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MWHUCTEPCTBO 30PABOOXPAHEHUSY POCCUUCKOWN dEOEPALLUU
NPUKA3
oT 24 Hos16ps 2021 ropa N 1094H

06 yTBepxaeHun Mopsiaka Ha3HayeHUs IeKapCcTBEHHbIX NpenapaToB, OpPM peLenTypHbIX
6NaHKOB Ha NneKkapCcTBeHHble npenaparbl, Mopsaka ochopMneHns ykasaHHbIX 6n1aHKOB, UX yyeTa u
XpaHeHusi, opM 6N1aHKOB peL,enToB, CoAepXaLlLux HasHaueHne HapKOTUYECKUX CPeACTB UK
NCUXOTPONMHbIX BeLLecTB, Mopsiaka ux U3roToBleHUsi, pacnpeneneHusl, perucrpauuu, yyeta u
XpaHeHus1, a Takxe MpaBun ochopmneHnsi 6naHKOB PeLLEnTOB, B TOM YUCre B hopMe 3NEKTPOHHbIX
DOKYMEHTOB

B cooTtBeTcTBUM C NyHKTOM 16 Yactu 2 ctatbn 14 denepanbHoro 3akoHa o1 21 Hosbps 2011 r. N 323-93 "06
OCHOBax OXpaHbl 340poBbs rpaxnaH B Poccuiickoih ®epepaummn” (CobpaHue 3akoHomaTtenbctea Poccuiickoin
®depnepaumnm, 2011, N 48, c1.6724; 2017, N 31, ¢1.4791), nyHKTOM 2 cTaTbn 26 PenepanbHOro 3akoHa ot 8 sHBaps
1998 r. N 3-d3 "O HapkoTMYeckMx CpencTBax W ncuxoTponHbix BewecTtBax" (CobpaHne 3akoHomaTenbcTBa
Poccuinckon ®egepaumnm, 1998, N 2, c1.219; 2017, N 31, ¢1.4791), noanyHktamn 5.2.177, 5.2.178 n 5.2.179 nyHkTa 5
lMonoxeHnss o MwuHucTepcTBe 3apaBooxpaHeHus Poccuiickon ®epepauunn, yTBEPXAEHHOro MOCTaHOBEHUEM
MpasuTtenbctBa Poccuiickoii depepaumn ot 19 mioHs 2012 r. N 608 (CobpaHue 3akoHomaTenbcta Poccuiickoit
®depnepaumnu, 2012, N 26, ¢1.3526; 2015, N 23, ¢1.3333; 2017, N 52, c1.8131; 2021, N 43, cT1.7258),

nprkasbisalo:
1. YTBepanThb:

Mopsaok HasHaYeHUs NekapCTBEHHbIX MpenapaToB cornacHo npunoxexuto N 1;
POpPMbI peLenTypHbIX 671aHKOB Ha NeKapCTBEHHbIE NpenapaThl CornacHo npunoxexuio N 2;

Mopsaok opopMeHust peuenTypHbix 61aHKOB Ha leKapCTBEHHblE NMpenaparbl, UX yYeTa v XpaHeHusl CornacHo
npunoxexHuio N 3;

CpOprI 6naHkoB peuentoB, cooepxawnmx Ha3HadYeHne HapPKOTUYeCKUX CpenctB WU NCUXOTPOMNHbIX BELWeCTs,
cornacHo npunoxexuto N 4;

Mopsaok M3roTOBNEHWS, pacnpeneneHns, perucTpaunm, ydeta u xpaHeHns peLenToB, CoAepXalmux HasHavyeHne
HapPKOTUYECKUX CPEACTB UMM NCUXOTPOMHBIX BEWECTB COrnacHo npunoxeHuto N 5;

MpaBuna ogOPMIEHMSI PELEnTOB, COAepXalWux HasHa4YeHWEe HapPKOTUYECKUX CPEACTB MM MCUXOTPOMHbIX
BELLECTB, B TOM YMCne B (DOPME INEKTPOHHbBIX LOKYMEHTOB COrnacHo npunoxeHuio N 6.

2. MNpusHaTb yTpaTUBLIMMYK CUY:

npukaz MwuHucTepcTBa 3ppaBooxpaHeHus Poccuiickonn depepaummn ot 1 asrycta 2012 r. N 54H "O6
yTBEPXAEHUN (POpMbl 6f1aHKOB PELEnTOB, COAEPXaWmnX Ha3HAYEHUE HAPKOTMYECKUX CPELNCTB UM MCUXOTPOMHbIX
BEWeCTB, nopsgka WX W3roTOBMEHWS, pacnpefeneHus, peructpaumu, yyeta W XpaHeHus, a TakXxe npasun
odoopmneHus” (3apeructpmposaH MuHnctepcteom toctuumm Poccuiickon ®epepauun 15 asrycta 2012 r.,
pernctpaumoHHbiin N 25190);

npvka3 MuHucTepctea 3apaBooxpaHeHns Poccuiickon Pepepaummn ot 30 uoHa 2015 r. N 385H "O BHeceHun
n3MeHeHUn B npukas MuHucTepcTBa 3npaBooxpaHeHus Poccuiickoih @enepaumm o7 1 aBrycta 2012 r. N 541 "O6
YyTBEPXAEHUN (POPMbl BNAHKOB PeLENTOB, COAEPXaWMX HA3HAYEHUE HAPKOTMYECKUX CPELNCTB UMW MCUXOTPOMHbIX
BEWeCTB, Nnopsgka WX W3rOTOBAEHUS, pacnpefeneHns, peructpaumu, ydyeta WM XpaHeHus, a TakXxe npasun
ochopmneHus" (3apeructpmposaH MuHuctepctBoM tocTuuum Poccuiickolh Depepaunm 27 Hosibps 2015 r,
permctpaunoHHblin N 39868);
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nprka3 MuHucTepcTea 3npaBooxpaHeHms Poccuiickoih Pepepaumm ot 21 anpens 2016 r. N 2541 "O BHeceHun
n3MeHeHun B npvkas MuHucTepcTBa 3mpaBooxpaHeHusi Poccuiickon denepauun ot 20 gekabps 2012 r. N 1175+
"O6 yTBEPXAEHUM NOPSALKA HA3HAYEHNS U BbIMMCHIBAHMS NEKAPCTBEHHbIX MPENAPATOB, a TakXe YOPM PELENnTYPHbIX
6naHKOB Ha NeKapCTBEHHble Mpenaparthbl, Nopsaka OGOPMNEHNS yKasaHHbiX ONaHKoB, WX ydYeTa U XpaHeHus" u
npunoxexHvne N 2 k npukady MnHuctepcTsa 3apaBooxpaHeHus Poccuinickon ®epepaunm ot 1 asrycta 2012 r. N 54H
"O6 yTBepxnAeHWn OopMbl ONaHKOB PELEnToB, COLepXalWux HasHa4YeHWe HapKOTUYECKUX CPencTB unu
NMCUXOTPOMHbIX BEWeCTB, Nopsaaka MX M3roTOBNEHWS, pacrnpefeneHns, perucTpaumm, ydyeta u XpaHeHus, a Takxe
npasun odopmneHns” (3apermctpuposaH MuHucTepcTBoM tocTuumm Poccuiickon depepaumn 18 wmionsa 2016 r.,
permctpaumoHHblin N 42887);

NYyHKT 4 N3MEHEHWIA, KOTOPbIE BHOCATCS B HEKOTOpPbIE Npukasbl MUHUCTEpPCTBA 3APaBOOXPAHEHNS 1 COLMANBHOIO
passutna Poccuiickoii depepaunm n MuHncTepcTBa 3ppaBooxpaHeHns Poccuiickon depepaumm no Bonpocam
obpalleHnss nekapcTBEHHbIX MpenapaToB, CoAepXallnx HapKoTUYeckne cpeacTBa, MCUXOTPOMHbIE BelWecTBa U ux
NPEeKypcopbl, W NeKapCTBEHHbIX CPEACTB, noanexawux npeiMeTHO-KOMNYECTBEHHOMY Y4YeTy, YTBEepXIEHHbIX
npukasoM MuHuctepcTBa 3OpaBooxpaHeHuss Poccuitickon ®Pepepaunm o1 31 okTsbps 2017 r. N 882H
(3apeructpuposaH MuHucTepctBoM toctuumm Poccuiickon ®depepaumm 9 aHeaps 2018 r., pernctpaumoHHbii N
49561);

