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06 yreepknennn MeToau4ecKHX yKa3aHuii
N0 OCYLIEeCTBJICHHIO HCNOJHHTE/IbLHLIMH OPraHaMH Cy0LEeKTOB
Poccuiickoii ®eaepanun nepeJaHHbIX MOJHOMOYHIA 10 OPraHA3ALMH
obecnevyeHus rpaXaaH, BKIIOYeHHbIX B DeepanbHblii perucTp JHI, HMEIOIHX
NpaBo HA MOJy4eHHe rOCyIapCTBEHHOM COMHAILHOI MIOMOILIH, JIEKAPCTBEHHBIMH
npenapaTamMH I MEAHIHHCKOIO NPHMEHEHHS, MEIHLHHCKHMH H3/e/THSMH,
a TaKiKe CelHAJTH3HPOBAHHBEIMH NPOIAYKTAMH JIe4e0HOr0 MHTAHHSA AJIs
lleTeH-HHBAJIH/I0B, B TOM 4HCJIe C HCIO0b30BAHHEM Y1eKTPOHHOTO cepTHdHKATA

B coorseTcTBHM ¢ myHKTOM 2 YacTh 7 crathd 4! ®enepansHoro 3akoHa ot 17 urojis
1999 r. Ne 178-®3 «O rocynapcTBeHHOH COLMANBHON MOMOIIM», IYHKTOM 3 YacTH 5
cTatel 3 QenepansHoro 3akoHa oT 30 mexabps 2020 r. Ne 491-®3 «O mpuobpereHny
OTAETBHBIX BUIOB TOBAPOB, pa0OT, yCIIYT C HCIOMB30BAHHEM 3IEKTPOHHOIO CEPTH(HKATA
u myHKToM | llomoxenuss o MunucTtepcTBe 3apaBooxpaHenus Poccuiickoit @enepan,
YTBEPXKACHHOTO nocraHoBieHHeM IIpaBurensctBa Poccuiickoit @enepanuu ot 19 urons
2012r. Ne 608, mpHu K a3 Bl Balo:

1. VIBepauts mpunaraemele MeTOAMYECKHE YKA3aHUA 1O  OCYIIECTBICHHIO
MCTIONHUTENBHEIME ~ OpraHamMu  CyGnexToB  Poccmiickoit @enepanuu  mepefaHHBIX
MOJIHOMOYMH II0 OpraHW3anuM obeCredeHMs IpaXKIaH, BKIIOYEHHBIX B (DenepanbHBIiA
PETHCTp JIHL, UMCIOLINX IPaBO Ha IIONy4YeHHE TOCYAAPCTBEHHOM COLMANbHON MOMOIIH,
JEKapCTBEHHBIMU IIperapaTaMM [JI MEIULUHCKOrO IPUMEHEHUs, MEIUIIMHCKUMHU
U3JICIUAMHE, a TaKkKe CHeNHAIM3MPOBAHHBIMH TMPOAYKTAMH JIeYeOHOTO MHUTAHUS
AN NeTeH-UHBAIIU/IOB, B TOM YHCJIE C HCIIONb30BaHHEM 3NIEKTPOHHOTO CepTUMHKATA.

2. IlpusHaTh yTPaTUBMIMMHU CHIy INpHKa3ssl MUHHMCTEPCTBA 3IPaBOOXPAHEHHS

Poccuiickoii ®enepanmu:




or 23 oktsa6ps 2019 r. Ne 877 «O06 yTBepxkAeHMHM METOAMYECKHX YKa3aHUH
1o OCYIIECTBIICHUIO opraHaMu rocyapCTBEHHOM BJIACTH CyOBEKTOB
Poccuiickoii ®enepanyy MepeNaHHBIX [TOJHOMOYHHM [0 OpraHM3alUid obecredeHHs
rpaxaaH, BKIIOUEeHHBIX B DenepanbHBIi pEruCTp UL, HMEIOLIHX TIpaBO HA HOJyYeHHE
TOCYIapCTBEHHOW COLMATBHOM ITOMOIIM, JEKapCTBEHHBIMH IIpENapaTaMH, MeIMIHHCKIMU
U3IEIUAMH, a TAK)KE CIIENHATU3UPOBAHHBIMY MTPOAYKTaMH JI€4eOHOrO MATAHMs UL IETEH-
MHBAJIHIOBY (3aperucTpupoBaH MUHHCTEPCTBOM IocTULMH Poccuiickon ®Dexnepaunu
16 anpenst 2020 r., peructparuonHsiii Ne 58109);

ot 22 ceutsaOps 2020 r. Ne 10028 «O BHeceHMM H3MEHEHMH B Meroauueckue
yKa3aHHsd II0 OCYIIECTBICHHIO OpraHaMH TOCYJapCTBEHHOM BIacTH CyOBEKTOB
Poccuiickon (De,uepaulzml NepeJaHHBIX [OJHOMOYMH II0 OpraHM3alldH oOecledeHus
rpaXkaaH, BKIIOUEHHBIX B DefepaibHBIA PErHCTp JIHMI, MMEIOMMX MPaBO Ha IOTy4YeHHE
roCyIapCTBEHHON COLMANIBbHOM MOMOIIIY, JEKapCTBEHHBIMHU IIpenapaTaMu, MeIULHHCKUMHA
M3MEeNHAMH, a TalKe CIIeNMATH3HPOBAHHBEIMYE - NPOAYKTAMH JIe4eGHOTO MHTAHUS
IS eTeH-WHBAIMAOB, YTBEPXKISHHBIE IIpHKasoM MHUHHCTEPCTBA 3ApaBOOXpPAHEHUSA
Poccuiickoit ®enepanuun ot 23  okTsops 2019 1. Ne 877m»  (3aperucTpupoBaH
MununcrepcTBoM roctuie Poccuiickoit @enepanuu 14 suaBaps 2021 r., perucTpaldOHHBIA
Ne 62086).

3. Hacrosmmii mprka3 BCTymnaeT B cuity ¢ | suBaps 2025 roaa.

MuHuctp M.A. Mypauixo



YTBEPXJEHBI
npuKka3zoM MUHHCTEPCTBA 3/IpaBOOXPaHEHUsS
Poccuiickoit ®enepanyu

ot «d » /{M(;}zj 2024 r. Ne ﬁ/ﬂ

MeTtoauveckue yKka3aHHus
M0 OCYIIeCTBJIEHHI0O HCIIOJIHHTEIbHBIMH OPraHaMH CyObeKTOB
Poccniickoii Peaepaunu nepeaHHbiX NOJHOMOYHH M0 OPraHN3alHH

obecrieueHHs rpaxaaH, BKJIIOYeHHbIX B @enepaibHbIA perucTp JuL, HMeomux

NPaBoO HA NOJIy4YeHHe rocy1apcTBeHHOH COUHAILHOH IOMOIIH, JIEKAPCTBEHHBIMH
npenapaTtamMy AJisi MeAMLMHCKOIO NPHMEHEeHUs], MEeAHINHHCKHMH H3/1eJ1HsIMH,
a TaK)Ke CTeHUATM3MPOBAHHBIMH NPOAYKTAMH JIe4eOHOI0 MHTAHHUSA AJIA JeTeH-
HHBAJHA0B, B TOM YHCJI€ ¢ HCNOJb30BAHHEM 3JIEKTPOHHOIO cepTUHKATA

1. Hactosimue ~ Meroaudeckne — yka3aHUs  YCTaHaBIMBAlOT  TpeOOBaHUSA
K OCYIIECTBJIEHHUIO WCIOJHUTENFHBIMU opraHamMu cyobekToB Poccuiickoii ®enepaimmy,
onpeAcieHHBIMH BHICIIMMU JODKHOCTHBIMHU JIMLIaMu cyOBekToB Pocculickoi ®enepanun
(pyxoBoguTensIMU BBICILIUX HCTIOJIHUTENBHBIX OpraHoB CyOBEKTOB
Poccmiickoit ®enepanu) U agMuUHHCTpamuedt ropoaa  baiikonypa (mamee —
MCTIOJTHUTEIIbHBIC OPTraHbl CYObEeKTOB), EPEIlaHHbIX UM U OCYIIECTBICHUS TOJTHOMOYHMEA
Poccutickoiit ®enepanyu B 00J1acTH OKa3aHWS TOCYAapCTBEHHOW COLMAIBLHON MOMOIIA
B BHJe Habopa cOLMANbHBIX YCIyr, B YacTH OpraHu3anud obecrieyeHHs TpaxKAaH,
BKIIOYEHHBIX B @DeaepanbHblil perucTp JHL, HMEIOLIMX IMpaBO Ha MOIy4YeHHE
roCylapcTBEHHOM coumuansHON momomu! (namee — @enepanbHEIA — pErucTp),
U He OTKa3aBLIUXCS OT MOIYYEHUs COLUMANIBHON YCIYTH M0 00eCNeYeHHI0 B COOTBETCTBUH
CO CTaHAapTaMH MEIUIUHCKOM MMOMOII He0OXOAUMBIMH JIEKAPCTBEHHBIMU TIperapaTaMu
JUIsl MEJIMLIMHCKOTO NPUMEHEHHUS B 0OBbeMe He MEHee, YeM 3TO MPEyCMOTPEHO MepeIHEM
XKM3HEHHO HeOoOXOJMMBIX U BaXKHEHMINMX JEeKapCTBEHHBIX IIpenapaTos, C(QOpMUPOBaHHBIM
B cooTBeTcTBHM C PexepanbHeiM 3akoHOM oOT 12 ampens 2010 roma Ne 61-@3
«O6 obpalnieHnH JeKapCTBEHHBIX CPEACTBY, M0 pellenTaM Ha JeKapCTBeHHBIE MpenapaTsl,
MEIWLIMHCKUMHU U3JEIUAMH 10 pelerrraM Ha MeEJUMUIHUHCKHE W3AeNus, a TakKkKe
CIIEUATU3UPOBAHHBIMHE IIPOAYKTAMH JIEY€OHOTO IIUTAHUS JJIS AeTeH-NHBANIUA0B (Hanee —
COLMAJIbHAs YCJIyTa), B TOM YHCJIE C HCIIOIb30BaHUEM JIIEKTPOHHOrO cepTudukara.

