006 yTBep>xaeHun Metoanyeckmx yKasaHMU NO OCYLLECTBIEHUIO
MCNOJIHUTEJIbHLIMU OpPraHaMu CybobekToB POCCMUCKOM
depepauum nepenaHHbIX NOJIHOMO4YMHU MO OpraHu3aLum
obecneyeHus rpa>kaaH, BKJIIOYEHHbIX B PepepanbHbIA PErucTp
JINL, UMEeIoLLMX NPaBO Ha NoJsly4yeHue rocyaapCcTBeHHOM
COLMaNbHOU NOMOLLIM, JIeKapCTBEHHbIMU NpenapaTaMu ans
MeAMULUMUHCKOro NPpUMeHeHus, Me UL MHCKUMU U3aesIMaAMHU, a
TaKXe cneuuasn3mpoBaHHbIMU NPOAYKTaMU S1Ie4eOHOro NMTaHuA
ANA peTen-uHBaIMAo0B, B TOM YUCJIe C UCNOJIb3OBAaHUEM
3JIeKTPOHHOro ceptudukarta

Mpukas - Ne 596H - 0T 02.11.2024 - MMHUCTEPCTBO 34PaBO0OXpaHeHns - [lencteyeT 6e3 n3MeHeHun

MWHNCTEPCTBO CTULMK
Poccuinckon degepaunmn
3APEFMCTPUPOBAHO
PernctpauunoHHbin Ne 80460
oT 5 nekabps 2024 r.

MWHWUCTEPCTBO 3PABOOXPAHEHNA POCCUACKOI ®EOEPALLAN
MPUKA3

MockBa

2 HOsA6ps 2024 . Ne 596H

06 yTBepXAeHUN MeToaNYeCKNX YKa3aHU Mo OCYLLECTBEHNIO UCMOHUTEbHLIMM OpraHamMy Cy6bekToB
Poccuiickon denepaumnm nepeaaHHbIX NOJHOMOYMIA MO OpraHn3aLuy obecneyeHns rpakiaH, BKIOYEHHbIX B
denepalibHbI PErncTp UL, UMELWUX NPABO Ha NoJyYyeHne rocy1apCTBEHHON COLManbHOM NOMOLLY,
NeKapCTBEHHLIMU NpenapaTamMn A8 MeAULIVHCKOTO MPUMEHEHUS, MEAULIVMHCKUMU U3LEeNNsSMI, a TakXKe
CNeunann3npoBaHHbLIMIU NPOAYKTaMU 1e4ebHOro NMTaHus ANs AeTeln-UHBaANI0B, B TOM Yucsie C
NCMOoJIb30BaHUEM 3/IEKTPOHHOIO cepTudukaTa

B COOTBETCTBUMN C NYHKTOM 2 YacTn 7 cTaTbk 4 1 ®epepanbHOro 3akoHa ot 17 mionsg 1999 r. Ne 178-03 "0
rocyfapCTBEHHOW COLManbHON NoMoLWK”, MyHKTOM 3 YacTn 5 ctaTbun 3 ®efepasibHOro 3akoHa oT 30
nekabps 2020 r. Ne 491-03 "O npuobpeTeHun oTAeNbHbIX BULOB TOBApoB, paboT, ycayr ¢ MCNob30BaHUEM
3JIEKTPOHHOr0 cepTudukaTta" n NnyHKToM 1 MonoxxeHns o MUHMCTEpPCTBE 34paBOOXPaHEHNs POCCMICKON
depnepaumm, yTBEPXKAEHHOI0 NOCTaHOBAeHMEM MpaBuTenbCcTBa Poccuinckon ®epepaumm ot 19 nioHs 2012
r. Ne 608, npukasbiBato:

1. YTBepanTb NpunaraeMble MeToanmyeckne yKkasaHus no ocyLLecTBJIEHUIO NCMONHUTENbHbIMY OpraHamu
cybbekToB Poccuinickon depepaumm nepefaHHbIX NOJHOMOYMIA NO OpraHu3aumm obecneyveHns rpakaaH,
BKJItOYEHHbIX B PefepasibHbl perncTp auL, MMeLwwmnx npaso Ha nojyvyeHme rocyaapCTBEHHOW COoLManbHON
MOMOLLY, JIeKapCTBEHHbIMY MpenapaTamMun Aas MeAULUHCKOr0 NPUMEHeHNs, MeAULUHCKUMUN U3Lennsamu, a
TakXXe Cneunann3mpoBaHHbIMIU NPoAyKTaMmn ne4ebHOro NuTaHa oNa AeTen-MHBaAnL0B, B TOM Yucie ¢
MCMOJIb30BaHNEM 3/IEKTPOHHOI0 cepTugmrKaTa.

2. Mpu3HaTb yTpPaTMBLUMMYK CUY NMPUKa3bl MMHUCTEPCTBa 34paBooxpaHeHmnsa Poccninckon degepaumn:

0T 23 okTA6ps 2019 r. Ne 877H "O6 yTBEPXKAEHUN METOANYECKUX YKa3aHMIN N0 OCYLLECTBAEHWIO OpraHaMm
rocyfapcTBEeHHON BnacTu cybbekToB Poccunckon ®epepauyv nepefaHHbIX NOAHOMOYMUIA MO OpraHnu3aLmm
obecneyeHns rpaxkaaH, BKAOYEHHbIX B PefepanbHblii PperncTp AnL, MMEKLMX NPaBo Ha NoayYyeHne
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roCyAapCTBEHHOW COLMANbHON MOMOLLM, IeKAapCTBEHHbIMY NMpenapaTamMn, MeAULUNHCKMMUN U3ennsaMmu, a
TakXXe cneunann3mpoBaHHbIMY NpoaykTaMu ne4ebHoro NuTaHms aAna geTen-mHeaanaos"
(3apernctprpoBaH MnHncTepcTBOM toCTULMK Poccminckon ®epepaunn 16 anpens 2020 r.,
pernctpaumoHHbin Ne 58109);

0T 22 ceHTs6ps 2020 r. Ne 1002H "O BHECEHUN N3MEHEHN B MeToaNYeCKMEe YKa3aHUs Mo OCYLLEeCTBAEHNIO
opraHamu rocyapCTBeHHON BlacTu cybbekToB Poccuiickon Penepaunm nepegaHHbiX MOJHOMOYKIA MO
opraHu3aunm obecneyeHns rpaxaaH, BKNOYEHHbIX B PefepanbHbll perucTp AnL, UMeKLLnX NpaBo Ha
noJiy4eHne rocy4apCTBEHHON COLMANbHOM MOMOLLM, JIeKapCTBEHHBIMU NpenapaTtaMm, MeguUMHCKUMIN
N30enusaMu, a Takxe CNeumnaanm3npoBaHHbIMN NPOAYKTaMy e4ebHoro NMTaHns ansa LeTen-uHBaamaos,
yTBEpPXXAEeHHble Npuka3oM MrHUCTepPCTBa 34paBooxpaHeHns Poccuiickon ®efepaumm ot 23 okTabpa 2019
r. Ne 877H" (3apeructpmnposaH MnHuUCTepcTBoM tocTuumm Poccuinckon ®egepauunm 14 aHsapsa 2021 r.,
perncTpaumoHHbin Ne 62086).

3. HacTosAwmin npuka3 BcTynaeT B cuiy ¢ 1 aHBapsa 2025 roga.

MuHucTp M.A.Mypaluko

YTBepxaeHsl

NpuKasoM MnHMCTepPCTBa 34PaBOOXPAHEHMS
Poccuiickon ®epepalimu

0T 2 Hosbpsa 2024 r. Ne 596H

MeToanyYeckume yKasaHus

Mo OCYLLECTBJEHWIO NCMONHUTENbHBIMU OpraHaMun cybbekToB Poccuinckon ®efepaunm nepefaHHbix
MOJIHOMOYUIA MO OpraHu3auuy obecneyeHns rpa)kiaH, BKIOYeHHbIX B DefepasibHblil perncTp aud,
MMeloLL X NPaBo Ha NoJiyYeHne rocy4apCTBEHHOW COLMAIbHOW NOMOLLM, NeKapCTBEHHbIMU NpenapaTamu
ANA MeAULNHCKOro MPUMEHEHNS, MEAULNHCKUMW U3LeNNAMY, @ TaKxXe Cnelnann3vpoBaHHbIMU
NPOAYKTaMu ne4yebHOro NMTaHna ans AeTen-nHBaAUA0B, B TOM YUCAE C UCMOJIb30BAHNEM 3JIEKTPOHHOIO
cepTugurKaTa

1. HacTosiwme MeToamnyeckme ykasaHus yCTaHaBAMBaOT TPeboBaHNS K OCYLLECTBEHWIO
NCNOJIHNTENIbHLIMU OpraHamu cy6bekToB Poccuinckon ®Pegepaunn, onpenesieHHbIMU BbICLLUMMU
JAOJDKHOCTHbIMU nnuamm cybbekToB Poccuinckon ®egepauunmn (PyKoBOANTENSMU BbICLUMX UCMOJHUTESbHbIX
opraHoB cybbekToB Poccuickon ®efepaunmn) n agMUHUCTPaunen roposda bakoHypa (nanee -
NCNOJIHNTESIbHbIE OpraHbl Cy6beKTOB), NepefaHHbIX UM A5 OCYLLeCTBIEHUSA MOJHOMOYMI POCCMINCKON
®epepaumm B 061aCTV OKa3aHUSA roCyAapCTBEHHON COLMANbLHOM NOMOLLM B BUAE Habopa CoumnanbHbIX
yCayr, B 4aCTu opraHm3auumn obecneyveHns rpa)kaaH, BKAOYEHHbIX B PefepanbHbi perncTp amd,
NUMEILLX NMPaBOo Ha NMoJlyYeHne roCyaapCTBEHHON coumasabHon nomowm 1 (ganee - ®egepanbHbiin
PernucTp), 1 He 0TKa3aBLUMXCS OT MOJyYeHNs COLUMaNbHOM yCayr no obecneyeHnto B COOTBETCTBMM CO
CTaH4apTaMn MeAULUHCKON NOMOLLM He0BXOANUMbBIMU NIeKapCTBEHHbLIMU NpenapaTtaMmn 4S8 MeANLNHCKOro
NnpUMeHeHUs B 06bemMe He MeHee, YeM 3TO NPeLyCMOTPEHO NEPEYHEM XKN3HEHHO HEOBXOANMBIX 1
BaXXKHEWNLLMX JIeKapCTBEHHbIX NPenapaToB, CHOPMUPOBAHHBLIM B COOTBETCTBUN C PefepasibHbIM 3aKOHOM 0T
12 anpensa 2010 roga Ne 61-®3 "O6 obpallieHnn NeKapCTBEHHbIX CPeACTB", MO peLenTaM Ha
JIeKapCTBEHHbIE NpenapaThbl, MEAULMNHCKUMN N3OeMAMW N0 PeLLenTaM Ha MeANLUHCKME U3LENNS, a TakXe
Cneunann3mpoBaHHbIMIN NPOAYyKTaMM Ne4ebHOro NuTaHMa Ana eTen-MHBaAnaoB 2 (fanee - counanbHas
ycnyra), B TOM YMcsie € UCNoJib30BaHMEM 3N1EKTPOHHOMO cepTudukaTa.