npukas MuHuctepcTBa 3npasooxpaHeHusi Poccuiickoin denepauunm ot 11 nekabpsi 2019 r. N 1021H "O BHeceHun
nameHeHnn B npunoxeHuss N 2 n 4 k npukasy MuHuctepcTBa 3apaBooxpaHeHus Poccuiickon degepauun oT 1
aerycta 2012 r. N 54H "O6 yTBEpXAaeHun oopMbl 6NaHKOB PeELEenToB, COAEPXalmX HasHaYeHne HapKOTUYECKUX
CPenCTB MU NCUXOTPOMHBbIX BEWECTB, NOpsAAKa UX N3roTOBEHUSs, pacrnpefeneHuns, peructpaumm, yyeta nu xpaHeHus,
a Takxe npasun ocopmneHusa” (3apernctpuposaH MuHuctepcTsoM tocTuummn Poccuiickon depepaumnn 28 aHeaps
2020 r., pernctpaunoHHbin N 57293);

npukas MuHncTepcTBa 3npaBooxpaHeHus Poccuiickoin denepauum ot 8 okT6ps 2020 r. N 1076H "O BHeceHWM
naMeHeHuin B Mopagok pernctpaumu, yyeta v XpaHeHusi cneumanbHbiX pPeuenTypHbiXx 61aHKOB Ha HapKOTUYecKMe
cpefncTBa MAv NCUXOTPOMHbIE BeWecTBa, YTBEePXAEeHHbIM nprka3oM MuHucTepcTea 3apaBooxpaHeHns Poccuinckon
®depnepaumm ot 1 aerycta 2012 r. N 541" (3apernctpuposaH MuHucTepcTsom toctnumm Poccuiickon denepauun 13
Hos6ps 2020 r., permcTpauunoHHblii N 60898);

npukaz MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®epepaummn ot 14 aHeapa 2019 r. N 4H "O6
YTBEPXAEHUN NopsaKa HasHAYeHNs NeKapCTBEHHbIX NpenapaTos, hOpPM peLEenTypHbIX HNaHKOB Ha NeKkapCTBEHHble
npenaparbl, nopsaka oopMIeHUs ykasaHHbIx 6naHKoB, NX yyeTa u xpaHeHus" (3apermctpmposaH MUHMCTEPCTBOM
tocTuumm Poccuiickon depepauun 26 mapta 2019 r., pernctpaunonHbiii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin denepaumn ot 11 aekabps 2019 r. N 10221 "O BHeceHun
M3MeHeHUn B nprkad MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin ®@epepaumm o1 14 sHeapsa 2019 r. N 4H "06
yTBEPXAEHUM NopsAKa Ha3HA4YeHUst NEKaPCTBEHHbIX NpenapaToB, OOPM peLenTypHbIX 61aHKOB Ha NeKapCTBEHHbIE
npenaparbl, nopsaka 0opMIeHUs ykasaHHbIx 6naHKoB, NX yyeTa u xpaHeHus" (3apermctpmposaH MUHUMCTEPCTBOM
tocTuumm Poccuiickon ®epepaumnm 28 sHeaps 2020 r., peructpaumnoHHbin N 57292);

npukas MuHncTepcTBa 3npaBooxpaHeHusi Poccuiickon ®enepauun ot 8 okTs6pst 2020 r. N 1075H "O BHeceHum
U3MEHEHU B MOPSAAOK Ha3HayeHMs1 NeKapCTBEHHbIX MpenapatoB, YTBEPXAEHHbI npukasom MuHucTepcTsa
3npasooxpaHeHns Poccuiickoii ®Pepepaummn ot 14 suBaps 2019 r. N 4n" (3apeructpmposaH MwuHMCTEpPCTBOM
tocTuumn Poccuiickoin depepaumnn 22 nekabps 2020 r., peructpaumoHHblin N 61695);

nNyHKT 3.8 VIHCTpyKuum O nopsake BbIMUCHIBAHUS NIEKAPCTBEHHbLIX MpenapatoB M OOPMIEHNS PELIENTOB U
TpeboBaHWii-HaKnaaHbIX, YTBEPXAEHHON npukazoM MuHUCTepcTBa 34PABOOXPAHEHUSI U COLMaNbHOrO pasBUMTUS
Poccuiickon ®enepaunmm ot 12 dpespansg 2007 r. N 110 "O nopsoke HasHayeHus 1 BbINMUCbIBAHUS NEKAPCTBEHHbIX
npenapaTtos, M3genunii MeOVLMHCKOrO0 HasHayeHus W cneumannsvpoBaHHbIX MPOAYKTOB JfieyebHoro nutaHus"
(3apeructpuposaH MuHuctepcTsom toctmumm Poccuiickon @epepaumm 27 anpens 2007 r., pernctpaumnoHHbin N
9364);

npvkas MuHucTepcTea 34paBooXpaHeHns U coumanbHoro passutus Poccuiickon ®@epgepaumm ot 17 masa 2012 r.
N 562+ "O6 ytBepxaeHun MNopsapka oTnycka OM3NYeckM NuULaM feKapCTBEHHbIX NPenapaToB A MeAVLMHCKOrO
NPUMEHeHWs, colepXawmx KpoMe ManblX KOMMYECTB HAPKOTUYECKUX CPencTB, MCUXOTPOMHbIX BEWEeCTB W KX
NPeKypcopoB Opyrve apMakonormyeckmne akTusHble BewecTsa" (3apeructpmposaH MUHUCTEPCTBOM HOCTMLMM
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Poccuiickon depnepauun 1 noHa 2012 r., peructpauunoHHbii N 24438);

NYHKT 2 U3MEHEHWIA, KOTOPbIE BHOCATCSA B HEKOTOPblE Nprkasbl MnHMCTEPCTBA 34paBOOXPAHEHMS U COLMANbHOroO
passutns Poccuiickon ®epepaumun, YTBEPXAEHHbIX npukasom MuHucTepcTBa 34paBooxpaHeHust Poccuiickom
®depepaumm ot 10 noHa 2013 r. N 369H (3apernctpuposaH MuHuctepctesom toctuuum Poccuiickon depepaumm 15
uions 2013 r., pernctpaunoHHbin N 29064);

nprka3 MuHucTepcTea 3apaBooxpaHeHus Poccuiickoin denepaumm ot 21 asrycta 2014 r. N 465H "O BHeceHun
N3MEHEeHU B NOPAAOK OTNycKa hU3NYECKUM NULAM NeKapCTBEHHbIX NpenapaTos AN MeAWUMHCKOro NMpUMEHEeHWs,
coepxaumx KpoMe Manbix KOMYECTB HAPKOTUYECKMX CPEeLCTB, NMCUXOTPOMHbIX BEIWECTB M UX NPEKYPCOPOB Apyrune
dhapmakonormyeckme akTUBHble BelWeCTBa, YTBEPXAEHHbIi npuka3oM MuHucTepcTBa 34paBOOXPAHEHUS 1
coumanbHoro passutns Poccuiickon ®epepaumm ot 17 mas 2012 r. N 562H" (3apeructpuposaH MuHMCTEPCTBOM
tocTuun Poccuiickoin @epepaumn 10 ceHTs6ps 2014 r., pernctpaumnoHHbii N 34024);

NYHKT 1 M3MEHEHWI, KOTOPble BHOCATCS B HEKOTOpble nprkasbl MnHMCTepcTBa 34paBooOXpaHeHs 1 coumanbHoro
passutns Poccuitickon denepauun n MuHuctepctea 3gpaBooxpaHeHns Poccuiickon ®@efepaumm, yTBEPXAEHHbIX
npukasoM MwuHucTepctBa 3ppaBooxpaHeHus Poccuiickoin depepaumm ot 10 ceHTsabps 2015 r. N 634H
(3apeructpupoBaH MuHuctepctBoM toctmumnn Poccuiickoin denepaunm 30 ceHTs6ps 2015 r., peructpaunoHHbii N
39063);

NYHKT 3 U3MEHEHWI, KOTOPbIe BHOCATCSA B HEKOTOpble nprkasbl MrnHMCTepcTBa 34paBooOXpaHeHs 1 CoLmanbHOro
passutnsa Poccuiickoii depepaunm n MuHncTepcTBa 3apaBooxpaHeHus Poccuiickon depepauumn no sonpocam
obpalleHns NeKapCTBEHHbLIX MPEnapaToB, COAEpPXalmx HAPKOTUYECKME CPeACcTBa, NMCUXOTPOMHbIE BEWECTBA U KX
NPEKypcopoB, M NEKaPCTBEHHbIX CPEACTB, MNoAnexalux npeaMeTHO-KONIMYECTBEHHOMY YYeTy, YTBEpPXIAEHHbIX
npvkasom MwuHucTepcTBa 3pOpaBooxpaHeHust Poccuiickoin Pepepaunm o1 31 okTsbps 2017 r. N 882H
(3apeructpuposaH MuHucTepcTBoM tocTuumm Poccuiickoin ®epepaunn 9 aHesaps 2018 r., pernctpauumoHHbii N
49561).

3. PeuentypHble 6naHkn coopmbl N 107/y-HIT, n3rotoBneHHble 00 AHSA BCTYMNEHWS B CUNY HACTOSLWeEro npukasa,
MoryT 6bITb MCnonb3oBaHbl o 1 MapTa 2023 roaa.