2.lensto HacTosAmux MeToauueckux YyKa3zaHUH SABIsIETCA MpeaylnpexaeHue
HapylleHWit TpeGoBaHMII  3aKoHOjmaTenbcTBa  Poccuiickoit Mefepaud M HHBIX
HOPMaTHUBHBIX IIPABOBBIX aKTOB O TIOCYJIapCTBEHHOH COIMAIBHON ITIOMOHIH, a TakKXKe
noBbIIEHUE P HEKTUBHOCTU PacX0I0BaHMUs CPEACTB (elepalbHOTro Or0IKeTa.

3. K nonromouunsim Poccuiickoii @enepanuu B 00,1acTH OKa3aHUS rOCy1apCTBEHHOM
colanbHO IOMOIIM B BUJIE Habopa COLMaNbHBIX YCIIYT, TEPEeAaHHBIM IJI OCYIIECTBIEHHUS
UCIIOJHUTE/IBHBIM ~ OpraHaM  CyOBEKTOB, OTHOCSTCS  CJEAYIOIIHE  ITOJTHOMOYHS

! Crarbs 6.4 ®epepanbroro 3akoHa ot 17 mona 1999 r. Ne 178-®3 «O rocyaapcTBeHHOI COLMATBHON MOMOLIHY
(nanee — ®denepansHbiif 3akoH Ne 178-03).
2 Tyukr 1 yactu 1 crateu 6.2 @enepansHoro 3akona Ne 178-@3.




[0 OpraHu3alldd oOecleveHs TIpax[aH, BKIIOYEeHHBIX B {elepanbHBI pPETHCTP
¥ HE OTKa3aBIIKMXCA OT IMOJIyHYeHHs COLMAIBHON YCIYTH JeKapCTBEHHBIMHU IIpernapaTamu
I MEOWIMHCKOTO  INPUMEHEHHS,  MEIUIMHCKMMH  H3JeIMsAIMH, a  TaKxke
CTeNMaTM3MPOBAaHHBIMU IPOAYKTaMH JIe4eGHOro IUTaHUs IS AeTeH-MHBAIUIOB (faee —
TniepenaHHbIe TOTHOMOYHS) :

1) ocyiecTBneHHe 3aKyNOK (B TOM YHCIIe OpraHu3alusl onpeneneHH;I MTOCTABIIUKOB)
JMeKapCTBEHHBIX IpEenapaToB Ui MEIUIIMHCKOTO IPUMEHEHHs, MEJUIMHCKUX W3IeNui,
a TaKKe CIEUATM3HPOBAHHBIX MPOAYKTOB JIe4eOHOTro MUTAHUS IS JeTe-UHBATH/IOB;

2) opranuszaius  obecriedeHHWss  HACeJIeHHWS  JICKaPCTBCHHBIMH  IIperapaTamH
IO~ MEIMUMHCKOTO  IIPUMEHEHWs,  MEJULMHCKHMH  M3JENHAMH, a  TaKKe
CIEIHATN3UPOBAaHHBIMA  TIPONYKTaMH JIEYeOHOr0 TUTAaHUSA JUIS  JeTeH-UHBAIHJIOB,
3aKyIUICHHBIMH I10 TOCYJapCTBEHHBIM KOHTPAKTaM.

4. QunancoBoe ofecledyeHde pacxXxoJOB Ha  OCYyIIECTBICHHE IlepeHaHHBIX
MOJIHOMOYMI OCYIIECTBIISIETCS 3a C4UeT CPeACTB, INPEeIyCMOTPEHHBIX B (eaepalibHOM
OromKkere Ha COOTBETICTBYIOIIMM ToJ, Ha OKa3aHHWe TpaxKJaHaM, BKIIOYEHHBIM
B ®DenepanbHBIi perucTp, COIHUANBHOM YCIYrH IO OOECHeueHHIO JIeKapCTBEHHBIMH
mpernapaTtaMd i1 MEIULUMHCKOro I[PUMEHEHMs II0 pelenTaM Ha JeKapCTBEHHBIE
IpernapaTsl, MEIMLIUHCKUMHY H3JETHAMH 10 pelenTaM Ha MeIULUHCKUAE U3JENUs, a TaKXKe
CIIENUATN3UPOBAHHBIMY IIPOAYKTaMH JI€4€0HOr0 IUTaHUs [/ JAeTei-MHBATUI0B",

5. CpenctBa Ha OCYIIECTBICHHE IE€PEAAHHBIX IOJHOMOYMH IpeIyCcMaTpUBAIOTCS
B BHJIE CYOBEHIIHi U3 erepanbHOro OromKeTa.

6. OO0t 00beM cpeaCTB, NMPEeIyCMOTPEHHBIX B (delepalbHOM OIOIKETE B BHIE
cybBeHuuii Owmxeram cyOvekToB Poccuiickoii @enepaumn U ropoxy balikonypy

(manee — cyOwekTsl Poccuiickoit ®enepaniyd) Ha OCYIIECTBICHHE IepEAaHHBIX
TTOJIHOMOYMH, OlIpeieNaeTcss UCXOAS h3:
1) uyucnennoctn  rpaxzpaH, — BKmoueHHbIXx B @enepanbHbli  peructp,

¥ HE OTKa3aBIIMXCS OT MOJIY4YCHUS COIUAIBbHON yCIIyTH;

2) HopMaTHBa (PUHAHCOBBIX 3aTpaT B Mecsll Ha OZHOTO I'paXJaHWHA, BKIIOYEHHOrO
B PenepanbHEiil PErHCTp, MOMYYAIOWIErO IOCYAapPCTBEHHYIO COIMANBHYIO IIOMOIIE B BHIE
COLIMAIIBHOM YCIYrH, YycraHasBiuBaemoro exeromHo IIpaBurensctBoMm Poccuiickoii
denepauun’.

7. CpencrBa Ha OCyLIECTBIEHUE NEPEJAaHHBIX [TOTHOMOYMI HOCAT LENEBOM XapaKTep
¥ HE MOT'YT OBbITh UCIIOJI30BaHbI Ha IPYTHE MEJH.

8. 3asBKM Ha LepevHcIIeHne CyOBeHIMH U3 ¢enepanpHOro OrmkeTa Ha GHUHAHCOBOE
obecnieyeHre OKa3aHMs rpakKIaHaM, BKIIOYeHHBIM B DeepalibHBI PETUCTD, COLHMAIBLHOM
YCIyrd, IPEICTABIAIOTCA MCIOIHUTEILHBIMA OpraHaMu CyObeKTOB B MMHHCTEPCTBO

3 Yacts 1 cratby 4.1 @epepansHoro 3akoHa Ne 178-@3.

* BenoMCTBeHHas CTPYKTypa pacXomoB ¢egepaibHoro Giomketa Ha 2024 rom M Ha NIaHOBBIA mepuon 2025
u 2026 rozos (npunoxenne Nel2 k denepanbHomy 3akoHy oT 27.11.2023 Ne 540-®3 «O denepansHoM 6romxkeTe Ha 2024 Tog
¥ Ha IaHoBbld nepron 2025 u 2026 roaosy).

5 Yacte 3 crathu 4.1 ®enepansHoro sakona Ne 178-@3, Mertoauka pacdyeta ofbema CPEICTB, IPeXyCMOTPEHHbIX
Ha (uHaHCOBOE OOecneyeHHe PacxomOB IO MPEJOCTABICHMIO IPaKIaHaM TIOCYJapCTBEHHOH CONMATLHON MOMOLIM B BHIE
Habopa CoUMaNbHBIX YCITyT, yTBEpXKAeHHAs NocTaHoBneHHeM [IpaButensctea Poccuiickoit ®enepaunu ot 29 nexabpsa 2004 r.
Ne 864 «O nopsnke ¢uHaHCOBOro obecHeyeHHs PacXONOB MO MPEJOCTABIEHHMIO TPaXkAaHaM ToCYJapCTBEHHON COLHMANBHOM
noMomM B BHxe Habopa COUMANBHBIX YCAyr» C HM3MEHEHWAMH, BHECEHHBIMH [IOCTAHOBJIEHHEM [IpaBHTENLCTBA
Poccuiickoii ®eaepaunn ot 30 HosOpa 2022 r. Ne 2176.




3mpaBooxpaHeHusa Poccuiickoit @enepanuu B TedeHNe NMATHAALATA pabodux OHEH Co THA
opuupanpHoro  omybnukoBaHus  akToB  [lpaBurensctBa  Poccwuiickoii Menepanyn
0 pachpejieleHHd CyOBeHIUM, BHECEHHH W3MEHEHWH B paclpe/ielieHhue CyOBEHLH
o dopme,  yTBEpXKJACHHOMU IIpUKa3oM MunuctepcTBa  37paBOOXPAHEHUS
Poccuiickoit ®enepanun ot 8 mrons 2020 r. Ne 55588,

9. UcnionHuTeNnbHBIE OpraHbl CyOBEKTOB IIPEACTaBASAIOT B MUHHCTEPCTBO
3npaBooxpaHeHnss Poccuiickoii @enepanuu exexBapTaibHO, He mo3gHee 10-ro umcna
MecsLa, CIeAyIOIero 3a OTYETHBIM KBapTalloM, OTYET O pacxoaxX OlIKETOB CyOBEKTOB
Poccuiickoit @efepanuy, UCTOYHUKOM (PHHAHCOBOTO OOeCIedeHHs] KOTOPHIX SIBISETCS
cyOBeHIIUs, B COOTBETCTBHM C [IpaBuiaMu npenocTaBieHus cyOBeHIMi U3 (enepaibHOro
Oromxkera Oropkeram cyonekToB Poccuiickoil @enepanuu u Oropkery r. baiikoHypa
Ha (uHaHCOBOE oOecmedeHHe OKa3zaHWsl OTHEIbHBIM KAaTeropusM TPaxJAaH COLMAIbHOM
YCIIyTH IO 00€eCIIe4eHHIO JIEKAapCTBEHHBIMU NpenapaTaMy A1 MeAULIHHCKOTO IIPUMEHEHHUS
II0 pelienTaM Ha JIEKApCTBEHHBIE IIpenapaThl, MEAULMHCKUMU M3JENHAMH IO peLenTam
Ha MEAMLMHCKHE H3JEeNHs, a TaKKe CHEelMalN3UpOBaHHBIMHM MPOAYKTaMH Jie4eOHOro
NUTaHUA IS netrei-unBamunos’ (nmanee — IlpaBuna mnpenocTaBieHHs cyOBeHIIu#1)
no dopMe,  yTBepKICHHOM IIpUKa3oM  MmuHHCTEpCTBAa  3/IpaBOOXpaHEHHUs
Poccuiickoii ®enepanuu ot 15 asrycra 2018 r. Ne 53318,

10. Otyer 006 oOCYIIECTBICHHH HCIIOJHUTEIHHBIMH OpraHaMd CYOBEKTOB
nepelaHubIX MOJIHOMOYHiA npecTaBndgeTca B PenepanbHylo ciyx0y no Haazopy B chepe
3IpaBOOXPaHEHHs KaX Bl KBapTal ¥ 110 UTOraM 3a roa 1o 15 4yucna mecsiua, cieayroniero
3@ OTYETHBIM TEPHOIOM’.

