEHMs, BKIIOUEHHBIX B paszzen 2.14 mepedHs TOBApOB, B OTHOLIEHHWHU KOTOPBIX
YCTAaHOBJIEH Pa3pelIMTENIbHBIA IOPAJOK BBO3a HAa TAMOXEHHYIO TeppuTOpuio EBpasuiickoro
9KOHOMHYECKOI0 CO03a M (MJIM) BBIBO3a C TaMOXEHHOH Teppuropuu EBpa3zniickoro 3KOHOMHYECKOIO
coto3a (mpunoxxkenue N 2 k pemenuto Komneruun EBpasuiickoil s3xoHOMHUECKOW KoMHUccHU OT 21 ampens
2015 r. N 30 "O mepax HeTapudHOro perymuposanus" ).

3. I'ocynapcTBeHHas yciyra npenocrasisieTcs npu BBo3e B Poccuiickyro denepannio U3 TpeTbux
CTpaH KOHKPETHOM NapTHM 3aperMCTPUPOBAHHBIX M (MJIM) HE3aPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEJCTB, IPEIHA3HAYEHHBIX JJIs [IPOBEJICHUS KIMHUYECKUX MCCIIEN0BAHUMN JIEKapCTBEHHBIX MPENapaTos,
KOHKPETHOM IapTUM HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB I IPOBEIEHUS 3KCIEPTU3bI
JEKapCTBEHHBIX CPEICTB B LEISIX PErucTpallid U JKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB,
IpeJHa3HAYCHHbIX Ul 0OpallleHusl Ha OOLIeM phIHKE JIEKapCTBEHHBIX CPelICTB B paMmkax EBpasuiickoro
SKOHOMHYECKOro cow3a u (unm) Poccuiickoii @enepanuu, OCYLIECTBIEHUS TOCYJapCTBEHHOMN
perucTpalMi  JIGKAPCTBEHHBIX  IpernapaTroB, BKIOYEHHUA  (apMaleBTHMYECKOW  CyOCTaHIMM B
rOCY/IapCTBEHHBI PEECTp JIEKApCTBEHHBIX CpPEACTB, KOHKPETHOM MApTHUM HE3aperucTPUPOBAHHBIX
JIEKaPCTBEHHBIX CPEACTB ISl OKA3aHUs MEIULIMHCKON MOMOLIY 10 )KU3HEHHBIM IT0KAa3aHUSIM KOHKPETHOTO
NAlUEHTa JIEKAPCTBEHHBIX CPEACTB I MEIULMHCKOIO NPUMEHEHHs MO0 OKa3aHHWA MEIULMHCKOM
HOMOIIIY OIPAaHMYEHHOMY KOHTHHI'€HTY HAllMUEHTOB € PEeAKON U (WIM) 0c000 TSHKEION MaToIOTHUEH.

CBeneHuss U3 3aKIIOUYEHUN MNPEAOCTaBIsAOTCS MHUHUCTEPCTBOM B TaMOKEHHBIE OpraHbl B
JJIEKTPOHHOM BHJ€ MOCPEICTBOM HCIIOJIb30BAaHUS €JUHOW CHCTEMBI MEKBEIOMCTBEHHOIO 3JIEKTPOHHOTO
B3aUMOJICHCTBUS.

Kpyr 3asBureJeii

4. 3asBUTENsIMU Ha IPEIOCTaBICHHE TOCYIAapCTBEHHOW YCIYrH (najee - 3asBUTENM) SIBISIFOTCS
CJIeAYIOIIME I0pUINYecKre JInla (JIM00 UX yIOJIHOMOYEHHbBIE MPEICTAaBUTEIN):

1) opranuzanuu-nporu3BOAUTENN JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aiyy ONTOBON TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMH;

3) uHOCTpaHHbIE pa3paOOTUMKU JIEKAPCTBEHHBIX CPEJACTB M HMHOCTPAHHBIE IPOU3BOJIUTENN
JIEKapCTBEHHBIX CPEJICTB MU JPYrue IOpUANYECKHE JIMIA [0 NOPYUYEHUIO pa3paboTyuKa JIeKapCTBEHHOTO
cpeacTtBa - IJid MPOBCACHUA KIIMHUYCCKUX I/ICCHG,I[OBaHI/Iﬁ JICKApCTBCHHOT'O Ipfcrapara, perucTrpauvui u
9KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, NpPEJHA3HAYEHHBIX Ui oOOpalleHuss Ha OOLIeM pbIHKE
JIEKapCTBEHHBIX CPEACTB B paMmkax EBpa3uiickoro SKOHOMHYECKOro coro3a wu/unu Poccuiickoit
®denepanyy, OCYIIECTBIEHUS T'OCYJapCTBEHHON PETHCTpAalMM JIEKApCTBEHHOI'O IMpenapara, BKIYECHHUS
dapmalieBTUYECKON CyOCTaHIIMM B TOCYAAPCTBEHHBIM pPEECTp JIEKApCTBEHHBIX CPEACTB M KOHTPOJIS
KaueCcTBa JIEKAPCTBEHHBIX CPE/CTB;

4) HayuyHO-HCCJIEOBAaTENbCKHE OpraHu3allid, o0pa3oBaTeiIbHblE OpPraHU3AMM  BBICIIETO
00pa30BaHUs M MPOU3BOAMTENM JICKAPCTBEHHBIX CPEICTB - JUIs pa3pabOTKH, HUCCIEIOBAaHUM, KOHTPOJIS
0e30MacHOCTH, KauecTBa U 3(PPEeKTUBHOCTH JIE€KAPCTBEHHBIX CPEJICTB;

5) MEIUMIIMHCKNE OPraHu3alliy, a TAK)KE OPraHU3alMY, YKa3aHHbIE B IIOANYHKTax |-4 HacTosIEero
IMyHKTa, - JJI1 OKa3aHUA MGJII/IHI/IHCKOfI IIOMOIIN IT10 XU3HCHHBIM IMOKA3aHWUAM KOHKPCTHOI'O ITAallMCHTA
1100 OKa3zaHUs METUIIMHCKOM MOMOIIM OTPaHUYEHHOMY KOHTUHTE€HTY MaIlMeHTOB € PEIKOH U (MII1) 0060
TSKETION MaTOJOTHEN.

TpeboBanus k nopsaaAKy HHGOPMHUPOBAHMSA O NPEAOCTABJICHUH I'OCYIAPCTBEHHOMN yCJIyIH
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5. Nudopmanus o nopsiike MpeIocTaBlIeHUs TOCYIapCTBEHHON YCIYTH pa3MelaeTcs:

1) ma oduumansHoM caiite MuHHCTEpCTBa B HH(POPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHON CEeTH
"UnTtepuet" (manee - opunmuanbHpiii calT MuHucTepcTBa, ceth "MHTEepHET");

2) na oduumansHOM caiite B (¢eAepaTbHOW TOCYJapCTBEHHOH HWH(POPMALMOHHOW CHUCTEME
"EquHbIil mopTan rocyqapcTBEHHBIX U MyHUITUTIATBHBIX yeryr" (nanee - Equnbrii mopran);

3) B denepanbHOil TOCymapcTBEHHOW WHGOPMAMOHHON cucrteMe "®denepanbHBI peecTp
rocyJIapcTBEHHBIX yeuyr (pyHKuniA)" (nanee - henepanbHBIN peecTp);

4) na uH(MOPMAIIMOHHBIX CTEHIaX B IOMEIIEHUH IPHUEMHOM 10 paboTe ¢ 0OpaleHUsIMU TPak/IaH;

5) mo HoMepaM TeeOHOB /IS CIIPABOK.

6. CnopaBounas wuH(pOpMaMs IO BONPOCaM TPEAOCTABICHHUS T'OCYJapCTBEHHOM YCIIyTH
pa3Meriaercs:

1) Ha odunmansHoM caiite MUHHUCTEPCTBA;

2) Ha Equnom noprase;

3) B henepanbHOM peecTpe;

4) Ha ”HPOPMAIIMOHHBIX CTEH/IaX.

7. CnpaBouHass MHGOpMalUs NPEIOCTABIAETCS AODKHOCTHBIMU JiMLIaMd MUHHCTEpCTBA IO
TenedoHy, Ha JMYHOM MPUEME 3asIBUTENS WM MUCbMEHHO MOYTOBLIM OTIPABICHUEM JTHOO0 AIEKTPOHHBIM
COO0O0ILIEHNEM TI0 AJPECy, YKA3aHHOMY 3asIBUTEIIEM.

CnpaBounass wuH(oOpMalMs BKIIOYAeT CBEIEHUS O MECTe HaXxOXIeHus, rpaduke padoThI,
CIpaBOYHBIX TeneoHax, HoMepe TenedoHa-aBTOMH(pOpMaTopa, aapecax O(QHUIMAILHOTO —caiiTa
MunucTepcTBa, 3MEKTPOHHOM MOYTH U (WiK) (OpMbI 00paTHOM CBSI3U ¢ MUHUCTEPCTBOM.

8. Ha odunmansnom caiite MwunHucTepcTBa, Ha EanHoM moptane pa3memniaercs Cieayroas
uHpopmaus:

1) wucyepmbIBalOIIMM  TEPEYCHb  JOKYMEHTOB, HEOOXOAWUMBIX IS  MPEAOCTaBICHUS
rOCyJapCTBEHHON yciayru, TpeOoBaHHS K O(GOPMIIEHHIO YKa3aHHBIX JOKYMEHTOB, a TaKXe IepedyeHb
JIOKYMEHTOB, KOTOPBIE 3asBUTENb BIPABE MPEICTABUTh 110 COOCTBEHHOW NHUIIMATHUBE;

2) KpyT 3asBUTENEH;

3) cpok mpeocTaBIeHuUs TOCYJapCTBEHHOMN YCIYTH;

4) pe3ynbTaThl NPEAOCTABICHHS TOCYAAPCTBEHHONW YCIIYTH, NOPSIO0K MPEICTaBICHUS TOKYMEHTAa,
ABJISAIOLLErOCs PE3yAbTATOM IIPEIOCTABIEHUS TOCYJaPCTBEHHON YCIYTH;

5) pa3Mep rocyapCcTBEHHOH MOIIIMHBI, B3MMaeMOH 3a MPeI0CTaBIeHUE TOCYAAPCTBEHHOM yCIyTH;

6) ucuepnbIBaOIINN NIepeuyeHb OCHOBAHUH JJIsi MPUOCTAHOBJIEHUS WM OTKa3a B MPEIOCTABICHUN
rOCyIapCTBEHHOU yCIIyTH;

7) o mpaBe 3asBHUTENA Ha MoCcyneOHOe (BHecyneOHoe) oOkaioBaHUE NeWCTBUM (0e3elcTBUs) U
peLIeHUH, TPUHATHIX (OCYIIECTBISEMbIX) B X0/1€ MPEI0CTAaBICHNS TOCYJapCTBEHHOH YCIyTH;

8) dopmbr 3asBreHUN (yBEIOMIICHHMM, COOOIICHHWI), WCIOJb3yeMble TIPU MPEAOCTaBICHUN
roCy/1apCTBEHHON yCIIyTH.

9. Nudopmarusa va Ennaom noprane u odpunmaibHoM caiite MUHHUCTEPCTBA O TIOPSJIKE U CPOKaX
NPEOCTaBIEHUs] TOCYJapCTBEHHOM YCIYTM Ha OCHOBAaHUM CBEICHUH, colepKaluxcs B QenepaibHOM
peecTpe, MpeoCTaBIseTCs 3asBUTENI0 OECIIIaTHO.

Joctyn k wuH(OpMamuu O CpOKax M TOpPSJIKE IPeIOCTaBICHUs T'OCYJapCTBEHHON YCIyrH
OCYIIIEeCTBIIsIeTCS] O€3 BBIIOJTHEHUS 3asBUTEIEM KaKUX-I100 TpeOOBaHUM, B TOM uncie 06e3 UCTOIb30BaHUs
IPOrPaMMHOI0 00ecreueHus,, YCTaHOBKa KOTOPOTO Ha TEXHMYECKHE CpeJCTBa 3asBHUTENs TpelOyer
3aKJIIOUYEHHUS JIMIEH3WMOHHOTO WM MHOTO COTJIallleHus ¢ MpaBoo0IIagaTesieM MporpaMMHOIO o0ecreueHus,
IpeIyCMAaTPUBAIONIETO  B3WMAHUE IUIATHI, PETUCTPALMI0O WJIM aBTOPU3AIMIO  3asBUTENS WM
MPEIOCTaBIEHUE UM NEPCOHATBHBIX TAHHBIX.

I1. Ctangapr npeaocTaBieHHs roCy1apCTBEHHOM yCJIYIH
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HaumeHoBaHuUe rocyiapcTBeHHOMH yCaIyru

10. I'ocynapcTBeHHas yciayra Mo BblJade 3akJI0UeHUN (pa3pelnTesbHbIX JOKYMEHTOB) Ha BBO3 B
Poccuiickyro @enepanuio KOHKPETHOM MapTUM 3aperUCTPUPOBAHHBIX U (MJIM) HE3aperuCcTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CPEACTB, MPEJHA3HAUEHHBIX JUISI  TMPOBEACHUS  KIMHUYECKUX  HCCIIEIOBAHUI
JICKapCTBEHHBIX MPENnaparoB, KOHKPETHON MapTUU HE3aperMCTPUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB IS
MIPOBEICHUS IKCIEPTU3BI JIGKAPCTBEHHBIX CPEJCTB B LIETSAX PETHCTPALMU U IKCIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB, MpEeAHA3HAUYEHHBIX Uid oOpalleHus Ha OO0IIeM pPBIHKE JIEKapCTBEHHBIX CPEICTB B paMKax
EBpazuiickoro skoHomuueckoro coro3a u (unm) Poccuiickoit ®epepanuu, OCYIIECTBICHUS
rOCy/IapCTBEHHOW  PETrMCTpallud  JIEKApCTBEHHBIX  IpenaparoB, BKIOYEHHUS  (papManeBTUUECKON
CyOCTaHIIMM B  TOCYJAapCTBCHHBIH  pEecTp  JICKQPCTBEHHBIX  CPEJACTB, KOHKPETHOW  MapTHH
HE3apEeruCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEJICTB ISl OKA3aHUS METUIIMHCKOW MOMOIIU MO KU3HEHHBIM
MOKa3aHUsIM KOHKPETHOTO MaleHTa Ju0O0 OKa3aHWs MEAMIIMHCKONM TOMOIIM OrPaHHYCHHOMY
KOHTHHTE€HTY MAIlUEHTOB C PEIKOMN U (MJIH) 0CO00 TSKENOM MaToIoTHeH.

HanmenoBanue (eaepajbHOro Oprana HCNOJHUTEIbHOM BJIACTH, MPEI0CTABJISIONIETO
rocy1apCTBEHHYI0 YCJIYIy

11. T'ocynapcTBeHHas yciyra npeaocTaBisgeTcss MUHUCTEPCTBOM.

12. Tlpn mpepocTaBleHHH TOCYJapCTBEHHON yciyrn MunucrepctBo B3aumozeiictsyer ¢ @HC
Poccun.

13. 3anpemaercst TpeOOBaTh OT 3asBUTEISI OCYIIECTBICHUS ACHCTBUIA, B TOM YHCIIE COTJIACOBAHUM,
HEOOXOJMMBIX I TIOJYYEHHS TOCYIapCTBEHHOW YCIYTM W CBS3aHHBIX C OOpalieHueM B WHBIE
rOCyJapCTBEHHBIE OpraHbl U OPraHU3alMu, 3a UCKIIIOUEHUEM MOIYYEHUS YCIYT, BKIFOYEHHBIX B NIEPEUEHb
YCIIYT, KOTOPBIE SIBISIOTCS HEOOXOIUMBIMH W 00S3aT€NBbHBIMU [JISl TIPEIOCTABICHUS TOCYIapCTBEHHBIX
yeayr, yTBep K aeHnbli [IpaButensctBoM Poccuiickoit deneparym >

Onucanue pe3y/jbTaTa NpeJoCTABJICHUS FOCY1aAPCTBEHHOM yCIyIrH

14. PezynpTaTamMu peaoCTaBICHNs TOCYAAPCTBEHHON YCIIyTH SIBIISIOTCS:

1) Bblgaua (HampaBlIEHHWE) 3asBUTENIO  3aKIIOYEHHUS  (Pa3pelIMTENbHOr0  JOKYMEHTA),
O0(OpPMJIICHHOTO B COOTBETCTBUM C METOAMYECKHMMM YKa3aHUAMHU IO 3alOJHEHUIO eIUHOH (OpMBbI
3aKII04EHUs  (pa3pelIMTEeNbHOr0 JOKYMEHTa) Ha BBO3, BBIBO3 U TPAaH3UT OTJIEIbHBIX TOBAapOB,
BKJIIOYEHHBIX B €AMHBIA IlepeuyeHb TOBapOB, K KOTOPHIM MPHUMEHSIOTCS Mepbl HeTapu(pHOIro
pEeryaupoBaHusl B TOPrOBIIE C TPETBUMH CTPAaHAMH, YTBEPKIECHHbIMU perienrem Koserun EBpasuiickoin
SKOHOMHYECKOH KoMHUCccHH ° (f1asiee - 3aKTIouenne (pa3peluTenbHblil JOKyMeHT);

2) mnpenoCTaBI€HHE CBEACHUW O KOHKPETHOM 3aKJIIOUEHUH (Pa3pelIuTebHOM JIOKYMEHTE),
coJiepKaleMcs B PeecTpe BBIIAHHBIX 3aKJIIOYEHHUH, WM MpeocTaBlieHue MHpopMalnuu 00 OTCYTCTBUU
3aMpanIuBaeMbIX CBEICHUM.

Cpok npenocrasiieHUsI TOCYAapCTBEHHOH YCJIYTH, B TOM YHCJIe ¢ y4eTOM He00X0AMMOCTH
oOpalieHHs B OPraHU3alMH1, Y4aCTBYIOIIHME B IIPEJOCTABJIEHUHN IOCYy1apCTBEHHOM YCIYI'd, CPOK
NPUHOCTAHOBJICHH NPEI0CTABJICHHS IOCYAaAPCTBEHHOM YCJIYI'H B Ci1y4ae, eCJId BO3MOKHOCTh
NPUOCTAHOBJICHHS NPeIYCMOTPEHA 3aKOHOoAaTe1bcTBOM Poccuiickoii denepanuu, CPOK BbIAAYU
(HanpaBJIeHHs) JOKYMEHTOB, SBJISIIOLINXCH Pe3yIbTATOM NPeJI0CTABICHHUA IrOCy1apCTBEHHOMI
yCayru

19.05.20221 Cucrema 'APAHT 5/28


http://ivo.garant.ru/document/redirect/70178262/0

IIpuka3 Munuctepctsa 3npaBooxpaneHus PO ot 25 asrycra 2021 r. N 880H "O0 yTBepKIeHUN A TMUHUCTPATHBHOTO. ..

15. Cpok mpenocraBiieHUs] IOCYyJapCTBEHHOM yCIyrd W BblAaya (HampaBlieHHE) IOKYMEHTOB,
SIBIIIFOIUXCST PE3YJIbTaTOM IIPEJOCTABICHUS OCYAAPCTBEHHOM YCIIyTH, COCTaBiIseT 5 pabouux IHEH co
JHS perucrpanuy B MUHUCTEPCTBE 3asBJICHUS U JOKYMEHTOB, IIOCTYIIUBIINUX OT 3asBUTEINS, B TOM YUCIE
nocpencTsoM Enmnoro noprana.