4. HacToswmi npukas sctynaet B cuny ¢ 1 mapta 2022 r. n gericteyet o 1 mapta 2028 r.

MwuHuncTp
M.A.Mypalko

3aperncTtpmpoBaHo

B MynHMCTEpPCTBE HOCTULUK
Poccuiickon depepauun
30 Hos16ps 2021 roaa,
permctpaumoHHbii N 66124

MpunoxeHue N 1

K npukasy MunHuctepcTBa 34paBoOXpaHeEHUS
Poccuiickon ®epnepaumm

oT 24 Hos6ps 2021 roga N 1094H

ﬂopa,u,ox Ha3Ha4YeHus1 neKkapCcTtBeHHbIX npenapartoB

l. O6Lwme NonoxeHus

1. HasHaueHwue NeKapCTBEeHHbIX npenapatoB Ond MeauuMHCKOro npuMeHeHus (nanee - JleKapCTBEHHblE
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npenapatbl) OCYWECTBASETCA NevyaluMm BpayoM, (enbawepoM, akylepkon B CnydYae BO3NOXEHUS Ha HUX
MOMHOMOYMIA Nevalero Bpaya, npu okKasaHuy MeOMUMHCKON MOMOLM B MEOULMHCKMX OpraHu3auusix!, B nopsioke,

yCTaHOBNEHHOM Npuka3oM MuHncTepcTBa 34paBOOXPaHEHNS U coumanbHOro passmutua Poccuiickoin denepauun ot
23 mapTa 2012 r. N 252H "O6 yTBepxaeHun [Mopsiika BO3NOXEHWS HA henbAlepa, akywepky PyKOBOAUTENEM
MeOVUMHCKOW opraHvsaumm npu opraHusaumm okKasaHusa nepBUYHON MeLUKO-CAHMTApPHOM MOMOWM W CKOpOW
MEeOWUVHCKOW MOMOLWW OTAeNbHbIX OYHKUWIA nevawero Bpada Mo HEenocpencTBEHHOMY OKasaHhuilo MeOuLVHCKOWM
MOMOWM MauMeHTy B nepuop HabnoaeHWs 3a HUM U ero NeYeHUs, B TOM YuCne MO Ha3HAYEeHWIO U MPUMEHEHWIO
NEeKapCTBEHHbIX MNpenapaToB, BKMYas HAPKOTMYECKMEe  JIeKapCTBEHHble npenapaTtbl U MNCUXOTPOMHbIE
neKkapcTBeHHble npenapatbl"Z, WHAUBMAYaASIbHbIMA  MpPeanpuHUMaTensaMn, OCYLWECTBASIOWMMA  MedULNHCKYIO

LesiTenbHOCTb (fanee - MeanuuHckme paboTHUKK).

1MyHkT 11 cTatbn 2 denepanbHoro 3akoHa oT 21 HosI6ps 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl 300POBbS

rpaxnaH B Poccuiickoin ®denepaunmn” (CobpaHne 3akoHomaTenbctea Poccuiickoih depepauun, 2011, N 48, c1.6724,
2019, N 52, c1.7796) (nanee - ®enepanbHbii 3akoH N 323-D 3).

23apeructpuposaH MunucTepcTsom ocTuumnm Poccuiickon denepauunn 28 anpens 2012 r., peructpaunoHHbii N

23971 ¢ n3MeHeHusIMM, BHeceHHbIMN nprkasoM MwuHucTepcTBa 3pnpaBooxpaHeHus Poccuickon ®epepaumm oT 31
okTa6psa 2017 r. N 882H (3apeructpupoBaH MuHucTepctsoM tocTuumm Poccuiickoin ®enepaunm 9 sHeaps 2018 r.,
pernctpaumoHHbin N 49561).

MenomumHcknin  paboTHUK, OCOPMMBLINI pPeuenT C HapylWweHUeM HacTosiwero nopsiaka, UM pPykoBOAWUTENb
MeIULMHCKO opraHn3aumm obecneynBatoT CBOEBPEMEHHOE NepeodopMeHne TpebyeMoro ans naumeHTa peuenTa.

2. CBeleHUss O Ha3HaYeHHOM JEeKapCTBEHHOM MpenapaTte (HauMeHoBaHME NeKapCTBEHHOro npenapara,
L03MPOBKA, Crocod BBEAEHUS 1 MPUMEHEHWS, PeXUM LO3VPOBaHWS, MPOLONIXMTENbHOCTDb NeYyeHns n obocHoBaHue
HasHa4YeHNs NeKapCTBEHHOro npenaparta) BHOCSATCS MeAVMUMHCKUM PabOoTHWKOM B MEIULMHCKYI0 LOKYMEHTauuio
nauveHTa.

B cnyvasx, ykasaHHbIXx B nyHkTax 8-11 HacToswero [lopsioka, MeaMuUMHCKUIA paboTHWK, Ha3HaYMBLUWIA
NeKapCTBEHHbIA npenapaT, O0OpMNsieT Has3Ha4YeHVWe NeKapCTBEHHbIX MpenapaTtoB, B TOM YuUCNe MOANEeXalmnx
W3roTOBNEHWUIO U OTMNYCKY anTeYHbiIMU OpraHusauvsiMm (Hanee - neKapcTBEHHble npenapatbl UHAWBMAYaNbHOro
M3roTOBNEHNS), HA peLenTypHOM BnaHke, oPOPMNIEHHOM Ha GyMaXkHOM HocuTene 3a CBOeil moanucbio (panee -
peuent Ha 6ymaxHOM HocuTene), W (MnM) € cornacus nauMeHTa WAM ero 3akOHHOro npeacTaBuTens? Ha

peuenTypHoM 6naHke B (QOPME SNEKTPOHHOrO [HOKYMEHTa C WCMOJSIb30BaHWEM YCUSIEHHOW KBanMgUUMPOBAHHOM
9NEKTPOHHOI NOANUCK MEANLMHCKOrO paboTHVKA (Aanee - peuenT B (DOPME 3NIEKTPOHHOIO AOKYMEHTA).

3MyHKT 2 cTaTtbm 20 PepepancHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbctea Poccuiickoin denepaumu,
2011, N 48, c1.6724; 2021, N 27, c1.5159).

Peuent B (popMe anekKTpPOHHOrO OOKYMEHTa, codepXaluih Ha3HayeHWe HapKOTUYEeCKUX CpencTs unu
NMCUXOTPOMHbIX BELWeCTB, MOAMUCHIBAETCH C WCMONb30BAHNEM YCUNIEHHOW KBanuuuUpoOBaHHOW 3MEKTPOHHOW
noanucy nevawero Bpaya wnn doenbpwepa, akywepku, Ha KOTOPbIX BO3M0XEHbl OYHKLMM fevallero spava, u
COOTBETCTBYIOWEN MEOULIMHCKON OpraHm3aumm 4.

4MyHKT 1 cTatbn 26 PepepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-d3 "O HapKoTUYeckMx cpeacTeax u

ncuxoTponHbix BewecTBax" (CobpaHue 3akoHomzaTenbctea Poccuiickon depepaumu, 1998, N 2, ¢1.219, 2017, N 31,
cT.4791) (nanee - ®enepanbHblil 3akoH N 3-P 3).

OcbopmneHve peuentoB B (OpME 3NEKTPOHHbIX OOKYMEHTOB OCYIWECTBASETCS B Clydyae MpuHATUS
YNONHOMOYEHHBIM OPraHoOM MUCMONHWUTENBHOW Bnactu cybbekTta Poccuiickolh depepaumm B COOTBETCTBUM C MYHKTOM
4 ctatbn 6 depepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-d3 "O6 obpaweHun nekapcTBEHHbIX CpeacTs"s
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peweHns o6 wncnonb3oBaHUM Ha Tepputopum cybbekta Poccuiickort depepaumn Hapsgy C peuentamy Ha
NeKapCcTBEHHbIE Mpenapartbl, 0OPOPMIEHHbIMU Ha ByMaxXHOM HocuTene, peuenToB Ha NeKapCTBEHHble npenaparbl,
COOPMUPOBAHHbBIX B POPME 3NEKTPOHHbIX JOKYMEHTOB.