11. OueHka 3¢ ¢eKTUBHOCTH ¥ KaYeCTBa OCYIIECTBICHHS UCIIOHUTENBLHEIM OPTraHOM
CyObeKTa MepefaHHOTO IIOJTHOMOYHMS OMNpeneNiseTcs KaK CcyMMma Iokasaresed
5QQEKTHBHOCTM M Ka4decTBa BBINOJNHEHHS CcyObekToM Poccuiickoit ®eneparpu

¢ 3aperucrpuposan MuHHCTepcTBOM IocTrLmK Poccuiickoii @enepaunu 16 centsadps 2020 r., pernHCTpauMOHHbIH
Ne 59909.

7 IToctaHoBinenne [pasutensctsa Poccuiickoii ®enepauun ot 27 asrycra 2014 r. Ne 865 «O6 yreepxaennu [Tpapu
npenocrasiieHus cyOBenuuii u3s ¢emepanbHoro Oromikera Glomkeram cyGbexktoB Poccwiickoii ®eaepaunu v GIOMKETY
r. balikoHypa Ha duHaHCOBOE obecnedeHNe OKa3aH A OTAENbHBIM KaTerOPUsAM rPaKAaH COUMANbHOR YCIIyrH o 06ecrieueHHIO
JIEKapCTBECHHBIMM NPErapaTamMy JUl MEINLMHCKOTO MPHMEHEHNUS [0 pelieniTaM Ha JIeKapCTBEHHbIE MPENapaThl, Me IMLUHCKUMU
U3JENUAME [0 pelenTaM Ha MEAMUMHCKHE W3JelMsA, a TaKkke CMNelHaly3MpOBaHHBIMH TPOAYKTaMU JI€4e0HOTO MHUTaHHS
U1 JETEH-MHBANMAOB U O NPHM3HAHWM YTPATHUBLIMMH CHITy HEKOTOphIX aktoB [IpaBurensctBa Poccuiickoii ®epepaumn»
C U3MEHEHWIMH, BHCCEHHBIMH NocTaHOBJIeHHeM IIpaButenncTBa Poccuiickoit @enepanuu ot 20 despans 2024 r. Ne 191.

% 3apermctpupoBan MunucrepctBoM toctuumu Poccuitckoit ®enepaumu 10 oxtsabpa 2018 r., PperucTpaloHHbIHI
Ne 52389.

? Mynkr 4 Tlopsanka MpeACTaBIEHHS OTYETOB 00 OCYIIECTBIEHHH OpraHaMH rOCYNapCTBEHHOM BJIACTH CyOBbeKTOB
Poccuiickoit ®enepaunn mepeaaHHsix nonHoMmouuit Poccuiickoit demepauun NMo opraHmzauud oOecnedeHds TpaxkaaH,
BK/TIOYEHHBIX B (DeepaibHblH PerdcTp ML, WMEILMX NpaBoO Ha MOJNYyYeHHe TOCYAAPCTBEHHON COUMANBHON MOMOLIM
NIeKapCTBEHHBIMM MpenapaTaMH, H3Ne/IMAMH MEIHLMHCKOr0 Ha3Ha4YeHusA, a TakkKe CNeLMaIM3HMPOBAHHLIMU MPOLYKTAMH
7Ie4eGHOTO NHUTAHUSA IS JeTel-UHBAIMIOB, H OTYETOB O PACXONOBAHMM MPENOCTAaBIEHHBIX CYOBEHUMI Ha OCYyLIECTBIEHHE
OPraHoM TOCYIapCTBEHHOM BiacTu cybbekta Poccuiickoit Deepauun mepelaHHbIX nonHoMouuii Poccuiickon ®enepanyu
Mo opraHu3auMu oGecriedeHus IPaXAaH, BKIMOYEHHbIX B (DelepalbHblii PErHCTp JIML, MMEIOWMX NPaBO Ha MOJy4eHHE
rocyapCTBEHHOW COLMANILHON MOMONIN JIEKAPCTBEHHBIMU TpenapaTaMy, U3ACHHAME MEAMIMHCKOTO HA3HAYCHMSA, a TAKOKe
CreLHATH3MPOBAHHBIMH MPOAYKTAMH JIEYeOHOTO MUTaHUA LIS JA€Teii-MHBAIN/IOB, YTBEPXKICHHOTO NPHKa3oM MHUHHCTEPCTBA
3[paBOOXPAHCHUA M COLMAILHOTO pasButHs Poccuiickoit ®enepauuu ot 29 nexabps 2007 r. Ne 816 (3apeructpuposan
MunucrepcteoM 1octuunn Poccuiickoit ®enepauun 28 susaps 2008 1., peructpauronsbii Ne 11022), ¢ H3MeHEHMAMH,
BHECCHHBIMM  NPUKa30M MHHHCTEPCTBA  3[paBOOXpAHEHMs M  COLHMAaNTbHOTO passuTha Poccuiickoil  ®eaeparmu
ot 4 despana 2011 r. Ne 79n (3aperucTpupoBaH MUHHMCTEPCTBOM tocTvumm Poccuiickoit ®enepauuu 23 mapra 2011 1.,
pervctTpauoHHbIl Ne 20252).
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MEPOIPUATHI, HallpaBJIeHHEIX Ha PeAU3aLHIO IIepeIaHHbIX NOITHOMOYM ',

12. OcymecTBieHre 3aKyTOK JIEKAPCTBEHHBIX IMPENAPaToB IS MEIMIMHCKOro
IpUMEHEHUS, MEIHWLMHCKMX MW3LENHi, a TakkKe CHelUaTUM3UPOBAHHBIX INPOAYKTOB
Ne4eOHOro MHUTAHUS IS JeTeH-UHBAJIUAOB OCYIIECTBIISCTCS HCXOAS M3 YHCIIEHHOCTH
rpaXJaH, BKIIIOYeHHBIX B DeiepanbHbIid perucTp.

13. Yuer mpaBa Ha NoJydyeHHE COLMANBHON YCIYIM OCYILECTBISETCS MO MECTY
KUTEINIbCTBA I'PaXKJaHHWHA, BKIIOYEHHOro B MeepalnbHbId PETUCTP, C AaThl YCTAaHOBJIEHUS
€My B COOTBETCTBHM C 3aKOHOIaTedbcTBOM Poccuiickoit ®enepanyu'! exxemecsuHoit
ICHEKHOM BBIIIIATHI 2.

14. I'paxnanuH, BKMOYeHHbIH B @DelepaibHBI  pErucTp, UMEIOLIMKA IIPaBO
Ha TOJyYEeHHE COLMAIBHOMN YCIIYI'H, MOXET OTKa3aThbCsl OT €€ MOIy4YeHHs, OOpaTHBIIHCH
C 3adBJICHUEM B TeppUTOpUAIbHBIM opraH ®OOHJa MEHCHOHHOTO U COIMAJIBHOTO
crpaxoBanus Poccuiickoit Menepauuy, OCymECTBIAIOMINN €My €XKEeMeCIIHYIO TEHEXKHYIO
BBIILIATY.

15. Opranuzaums obecredeHus rpaxnaH, BKIIOUEHHBIX B DefepanbHEI perucTp,
JIEKapCTBEHHBIMH IIperapataMyd [JUii MEJULUMHCKOrO NpPHUMEHEHHs, MeIUIMHCKUMHU
M3IEUAMHY, a TAKXKe CIelMaJIu3uPOBAHHBIMU NMPOIyKTaMH JIeueOHOro IINTaHus I JeTei-
HMHBAJIXJIOB, OCYILUECTBIISIETCS UCHOJHHUTENBHBIMU OpPraHaMU CYOBEKTOB B COOTBETCTBHHU
C IOpAJKaMH OKa3aHWsi MEIMLHHCKOM IOMOLIM, C YYe€TOM CTaHAapTOB MeEIMIIMHCKOMN
TIOMOIIIM, Ha OCHOBE KIIMHHYECKUX PEKOMEHIaLH, a TAKXKe B OTHOIIEHUH JIEKAPCTBEHHBIX
IpernapaToB [Jid MEAMUHMHCKOIO NPHMEHEHHUS, CIIEHHUAIM3UPOBAHHBIX MPOAYKTOB
ne4eGHOro NUTaHUA VI JeTef-MHBAIUAOB C YYETOM CpeaHEH KypCOBO# O3B,