1 CtaTba 6.4 ®egepanbHOro 3akoHa ot 17 nons 1999 r. Ne 178-03 "O rocygapCTBEHHON coLManbHOM
nomown" (oanee - PefepanbHblil 3aKoH Ne 178-03).
2 MMyHKT 1 yacTn 1 cTaTbn 6.2 PenepanbHOro 3akoHa Ne 178-93.
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2. Lenbto HacTosAwmx MeToanyecknx yKasaHui aBaseTcs npegynpexieHmne HapyLleHuin TpeboBaHui
3aKoHozaTenbCcTBa Poccuinckon ®epepauv U MHbIX HOPMATUBHBIX NMPABOBbIX aKTOB O FOCYAAaPCTBEHHOM
CoUManbHOM NOMOLLM, @ TaKXKe NoBblleHMe 3PMEKTUBHOCTI PAacX00BaHUS CPeACTB heaepasbHOro
boaxeTa.

3. K nonHomo4mam Poccuinckon ®epepaum B 061acTy okasaHns rocyapCTBEHHON COLManbHON NOMOLLN B
BuIe Habopa coumanbHbIX YCNyr, NepefaHHbIM A5 OCYLECTBAEHUS NCMONHUTENbHBIM OpraHaM Cy6bekToB,
OTHOCSTCS CneayloLine NosHOMOYMA Mo OpraHm3auumn obecneyeHns rpa)kaaH, BKIOYEHHbIX B
depnepantHbIi PETNCTP U HE 0TKA3aBLUMXCSA OT MNONYYEHWUS COLMANIbHON YCAYri IeKapCTBEHHbLIMN
npenapatamMn onga MeanunHCKOro npuMmeHeHnsd, MeanuUMHCKUMIn n3aennamMmmn, a Takxe
cneunann3MpoBaHHbIMU NPoayKTaMu fevyebHoro NnTaHna onsa geTen-uHBaAnaoB (fanee - nepefaHHble
noJsiIHoMou4usA) 3 :

3 YacTtb 1 cTaTbu 4.1 ®epepanbHOro 3akoHa Ne 178-03.

1) ocyLecTB/IeHNe 3aKyMNoK (B TOM Y1C/ie OpraHn3aLus onpeaeneHns NocTaBLLIMKOB) IEKAPCTBEHHbIX
npenapaToB A1 MeANLMHCKOr0 NMPUMEHEHUS, MEAULMHCKIX U3OENNIA, @ TaKXe CNeLmnaan3npoBaHHbIX
NpoAYKTOB Sie4ebHOro NUTaHNS ANa feTel-NHBaMA0B;

2) opraHu3auus obecrneyeHns HaceneHMst NeKapCTBEHHLIMM NpenapaTaMn 41 MeaNLMHCKOro
NPUMEHEHUS, MEAULIMHCKUMY U3AENNSAMM, @ TakKXXe Creuuann3npoBaHHbIMI NPoayKTamu nevebHoro
NUTaHWUA 0N eTel-UHBAMA0B, 3aKYMJIEHHbIMU MO roCy1apCTBEHHLIM KOHTPAKTAM.

4. duHaHcoBoe obecneyeHne pacxoaoB Ha OCYLLECTB/IEHE NepeaaHHbIX NMOJHOMOYMNIA OCYLLIECTBSETCS 3a
CYET CPeLCTB, NPeAyCMOTPEHHLIX B (heaepalibHoOM Blof)XeTe Ha COOTBETCTBYIOLLMIA rofl, Ha OKa3aHue
rpa)klaHaMm, BKJ/Il0YeHHbIM B ®defiepasibHblii PErnucTp, CoLuansHoN ycayr no obecneyeHmno
JIEKAPCTBEHHbIMY NpernapaTaMun s MeAULIMHCKOrO NPUMEHEHNS Mo peLenTaM Ha IeKapCTBEHHbIe
npenapaTsl, MEAULIMHCKUMN U3LeAUAMM N0 PeLenTaM Ha MeguLNHCKIE N3AeNUs, a TakXKe
CNeunann3mpoBaHHbIMI NPOAYKTaMK e4ebHOro NMTaHus Ans AeTen-uHBannmos 4 .

4 BenoMCTBEHHas CTPYKTYpa pacxodos enepanbHoro biogxeta Ha 2024 rof 1 Ha NJaHOBLIN Nepuog,
2025 n 2026 rogos (npunoxeHune Ne 12 kK PegepanbHOMy 3akoHY 0T 27.11.2023 Ne 540-03 "O
thenepansHom brogxeTe Ha 2024 rof 1 Ha nnaHosbIn nepuog 2025 n 2026 rogos").

5. CpeacTBa Ha OCyLLeCTB/IeHe nepefaHHbIX MOJHOMOYMIA NpefyCcMaTpuBanTCa B Buae cybseHumMn ns
thenepansHoro 6oaXKeTa.

6. 06w 0bbem cpeacTs, NPeayCMOTPEHHLIX B (heaepasibHoM bogxeTe B Buae cybseHunn biogxetam
cybbekToB Poccuiickon Pepgepaunn 1 ropony bankoHypy (nanee - cybbekThl Poccuinckon ®epepaumm) Ha
OCyLLEeCTB/IeHNE NepefaHHbIX NOJTHOMOYMIA, ONPefensieTcs NCXOAS 13!

1) YNCNEHHOCTY rpaXkaH, BKIOYEHHbIX B DefepasbHbIil PErNCTP, U He 0TKA3aBLUMXCS OT Moay4eHns
coumnanbHoOM ycnyru;

2) HopMaTMBa (PUHAHCOBLIX 3aTpaT B MeCAL, Ha OLHOI0 rpaXkiaHuHa, BKKYEHHOro B PefiepaibHblii
PerncTp, NosyyatLLero rocyaapCTBEHHYI COLMaNbHY0 MOMOLLb B BUAE COLMAJIbHON YCayry,
yCTaHaBAMBaeMoro exerogHo MNpasutenscTsoM Poccuinckon depepauum 5 .

5 YacTb 3 cTtaTbu 4.1 PenepanbHOro 3akoHa Ne 178-93, MeToanka pacyeTa obbeMa CpeacTs,
npeaycMOTPEHHbIX Ha (hMHaHCOBOe obecrneyvyeHre pacxofoB No NPefoCTaBEHUIO rpaXkiaHaMm
roCyfapCTBEHHOW COLMaibHON NMOMOLLM B BMAE Habopa coumalbHbIX YCYT, YyTBEPXAEHHas
noctaHosneHuem MpasuTtenscTBa Poccunckon depepauun ot 29 nekabpsa 2004 r. Ne 864 "O nopsagke
thrHaHcoBoro obecneyeHns pacxooB No NPefOCTaBAEHMIO FpaXkAaHaM rocyjapCTBEHHOW COLManbHOM
nomoLu B Buae Habopa coumansHbiX yCayr" ¢ U3MeHeHWAMW, BHECEHHBIMU MOCTaHOBAEHNEM
MpasuTenbcTBa Poccuinckon Pepepaumm oT 30 Hosbps 2022 r. Ne 2176.
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7. CpeAcTBa Ha OCYLLECTBJIEHNE NepefaHHbIX MOJIHOMOYMIA HOCAT LieSIEBON XapaKTep U He MOryT ObITb
MCMO/Ib30BaHbl Ha Apyrue Lenu.

8. 3aABKM Ha nepedncaeHne cybeeHumn n3 denepansHoro bogxeTa Ha puHaHcoBoe obecneyeHne
OKa3aHus rpakgaHaM, BKAOYeHHbIM B ®efiepasibHbIA PErucTp, CoOLMaabHON yCayr, NpencTaBasoTCa
NCAONHUTENbHBIMU OpraHaMn cy6bekToB B MUHUCTEPCTBO 34paBooxpaHeHmns Poccunckon epepauuv B
TeyeHune NATHaaLaTK paboymx OHEN co AHA odmUManbHOro onybaMkoBaHUs akToB MpaBUTENbCTBA
Poccuinckon ®egepaumm o pacnpeneneHmm cybseHUniA, BHECEHUN U3MEHEHUI B pacnpeaeneHne cybeeHUNiA
no oopMe, YyTBEPXXAEHHON NMPMKa3oM MMHUCTEPCTBA 3[paBooxpaHeHns Poccunckon ®egepaunm oT 8 MIOHA
2020 r. Ne 555H 6 .

6 3aperncTpupoBaH MuHucTepcTBOM OCTMLMK Poccuiickon Pepepaunn 16 ceHTabpsa 2020 r.,
permncTpaumoHHbin Ne 59909.