5 CobpaHue 3akoHomaTenbcTea Poccuiickoin depepaumn, 2010, N 16, ¢1.1815, 2019, N 52, ¢T1.7793.

3. Mpu BbiNMCKe NaumeHTa U3 MeduLMHCKOW OpraHn3aumnmn, B KOTOPON eMy okasbiBanacb MeauUUHCKas NoOMOLLb B
CTauUMOHapPHbIX YCNOBUSIX, NMPW HEOBXOAMMOCTY NPOLONXEHUS NPUEMa NekapCTBEHHOro npenapaTta B amMbynaTopHbIX
YCNOBUSX AAaHHOMY MaLMeHTy No peLeHnIO PYKOBOANTENS MEANLIMHCKOWM OpraHn3aumm HasHa4vatTCca ¢ 0OpMIIEHNEM
peuenta B ¢popMe 3NEKTPOHHOrO HOKyMeHTa M (M) Ha BGyMaxkHOM HocuTene (3a MCK/YeHWEM O0GOOpPMIIeHUs
peLenToB Ha NeKapCTBEHHble npenaparbl, nognexawme oTnycky becnnaTHO Mnu CO CKUAOKOW) nnbo BbloakoTCA
(NauMeHTy unm ero 3akOHHOMY MPeAcTaBUTEN0) OOHOBPEMEHHO C BbIMMUCKOW M3 UCTOPUU BONE3HN NEeKapCTBEHHblE
npenapartbl, B TOM YMC/ie HAPKOTUYECKNE U NCUXOTPOMHbIE NEKAPCTBEHHbIE npenapartbl, BHeCeHHble B cnivcku [ w il
NnepeyYHss HapKOTUYECKMX CPencTB, MNCUXOTPOMHbIX BEWeCTB W WX MNPEeKypcopoB, NOANEXalmx KOHTPOMIO B
Poccuitickon depepaumnn, yTteepxaeHHoro [lpasutenbctBoM Poccuiickon ®epepaunnd (nanee - [lepeyeHb),

CUNbHOOENCTBYIIOWNE NIEKaPCTBEHHbIE Npenaparbl, Ha CPOK nprvema naumeHToM 0o 5 OHeN.

6 [yHKT 2 cTaTbn 2 ®enepanbHoro 3akoHa N 3-03 (CobpaHue 3akoHomaTtensctBa Poccuiickoin ®enepauun,
1998, N 2, ¢1.219; 2016, N 27, cT1.4238).

4. HasHauyeHue NnekapcTBEHHbIX NMpenapaTroB Npu okasaHuM MeOUUVHCKOM MOMOWM B CTALMOHaPHbIX YCOBUSX
MOXeT OCyWecCTBNATbCA NnocpeacTtsoM TpGGOB&HI/IVI MeONLIMHCKOWN opraHu3auunmn, HanpasiseMblX B anTeyHble
opraHusauuu, SBnarWnecs CTPYKTYpPHbIMU noapasaeneHnamMm MeguLMHCKOM opraHn3aumn’ .

7MyHkT 54 ctatbu 4 denepanbcHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6 obpaweHn nekapcTBEHHbIX

cpencTs" (CobpaHue 3akoHopatenbctBa Poccuiickon ®epepaunm, 2010, N 16, ¢1.1815; 2019, N 31, ¢1.4456) (nanee
- GepepanbHbit 3aKoH N 61-D3).

5. HasHaueHne nekapcTBEHHbIX MPENAPaToOB OCYLECTBASETCS MEANLUHCKMM PaBOTHUKOM MO MeXOyHapOoaHOMY
HenaTeHTOBaHHOMY HaUMEHOBAHUIO, a MPW ero OTCYTCTBWMN - TPYMNMMPOBOYHOMY UMM XMMUYECKOMY HauMeHoBaHuio. B
cnyyae OTCYTCTBUS MEX[IyHapOAHOrO0 HenaTeHTOBAHHOrO HavWMEHOBAHUS W FPYNAMPOBOYHOrO WAN XUMUYECKOrO
HanMeHOBaHWUSI NeKapCTBEHHOro rnpenaparta NeKapCTBEeHHbIN nNpenapaTt HasHaYaeTcs MeauLMHCKM paboTHMKOM Mo
TOProBOMY HauMeHoBaHWMi. [py HanMyMM MeOMUMHCKMX MoKasaHwuil (MHAMBUAyanbHasi HENEePeHOCMMOCTb, MO
XW3HEHHbIM MOKasaHusiM) M0 peweHnio BpayebHOM KOMUCCUM MEeAMLIMHCKOM opraHvM3aumMns ocywecTBnsieTcs

Ha3Ha4dyeHne n ocpopMHeHme Ha3Ha4eHnsa nekapCTBEHHbIX npenapaTtoB, HE BXOOAWMX B CTaHOapThI MeOULUHCKON
nomouww, paspaboTaHHble B COOTBETCTBUM C MyHKTOM 14 cTatbm 37 depepanbHoro 3akoHa N 323-d 37, van He
NnpeayCMOTPEHHBIX COOTBETCTBYIOWEN KINMHNYECKON pekoMeHaaumnein, nnbo no TOProebiM HaMMeHoBaHUsIM. PelueHue

Bpa4yebHON KOMUCCMN MELULMHCKOW OpraHvM3auny (OUKCUpyeTcs B MEeOULMHCKOW LOKYMEeHTauuu nauueHta u B
XypHane BpayebHOn KOMUCCUN.

2[pukas MuHucTepcTBa 34paBooXpaHeHns u coumanbHoro passntusa Poccuiickon depepauum ot 5 maa 2012 .

N 5021 "O6 yTBEepXOeHU nopsiika Co3naHus U OesaTeNbHOCTM BpadebHo KOMUCCUMM MeLVUUHCKOW opraHmnsaumnn”
(3apeructpuposaH MuHuctepcTsom tocTuuumn Poccuiickoh @epepaumm 9 noHa 2012 r., peructpaumnoHHbii N 24516)
C W3MEHEeHVsMN, BHECEHHBIMM Nprka3oMm MuHucTepcTBa 3apaBooxpaHeHus Poccuitickoih ®enepaunm oT 2 gekabps
2013 r. N 886H (3apeructpupoBaH MuHucTepcTBoM tocTuumn Poccuitickoin Penepauum 23 pekabps 2013 r.,
pernctpaumoHHbin N 30714).

9 CobpaHue 3akoHopaTenbcTea Poccuiickoit ®epepaumu, 2011, N 48, ¢1.6724.
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Ecnm npn okasaHun nauneHTy MeaNLUMHCKON NMOMOLWN B MeOULIMHCKON opraHunsaumm B CTauMOHAPHbIX YyCNOBUAX
no peweHuto BpaqeéHon KOMUCCUWN OCYLECTBNAKTCA Ha3HadYeHne un npumeHeHme nekapCTtBeHHOro npenapara C
KOHKPETHbIM TOpProebiIM HamMmeHoBaHMEM, TO MNPW OKa3aHUM OaHHOMY nNaUUeHTY MeONLMHCKOM MNOMOWW B WHOW
MeAULIMHCKON opraHnsaunn B CTaUMOHAPHbIX YCNOBUAX, a4 TakXe B aM6ynaTopr|x YCNnoBusaxX oOcyllecTBnsaeTcs
HasHavyeHne eMy nieKkapcTBeHHOro npenapara c TeM Xe TOprosbiM HanMeHoBaHNEMID

10MyHkT 2 noctaHoBneHus [pasutensctBa Poccuiickoii Pepepaumm ot 30.06.2020 N 965 "O BHeceHun

n3meHeHunin B lMpaBuna POpPMUPOBaAHMA MEPEYHS NEKAPCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYWECTBNSETCS B
COOTBETCTBUMN C UX TOProBbIMY HAMMEHOBAHWUSAMWU, U O MPUMEHEHUM NEKAPCTBEHHbIX MpenapaTtoB C KOHKPETHbIMU
TOproBbiMM HanMeHoBaHusiMn" (CobpaHme 3akoHomatenscTea Poccuiickoih ®enepaunm, 2020, N 28, c1.4422).

6. HasHaueHve nekapcTBeHHOro npenapaTta B pelenTe Ha OymMaxHOM HocUTene WAM pelente B hopme
3NEeKTPOHHOro JOKYMEHTa OPOPMAISieTCS Ha UMS NauueHTa, ANs KOTOPOro NpeaHasHayeH NekapCTBEeHHbI Npenapar.

PeuenT Ha ByMaxHOM HocuTene, opopMeHHbIA Ha peuenTypHoM 6naHke coopm N 107/y-HIM, N 107-1/y, N 148-
1/y-88, N 148-1/y-04(n), yTBEpPXAEHHbIX HACTOSIWMUM MPUKA30M, MOXET OblTb MOMYYEeH MALMEHTOM, €ro 3aKOHHbIM
npeacrasMteneM WM NULOM, UMEKWUM OCOPMIIEHHYIO B COOTBETCTBUM C rpaXxAaHCKMM 3aKkoHOoOaTeNbCTBOM
Poccuitickon depepaumn [OBEPEHHOCTb OT nMaumeHTa Ha MpaBO MONyyYeHUs Takoro peuenta (oanee -
YNONHOMOYEHHOE NNLLO).