16. I'paxxnane, BkmoueHHble B @emepanbHulii  peructp, o6eclednBarOTCS
JIEKapCTBEHHBIMH TIpenapaTtamMy i MEIMIMHCKOrO NpUMEHeHHs B oObeMe He MeHee,
YeM 3TO IPELyCMOTPEHO MNEpeYHEM IKM3HEHHO HEOOXOOMMBIX M  BaKHEMIIMX
JIEKapCTBEHHBIX NIPENapaToB, COOPMUPOBAHHBIM B COOTBETCTBHH ¢ DefepalbHBIM 3aKOHOM
or 12 ampens 2010 r. Ne 61-®3 «OO06 oOpameHUd JEKapCTBEHHBIX CPEACTBY,
MEIULMHCKMMH HM3ACIMAMH B COOTBETCTBHM C [I€peYHEM MEIUIIMHCKUX W3AeNHi,
OTI[yCKaeMbIX II0 peLenTaM Ha MEIWLMHCKHME M3JeNHs IIpH NpefocTaBieHuM Habopa
COITMAJILHBIX yCIIyT, yTBEPXACHHBIM pacnopskeHUeM [IpaBuTenncTBa
Poccuiickoit ®enepaun ot 31 gekabps 2018 r. Ne3053-p, a Takxke
CHEeLUAIM3UPOBAHHBIMA NPOAYKTAaMH JIe4eOHOr0 MHUTAHUA [UId JeTel-UHBAIUIOB
B COOTBETCTBMHM C IEPEYHEM CIELUAIN3UPOBAHHBIX MPOAYKTOB JIeYeOHOTO IHTAHHUS
JUISK JleTeli-UHBAJIUJIOB, YTBEPXKAECHHBIM pacnopspkeHueM IIpaBurenscTBa

' TIpmnoxenne Ne2 k TTopsaky OCywecTBIEHHS KOHTPOMA 33 3(QEKTMBHOCTHIO H KA4ECTBOM OCYIIECTBIICHHA
OpraHami rocylapcTBEHHOH BiacTH Cy6bekToB Poccuiickoii denepaunu nepenaHHbIX nmoaHoMounit Poccuiickoit ®enepanuu
B 06NIacTH OKa3aHuA roCyAapCTBEHHOM COLMANBHOM NIOMOIIH B BHAE HAG0pa COLMANbHBIX YCIYT, YTBEPKAESHHOMY NPHKa3oM
Munucrepctsa 3apaBooxpanenns Poccuiickoit @eaepauuu ot 6 mas 2022 r. Ne 312H (3aperucTpupoBaH MHHHCTEPCTBOM
roctuumu Pocceniickoli denepauuu 1 nrona 2022 r., peructpaunonHsiii Ne 68687).

"' AIMHHHCTPAaTHBHBIA perJaMeHT MNpelocTaBNeHuss [IeHCHOHHBIM tdonmom  Poccuiickoii  Penepauuu
TOCY/IADCTBEHHON YCIYTH MO YCTAHOBJIEHHIO €XEMECHYHOH JIEHEKHOW BbIILIATHI OTAC/ABHBIM KATErOpHUAM TIpaXaaH
B Poccuiickoit Qenepauuy, yTeepxaeHHbli nocTanosnennem IMpasinenus [lencuonsoro ¢onna Poccwmiickoit Menepaumn
ot 19 asrycra 2019 r. Ne 414n (3apeructpuposaro MunucTepcTBoM focTLun Pocceuniickoii ®enepauuu 19 nexabps 2019 r.,
peructpauonnbiii  Ne 56895), ¢ #H3MeHeHMAMY, BHECEHHbIMM TIOcTaHoBjeHdeM Ilpasnenus IleHcuonHoro @owna
Poccniickoit @epepaumn ot 23 ceHtabpas 2020 r. Ne703m  (3aperucTpMpOBaHO  MUHHMCTEPCTBOM  OCTHLHH
Poccniickoit ®enepauuu 9 nexabps 2020 r., peructpaunonHsiii Ne 61346).

12 Yactp 1 crates 6.3 ®enepanbHoro 3akona Ne 178-03.




Poccutickoit ®egepaunu ot 11 gexabps 2023 r. Ne 3551 -p.

17. TlotpeGHOCTE B JIeKapCTBEHHBIX IpernapaTax Ijisi MeOHLMHCKOrO IpHMEHEHH,
MEIUILMHCKUX U3JEHAX, a TalkKe ClelUaIM3HPOBaHHBIX NPOAYKTax JIeYeOHOTO MUTAHHS
IUIA IETeH-MHBATUAOB ONpeeNsIeTCs UCXO0A U3 eXeMecIuHol pakTuueckoi moTpeOHOCTH
rpaxJaH, BKIIOYeHHBIX B DelepaibHBIN PerucTp, a TakkKe € y4eToOM HeoOXOAUMOCTH
(hopMHPOBaHHs HECHHKAEMOTIO 3araca Ha TpU — YeThIpe Mecsla.

18. O6beM MOCTaBOK JIEKAPCTBEHHBIX MPENapaToB JJisi MEAUI[MHCKOTO MPUMEHCHHS,
MENUIIMHCKUX H3MEJIMi, a TakXKe CIeHAIM3UPOBAHHBIX MPOAYKTOB JIeUeOHOrO MUTAHHUS
JUISL leTe-HHBATUIOB (popMUpYyeTCS UCXOMAS W3 HOpMaTHBa (PMHAHCOBEIX 3aTPAT B MECHI]
Ha OJHOrO TpaXJaHWHA, BKIIOYeHHOro B @DejepallbHBIA PETUCTp, MOJIYYaroIIero
rOCyJIapCTBEHHYIO COLMANbHYIO MOMOIIs B BHJIE COLMANILHOW YCIYTH 1O OOECTIEYEHHIO
JEKApCTBEHHBIMUA IIpernapaTaMid Ui MEAMIIMHCKOIO TNpPUMEHEHHS, MeIUIMHCKUMUI
U3JIeNNAMY, a TAKXKe CIelHaIU3UPOBAHHBIMU IPOAYKTaMH Jle4eOHOro MUTaHUs I IeTek-
WHBAJIMJIOB, yCTaHapiluBaemoro exerofHo IIpasutensctBom Poccuiickoit Penepaimmy,
a Talke JHMMHUTOB OIOKETHBIX 00fA3aTenbCcTB, JOBENEHHBIX MUHHCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit Denepanuy A0 HCIIONIHUTENBHBIX OPraHOB CYOBEKTOB
B COOTBETCTBUU C IMyHkTamu 3 u 4 IIpaBun npegoctaBieHus CyOBEHLIHA.

19. C yueroM chopMUPOBaHHBIX 00BEMOB IOCTABOK JIEKAPCTBEHHBIX IIPENapaToOB
IUIsi MEAULIMHCKOTO TIPUMEHEHUs], MEAUIIMHCKUX U3JENUi, a TakKe CelHaTu3UPOBaHHbIX
IIPOAYKTOB JIeyeOHOro MUTAaHUS JJis ieTeld-MHBAIU/IOB UCIIOHUTENBHBIN Oprad cyobexTa
B COOTBETCTBUU C 3aKOHOJATe’abCcTBOM Poccuiickoii Denepanmu 0 KOHTPAKTHOH CHCTEME
B c(epe 3aKynok TOBapoB, paboT, yciayr s oOecnedeHHs TrocyldapCTBEHHBIX
¥ MYHUIMIATBHBIX HyXA'® OCYINECTBISET 3aKyIKy JIEKapCTBEHHBIX IIPEenapaToB s
MEJUIMHCKOrO0 MPUMEHEHMS, MEIMIMHCKUX H3JIeNUid, a TakXe CIelHaTA3UPOBaHHBIX
HPOAYKTOB JIedeOHOro MATaHMUS A7 AeTel-NHBATHIOB.

20. McnonHuTensHbIN Oprad cyObeKTa OCyIIECTBIISIET KOHTPOJIb ABMKEHHS U yUeTa
JIEKApCTBEHHBIX IIPENapaToB Uil MEIUUMHCKOro NPUMEHEHWs, MEAWLMHCKUX H3AEIIHiA,
a TaKXe CIEeUAJIM3MPOBAHHBIX MPOAYKTOB JIeUeOHOro INMHUTAHHA IS JIeTel-HHBAJIHUIOB
B cyOwekre Poccumiickoit ®enepanuu 1mo HOMEHKIAType, KOJHYECTBY M CTOMMOCTH,
B TOM 4ucie (UKCHPYEeT OTCYTCTBHE IMOTPEOHOCTH JHOO MOSBIEHHS IOMOJHHTEIBHOM
HOTpeOHOCTH B CBA3H C U3MEHEHHEM YHCIIEHHOCTH IPaXK/IaH, BKIIFOUEHHBIX B DenepanbHbiii
pErucTp, HM3MEHEHHEM B Ha3HAYCHHAX MEIUIMHCKUMU pabOTHUKaMHM TpakIaHam,
BKIIOYeHHBIM B DefiepaibHbIil PErucTp, JeKapCTBEHHBIX IpenapaToB s MeAULIUHCKOTO
OPUMEHEHMs, MEIUIMHCKMX H3JeNHi, a TakkKe ClNeUUalM3UPOBaHHBIX IPOAYKTOB
Jie4eOHOro MUTAaHUS JUIS IeTeH-UHBAJIHIOB.

HcnonuutenbHblil opran cyObekTa 00s3aH NPUHAMATH MEPBl MO OOECIIEYEHHUIO
rpaxJiaH, BKIIOYEHHBIX B DenepanpHblii PErucTp, JEKapCTBEHHBIMHM MpENapaTaMH Ui
MEAMLIMHCKOrO IPUMEHEH M, METUITMHCKUMH M3/1eJIMSIMH, a TaKXKe CIeUaTN3UPOBAHHBIMU
HpOAYKTaMM JIe4eOHOro MUTaHMS Ul AeTeH-WHBAIUAOB, B CBA3H C YeM BeIET y4eT
rpaxaaH, BKIIOYEHHBIX B (DenepanpHBI peructp, obecreyrMBaeMBIX JIEKAPCTBEHHBIMH
npenaparamMy AJiss MEAUUMHCKOIO IPUMEHEHUS, MEIULMHCKAMU H3IETHAMHU, a TaKXKe
CHELHAIM3UPOBAHHBIMH IIPOAYKTaMH JIe4eOHOTrO MHTaHHA IS JeTei-MHBAIUAOB,

13 DenepansHblii 3ak0H oT 5 anpens 2013 r. Ne 44-®3 «O KOHTPaKTHOI cHCTeMe B cepe 3aKyrnox TOBapos, pador,
yeuyr anst oGecreueHnst rocy JapCTBEHHBIX K MYHHIUNATBHBIX HYKI».



3aKYIIJICHHBIMH TIO TOCY/IapPCTBEHHBIM KOHTPAKTAM.