HopmaTuBHbIe IpaBoBbIe aKThI, peryJIUpyolUe NpeIocTaBIeHHe rocyJ1apCcTBEHHOH YCJIyru

16. IlepeueHb HOPMATHUBHBIX [IPABOBBIX AKTOB, PETYIUPYIOLIUX NIPEAOCTaBICHUE FOCY1apCTBEHHON
ycIyru, pasMemniaercss Ha oduumanbHoM caiite MunucrepcTBa, ®PenepanbHoM peectpe u Eannom
HopTae.

HcyepnbiBaronuii nepedeHb 10KYMeHTOB, HEO0X0IMMbIX B COOTBETCTBHH ¢ HOPMATHBHBIMHU
NMPaBOBBIMHU AKTAMM /ISl IPEIOCTABJIEHUA FOCYAAPCTBEHHOM YCJIYIM U YCJIYT, KOTOPbIe SIBJISIIOTCS
HeOOXO0UMBIMHU H 00513aTeIbHBIMH JIJIAA MPEA0CTABJEHUS TOCYIaPCTBEHHOM YCJIYTH, MO/JIeKAIIAX

NpeacTaBJIEHUIO 3asiBUTEJIEM, CTIOCOOBI X MOJIyYeHHs 3asiBUTEIeM, B TOM YHCJ/Ie B JJIEKTPOHHOM
(dopme, mopsaIOK UX MpeACTABIECHHUS

17. B nensix mony4yeHus 3aKJIOUYeHUs! (pa3pelInTeIbHOTO JOKYMEHTA) 3asBUTEIb MPEJACTABISET B
MunuctepcTBo mocpeAcTBoM EjanbHoro noprana B (opMe 3JIEKTPOHHOTO JIOKYMEHTA, MOIIHCAHHOTO
IIPOCTOM BJIEKTPOHHOM ITOJIIMCEIO, KIK0Y KOTOPOH IOJIy4eH B COOTBETCTBUU ¢ [IpaBuiiaMy UCIonb30BaHUsA
MPOCTOM BJIEKTPOHHOM TOJANMUCH TMPU OKA3aHMM TOCYJApPCTBEHHBIX W MYHUUUIAIBHBIX YCIYT,
YTBEPKIEHHBIMU T10cTaHoBIeHueM [IpaButenbcTBa Poccuiickoii ®enepamuu ot 25 supaps 2013 r. N 334,
WIM YCUWJICHHOHN KBaU(UIIUPOBAHHOMN 3JIEKTPOHHOM MOANHUCHIO, JIMOO YCUICHHON HEKBATU(UIIUPOBAHHOM
JEKTPOHHOW TOJNHUCHIO, CepTU(PUKAT KIOoYa IPOBEPKH KOTOPOM CO3/aH M HUCHOJB3YyeTCsl B
UHPPACTPYKTYPE, o0ecrieunBaroIei HMH(POPMAIIMOHHO-TEXHOJIOTHYECKOe B3aUMOJICICTBUE
MH(OPMALIMOHHBIX CHUCTEM, HCIIOJIb3YEMBIX JI MPEIOCTaBIECHUS TOCYJAapCTBEHHBIX U MYHUIUIAIbHBIX
YCIyr B 2JIEKTPOHHOM (opme, B ycraHoBiaeHHOM IIpaBuTenbcTBoM Poccuiickoii ®denepanuu nopsuike °,
3asBJIEHUE TIO OJHOM M3 (OpM B 3aBUCUMOCTH OT II€Jeil BBO3a cOrIacHO mpuioxkenusm N 1-4 k
AJMUHHCTPAaTUBHOMY DETJIaMEHTY C TNPWIOKEHHUEM CIEIYIOUMX JTOKYMEHTOB B 3JEKTPOHHOH (opme
(makeTa AMEeKTPOHHBIX IOKYMEHTOB):

1) npoekT 3akitoueHus (pa3peluTeabHOr0 JOKYMEHTA);

2) 000CHOBaHME KOJMYECTBA BBO3UMBIX JIEKAPCTBEHHBIX MpeEnapaTroB U (Uiu) (papManeBTHYECKUX
cyocraniuii. OO0OCHOBaHME KOJMYECTBA BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB B LENAX pa3pabOTKH,
UCCIIEIOBaHUM, KOHTpOJs 0e30macHOCTH, KadecTBa U A(P(EKTHUBHOCTH JIEKAPCTBEHHBIX CPEACTB
ONpEACIAETCS MCXOAd U3 TEXHOJIOTMYECKOM CXEMBbl NPOM3BOACTBA JIEKAPCTBEHHOIO IIpenapara Hu
MaTepuaibHOro 6anaHca (MPOU3BOACTBEHHOMN pelenTypbl), COCTaBIEHHOTO MO JAHHBIM MPOMBIIIEHHOTO
perinaMeHTa (TEXHOJOTMYECKHMX HWHCTPYKLIMN) IO TPOMU3BOJACTBY JIEKAPCTBEHHBIX CPEJACTB WU €ro
IPOEKTa, W TMPEACTaBISAETCS B BHJIE BBIIUCOK U3 IMPOMBIIUIEHHOTO perjiaMeHTa (TeXHOJIOTHYECKUX
MHCTPYKLMI) WIN UX IIPOEKTOB, BHITMCOK U3 HOPMAaTUBHOW TOKyMEHTAllMU (HOPMaTUBHOTO JOKYMEHTA 110
KayecTBY) WJIM HMX HPOEKTOB, COJEpKalUX HH(OPMALHMI0O O KOJMYECTBE JIEKAPCTBEHHOTO CPEJNICTBA,
HE00X0/IMMOTO JJIsl TPOBEACHUSI MCIIBITAHUI KayecTBa IO COOTBETCTBYIOUIMM IOKA3aTeNsIM, CCUIOK Ha
dbapmakornielinpie ctathu ['ocymapcTBeHHON (apmakonen Poccuiickoit ®enepamnuu, (apmakoneitHbie
cTatbu apMakonen EBpa3uiickoro 3KOHOMMYECKOTO COI03a MM 3apyOeKHBIX (papMakoIied, pacyeToB
9KCIIEPTHOTO YUPEKIEHHUS, OCYLIECTBIISIIONIET0 SKCIEPTH3Y JIEKapCTBEHHBIX cpeAcTB. (OOocHOBaHUE
KOJIMYECTBA BBO3UMBIX JIEKAPCTBEHHBIX IPENApPaTOB B LIENAX MPOBEAEHUS KIMHUYECKUX HCCIIEJOBaHUU
JIEKapCTBEHHOI'O MperapaTa ONpeeisieTCss UCXO0A U3 YCIOBUN PUMEHEHHUS JIEKapCTBEHHOT' O IIpenapara B
paMKax MPOBEIEHUS KIMHUUYECKOTO MCCIIEN0BAaHUS U MIPEICTABIISETCS B BUJIE CBEJIEHUN O CXEME MpueMa,
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03aX, KOHIIGHTpamusx, (acoBke, KpaTHOCTH TMpHEMa, [UIMTEILHOCTH TIEpUOJa TMPUMEHEHUS
JICKapCTBEHHOI'0 Mpenapara B KIMHUYECKOM HCCIEAOBAHUU, KOJUYECTBE MAIEHTOB, MPUHUMAIOIINX
ydacTue B KIMHHUYECKOM HCCIICJJOBAHWM, WM WHBIX JOKYMEHTOB, IMOATBEPIKIAIOIIUX HEOOXOIUMOCTH
BBO3a JICKapPCTBEHHOTO Mperapara B 3asiBJICHHOM 00beMe;

3) xomuu JoroBopa (KOHTpaKTa), NPWIOKEHUS MU (WIM) JONOJHEHUS K HEMY, a B cllydae
OTCYTCTBHSI JOTOBOpa (KOHTPAKTa) - KOIUU MHOTO JIOKYMEHTA, MOATBEPKAAIOIIEr0 HaMEpEeHUs: CTOPOH (B
ciy4ae yyactus 2 win 00jiee CTOpPOH);

4) xomuM JOKYMEHTOB, TOATBEP)KIAIONIMX KadyecTBO JIEKapCTBEHHOro Ipernapara (3a
UCKJIIOYEHHEM Ciy4yash BBO3a JIEKapCTBEHHOI'O IIpernapara Juis OKa3aHWs MEIUIMHCKON MOMOIIU IO
YKU3HEHHBIM IMOKA3aHHUsIM KOHKPETHOTO MallleHTa 100 OKa3aHusi MEAUIIMHCKON TOMOIIY OTPaHUYEHHOMY
KOHTHHTEHTY TMAIlUEHTOB C PEIKOH M (MJIHM) 0CO00 TSKENION maTojoruei), u (uim) hapMareBTHUISCKUX
cyOCTaHIMii, BBIJAHHBIX OpraHU3aluel-IPOU3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB WJIM  HHOM
OpraHM3aluel, yImoJHOMOUYEHHOW Ha MOATBEPKACHUE KauecTBa JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU
C 3aKOHOJATENbCTBOM CTpPaHbl IMPOUCXOXACHUS JIEKAPCTBEHHOTO CPEJICTBA, COJAEpIKAlllMe IOKa3aTeln
(XapaKTepUCTUKH) C YKa3aHHEM MeCTa MPOU3BOCTBA KOHKPETHOTO JIEKAPCTBEHHOI'O CPE/ICTBA;

5) B ciydae BBO3a KOHKPETHOM MapTUU 3apeTUCTPUPOBAHHBIX U (WJIM) HE3apErHCTPUPOBAHHBIX
JICKaPCTBCHHBIX  CPEACTB, TMPEJHA3HAYCHHBIX JIJISI  MPOBEICHUS  KIMHUYCCKUX  HCCIICIOBAaHUMN
JICKapCTBEHHBIX TIpenaparoB, - KOMHH JOKYMEHTOB (MakeThl u (wnu) ¢QoTtorpaduu yrnakoBOK),
MOJTBEPKIAIOLIUX HAAJIEKALYI0 MAPKUPOBKY JIEKAPCTBEHHBIX CPEJICTB, 00YCIOBIMBAIOILIYIO UX LIEJIEBOE
UCIOJIb30BaHUE UCKITIOYUTEIHHO B KIMHUYECKUX UCCIICIOBAHUSIX;

6) B ciydae BBO3a JIEKAPCTBEHHOrO IIperapara JJjsi OKa3aHWs MEAMIMHCKOW IOMOUIM I10
YKU3HEHHBIM [MOKa3aHUSIM KOHKPETHOTO MalueHTa:

a) KOIUs MMPOTOKOJIA 3aKITFOYCHHS BPaueOHONH KOMUCCHU TMOO KOHCHWIIMYMa Bpadel (emepanbHOro
yupexeHus: (BpaueOHOW KOMHUCCUU JIMOO KOHCUJIMYMa Bpadel CTPYKTYPHOTO IMOJAPA3EICHUs HAyYHOTO
WK 00pa3oBaTelIbHOTrO (henepasbHOTO YUPEXKACHHUsS), B KOTOPOM OKAa3bIBACTCS METUIIMHCKAs MOMOIIb
MAIUEHTY, TOAMUCAHHOTO PYKOBOJIUTENEM YUPEKACHUS (PYKOBOJIUTENIEM CTPYKTYPHOTO TOJpa3ielieHus
HAayyHOTO WJIM 00pa3oBaTEIbHOTO (eAepalbHOIO YUPEKACHUS, JIMIIOM, HCIOJHSIOMNM OOS3aHHOCTH
PYKOBOAMTENS YUPEKACHUS, JTUOO YIOTHOMOUYEHHBIM JIMIIOM B JIOJDKHOCTH HE HUXKE PYKOBOAMUTENS
CTPYKTYpHOTO TOJpa3fefieHusi HaydyHOTO WIM 00pa30BaTeabHOro (eaepaabHOro YUYPEKACHUS, €ro
3aMecTuTeNsl, B chepy AesITENbHOCTH KOTOPOTO BXOJAAT BOIIPOCH! OPTaHU3AIMH MEIUIMHCKON TOMOIIIH), O
Ha3HAYeHUH NAIMEeHTY He3aperucTpUpPOBAHHOTO JIEKAPCTBEHHOTO IpenapaTa JJisl OKa3aHUsl METUIIMHCKOM
MOMOIIH MO YKU3HEHHBIM MOKa3aHUsAM (C yKa3aHHEM TOPrOBOTO HAMMEHOBAHUS MO0 MEXIyHApOIHOTO
HEIIaTeHTOBAaHHOTO  HAWMEHOBAaHWS,  JICKAPCTBEHHOH  (OpMBbI,  JO3UPOBKM M  KOJWYECTBA
HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara i 000CHOBaHHEM HEOOXOMMOCTH €0 BBO3a);

0) wim oOpalieHue yImoJIHOMOYEHHOTO OpraHa HMCIOJHUTEIHLHOM BIAacTH cyobekTa Poccuiickoit
Oenepanyyi 0 HEOOXOIUMOCTH BBO3a HE3aPETUCTPUPOBAHHOTO JICKAPCTBEHHOTO Mpernapara Jjisi OKa3aHUs
MEJMIIMHCKOW TIOMOIIM IO >KW3HCHHBIM ITOKa3aHHUSM KOHKPETHOTO TAaIUeHTa C MPHIIOKEHUEM KOIHH
MIPOTOKOJIA PELIeHHs BpaueOHONH KOMUCCHH TMOO KOHCUIINYMa Bpadell yupexaeHus cyorekra Poccuiickoit
®denepalyiv, B KOTOPOM OKa3bIBAETCSI MEAMIIMHCKAs] MOMOIIb MAI[MEHTY, MOAMUCAHHOTO PYKOBOJUTEIEM
yupexJIeHuss JTu00  JUIOM, HCIONHSIONMM ero  OOsS3aHHOCTH, O Ha3HAYCHWH TMAlHeHTY
HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO TIperapara s OKa3aHWs MEAMIHMHCKONW IOMOIIM IO
JKU3HEHHBIM TOKa3aHWsM (C yKa3aHMEeM TOProBOrO HAMMEHOBaHUS JHOO  MEXIyHApOIHOTO
HETIaTeHTOBAaHHOTO  HAWMEHOBaHWS,  JICKAPCTBEHHOH  (OpMBI,  JO3UPOBKM M  KOJIWYECTBA
HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara);

B) KOIHKA TMacrmopTa WM CBUJETENbCTBA O POXKICHUM TNAaleHTa, KOTOpOMY Ha3HaueH
HE3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpemapaT Ui OKa3aHUs MEAUIIMHCKOW MTOMOIIH 0 KU3HEHHBIM
MOKA3aHUSIM.

He momyckaeTcsi mOBTOpHOE MpEACTaBICHUE MPOTOKOJOB PEIICHUN BpadueOHBIX KOMHCCHNA JTHOO
KOHCHWJINYMOB Bpayeid, €Clii 110 HUM BBIJJAHO 3aKJII0OUEHHE paHee (KpoMe pelieHui BpauyeOHbIX KOMHUCCHI
7100 KOHCUIMYMOB Bpauei, B KOTOPHIX MPOIMUCAHBI JICKAPCTBEHHBIC MpenapaThl MOKXU3HEHHO WU IS
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JUINTEIBbHON Tepanuu 3a00J1eBaHus).

18. MunucrepcTBo He BHpaBe TpeOOBAaTh OT 3asBUTENS yKa3bIBaTh B 3asBICHUM WJIM 3arpoce
CBEJCHMSI, a TAKXKE IPEICTaBIATh JOKYMEHTBI, HE MPEIyCMOTPEHHbIE ITYHKTOM |7 AJIMMHHUCTPATUBHOIO
periamMeHTa.

19. JloxyMeHTBI Ui MOITY4YE€HUsI TOCYJApPCTBEHHOM YCIyrd JOJKHBI IPECTABIATHCS HA PyCCKOM
SI3bIKE JTMOO MMETh 3aBEPEHHBII MEPEBO/] HA PYCCKHH A3BIK.

HcuepnbiBaonuii nepedyeHb J0KYMEHTOB, He00X0IMMbIX B COOTBETCTBUH ¢ HOPMATHBHBIMU
NPaBOBBIMHU AKTAMM /ISl IPEIOCTABJICHHS TOCYIAPCTBEHHOMN YCIyI'H, KOTOPbIe HAXOAATCS B
pacnopsi:KeHUHU rocyIapCcTBEHHbIX OPraHOB, OPraHOB MECTHOI0 CAMOYIIPABJIEHHS U HHBIX OPraHOB,
YYaCTBYIOIIMX B IPeJ0CTABJIEHUH IrOCYIaAPCTBEHHOI YCJIYIH, H KOTOpPbIe 3asiBUTE/Ib BIIpaBe
NMPeICTABUTH, 2 TAKHKE CIOCOOBI UX MOJY4YeHUS 3asIBUTEJIAMH, B TOM YHUCJIe B 3JIEKTPOHHOI (popme,
MOPSI/IOK UX MpeCcTABJIEHUS

20. Jlms mpenocTaBieHUsT TOCYIApCTBEHHOW YCIyrd HEOOXOAMMBI CIIEIYIOUIUE CBEACHHUS,
HaXOZAIINECS B PACIIOPSIKEHUN TOCYJaPCTBEHHBIX OPraHOB:

1) ®HC Poccum - cBeneHus o 3asaBUTeNe, cojepxamiuecs B EAMHOM rocyaapcTBEHHOM peecTpe
I0pyuAMYecKuX M. Ecnyu B KauecTBe 3asBUTENS BBICTYNA€T MHOCTPAHHOE HOPHUIMYECKOE JIMLO B CIydae
IIPOBEICHNS KJIMHUYECKOro wucciaenoBanus B Poccuiickon denepanuu, NpeacTaBIsAIOTCS JTOKYMEHTHI,
MNOATBEPXKJAIOIIUE  AKKPEAUTALUIO IPEICTAaBUTENICTBA HHOCTPAaHHOIO IOPUAMYECKOTO JIMLA Ha
teppuropuu Poccuiickont @enepannu.

2) MuHucTepcTBa - KOMMsI BBIIAHHOTO pa3pelieHHs Ha MPOBEAECHUE KIMHUUYECKOTO MCCIeI0BaHUs
JIEKapCTBEHHOI'0 IIpernapara, B ClIy4ae BBO3a KOHKPETHOM NapTUM 3aperuCTPUPOBAHHBIX U (WIN)
HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, NPEJHA3HAYECHHBIX JUIs INPOBEACHUSA KIMHUYECKUX
UCCJIEIOBAaHUM JIEKaPCTBEHHBIX MTPENapaToB.

21. 3asgBuTens BOpaBe MPEACTaBUTH (HANpaBUTh) yKa3aHHbIe B MyHKTe 20 AJIMUHUCTPATUBHOTO
periameHTa cBeJleHus 0 cOOCTBEHHOM MHUIINATUBE.