MpencTasneHve OOBEPEHHOCTM He TpebyeTcs B cnyyae NonyyYeHWs peuenta Ha nekapcTBEHHbIA npenapar ans
MHKypabenbHOro 60MbHOrO Ha 3aBeplwaroleM 3Tane ero XU3HW NULOM, OCYWECTBASIOWMM yXoh 3a TakuMm
nHKypabenbHbiM 60NbHbIM. B TakoMm cnyyae meauuUMHCKWIA paboTHWK BblAAET MUy, OCYWECTBASIOWEMY YXoh 3a
nHKypabenbHbiM 60NbHbIM, AOKYMEHT, MOATBEPXAalowuii WHKypabenbHoe cocTosiHMe 60NbHOro, CcoaepXallumi
cBedeHns 0 nuue, Kotopoe OyneT nonyyaTb NEKapCTBEHHble npenapaTtbl No peuenTy (Pamunns, UMs, OTYECTBO
(nocnepgHee - npw Hanuyuw), BUAO, Cepust U (MAN) HOMEP AOKYMEHTa, YOOCTOBEPSIOWero IMYHOCTb), 3aBEpPeHHbIN
MOAMMUCHIO N NeYaTblo JAaHHOrO MeaNLMHCKOro paboTHMKa, a TakXe nevyaTbio MeANLMHCKON OpraHn3aumu.

JlokyMeHT, noaTeepXxaarwmnin MHkypabenbHoe CoCcTosiHME B0NbHOMro, OCTaeTCs B anTe4YHON opraHm3auunn.
Peuent B opMe 9NeKTPOHHOrO AOKYMeHTa PopMUPYeTCs C  WCMONb30BaHWEM OCYOapCTBEHHOM

MHCPOPMALIMOHHOW CUCTEMbl B cdpepe 34paBooxpaHeHus cybbekta Poccuiickoin depepaumn, MeOMLMHCKON
WHCJOOPMAaLIMOHHON CUCTEMbI MEOVLIMHCKOM opraHnsauunll .

11Ctatbun 91 n 91.1 denepanbHoro 3akoHa N 323-93 (CobpaHue 3akoHoaaTenbcTBa Poccuiickoii epnepaunn,
2011, N 48, c1.6724; 2021, N 27, c1.5141).

dakT BbloayM peuenTta Ha NeKapCTBEHHbIA Npenapat 3akOHHOMY MPEACTABUTENO MW YNONHOMOYEHHOMY NnLY
huKCMpyeTcs B MeAULMHCKOM AOKYMEHTAUMW NaumeHTa.

7. MeouumHckum paboTHMKaM 3anpelaeTcs oPopMasSTb PeLenTbl NPU OTCYTCTBUM Yy NauMeHTa MeauLMHCKUX
nokasaHuiA; Ha He3aperncTpUpPoBaHHblE NEKAPCTBEHHbIE Npenaparbiiz; Ha NeKapCcTBEHHbIE Npenaparbl, KOTOpbIE B
COOTBETCTBUU C WHCTPYKLUUEA MO MEOMUMHCKOMY MPUMEHEHWIO MNpeaHasHayeHbl NS NPUMEHEHWS! TOMbKO B
MEOMLIMHCKMX OpraHn3auusx; Ha HapKoTWYeCKMe CpPeacTBa WM MCUMXOTPOMHble BEWECTBa, BHECEHHble B crmcok I
MepeuHs, 3aperucTpupoBaHHble B KaYeCTBE JIEKAPCTBEHHbIX MPEnapaTtoB, B LENsSX MPUMEHEHUS ONs fevyeHus
HapKoMaHuw.

12PeweHne CoBeta EBpa3awuiickoit akoHOMMYeckoi kommccum ot 3 Hosibps 2016 r. N 78 "O T[pasunax

permctpaumMm n 9KCNepTM3bl NEKAPCTBEHHbIX CPEACTB AN MEeOUUUHCKOro MpUMEHeHus" (odouumanbHbIi canT
EBpasauiickoro skoHoMmyeckoro coro3a http://www.eaeunion.org/, 21 Hosbps 2016 r.). Ctatbs 13 depepanbHoro
3akoHa N 61-®3 (CobpaHune 3akoHogatenbcTBa Poccuiickon ®epepaunn, 2010, N 16, ¢1.1815; 2020, N 14, ¢1.2028).
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VHaomBmaoyanbHbeiM NpeanpyHMMATENSM, OCYLECTBNSAIOWUM MEONLMHCKYIO OEeATENbHOCTb, OOMOMHUTENBHO K
TpeboBaHNAM, ykasaHHbiM B ab3aue NepBOM HACTOSWEro MyHKTa, 3anpewaetcs 0ogOopMNATb peuenTbl Ha
HapKoTU4Yeckme cpeacTsa M NCMXOTPONHble BEWeCTBa, BHECEeHHble B cnvucku Il u lll MepeyHsa (Banee - HapkoTnyeckue
N NCUXOTPONHbIE NEeKapCTBEHHbIE Npenapatbl cnuckos |l v Il NepeyHs).

8. lNMpu HasHayeHWM HapPKOTUYECKMX W MCUXOTPOMHbIX NEeKapCTBEHHbIX npenapartos cnucka Il MNepeyHs, 3a
UCKJIIDYEHNEM NTIEKapPCTBEHHbIX NPenapaTos B BUAE TpaHCAepMalnbHbIX TepaneBTUYECKUX CUCTEM U NEKaPCTBEHHbIX
npenaparos, cogepXawmnx HapKoTU4eckoe CPencTBO B COYETaHWM C aHTaroOHUCTOM OMVOWAHbLIX PELLenTopos,
peLenTbl Ha ByMaxKHOM HocuTeNe 0GOOPMAAIOTCA Ha peLenTypHoM 6naHke goopmbl N 107/y-HI.

9. PeuenTypHblii 6naHk goopmbl N 148-1/y-88 ochopmnsieTcst Npu HazHaYeHUn:

1) HAPKOTUYECKMX U MCMXOTPOMHbBIX NEKAPCTBEHHbIX npenapartos cnucka |l NepeyHs B Buae TpaHcaepMasibHbIX
TepaneBTUYECKMX CUCTEM, HApPKOTUYECKMX JNleKapcTBeHHbIX npenapatos cnucka Il TepeyHs, conepxauwmx
HapKoTU4Yeckoe CPefCcTBO B COYETaHWM C aHTarOHWCTOM OMMOMAHbIX PELENnTOPOB, NMCUXOTPOMHbLIX NEKAPCTBEHHbIX
npenapartos crucka lll MNMepeyns;

2) KOM6I/IHI/IpOBaHHbIX neKapCTBEHHbIX MpenapaTtos, coaep>Xalmnx:

a) KOOeuH nunm ero conu (B nepecyeTe Ha YMCTOE BELWEeCTBO) B KonuyecTse f0 20 Mr BKNYMTENbHO (Ha 1 003y
TBEpPAO NeKapCTBEHHOW hopmbl) unn B konudectee o 200 mr BkaouutenbHo (Ha 100 ma wam 100 r Xwuakoi
NeKapCcTBEHHON OOPMbI A1 BHYTPEHHErO NPUMEHEHUS);

6) ncesnoadpenprHa rmapoxnopun B Konnyectse, npesbiwatowem 30 mr, n o 60 mMr BknountTensHo (Ha 1 no3y
TBEPAOW NEKapCTBEHHOW DOPMbI);

B) NceBnoapeapuHa ruapoxnopus B Konmyectse, npesbiwatowem 30 mMr, u 0o 60 Mr BKAKUYATENBHO B COYETaAHNUN
C LeKkcTpoMeTopdaHoM rnapobpomMnaom B KonnyecTse, npesbiwatowem 10 mr, n o 30 Mr BknounTenbHo (Ha 1 aosy
TBEPAOW NEeKapCTBEHHOW DOPMbI);

r) mekctpomeTopdpaHa ruapobpomma B konuuyectee Ao 200 Mr BkAuMTenbHO (Ha 100 ma unm 100 © Xuakoi
neKapCTBEHHOW (POPMbI ANS BHYTPEHHEro NPUMEHEHNS);

) achenpuHa rmapoxnopua B konuyectse, npesblwatowem 100 mr, n go 300 mr BknountenbHo (Ha 100 ma nnn
100 r XWnAaKon nekapCcTBeHHOM POpPMbI A8 BHYTPEHHEr0 NPUMEHEHWNS);

e) adbenpuHa rugpoxnopua B konnyectee 8o 50 Mr BKNOYNTENbHO (Ha 1 A03y TBEPAOW NeKapCTBEHHON (DOPMbI);

X) beHmnnponaHonammH B KOANYECTBe A0 75 Mr BKIOUMTENbHO (Ha 1 003y TBEPAON NeKapCTBEHHOW (POPMbI)
nnn go 300 mr BkntoumtenbHo (Ha 100 ma nnm 100 r XMAOKOW NeKapCTBEHHON hOPMbl ANS BHYTPEHHErO NPUMEHEHMS);