21.B mensx rapaHTHPOBAHHOI'O WCIIOJHEHHS TOCYJapCTBEHHBIX COLHATBHBIX
0053aTeNBCTB 10 CBOEBPEMECHHOMY M OecriepeOOiHOMY oOecredeHHro TIpakJaH,
BKIIoYeHHBIX B DenmepanbHbiif  perucTp,  JeKapcTBEHHBIMH  IperapaTaMu
IIE ~ MEAWIHMHCKOIO  NPUMEHEHWS, MEOULUHCKUMH  HU3JeNMsIMH, a  Takxe
CIIELHATU3MPOBAHHBIMA TPOAYKTAMH JIeYeOHOTO THWTAaHHUS Ui JIeTeH-WHBAJIH]IOB,
CO3JaHusA YCIOBHH JUISI SKOHOMHH OFOJKETHBIX CPEACTB BO3MOXKHO IPOBEAECHHE 3aKYIOK
IOCPECTBOM IPOBEAECHHUS] COBMECTHBIX ayKLIUMOHOB'*

22.3a 1peloCTaBIIEHHEM pELENTOB Ha JIEKapCTBeHHBlE TMpenaparbl  IJIsg
MEIMIMHCKOTO TPUMEHEHUS, MEIMLMHCKAE H3/eNUs, a TaKKe CHeUATU3UPOBAHHEIE
NPOAYKTHl JIe4eOHOrO TMMHTaHUS [ JeTel-MHBAMAOB TpaxAaHe, BKIKOYCHHEIE
B DenepanbHblii peructp, oOpaIlaloTCAd MO0 MECTYy JKHTENbCTBA WM NPUKPEIUICHHS
B MEJULMHCKHE OPraHA3alliK, OKa3bIBAOIIKE IIEPBUUHYIO MEIUKO-CAHUTAPHYO IIOMOIIS

23. Ha3snaueHHe JeKapCTBEHHBIX IIpernapaToB i MEOUIMHCKOTrO NPUMEHEHMS
rpaxaaHaM, BKIIOUeHHBIM B DenepanbHBIA perucTp, OCYIIECTBISETCS B COOTBETCTBHUH
C  nmnpukazoM  MuHHCTepcTBa  34paBooxpaHeHus  Poccwmiickoir = Depeparuu
oT 24 Hosa6ps 2021 r. Ne 1094u «O6 yTBepxaenun Ilopsika Ha3HAUYE€HUSA JIEKAPCTBEHHBIX
npenapaToB, (OpM peLEeNTypHbIX OJIaHKOB Ha JeKapCTBeHHble mnpenapatbl, [lopsika
oopmileHHsT yKa3aHHBIX ONaHKOB, UX y4yeTa M XpaHeHHs, ¢opM OJAHKOB pELEITOB,
coJieprKalliX Ha3Ha4eHHe HApKOTUYECKUX CPeICTB MM NICHXOTPOIHBIX BemecTs, [lopsiaka
UX M3IOTOBIEHHS, pacrpelelieHns, PErUCTpalliy, yueTa W XpaHeHus, a Taioke [lpaBun
odopmieHus 6IaHKOB PEIIENTOB, B TOM 4HCIIE B (JOPME 3JIEKTPOHHBIX JOKYMEHTOBY '°.

24. HazHayenue MeIMUMHCKIX U3/IeIHil TpaXkIaHaM, BKIIOYEHHBIM B DeepanbHblii
PETUCTP, OCYILECTBIISIETCS. B COOTBETCTBUM C NPUKa3oM MHHHCTEPCTBA 3IpaBOOXPaHEHUA
Poccuiickoit @enepanun ot 20 pexabps 2012 r. Ne 11811 «OO6 yTBepkaeHuH MOpAOKa
Ha3HA4YeHHMs M BBIIMCHIBAaHUS MEIMIIMHCKUX W3JeNHid, a Takke (opM pelenTypHBIX
0JIaHKOB Ha MEAMLIMHCKHE MU3/IENIHs U NTOpsiika 0popMIIeHHS YKa3aHHBIX OJIaHKOB, UX ydyeTa
¥ XpaHeHus»' .

25. HasHayenue crieqMai3UpOBaHHBIX NIPOAYKTOB JIEIOHOrO MUTAHUS TS AeTeH-
WHBAJIMIOB OCYIUECTBISETCA B COOTBETCTBMH C mpuinoxeHueM Ne 14 x mnpukasy
MunucTtepcrBa 34paBOOXpaHeHHMs] W COLMaNbHOro pasBuTus Poccuiickoit ®eneparuu
ot 12 ¢espans 2007 r. Ne 110 «O nopsiaxe HazHaueHUs U BBIIHCHIBAHUS JICKAPCTBEHHBIX
NpenaparoB, H3AEIUi MEAMLUHCKOIO Ha3HAaueHWsl U CIEIMAIU3UPOBaHHBIX MPOAYKTOB

14 Cratps 25 ®enepanbHoro 3akoHa Ne 44-03 «O KOHTPaKTHOM cHcTeMe B cdepe 3aKymnok ToBapoB, pabot, ycmyr
1151 o0ecTiedeHns roCyIapCTBEHHBIX ¥ MyHULMITATBHBIX HYXI».

13 Tynkr 12 IMopsaaka npeaocTaBieHus Habopa COUMATBHBIX YCIYT OTAEIbHBIM KATETOPHSM IPAX/IaH, YTBEPKACHHOTO
npuKasoM MUBHUCTEPCTRA TpyAa M COLMANbHOH 3amuThl Poccuiickuit ®epepaunu m MuHucTepcTBa 34paBOOXpaHEHHMS
Poccuiickoit ®epepaumn ot 21 mexabpsa 2020 r. Ne 929w/1345H (3apervcTpupoBaH MHHHCTEPCTBOM IOCTHUMH PoccHifckoii
®enepaunn 11 man 2021 r., peructpauvonssiit Ne 63365), ¢ H3MeHEHIAMH, BHECEHHBLIMM TpHKa30M Muntpyaa Poccun Ne 5191,
Munzapasa Poccun Ne 506H ot 1 oxta6pa 2024 r. (3aperucTpupoBaH MuHHCTepcTBOM locTuumu Poccuiickoii ®enepauuu
31 oxTa6ps 2024 r., peructpauuoHHsiii Ne 79988).

16 3apeructpuposaH MunuctepctsoM ocTuLKM Poccuiickoit (Denepaunu 30 HosAOps 2021 r., perucTpauMOHHBIN
Ne 66124. Cpox aeiicTsus npukaza MuHHCTEpPCTBa 31paBooxpaneHus Poccuiickoii ®enepauyu ot 24 H0ﬂ6pﬂ 2021 r. Ne 10941
Ao 1 maprta 2028 1.

17 3aperucTpupoBan MHHPICTepCTBOM IOCTHLIH Poccuifckoit @epepatun 25 mrons 2013 r., peructpaupoHHbLINA
Ne 28882.



neye6HOro mataHus» '8

26. OTnyck  JIeKapCTBEHHBIX IpenaparoB AN  MEIUIIMHCKOrO0  IpUMEHEHHS
rpaxkJaHaM, BKJIIOYEHHBIM B Dellepu/IbHBIA perucTp, OCYIIECTBISETCS B COOTBETCTBHH
c [IPUKa30M MuHucrepcTBa 3ApaBOOXpPaHEHUs Poccuiickoi ®epepaunu
ot 24 nosoOps 2021 r. Ne 1093n «O6 ytBepkaeHum IIpaBun oTmycka JeKapCTBEHHBIX
mperapaToB Ui MEOUIMHCKOTO  NPHUMEHEHMsl  anTe4YHbIMH  OpraHH3allUsiIMH,
WHAMBUAYAIGHBIMH NPEANPUHAMATESIME, HUMEIOLUIMMH JIHIEH3AI0 Ha OCYIIECTBIICHHE
(dapMmalleBTUYECKOH  JeSATENBHOCTH, MEJUUMHCKUMH OpraHu3alMsIMH, HMEIUMH
JULEH3HMIO Ha OCyLIeCTBICHHE (HhapMaleBTUYECKOH JeSTeNbHOCTH, ¥ HX 000COGIEHHBIMH
TNO/Pa3ieNeHHsIMH (aMOyIaTopusaMy, (elbJIIepCKUME H  (elbAIepCKO-aKyIIePCKAMHE
NYHKTaMH, L[eHTpamMu (OTHeneHusMH) oOmeil BpadeOHON (ceMeWHO#) TpaKTHKH),
pPacHoJIOKEHHBIMH B CEJIbCKUX IIOCEJeHHUSX, B KOTOPBIX OTCYTCTBYIOT amlTEYHbIE
opraHmsanuy, a Tarke IIpaBui OTIycka HapKOTHYECKHX CPEICTB M ICHXOTPOIHBIX
BEIIECTB,  3aperMCTPUPOBAHHBIX B  KaueCcTBe  JIEKapCTBEHHBIX  MpeNapaToB
JUIS MEOMIMHCKOTO IPUMEHEHUS, JIEKAPCTBEHHBIX IIPENapaToB s MEIUIIHMHCKOTO
IIpYMEHEHHs], COJepKAIIMX HApPKOTHYECKHe CpeACTBA H IICHXOTPOIHbIE BEIeCTBa
B ToM umcie Ilopsaka oTiycka anTeYHBIMH OPTaHU3ANHAMH HMMMYHOOHOJIOIMYECKHMX
JIEKAPCTBEHHBIX IIPENAapaToB» ®

27. Tlo BeIOOpY TrpakAaHWHA, BKIIOUYCHHOro B QenepabHBIN PETHCTP, MOIYYEHHE
UM COLIMAIBHOM YCIYrd MOXET OCYIUECTBIATHCS C HCIONB30BAHUEM JJIEKTPOHHOIO
ceprudukara® ¢ ywerom mnonoxenuit ®exepanibHoro 3akona ot 30 mekabps 2020 .
Ne 491-@3 «O nprHoOpeTeHnH OTAENBHBIX BUIOB TOBAPOB, paboT, YCIIYT C HCIOIB30BaHUEM
aNeKTpoHHOTO cepTudukata» (nanee - DenepanpHpiil 3akoH Ne 491-D3).