22. Tlpn mpenocTaBiIeHUU TOCYAAPCTBEHHOM ycayrd MUHHUCTEPCTBO HE BIpaBe TpeOoBaTh OT
3asIBUTEIIA:

1) mpexacraBieHust TOKyMEHTOB M MH(OpMAIMM WM OCYLIECTBICHHs JNEHCTBUH, MpeICTaBICHHE
WIHM OCYILIECTBICHUE KOTOPHIX HE MPEyCMOTPEHO HOPMATUBHBIMU NPABOBBIMU AKTaMH, PErYIHPYIOIIMMHU
OTHOIIEHHUS], BOZHUKAIOIUE B CBA3H C IPEJOCTABIEHUEM I'OCYIapCTBEHHOM YCIIYTH;

2) mpejacTaBieHUs JOKYMEHTOB U HMH(QOpPMAIMH, KOTOPbIE B COOTBETCTBHUM C HOPMAaTHBHBIMU
npaBoBbIMH akTamMu Poccuiickoii ®enepanuu, HOPMATUBHBIMU TIPAaBOBBIMM aKTaMH CYOBEKTOB
Poccniickoit ®@enepanui ¥ MYHUIUNAJIBHBIMA IPAaBOBBIMH AKTaMU HAXOAATCS B  PaCHOPSHKCHUHU
rOCY/IapCTBEHHBIX OPraHOB, IPEIOCTABIIOIINUX TOCYAAPCTBEHHYIO YCIYry, HHBIX TOCYIapCTBEHHBIX
OpraHoB, OPraHOB MECTHOT'O CaMOYNpPaBIEHUS U (WJIM) MOJBEJOMCTBEHHBIX IOCY/1apCTBEHHBIM OpraHaM U
OpraHaM MECTHOT'O CaMOYIIPABJIEHMs OpPraHU3alMi, yJacTBYIOIIMUX B IPEIOCTABIEHUN TOCYJapCTBEHHBIX
WIM MYHULUNAJIBHBIX YCIYr, 3@ MCKJIIOUYEHHEM JIOKYMEHTOB, YKa3aHHBIX B yacTu 6 cTaTbu /
@enepanbHoro 3akoHa ot 27 wmrons 2010r. N210-®3 "OG6 opraHuzanuy NpeaoCcTaBICHUS
rOCy/IapCTBEHHBIX W MYHULMMNAIbHBIX ycayr" (nmanee - denepanbHblii 3akoH oT 27 wuronst 2010 T.
N 210-®3)°;

3) mpencraBieHHs] JOKYMEHTOB U MH(OpMalUU, OTCYTCTBHE U (MJIM) HEAOCTOBEPHOCTh KOTOPBIX
HE YKa3bIBAUIUCh TMIPU [E€PBOHAYAIBHOM OTKa3e B IpUEME JIOKYMEHTOB, HEOOXOAUMBIX IS
IPEIOCTAaBIEHUSI TOCYAAPCTBEHHOW YCIyru, JUOO B MPEAOCTaBICHUHM TOCYAApCTBEHHOM yCiayru, 3a
UCKJIIOYEHHEM CIIy4aeB, MPEAYCMOTPEHHBIX IyHKTOM 4 uactu | crtatbu 7 denepanpbHOro 3akoHa or 27
utons 2010 r. N 210-93.

I/IC‘lepl'[bIBalOI].[I/Iﬁ nepevYeHb OCHOBAHHM 1JI1 0TKAa3a B npueMe 10KyMeHTOB, HBOﬁXOI{I/IMLIX AJIs
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NnpeaoCraBJCHUA FOC}’}IaPCTBeHHOﬁ ycayrn

23. OcHoBaHMs U1 OTKa3a B IpUEME JOKYMEHTOB, HEOOXOIMMBIX MJIs IPelOoCTaBICHUS
roCyJapCTBEHHOH YCIIyTH, HE IPEAYCMOTPEHBI.

HcyepnbiBaomuii nepeyeHb OCHOBAHUIA /ISl IPUOCTAHOBJIEHHS MJIH 0TKA3a B NPeJ0CTABIEHUH
rocy/1apCTBeHHOM yC/IyIH

24. OcHoBaHMsS [ NPUOCTAHOBIEHUS MPEAOCTABICHUS TOCYJIapCTBEHHOM YCIyTH HE
IIPEyCMOTPEHBI.

25. OcHOBaHUSMHU JIs1 OTKa3a B IPEIOCTaBICHUHU TOCYIAPCTBEHHON YCIIYTH SIBJISIOTCS:

1) HempencraBieHUE JOKYMEHTOB, MPEAYCMOTPEHHBIX IYHKTOM 17  AJIMHUHUCTPATUBHOTO
pErjlaMeHTa;

2) HaIM4Me HETMOJHBIX WM HEAOCTOBEPHBIX CBEICHUW B JOKYMEHTAX, MPEJCTABICHHBIX IS
MOJTyYEHUS 3aKIIIOUeHUs (Pa3pelIuTeNbHOTO JOKYMEHTA), a TaKKEe HECOOTBETCTBHE COACPKAHUS U (M)
dbopMbl  3asBICHUS TPEOOBAHHSIM K COJACPKAHUIO M (GOpME COOTBETCTBYIOIICTO 3asBIICHHS,
YCTaHOBJIEHHBIM 1puiiokeHussMu N 1 - N 4 K AAMUHUCTPAaTUBHOMY PErJIaMEHTY;

3) JNexapCTBEHHOE CpEICTBO, 3asiBIieHHOE nJisi BBo3a B Poccuiickyro denepanuro mis 1eneit
MEIULUHCKOTrO IPUMEHEHUS, 3aMPEIIEHO K MEIUIIMHCKOMY MPUMEHEHUIO0 Ha TeppuTopun EBpasuiickoro
HKOHOMUYECKOTO COI034;

4) ropuguvecKkoe JHI0, NPEICTaBUBIICE 3asBICHHE M JIOKYMEHTBHI, s [EeNel MOTy4eHUs
3aKJII0ueHUs (pa3pelIuTesIbHOTO JIOKYMEHTAa) Ha BBO3 HE 3apeructpupoBanHoro B Poccuiickoit deneparuu
JIEKapCTBEHHOI'0 Mpernapara Juisi OKa3aHWs MEJUUMHCKOW IOMOUIM OrpaHUYEHHOMY KOHTHHIEHTY
NAllMeHTOB C peakod u (WIM) 0co00 TSDKENOW MaToJOrHed, HE YKa3aHO B COOTBETCTBYIOIIEM
pacnopsbkenun [IpaButenbctBa Poccuiickoir ®enepanuum  Kak JMIO, YIOJHOMOYEHHOE Ha BBO3
He3aperucTpupoBaHHoro B Poccuiickoit ®deaepanuy  JIEKApCTBEHHOrO IMpenapara s  OKa3aHHs
MEAMIIMHCKOW TIOMOIIM OTPAaHMYEHHOMY KOHTHHIEHTY MAIlMEHTOB C PEOKON M (MiIHM) 0c000 TSHKENoi
IIaTOJIOTHEH;

5) HECOOTBETCTBUE DJIEKTPOHHOI MOAMUCHU 3asBUTENsS TpeOoBaHUsM DenepanbHOrO 3aKOHA OT 6
anpens 2011 r. N 63-®3 "O6 »>nexTpoHHo# nogmucu” ’;

6) HECOOTBETCTBUE cojepKaHUs u (wiau) (opMmbl 3ampoca O MPEIOCTaBICHUU CBEACHUU O
KOHKPETHOM 3aKJTIOYCHHUH (Pa3periuTeIbHOM JOKYMEHTE) MpuiioxkeHnio N 5 K AJIMUHUCTPATUBHOMY
pErjiaMeHTy.

Ilepedennb yciayr, KOTopble SIBJSAIOTCSH HEO0X0AMMBIMH U 00513aTe/IbHBIMH ISl IPE10CTABJICHUS
roCylapCTBeHHOM YC/IyI'H, B TOM YHCJIe CBeICHUSI 0 JOKYMEHTEe (JOKYMEHTaXx), BbIIaBaeMOM
(BbIIaBaeMbIX) OPraHU3alUSIMH, YYACTBYIOIIMMH B NPeJ0CTABIEHUH IOCYyJaAPCTBEHHOH yCJIyru

26. Ilepedenp yciyr, KOTOpPbIE SBIAIOTCS HEOOXOAMMBIMHU U 0053aTEIbHBIMU [T MPEI0CTABICHUS
rOoCy/IapCTBEHHOW YCIyI'M, B TOM 4HCJ€ CBEIACHHS O JIOKyMEHTe (JOKyYMEHTax), BbIIaBa€MOM
(BBIIABa€MBIX) OpraHU3alMsIMM, YYacTBYIOIIMMHU B IPEIOCTABICHUH TOCYIApCTBEHHOH YyCIiyrH,

OTCYTCTBYIOT.

IMopsaok, pa3Mep U 0CHOBAHUS B3MMAHHS IOCYJaPCTBEHHOI MOUUTHHBI WJIH HHOH NJIATHI,
B3MMaeMoii 3a peI0CcTaBIeHNe FOCYIapPCTBEHHON YCIyTH

27. 3a npeaoCTaBJICHUC FocyﬂapCTBeHHOﬁ YCIYIrd rocyJapCTBCHHAA IMOLIJIMHA UM WHAs I1JIaTa HE
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B3UMArOTCA.

IMopsinok, pa3mep U OCHOBAHHS B3MMAHMA IJIATHI 32 MPeI0CTABJIEHHE YCIYT, KOTOPbIE SBJISIIOTCS
He00XO0UMBIMU H 00513aTeIbHBIMH JIJIf1 IPEA0CTABJIEHHUS IOCYIaPCTBEHHOM YCJIYTH, BKJIIOYAS
HH(OPMALUIO 0 METOAHUKE pacyeTa pa3Mepa TaAaKOH IJIAThI

28. B3umaHue miaTtel 3a NPEIOCTABICHUE YCIYr, KOTOpBIE SBIAIOTCA HEOOXOIUMBIMH U
00s13aTeNbHBIMY JUIS TIPEIOCTABICHHUS TOCYIaPCTBEHHON YCITyTH, HE IPEAYCMOTPEHO.

MaxkcuMa/IbHBINH CPOK 0KH/IAHUS B OUepeIu NMPH Mojaye 3a1npoca o nNpegocTaBJIeHun
rocyJapCcTBeHHOM YCIyIH, yCJIYTH, IPeJ0CTABJIsIeMOi OPraHU3alusIMH, Y4aCTBYIOIUIUMHU B
NPeJ0CTABJIeHUH IrOCYIaPCTBEHHOM YCJIYIH, H IIPU NMOJYYeHHH pe3yJibTaTa NpeaoCcTaBIeHHs
roCyAapCTBEHHOM yCayru

29. IlpenocraBiieHue rocylIapCTBEHHOW YCIYI'M OCYILECTBISETCS C HCIOJIb30BaHWEM EjinHOro
ropTasa, B CBS3M C YeM 0>KHMJIaHUE B OYEPEN OTCYTCTBYET.

Cpox ¥ OpsAI0K PEerncTPALUM 3aNPoca 3aBUTE/Is 0 NPEAOCTABICHUH I0CY1aPCTBEHHOM yCIyrd U
YCJIYTH, IPE0CTABIAEMOI OPraHu3alusiMM, Y4aCTBYIOIIMMH B IIPEAOCTABJICHUH FOCY1apCTBeHHOI
YCJIYIH, B TOM YHCJIe B 3JICKTPOHHOM (popme

30. 3asBiieHMEe M JOKYMEHTBI, MOCTYNUBLIME OT 3asBUTEIS] B MUHHUCTEPCTBO IS IMOJIYyYEHUS
rOCy/IapCTBEHHOW YCIYT'M B 3JIEKTPOHHOM BHJE C MCIOJIb30BaHUEM EjMHOrO noprasna, perucTpupyrorcs
JOJKHOCTHBIMHU JINaMU MUHUCTEPCTBA, OTBETCTBEHHBIMU 3a IIPUEM M PETUCTPALIAIO JOKYMEHTOB, B TOM
YHCclie B 3JIEKTPOHHOM BUJIE, B TeueHue | pabodero JIHs ¢ 1aThl UX MOCTYIJICHUS.

TpeGoBanns Kk NOMeNIeHUSAM, B KOTOPBIX NPEAOCTABJISICTCH rOCY1aPCTBEHHAN YCJIyra, K 3aJ1y
0/KUIAHMS, MeCTaM /IJIsl 3al10JTHEHUs 3aIIPOCOB O NMPEAOCTABJICHHH IOCY1apCTBEHHOM YCJIYIH,
HH(OPMALMOHHBIM CTEHAaM € 00pa3laMH MX 3al0JHEHUS U NlepeYHeM JOKYMEHTOB, He00X0MMBbIX
JJIS TIPEJOCTABJICHUS KAKI0H roCy1apCTBEHHOM YCJIYI'H, pa3MelleHHI0 U 0()OPMJICHUI0 BU3YaIbHOM,
TEKCTOBOM ¥ MYJIbTUMEIUIHON HH(OPMALMHU 0 NOPAAKe NIPEAOCTABJICHUS TAKON YCIYIrd, B TOM
yHcie K o0ecneyeHH 0 JOCTYITHOCTH AJIsl HHBAJIM/I0B YKAa3aHHBIX 00beKTOB B COOTBETCTBUH C
3akoHoAaTeIbCTBOM Poccuiickon ®degepauuu 0 COUMAIBLHOM 321U TE HHBAJIUA0B

31. IIpegocraBieHne TOCYJIApCTBEHHOM YCIYIM OCYHIECTBIISIETCS C HMCHOJIb30BaHUEM EnHOrO
noprarna.

IMoka3aTesu JOCTYNNHOCTH M KA4eCTBA roCyAapCTBEHHOM YCJIYIr'd, B TOM YHCJIe KOJIUYeCTBO
B3aMMO/eiCTBU 3asiBUTEJS € JOLKHOCTHBIMM JTMIAMMY MPHU NMPEI0CTABJICHNH IOCY/IapCTBEHHOM
YCIYIra 1 uX Npoao/IKUTECJIbHOCTb, BO3BMOKHOCTD MMOJIYIECHUSA nH(bopmam/m 0 X0€ NnMpeaoCraBjJacHusd
rocy1apCTBEHHOI yCJIYI'd, B TOM YHCJIE ¢ HCI0JIb30BaHHEeM HHGOPMAIITHOHHO-KOMMYHHKAIIMOHHBIX
TEXHOJIOTH, BO3MOKHOCTh JIM00 HEBO3MOKHOCTD I0JIy4YeHUS IOCYIapCTBEHHOM YCJIYIH B
MHOT0()YHKIMOHAJIBLHOM LIEHTPeE NMPeI0CTaBIeHUS FOCYAAPCTBEHHBIX H MYHHMIMIIAJBHBIX YCJIYT (B
TOM YHCJEe B MOJHOM 00beMe), B JINOOM TePPUTOPHAIBLHOM NOAPAa3Ae/IeHMH OpPraHa,
NMPeI0CTABJISIOIIET0 TOCYAaAPCTBEHHYIO YCJIYTY, 110 BHIOOPY 3asiBUTEs (IKCTEPPUTOPHATbHBII
NPUHLNIT), IOCPEACTBOM 3aMPOCa 0 MPeI0CTABIEHUN HECKOJIbKUX FOCYAaPCTBEHHBIX U (HJIH)
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MYHUIIHNAJTbHBIX YCJIYT B MHOTO(YHKIIMOHAIBbHBIX HEHTPAX NMPeI0CTABIEHUS I0CYy1apCTBEHHBIX H
MYHHUIMIAJIbHBIX YCJIYT, IPeIyCMOTPEeHHOro cratheil 15.1 dexepanbHoro 3akona ot 27 urwoJst 2010 r.
N 210-®3

32. IToka3arensaMu 1OCTYIHOCTH U Ka4e€CTBA I'OCYIaPCTBEHHON YCIIYTH SIBISIIOTCS:

1) OTKpBITBI AOCTYm AJisi 3asBUTENCH M JAPYrMX JHIl K WHPOpPMALMU O TOPSAKE M CpOKax
MPEIOCTaBIICHUSI TOCYaPCTBEHHON yCIyru, o0)kajoBaHHe NeHCTBUI (0e31eHCTBUS) TOJDKHOCTHBIX JIHII
MuHucrepcTBa;

2) cobnrofeHue cTaHAapTa NpeAoCTaBICHHs TOCYAapCTBEHHOM YCIyTH;

3) orcyTcTBHE *anob 3asBUTENEH HA JecTBUs (Oe3eiCTBIE) JOKHOCTHBIX JTUI] MUHUCTEpCTBA
IIPU IPEIOCTABIECHUU TOCYIaPCTBEHHON YCIIYTH;

4) moTHOTA U aKTyaIbHOCTh WH(GOPMAIIMK O TOPSIKE MPEJOCTaBICHHUS TOCYIapCTBEHHON YCITYTH;

5) mpenocraBieHHE BO3MOXKHOCTH TOJAYM 3asBICHUS O TMPEAOCTaBICHUHM TOCYIapCTBEHHON
YCIYTU U JPYTUX JIOKYMEHTOB (COAEpIKAIIMUXCS B HUX CBEJNCHHI), HEOOXOIUMBIX JJIsl MPEJOCTaBICHUS
roCy/IapCTBEHHOU ycIyru, B GopMe 3JIEKTPOHHOTO TOKYMEHTA,

6) 1npenocTaBieHUME BO3MOXXHOCTH TOJy4YeHHs HMHGPOpMAlUMUd O XOJ€ IPEeIOCTaBIICHUS
rOCy/IapCTBEHHOW yCIyrd, B TOM YHCIE C HCHOJIb30BaHHEM HWH(POPMAIIMOHHO-KOMMYHUKAIIHOHHBIX
TEXHOJIOTHIA.

33. 3agBUTENIO MpPU NPEIOCTABICHUU TOCYIAPCTBEHHOW YCIYTM B DJIEKTPOHHON (opme ¢
UCIOJIb30BaHueM EjinHoro noprana odecneunBaeTcs: BHINOIHEHUE CIEIYIOIINX AEHCTBUMA:

1) mogaua 3asBUTENIEM B 3JEKTPOHHOM (hopMe 3asBICHUS O MPEIOCTABICHUU YCIYTH, TOKYMEHTOB
(cBeneHuii), HEOOXOAUMBIX JUISI ITOJTYYSHHS TOCYTAPCTBEHHOH YCIIyTH;

2) nosiydeHue 3asiBUTENIEM CBEJCHHI O X0JIe PACCMOTPEHUS 3asIBICHUS, [TOIaHHOTO B JIEKTPOHHON
dopme;

3) BO3MOXXHOCTbH TOJyYEHUS 3asgBUTENIEM PE3yJIbTaTOB MPEJOCTABICHHS YCIYTHM B AJIEKTPOHHOU
¢dopMe, BKIIIOYasT BO3MOKHOCTh XPAHEHHUS IOJIYYEHHBIX 3asBUTENIEM B 3JIEKTPOHHON (opMe pe3yibTaToB
IIPEIOCTABIIEHUS TOCYIaPCTBEHHBIX U MYHULUNAIBHBIX YCIYT, UHBIX YCIYI B COOTBETCTBUHU C IEPEUHEM
UHBIX YCIIYT, CBE€JCHUSI O KOTOPBIX pa3MellatoTcs B (heepaJbHOM PEecTpe, a TakKe MHBIX CBA3AHHBIX C
IPEJOCTaBIEHUEM TaKUX YCIYT JOKYMEHTOB B 3JIEKTPOHHOW (hopMe 3a MCKIIOUEHHEM CIydaeB, KOorja
IPEIOCTaBIIEHUE PE3YIbTATOB YCIYTU B YKa3aHHOU (hopme 3anpenieHo ¢eaepaibHbIM 3aKOHOM;

4) NOCTYHNHOCTb JUId KONMPOBAHUS M 3alOJIHEHWs B DJIEKTPOHHOH (opme 3asBieHUN H
JIOKYMEHTOB;

5) BO3MOXHOCTb IPEAOCTABIEHHS B JJIEKTPOHHOM (hOopME JOKYMEHTOB M CBEJICHHM, HEOOXOANMBIX
JUISL  BBIMOJIHEHUSI YIOJHOMOYEHHBIMH Ha MCIOJIHEHHE TOCYAApCTBEHHBIX (YHKIMHA OpraHamu
UCTIOTHUTENIbHOM BJIaCTH aMUHUCTPATUBHBIX MPOLEAYp (AEHCTBUIN), B ClTydasx, €ClI BBIIIOTHEHUE TaKUX
aJIMMHHMCTPAaTUBHBIX  mpouedayp  (medcTBuil) B 2JIEKTPOHHON  (¢opMme  mpeaycMaTpUBaeTcs
3aKoHoaresbeTBOM Pocceniickoit denepanuu.