3) peHobapbutan B KonnyectBe A0 15 Mr BKIOYMTENbHO B COYETAHUM C KOAEUHOM (MM €ero ConsiMum)
He3aBUCKMO OT KoNmyecTBa (Ha 1 403y TBEPAOI NNeKapCTBEHHOW (POPMbI);

n) dpeHobapbutan B konuyectBe O 20 Mr BKMIOYATENBHO B COYETAHUM C 3PEOPVMHOM TUAPOXSOPULOM
He3aBUCUMO OT KonmyecTsa (Ha 1 o3y TBepOOW NeKapCTBEHHON HOPMbI);

K) xnopauwasenokcug B konu4yectse, npesblwaowem 10 mr, u go 20 Mr BKAYUTENbHO (Ha 1 OO3y TBepooW
NeKapcTBEHHOW GDOPMbl);

3) nekapcTBEHHbIX MPenapatoB MHAVBUAYANbHOrO M3roTOBAEHUS, COAEPXAWMX HAPKOTUYECKOE CPEeACTBO UMK
ncuxoTponHoe BelecTBo cnucka |l MNepeyHs, n Opyrve chapmakonormyeckne akTuBHble BelecTBa B [03e, He
npeBblWaloweit BbICWYO PasoBylo [03Y, U MPWU YCNOBUW, YTO 3TOT KOMOMHMPOBAHHBI NEKAPCTBEHHbIV Npenapar He
SBISIETCS HAPKOTUYECKMM M NCUXOTPOMHBIM NIEKAPCTBEHHbIM NpenapaTtom crvcka |l Mepeyns;

4) nekapCTBeHHbIX npenapatoB, BKNHOYEHHbIX B MNepedyeHb NekKapCTBEeHHbIX Ccpeacts And MeguunHCKOro
npuMeHeHuna4, nognexawnx npeaMeTHO-KoONnn4eCTBeHHOMY y4yeTy (J:Lanee - NNeKapCTBEeHHbIE NMpenapaTtbl, BKOYEHHbIe
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MNMopsaka ohopMaeHns yKasaHHbIX 61aHKOB, UX y4eTa 1 xpaHeHuns, hopm 61aHKOB peLenToB, COAepPKALLNX Ha3HaYeHne

HapKOTUYeCKNX CPeACTB NN NCUXOTPONHbIX BELEeCTB, Nopsaaka nx n3roToBNeHNs, pacrnpeneneHns, perncTpaumm, y4etan
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B nepeyeHb MKY)13,

13MoanyHkT 5.2.171(1) nyHkTa 5 noctaHoBneHus MNpasutensctea Poccuiickoin denepaunn ot 19.06.2012 N 608

"O6 yTBepxaeHumn MonoxeHus o MuHucTepcTee 3apaBooxpaHeHus Poccuiickoin denepaumnn” (nanee - MonoxeHve o
MununcTtepcTtee) (CobpaHue 3akoHogaTensctBa Poccuiickon denepaunn, 2012, N 26, ¢1.3526; 2013, N 16, ¢1.1970).

10. PeuenTypHbiii 6naHk coopmbl N 148-1/y-04(n) odoopMnsieTcs Npy Ha3HaYEeHUM NeKApPCTBEHHBbIX NMpenapaToB
rpaxgpaHam, WumelowuM npaso Ha 6ecnnaTtHoe MOJNiyYeHWEe fEKAPCTBEHHLIX MPEenapaToB WAM  NONy4YeHue
NeKapCTBEHHbIX NpenapaTosB CO CKUAKON.

11. PeuenTypHbii 6nank goopmbl N 107-1/y odoopmnsieTcs npyu HasHaYeHWUN:
1) nekapCTBEHHbIX NpenaparTos, He ykasaHHbIX B NyHKTax 8, 9 HacToswero Nopsaaka;
2) KOMBUHMPOBAHHbIX NEKAPCTBEHHBIX NPEnapartoBs, COAePXallmX:

a) JprotammHa rugportapTpar B Koan4yectee A0 5 Mr Bkno4YMTENBLHO (Ha 1 0osy TBep,EI,oVI ﬂeKapCTBeHHOVI
popMbl);

6) adbempuHa ruppoxnopun B konuuyectBe no 100 mr BknawoumTenbHo (Ha 100 ma wnm 100 © Xuokon
NneKapCcTBEHHON OOPMbI A1 BHYTPEHHErO NPUMEHEHUS);

B) nceBgoapepmHa ruapoxnopua B Konmyectse, He npesbiwatowem 30 Mr (Ha 1 003y TBepOon nekapCTBEHHOW
POpMb);

r) ncesnoagpeapuHa rmapoxiopua B KonnyecTee, He npesbiwatowem 30 Mr, B coyeTaHnn ¢ AeKCTPOMETOPaHOM
rnopobpomMmaom B KONUYeCTBe, npesbiwatowem 10 Mr, n 0o 30 Mr BKNOUMTENBHO (Ha 1 O3y TBEPLOW NEKAPCTBEHHOM

PopMbl);

I) nekctpomeTtopdaHa rugpobpomng B konndecTtse, npesbiwatowem 10 Mr, n 1o 30 Mr BkrounTensHo (Ha 1 noay
TBEPOOW NeKapCTBEHHON POPMbI);

e) dbeHobapbutan B KonMyecTee, npesblwatowem 20 Mr, 1 oo 50 Mr BKAOYMTENbHO (Ha 1 0O3y TBEPLOWA
NeKkapcTBEHHON (POPMbl);

X) cpeHobapbutan B kKonuyectee 00 20 Mr BKJIOYMTENIbHO B COYETAHUM C 3ProTaMvHOM FMApOTapTPaToM
He3aBUCUMO OT KonmnyecTsa (Ha 1 o3y TBepAoW NeKapCTBEHHON HOPMbI);

3) xnopamnasenokcui B konnyectse 40 10 Mr BKNOYMTENbHO (Ha 1 003y TBEPAON NEKAPCTBEHHOW (POPMBbI).

12. MNpw Ha3Ha4YeHWN NeKapCTBEHHOro Mpenaparta VHAMBUAYaNbHOIO U3rOTOBMEHUS B peuente Ha Oyma>kKHOM
HocuTene n (Mnn) peuente B hOpPMe 3NEKTPOHHOIO AOKYMEHTa HavMEeHOBaHWUS NeKapCTBEHHbIX CPEeACTB (BEWECTB),
BK/IOYEHHDBIX B NepeyeHb MNKY, ykasbiBatoTcsl B HaYane peuenTa, 3aTeM - BCE OCTaslbHble MHIPEeANEHTbI.

13. Mpu Ha3HaYeHN NEeKapCTBEHHOro npenaparta B peuenTe Ha 6yMaxxHOM HocuTene u (Mnum) peuente B oopme
3NEeKTPOHHOro OOKYMEHTa 3anpelaeTcs MpeBblwaTb KOMMYECTBO HAPKOTUYECKUX CPEACTB WM MCUXOTPOMHbIX
BELLECTB, KOTOPOe MOXeT ObiTb BbIMMCAHO B OAHOM peLenTe, ycTaHoBAeHHoe mpunoxeHnem N 1 kK HacTosiwemy
Mopsiaky, 3a UCK/IOYEHNEM CNyYaeB, YkasaHHbIX B NyHkTax 15 n 24 HacTtoswero MNopsiaka.

14. lNpn HasHayeHUN neKkapCTBEHHbIX Mpenapartos, BKOYeHHbIX B nepeyeHb 1KY, nosa koTopbiXx npesblwaeT
BbICWIMIA OLHOKPATHBIA MPMEM, MeOMUMHCKMIA paboTHMK obo3HavaeT [o3y 3TOro NeKapCTBEHHOro npenapaTa B
peuente Ha BGyMaxHOM HOCUTENE MPOMWCBLIO C MPOCTABEHWEM BOCKIMLATENbHOIO 3Haka W (M) npoctaBnset
BOCK/MLATE/bHbIV 3HAK NPy 0gPOpMNEeHNN peuenTa B pOpMe 3N1EKTPOHHOIO JOKYMEHTA.

15. KonnuectBO Ha3HAYEHHbIX NEKAPCTBEHHbIX MpenapartoB, BKJOYEHHbIX B nepeyeHb [1KY, npu okasaHum
nauveHTam, HyXJAalownMmcs B OAUTENbHOM fleYeHUn, MepBUYHON MeauKOo-CaHMTapHOW MOMOWM W NannnmaTuBHOM
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MELMLMHCKOA MoMowWwm MoxeT ObiTb YBENMYEHO C YyY4ETOM KIMHMYECKMX pekoMeHdaunin He Bonee Yem B 2 pasa no
CPaBHEHWIO C KONMYECTBOM HAPKOTUYECKMX CPEACTB MW NCUXOTPOMHbIX BEWECTB, KOTOPOE MOXET BbiTb BbINACAHO B
O[HOM peLenTe, ycTaHOBNEHHbIM nNpunoxennem N 1 k HacToswemy Mopsiaky.