9. icnonHuTenbHble opraHbl CybbeKTOB NpeacTaBaatoT B MMHMCTEPCTBO 34paBoOXpaHeHnsa Poccuinckon
depepaunmn exxekBapTaibHO, He No3aHee 10-ro Ynucna Mecsaua, ciefyloLlero 3a 0OTYETHLIM KBapTaJioM,
oT4eT 0 pacxopax boaxeToB cybbekToB Poccuinckon ®egepaum, MCTOYHUKOM (hHAHCOBOr0 obecneyeHns
KOTOPbIX ABNAETCSA CyOBEHLMS, B COOTBETCTBUM C [paBniamMy NpefocTaBneHns cybBeHUnn 13
tdhenepanscHoro bogxeTa broaxetam cybbekToB Poccuinckon ®enepauun n brogxeTy r. bankoHypa Ha
dunHaHCoBOe obecneyeHme oka3aHUs OTAE/bHBIM KaTeropusiM rpax aaH coumnasibHON ycayru no
obecrneyeHunto NeKapCTBEHHbIMU NMpenapaTaMi ond MegnynHCKOro npumMeHeHma no peuenTtaM Ha
NeKapCTBEHHbIe NpenapaThl, MeAULVHCKUMI U3LeNnaMn N0 peuenTaM Ha MeJULUHCKNE N3LENUs, a Takxe
Cneunann3mpoBaHHbIMIN NpoayKTaMmn ne4ebHoOro NuTaHMa ona neTten-mHBanuaos 7 (fanee - Mpasuna
npefocTaBneHns cybBeHL M) No hopMe, YTBEPXKAEHHON NpUKa3oM MUHUCTePCTBa 34PaBOOXPaHEHUS
Poccninckon ®epepaunn ot 15 aBrycta 2018 r. Ne 533H 8 .

7 MocTtaHoBneHue MpasutenscTBa Poccuinckon ®epepaumm ot 27 aBrycta 2014 r. Ne 865 "06
yTBep>xaeHuu Mpasun npenoctasBnaeHns cybseHumin n3 penepanbHoro 6oaxeTa brogxeTam cybbekToB
Poccunckon ®egepaumm n bogxeTy r. balkoHypa Ha hmHaHcoBoe obecneyvyeHne okasaHns OTAENbHbIM
KaTeropusaMm rpakaaH counanbHON yCayru no obecnevyeHnto NeKkapCTBEHHLIMI MpenapaTamMn ans
MeONLMNHCKOro NPMMEHEHNS NO pelenTaM Ha eKapCTBEHHbIE NpenapaThl, MEAULUHCKUMW N34EANAMU MO
peLenTaM Ha MeaUUMHCKME U3henns, a Takxe cneunanm3npoBaHHbIMA NPOAYKTaMmM ne4ebHoro nutaHus
ANa fpeTen-uHBaAUAO0B N 0 MPU3HAHUN YTPATMBLUUMK CUITY HEKOTOPLIX akToB MpaBuTenbCcTBa Poccuinckon
depnepaummn" € NI3MEHEHVAMU, BHECEHHBIMY MOCTaHOBAeHNEM lNpaBuTenscTBa Poccuninckon degepauum ot
20 geBpans 2024 r. Ne 191.

8 3aperncTpuposaH MuHucTepcTBoM tocTmumm Poccninckon ®egepauunm 10 okTabps 2018 r.,
perncTpaumoHHbIn Ne 52389.

10. OT4yeT 06 OCyLWEeCTBAEHNN UCMONHUTEBbHLIMU OpraHaMy Cy6beKTOB NepeaaHHbIX MOAHOMOYUIA
npeactasnsetca B PegepasibHyto cyxby no Haa3opy B chepe 34paBoOOXPaHEHNS Ka)KAbI KBapTas 1 no
utoram 3a rog no 15 4yncna mecsua, cnefyrowero 3a OTY4ETHbBIM Nepuoaom 9 .

9 NyHKT 4 MNopsaka npeacTaB/eHns oT4eToB 06 0CyLLLECTBAEHNN OpraHaMmn rocyAapCTBEHHOW BAacTu
cybbekToB Poccuiickon Peaepaunn nepenaHHbiX NoJHOMoYmin Poccuinckon deagepaumy nNo opraHnsaumnm
obecneyeHns rpa)kaaH, BKJOYEHHbIX B PefepanbHbli PpErncTp anL, NMetoLWmnX NpaBo Ha NoJiyvyeHne
roCyfapCTBEHHOW COLMANbHON NOMOLLW JIeKapCTBEHHbIMY NpenapaTamu, n3gennamm MmeanunuHCKoro
Ha3Ha4yeHus, a TakXXe Creumann3npoBaHHbIMU NPOAYKTaMy leyebHoro NnTaHns 4naa geTen-uHBaAnaos, u
OTHETOB 0 PAaCX0A0BaHMMN NPEAOCTABNEHHbIX CyOBEHLNIA Ha OCYLLLECTBIEHNE OPraHOM roCyAapCTBEHHOW
BNnacTu cybbekTa Poccunckon ®epepaumm nepefaHHbIX NoJIHOMOYNA Poccuinckon ®epepaumm no
opraHusauunn obecnevyeHmsa rpaxKgaH, BKAOYEHHbIX B PegepabHblil perncTp nL, MMeKLw X NpaBo Ha
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noay4yeHue rocyapCTBEHHON COLMaNnbHOM NOMOLLM eKapCTBEHHbLIMY NpenapaTaMu, U3LeNMaMu
MeLMLMHCKOr0 Ha3HaYeHWs, a TakxXe Cneunann3npoBaHHbIMU NPOAYKTaMK ne4ebHOro NnuTaHna ons geten-
WHBANIMAOB, YTBEPXKAEHHOI0 NPrYKa3oM MUHUCTEPCTBa 34paBOOXPaAHEHMS U COLMANbHOM0 pPa3BnTus
Poccuiickon ®epepaumm ot 29 aekabps 2007 r. Ne 816 (3apermctpupoBaH MUHUCTEPCTBOM HOCTULUN
Poccuiickon ®epepaummn 28 aHeaps 2008 r., pernctpaunoHHbliin Ne 11022), € U3MEHEHUAMU, BHECEHHBIMU
npukaszom MnHMCTEpCTBa 34PaBOOXPAaHEHMS U COLManbHOro passmTus Poccunckon ®egepauunm ot 4
teBpans 2011 r. Ne 79H (3apermctpupoBaH MMHUCTEPCTBOM OCTULMK Poccuinckon ®epepaunm 23 mapTa
2011 r., perncTpaumoHHbin Ne 20252).

11. OueHka 3(p(peKTNBHOCTU N Ka4eCTBa OCYLLECTBJIEHUS NUCMONHUTENbHBIM OPraHoOM CybbekTa
nepeaaHHOro NOJIHOMOYUS ONpeaenseTcs Kak CyMMa nokasaTtenen 3peKTUBHOCTU U Ka4yecTBa
BbINOJIHEHNA CyObeKTOM Poccuinckon Pepepaunm MeponpuaTUA, HanpaBaeHHbIX Ha pean3aLluio
nepenaHHbIX NojHoMo4un 10 .

10 MpunoxxeHme Ne 2 K MopAAKY OCYLLECTBEHNA KOHTPOIA 3@ 3PMPEKTUBHOCTLIO U Ka4eCTBOM
OCyLLEeCTB/IeHNS OpraHaMm rocy1apCTBEHHON BNacTu CybbekToB Poccminckon depepauum nepefaHHbIX
nosiHomouun Poccuinckon ®epepaumm B 061aCTy oKa3aHUs rocyapCcTBEHHON COLIMANbHON NOMOLLN B BUIE
Habopa coumnanbHbIX YCayr, yTBEPXXAEHHOMY NpUKa3oM MUHWCTEPCTBa 34PaBOOXPaHEHUS POCCUACKON
®epnepaumm oT 6 mas 2022 r. Ne 312H (3apernctpupoBaH MMHUCTEPCTBOM OCTMLNN Poccninckon
®epepaumm 1 noHa 2022 r., perncTpaumoHHbii Ne 68687).

12. OcyLiecTBieHMe 3aKyMnoK JIeKapCTBEHHbIX NpenapaToB 4/ MegULUHCKOro NpUMeHeHus, MeauLMHCKNX
N3Oenunin, a TakxXe Cneunann3npoBaHHbIX MPOAYKTOB Jle4ebHOro NUTaHUs AN LeTen-uHBaIMaoB
OCYLLECTBJIAETCA UCXOAS N3 YNCSIEHHOCTU rpaXkaaH, BKJIKOYEHHbIX B DefepanbHblil perncTp.

13. YyeT npaBa Ha nNosly4eHue coumanbHON yCayrn OCyLecTBAAETCS N0 MeCTY XUTeNbCTBa rpakaaHnHa,
BKJIIOYEHHOI0 B defiepasibHblil PErnucTp, C AaTbl yCTaHOBAEHUS eMy B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccuinckon ®egepaumm 11 exxeMecsa4HoW AEHEXHON BbiNAaThbl 12 .

11 AAMUHUCTPATMBHLIN pernaMeHT NpeaocTaBieHns MNeHCnoHHbIM hoHA0M Poccuickon depepauun
rocyapCTBEHHON YCAYri MO YCTAHOBMIEHNIO €XXEMEeCAYHON LeHEeXXHOW BbINiaTbl OTAe/IbHbIM KaTeropusam
rpaxaaH B Poccuinckon ®efepaunm, yTBepXAeHHbIN NocTaHoBAeHWeM MpasneHns NeHCMoHHOro poHaa
Poccuiickon ®epepaumm ot 19 asrycta 2019 r. Ne 4140 (3apernctpupoBaHo MUHUCTEPCTBOM HOCTULUN
Poccuinckon ®epepaummn 19 gekabpsa 2019 r., peructpaumnoHHbin Ne 56895), ¢ nsMeHeHUsSIMU, BHECEHHbLIMU
noctaHoBseHneM MpasneHns NeHcnoHHoro PoHaa Poccunckon ®epepaumm ot 23 ceHTabps 2020 r. Ne 703
n (3aperncTprupoBaHo MMHMCTEPCTBOM toCTULMK Poccuinckon ®enepauun 9 nekabpsa 2020 r.,
perncTpaumoHHbIn Ne 61346).