34. IlpenocraBieHue rocyJapCTBEHHOH  yciayrd B MHOTOQYHKIMOHAIBHOM  LEHTpE
IIPEIOCTABIEHUS TOCYJApCTBEHHBIX M MYHHMIMIAJIBHBIX YCIYI, a TaKKe IO AIKCTEPPUTOPUAIBHOMY
MPUHIINITY HE IPEyCMOTPEHO.

HNHble TpedoBaHMsA, B TOM YK CJIe YYUTHIBAIONIE 0COOCHHOCTH NPEI0CTABJICHUS TOCY1apCTBEeHHOM
YCJIYTH 110 IKCTePPUTOPHAIBHOMY NPUHIMIY (B cJIydae, eCJIM roCyAapCcTBEHHAas yCJayra
NPeI0CTABISACTCS N0 IKCTEPPUTOPHAIBLHOMY NPHHIUILY) H 0COOCHHOCTH NPeJI0CTABICHUSA
roCyAapCTBEHHOM yCJIYI'H B 3J1eKTPOHHOM Gopme

35. Jlns monydeHus: TOCYyIapCTBEHHOW YCIYTH B DJEKTPOHHOW (opMe 3asBUTENh HAIpPaBIsSET
3asBJIEHUE, TTOAMMCAHHOE YJIEKTPOHHON MOAMHUCHIO (MMPOCTOM DJIEKTPOHHON MOAMKUCHIO, TUOO YCHUIICHHOMN
KBTM(DUIIMPOBAHHON DJIEKTPOHHOMN MOIMKCHIO, TUOO YCUIIEHHOW HEKBATU(UIMPOBAHHOW AIEKTPOHHON
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NOJNKCHI0), W TpHIIaraéMble K HEMYy JOKYMEHTHI B (OpME DJICKTPOHHBIX JOKYMEHTOB (Takera
JMIEKTPOHHBIX JOKYMEHTOB), B MOpSAIKE, ycTaHOBIEHHOM DejepaibHbiM 3akoHOM oT 6 ampens 2011 r.
N 63-®3 "O06 snextponHoy noanucu" u nocrasossienreM [IpaButenscra Poccuiickoit @enepauuu ot 25
uoHa 2012 1. N 634 "O Buaax 3JEKTPOHHOW IOIINMCH, HCIOJIb30BAHUE KOTOPBIX JIOMYCKACTCS IPH
00palleHUH 32 TOJTyYEHHEM TOCYIAPCTBEHHBIX M MyHMIUNAIbHBIX yeuyr" ©.

Unentuduxamuss W ayTeHTH(HUKALUs 3asgBUTENs  OCYIIECTBISAIOTCS C  HCIOJIb30BAHHEM

denepanbHON TOCyIapcTBEHHOW WHGOpMaMoHHONH cuctembl "EnwnHas cucreMa uWACHTH(DHKAIMN |

ayTeHTH(QUKauuu B UHPpacTpyKType,  oOecreunBaromeil  MHOOPMAMOHHO-TEXHOIOTHYECKOE
B3aUMO/ICHiCTBHE MH(POPMALMOHHBIX CHCTEM, HCHOJIB3YEMBIX JUISl MPEIOCTABICHUS TOCYIapCTBEHHBIX U
MYHHLIUOAIBHBIX YCIYT B JJIEKTPOHHOW ¢opme" (nmamee - eauHas CHCTeMa WICHTU(QHUKALUU U
ayTeHTU(UKaLUN).

I11. CocTaB, moc/jie10BaTEJbHOCTh U CPOKHU BBINOJIHECHUS A/IMUHUCTPATUBHBIX IPOLEAYP
(neiicTBHii), TPEOOBAHMS K MOPSAKY UX BbINOJHEHUS, B TOM YK CJie 0COOEHHOCTH BbINIOJIHEHUS
aIMMHUCTPATUBHBIX Mpoueayp (aeiicTBUii) B 3JIEKTPOHHOI (popMme

HcyepnbiBaoiumii nepevyeHb A/IMUHUCTPATUBHBIX Npoueayp (aeiicTBuii)

36. Ilpu npenocTaBi€HUM TOCYJApPCTBEHHON  YCIYIM  OCYLIECTBJISIOTCS — CIIEQYIOIUE
aJIMUHHUCTPATUBHBIC IPOLEAYPHI (ICHCTBUSA):

1) npuem, peructpauusi 3agBJI€HUS M JOKYMEHTOB, HEOOXOJUMBIX [UIsl IPEIOCTABIICHUS
roCyIapCTBEHHON YCIYTH;

2) paccMOTpEHHE MOCTYNUBUIMX OT 3asBUTEJI JOKYMEHTOB O IMPEIOCTaBICHUN IOCYIapCTBEHHON
yCIYTU U TIPUHATHE PEIICHUS O BblJaue (HAMpaBJICHUN) 3aKII0UEHUs (Pa3pelnTebHOTO TIOKYMEHTA) WK
00 oTKa3e B Bbl1aye (HAIPABJIEHUH ) 3aKITIOUEHUS (Pa3pelnTeIbHOIO JOKYMEHTA);

3) popmupoBaHUE U HaNpaBJIEHUE MEXBEIOMCTBEHHBIX 3alIPOCOB;

4) TpenoCTaBIICHUE CBEIEHWUW O KOHKPETHOM 3aKIIIOUeHHH (Pa3peluTebHOM JIOKYMEHTE),
cBesleHUIl 00 OTKa3e B BbIJAu€ 3aKIIOYEHHUS (pa3pelIMTENbHOTO JOKYMEHTA), COAEpIKaIleMCcsi B peecTpe
BbIJIaHHBIX 3aKJIFOUEHUH, WU TIpeAocTaBiIeHre nH(OpMaluy 00 OTCYTCTBUM 3alpallliBaeMbIX CBEICHUH.

IIpuem, perucTpanus 3asiBJIeHUs] H JOKYMEHTOB, HEOOXOAUMBbIX 15l IPEAOCTABJICHUS
roCyapCTBEHHOM yCayru

37. OcHoBaHueM /i1 Hadajga aJAMHWHHMCTPAaTUBHOW TIPOLIEAYpPHI SBISAETCS IIOCTYIUIEHHE B
MuHUCTEpPCTBO B 3JIEKTPOHHOM BHJI€ C HCIHOJb30BaHWEM EnMHOro mnoprana 3asBiIE€HUS O BblIaue
3aKNIIOYeHHs  (pa3pelIuTeNbHOrO  JIOKYyMEHTa) M JIOKYMEHTOB, MPEAyCMOTPEHHBIX  ITyHKTOM 17
AJMUHUCTPATUBHOTO perjiaMeHTa.

38. 3asgBneHue M JOKYMEHTHI, HEOOXOAMUMBIE Ui MPEJOCTaBICHUS T'OCYIAPCTBEHHOM YCIYTH U
npeJcTaBieHHble B MUHHCTEpCTBO (B TOM 4YHClIEe B 3JEKTPOHHOU (GopMe), pPETUCTPUPYIOTCS
JlemapraMeHTOM ympaBieHUS JAedaMH M KaJpoB MMHHCTEPCTBA, OTBEYAIOLIUM 3a OCYIIECTBIECHUE
aJMUHHMCTPATUBHONW TMpoOLENypbl MO TMpPUEMY U PErucTpaluu JOKYMEHTOB MpU MPEAOCTaBICHUU
rOCyJapCTBEHHOHM YyCIyrd, He mo3gHee 1 pabodero AHs ¢ AaThl MOCTYIUICHUS 3asBJICHUS U JOKYMEHTOB,
MPEyCMOTPEHHBIX ITYHKTOM |7 AIMUHUCTPATUBHOTO perjlaMeHTa.

39. Ortka3 B nmpueMe 3asBICHUS U JIOKYMEHTOB, HEOOXOIMMBIX IS MPEeJOCTaBICHUS
rOCyJapCTBEHHON YCIIyIH, a TaKkXKe OTKa3 B IPEAOCTABICHUM T'OCYIapCTBEHHOW YCIyTH B Cilydae, eclld
3asBlICHHE M JIOKYMEHTBI, HEOOXOJWMBIE Ul TPEIOCTABICHUS TOCYIAapPCTBEHHOW YCIyTH, MOAAHBI B
COOTBETCTBUU C HHpOpManueil O cpokax U MOpSJIKE MPEAOCTaBICHUS] TOCYJapCTBEHHOM YCIYTH,
onyOiIMKoBaHHON Ha EiHOM noprasie, HeJOMyCTUMBI.
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40. KputepueM NpUHATUS pELIEHUS MO AAMMHHMCTPAaTUBHOW NPOLEAYpE SBISAETCS HAIUYHUE
3asBJICHUS U IOKyMEHTOB, HEOOXOIUMBIX ISl IPEAOCTABICHUS FOCYJapCTBEHHOM YCIIyTH.

41. Pe3ynpTaTroM aAMHHHMCTPATUBHOW IpPOLEAYpbl SBISETCS PETUCTpALdsS 3asBICHUS U
JIOKYMEHTOB, HEOOXOAMMBIX JJIs IPEI0CTAaBICHUS TOCYAapCTBEHHOM yCIyTH.

42. CnocoboMm (ukcanuu pes3yibTaTa BBIIOJHEHHS aJIMUHUCTPATUBHOW MPOLEIYPHI SBISETCS
OTMETKA O J1aTe IIpueMa 3asiBICHUS U IPUJIaracMplX K HEMY JOKYMEHTOB.

PaccmoTpenne nocTynuBIINX OT 3asiBUTEJIS IOKYMEHTOB 0 MPEI0CTABJICHUH IOCY/IapCTBEHHOM
YCJIYI'M ¥ IPMHSITHE PellleHus 0 BblIaye (HanpaBjeHUH) 3aK/II04YeHus1 (pa3pemnTeIbHOTro
AOKYMEHTAa) WK 00 0TKa3e B Bbl/Iaye (HANPABJIEHUN) 3aKJII04YeHHs (Pa3pelInTeIbHOI0 J0KYMEHTA)

43. OcHoBaHMeM Uil Hayajga aJIMHUHHCTPATUBHOW NPOLEIYpPbl SIBISETCA INOCTYIUIEHUE B
CTPYKTYPHOE TIOJpa3JejeHue, YIOJHOMOUYEHHOE Ha MPEAOCTaBICHHE T'OCYJAapCTBEHHOM YCIYIH,
MunuctepctBa (nmanee - JlemapTamMeHT) 3aperMCTPUPOBAHHOTO 3asiBICHHUS M TMAKeTa JIOKYMEHTOB,
HEOOXOIUMBIX JIJIsl IPEJOCTaBICHUS TOCYAapCTBEHHOM YCIIyTH.

Hupexrop /[lemaprameHTa opraHu3zyeT AOKYMEHTHUPOBAHHBIA yY€T W KOHTPOJIb BBIIOJIHEHUS
Ka)KJIOTO dTana aIMUHUCTPATUBHOU IPOLIEAYPBHI.

44. HauvanpHuk otnena /lemaprameHTa, OTBETCTBEHHOI'O 3a MPEAOCTABICHHE TOCYIapCTBEHHOMU
yciyru (fajiee - HadyajJbHUK OTZAENAa), B JCHb IOCTYIJICHUS 3a8BJIEHUS WU KOMIUJIEKTa JOKYMEHTOB
Ha3HA4aeT U3 Yucia COTPYJHUKOB OTAENIa OTBETCTBEHHOI'O MCIIOJHUTENS 110 PACCMOTPEHUIO JOKYMEHTOB
(1anee - OTBETCTBEHHBIN UCIIOJIHUTEND).

Qamuing, UMs U OTYECTBO (TOCJENHEE MPU HAJUMYKUK) OTBETCTBEHHOI'O HCIOJHHUTENS, €ro
JOJKHOCTh M HOMED TeneoHa COOOIAI0TCs 3asiBUTENIO 110 €0 MMCbMEHHOMY WJIM YCTHOMY OOpallleHHUIo.

45. B xone aIMUHUCTPATUBHON MPOLEAYPbl OTBETCTBEHHBIN MCIOIHUTENb B TeUEHUE 2 pabouyux
JTHEH cOo JHS TOCTYIJIEHUS 3asBJIEHUS O Bblaue 3aKJIOUEHUs (pa3peliuTeIbHOr0 JIOKYMEHTa) U
JOKYMEHTOB, IPEIYCMOTPEHHBIX ITYHKTOM |7 AJIMHUHUCTPAaTUBHOTO PETJIaMEHTa, NMPOBOAUT OLIEHKY HX
IIOJIHOTBI M TOCTOBEPHOCTH, IIPEICTABIICHHBIX B HUX CBEACHUI.

46. Ilpm OTCYTCTBMM OCHOBAaHUM JUId OTKa3a B IPENOCTABIECHUU TOCYJApCTBEHHOW YCIIYIH,
MPEAYCMOTPEHHBIX ITYHKTOM 25 AJIMHHUCTPATUBHOTO PErJaMEHTa, OTBETCTBEHHBIA WCIIOJIHUTEIb B
TedeHue | paboyero JHS OCYIIECTBISET IOATOTOBKY IPOEKTa 3aKIIOYEHUs (pa3peluTeIbHOro
JIOKyMeHTa) B (OpMe JEKTPOHHOTO JOKYMEHTA.

Ilppy wHanmMuuM OCHOBAaHMM I OTKa3a B IPENOCTaBICHUHU TOCYAApPCTBEHHOW  YCIIYIH,
MPEAYCMOTPEHHBIX ITYHKTOM 25 AJMHHUCTPATUBHOTO pErjJaMEHTa, OTBETCTBEHHBIM WCIIOJHUTENIb B
TedeHue | pabouero IHsS OCYLIECTBISET MOJATOTOBKY INPOEKTa YBEAOMJIECHUS B (OpMe 3JIEKTPOHHOTO
JOKyMEHTa 00 OTKa3e B BblJaue 3aKIIOYEHMs (pa3peliuTeIbHOr0 JOKYMEHTA) C YKa3aHHeM IpUYUH
OTKa3a.

47. llpm 0pUHATHM PELIEHUS O MPENOCTABIEHUU TOCYAAPCTBEHHOM YCIyru 3amuch o
IPEOCTABICHUH 3aKIIOUeHHs (Pa3peluTeIbHOTO JTOKyMEHTa) WIM YBEIOMIIEHUS 00 OTKa3e B BblJaue
3aKJII0YEHUs (pa3pelIuTeIbHOr0 JOKYMEHTA) BHOCUTCS B PEECTpP BBbIIAHHBIX 3aKJIIOUEHHH, pelieHuil od
OTKa3€ B BbIa4e 3aKIHOYCHUMN.

3akmroueHre (pa3pemuTenbHbI JOKYMEHT), YBEJOMJICHHE 00 OTKa3e B BbIJade 3aKIIOUCHHS
(pa3pemmTenbHOro JOKYMEHTA) B TeueHHe 2 pabouux JTHEH cOo JTHS BHECEHUS 3alMCH B PEECTP BBIAAHHBIX
3aKJIIOYEHUH, peleHuil 00 OoTKa3e B BblAau€ 3aKJIIOUYEHUN COTJIacOBBIBACTCS HauyalbHUKOM OTENa,
MOJMHMCHIBACTCS YCHJIEHHOW KBaJTM(HUIMPOBAHHON 3JEKTPOHHOM MOANHUCHIO aupekTopoM JlemaprameHra
(3amectutenem naupekTopa JlemaprameHTa) W HampasiseTcsi B (opMe 3JIEKTPOHHOTO JIOKyMEHTa
3asBUTEIIIO C UCIIOIB30BaHUEM EIMHOrO ropraiia.

48. KputepreMm NpHHATHS PELICHHS MO aJIMHHHCTPATUBHOW IPOLEAYPE SBIAETCS HAINYUE WIIU
OTCYTCTBHE OCHOBAHHM Ul OTKa3a B BblJIaue 3aKIIOUEHUS (Pa3pelIuTeIbHOTO JOKYMEHTA).

49. Pe3ynpraramMu aIMUHUCTPATUBHOU MPOLIEAYPHI SABIISIFOTCS:
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1) HanpaBieHUE 3aKIIOYEHUS (Pa3pEIIUTETLHOTO JOKYMEHTA);

2) HanpaBJIeHHE yBEIOMJIEHHs 00 OTKa3€e B Bbllaue 3aKJII0YEHUs (pa3pelIuTeIbHOI0 JOKyMEHTA).

[TocpencTBoM nuuHOrO KabuHeTa Ha EnuHOM moprane 3asgBUTENb aBTOMATUYECKH M3BEIIACTCS O
IPUHATOM PEIIEHUHU O BblJade 3aKII0YEHUs (paspelIuTeNbHOr0 JOKYMEHTa) Ju00 00 OTKa3e B BblIaue
3aKJII04YEHHU (Pa3pELINTENBHOTO TIOKYMEHTA).

50. Cnocobom ¢ukcanuu pe3yibTaTa aJMUHUCTPATUBHOM NpOLENyphbl SBISETCS BHECCHHE
CBEJCHMI O 3aKII0YEHUHU (Pa3pelIUTEIbHOM JOKYMEHTE) B PEECTP BbIIAHHBIX 3aKIOYEHUN U pelIeHUH 00
OTKa3€ B BbIJ1a4€ 3aKIIOUYCHUH, TM00 yBeoMIIeHHE 00 OTKa3€ B BblJ1au€ 3aKIIOYCHUH.

51. Pe3ynpraT aAMMHUCTPaTUBHOW IPOLEAYPBl OTPA)XaeTCsl B PEECTPE BBIJAHHBIX 3aKIIIOUEHUH,
pewieHUi 00 OTKa3e B BblJAue 3aK/IIOUEHHH, GopMa KOTOpOro yTBEepXkJaeHa NpuKazoM MHHUCTEpPCTBA
3apaBooxpanenus Poccuiickoit ®@enepanuu or 2 Hoa6ps 2010 T. N 951u’ (nanee - peecTp BbIIAHHBIX
3aKJTFOUYEHU ).