B cnyvasx, npenycMOTpeHHbIXx ab3auem NepBbiM HaCTOSIWEro MyHKTa, Ha peuenTtax Ha GymMaxHOM HocuTene
npounssoaMTcs Hagnucb "Moo cheumanbHOMY Ha3HAYeHWKD", OTOENbHO 3aBepeHHas MnoAnuCbld MeaULMHCKOro
paboTHMKA M neyaTbio MELUUMHCKOW opraHusaumn "Ins peuenToB”, Ha peuentax B (POPMe 3NEKTPOHHOro
JOKyMeHTa npoussogmtca otmeTka "[lo  cheuvmanbHOMy — HasHayeHU" €  NPOCTaBfMEHUEM  YCUNEHHON
KBaNMMUMPOBaHHON 3NEKTPOHHOW NOANMCH MEAMNLMHCKOro paboTHuMKa.

16. CocTaB nekapCTBEHHOro npenaparta, NekapcTBeHHas oopma v obpalleHne MeguuMHCKOro paboTHuka K
hapmaueBTnyeckoMy paboTHUKY 06 OTMycKe NnekapCTBEHHOro npenaparta Ha 6yMaxkHOM HocuTesne 0oPMASIOTCS Ha
NaTVHCKOM MM PYCCKOM $i3blke B POAWUTENbHOM Manexe, 3a WCKIOYEHMEM OCOOPMNIEHUS PELEnTOB B (hopMe
3NEeKTPOHHOI0 AOKYMEHTA, OCYLWECTBISIEMOrO Ha PYCCKOM AI3bIKe.

Mpu odbopmneHnn peuenTypHblx GnaHKoOB [ONycKaeTcsl WCMONb30BaHWE CoOKpaweHuin (npunoxeHne N 2 k
HacToswemy Mopaaky).

Mpun Ha3HayeHUM neKapcTBEHHOrO npenapaTta He OOnyckaeTcs COKpaleHWe HauMEHOBAaHWiA WHrPELUEHTOB,
COCTaBNSAOWMX IEKAPCTBEHHbIA Npenapar, He NMo3BONSOLWMX YCTAHOBUTb, Kako MMEHHO NeKapCTBEHHbIM NpenapaTt
HasHauyeH.

17. Cnocob npuMeHeHWs nekapcTBEHHOro npenapaTta obo3HayaeTcd C ykasaHWeM NyTU BBELEHMWS, [O03bl,
4acToThbl, BPEMEHM MpMeMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M €ero AANTENbHOCTM, a AN NeKapCTBEHHbIX
npenapartos, B3aMMOLENCTBYIOWNX C MULLEN, - BPDEMEHMN KX YNOTPebNeHNs 0THOCUTENbHO Npuema nuwu (4o enbl, BO
BPEMS efbl, NOC/e eabl).

18. Mpn Heob6x0ANMOCTU HEMELNIEHHOIO UMM CPOYHOrO (B TeyeHne OByx paboumx AHei) oTnycka nekapcTBEHHOro
npenaparta nauueHTy B BEPXHEN 4yacTu peuenta Ha OyMakHOM HOCUMTENe MpOCTaBnsioTcs 0603HayeHus "cito"
(cpoy4HO) mnu "statim" (HemenneHHo). AHanornyHble 0603HaYEeHUsI NPOCTABMSIOTCS B BUAE OTMETOK NPV 0GOOPMIIEHNN
peuenTa B hopMe aNEKTPOHHOrO JOKYMEHTA.

19. MNpu ocpopMneHnn Ha3HaAYeHUs FTOTOBOrO NEKAPCTBEHHOrO npenaparta B pelente Ha ByMaxHOM HocuTene
Unu peuenTe B OOPMe 3NEKTPOHHOr0 JOKYMEHTA KONMYECTBO OECTBYIOIMX BEWECTB YKa3biBAETCS B COOTBETCTBUM C
WHCTPYKUMEN MO MELMUMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOrO npenapata. [onycTMMo ykasbiBaTb [O3UPOBKY
NeKapCTBEHHbIX MpernapaTtoB CUCTEMHOro AencTBMS (ONns pe3opOTMBHOrO npuema) B TBEPAbIX JIEKapPCTBEHHbIX
hopmax (Hanpumep, TabneTky, MOPOLIKM, Kancynbl) Kak CoLepXaHe 0OHOM0 NN HECKOMbKUX AENCTBYIOLLMX BEWECTB
B eAMHuuUax maccel (B rpamMmax, munnaurpammax). JonycTMMo ykasbiBaTb LO3MPOBKY JIEKAPCTBEHHbIX MpenapaTtos
CUCTEMHOrO AelCcTBUS (AN5 Pe30pOTUBHOIr0 NPUMEHEHNS) B XUAKUX NEKAPCTBEHHbIX hopMax (Hanpumep, pacTeopbl,
CYCMeHaun) kak comepXaHue OAHOrO WM HEeCKONbKUX [EeMCTBYIOWMX BELECTB B eOMHMLaX MacCbl Ha enuHuLY
obbema (Hanpumep, MUANUIFPaMM/MUNAANTP) C yKasaHnem obuero o6bema nekapCcTBEHHOW DOPMBbI.

Mpy odbopMneHnn HasHayeHWs NeKapCTBEHHOro npenapara WHAMBUAYanbHOrO W3rOTOBEHUS B peuenTe Ha
byMaxXHOM HocuTene WM peuente B (QOPME 3NEKTPOHHOrO OOKYMEHTA KONMYECTBO TBEPAbIX W CbiMyynx
(hapmaueBTnyeckux cybctaHumii ykasbiBaetcsl B rpammax (0,001; 0,5; 1,0), Xuakux - B MUNAMAUTPAX, rpaMMax u
Kannax.

20. PeuenTbl Ha BymMaxHOM HocuTene, B (popMe 3NEKTPOHHOIO AOKYMEHTA, OPOPMNEHHbIE HA PeELenTYypHOM
6naHke goopmbl N 148-1/y-88 1 npepHasHauyeHHble ANS OTNycka NeKapCTBEHHbIX NMpPenapaToB, NPenycMOTPEHHbIX
noanyHktamm 1-3 nyHkTa 9 HacTosawero Nopaaka, AeACTBUTENbHbI B TedeHne 15 aHeli co AHS ohopMneHns.

21. Peuentbl Ha BymMaxHOM HocuTene, B (popMe 3NEKTPOHHOIO AOKYMEHTA, OCPOPMNEHHbIE HA PELENTYpPHOM
6naHke cpopmbl N 148-1/y-04(n) n npelHa3Ha4YeHHble As OTNycka NEeKapcTBEHHbIX MNpenapaTtoB rpaxgiaHam,
ykaszaHHbIM B nyHkTe 10 HacToswero [lopsgka, nencteutenbHbol B TedeHve 30 OHe cO OHSA OodoopMieHus, 3a
UCKJIIDYEHMEM CNyyaeB OOOPMIEHUS pelenTta B COOTBETCTBUM C nyHkTamu 38 u 39 HacTtoswero [lMopsaaka, npu
KOTOPbIX OH AENCTBUTENEH B TedyeHne 15 nHein co OHS 0popMIIEHUS.

22. Peuentbl Ha ByMaxHOM HocuTene, B (popMe 3NEKTPOHHOIO AOKYMEHTA, OCPOPMNEHHbIE HA PELIENTYPHOM
6naHke cpopmbl N 148-1/y-04(n) u npenHa3HaYeHHble AS OTNycka NEeKapcTBEHHbIX NpenapaTtoB rpaxgiaHam,
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JOCTUTWUM MEHCUOHHOro BO3pacTa, MHBanWgaMm MepBOl rpynnbl, OeTsSM-MHBANUAAM, a TakXe rpaxgaHam,
cTpafalowyM XpoHudYeckmMmn 3abonesaHuaMy, TpebylowuMn OANTENbHOrO KYPCOBOrO NEYEeHUs, OeACTBUTENbHbI B
TeyeHne 90 OHeWl co OHS OPOPMIEHUS, 3a WUCKIKOYEHWEM Cnyyaes, ykasaHHbiX B nyHkTax 38 u 39 Hacrosuwero
lMopsaka, Npu KOTOPbIX OH AENCTBMTENEH B TeYeHue 15 gHen co oHS 0opMaeHUs.

Lnsa neyeHns XpoHuMdeckmx 3aboneBaHWin yKasaHHbIM KaTeropusiM rpaxpnaH NeKkapCTBeHHble npenapatbl C
OCPopMNIEHMEM peuenToB Ha OyMaXKHOM HOcUTene MAM PeLenToB B (OOPME 3NEeKTPOHHOrO AOKYMEHTa MoryT
HasHa4vaTbCs Ha Kypc nedeHns oo 180 oHei.