12 YacTb 1 cTaTha 6.3 GepepasibHOro 3akoHa Ne 178-03.

14. I'paxxOaHuH, BKIOYEHHbIN B DefiepasibHbll PErUCTP, MMEKOLW M MPaBo Ha MOYyYeHUEe COLMaabHON
YCYyrun, MOXKET 0TKa3aTbCs OT €e NoayyeHus, 06paTUBLLNCE C 3asiBJIEHMEM B TEPPUTOPUAIIbHbIA OpraH
®oHAa NEHCMOHHOIO U COoLManbHOro CTpaxoBaHusa Poccniickon degepaunmn, OCyLWECTBAAIOWMNIA eMY
eXeMeCAYHYIO AeHeXHYI0 BbiniaTy.

15. OpraHunsaumsa obecneyeHnsa rpaxkaaH, BKIOYEHHbIX B ®efepabHblil perncTp, IeKapCTBEHHbIMU
npenapaTtaMmn gns MeANUMHCKOro NPUMEHEHNS, MEQULNHCKUMI N3LENNAMU, @ TaKXe
cneunann3MpoBaHHbIMU NPOAyKTaMuy ie4ebHoro NnTaHna Anasa geTen-uHBaangoB, OCyLLeCTBAAETCS
NCMONHNTENbHBIMU OpraHaMn Cy6beKTOB B COOTBETCTBMUU C MOPSAKAMUN OKa3aHWNA MeAULUHCKOW MOMOLLM, C
YY4€TOM CTaHOapPTOB MEANLMHCKON NOMOLLN, Ha OCHOBE KJMHUYECKNX PEKOMEHAALMIA, @ TaKXE B
OTHOLLEHWUW NNEKAPCTBEHHbIX MPenapaToB A1 MEAULNHCKOr0 MPUMEHEHNS, CMeLnaan3npoBaHHbIX
NPOAYKTOB Sie4ebHOro NMTaHNs NS AeTEN-MHBAIMAOB C YYETOM CPelHEN KYypPCOBOW A03bI.

16. I'paxxaaHe, BKAOYeHHbIe B PefepanbHblin pernctp, obecneynBaloTca 1ekapCTBEHHbIMU NpenapaTaMm
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ANS MEOULMHCKOrO MPUMEHEHNSA B 06beMe He MeHee, YeM 3TO MPeayCMOTPEHO NEPEYHEM XKMN3HEHHO
HeobX0AMMbIX N Ba>XHENLLNX NEKAPCTBEHHbIX NPenapaToB, ChOPMUPOBAHHbLIM B COOTBETCTBUN C
®epnepanbHbM 3aKoHOM 0T 12 anpend 2010 r. Ne 61-®3 "O6 obpalleHnn nekapcTBeHHbIX CpeacTs”,
MeONLUHCKUMU N30eNnsMn B COOTBETCTBUM C NEPEYHEM MEANLIMHCKNX U3OENNA, OTNYCKAEMbIX MO
peLenTamM Ha MeauUMHCKME n3genna npyu NnpeaocTaBfieHnn Habopa coumnanbHbIX YCAYT, YTBEPXKAEHHbLIM
pacropsixeHnem MpaButenbcTBa Poccuinckon ®epepaunn oT 31 gekabps 2018 r. Ne 3053-p, a Takxe
cneunann3vpoBaHHbIMU NPOAYyKTaMu ie4ebHoro NnTaHna Ana neTen-uHBaAnaoB B COOTBETCTBUM C
nepeYyHeM Cneunanm3npoBaHHbIX NPOAYKTOB fe4ebHOro NuTaHna gns geTen-uHBaanaoB, yTBEPKAEHHbLIM
pacnopshkeHuem lMNpaBuTenscTBa Poccuiickon ®epepaumm ot 11 gekabps 2023 r. Ne 3551-p.

17. NoTpebHOCTb B SIeKAPCTBEHHLIX MpenapaTax 419 MeAULUHCKOro NPMMEHeHNs, MeANLNHCKNX
N3Oenusix, a Takxe Cneunann3npoBaHHbIX MPoAyKTax ieyebHoro NTaHus 4N neTen-uHBaIMaoB
onpenenseTcs MCX0AN U3 e)XXxeMeCAYHON PaKTUYeCcKon NoTpebHOCTU rpaXkaaH, BKIIOYEHHbIX B
defepalibHbIA PErUCTP, @ TaKXKe C YH4eTOM HeobX0AMMOCTI POPMMPOBAHNS HECHMXXAEMOr0 3anaca Ha Tpu -
YyeTbIpe Mecsua.

18. O6beM NOCTaBOK NEKAPCTBEHHbIX MPENapaToB Aa5% MEAULMHCKOr0 NMPUMEHEHNS, MEAULMHCKNX
n3genni, a Takxxe Crneumann3npoBaHHbIX MPOAYKTOB 1e4ebHOro NUTaHUs ANs AeTen-MHBannaoB
hopMMpyeTCs UCX0AA U3 HOpMaTUBa OMHAHCOBBLIX 3aTPaT B MeCAL, Ha OAHOro rpaXKAaHnHa, BKIOYEHHOr 0 B
®efepancHbI PErncTp, NoJiyvarLwero rocy4japCTBEHHY0 COLMabHYO MOMOLb B BUAE COLMNANbHON YCAyrn
no obecneyeHunio N1eKapCTBEHHbLIMI NpenapaTaMi 49 MeANLNHCKOro NPpUMEHeHNs, MeANLNHCKMMM
N3OennsiMU, a TakxKe Cneumnasn3npoBaHHbIMM NPOAYKTaMK 1Ie4ebHOro NMTaHns ans LeTen-uHBa nMaos,
yCTaHaBAMBAaeEMOro exeroaHo MNpaesuTtenscTBoM Poccuniickon @enepaunn, a Takke IMMUTOB B104)KETHbIX
0653aTeNbCTB, AOBeAEeHHbIX MUHNCTEPCTBOM 34paBooxpaHeHus Poccuinckon ®epepaumm oo
NCMONHNTENbHbIX OPraHOB CYObEKTOB B COOTBETCTBMM C MyHKTaMu 3 1 4 MpaBuni NpeLocTaBeHNs
cybBeHUNMN.

19. C yyeToM cchopMUpPOBaHHbIX 06 bEMOB MOCTABOK JIEKAPCTBEHHbIX NMPenapaToB A8 MeANLNMHCKOro
NPUMEHEHUS, MEONLIMHCKUX N3AENNIA, @ TaKXe CNeLnann3npoBaHHbIX NPOAYKTOB e4ebHoro nuTaHus ans
AEeTeN-NHBaIMA0B NCMONHUTENbHbIN OpraH CybbekTa B COOTBETCTBUM C 3aKOHO4ATENLCTBOM POCCUNCKON
depepaln 0 KOHTPAKTHOM cMCTeMe B cdepe 3aKynok ToBapoBs, paboT, ycnyr ons obecnevyeHus
rOCYAapCTBEHHbIX Y MyHULMNAAbHbIX HYXXA 13 0CyLLeCTBASET 3aKynKy NeKapCTBEHHbLIX MPenapaToB A4
MeONLNHCKOro NPUMEHEHNS, MeAULUNHCKUX U3LeNniA, a TakXe Cneumann3vpoBaHHbIX MPOAYKTOB
nevebHoro NuTaHna onsa geTen-uHBaNAoB.

13 ®epepanbHbIl 3aKoH 0T 5 anpens 2013 r. Ne 44-03 "O KOHTPAKTHOW CUCTEME B Chepe 3aKyrnok
ToBapoB, paboT, ycayr ana obecneyeHns rocyapCTBEHHbIX M MyHULMNANbHBIX HYXA".

20. icnonHuTenbHbIM opraH CybbekTa OCYLLECTBASET KOHTPOJIb ABVMKEHNS 1 yYETa IeKapPCTBEHHbIX
npenapaToB s MeANLUHCKOr0 NPUMEHEHUS, MEANLIMHCKUX N34ENNNA, @ TaKXe Cneunann3npoBaHHbIX
NpoayKTOB sie4ebHOro NMTaHns ons LeTen-mHBaamaoB B cybbekTe Poccuinckon ®epepaumm no
HOMEHKIaTYype, KOIMYECTBY 1 CTOMMOCTU, B TOM YUCNE OUKCUPYET OTCYTCTBUE noTpebHocTn nnbo
NoABJIEHUS OOMOJHUTENbHOW NOTPEBHOCTY B CBA3N C N3MEHEHNEM YUCJIEHHOCTU rpakAaH, BKIOYEHHbIX B
depepancHbIi PErNCTP, U3MEHEHNEM B Ha3HAYEHUSX MeAULUHCKMMUN paboTHMKaMK rpa)kgaHam,
BKJItOYEHHbIM B ®efiepabHbli PErNCTP, IEKAPCTBEHHLIX NpenapaToB 419 MeANLUHCKOro MPUMEHeHNS,
MeOULNHCKUX U3Oennii, a TakXe crneumnann3npoBaHHbIX MPOAYKTOB leyebHoro nuTaHns ana netei-
MHBanOoB.

icnonHnTenbHbIn opraH cybbekTa 0643aH npMHMMaTh Mepbl Mo obecnevyeHunio rpaxaaH, BKAOYEHHbIX B
depepanbHbIi PETUCTP, NEKAPCTBEHHBIMU NpenapaTaMy AN MeAULNHCKOro NPUMEHEHNS, MEOULNHCKUMUA
N3gennamu, a Takxe cneumnanm3npoBaHHbIMA NPOAYKTaMM ne4ebHoro NnMTaHma ons geTen-nHBaanaos, B
CBSI3U C YeM BeAeT YYeT rpakaH, BKIOYEHHbIX B ®enepanbHblli pernctp, obecneynBaemMbix
JIEKapCTBEHHbLIMY MpenapaTamn ons MeANLMHCKOr0 NPUMEHEHUS, MEANLIVMHCKUMW U3LENNAMU, @ TaKXKe
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cneunann3npoBaHHbIMKU NPOAYKTaMK leyebHoro NuTaHna ana neTen-uHBaANAoB, 3aKyMJIEHHbIMMI MO
rocyfapCTBEHHbLIM KOHTPaKTaM.