(I)OpMI/IPOBaHI/Ie H HANIPpAaBJCHUE MECKBECIOMCTBCHHBIX 3aIIPOCOB

52. OcHoBaHueM [Uisl HaydajJa aJMHMHHUCTPATHUBHOW IPOLEAYPHI SBIISIETCA HENPEICTaBICHUE
3asiBUTEJIEM 110 COOCTBEHHON MHHLMATUBE JOKYMEHTOB (CBEIEHMI), YyKa3aHHBIX B IyHKTe 20
AJMUHUCTPAaTUBHOI'O pErjlaMeHTa.

53. ®opMupoBaHME U HaNpPaBIECHUE MEKBEJOMCTBEHHBIX 3alIPOCOB O MPEIOCTABICHUU CBEACHUM,
IIPEyCMOTPEHHBIX ITYHKTOM 20 AIMHHHUCTPAaTHUBHOIO PErVIAMEHTA, OCYHIECTBIIIOTCS YIIOJIHOMOYEHHBIM
CIELMAJTUCTOM C  HUCHOJIb30BAHMEM  €IMHOM  CHUCTEMbl  MEXBEJOMCTBEHHOI'O  3JIEKTPOHHOIO
B3auMmoJieiictus (nanee - CMOB) B cooTBeTcTBUM € TpeOoBaHUAMU cTaThi 7.2 DenepaabHOro 3aKoHa OT
27 uronsg 2010 . N 210-D3.

54. MakcuMalbHBIM CpPOK JJis BBINOJIHEHWS AJMUHUCTPAaTUBHOM MpOLIENypbl COCTaBisgeT |
pabounii eHb CO JHSA NOCTYIUIEHUS Ha PAacCMOTPEHHME OTBETCTBEHHOI'O MCIIOJIHMTENS 3asBICHUS U
JIOKYMEHTOB, HEOOXOMMBIX JJISl PEIOCTAaBICHNS TOCYapCTBEHHOM yCIyTH.

55. KputepueM NpUHATHS PEIICHUS IO HAIMPAaBICHUIO MEXKBEIOMCTBEHHOIO 3aIpoca SBISAETCS
HEMpe/ICTaBICHUE 3asBUTENEM 10 COOCTBEHHOM HWHMIMATHBE JOKYMEHTOB (CBEIEHMI), yKa3aHHBIX B
nynkre 20 AIMAHUCTPATUBHOTO PErVIAMEHTA.

56. Pe3ympraToM aJMUHUCTPAaTUBHOM  IpOLENYphl  SABIAETCA IIOJy4YEHHWE OTBETa Ha
MEKBEJOMCTBEHHBIH 3aMpoc.

57. CnocoboMm ¢ukcanuu pe3ynbTaTa aJMHUHUCTPATUBHOW HpPOLETYpHl SBISETCS pEerucTpaunus B
COOTBETCTBYIOIIEM MOJYJIE KOPIIOPATUBHOIO INOpTaJia MHHHCTEpCTBA OTBETa HA MEKBEIOMCTBEHHBIN
3ampoc.

IIpenocraBiieHne cBeleHU 0 KOHKPETHOM 3aKJ/JII04YeHHH (pa3peliuTe IbHOM JOKYMEHTe), CBeAeHUil
00 oTka3e B BbIIa4e 3aK/JII0YeHNs (pPa3pemnTe1bHOro J0KYMEHTAa), CoiepKaleMcsl B peecTpe
BbIIAaHHBIX 3a1c.1110qeﬂm71, NJIK MPpEeI0CTaABJICHUE mul)opMamm 00 OTCYTCTBHMHU 3allpaliiBaA€MbIX
CBeleHH

58. OcHoBaHueM i1 HayajJa aJIMUHUCTPAaTUBHOM MPOLEAYpPHl SBIISIETCS IOCTYIUICHHE B
MuHHMCTEpPCTBO OT 3aMHTEPECOBAHHOTO JIMIIa C HUCHOJb30BaHWEM Ejnunoro moprama B ¢opme
JJIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOIO SJIEKTPOHHON MOJIUCHI0 (MIPOCTONW 3IEKTPOHHOW MOJIHUCHIO,
WIN YCUJICHHOM KBAIM(UIIMPOBAHHOM 3JEKTPOHHON MOAMUCHIO, THOO YCUIEHHONW HEeKBaTH(PUIIMPOBAHHON
JIEKTPOHHOW MOJIUCHIO), 3alpoca O NPEJOCTABICHUM CBEJEHUM O KOHKPETHOM 3aKJIHOUYEHHUH
(pa3pemMTenbHOM JOKYMEHTE) Ha BBO3 KOHKPETHOM MapTHUM 3aperMCTPUPOBAHHBIX U (WIJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEJHA3HAYEHHBIX JUISl MPOBEACHUS KIMHUYECKUX
UCCIIEOBAHUM  JIEKApCTBEHHBIX  IpENaparoB, KOHKPETHOW  MapTUM  HE3aperMCTPUPOBAHHBIX
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JIEKaPCTBEHHBIX CPEACTB JUISl MPOBEACHUSI SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LEJSIX PETUCTPALUU U
9KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, NpPEJHA3HAYEHHBIX JJI1 OOpalleHuss Ha OOLIeM pbIHKE
JIEKapCTBEHHBIX CPEJACTB B paMKax EBpa3zuiickoro 3KOHOMHYECKOro corw3a U (unu) Poccuiickoit
®enepanyy, OCYIECTBICHHU TOCYJAPCTBEHHOM PErMCTpaluy JIEKapCTBEHHBIX IPENapaToB, BKIKOYCHHUS
dapmanieBTUYeCKON CyOCTaHIIMM B TOCYAAPCTBEHHBIM peecTp JEKAapCTBEHHBIX CPEICTB, KOHKPETHOM
NapTUHA HE3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB Ul OKAa3aHWS MEIHMLMHCKOM IIOMOIIM II0
KU3HEHHBIM MTOKa3aHUSIM KOHKPETHOTO MaLMEHTa JIM00 OKa3aHUs METUIIMHCKON ITOMOIIY OrPaHHYCHHOMY
KOHTUHI'€HTY NAIIMEHTOB C peAKON U (MIK) 0co00 TSHKEION MaTosIoruei mo popme cormacHo npusiokeHno
N 5 k AAMMHHUCTpPaTUBHOMY perjlaMeHTy (z1ajee - 3ampoc).

59. OTBETCTBCHHBIA HCIIOJIHUTENh B TEYCHHE 2 pabouyuX JHEH CO JHS MOCTYIUICHHUS 3ampoca B
JlemapTaMeHT MpoBepseT HAJIUYME B PEeCcTpe BBIIAHHBIX 3aKIIOYCHUH 3ampalinBaeMod MH()OpPMAIUU U
HalpasJseT OTBET B (hOpME JIEKTPOHHOI'O JOKYMEHTA, MOANMCAHHOTO YCHJIEHHON KBAaIM(UIMPOBAHHON
HIIEKTPOHHON TMOJIKCHIO, ¢ MCIOJIb30BaHHEeM EMHOrO moprana B CPOK, HE MPEBBIMIAIONINA 5 pabounx
JHEH CO IHS NOCTYIUICHHUS 3asiBJIeHNs B MUHUCTEPCTBO.

60. Kpurepuem NpuHATUS pELIEHUS MO aJMUHUCTPATUBHOM Mpolenype SBISETCS HAIWYUE WU
OTCYTCTBUE CBEJICHHH O KOHKPETHOM 3aKJIIOUEHHM WM CBEIEHMH 00 OTKa3e B BblAaye 3aKIIOYECHUS B
peecTpe BhIIAHHBIX 3aKIFOYEHUMN.

AJMMHUCTpaTHBHAs NIpoLeJypa HE IMPEeJoCTaBIISETCs, €Clii coaep)kaHue u (opma 3ampoca He
COOTBETCTBYIOT YCTaHOBJIECHHOM IpuiioskenrneM N 5 kK ATIMUHUCTPAaTUBHOMY perjlaMeHTy (popme.

61. PesynbraroM aaMHHHCTPAaTUBHOW IPOLIEAYpPBl SBISIETCS NPENOCTABICHUE CBEACHUM O
KOHKPETHOM 3aKJIFOUEHUH (pa3pelIuTeIbHOM JIOKYMEHTE), CBEIEHUN 00 OTKa3e B BbIJAYE 3aKIHOUEHUS
(pa3pemmTenbHOr0 JOKYMEHTA) WIM NpeAocTaBieHHEe HH(OpManuu o0 OTCYTCTBHUHU 3alpalliiBaeMbIX
CBEJICHUN.

62. Cnocobom (ukcany aJIMUHUCTPATUBHOW MPOLEAYpPHI SBISETCS O(OPMIIEHUE BBIMMCKH M3
peecTpa BBIJAHHBIX 3aKIIOYEHHH, OO CHpaBKU IO 3alpallnBacMoOil 3asBUTENeM WHpopManuu, Ju0o
CHpaBKU 00 OTCYTCTBHMH 3aIIPALIMBAEMbIX CBEICHUI.

Ilopsinok ucnpasieHUs1 1ONMYIEHHBIX ONEYATOK U OINHOOK B BBIIAHHBIX B pe3yJibTaTe
NpPeA0CTABIEHUS TOCYyAaPCTBEHHOM YCIYITH J0KYMEHTax

63. B ciy4ae BBISBIICHUS 3asiBUTENIEM B 3aKIIOYEHHUH (Pa3pelIUTEIbHOM JOKYMEHTE) ONEeYaToK U
(unm) omMOOK 3asBUTEINb MPECTaBIsAeT B MUHUCTEPCTBO C UCMONb30BaHUueM EnHoro noprana B opme
JJIEKTPOHHOTO JIOKYMEHTA, MOAMHCAHHOIO 3JIEKTPOHHOW TMOJNNCHI0 (MIPOCTON 3JIEKTPOHHOM MOIMUCHIO
WIN YCUJIEHHOM KBAIM(UIIMPOBAHHOM 3J€KTPOHHON MOAMUCHIO, TUOO YCUIEHHON HEeKBaIH(PUIIUPOBAHHON
AJIEKTPOHHON MOJNKUCHIO) 3asiBIIEHNE 00 MCIPABJIEHUN TAKUX ONEYaTOK U (WJIM) OLIMOOK B MPOU3BOJILHOM
dopme.

64. OTBETCTBEHHBIN UCTIOTHUTENb, HA3HAYCHHBIM HAa4YaJLHUKOM OTJIENa, B TeueHue 1 padodero aHs
CO JIHS TOCTYIUIEHUSI COOTBETCTBYIOUIETO 3asBJIEHUA B JlemapTaMeHT NMPOBOAMT IPOBEPKY YKa3aHHBIX B
3asIBJICHUH CBEJCHHUI.

65. B citydae BBISIBJICHUS JOMYIICHHBIX ONEYATOK U (MJIM) OLIMOOK OTBETCTBEHHBIN HCIIOJHUTEIh
OCYIIIECTBIISIET MCIPABIIEHNE TAKUX ONEYaTOK U (WIH) OMIMOOK B CPOK, HE MPEBBIMIAIOLINI 5 pabounx AHS
CO JIHSI MOCTYIUIEHUS] B MUHUCTEPCTBO COOTBETCTBYIOIIETO 3asBJICHUS B (hOpME DIIEKTPOHHOT'O TOKYMEHTa
nocpeacTBoM Ennnoro noprarna.

66. Kputepuem npuHATHS PELIEHUS 10 IPOLEAYPE SABJIAETCS HAJIUYNE WIM OTCYTCTBUE OIIEYaTOK U
() omMOOK B 3aKITIOUEHUH (Pa3pemnTeIbHOM JOKYMEHTE).

67. Pe3ynpTaToM MpoLENypHl SBISETCA HCIpaBlIEHHE ONEYaTOK M (WIM) OMMOOK B BBIIAHHBIX
JOKYMEHTaX U HalpaBJIEHUE 3asSBUTENIO MCIPABICHHOIO JOKYMEHTa B (popMe 3JIeKTPOHHOTO JOKYMEHTa,
MOJNMCAHHOTO YCHJIEHHOW KBalIU(DUIMPOBAHHOMN 3JEKTPOHHON TO/INMCHIO, C UCHOIb30BAHUEM JHYHOTO
kabuHeTa Ha EnnHoM mopTasie, WM HalpaBieHHE 3asSBUTENIO YBEIOMIIEHUS 00 OTCYTCTBHM OIEYATOK U
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OIIMOOK B 3aKITIOYCHHUH (B Pa3peIIUTEILHOM IOKYMEHTE).
68. CnocoboMm dukcanuu Mpoueaypbl SBISETCS BHECEHHE HMH(OpPMAIMM B PEECTP BbIIAHHBIX
3aKJTFOUYCHUHN, PEIICHU 00 0TKa3€e B BbIIa4Ye 3aKITIOYCHHM.

Oc00eHHOCTH BbINOJHEHUSI AAMUHUCTPATHBHBIX Npoueayp (HeidcTBHii) B 3J1eKTPOHHOM dopme

69. ®opmMupoBaHHe 3asBJICHUS B AIIEKTPOHHON (OpPME OCYLIECTBISETCS 3asSBUTEIEM OCPEICTBOM
3all0JHEeHUs Ha EJuHOM 1opTaje ero 3JIeKTpOHHOW (POpMBbl UM NPUKPEIUICHUS K HEMY 3JIEKTPOHHBIX
00pa3oB JIOKYMEHTOB 0e3 HEO0OXOJUMOCTH JIOMOJHUTEIBHON MOJayu 3asBJICHUS B BUJE JOKyMEHTa Ha
OyMa)KHOM HOCHUTEJIE.

70. dopmarHo-IOTHYECKass MpoBepka CGHOPMHUPOBAHHOTO 3asBICHHS B DIEKTPOHHOH (opme
OCYILECTBIISICTCSI aBTOMATHUECKU IOCJIE 3al0JIHEHUS 3asBUTENIEM KaKIOro M3 MOJIeH TaKOoro 3asiBJICHHUS.
[Ipy BBIABIIEHUM HEKOPPEKTHO 3allOJHEHHOI'O IIOJIs 3asBJICHUS B AJIEKTPOHHOM (opMe 3asBUTEIb
yBEIOMJISIETCS O XapakTepe BBIABICHHONM OIIMOKM M TOpSAKE €€ YCTpaHeHHs MOCPEICTBOM
UH(POPMALIMOHHOTO COOOIIEHHSI HEMOCPEICTBEHHO B AJIEKTPOHHOU (hopMe 3asiBICHHS.

71. Ilpu QopmupoBaHUM 3asBICHHSI B 3JEKTPOHHOM (opme mocpencTBoM EnmHoro mnoprana
3asIBUTEIII0 00€CIIeUBaACTCS:

1) BO3MOXHOCTb KONMPOBAHUS U COXPAaHEHMsI 3asBICHUS B JJIEKTPOHHOW Qopme u
NPUKPETUICHHBIX K HEMY 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB;

2) BO3MOXHOCTb I1€4aTH Ha OyMa)KHOM HOCHUTEJIE KOIIUY 3asIBJICHUS B 3JIEKTPOHHOU (hopme;

3) coxpaHeHuE paHee BBEJIEHHBIX B 3JIEKTPOHHYIO (OpMY 3asiBICHMS 3HAUEHUN B JIFOOOH MOMEHT
110 KEJIaHUIO 10JIb30BaTENs, B TOM YHCIIEe IPH BO3HUKHOBEHHUHU OLIMOOK BBOJIAa U BO3BpATeE JJIs [IOBTOPHOI'O
BBOJIa 3HAUYEHUI B AJIEKTPOHHYIO (hOpMY 3asBICHUS,

4) 3anosHeHUE MOJIeH >IEKTPOHHON (OpMBI 3asBICHMS JO Hayajla BBOJIA CBEICHHUM 3asBUTENIEM C
MCIIOJIb30BaHUEM CBEACHMI, pa3MEIeHHBIX B (efiepanbHON roCy1apCTBEHHON NH(OPMALIMOHHON CUCTEME
"Enunas cuctemMa wMJIeHTH(UKALIMU U ayTeHTHU(UKAUUM B HUHPpacTpykType, obOecneunBaromien
MH(OPMaLIMOHHO-TEXHOJIOTHYECKOE B3aWMOJAECUCTBUE HH(POPMAIMOHHBIX CHCTEM, HCIOJb3YEMBIX JUIS
IPEOCTaBIEHHUS] TOCYJapCTBEHHBIX M MYHUIUNAIBHBIX YCIYT B 3JIEKTPOHHOM ¢opme" (manee - eauHas
CUCTEMA WJEHTHU(PUKAUUU U ayTeHTU(PUKAIUN), U CBEACHUMN, ONMyOJMKOBaHHBIX Ha Ejunom moprtane, B
YacTH, Kacarollelcs CBeIeHUH, OTCYTCTBYIOIUX B €JMHON cucTeMe UACHTU(PHUKAIUY U ayTeHTUPHUKALNH;

5) BO3MOXKHOCTbh BEPHYTHCS Ha JIF000I U3 ATANOB 3al0IHEHUs 3JIEKTPOHHONU (POpMBI 3asiBiIeHUs 6e3
NOTEpU paHee BBEJICHHON HH(popMaruuy;

6) BO3MOXHOCTb JIOCTYIa 3asiBUTENS C UCHOIb30BaHUEM EiHoro noprana K paHee MoJaHHBIM UM
3asBJICHUSIM B TEUEHHE HE MEHEe OJHOTO roJla, a TaKkKe YaCTUYHO C(hOPMUPOBAHHBIX 3asBJICHUN B TEUCHHE
HE MEHee 3 MECSIIIEB.

72. CdopmupoBaHHOE 3asBICHHE B JJEKTPOHHOM (opMe TMOANUCHIBAETCS 3asBUTEIIEM
AJIIEKTPOHHON TOAMKUCHI0 (MPOCTOM AJIEKTPOHHOW MOAMKUCHIO, JUOO0 YCHJICHHOW KBATH(UIIMPOBAHHOMN
JJIEKTPOHHOW MOJMNKCHIO, JHOO YCHUJICHHOM HEKBATM(PHUIMPOBAHHON DSJIEKTPOHHOH MOANUCHIO) U C
NPUKPETJICHHBIMA K HEMY JJIEKTPOHHBIMU 00pa3aMM JOKYMEHTOB HamlpaBisieTcss B MH(OPMALUOHHYIO
cucteMy MUHHCTEpPCTBA NOCPEACTBOM EiHOTO nopraina.

73. MuHHCTEpPCTBO 0OECIIEYNBAET MPUEM 3asBIICHUS B AJIEKTPOHHOM (hOpMe U MPUKPEIICHHBIX K
HEMY DJIEKTPOHHBIX OOpa30B JOKYMEHTOB (RJIEKTPOHHBIX JOKYMEHTOB) W UX peructpanuio 0e3
HEO0OXOJMMOCTH TOBTOPHOT'O MIPEJICTABICHUS 3asiBUTENIEM TaKUX IOKYMEHTOB Ha OyMa>KHOM HOCHUTEJIE.