28. 3adBneHue Ha NOTy4YeHHE COLUAIBHOMN YCIYTH C HCIIONB30BaHUEM 3IIEKTPOHHOIO
ceprudukara (Janee — 3asBlI€HHE) 10JAaeTCs MPAXXJaHWHHOM, BKIIIOUEHHbIM B DeiepaibHblii
perucTp (€ro 3aKOHHBIM IIPEICTaBUTEIEM) B UCTIOIHUTENBHBIN Opral cyObeKTa B MOPSIKE,
OIpe/ieJIeHHOM BBICIIMM HCHONHHUTEISHBIM OpraHoM cyonsekta Poccuiickoi ®enepanun’!
B OTHOLIEHWH KAXJIOTO HA3HAYEHHOIO IO PeleNTy JeKapCTBEHHOro Mpernapata Ils
MEJHULHMHCKOrO MPHUMEHEHHS], MEAULIMHCKOTO M3/eNus, cneunanmnpOBaHHoro IPOIyKTa
ne4yeGHOro MATaHUA Ui JeTel-UHBATHIOB.

29. 3asgBneHue OOJDKHO COZlepKaTh cneny}omne CBeJIeHI/ISI

1) bamunus, wums, ordectBO (NpM HATUYMH) TPaXKAAHUHA, BKJIOYEHHOTO
B MeiepalIbHEIA PETUCTD;

2) ajpec PpErHCTpalMy TpaIaHWHA, BKIOUYEHHOro B MemepalbHBIA pErucTp,
10 MECTY XUTENbCTBA WIH IO MECTY TpeObIBaHuUsA;

'8 3apernctpupoBan MuHHCTepcTBOM tocTHIMM Poccuiickoit Menepauun 27 anpens 2007 r., PperucTpaLMOHHBIH
Ne 9364, ¢ H3MEHEHUAMH, BHECEHHBIMU MPHKa30oM MHUHHCTEPCTBA 31APaBOOXPAHEHMS M COLMATLHOTO pa3sBUTHS Poccuiickolt
®enepauyn ot 20 sHBaps 2011 r. Ne 131 «O BHeceHHM H3MEHEHHI B IPUKa3 MUHKUCTEPCTBA 3APAROOXPAHEHHS M COLUUATBHOTO
passurtus Poccuiickoii ®enepaumu ot 12 pespans 2007 r. Ne 110 «O nopsiake Ha3HAYECHUS U BHITMCHIBAHUS JIEKAPCTBEHHBIX
CPEACTB, M3AENHA MEAVLMHCKOIO Ha3HAYEHHsA U CNEUMATN3HPOBAHHBIX MPOIYKTOB Jie4eOHOro mUTaHUs» (3aperucTPUPOBaH
Munucrepcreom roctuumu Poccuniickoit ®enepanuu 15 mapra 2011 r., peructpaunonHsiit Ne 20103).

19 3aperucrpupoBan MunnctepctBom toctuumy Poccuiickoii ®eneparmn 30 HOAOpst 2021 T., perucTpauoHHbIM
Ne 66142. Cpok neiicTBus npm(aza MunnctepcTBa 3apaBooxpaHerusa Poccuiickoii @enepauuu ot 24 H05l6pﬂ 2021 r. Ne 1093n
Jo 1 mapra 2028 r.

2 Yacts 6 cTaTey 6.3 <I>e,uepaanoro 3aKoHa Ne 178-@3.

2 Yacts 2 ctatbu 3 @enepanbHoro 3akoHa Ne 491-D3.



3) cTpaxoBoif HOMEp HHAMBUYATHHOTO JIMLIEBOTO CYeTa rpaXkIaHNHa, BKIIOUYEHHOIO
B @eniepalIbHBIN perucTp B cucTeMe 00513aTeIbHOro IEHCHOHHOIO CTPaxOBaHu;

4) HOMep ToNkca 00s3aTENBHOr0 MEJUIIMHCKOTO CTPaXOBaHHUA; -

5) aboHeHTCKMII HOMep TIpaKAaHWHa, BKIOYeHHoro B DenepanbHbIl perucTp
(ero  3aKOHHOrO  TpEeACTAaBUTENs),  BBIIEJCHHBIH  OMNEPATOPOM  ITOABHIKHOM
paaunorenehOHHOM CBA3U (IIPU HATTUYIHH );

6) HOMEpP HAUMOHAILHOIO TUIATEXXHOIO MHCTPYMEHTA IPaXKIaHHHA, BKIFOYEHHOTO
B ®enrepalibHOTO perucTp (ero 3aKOHHOTO MM YHOJIHOMOYEHHOTO IIPEICTABUTENS);

7) HOMep peLienTa. 7 _

30. MicrioHUTEIBHBIA OpraH CyObekTa OCyIIECTBISET IPOBEPKY:

1) Hanmuuus HHbOpPMALIMHU O JIMIE, YKa3aHHOM B 3asBJIIEHHH, B Ka4eCTBE MOyYaTels
conuaibHOU yciayrH, B @efepaibHOM PerucTpe;

2) HoMepa pelenTa Ha JIeKapCTBEHHbIE NIpenapaTsl A MEIHUIIMHCKOTO TPUMEHEHMS,
MEIMLMHCKHE U3EeNHs, a TAK)KE ClIeUATU3UPOBaHHbIEC TIPOAYKTHI JIe4eOHOT0 ITHTAHUS [JIs
JEeTEeH-UHBAIUIOB B €IUHOM roCyJapCTBeHHOH WH(QOpPMallMOHHON cHCTeMe B cdepe
3[IpaBOOXpaHEeHUS. '

31. VicionHUTENBHEIN Oprad cy6heKTa IIOCPeICTBOM CHCTEMBI MEXKBEOMCTBEHHOTO
DNIEKTPOHHOTO B3aUMOJEHCTBHS MEpENaeT B TOCYJAapCTBEHHYIO HH(OPMAIHOHHYIO
cucteMy «EnuHas ueHTpanu3oBaHHas uudposas mwiathopMa B COLHANbHON chepen?
B CPOK, HE IIPEBBIIAOIIMI CEMH PabOYHX JHEW, CO IHS TOAaYH 3asiBJICHHS MPaXXIaHUHOM,
BKJIIOYEHHBIM B PenepalibHBId PETHCTP, €ro 3aKOHHBIM IPEJICTABUTENEM CJleIyOIHE
CBEJICHUA:

1) cBenieHusi, ykazaHHble B 3asBJI€HHH B HoAmyHktax 1, 3, 5 u 6 mynkra 30
HacTOSALMX MeToaN4ecKuX yKa3aHuii;

2) naThl Ha4ana ¥ OKOHYaHUs! JCHCTBHS IEKTPOHHOIO CepTH(PUKATA,

3) uadopmanuio 06 opraHe, NpeJOCTABILIIONIEM Mepy MOINEPKKH (COLMAIBHYEO
YCIIyTy), BKIIOYAIOIIYI0 KOJ H HAUMEHOBAaHHE B COOTBETCTBUHM C PEECTPOM YYaCTHHUKOB
OHOIKETHOTO TPOLIECC, 4 TAKKE IOPHAMYECKHX JIMI, He ﬂBJiﬂIomepa y4acCTHUKaMHU
6I0/KETHOTO TIpoHecca, MACHTH(GUKALMOHHBIA HOMEp HAJOroUIaTeNbIIuKa H KOJ
NIPUYHHBI TIOCTAHOBKU HA YYET B HAJIOTOBOM OpraHe; o o

4) npefenbHYIO  CTOMMOCTH  ©JWHHIBI  (IpeAeNbHBIA  pa3sMep  OILUIATHI)
JIEKapCTBEHHOTO TIpenapara A MEAMIHUHCKOro NPHUMEHEHUs, MEeIUIUHCKOTO H3/eNus,
a TaKXe CHEelMaJIU3MPOBAHHOIO IPOAYKTA JIeYeOHOrO MUTAHUS I JeTeH-UHBAIUIOB,
KOJIMYECTBO €JWHUII JIEKAPCTBEHHOIO TMpernapara Aidsd MEIUIIMHCKOrO NPHMEHEHHS,
MEeIUINHCKOTO W3/EIHsl, a TAKXKe CIENHATU3UPOBAHHOrO NPOJYKTa JIEUSGHOrO ITUTAHUS
IJISL IeTed-MHBAIHIOB, KO/ J€KapCTBEHHOIO MpenapaTa Juisi MeTUIIMHCKOTO IIPUMEHEHH S,
MEJUILMHCKOr0 U3JeJus, CIeLIMaIn3UPOBAHHOTO MPOAYKTA J€4eOHOro NUTAaHUs IS AeTei-
UHBAJIM/IOB, BKJIIOYEHHOIO B COOTBETCTBYIOIIMI IepedeHb, MPeayCMOTPEHHBINA YacThIO 6
cratbu 3 PenepansHoro 3akona Ne 491-@3.

32. CBeleHus, pasMeIleHHblE B TOCYIapCTBEHHOH HHGMOPMALHOHHON CHCTEME
«EnuHas neHTpanu3oBaHHas uM@poBas IIaTgopMa B COUHMAIBHOM chepe» MOCTYNaroT
B [ 'ocy1apcTBeHHY0 HHGOPMAIIHOHHYIO CHCTEMY 3TEKTPOHHBIX CEPTH(HMKATOB B IIOPAIKE,

22 Crates 6.12 ®enepansHoro 3akona Ne 178-@3.
2 Yacs 2 crathu 4 DenepanbHoro 3akoHa Ne 491-03



ycraHoBieHHOM Ilonoxenuem o [ocymapcTBeHHOW  HH(DOPMAlHOHHON  CHCTEME
JJIEKTPOHHBIX  CEPTU(PHKATOB, YTBEPKACHHBIM MocTaHOBIeHHeM [IpaButenncTBa
Poccuiickoit ®epepanuu ot 23 amgpens 2021 r. Ne 630 «O TocymapcTBeHHO#
MH(OPMAIMOHHOM CUCTEME BJIEKTPOHHBIX CepTH(HHKATOBY.