21. B uensx rapaHTUPOBaHHOIO MCMOJIHEHMSA FOCYAAaPCTBEHHbIX COLManbHbIX 0643aTenbCTB Mo
CBOEBpeMeHHOMY 1 becnepebointHoMy obecneyeHunto rpa)kaaH, BKIOYEHHbIX B efiepaibHbI perncTp,
JleKapCTBEHHbIMK npenapaTamMn 48 MegULNHCKOrO MPUMEHEHNS, MeSULINHCKUMWN U3LESIUAMK, a TaKxXe
cneunann3vpoBaHHbIMU NPOAYKTaMu leyebHoro NnTaHna Ana neTen-uHBaAnaoB, Co3faHNa yCI0BMIA ANs
3KOHOMUN BIOAXKETHBLIX CPeACTB BO3MOXXHO NPoBeAeHEe 3aKyMNoK NoCpeaCcTBOM NPOBEAEHNSA COBMECTHbIX
ayKLunoHoB 14 .

14 Ctatba 25 PepepanbHoro 3akoHa Ne 44-03 "O KOHTPaKTHOW cnucTeMe B Chepe 3aKymnok ToBapoB, paboT,
ycnyr onsa obecneyeHmns rocyaapCTBEHHbIX U MyHULMNANbHbIX HYXA".

22. 3a NpeocTaB/ieHNeM PeLEnTOB Ha JIeKaPCTBEHHbIE MPenapaThl 418 MeANLUHCKOTr0 NPUMEHEHUS,
MeaULVHCKME N3AEeNUS, @ TaKXKe Crelnann3npoBaHHble NPOaYKThl Ie4ebHOro NMTaHnus ans aeTen-
WHBaNWIO0B rpaXk[iaHe, BKIOYeHHbIe B PeflepabHblii perncTp, obpallanTcs No MeCTY XUTENbCTBA UK
MPUKPENIeHNs B MEAULIMHCKME OPraHn3aLnn, OKa3biBaloLWmMe NepBUYHYI0 MeaNKO-CaHUTapHYo Nomollb 15

15 NyHKT 12 MNopagka npengocTaBneHns Habopa coumanbHbIX YCIYr OTAENbHbIM KaTEFrOPUSIM rpakaaH,
YTBEPXAEHHOI0 Npuka3om MUHUCTEPCTBa TPyAa W coumanbHOM 3almThl Poccuncknin degepaunn n
MuHncTepcTBa 34paBooxpaHeHns Poccuinckon depepaunm ot 21 gekabpsa 2020 r. Ne 929H/1345H
(3apeructpmnpoBaH MUHUCTEpPCTBOM tocTULMn Poccminckon ®epepaumm 11 mad 2021 r., permcTpaunoHHbIN
Ne 63365), C I3MEHeHNAMU, BHECEHHBIMW MPKKa3oM MuHTpyaa Poccum Ne 519H, Mun3gpasa Poccun Ne 506H
oT 1 okTabpsa 2024 r. (3apeructpmpoBaH MUHUCTEPCTBOM tOCTULNN Poccuinckon ®enepauunm 31 okTa6ps
2024 r., perncTpaumoHHbIin Ne 79988).

23. Ha3Ha4eHwue nekapCTBEHHbIX NpenapaTos A MeAULMHCKOr0 NPUMEHEHUS rpaXKjaHaM, BKJIIOYEHHbIM B
®epiepalibHbIA PErnCTp, OCYLLECTBASAETCS B COOTBETCTBUM C NPUKa3oM MUHUCTepCTBa 34paBOOXPaHeHNs
Poccuiickon ®epepaumm ot 24 HoA6ps 2021 r. Ne 1094H "06 yTBEpXAeHUM MopsaKa Ha3HavYeHns
NleKapCTBEHHbIX NpenapaToB, DOPM peLenTypHbiX 61aHKOB Ha JlekapCTBEeHHbIe NpenapaThl, Mopsanka
ohopMneHNs yKasaHHbIX 61aHKOB, NX y4yeTa 1 XpaHeHus, hopM 61aHKOB PeLLenToB, COLEPKALLNX
Ha3Ha4yeHne HapKoTUYeCKNX CPeACTB UM NCUXOTPOMHbLIX BellecTs, [opsfKa NX N3rOTOBJIEHUS,
pacnpeneneHns, perucTpaunu, yyeTa u xpaHeHus, a Takxe Mpasnn ohopmneHuns 6naHkos peLenTos, B
TOM YyucJie B PopMe 3N1eKTPOHHbIX JOKYMEHTOB" 16 .

16 3apeructpupoBaH MnHUCTEPCTBOM tOCTULMUN Poccuinckon ®epepaumm 30 Hosbpsa 2021 r.,
pernctpaumoHHbin Ne 66124, Cpok AencTBma nprkasa MMHMCTEpCTBa 34paBoOXpaHeHns Poccuninckom
®epepaunm oT 24 Hoabps 2021 r. Ne 1094H fo 1 mapTa 2028 r.

24. Ha3zHayeHne MeaMLMHCKNX N3AeNN rpaXaaHaM, BKJIloYeHHbIM B PefiepanbHblil perncTp,
OCYLLEeCTBASETCA B COOTBETCTBMM C NpUKa3oM MUHUCTEPCTBa 34paBooXpaHeHus Poccuinckon ®epepaumm
oT 20 pekabps 2012 r. Ne 1181H "O6 yTBEpXAEHUM MOPAAKA HAa3HAYEHNS W BbIMUCbIBAHNS MeLNLIMHCKNX
n3penuin, a Takxe popm peLenTypHblX 61aHKOB Ha MeAULMHCKNE U3LeNns U nopsaka ohopMaeHus
yKa3aHHbIX 611aHKOB, NX y4YeTa 1 xpaHeHuns" 17 .

17 3apeructpmnpoBaH MUHUCTEpPCTBOM tocTuLmMm Poccuinckon ®egepauum 25 nona 2013 r,
perncTpaumoHHbIn Ne 28882,

25. Ha3Ha4eHwue cneumann3npoBaHHbIX MPOAYKTOB Ne4ebHOoro NnuTaHns 4na geten-uHBaangoB
OCYLLLeCTBJISETCA B COOTBETCTBUN C npunoxeHnem Ne 14 K npukasy MmMHUCTepCcTBa 34paBOOXpPaHEHNS U
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coumanbHoro passutusa Poccuinckon ®eaepaumm ot 12 despans 2007 r. Ne 110 "O nopsiake Ha3Ha4yeHNs 1
BbIMUCbIBAHWNS NNEKapPCTBEHHbIX NpenapaTos, U34e/IMi MeQULMHCKOro Ha3HavYeHUs 1 cneumann3mpoBaHHbIX
nNpoayKToB fe4ebHoro nuTaHus" 18 .

18 3apeructpupoBaH MnHncTepcTBOM toCcTULUKN Poccuinckon ®epepaumnm 27 anpens 2007 r.,
perncTpaunoHHbin Ne 9364, C N3MEHEHMAMM, BHECEHHBIMW MPUKa30M MUHUCTEPCTBA 34PaBOOXPaHEHNS 1
coumansHoro passutus Poccuinckon ®epepaumm ot 20 sHBaps 2011 r. Ne 13H "O BHeCEHUN M3MEHEHWI B
npuka3 MMHUCTEPCTBa 3[paBOOXPaHEHNS U COLMAbHOro pa3BuTus Poccuinckon ®eagepaumm ot 12
epansa 2007 r. Ne MO "O nopsgke HazHa4YeHNs 1 BbIMUCbIBAaHNS NEKAaPCTBEHHbLIX CPEACTB, U3AENNIA
MeLMLMHCKOr0 Ha3HaYeHWs 1 CneLmrann3npoBaHHbIX NPOAYKTOB neyebHoro nutaHna" (3aperncTprupoBaH
MuHmncTepcTBOM tocTULMK Poccuinckon ®epepaumm 15 mapta 2011 r., pernctpaumoHHbin Ne 20103).

26. OTNyCK NeKapCTBEHHbLIX NPenapaToB 415 MeANLMHCKOrO NPUMEHEHUS rpaXkaaHaM, BKIIIOYEHHbIM B
®efiepalibHbIA PErUCTP, OCYLLECTBAAETCS B COOTBETCTBUM C NPMKa3oM MUHUCTepCTBa 34paBOOXPaHeHN s
Poccuiickon ®epepaumm ot 24 Hoabps 2021 r. Ne 10931 "O6 yTBEpXAeHMM [paBua 0TNyCKa
NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro MPUMEHEHNS anTeYHbIMU OpraHu3aLmsamm,
NHAVBUAYANbHBIMY NPeanPUHUMATENAMN, UMEOLLVMUN JINLEH3UIO Ha OCYLLECTBIIeHNe hapMaLleBTUYECKON
LeATeNIbHOCTU, MeAULNHCKMMMN OpraHu3aumnsaMm, UMeLWnUMI JINLEH3UIO Ha OCYLLEeCTB/IeHne
hapMaLEeBTNYECKON AeATENbHOCTY, U X 060cobneHHbIMK noapasaeneHnsaMu (ambynatopusimu,
henbawepckmMmn n genbalepcKo-aKyLWepCKUMN NyHKTaMK, LeHTpaMm (oTaeneHmamm) obuen BpavyebHom
(cemenHON) NPaKTMKK), PACNONOXKEHHBIMI B CENbCKUX MOCENIEHNAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHu3auuu, a Takxe lNpaBua 0TNyCKa HAPKOTUYECKUX CPEACTB Y MCMXOTPOMHbLIX BELLECTB,
3aperncTpUpoOBaHHbLIX B Ka4eCTBE JIeKapCTBEHHbIX NpenapaToB A8 MeAULUHCKOrO NPUMEHEHNS,
NleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeEHeHWs, CoOAepKallMx HapKoTUYeCKne cpescTBa 1
NCUXOTPOMHbIE BeLecTBa B TOM Yucie MNMopsfka 0Tnycka anTeYHbiMK opraHu3aumnsmMm
NMMYHOBMONOrMYeCcKnX NeKapcTBEHHbIX NpenapaTos" 19 .