74. Ynnara rocyqapCTBEHHOH MONUIMHBI M (MJIM) IUIaThl 32 MPEAOCTaBICHHE TOCyIapCTBEHHON
yCIIyTU HE MPeyCMOTpEHa.

75. Ilpuem U peructpanus 3asBICHUS B DSJCKTPOHHOM ¢GopMe M NPUKPEINICHHBIX K HEMY
JJIEKTPOHHBIX 00pa30B TIOKYMEHTOB OCYILECTBIISIIOTCS B CPOK U B MOPAJKE, MPEAYCMOTPEHHOM ITYHKTAMU
38-39 AIMUHUCTPATUBHOIO PETJIAMEHTA.

76. IlpenocraBiieHnE TOCYJapCTBEHHOM YCIYyTM HAUYMHAETCA C MOMEHTAa MpUeMa M PErHCTpaluu
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MuHHCTEpCTBOM 3asiBIICHUS B DJIEKTPOHHOH (OpMe M MPUKPEIUICHHBIX K HEMY 3JIEKTPOHHBIX 00pazoB
JIOKYMEHTOB.

77. Tlony4yeHue pe3ynbTara MPEeIOCTABICHUS TOCYIapCTBEHHOW YCIyrd B (OpMe 3IEKTPOHHOTO
JOKYMEHTa OCYIIECTBIISICTCS 3asBUTENIEM C HCIOJIB30BAaHHEM JIMYHOTO KaOWHeTa Ha EuHOM mopraiie B
TEUYEHHUE CPOKa JACUCTBUS pe3yabTaTa MpeA0CTaBICHHS rOCyIapCTBEHHON YCIIyTH.

78. 3asBUTENh HMMEET BO3MOXKHOCTH TOJYYCHUs HWHPOPMAMU O XOAE MPEIOCTABICHUS
rOCYJapCTBEHHOMN YCIIyTH.

WHudopmanus o Xo/e MpeoCcTaBICHUS TOCYIaPCTBEHHOM YCIYT'H HAIPABIISETCS 3asIBUTEIIO B CPOK,
HE npeBblIaonMi 1 pabounii AeHb MOCJE 3aBEPIICHUS BBHIOJHEHHUS COOTBETCTBYIOIIETO ACUCTBUS, C
UCIIOJIb30BaHUEM CPEICTB EiHOro noprasnia.

[Ipy mpenocTaBIeHUM TOCYAAPCTBEHHOW YCIYrH WM OCYHIECTBICHHM aIMHHUCTPATHBHBIX
IpoIelyp B COOTBETCTBHM C IyHKTamu 58 W 63 HacTosmiero AJIMUHHCTPATHBHOTO pPEriaMEHTa B
AIIEKTPOHHOM (OpME 3asBUTEIIO HAPABISAIOTCS:

1) yBeOMIICHHE O TIPUEME U PETUCTPAIIUH 3aIPOCa;

2) yBe1OMJIEHHE O MOTUBUPOBAHHOM OTKAa3€ B IPUEME 3aIpOCa;

3) yBelmOMIIGHHE O pe3yJbTaTax PacCMOTPCHHS HAIPABJICHHBIX JTOKYMEHTOB, HEOOXOIMMBIX IS
IPEOCTABICHHS TOCYIaPCTBEHHON YCIIyTH;

4) yBeTOMJICHHE O BO3MOYKHOCTH IMOJIYYUTh PE3YyJIbTAT MPEAOCTABICHHSI TOCYJAPCTBEHHOMN YCIIYTH;

5) yBegomIiIeHHE O MOTHBHPOBAHHOM OTKa3€ B IPEIOCTABICHUH YCIIYTH;

6) 3aKiroueHue (pa3peluTeNbHbIN JOKYMEHT) 10 UTOTaM UCIIPABJICHUS ONEYaTOK U (M) OMIHMOOK
B BBIJIAHHBIX JJOKYMEHTAaX;

7) yBemomiieHMEe 00 OTCYTCTBHHM OIEYaTOK M OIIMOOK B 3aKIIOYCHUH (pa3periuTeIbHOM
JOKYMEHTE;

8) TpemoCTaBlICHHE CBEICHHHM O KOHKPETHOM 3aKIIIOYCHHH (Pa3peIluTeNIbHOM JIOKYMEHTE),
CBelleHUIl 00 OTKa3e B BbIJAu€ 3aKIIOYCHHUS (Pa3pelIuTeNIbHOTO TOKYMEHTa) WM MPEeJOCTaBICHUE
uH(popMaIu 00 OTCYTCTBHUH 3aMpalIiBaeMbIX CBEJICHUH.

79. 3asBHUTENh MONy4YaeT pE3yNbTaT TMPENOCTABICHUS TOCYZAPCTBEHHOW yciayrm B (opme
AMEKTPOHHOTO JAOKYMEHTA, MOJMUCAHHOTO YCUJICHHOW KBAaTU(UIIMPOBAHHOM SJIEKTPOHHON TOJIMUCHIO, C
UCTIOJIB30BaHUEM JIMYHOTO KabuHeTa Ha EjnHom mopTare.

IV. ®opMbI KOHTPOJIS 32 IPEAOCTABJICHUEM IOCYAAPCTBEHHOMN YCIYIH

ITopsinok ocymecTBICHHS TEKYILIEro KOHTPOJISI 32 CO0/II0eHHEeM U HCIIOJTHEHHEM OTBETCTBEHHBIMHU
AOJI)KHOCTHBIMH JIMLIAMHM MOJI0KEHUH AIMUHUCTPATHBHOIO PerjiaMeHTa U HHbIX HOPMATHBHBIX
NPaBOBBIX AKTOB, YCTAHABJINBAIOIIMX TPEOOBAHHUS K NPEI0CTABJICHHIO FOCYAapCTBEHHOH YCIyIH, a
TaKKe NPUHATHEM MMH pelleHH i

80. Tekymuit KOHTpPOIb 3a COOMIOJEHHEM TMOCIEAOBATEIHHOCTH JEHCTBUM, OMpeaeTeHHbIX
AIMUHUCTPATUBHBIMU MPOLEAYPAMHU IO MPEIOCTABICHUIO TOCYIApPCTBEHHOW YCIYTH, OCYIIECTBISETCS
PYKOBOAMTENEM U TOJDKHOCTHBIMU JIMIIaMd MUHHUCTEPCTBA, OTBETCTBEHHBIMHU 32 OPTaHU3AINIO PA0OTHI IO
MPEIOCTABIEHUIO TOCYapCTBEHHON YCIYT'H, IyTeM MPOBEICHUS MPOBEPOK COOIIOACHUS U HCIIOITHEHUS
OTBETCTBEHHBIMU MCHOJHUTEISIMU TOJIOKEHUH AJAMUHUCTPATUBHOTO PErJIaMEHTa, MHBIX HOPMATHUBHBIX
NmpaBoBbIX akToB Poccuiickoin ®expeparuu, a Takke NOpPU MPOBEICHUU BHYTPEHHETO ayauTa
pe3yIbTaTUBHOCTH MPEIOCTABICHUS TOCYJaPCTBEHHOM YCIYTH (Jaliee - MPOBEPKa).

81. [IpoBepKH MOJHOTHI U KAYECTBA MPEJOCTABICHUS TOCYIaPCTBEHHON YCIYTH BKIIOYAIOT B CEOs
MPOBEJICHUE TPOBEPOK, BBIIBICHUE M YCTPAHEHUWE HAPYLIEHWW MpaB 3asBUTENEH, PACCMOTPEHUE,
MPUHSATHE pEIIeHUH W TOATOTOBKY OTBETOB Ha OOpalIeHHs 3asBUTENICH, COJAEpXkallue >KaJloObl Ha
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nevctBust (Oe3aeiicTBUE) M pelleHHs] JOJDKHOCTHBIX Jill MUHHUCTEpPCTBA, OTBETCTBEHHBIX 3a
MPEOCTABIICHUE TOCYJAPCTBEHHOM yCIIYTH.

Iopsa0K ¥ NEPUOAUYHOCTH OCYIIECTBJICHNS MJIAHOBBIX M BHENJIAHOBBIX IPOBEPOK MOJHOTHI U
Ka4yecTBA NMPeA0CTABJIEHUS TOCYAapPCTBEHHOMH YCJIyIH, B TOM YHUcJie NOPSIAOK U (pOPMBbI KOHTPOJIS 32
MOJIHOTOM M Ka4eCTBOM MPeI0CTABJICHHS FTOCYy1aPCTBEHHOI yCIyr

82. IlpoBercHME TUTAHOBBIX M BHEIUIAHOBBIX IMPOBEPOK OCYIIECTBIISICTCS B LENISIX BBISBICHUS
HApYIICHUN TIOPSAKA TMPEIOCTABICHUS TOCYJApPCTBEHHON YCIyTH, B TOM YHCIE CBOEBPEMEHHOCTH H
MOJTHOTBI PAacCMOTPEHUsS] OOpallleHUil 3asBHUTENCH, 0OOCHOBAHHOCTH M 3aKOHHOCTH TPUHSTHS MO0 HUM
peLeHui.

83. IlmaHOBBIE MPOBEPKH IIOJHOTHI M KadyecTBA IPEJAOCTABICHHUS TOCYJApCTBEHHON YCIyrd
MIPOBOJISITCS YIIOJTHOMOYECHHBIMY JIOJDKHOCTHBIMH JTUIITaMU MUHHCTEpCTBA HE pexe 1 pas3a B ro.

84. E>xero/IHbIi MJ1aH IPOBEPOK YCTAHABIMBACTCS PYKOBOAUTEIEM MUHUCTEPCTBA.

85. BHemuiaHOBBIE MPOBEPKH IOJHOTHI W KAa4eCTBA IMPEAOCTABICHHUS TOCYIApCTBEHHOH YCIyrd
NPOBOJAITCSL  CTPYKTYPHBIM TOJpa3aeliecHieM MUHHCTEPCTBA, OCYHISCTBISIONIMM TOCYJapCTBECHHYIO
yCIyTy, C y4YacTHEM YIOJHOMOYEHHBIX JOJDKHOCTHBIX JIUI] TIOJpa3JieieHuii MUHHCTEpCTBA 110
KOHKpPETHOMY oOpaieHuio (kajno0e) TpakAaH WIA IOPHIUYECKUX JIMII Ha PEIICHHS WIH JCUCTBUS
(Oe3meiicTBUE) JIOJDKHOCTHBIX JIMIT MUHHUCTEpCTBA, MPHUHATBICE WM  OCYIICCTBICHHBIE B  XOJE
NPEOCTABIICHHUS TOCYIaPCTBEHHON YCITYTH.

86. Pesynbrarhl mpoBepku 0QOPMIISIFOTCS B (DOpME aKTa M IMOAMHUCHIBAIOTCS YIOJIHOMOYCHHBIMU
JIOJDKHOCTHBIMU JIMIIaMH MUHHCTEPCTBA.

OTBeTCTBEHHOCTD I0JLKHOCTHBIX JiMll MUHHMCTEpPCTBA 32 pelieHus U AelicTBusA (0e31eiicTBHE),
NPUHUMAaeMble (0CyHIeCTBIseMble) HMH B X0/1e IPEeA0CTABJIEHUS IrOCYIapCTBEHHOM YCJIYTH

87. HepCOHaJ'II)Haﬂ OTBE€TCTBCHHOCTDh JOJIZKHOCTHBIX JIHIT MI/IHI/ICTepCTBa 3a HOpCAOCTaBJICHUC
TrOCYIlapCTBEHHOW YCIYTH 3aKpeIuIieTcsi B HUX JOJDKHOCTHBIX pErjJaMeHTax B COOTBETCTBUU C
TpeOOBaHUSIMU 3aKOHOIaTeIbCTBA Poccutickoii deneparu.

88. HMcnonHuTenp, OTBETCTBEHHBII 3a OCYLIECTBIEHHE COOTBETCTBYIOIIMX aJIMUHUCTPATUBHBIX
npoueayp AIMUHUCTPATUBHOTO PErylaMeHTa, HECET EPCOHAIbHYIO OTBETCTBEHHOCTD 3a:

1) cooTBeTcTBHE pE3YyJIbTaTOB pPACCMOTPEHUS JOKYMEHTOB, IIPEJCTABICHHBIX 3asBUTENEM,
TpeboBaHMsIM 3aK0oHOIaTenbCTBA Poccuiickoii deneparmy;

2) cobiroIeHne CPOKOB U TOPsI/IKA ITpUeMa JOKYMEHTOB;

3) cobnroieHre nopsaKa, B TOM YHUCIIE CPOKOB MPEJOCTaBICHHS TOCYAapCTBEHHOM YCIyTH.

IHon0:xeHns, XapakTepu3ywinue Tped0OBaHUS K MOPAAKY M (pOpMaM KOHTPOJISA 32 NMPeI0CTABICHHEM
roCy1apCTBEHHOM YCJIYId, B TOM YHUCJI€ CO CTOPOHbI I'PAXKIaH, UX 00beIMHEHU U OpraHu3anuii

89. I'paxxnane, MX 0ObEJMHEHUS M OPTaHU3aLMU MOTYT (BIpaBe) KOHTPOJIUPOBATH MPEIOCTABICHUE
TOCYJapCTBEHHOM YCIIYTH IMOCPEACTBOM TOydeHUsT HHGOpMAIHH 10 TeledOHY, OTBETOB Ha MHUChbMEHHBIE
oOpaleHus, o AJIEKTPOHHOU mouTe, Ha oduumansHOM caiite MuHHCTEpCTBa, uepe3 Eunbiil moprain,
JIPYTMMHU 3aKOHHBIMH CIIOCOOaMHU.

V. locyneOHblii (BHeCyAeOHBII) NOPSAI0K 00:KaI0BAHUSA JeHCTBUS PEelICHNH U 1edCTBUIH
(0e3neiicTBUs1) MUHHCTEPCTBA, a TAKAKe JOJKHOCTHBIX Jiull MuHUCTEpCcTBA
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HNudopmanus 11 3aUHTEPECOBAHHBIX JIHII 00 X NMPaBe Ha J0ocye0Hoe (BHeCY/1e0HOe)
o0:xaioBaHme JAelcTBUIl (0e31eiicTBUA) U (UJIM) PelIeHNH, IPUHATHIX (0CYLIECTBJIEHHBIX) B X0/1€
Npe0CTaBIeHNs TOCYAaPCTBEHHOI yCayru (aaJjiee - kajioda)

90. 3amHTepecoBaHHBIC JHIIA BIpaBe 00KaIOBaTh JeHCTBUSA (Oe37eHCTBUE) TOJDKHOCTHBIX JIMIL
MuHucTepcTBa U pelIeHUs, IPUHSITHIE (OCYIIECTBISIEMbIE) UMH B XO/I€ TPEIOCTABICHUS FOCYJ1apCTBEHHOMN
YCIIYTH, B 10CyIcOHOM (BHECY1€OHOM) TIOPSIJIKE.

91. 3anHTEpEeCcOBaHHBIM JIHIIAM 00ECIIEYNBAETCS BO3MOXKHOCTh HAIIPABJICHUS JKaI00bI HAa PEILICHHS,
neiictBus wiu Oe3zaeiictBue MUHHCTEPCTBA, TOJDKHOCTHOTO Jiilla MHHHCTEPCTBA B COOTBETCTBUU CO
crateeil 11.2 ®epepanpHoro 3akona ot 27 wutonst 2010r. N 210-®3 u B mnopsiake, yCTaHOBIEHHOM
noctanorienriem IIpaButennpcTBa Poccuiickoit @enepanun ot 20 HOs0ps 2012 1. N 1198 "O denepanbHoit
rocy/IapCcTBEHHON MH(OPMAIMOHHON CHCTeMe, 00eCTIeUnBaOIIeH POIecC T0CYAeOHOTo (BHECYAEOHOTO)
o0OkasioBaHUsl  pelieHud W jgedcTBui  (0e3melcTBUA), COBEPIICHHBIX MPH  MPEJOCTaBICHHUU
rOCYJapCTBEHHBIX W MYHHUIMNAIBHBIX ychyr" (manee - moctaHoBieHue llpaButennbctBa Poccuiickoit
Oenepannu N 1198) 10,

92. 3auHTEepeCcOBaHHBIE JIMIA MOTYT OOPATUTHCS C Kajm000H, B TOM YKCIIE B CICAYIONIUX CIyJasx:

1) HapylIeHHe CPOKa PETUCTPALIUU 3aBIICHUS;

2) HapylIeHHUE CPOKA MIPEIOCTABIICHUS TOCYIapPCTBEHHON YCIYTH;

3) TpeboBaHUE MpEACTABICHUS 3asBUTEIEM JOKYMEHTOB, HE MPEIyCMOTPEHHBIX HOPMATHBHBIMU
paBoBbIMH akTaMu Poccuniickoit denepanuu uist MPEeJOCTABICHNS TOCY1apCTBEHHON YCIIYTH;

4) oTkaz B NpuUeMe JOKYMEHTOB, MPEJCTaBICHHE KOTOPBIX MPEIyCMOTPEHO HOPMATHUBHBIMH
1paBOBbIMH aKkTaMu Poccuiickoint denepanuu uist IPEeNOCTABICHNS TOCY1apCTBEHHON YCIIYTH;

5) oTKka3 B TMPEAOCTaBICHUU TOCYAAPCTBEHHOM yCIYrHM, €Clid OCHOBAaHHS OTKa3za He
NPEIyCMOTPEHBI  (eAcpaTbHBIMU 3aKOHAMH W TPUHATBIMA B COOTBETCTBHM C HHUMH HWHBIMH
HOPMaTHUBHBIMU IIPaBOBBIMU akTaMu Pocculickoit denepanuu;

6) TpeOoBaHNE BHECEHMs 3asBUTEIEM IPU MPEAOCTaBICHUU TOCYAAPCTBEHHOM YCIYIH IUIAThl, HE
MPEAYCMOTPEHHON HOPMaTUBHBIMU ITpaBOBbIMU akTamMu Poccuiickoit denepanuu;

7) 0TKa3 MOJPKHOCTHBIX JIUI] B HCTIPABJICHUH JIOMYIIEHHBIX OTIEYaTOK M OIMIMOOK B 3aIllpaIiiBaeMbIX
CBEJICHUSX;

8) HapylleHHe cpoKa WM TOpsAAKa BbAAYM JOKYMEHTOB IO pe3yjibTaTaM MpPeJOCTaBICHUS
rOCyJapCTBEHHOM WJIM MyHULIUIIAJIbHON YCITYTH;

9) nmnpuOCTaHOBIEHHWE TMPEAOCTaBICHUS  TOCYJAapCTBEHHOM  YCIyTH, €CIM  OCHOBaHUS
MPUOCTAHOBIIEHUSI HE MPEAYCMOTPEHBI (efepaTbHbIMU 3aKOHAMU U MPUHSATBIMU B COOTBETCTBUU C HUMH
WHBIMU HOPMAaTHBHBIMM IIPABOBBIMU akTamu Poccuiickoit @enepannn.

Opranbl rocy1apcTBeHHOI BJIACTH, OPraHU3AUMN U YIOJTHOMOYEHHbIE HA PACCMOTPEHHe KAJI00bI
JINIA, KOTOPBIM MOKeT ObITH HANMPABJIEHA KaJ100a 3asiBUTEJIs B 10Cy/1e0HOM (BHECY/1e0HOM)
NnopsiAKe

93. B cnyuae oOxanmoBaHusl AeicTBUM (Oe3neHCTBUS) AOHKHOCTHOTO JIMLA CTPYKTYPHOTO
noapasnenenuss MuHHCTEpCTBa kKajoba TOJaeTcss Ha UMS  PYKOBOJIUTENS COOTBETCTBYIOILEIO
CTPYKTYPHOTO nojipasieneHnss MUHHCTEPCTBA.