33. UcnonHuTenbHbI oprad cy0bekTa MmoinydaeT WHGoOpMalmoo o (GpOpMHPOBAHUH
3JEKTPOHHOTO CepTH(UKaTa, MPUCBOCHHOM €My pPeTrMCTpalliOHHOM HoMepe?* (nanmee —
HOMep 3JEKTPOHHOTO CcepTU(MMKATA) MOCPEACTBOM TOCYAapCTBEHHOM HMH(POPMALHOHHOM
cucreMbl «EuHas neHTpani3oBanHas (uQpoBas IaTgpopMa B COUANLHOM cheper.

34. UcionHuTenbHpIA  OpraH  CcyOBeKTa, IIOJNyYUB HOMEP  3JIEKTPOHHOI'O
cepTr¢UKaTa, B CPOK He MNPEBBILIAIOLIMHA TpeX pabovux JHEH, (opmupyeT pacropsKeHHe
(3asBKy Ha KacCOBBIH pacXoji MM IUIATe)XXHOE IIOpy4YeHHE), Ha OCHOBAHHH KOTOPOIO
obecrieunBaeTCsi HANpaBlCHUE [ACHEXKHBIX CPEACTB IO JJIEKTPOHHOMY CepTH(HUKATY,
Y HampaBJIsieT ero B YnpabieHne PenepanbHOro ka3HaueicTBa 0 MECTy OOCIyKHBaHHS
MCIIOJIHUTEINIEHOTO OpraHa cyOBheKTa.

35. McionHATeNbHEIA OpraH cyObeKkTa B Te€4eHHEe OIHOro pabodyero AHsS €O IHS
NOMy4eHHuss HHQPOpMauu¥ 00 HCIONHEHWH paclopshKeHHs H IONyYeHHs CTaTyca
3JIEKTPOHHOTO CEpPTH(HKATa «aKTUBHPOBaH» W3 [ OCyHapcTBeHHON HHGOPMALMOHHOM
CHCTEMBI  JJIEKTPOHHBIX ~CEPTHGUKATOB IepefaeT CBefleHHA O (OPMUPOBAHUM
JJIEKTPOHHOIO cepTH(duUKaTa, cojepXalldecs B TOCYyJapCTBEHHOM WHQPOPManHOHHOM
cucteMe B cepe 31paBooxpaHeHus cyopekta Poccuiickoit @enepauun, B OefepansHblit
PETuCTp TrpaX[IaH, HMEIIIUX IIPpaBO Ha oOecledeHHe JIEKapCTBEHHBIMH IIperapaTaMu
I8~ MEIMUMHCKOrO  IPUMEHEHHs, MEOULHUHCKHMH  M3JeIHIMH, a  TaKxe
CHELMAJIN3MPOBAHHBIMU  NIPOAYKTaMH JIe4eOHOrO IHMTAaHHUA 3a CYET OMOMKETHBIX
acCUrHOBaHMil ¢enepaibHOro 6r0mKeTa 1 Gro/KeToB Cy6bekToB Poccuiickoit Mdenepary,
a TaKXke OCYyIIeCTBIsAeT HHPOPMUpPOBAaHHE IpaXKAaHWHA, BKIOYEHHOro B PemepanbHbIi
pErucTp, 0 cpopMUPOBAHHOM IIEKTPOHHOM CepTHU(HKATE, ET0 HOMHMHAJIE ¥ BO3MOKHOCTH
€ro NpMMEHEHHs, C UCIIONB30BAHHEM JIMYHOrO KabuHeTa (efepalbHOM rocyAapcTBEHHOM
HH(OPMALHOHHOHN cucTeMbl «EnuHbIf nopran roCyapCTBEHHBIX M MYHHMIIMTIATBHBIX YCIyT
(Qynkumit)y (manee — euHBIA mNOpTAm) WM TNOCPEICTBOM BBIIAYH TPaXIaHHUHY,
BKMIOUYeHHOMY B PefiepanbHEIi peructp (ero 3aKOHHOMY MpEACTaBUTENIO) BBHIITHUCKH
M3 peecTpa DJJIEKTPOHHBIX CEPTU(QHUKATOB Ha OYMaXHOM HOCHTENE, MOANMCAHHON
YCHICHHOH  KBANMGUUMPOBAHHOM  OSIEKTPOHHOM  HOAMHCHIO  YIIOMHOMOYEHHOIO
Ha TOAIMCAaHHEe TaKOro JOKYMEHTA A0JIXKHOCTHOTO JIAla®,

36. I'paxxmanuH, BKIIOYeHHBIH B DelepalbHBI PETHCTp, BIpaBe OTKA3aThCS
OT NpUOOpEeTeHMs] JIEKapCTBEHHBIX TPENapaTtoB JUIA MEJHIMHCKOTO MpHMEHEHHS,
MEIAMIMHCKUX HM3IENMH, a TaKKe CIeLMaIN3UPOBAHHEBIX MPOAYKTOB JIe4eOHOro MUTaHUs
AJISL leTeld-MHBAJIMIOB C UCIOJb30BAaHUEM JJIEKTPOHHOTO CepPTH(HKATa B T€YEHHE CPOKa
ero NercTBUs, HO He Oonee Cpoka AedCTBHs pelenTa Ha JICKapCTBEHHBIE IpPENapaThl
AJISL METULIMHCKOTO NPUMEHEHHUS, MEMLIMHCKUE U3/eNNUs, a TAKOKe CHeLHaT3uPOBAHHbIE
IPOYKTBI JIeueOHOro MUTaHKA AJIs AeTeH-UHBAIKIOB B OPSAKE, ONPEAETCHHOM BBICIIAM
MCIIOTHUTENILHBIM OpraHom cyObekra Poccuiickoidt ®esepaliii, B OTHOLICHHH KaX/OTO
Ha3HAYEHHOro 110 PELEeNTy JIEKapCTBEHHOTO Mpenapara [Uisi MEIUIMHCKOrO IPUMEHEHH,

24 Yacts 3 cratbu 4 Denepanbuoro 3akona Ne 491-03.
% Yacts 5 cTathu 4 GenepanbHoro 3akona Ne 491-03,
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MEIUIUHCKOTO H3IETNs, CIICLMATH3NPOBAHHOIO MPOIYKTa IedeOHOro MUTaHUs I AeTel-
WHBaJINIOB.

37. UcniomHUTENbHBIA Oprasi cyOBEeKTa NS OCYLIECTBICHHUS BHECEHUS HU3MEHEHHUS
B paHee CO3JaHHYIO 3allCh DJIEKTPOHHOro ceprudukara (maiee — GIOKUPOBKa
9JIEKTPOHHOTO  CepTU(HUKATA) TIOCPEICTBOM CUCTEMBI MEKBEIOMCTBEHHOIO 3JIEKTPOHHOTO
B3aMMOJEHCTBUA IiepeaeT B IOCYyAapCTBEHHYIO HMHGOpPMallMOHHYIO cHcTeMy «EnuHas
HeHTpaIM30BaHHas 1U¢poBas IUiaTopMa B COLHAIBHOW cdepe» I MNOCIeLYIOLEH
nepefadd B ['ocyapcTBeHHYI0 MHPOPMALIMOHHYIO CUCTEMY JIEKTPOHHBIX CEpPTU(UKATOB
B YCTAaHOBJEHHOM IMOpsAKe CBeACHWs 00 OTKa3ze TIpaxJaHWHA, BKIOUYEHHOTO
B DenepanpHblii pErHCTp, OT NPUOOpPETEHHUS JIEKApCTBEHHBIX IIpenapaTtoB Ui
MEIUIMHCKOro TPUMEHEHHS, MEeIHIMHCKUX M3IENMi, a Takke CHeHUaTu3UpOBAHHBIX
MPOAYKTOB JieueOHOIO MUTAHUA /IS JIeTeH-UHBAIUIOB C MCIIONb30BaHUEM 3JIEKTPOHHOTO
cepTudUKaTa Ha OCHOBaHHM oOpallleHus IpaKAaHUHa, BKIOYeHHoro B denepanbHblii
perucTp (ero 3aKOHHOTO MPEJCTaBUTENS) B CPOK, HE IO3JHEE CIEAYIOLIEero paboyero JHA
TI0CJIe MONTyYeHHsI TaKoTo oOpalleHus.

38. cmonHuTenbHbIE OpraH cyObekTa mNojydyaeT HHGOpMaluio O OJIOKUPOBKE
3JIEKTPOHHOTO CepTU(PHKATa IOCPECTBOM IOCyAApCTBEHHOM HH(GOPMALIHOHHONW CHCTEMEBI
«EnuHas neHTpanu3oBaHHas ¢ poBas riarGopMa B COLUAIIBHOM chepey.

39. IcnOTHATENBHBIN OpraH cyObheKTa B TeYEHHE OJHOTO pabodero AHs mepeaaeT
cBeJeHHS O OIOKHPOBKE JEKTPOHHOTO cepTU(HKaTa, CoepKaluecs: B rocyapCTBEHHOM
WH(POPMaLIMOHHOM cHcTeME B cdepe 3/ipaBooxpaHeHus cyobekTa Poccuiickoit @enepaum,
B DenepanbHblil perucTp rpax/iaH, MMEIOIIMX MpaBo Ha oOeclieueHue JIeKapCTBEHHBIMHU
nmperapataMi sl MEAMLMHCKOTO  NPUMEHEHMs, MEJULHHCKUMHU  U3JeIUIMH
¥ CHCIMATW3UPOBAHHBIMU NPOAYKTaMM JieueOHOro TMHTaHUs 3a CYeT OKKETHBIX
acCHUTHOBaHUH (enepanbHOro Or0pKeTa U 0r01xeToB cyonekToB Poccuiickont Deneparym,
a TaKKe OCYIIECTBISET MHPOPMHUPOBaHWE TPaXIaHHHa, BKIKOYEeHHOro B MenepanbHblif
perucTp, o OJIOKHMPOBKE INEKTPOHHOTO CEPTHU(HKATA C UCTIONb30BaHUEM JIUIHOrO KabuHeTa
€MHOr0 NOopTaa UM MOCPEICTBOM BbIIa4H rpaKJaHUHY, BKIOUeHHOMY B DenepanbHbIit
peructp (ero 3aKOHHOMY IIPEICTaBHUTENIO) pelIeHUs O OJOKHPOBKE 3JIEKTPOHHOTO
ceprTuduKkaTa U3 peecTpa JJIEKTPOHHBIX cepTU(dUKaToB Ha OyMaXHOM HOcCHTele,
NOIITACAaHHOM YCHIIEHHOU KBaTM(UIIMPOBAHHON - 3JEKTPOHHOM HOJIITUCKIO
YITOJIHOMOYEHHOTO Ha MOJIUCaHHEe TAKOTO JOKYMEHTA JODKHOCTHOTO JIHIIA.