19 3apeructpupoBaH MnHUCcTepcTBOM tOCTULMUN Poccuinckon ®epepaumm 30 Hosbpsa 2021 r.,
perncTpaumnoHHbin Ne 66142, Cpok aencTBns npukasa MMHUCTEpPCTBa 34paBoOXpaHeHns Poccuinckom
®epepaunm ot 24 Hoabps 2021 r. Ne 10931 fo 1 mapTta 2028 r.

27. Mo BbIbOpy rpaxkaaHWHa, BKAOYeHHOro B defepasbHblil pernucTp, NojiydeHme UM colmanibHON yCayru
MOXET OCYLeCTBAATHLCS C NCMNOAb30BaHNEM 3/IEKTPOHHOr0 cepTudrkaTa 20 C y4eTOM NOoa0XKeHWN
®epepansHOro 3akoHa oT 30 fekabpsa 2020 r. Ne 491-03 "O nprobpeTeHun 0TAeNbHbIX BULOB TOBApOB,
paboT, ycnyr ¢ MCnosb3oBaHWEM 3NEKTPOHHOIO cepTudmkaTa" (nanee - GenepanbHblid 3aKoH Ne 491-03).

20 YacTtb 6 cTaTby 6.3 GefepasibHOro 3aKoHa Ne 178-03.

28. 3asBNeHNe Ha NOJly4eHME COLMalIbHON YCNIYr C NCMOJIb30BaHNEM 3/IEKTPOHHOI0 cepTudmkaTa (ganee -
3asBJIEHNE) NOJAETCHA rPaXKAaHNHOM, BKOYEHHbIM B PefepanbHblii PerncTp (ero 3aKoHHbIM
npencTaBMTenem) B UCMONHUTENbHbBIN OpraH cybbekTa B nopsake, onpeaeneHHOM BbICLINM
NCNONHNTENbHBLIM OpraHoM cybbekTa Poccuinckon ®epepaumm 21, B OTHOLIEHUN KaXXA0ro Ha3Ha4YeHHOr o
no peLenTy JIeKapCTBEHHOr O rnpenapaTa 4J19 MegULNHCKOr0 NMPUMEHEHNA, MeSULIMHCKOro n3gnenus,
Cneunann3mpoBaHHOro NpoayKTa Ae4ebHOro NMTaHns gns AeTen-nHBa naoB.

21 YacTb 2 cTaTbn 3 ®epepasibHOro 3akoHa Ne 491-03.

29. 3asaBneHne LO/MKHO cofep)KaTb CelyoLine CBeLeHuns:
1) amnnuns, ums, 0T4ECTBO (NPY HANMYKMK) FPaXKAaHWHa, BKAOYeHHoro B defepasbHblil perncTp;
2) agpec perucTpaLlmmn rpaxx4aHuHa, BKIoYeHHoro B ®efiepanbHblil PerncTp, No MecTy XUTeNbCTBa Uin
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no MecTy npebbiBaHuUS;

3) CTpaxoBoW HOMep MHAMBUAYaNbHOIO JIMLLEBOr0 CYeTa FpakAaHWHa, BKJIOYEHHOr0 B PeaepalsibHbIin
perncTp B cucteme obsa3aTesIbHOro NEHCUMOHHOMO CTPaXOBaHUS;

4) HoMep nonnca 06a3aTeNbHOr0 MeANLMHCKOrO CTPaxXoBaHUs;

5) aboHEeHTCKUN HoMep rpaXKAaHWHa, BKAYeHHOro B PefepasibHblil perncTp (ero 3aKoHHOro
npeacTaBMTeNs), BblAEEHHbIN ONEPaTOPOM MNOABVMXXHON pagnoTenetOHHON CBA3M (Mpun Hann4mm);

6) HOMep HaLMOHAJIbHOr0 NJAaTEXHOIro MHCTPYMEHTA FpaXkAaHUHa, BKJlOYeHHOro B PefepasibHOro perncTp
(ero 3aKOHHOIO MM YMOJIHOMOYEHHOI0 NPeaCcTaBUTeNs);

7) HOMep peuenTa.

30. icmonHuTenbHbIM opraH cybbekTa OCyLeCcTBASET NPOBEPKY:

1) HanM4Ms MHopMaL MM o NnLe, YKa3aHHOM B 3a5BJIEHUUN, B Ka4eCTBE NoJiyvaTens counanbHOm ycayru, B
depepanbHOM pernucTpe;

2) HOMepa peLienTa Ha JleKapCTBeHHble npenapaThl 48 MeAULUHCKOrO NPUMEHEHUS, MeaNLIMHCKNe
n3nenns, a Takxe Cneunanm3npoBaHHbIe NPoaYyKTbl ie4ebHOro NnTaHns Ana geTen-uHBaAMAo0B B € 4NHON
roCyaapCTBEHHOW MHGOPMALIMOHHON CUCTEME B Chepe 34paBOOXPaHEHMS.

31. icmonHUTEeNbHbIM opraH cybbekTa NOCPEeACTBOM CUCTEMbI MEXXBEAOMCTBEHHOMO 3/1IEKTPOHHOI O
B3aMMOLENCTBUA NepenaeT B roCyAapCTBEHHYO MHDOPMALMOHHYIO0 cucTemy "EAnHas LeHTpaam3oBaHHas
umndpoBasn nnaTgopma B coumanbHon chepe" 22 B CPOK, HE NPEBbILLAOWMNA ceMn paboynx aHeRn, co aHS
nogayn 3asaBaeHns rpa>kaaHnHOM, BKAOYEHHbIM B PefiepanbHblil PErNCTP, ero 3aKOHHbIM NpeacTaBUTeNeM
cnepywoline ceegeHns 23

22 CtaTbs 6.12 ®epepasibHOro 3akoHa Ne 178-03.
23 YacTb 2 cTaTbn 4 ®enepasibHOro 3akoHa Ne 491-03

1) cBegeHUs, yKasaHHbIe B 3asBJ€HUM B NoAnyHKTax 1, 3, 5 n 6 nyHkTa 30 HacTosAwmMx MeToanyecknx
yKa3aHum,

2) paTbl HaYana N OKOHYaHWA OENCTBUS 3JIEKTPOHHOIO cepTudukaTa;

3) nHdopmaumio 06 opraHe, NpefoCTaBAAOWEM Mepy NOALEPKKMN (COLMaNbHYIO YCAYTY), BKAOYAIOLLLYO
KOA W HaMMeHOBaHMe B COOTBETCTBMMN C PEECTPOM YHaCTHNKOB B10JXXETHOr0 NPOLIECCa, a TakXe
IOPUANYECKMX L, HE ABASIOLNXCA yYaCTHUKaMy 6104)KETHOro npouecca, aeHTUGUKaLNOHHbIA HoMep
HasioronsaTeNbLnKa U KO4 NPUYMHBLI MOCTAHOBKM Ha Y4YeT B HAJI0OrOBOM OpraHe;

4) npefenbHyo CTOMMOCTb eANHULI (MpedenbHbIA pa3Mep onnaThl) NEKAaPCTBEHHOIO NpenapaTa ans
MeOMLUNHCKOro NpUMeHeHus, MeguLMHCKOro U3fenmns, a Takxe crneynann3npoBaHHOro NpoayKkra
NneyvebHOro NMTaHUS oNs LeTen-MHBAANA0B, KOJIMYECTBO eANHWL, NEKAPCTBEHHOrO NpenapaTa Ans
MeOMNLUNHCKOro NPUMEHeHUs, MeguLMHCKOro U3fenmns, a Takxe cneynaan3npoBaHHOro NpoayKTa
NneyvebHOro NMTaHUS oNs AeTel-MHBaNNAO0B, KOL IEKapCTBEHHOrO NpenapaTa 415 MeANLMHCKOrOo
NPUMEHEHUS, MEQNLIMHCKOrO N3AeNns, CNeLnasm3npoBaHHOro NpoayKTa nevebHoro NnuTaHma ons neten-
WNHBaNNO0B, BKOYEHHOIO B COOTBETCTBYIOLLMI NepeyeHb, NpesyCMOTPEHHbIA YacTblo 6 cTaTby 3
®epnepanbHOro 3akoHa Ne 491-03,

32. CBefeHus, pa3MeLleHHble B roCyAapCTBEHHOM MH(POPMaLMOHHOW cncTeMe "EfMHas LeHTpaan3oBaHHas
umdgpoBasa nnaTdopma B coumasabHOM chepe" NocTynatoT B [0CyAapCTBEHHYO MHPOPMALMOHHYIO CUCTEMY
3N1EKTPOHHbIX CEPTU(MKATOB B NOPAAKe, YCTaHOBAEHHOM MonoxxeHnemM o FocyaapCTBEHHON
NHOPMALMOHHON CUCTEME IIEKTPOHHBIX CEPTUNNKATOB, YTBEPXKAEHHBIM NOCTAHOBIEHNEM
MpasuTenbcTBa Poccninckon Pegepaunm ot 23 anpens 2021 r. Ne 630 "O FNocynapCTBEHHON
NH(OPMALIMOHHON CUCTEME IIEKTPOHHBLIX CEPTUPUKATOB".