B cnyuae oOxanoBanusi aeiicTBuil (0e34eCTBUS) PYKOBOJIUTENS CTPYKTYPHOTO IMOApa3AeiIeHUs
MunuctepcTBa Jkajgo0a TMofaeTcss Ha HWMs 3aMecTuTeNnst MwuHuCTpa 3apaBooxpaHeHus Poccuiickoi
®denepanyy, KypUpYOIIEro JaHHOE CTPYKTYPHOE IIOApA3JElIEeHHE B COOTBETCTBUU C pacIpelelleHUEM
00s13aHHOCTEH, YCTaHOBJICHHBIM IIPUKa30M MUHHKCTEPCTBA.

Kanoba na geiictBusi (Oe3meiicTBue) 3amectuTens MUHHCTpa 37paBooxpaHeHHss Poccuiickoit
®enepannu nogaercs Ha uMs MuHHCTpa 31paBooxpanenus Pocculickonn @enepany.
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Cnoco0bl uHGOpMHUpPOBaHNS 3asiBUTEJIel 0 MOPsIAKE MOJA4YM U PACCMOTPEHUS KaJI00bl, B TOM YHCJIe
¢ ucnojb30BaHueM EnHoro noprana rocyiapcTBeHHbIX 1 MYHHIUNAJIBHBIX YCJIYT (PYHKIHIT)

94. NudopmupoBaHUE 3aMHTEPECOBAHHBIX JIMII O MOPSIKE TMOJAYH KAIOOBI OCYIIECTBISICTCS Ha
oduimansuom caiite MunucrepcTBa, Ha Ennom nopTaiie.

IlepeyeHb HOPMATHBHBIX MPABOBbIX AKTOB, PEryJTHPYIONIUX MOPSAA0K 10CYyAeOHOr0 (BHeCY1e0HOI0)
00:xaj10BaHMsl pelieHUid 1 aeicTBUil (0e31eiicTBUsA) MUHHCTEPCTBA, a TAKAKE €ro J0JKHOCTHBIX JIMIL

95. OTHOIIEHUS, BO3HUKAIOIIUE B CBSI3U C JOCYACOHBIM (BHECYAEOHBIM) 00KaJIOBaHUEM PELICHUN
u neiictBuii (Oe3neiicTBusi) MuHMCTEPCTBA, a TAKXKE JOJKHOCTHBIX JIML MUHHUCTEPCTBA PErYIMPYIOTCS
CJICAYIOIIMMU HOPMATUBHBIMU IIPABOBBIMHU aKTAMHU:

1) ®enepansubiv 3akonoMm ot 27 utons 2010 r. N 210-03;

2) nocranosnenuem llpaBurenscrBa Poccuiickoit @enepauuu ot 16 aBrycra 2012 r. N 840 "O
HOpsi/IKE OJJauu U PacCMOTPEHUs *ajlo0 Ha peuieHus U aeicTBus (6e3neiicTeue) (enepaibHbIX OpraHoB
UCTIOJIHUTENIFHOW BJIACTH W HMX JOJDKHOCTHBIX JIHI, (elepalbHbIX TOCYAapCTBEHHBIX CIY)KaIIHX,
JOJDKHOCTHBIX ~ JIMII  TOCYAApCTBEHHBIX  BHEOOKeTHBbIX  (oHIoB  Poccuiickoit ~ denepanuu,
TOCYJapCTBEHHBIX ~ KOPIIOpPAIMif, HAJEJICHHBIX B COOTBETCTBUM C (eaepasbHBIMH  3aKOHAMH
HOJTHOMOYMSMH IO IPEAOCTABICHUIO FOCYJapCTBEHHBIX YCIYT B YCTAHOBJIEHHOM cdepe 1esATebHOCTH, U
UX JTOJDKHOCTHBIX JIML, OpraHu3alui, MpeaycCMOTpeHHBIX yacThio 1.1 crateu 16 ®enepaibHOrO 3akoHa
"O0 opraHuzanUM MPEJOCTABICHUS OCYJapCTBEHHBIX U MYHULUIAIBHBIX YCIyr", U UX PaOOTHHUKOB, a
TaKKe MHOTO()YHKIIMOHAJIBHBIX [EHTPOB MPEAOCTABICHHS TOCYJAPCTBEHHBIX M MYHUIUITAIBHBIX YCIYyT U
ux pabotHukoB" '';

3) nocranosnenuem IIpaButensctBa Poccuiickoii @enepauyu N 1198.

96. IlepeyeHb HOPMATHUBHBIX MPABOBBIX AaKTOB, PErYIUPYIOUIMX TMOPSJIOK JIOCYyIeOHOTO
(BHecyneOHOro) ooO’kajnoBaHMs pelieHud U jAeiictBuil (Oe3nmelicTBus) MuHHCTEpCTBAa, a TakXKe €ro
JOJDKHOCTHBIX JIML, pasMelaercs Ha oduiuansHoM caiite MwunHucrepctBa B cetd "HMHTepHer", B
denepanpHOM peectpe, Ha EnrHom moprae.

Nudopmanus, yka3zaHHas B HAcTOsIIEM pasjene, pasMmemaercd Ha oQuiualibHOM —caiiTe
Munuctepctsa B cetu "UuTepHet", Ha Ennom noprasie u B gpeaepaabHOM peecTpe.

MunucTepcTBO o0ecreynBaeT pa3MEIIeHHe M aKTyalu3alMi0 CBEACHUN B COOTBETCTBYIOIIEM
paszzaene (enepanbHOro peecTpa.

' Odummansuerii caiit EBpasuiickoro KOHOMHYECKOrO coro3a http://www.eaeunion.org/, 22 ampens 2015r., 11

okTs10ps 2019 1.

2 [ocranoenenue IpaeurenscrBa Poceuiickoit Meneparuu ot 6 Mas 2011 . N 352 "O6 yTBep>KICHUM NIEPEYHS YCIYT,
KOTOpBIE SIBJSIFOTCS HEOOXOJIMMBIMU M 00SI3aTENIbHBIMU JJIsI MPEAOCTaBlIeHHsl (e/lepalibHbIMM OpPraHaMH HCIIOJHHUTENbHOM
BIacTH, [ocymapcTBeHHOI Kopropamueil 1o aToMHOW »Hepruu "PocaTom" rocynapCTBEHHBIX YCIYT M NPEIOCTAaBIISIOTCS
OpPTraHU3aIMsSIMK, YYaCTBYIOIIMMH B IPEJOCTABIEHHHM TOCYNApPCTBEHHBIX YCIYT, M OIpENeNeHHH pa3Mepa IUIaThl 3a HX
okazanue" (CoOpanue 3akoHonaTenbcTBa Poccuiickoit @eneparm, 2011, N 20, ct. 2829; 2021, N 30, ct. 5805).

3 Pemenne Komtermn EBpasuiickoil 3KoHOMHYECKOH kommccHd OT 16 mas 2012r1. N 45 "O emmmoil dopme
3aKJIFOYeHNS (Pa3peInTeNIbHOTO IOKYMEHTa) Ha BBO3, BHIBO3 U TPAH3UT OT/EIBHBIX TOBAPOB, BKIIOUYEHHBIX B €MHBIH NepeueHb
TOBapoOB, K KOTOPBIM MPUMEHSIOTCS MEphl HETapU(HOTO PETYINPOBAHUS B TOProBji€ C TPETHHUMHU CTPaHAMH, U METOJANYECKUX
yKazaHusx 1o ee 3arnonHeHuo" (O¢uumanbubii caiit Komucenn TamoxkeHHOTO corosa http://www.tsouz.ru/, 21 mas 2012 r.;
OdunmansHeli caiiT EBpasuiickoro skoHoMH4YecKoro coro3a http://www.eacunion.org/, 5 cenrsiops 2017 r.).

4 Cob6panue 3akoHomarenbeTBa Poccniickoit ®enepanun, 2013, N 5, cr. 377; 2021, N 1, cT. 114.

5 AG3zan yeTBepThIi myHKTa | crathn 44 ®emepanbHoro 3akoHa oT 7 mrois 2003 r. N 126-®3 "O cssu" (Cobpanune
3aKkoHoAarenscTBa Poccniickont @eneparum, 2003, N 28, ct. 2895; 2021, N 1, cT1. 72).

¢ CobOpanue 3akoHOMaTenbCTBa Poceniickoi ®enepanuu, 2010, N 31, ct. 4179; 2021, N 1, cT. 48.

7 Cobpanue 3akoHOmaTenseTBa Poceuiickoi ®enepanun, 2011, N 15, cr. 2036; 2021, N 9, cT. 1467.

8 CobOpanue 3akoHomarenscTBa Poceuiickoi ®enepanun, 2012, N 27, cr. 3744; 2018, N 36, cT. 5623.
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° 3aperucTpupoBaH MuHHCTEPCTBOM FocTHiMH Poccuiickoii ®emepanun 30 HOs6ps 2010 r., perucTpamrOHHBIH
N 19085.

10 Cob6panme 3akonomarenscTBa Poccmiickoit ®enepamun, 2012, N 48, ct. 6706; 2018, N 49, c1. 7600.

1 Co6panue 3axonomarenscta Poccuiickoit @emepanunm, 2012, N 35, cr. 4829; 2018, N 25, cT. 3696.

IIpuaoxenne N 1

K AJIMUHUCTPATUBHOMY peryiaMeHTy MUHHCTepPCTBA 3IPaBO0XPaHeHH
Poccuiickoii ®@enepanuu 1o nperocTaBjaeHHIo

rocy1apCcTBEHHOM YCJIYId 10 BblIaYe 3aKJII0YeHnil (pa3pemnTebHbIX
AOKYMEHTOB) Ha BBO3 B Poccuiickyio ®@egepanuio KOHKPEeTHOM NapTHH
3aperucTPUPOBAHHBIX U (WIN) He3aPeruCTPHMPOBAHHBIX JIEKAPCTBEHHBIX
CPe/CTB, NPeAHA3HAYECHHBIX JJISl IPOBeIeHNs KIMHUYECKHX
HCCJIeI0BAHNI JIEKAPCTBEHHBIX MPENapaToB, KOHKPETHON MAPTUH
He3aperucTPMPOBAHHBIX JIeKAPCTBEHHBIX CPEACTB /ISl IPOBeIeHus
JIKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB B LEJsIX perHcTpauuy u
IKCNEPTHU3bI JIeKAPCTBEHHBIX CPE/ICTB, NPeAHA3HAYEHHbIX IS
oOpaleHus Ha 001eM PbIHKeE JIEKAPCTBEHHBIX CPEJICTB B paMKax
EBpa3uiickoro 3x0HoMHYeCKOro corw3a u (uiam) Poccuiickoii ®eepanumn,
OCYHIeCTBJICHHS FOCYAaPCTBEHHON PerucTPaluy JeKapPCTBEHHBIX
npenaparos, BKJIOYeHHs (papManeBTHYeCKOH CyOCTaHIMI

B FOCYJapCTBEHHbIN peecTp JIeKAPCTBEHHBIX CPEACTB, KOHKPETHOMI
NAPTHH He3aperncTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB AJIsl OKA3aHUs
MeIMIMHCKON MOMOIIH 110 )KU3HEHHBIM MOKA3aHUSIM KOHKPETHOI'0
nanMeHTa Jud0 0Ka3aHUA MeIMIMHCKONH MOMOIIHM OTPAHNYECHHOMY
KOHTHHI'€HTY MNAIMEHTOB € PeAKOH U (1J1M) 0c000 THKeI0i MaTo0rueH,
YTBep:KIeHHOMY I1prKka3oM MUHHCTEpCTBA 31paBOOXPAHEHUs
Poccuiickoit ®@exepanun ot 25 aBrycra 2021 r. N 880n

®opma

3asiBjieHHe 115 MOJIy4eHHUs1 pa3pelieHUsi Ha BBO3 Ha TeppuTopuio Poccuiickoii ®exepanun
KOHKPETHOMH MapTHH He3aperucTPUPOBAHHOIO JIEKAPCTBEHHOI0 Mpenapara JJs 0Ka3aHus
MeIMIMHCKOM MOMOIIH MO0 KM3HEHHBIM MOKA3aHUSM KOHKPETHOI0 NMalMeHTa

l. Haumenosanue u azpec
OpraHu3aI1-3asiBUTEIIS

2. Ilens BBO3a Ha Teppuropuro Poccuiickon
@denepaliy JEKapCTBEHHOTO Ipernapara

3. HanmeHnoBaHMe neKapcTBEHHOIO Ipenapara
(toproBoe u  (WIM)  MEXIYHApPOIHOE
HEMaTeHTOBAaHHOE)

4. JlexapcTBennas dhopma

5. Jo3upoBka, KOHIIEHTpalus, dbopma
BBIITyCKa (mepBuYHas YIAaKOBKa,
KOJINYECTBO B MIEPBUYHOMN 51
NOTPeOUTENBCKOM YIAaKOBKE,
KOMIUIEKTHOCTb)

6. HaumenoBanue
OpraHu3aluu - MIPOU3BOIUTENIS
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JICKAPCTBCHHOT'O IpCIiapara

7. CrpaHa TPOW3BOJCTBA  JICKAPCTBEHHOTO
npernapara
8. ®damuaus, UM, OTYECTBO (MPU HATUYWH)

IIaMEHTa,  JlaTa  pOXKJICHHUs, JIaHHbIC
CBUJIETEIILCTBA O POXKICHUM NALMEHTa
(cepus, HOMEp, K€M BBIJIaHO, /1aTa BbIIAUN),
MaCIIOPTHBIE JAHHBIE TIPU JOCTUKEHUU
NAlMeHTOM BO3pacTa s 00s3aTelbHOTO
MOJIyueHUsl macrmopTa (cepusi, HOMEp, KeM
BbIJIaH, J1aTa BbIIAUN)

0. HaumenoBanue u aapec yupexacHus, B
KOTOPOM OKa3bIBaCTCS MEIUITUHCKAS
ITOMOIIb

10. Jlmarnos nanpeHTa

11. KonnuecTBo JIeKapCTBEHHOTO Ipemnapara,

HEOOXOIUMOE UIST OKa3aHUSI MEIUIMHCKOM
MTOMOIIU MMAIUECHTY

12. | Crpana, U3 KOTOpOH OyAeT OCYILECTBIATHCS
BBO3 Ha  Teppuropuro  Poccuiickoin
denepanuun

13. | Cmoco6 BBO3a Ha TeppuTopuio Poccuiickoit
denepannu JIEKapCTBEHHOr O Mpenapara

14. Hara MPEAIONIaracMoro BBO3a Ha

tepputoputo  Poccuiickoit ~ denepanuu
JIEKapCTBEHHOTI'0 Ipernapara
[Ipunaraembie JOKYMEHTHI:

YIIOJIHOMOUEHHOE JIMIIO

(mojsxHOCTH, OGamMmimda, MMsa, OTUECTBO (IpM HaJIW4dMM) , [HOANMCEH)
MecTO neuaTu
(maTa) (mpr HaIM4YMM)

IIpunoxenne N 2

K AIMUHUCTPAaTUBHOMY peryiaMeHTy MUHHCTepCcTBa 31paBO0XPaHECHHA
Poccuiickoii @egepauuu no nperocTaBJieHHI0

roCy/1apCTBEHHOM YCJIYTH IO BbIAa4e 3aK/II04eHUi (pa3pemunTeabHbIX
AOKYMEHTOB) Ha BB03 B Poccuiickyro ®@enepannio KOHKPEeTHON MapTHH
3aperuCTPUPOBAHHBIX M (MJIHM) He3apernCTPHPOBAHHBIX JIEKAPCTBEHHbBIX
Cpe/ICTB, NPeAHA3HAYEHHBIX ISl IPOBeleH!s KIMHUYeCKHX
HCCJICJOBAHM JICKAPCTBEHHBIX NIPENApaTOB, KOHKPETHON NapTHH
He3aperucTPMpPOBAHHBIX JeKAPCTBEHHBIX CPEACTB /sl POBeIeHus
JKCIEPTH3bI JIeKAPCTBEHHBIX CPEACTB B LEISAX PErUCTPALNH H
IKCNEPTHU3bI JIeKAPCTBEHHBIX CPE/ICTB, NPeAHA3HAYEHHbIX IS
o0paieHus Ha 0011eM PbIHKE JIEKAPCTBEHHBIX CPEICTB B PaMKax
EBpa3uiickoro 3x0HoMH4YeCcKOro corw3a u (uiam) Poccuniickoii ®enepanumn,
OCYLIeCTBJICHHSA IOCYyJaPCTBEHHOM PerucTpanuu JeKapCTBeHHbIX
Npenaparos, BKIKYeHHs (papManeBTHYECKON cyOcTaHIMHU

B IrOCyJapCTBEHHbIN peecTp JIeKAPCTBEHHBIX CPeICTB, KOHKPETHOM
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NAPTHHN HEe3aPeruCTPHMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB /1JIsl OKA3aHUSA
MeTUIUHCKOI MOMOIIY 0 KU3HEHHbIM OKA3AHUAM KOHKPETHOI0
NanueHTa Jud0 OKa3aHus MeIULUMHCKOI MOMOIIUA OTPAHNYEHHOMY

KOHTHHTE€HTY NALMEeHTOB C PeIKOH 1 (UJIH) 0C000 TS:KeJI0i MaToJI0Tue,
YTBEpPAKAEHHOMY TTpriKa3oM MUHHCTEPCTBA 3PpaBOOXPAHEHUS
Poccuiickoii @enepaunu ot 25 aBrycra 2021 r. N 880n

®opma

3asiBjieHHe 15 MOJIyYeHUs pa3pelleHusi Ha BBO3 Ha TeppuTopuio Poccuiickoii @enepanun
KOHKPETHOMH NapTHH He3aperucTPUPOBAHHOIO JIEKAPCTBEHHOI0 Npenapara s 0Ka3aHus
MeINLIMHCKOI MOMOIIH OrPAHMYEHHOMY KOHTHHI€HTY NAIMEeHTOB C PeAKOil 1 (WI1) 0c000 TsKeJI0H

naToJorueu

HaumenoBanue 5 azpec
OpraHu3alu-3assBUTEIIS

Llens BBO3a Ha Teppuropuro Poccuiickoi
denepanny JIEKapCTBEHHOr 0 Mpenapara

Homep wu pmara axra IlpaBurenbcrBa
Poccuiickoit ®denepanuu BO HCIOJIHEHHE
KOTOPOTr'0 OCYLIECTBIIAECTCSA BBO3

HaumeHoBaHue JekapcTBEHHOTO Mpernapara
(toproBoe u  (WIM)  MEXIYHApOJIHOE
HEMaTEeHTOBAHHOE)

JlexapcTBeHHas popma

Jo3upoBka, KOHIIEHTpauus, dbopma
BBIITyCKa (mepBuYHas YIIaKOBKa,
KOJINYECTBO B IIEPBUYHOMN 51
NOTPeOUTENBCKON YIIaKOBKE,
KOMIUIEKTHOCTB)

3aboseBanre (COCTOSHUE) TAIMEHTOB, IS
OTPAaHWYEHHOTO  KOHTHUHTEHTAa  KOTOPBIX
BBO3HTCS JICKAPCTBEHHBIN Mpenapar

HaumenoBaunue
OpraHu3aluu - MIPOU3BOAUTENS
JIEKapCTBEHHOTO IIpernapara

CrtpaHa mNpOW3BOJACTBA JIGKAPCTBEHHOTO
npernapara

10.