40. UcnionHUTeNbHEIH  Opran  cybbekTa TonydaeT HMHGOpPMALMIO O  (dakTe
OpHOOpETEHMs] I'PaXKIAHWHOM, BKJIIOYEHHBIM B (DelepalbHbIM PErucTp, JIeKapCTBEHHBIX
rpenapaToB Uil MEAMIMHCKOTO TPUMEHEeHHS, MEIUIUHCKUX W3JeIMi, a TakKke
CHELMATU3UPOBAaHHBIX  MPOAYKTOB JIeueOHOro NHUTaHHUS IS JieTed-HHBAIHIOB
C HCIONB30BAaHUEM DJIEKTPOHHOTO cepTu(UKaTa IOCPEJCTBOM TOCYyHapCTBEHHOM
uHpopMalMOHHOM cucteMbl «EnuHas 1eHTpanu3zoBaHHas 1udpoBas IuaThopma
B COIIMAJIbHOM cdeper.

4]. UcionHUTENBHBIH OpraH CyObeKTa yBEOOMIISET TIpaKAaHWHA, BKIFOYEHHOI'O
B @enepanbHbplii peructp (ero 3akOHHOrO IIPEACTaBHUTENs), Ha €IUHOM TIIOpTaje
¥ HanpasiseT cBefeHus B QelepalbHBI DPErdCTp TIpPakJaH, MMEIOMUX IIPaBo
Ha obecreveHue JEKapCTBEHHBIMM IpernapaTtaMi A METULMHCKOTO MpHUMEHEHHH,
MEIULUHCKUMH U3JIETHMSMHU U CHeLHaTU3UPOBAHHBIMU NPOAYKTAMH JIe4eOHOro IHTaHHUS
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3a c4eT OIOJKETHBIX aCCHTHOBaHUH (eaepanbHOro Oromkera U OIOHKETOB CyOBEKTOB
Poccuiickoit ®enepanun o0 dakre npuoOpeTeHHs JIEKApCTBEHHBIX IIPENapaToB
JUISE METMITAHCKOTO MIPUMEHEHUs!, MEAMIUHCKUX U3JENHil, a TAOKe CIIeIHaIH3UPOBAHHBIX
MPOAYKTOB JIEYeOHOTO MUTAHUS JUIS JeTeH-UHBAIMUIOB C MCIIONB30BaHHEM JIEKTPOHHOTO
cepTUQHUKaATa B TEYEHHE OJHOIO paboyYero JHSA CO JHSA €ro IPHHATHS.

42. ®opmupoBaHHEe M YTBEpXAEHHE IepeyHell JIeKapCTBEHHBIX [MpernapaToB
JUTS. MEJULITHCKOTO IPUMEHEHNUs, MEAULIMHCKUX M3AETIHH, a TaKKe CIIeHaIH3UPOBAHHBIX
MPOAYKTOB  Jede6HOro  NUTaHus A1 JAeTel-UHBaNWIOB,  IpHOOpEeTaeMbIX
C HCIOJNB30BaHHEM DJJIEKTPOHHOTO cepTU(dUKaTa, OCYIIECTBIAETCS HCIOIHUTEIBHBIM
OpraHoM cyObeKTa B cOOTBeTCTBHMHM C [IpaBuiamMu (opMHpOBaHHS U YTBEPKICHHS
nepedHeil OTAENbHBIX BUAOB TOBAPOB, paboT, yCIIyr, IPUOGPETaAEMBIX C HCIIONB30BaHHEM
QJIEKTPOHHOIO cepTH(dUKaTa 3a CYeT CpeACTB OIOKETOB CcyObekToB Poccuiickoit
denepanuu 1 OIOAXETOB TePPUTOPUANBHBIX FOCYNAapCTBEHHBIX BHEOIOUKETHBIX (DOHIOB,
YTBEp)XXIEHHBIMH  nocTaHoBieHueM  IlpaBurtensctBa  Poccuiickoit ~ Penepanum
ot 23 anpens 2021 r. Ne 631. ‘

43. Ilopspok orpeneneHus MpeelIbHONA CTOUMOCTH eMHULIEI (TIPeIeNIbHOTO pa3Mepa
OIJiaThl) JEKapCTBEHHBIX MpPernaparoB JJIs MEIUIUHCKOrO HPUMEHEHHS, MeIMIMHCKUX
U3JeNui, a TakXKe CleUUaln3UpPOBaHHBIX MPOAYKTOB JIeUeOHOrO MHUTAaHHA IS JeTei-
WHBAJIUJOB, IPHOOpETaeMBbIX C HCHOJIB30BAHHUEM OJJIEKTPOHHOrO CepTH(HKATA 33 CYeT
cpencTs Or0pKkeToB cyobekToB Poccuiickoil Penepaunn u GHOKETOB TEPPUTOPHATBHBIX
roCyJapCTBEHHBIX BHEOIODKETHBIX (POH/IOB, YCTaHABIMBAETCS BBHICIIAM HCIHOTHUTEILHEIM
opranoM cyGbexTa Poccuiickoii ®emepanuu®.

44. Onnata JIeKapCTBEHHBIX MpenapaTtoB U - MEIWIMHCKOTO IMPHMEHEHHS,
MEUIMHCKUX U3JENHH, a TaKkKe CIelUaTu3HPOBAHHBIX MPOAYKTOB JIe4eOHOro MUTaHUs
JUIs  J€TEH-WHBAIMIOB OCYILECTBJSETCS Ha OCHOBAaHWU CBEAEHHM, COMEpKAIIMXCS
B JJIEKTPOHHOM cCepTH(HKaTe, B pa3Mepe, He NPEBHIIAIONIEM NPEAETbHYI0 CTOMMOCTD
JIeKapCTBEHHBIX IPENapaToB A8 MEAULIMHCKOTO MpPUMEHEHHS, MEIUIIMHCKHMX W3Jeui,
a TaKKe CIEeUaIM3MPOBAHHBIX IPOAYKTOB JeueOHOro MUTaHHS VIS JeTeH-HHBAINUIOB,
YCTaHOBJIEHHOM B 3JIEKTPOHHOM cepThduKare?’.

45. B cnydae, ecny CTOMMOCTH JIEKapCTBEHHBIX INPENapaToB IJIs MEIULMHCKOro
NPUMEHEHHs, MEIMLUMHCKMX H3[ENHi, a TakkKe CIEeUUaTN3UPOBAHHBIX [POLYKTOB
ned4eOHOro MNUTaHUsA JUIs  JeTeld-MHBAIUAOB, NPHOOpPETAEMBIX C HCIOJIb30BaHUEM
3JIEKTPOHHOIO CepPTU(HKATa, IPEBHIIIACT IPEAEIEHYI0 CTOMMOCTh JIEKAPCTBEHHBIX
IIpenapaToB s MEIUIUHCKOrOo IPUMEHEHHS, MEIUIMHCKUX W3IEIdi, a TaKxke
CHEHaAIM3UPOBAaHHBIX MPOAYKTOB JICYEOHOrO IHUTAaHWA JUIS  JIeTeHd-WHBAIK/IOB,
YCTaHOBJIEHHYIO B J]IEKTPOHHOM cepTH(]UKaTe, rpaXJaHIH, BKIIIOUYEHHbIH B DenepanbHblii
PETHCTP, €ro 3aKOHHBIN MPEICTaBUTEIND BIIpaBe OCYLIECTBUTH AOILIATY 0 UX (GaKTUIECKOM
CTOMMOCTH 3a CYET COBCTBEHHEBIX CpeAcTB2.

46. B ciy4ae, ecnM CTOMMOCTb JIEKapCTBEHHBIX IPENApaToB IS MEAULIMHCKOTO
NPUMEHEHHs,, MEIMUMHCKUX HM3[ENMHA, a TaKkKe CHCHUATM3UPOBAHHBIX MPOLYKTOB
ne4yeOHOro TMUTAHUS AN AeTeH-WHBAIUIOB, TNPHOOpPETAEMBIX C MCIOJIL30BAHHUEM

26 Yacre 3 cratbu 7 @egepanbHOro 3akona Ne 491-03,
27 Yacte 1 crathy 7 enepanbHoro 3akona Ne 491-03.
28 Yacts 2 cratey 7 enepanbHoro 3akoHa Ne 491-03.
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3JIEKTPOHHOTO cepThduKara, HWXKe MpeeabHON CTOMMOCTH JIEKapCTBEHHBIX MPENapaToB
IUISI METUITMHCKOTO TIPUMEHEHUS, MEIUUMHCKUX M3ETHH, a TaKkKe CrelHaTu3uPOBaHHbIX
IIPOAYKTOB JiedeOHOTO MHUTAHUS IS JeTed-UHBaIUJOB, YCTAHOBIEHHON B 3JEKTPOHHOM
ceprudukare, rpaxIaHWUH, BKIOYEeHHBIH B @DenepanbHblii peructp (ero 3aKOHHBIN
IIPEeCTABUTEINB) OCYIIECTBISIIOT OILIATY IO MX (QaKkTH4eckoil ctouMocTu. PasHuia Mexmy
(bakTHIECKOH CTOMMOCTBIO U YCTAHOBJIEHHOHN B DJIGKTPOHHOM cepTH(dUKaTe TpeiebHOM
CTOMMOCTBIO JIEKAPCTBEHHBIX MPENapaToB I MEIULUHCKOTO PUMEHEHHUS, MEUITMTHCKAX
U3Jleni, a TaKXKe CINEeNHATU3UPOBAHHBIX TMPOAYKTOB JIeYeOHOrO0 NMHUTAHUA IS JIeTeid-
WHBAIKMJOB, TI'paXJAaHWHY, BKIIOYeHHOMY B @DenepanbHbIi peructp (ero 3aKOHHOMY
IpeICTABUTEINI0) HE BO3MEIIAeTCs.