33. icnonHuTenbHbIM opraH cybbekTa nosiyvaeT NHGoPMaLnto 0 HOPMUPOBAHNN 3/IEKTPOHHOMO
cepTudukaTa, NPUCBOEHHOM eMY PerncTpaunoHHOM HoMepe 24 (ganee - HOMep 3/1EKTPOHHOI0
cepTndmKaTa) NoCcpeacTBOM rocyAapCTBEHHON NHGOPMaLMOHHON cncTemsl "EgmMHasn LeHTpaamM3oBaHHas
umnposas nnatgopma B coumanbHomn cepe".
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24 YacTb 3 cTaTbu 4 GefepasibHOro 3aKoHa Ne 491-03,

34. icnonHUTeNbHbIN opraH cybbekTa, NoJly4nMB HOMEpP 3JIEKTPOHHOI0 cepTudukKaTa, B CPOK He
npesbiLLAOLWMIA Tpex paboynx oHen, hopMupyeT pacnopsi>keHne (3asBKy Ha KaCCOBbIN pacxon uau
nnaTeXHoe Nopy4eHue), Ha OCHOBAHMMN KOTOPOro obecnevnBaeTca HanpaBieHe AEHEXHbIX CPeACTB No
3NEeKTPOHHOMY CepTUdMKaTy, U HanpaenseT ero B YnpaeneHne ®efepasbHOr0 KazHavyencTea no Mecty
0b6CNy>XKMBaHUSA NCMONHUTENBHOMO OpraHa cybbekTa.

35. UcnonHuTenbHbIA opraH cybbekTa B Te4yeHne ofgHOro paboyero AHA CO AHA NoayYeHns nHgpopmauum 0b
NCMOJIHEHUM PaCMoOPSXKEHNS U NOJYyHEeHUS CTaTyCa 3JIEKTPOHHOIo cepTudurkaTa "akTuBMpoBaH" 13
locynapCTBEHHOW MH(POPMALIMOHHON CUCTEMbI INEKTPOHHbLIX CEPTUMMNKATOB NepeaaeT CBEAEHNS O
hbopMUPOBaHNM 3IEKTPOHHOIO cepTUdUKaTa, Coaep>Kallnecs B roCyapCTBEHHON MHOPMALMOHHON
cucTeme B cdhepe 3apaBooxpaHeHns cybbekTa Poccuinckon ®epepaunmn, B PenepanbHblil pernctp
rpaxkaaH, MMeLL X NpaBo Ha obecnevyeHne nekapCcTBEHHbIMY NpenapaTaMun 4aa MeauLUnHCKOro
NPUMEHEHUS, MEONLIMHCKUMN N3OENNAMN, @ TaKXe Cneunaan3npoBaHHbIMK NPoayKTaMu ne4ebHoro
NUTaHUA 3a cHeT BI0AXKEeTHbIX aCCMrHOBaHWUA efepanbHoro bogxeTta 1 6i0axeToB CybbeKTOB POCCMICKOW
defepalumm, a TaKXKe OCyLLeCTBAAET NHPOPMUPOBAHUNE FPaXX4aHWHA, BKJIOYEHHOr0 B PeaepalsibHbli
perucTp, o0 COPMUPOBAHHOM 3NIEKTPOHHOM CepTUdUKaTe, ero HoMUHaNe 1 BO3SMOXHOCTU ero
NPVMEHEHUS, C NCMOJIb30BaHNEM JINYHOTO KabuHeTa heaepanbHON rocyAapCTBEHHON MHOPMaLMOHHOW
cmcTeMbl "EAMHBIA NOpTan roCyfapCTBEHHbIX Y MyHULMNANbHBIX YCyr (hyHKLUMA)" (Danee - eAnHbIN
nopTaJs) Wiy NoCcpeacTBOM BblAauun rpakaaHuHy, BkatoYeHHOMY B PefepalibHblil perncTp (ero 3aKkoHHOMY
NPeacTaBMTENIO) BBIMNCKU N3 PeecTPa SNEKTPOHHbLIX CepTUGhMNKATOB Ha ByMarkHOM HoCcuTene,
NOAMNUCAaHHON YCUJIEHHOW KBaNNULNPOBAHHOW 371€KTPOHHON NOAMUCHI0 YNOAHOMOYEHHOMO Ha NoanncaHme
TaKoro AOKyMeHTa OO0/KHOCTHOro nuua 25 .

25 YacTtb 5 cTaTbu 4 ®efepalibHOro 3akoHa Ne 491-03,

36. 'paXkAaHWUH, BKJOYEHHbIN B ®efiepabHbI PErUCTP, BNPaBe 0TKa3aTbCs OT NpuobpeTeHns
NEeKapCTBEHHbIX MpenapaToB AN MeAULUHCKOrO MPUMEHEHNS, MEAULUHCKUX U3AENNIA, @ TakXe
crneunann3MpoBaHHbIX MPOAYKTOB Jie4ebHOro NnnTaHmna Anaa geTen-uHBaangoB C UCNOJb30BaHNEM
3N1eKTPOHHOr0 CepTUtMKaTa B Te4EHNE CPOKa ero AencTeus, HO He Bonee Ccpoka AeNCTBMSA pelenTa Ha
JleKapCTBEHHbIe npenapaThl 419 MEAULNHCKOr0 NPUMEHeHNs, MEAULUHCKIE U3LENNs, a TakXKe
Cneunann3mpoBaHHble MPOAYKThLl 1e4ebHOro NTaHns 4N1a OeTeR-MHBaNMAOB B MOPAAKE, ONpefeneHHOM
BbICLUMM UCMONHUTENbHLIM OpraHoM cybbekTa Poccunckon ®epepauiyv, B OTHOLLEHUN KaXXA0ro
Ha3Ha4YeHHOro No peuenTy SiIeKkapCTBEHHOro NpenapaTa 419 MeANLUHCKOro NPpMMeHeHNs, MeANLNHCKOro
n3penus, cneunann3mpoBaHHOro NpoaykTa ne4ebHoro NuTaHUa ons geTen-nHBaanaoB.

37. icmonHuTenbHbIN opraH cybbekTa And oCyLWeCcTBeHNA BHECEHNA N3MEHEHNS B paHee CO3AaHHY0
3aMmnCb 3NEKTPOHHOrO cepTudmkaTa (fanee - 6OKMPOBKa 3IEKTPOHHOIO CepTUdUKaTa) NoCpPeLCTBOM
CUCTEMbI MEXXBEAOMCTBEHHOI0 3/IEKTPOHHOI 0 B3aMMOAENCTBNA NepefaeT B roCyAapCTBEHHYIO
NHOPMaLMOHHYO cnctemy "EanMHasn LeHTpaam3oBaHHas uMdgposas naatgopma B counanbHon cepe” ana
nocneaytowlel nepeaayn B FocyfapCTBEHHYO MHHOPMALMOHHYIO CUCTEMY 3/IEKTPOHHBLIX CEPTUCDNKATOB B
YCTaHOBJ/IEHHOM Mopsgke cBefeHns 06 0TKase rpaxk4aHuHa, BKYEHHOro B PefepasibHblil perucTp, ot
r|p|/|06peTeH|/|ﬂ NIeKapCTBEHHbIX NMpenapaToB Anda MeaNLUNHCKOro npuMeHeHnd, MeanumnHCKUX I/I3JJ,eJ'IVII7I, a
TakXe cnewLnann3mpoBaHHbIX NPOLYKTOB ne4edbHOro nuTaHna ans aeTen-uHBannaoB C UCNOJSIb30BaHUEM
3N1EKTPOHHOr0 CepTUMKaTa Ha OCHOBaHMM 0BpaLleHns rpa)kaaHnHa, BKIOYEHHOro B PefepasbHeblit
perncTp (ero 3aKOHHOro NpPeACTaBUTENS) B CPOK, HE NO3Hee creaytollero paboyero fHA nocie
noay4yeHust Takoro obpalleHus.

38. cnonHuTenbHbIA opraH cybbekTa nonyyYaeT MHGopMaLmio 0 61OKMPOBKE 3N1EKTPOHHOMO cepTudmKaTa
NnoCcpeaCcTBOM FOCYyAapCTBEHHOM MH(OPMaLMOHHON CMcTeMbl "EQNHAA LeHTpaM30BaHHaa umdposas
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nnaTtdgopma B coumaabHon chepe".

39. NcnonHuTenbHbIA opraH cybbekTa B TeyeHue ogHoro paboyero oHs nepenaeT cBeaeHns o 610KMpoBke
3N1eKTPOHHOr0 cepTUtMKaTa, Coaep KaLlnecs B rocyapCTBEHHON NH(OPMaLIMOHHON CUCTEME B Chepe
34paBooxpaHeHns cybbekTa Poccuinckon ®Pepepaunn, B PefepanbHblii PpEFMCTP rPpaXaaH, MMEKLLNX NpaBo
Ha obecneyeHue neKapCTBEHHLIMY MpenapaTamMy 418 MeAULUHCKOrO NPUMEHEHNS, MeANLIMHCKMU
N3OennsMU 1 CMeunann3npoBaHHbIMN NPOAYKTaMM ne4ebHOro NuTaHna 3a cHeT 610 a)KEeTHBIX aCCUrHOBaHMUN
tenepansHoro 6ogxeTa n broaxeToB cybbekToB Poccuinckon ®epepaumm, a TakKe oCyLLeCTBAAET
NH(OPMMPOBaHUE rpaXkAaHUHa, BKJIlOYeHHOro B PefepalibHblli perncTp, 0 6J10KMPOBKE 3JIEKTPOHHOI O
cepTudukaTa C MCNOJIb30BAHNEM JINYHOIO KabrnHeTa eaMHOro nopTana Wan NoCPeACTBOM BblAayu
rpakaaHuHy, BKIOYeHHOMY B defiepasibHblil perncTp (ero 3aKkOHHOMY NpeAcTaBUTEeNIo) peLlleHmns o
610KMPOBKE 3JIEKTPOHHOIO CEPTU(dUKATa U3 peecTpa NEKTPOHHLIX CEPTUPUKATOB Ha ByMarkKHOM
HocuTene, NOAMMCAHHOM YCUIEHHON KBanN(ULMPOBAHHON 3NEKTPOHHOM NOAMNMUCHIO YNOJHOMOYEHHOr0 Ha
noAnucaHne Takoro AOKyMeHTa A0JHKHOCTHOrO Jinua.