KonuuecTBo nexkapcTBEHHOro mpenapara,
HEOOXOaUMOE IS OKa3aHUs MEIUIIMHCKON
IIOMOIIHA

1.

CrtpaHa, u3 KOTOpoi Oy/IeT OCYIIEeCTBIATHCS
BBO3 Ha  Teppuropuro  Poccuiickoin
denepannn

12.

Cnioco6 BB03a Ha TeppuTopuro Poccuiickoit
Denepanuy JIEKapCTBEHHOTO Mpernapara

13.

Hara  mpenmonaraemoro BBO3a  Ha
tepputopuro  Poccuiickonn =~ denepauunu
JIEKApCTBEHHOI'O IIpenapara
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| HpnnaraeMHe JOKYMCHTHI:

YIIOJIHOMOUEHHOE JIMIIO

(DojxHOCTL, OGamMmiamda, MM, OTUEeCTBO (IpM HaJIM4YMM) , [HOLIUCH)
MecTO neuatm
(maTa) (mpr HaIM4YMMK)

IIpuiaoxenne N 3

K AJIMUHUCTPAaTUBHOMY perjameHTy MUHHMCTepPCTBA 3APaBOOXPaHEeHH S
Poccuiickoii @egepanuu no npeaocTaBJIeHHI0

rocyJ1apCcTBeHHOI YCJIYI'H N0 BblIave 3aKJII04YeHNi (pa3peluTeTbHbIX
AOKYMEHTOB) Ha BB03 B Poccuiickyro @egepannio KOHKPEeTHONH NapTHH
3aperucTPUPOBAHHBIX U (WIN) He3aPeruCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPeACTB, NPEeAHAZHAYECHHBIX I IPOBEICHUS] KIHHHUYCCKNX
HCCJIeIOBAHNH JIEKAPCTBEHHBIX MPENapaToB, KOHKPETHOI NapTHH
He3apPeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB ISl IPOBeICHUs
IKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB B 1eJIsIX PerucTPallud U
JKCIEPTHU3bI JTEKAPCTBEHHBIX CPEICTB, NPeJIHA3HAYEHHBIX 51
oOpanieHus1 HA 001IeM PbIHKE JIEKAPCTBEHHBIX CPEJCTB B paMKax
EBpa3uiickoro 3xonHoMmuueckoro corwsa u (uiam) Poccuniickoii ®enepanumn,
OCYylIeCTBJIEHHS TOCYJAPCTBEHHOH PerucTpPanum JeKapcTBeHHbIX
NpenaparoB, BKIKYeHUs (papManeBTHYECKOH CyOCTaHIMHU

B FOCY/1apCTBEHHbIN peecTp JIeKAPCTBEHHBIX CPEACTB, KOHKPETHOM
NAPTHHN HEe3aPeruCTPHMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB AJIs1 OKAa3aHUSA
MeIMLIMHCKOI MOMOIIHU 10 )KM3HEHHBIM MOKA3aHUSIM KOHKPETHOT 0
NanueHTa Ju00 OKa3aHus MeAUMLIMHCKON MOMOIIY OTPAHMYECHHOMY
KOHTHHI€HTY MallUeHTOB ¢ PeAKOoi 1 (1) 0c000 THKeI0ii MaTo0Truel,
YTBePKAEHHOMY ITprKa30M MHUHHCTEPCTBA 31PABOOXPAHEHUSA
Poccuiickoii ®egepauum ot 25 aBrycra 2021 r. N 880n

®opma

3asiBjIeHHe /1 MOJTyYeHHs pa3pelieHus1 Ha BBO3 HA TeppuTopuIo Pocceniickoit @enepanun
KOHKPETHOM MapTHH NAPTHHU 3aPEeriCTPUPOBAHHBIX M (MJIM) He3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB, IPEeIHA3HAYEHHBIX JUIA NPOBEACHUA KIMHUYECKUX HCCIe0BAHUMI
JIEKAPCTBEHHBIX NPENapaToB

l. HaumenoBanue u azpec
OpraHu3aI1-3asBUTEIS

2. Ilenr BBO3a Ha Teppuropuro Poccuiickoin
denepaniv JIEKapCTBEHHOT0 Mpernapara

3. [ara, HOMep paspelieHuss Ha MPOBEACHUE
KJIIMHUYECKOTO0  HCCIEAOBaHUS,  HOMEp
HAaUMEHOBAHHUE TPOTOKONA KIMHHUYECKOIO
MCCJIEI0BAHMS

4. HaunmMeHoBaHue nekapCTBEHHOTO mpemnapara
(toproBoe u  (WiaM)  MEXIYHApOJHOE
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HEIMAaTeHTOBAHHOEC)

5. JlexapcTBennas dhopma

6. Ho3upoBka, KOHIICHTpaIus, dbopma
BBIITyCKa (mepBuyHas yIaKOBKa,
KOJINYECTBO B IIEPBUYHOMN U
NOTPEOUTETHCKOM yIIaKOBKE,
KOMILIEKTHOCTb )

7. HaumenoBanue
OpraHu3aIuu - MIPOU3BOIUTEIIS
JIEKapCTBEHHOTI'0 IIpernapara

8. Ctpana mpoW3BOJCTBA  JIEKAPCTBEHHOIO
npenapara

9. KonnuecTBO BBO3UMOTro JIE€KapCTBEHHOI'O
npernapara

10. | Crpana, U3 KOTOpOH OyAeT OCYILECTBIATHCS
BBO3 Ha  Teppuropuro  Poccuiickoin
denepanuun

11. | Croco6 BBO3a Ha TeppuTopuio Poccuiickoit
Denepalyyl JIEKapCTBEHHOTO Mpernapara

12. | [lara  mpeamnosiaraeMoro BBO3a  Ha
tepputoputo  Poccuiickoit ~ denepanuu
JIEKapCTBEHHOTI'0 Ipernapara

[Tpunaraemblie TOKYMEHTHI:

YIIOJITHOMOUEHHOE JIMIIO

(mojxHOCTH, OGamMmimda, MM, OTUECTBO (IpM HaJIW4YMM) , [HOAINMUCH)
MecTO neuaTu
(maTa) (mpr HaIM4YMM)

IIpuiaoxenne N 4

K AJIMUHUCTPAaTUBHOMY periamMeHTy MHHHCTepCTBa 34paBOOXpPaHEeHH s
Poccuiickoi ®@enepanuu 1o nperocTaBjaeHHIO

roCyapCTBEHHOM YCJIYI'H 110 BbliaYe 3aKJII0YeHHH (pa3pemmTeJbHbIX
AOKYMeHTOB) Ha BBO3 B Poccuiickyro ®denepanniio KOHKPETHOM NapTHH
3aperucTPUPOBAHHBIX U (WJIH) HE3aPEeruCTPHMPOBAHHBIX JIEKAPCTBEHHBIX
CPEeACTB, NPEeAHAZHAYECHHBIX I NPOBEACHUA KINHUYECKHUX
HCCJIEIOBAHNH JIEKAPCTBEHHbIX NIPENapaToB, KOHKPETHON MapTHH
He3apPeruCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB I POBeICHU
JIKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB B LEISIX PErHCTPALUM U
JKCHEPTU3bI TEKAPCTBEHHbIX CPEICTB, IPeIHA3HAYeHHBIX A/
oOpanieHus HAa 001LIeM pbIHKE JIEKAPCTBEHHBIX CPEACTB B PaMKax
EBpa3uiickoro 3xk0HOMHYeCKOro cor3a u (uiam) Poccuiickoit @exepannu,
OCYHIECTBJICHHS IOCYAaPCTBEHHON PEruCTPaluM JeKAPCTBEHHbIX
npenaparos, BKJIIOYeHHA (papManeBTHYeCKOH CyOCTaHIMI

B IOCYapCTBEHHBIN peecTp JIeKAPCTBEHHBIX CPEACTB, KOHKPETHOMI
NMAapTUHM HEe3aPEruCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB I OKA3aHUA
MeIMIMHCKOM MOMOIIH 110 }KU3HEHHBIM MOKA3aHUSIM KOHKPETHOI'0
nanMeHTa Ju00 0Ka3aHHUA MeIMIMHCKON MOMOIIHM OTPAHMYCHHOMY
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KOHTHHI€HTY MallMeHTOB ¢ PeAKOi U (1J1) 0c000 THKeI0i MaTo10Tnei,
YTBePKAEHHOMY IIprKa30M MHUHHCTEPCTBA 31PABOOXPAHEHUSA
Poccuiickoii ®egepanun ot 25 aBrycra 2021 r. N 880n

®opma

3asiByieHUeE 1JIS TIOJIyYeHUs1 pa3pelieHusi HA BB03 Ha Tepputopuio Poccuiickoii ®exepanun
KOHKPETHOI NAapTHH He3aperucTPUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB /1Jisl MPOBeIeHUs
IKCIEPTHU3bI JIEKAPCTBEHHBIX CPE/ICTB B 1eJISIX PErHCTPALIMU H IKCIEPTH3bI JIeKAPCTBEHHbIX
CPeACTB, NPeIHA3HAYEHHBIX VIS 00palleHus Ha 001eM PbIHKe JIEKAPCTBEHHBIX CPEACTB B PaMKax
EBpa3uiickoro 3x0HoMHYeCKOro corw3a u (uiamn) Poccuiickoii ®egepanun, ocymecTBIeHUS
roCy1apCcTBEeHHOI perucTpalnum JeKapcTBEeHHbIX NPenapaToB, BKJIKYEHHs (papMaleBTHYeCKOM
cyOCTaHIIMH B rOCy/1apCTBEHHBIH peecTp JeKapcTBEeHHbIX

1 HaumenoBanue u anpec
OpraHu3alu-3assBUTEIIS

2. Ilens BBO3a Ha Teppuropuro Poccuiickon
®enepauy  JEKapCTBEHHOIO  Ipernapara
win (hapMareBTHYECKON CyOCTaHINH

3 HanmMeHoBaHMe JIeKapCTBEHHOTO Mpernapara
(toproBoe u  (WiIM)  MEXIYHApOJIHOE
HEMaTEeHTOBAaHHOE)

4 JlexapctBennast popma

5 Jo3upoBka, KOHIIEHTpauus, dbopma
BBIITyCKa (mepBuyHas yIaKoBKa,
KOJINYECTBO B MIEPBUYHOMN 51
NOTPeOUTENBCKON YIIaKOBKE,
KOMIUIEKTHOCTb)

6 Haunmenosanue

OpraHu3aluu - MIPOU3BOIUTEIS
JIEKapCTBEHHOT'0 Ipernapara

7 Crpana mpou3BOJCTBA JIEKAPCTBEHHOIO
npenapara

8 KonnuectBo BBO3UMOro JIEKAPCTBEHHOTO
npenapara

9 CrtpaHa, u3 KOTOpoit Oy/IeT OCYIIEeCTBIATHCS
BBO3 Ha  Teppuropuro  Poccuiickoin
denepannn

10 Crioco6 BBO3a Ha TeppuTopHio Poccuiickoit
@®enepalil  JIGKApCTBEHHOTO  Mpernapara
wid (apMareBTHYECKON CyOCTaHITH

11 Jara MPEANOIaracMoro BBO3a Ha
tepputoputo  Poccuiickonn =~ denepauunu
JIEKapCTBEHHOT'O npenapara WIH
(dapmarieBTHYECKON CyOCTaHIINH
[Ipunaraemble JOKYMEHTHI:

YIIOJIHOMOUEHHOE JIMLIO
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(DojxHOCTL, GamMmiamda, MM, OTUEeCTBO (IpM HaJIW4YMM) , [HOLIUCH)
MecTO neuatTm
(maTa) (mpr HaIM4YUM)

puiaoxenne N 5

K AJIMUHUCTPAaTUBHOMY perjameHTy MUHHMCTepPCTBA 3APaBOOXPaHEeHH s
Poccuiickoii ®@enepanum 1o nperocTaBjaeHHIo

rocy1apCcTBEHHOM YCJIYId 0 Bbl/IaYe 3aKJII0YeHnil (pa3pemnTebHbIX
AOKYMEHTOB) Ha BBO3 B Poccuiickyio ®@egepanuio KOHKPETHOM NapTHH
3aperucTPUPOBAHHBIX U (WIH) He3aPeruCTPHMPOBAHHBIX JIEKAPCTBEHHBIX
CPe/ICTB, NPeAHA3HAYECHHBIX ISl IPOBeIeHNs KIMHUYECKHX
HCCJIeI0BAHNI JIEKAPCTBEHHBIX NPENapaToB, KOHKPETHON MapTUH
He3aperucTPMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB /ISl IPOBeIeHus
JIKCHEPTH3bI JIEKAPCTBEHHBIX CPEACTB B LEJISIX PerHcTpauuy u
IKCNEPTHU3bI JIeKAPCTBEHHBIX CPE/ICTB, NPeAHA3HAYEHHbIX IS
oOpaleHus Ha 001eM PbIHKeE JIEKAPCTBEHHBIX CPEICTB B paMKax
EBpa3uiickoro 3x0HoMHYeCKOro corw3a u (uiam) Poccuiickoii ®eepanumn,
OCYHIeCTBJICHHS FOCYAAPCTBEHHON PerucTPalluy JeKaPCTBEHHBIX
npenaparos, BKJIOYeHHs (papManeBTHYeCKOH CyOCTaHIMI

B FOCYJapCTBEHHbIN peecTp JIeKAPCTBEHHBIX CPEACTB, KOHKPETHOMI
NAPTHH He3aperncTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB AJIsl OKA3aHUSs
MeIMIMHCKON MOMOIIH 110 )KU3HEHHBIM MIOKA3aHUSIM KOHKPETHOI'0
nanMeHTa Ju0d0 OKa3aHMA MeIMLIMHCKONH MOMOIIM OTPAHMYECHHOMY
KOHTHMHI€HTY MAIMEHTOB € PeJAKOH U (1J1M) 0c000 THKeI0i MaTo10rueH,
YTBep:KAeHHOMY I1prKka3oM MHUHHCTEpCTBA 31PaBOOXPAHEHUs
Poccuiickoit ®@exepanun ot 25 aBrycra 2021 r. N 880n

®opma

3anpoc o npegocTaB/IeHUM CBeeHHMIl 0 KOHKPETHOM 3aKJII0UeHHH (Pa3peliuTeIbHOM JOKYMEHTe) Ha
BB03 B Poccmiickyio ®denepannio KOHKpeTHOH NAPTHH 3aperHCTPUPOBAHHBIX U (MJIH)
He3aperucTPMpPOBAHHBIX JI€KAPCTBEHHbIX CPEACTB, PeJHA3HAYEHHbIX /Il IPOBe/leHus!
KJIMHHYECKHUX HCCJIeJOBAHNI JICKAPCTBEHHBIX NIPENapaToB, KOHKPETHON MapTHH
He3aperucTPMpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB /sl IPOBeleHUs IKCIePTU3bI JIEKAPCTBEHHBIX
CPEICTB B LEJIAX PerHCTPANMHU U IKCIIEPTH3bI JICKAPCTBEHHBIX CPE/ICTB, IPEIHA3HAYECHHBIX LI
o0paieHusi Ha 0011eM pbIHKe JIEKAPCTBEHHBIX cpelcTB B pamkax EBpa3niickoro 3x0HoMu4ecKkoro
coro3a u (mu) Poccniickoii @egepanun, 0CyeCTBJICHUS rOCYIapCTBEHHON PerHCTPAUKI
JIEKAPCTBEHHBIX NPENapaToB, BKIKYeHNs (apManeBTHYECKO CyOCTAHIMH B IOCYIapCTBEHHbIH
peecTp JIeKaPCTBEHHBIX CPE/ICTB, KOHKPETHON NAPTHH He3aperncTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPe/ICTB /Il OKA3aHMS MeIMIMHCKONH MOMOIIM 10 KM3HEHHBIM MOKA3aHUSIM KOHKPETHOI0
NagueHTa Ju00 0KA3aHUA MeIMIMHCKONH MOMOIIM OTPAHMYCHHOMY KOHTHHICHTY NAMEHTOB €
peakoi u (Win) 0c000 TAKeJN0H NaToJI0rueit

[Ipomry mpemocTaBuUTh W3 peecTpa BBIAAHHBIX 3aKIIOYCHHM, pENIeHWd 00 OTKa3e B BbIIaye
3aKIIIOUECHNH CBEACHUS B OTHOIICHUH

(YK%BIBB.}OTCSI CBCIACHHUA O 3aKIIIOUYCHUU (pa3peI_HI/ITeHBHOM I[OKyMeHTC) Ha BBO3 (BLIBO3)
OMOJIOrTYECKHX MaTCpraloB, MOJYUCHHBIX ITPU MPOBCACHUN KIIMHUYCCKOI'0 UCCIICAOBAHUA
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JIEKapCTBEHHOIO Mpernapara Jjisi MeIUIUMHCKOTO MPUMEHEHHUS)

3asiBUTEIIb - FOPUIMYECKOE JIULIO:

1.1

ITonnoe HanMeHOBaHHE IOPUINYCCKOIO JIMIa

1.2

WNnenTtnukamoHHplii  HOMEp  HAJIOTOIUIATEIbIINKA
(MHH) WIn OCHOBHOM rocyJapCTBEHHBIN
peructpannonubiii Homep (OI'PH)

1.3

[TouToBBIii angpec OpUAMYECKOrOo JuLa (TOYTOBBIM
HHJICKC, HauMEHOBAaHUE cyOBekTa Poccuiickon
®enepauny, paiiOHa, HACEIEHHOTO IIYHKTA, YJIUIIBI,
HOMED JIoMa (BIIaJeHUs ), KOpryca (CTPOCHHS ), KBAPTHUPBI

(oduca)

damuus, M, OTYECTBO (mpu HaJTUYIHH)
YIIOJTHOMOYECHHOTO TIPECTABUTEIIS

2.1

I[OJ'DKHOCTB YIHOJHOMOYCHHOT'O ITPEACTABUTCIIA

2.2

AJipec 2JIEeKTPOHHON OYTHI

23

Homep koHTakTHOro TenedoHa (ykas3blBaeTcs C KOAOM
MEX1YTOPOJHEN CBSI3M) - O YKEJIAHUIO 3asIBUTEIIS

Pa3pemenue Ha MPOBEACHUE KJIIMHUYECKOTO
uccie0BaHus (HOMep U Jarta)

HammMeHnoBaHue JICKapCTBCHHOI'O npcerapara JJIA
MCIUIUHCKOI'0 MPUMCHCHUA

HOMep U HAWMMCHOBAHHUC IIPOTOKOJIA KIMHHUYCCKOI'O
HCCIICOJOBaHUA

YIIOJIHOMOUEHHOE JIMLO

(mojmxHOCTL, GamMmiamsa, MM, OTUECTRO (IpM HaJIWUUUU) ,

MecTO neuvaTm

(maTa) (mpr HaIM4YUMK)
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