40. cnonHuTeNbHbIN oOpraH cybbekTa nonyvaeT nHopMaLMIo 0 hakTe NpUuobpeTeHns rpaxx LaHNHOM,
BKJIOYEHHbIM B PefiepaibHblii PEFUCTP, JIEKAPCTBEHHBIX NPenapaToB 4151 MeANLMHCKOr0 NpUMeHeH s,
MeLNLMHCKNX N3LENNI, @ TakXKe CneLnann3mpoBaHHbIX NPOAYKTOB ne4ebHOro nuTaHna ans aeTen-
WHBANIMAO0B C NCMOJIb30BAHNEM I/IEKTPOHHOI0 CepTudmKaTa NocpeLCTBOM rocy4apCTBEHHON
NHMOPMaLMOHHON cucTeMbl "EAnHas LeHTpaan3oBaHHas UngpoBas naaTgopMa B CoLmnanasHon cdepe”.
41. cnonHUTEeNbHLIN OpraH cybbekTa yBeAOMASET rpaxAaHnHa, BKAOYEHHOr 0 B ®efiepanbHbii perucTp
(ero 3aKOHHOro NpeacTaBUTENA), Ha €AUHOM MOPTase N HanpaBaseT cBeaeHns B enepanbHblil perncTp
rpaXkgaH, MMeloLLMX NpaBo Ha obecneyeHmne neKapCTBEHHbIMU NpenapaTaMu 4as MeguLMHCKOro
NPUMEHEHUs, MeANLMHCKUMUN U3JeNUAMU 1 Ceunann3npoBaHHbIMK NPOAYKTaMu nevebHOoro nuTaHmns 3a
cyeT 610XKETHbIX aCCUrHOBaHMI hedepanbHoro bogxeTa 1 6loaxeToB CybbekToB Poccuinckon
depepaumm o hakTe npuobpeTeHns NneKapCTBEHHbLIX NPenapaToB A58 MeAULMHCKOr0 NPUMEHEHMS,
MeLNLMHCKNX N3AENNIA, @ TakXKe CNeLnann3mpoBaHHbIX NPOAYKTOB ne4yebHOro nuTaHna ons aeTen-
WHBAJIMA0B C NCMOJIb30BaHNEM INIEKTPOHHOI0 CepTudmkaTa B Te4eHNe 04HOr0 paboyero AHA CO AHA ero
NPUHATUS.

42. DopMMpPOBaHUE N YTBEPXKAEHNE NEPEYHEN NEKAPCTBEHHLIX NPenapaToB AN MeANLNHCKOro
NPUMEHEHUS, MeANLIMHCKUX N3NNI, @ TakXe CneLrann3mpoBaHHbIX NPOLYKTOB ne4yebHOro nuTaHna ans
AeTen-NHBaNNAoB, NprMobpeTaeMbiX C NCMOJIb30BAHNEM 3IEKTPOHHOI0 CEPTUPUKaTa, OCYLLECTBNAETCA
NCNONHUTENbHBLIM OpraHoM CybbekTa B COOTBETCTBUM C [paBuiamMu opMUPOBAHNSA N YTBEPXKOEHMNS
nepeyHen oTAeNbHbIX BUAOB TOBapoB, paboT, ycayr, MpnobpeTaeMbiX C UCMOJIb30BAHNEM 3JIEKTPOHHOIO
cepTudmkaTa 3a cyeT cpencTs bogxeToB cybbekToB Poccuiickon Penepaunn n 6104)KeToB
TeppuTopManbHbIX rOCyAapCTBEHHbIX BHEDOA)KETHbIX POHA0B, YTBEPXKAEHHBIMU MOCTAHOBAEHNEM
MpaBuTenbcTBa Poccninckon Pegepaunn ot 23 anpensa 2021 r. Ne 631.

43. NMopapok onpefeneHns npeaesibHo CTOMMOCTY €AUHNLLI (MpeflenbHOro pa3Mepa oniaThl)
JIEKAPCTBEHHbIX MpenapaToB AN MEAULNHCKOrO MPUMEHEHNS, MEAUNLNHCKNX N3AENNIA, @ TaKXe
Cneunann3mpoBaHHbIX NPOLYKTOB ne4yebHOro NMTaHns ans AeTen-nHBanuaoB, npuobpeTaembix C
NCMNOJIb30BaHNEM IEKTPOHHOI0 cepTudmKaTa 3a cHeT cpeacTs bloaxeToB cybbekToB Poccumnckon
depepaunm n 6100KETOB TEPPUTOPUAJIBHBIX FOCYAAPCTBEHHBLIX BHEDIOAXKETHbLIX (hOHA0B, YCTaHABAMBAETCA
BbICLUMM UCMONHUTENBHBLIM OpraHoM cybbekTa Poccunckon ®epepauun 26 .

26 YacTtb 3 cTaTbu 7 ®efiepasibHOro 3akoHa Ne 491-03,

44. Onnata NEKaPCTBEHHbIX NMpenapaToB Aada MEANLUNHCKOIo NpUMeEHeEHNA, MEONLINMHCKNX n3genun, a
TakKXe cneynanam3npoBaHHbIX MPOOYKTOB nevebHOro NUTaHnMa gns oeTen-uHBaINLoB oCcyLecTBNAeTCA Ha
OCHOBaHWW CBeAEHNN, COLep>KaLluMxCa B 3JIEKTPOHHOM CepTUurKaTe, B pa3Mepe, He npesblLlatoLLem
npenenbHy CTOMMOCTb JIeKapCTBEHHbIX NpenapaToB ANnd MeANLMNHCKOro npuMmeHeHnsa, Mme aMLUMHCKNX
N3nennn, a Takxe cneynanm3npoBaHHbIX NMPOOYKTOB neyebHOro NUTaHMa Ana oeTen-uHBaAnaoB.,
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YCTaHOBJIEHHOW B 3/IEKTPOHHOM cepTudunkaTte 27 .

27 YacTtb 1 ctaTtbn 7 ®epfepasibHOro 3akoHa Ne 491-03.

45. B cnyyae, eC/iv CTOMMOCTb JIEKAPCTBEHHbIX NPenapaToB A/ MEANLUHCKOrO MPUMEHEHMS,
MeONLUHCKUX U34eNni, a Tak)Xe Crneumnann3npoBaHHbIX MPOAYKTOB JleyebHoro NnnTaHns ansa geten-
WNHBa/IMA0B, NprnobpeTaeMbiX C NCMOJIb30BAHNEM 3JIEKTPOHHOIO cepTudmnKaTa, MpeBbIIaeT NpeaebHyo
CTOMMOCTb JIeKapCTBEHHbLIX NMpenapaToB AJid MEANLIMHCKOIO NpUMeHeHna, MeONLINHCKUX VI3JJ,eJ'II/II7I, a TakKxXe
cneunann3MpoBaHHbIX MPOAYKTOB sie4ebHOro NnTaHna Ana geTen-uHBaangoB, yCTaHOBJIEHHYIO B
3JIEKTPOHHOM cepTudurKaTe, rpakK4aHuH, BKIOYEHHbIV B PefepanbHbI PEFNCTP, €ro 3aKOHHbIN
npeacTaBMTENb BpaBe OCYLLECTBMTb AOMAATY A0 UX (PAKTUYECKON CTOMMOCTHM 3a CHET CODCTBEHHbIX
cpencTts 28 .

28 YacTtb 2 cTaTbn 7 ®efepalibHOro 3akoHa Ne 491-03.

46. B cnyyae, eCnm CTOMMOCTb JIEKAPCTBEHHBIX MPenapaToB 419 MEANLMHCKOrO NPUMEHEHNS,
MeONLMUHCKUX U3OeNni, a Tak)Xe Crneumnann3vpoBaHHbIX MPOAYKTOB JleyebHoro NnnTaHns ansa geten-
WHBAJIMA0B, NpMobpeTaeMbIX C UCMOJIb30BAHNEM 3IEKTPOHHOI0 CepTUdMKaTa, HUXKE NpeaesibHoN
CTOMMOCTW NeKapCTBEHHbLIX NpenapaToB oNd MeanUnHCKOro npuMmeHeHnsa, Mme anunHCKnX I/I3JJ,eJ'IVIIZ, a TakXXe
crneunann3MpoBaHHbIX MPOAYKTOB le4ebHOro NnTaHns Ansa geTen-uHBaangoB, yCTaHOBJIEHHONW B
3/IEKTPOHHOM cepTudurKaTe, rpakKAaHuH, BKIOYEHHbIN B PefepanbHbll pernctp (ero 3aKoHHbIN
npeacTaBUTENb) OCYLLECTBASAIOT ONAaTy Mo nx PakTUYeCcKon CTOMMOCTU. PasHuua mexay hakTUu4eckon
CTOMMOCTbIO U YCTAHOBEHHOW B 3JIEKTPOHHOM CepTUdMKaTe NpeaebHON CTOMMOCTbIO JIeKapCTBEHHbIX
npenapaToB Aas MEANLUHCKOrO NPUMEHEHUS, MEANLIMHCKUX N3NNI, @ TaKXe Cneunanm3npoBaHHbIX
NPOAYKTOB Sie4ebHOro NTaHms aNna OeTen-MHBaAUaO0B, rPaXAaHNHY, BKIOYeHHOMY B ®eaepasbHbiit
perncTp (ero 3akoHHOMY NpPeACTaBUTENO) HE BO3MELLIAeTCS.
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