23. Peuentbl Ha ByMaxHOM HocuTene, B (pOpME 3NEKTPOHHOIrO AOKYMEHTA, OCPOPMEHHbIE HA PELIENTYPHOM
6naHke cpopmbl N 107-1/y n npepHa3HayeHHble ONS OTNycKa NEKAPCTBEHHbLIX MpenapaToB, MPeayCMOTPEHHbIX
nyHKTOM 11 HacToswero lNopsaka, AeNCTBMTENbHbI B TedeHne 60 gHel Co OHA OPOPMIEHNS.

Mpyn HasHayYeHWn rOTOBbLIX NEKAPCTBEHHbIX MpenapaTtoB W NEKapCTBEHHbIX MNpenapaTtoB WHAMBUAYaNbHOIO
N3roTOBNEHUS NauueHTam ¢ 3abonesaHuaMu, TpebylowmMMn AANTENbHOTO KYPCOBOrO NIe4YeHUs, C OCPOPMIIEHNEM Ha
peuenTypHoMm 6naHke goopmbl N 107-1/y peuenta Ha 6GyMa>XHOM HOCUTENE UK B DOPME 3MEKTPOHHOI0 JOKYMEHTa
ycTaHaB/vMBaeTCsa CPOK AeNCTBUS peLenTa B npejenax oo 04HOro roga.

B cnyyae yctaHoBneHWs cpoka AencTBusa peuenta B npefenax OO OOHOro roja B peuente Npou3BOaUTCS
Hagonucb: "o cneuvanbHOMy HasHauyeHuio", obo3HayaeTcs CPOK OEWCTBUS peuenTa U NepuoauyHoCTb OTMycKa
NneKkapcTBEeHHbIX MpenaparoB M3 anTeyHoW opraHmsaumm unu MHOMBUAyanbHbIM MNpeanpuHUMaTeneMm, UMerLWwnm
NNUEH3NI0 Ha apMaueBTUYECKYD OEesATeNbHOCTb!4  (€XEeHedenbHO, EXEMECAYHO U WHble Nepuoabl).

JononHMTENBHO 3TO yKal3aHUe 3aBePSieTCs NOAMUCbI0 MEOULMHCKOro paboTHMKA, a TakXe Meyatbio MeaVUMHCKOW
opraHusauun "Ins peuenTtoB" (ans peuenta Ha OGyMaxXHOM HOCUTENE) WM YCUNIEHHOW KBannduUUUpPOBaHHOM
9NEKTPOHHOW MOLANUCHI0O MEAMUMHCKOro paboTHMKA U Nnvua, YNOMHOMOYEHHOrO 3aBEPSATb LOKYMEHTbl OT WMEHW
MeMLMHCKON opraHuadauun (ons peuenta B oopMe 31eKTPOHHOIO JOKYMEHTA).

14TTyHkT 47 wactm 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O nuueHsmposaHuu

OTOEeNbHbIX BWUOOB AeATenbHocTW" (manee - depepanbHblit 3akoH N 99-d3) (CobpaHue 3akoHOmATENLCTBA
Poccuiickon denepauun, 2011, N 19, ¢1.2716; 2021, N 27, c1.5177).

24. PeuenTbl Ha nekapcTBeHHble MpenapaTtbl, BKAOYEHHble B nepedeHb (1KY, onga neyeHuss nauueHToB C
XPOHUYECKMMY 3a60NEBAHUSMU MOTYT OCROPMIATLCS Ha KYpC nevyeHus oo 60 nHel.

B cnyuae, korpa kypc nevenus coctaensiet 6onee 30 gHe, LONONHUTENBHO B peLienTax Ha ByMaxKHOM HocuTene
npouseoamTcs Hagnuck "o cneumanbHOMy HasHauyeHuMKo", 3aBepeHHas MOoAMNUCbI0 MeIMUMHCKOro paboTHuKa u
neyaTb0 MeAOUUUHCKOM opraHmsaunn "Ins peuentoB”, Ha peuentax B (PopMe SNEeKTPOHHOro AOKyMeHTa
npon3soamTcs otmeTka "o cneumanbHOMYy Ha3HayeHMO" C MNPOCTaBNEHWEM YCUNIEHHOW KBanmduuUMpOBaHHOWN
9NEKTPOHHOW MOAMMCU MEAMUMHCKOrO paboTHMKA M nvua, YNOSHOMOYEHHOrO 3aBepsiTb LOKYMEHTbl OT UMEHU
MeOULVNHCKOW OpraHn3aLmm.

25. PeuenTt Ha OyMaxHOM HocuTene B (POPME 3NEKTPOHHOrO [LOKYMEHTa, OCPOPMIEHHbI C HapyleHueMm
yCTaHOBNEHHbIX HAacTosWwmUM Mopsakom TpeboBaHuii, CYNTAETCA HELEWCTBUTENbHBIM.

Il. HasHayeHWe nekapcTBeHHbIX NpenapaTos NPy oKkasaHMN MeaVLUHCKOW NOMOLLU B
CTauMUOHapHbIX YCNOBUSAX

26. MNpn okasaHWM NauneHTy MeauUMHCKOA MOMOLM B CTAUMOHAPHbLIX YCNOBUSX HasHayeHue neKapcTBEHHbIX
npenapaTtos npom3soanTcs 6e3 oPopMeHUs peuenta MeauUMHCKUM PaboTHMKOM €OWUHONUYHO, 3a WUCK/I0YEHUEM
CNy4aeB, ykasaHHbIX B NyHKTe 27 HacToswero Mopsiaka.

27. CornacoBaHve HasHa4YeHUsi NeKapCTBEHHbIX MPENApPaToOB C 3aBedyloWwnM OTAENEHNEM UMW OTBETCTBEHHbIM
LeXYpHbIM Bpadom nnbo opyrum AnLOM, YyNOSHOMOYEHHbIM MPUKA30M raBHOMO Bpaya MeaULMHCKOM opraHu3auum, a
TakXxe, Npw HanMymMu, ¢ BPA4OM - KIMHNYECKUM (0apMakonorom HeobxoouMo B cnyyasx:
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HapKOTUYeCKNX CPeACTB NN NCUXOTPONHbIX BELEeCTB, Nopsaaka nx n3roToBNeHNs, pacrnpeneneHns, perncTpaumm, y4etan

XpaHeHus, a Takxe MpaBun ohopmneHns 61aHKOB peLenToB, B TOM YUC/e B (POPMe INeKTPOHHbIX JOKYMEHTOB

lpuka3 MuH3apaBa Poccum oT 24.11.2021 N 1094H

1) OAHOBPEMEHHOIO HA3HaYeHMs NSTU 1 6oNee NeKapCTBEHHbIX NPenapaToB OAHOMY NaUMEHTY;

2) Ha3HaYyeHWs NeKapCTBEHHbIX NPENapaToB, HE BXOASWMX B NEPEYEHb XUIHEHHO HEODXOAMMBIX U BaXKHENWUX
NeKapCTBEHHbIX NpenapaToBls, MPU HETUMUYHOM TeyeHun 3aboneBaHus, HaAMyUM OCNOXHEHWUA OCHOBHOMO

3aboneBaHna 1 (Mnun) conyTcTBylOWMX 3aboneBaHWin, NPU Ha3HAYeHUN NEeKapPCTBEHHbIX NpenapatoB, 0COBEHHOCTU
B3aUMOLEWNCTBUS M COBMECTMMOCTM KOTOPbIX COrflaCHO WHCTPYKUMSM MO WX MPMMEHEHWI0 MPMBOASAT K CHUXEHWIO
ahbheKkTUBHOCTM 1 Be3onacHOCTM dpapmakoTepanunm u (Mnn) co3jaloT MOTEeHUMANbHYH OMAacHOCTb ANSt XWU3HW 1
3[10pOBbS NaumeHTa.

15Yactn 1 ctatbm 60 PepnepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickoin @enepaumm,
2010, N 16, c1.1815; 2020, N 29, cT1.4516).

B ykasaHHbIX Cryyasix Ha3HayeHWe NeKapCTBEHHbIX NPenapaToB PUKCUPYETCS B MEAWMLMHCKON OOKYMEHTaumu
naumeHTa u 3aBepseTcs MNOANUCbI0 MEeOULMHCKOro paboTHUKA W 3aBefyloWero oTaeneHueM (OTBETCTBEHHOrO
LeXypHOro Bpaya uam pyroro ynosHOMOYEHHOro nnua).

28. MeamumHckuii paboTHVMK MeLMLMHCKO OpraHM3aumnn (ee CTPYKTYPHOro noapasneneHus), pacrnosioXXeHHol B
CENbCKOM HaceNneHHOM MyHKTe, OCYWeCTBASeT HasHa4YeHWe NeKapCTBEHHbIX NpenapaTtoB B Cly4Yasx, yKasaHHblX B
nyHkTax 27 n 29 Hactosuwero Nopsaka, e AMHONNYHO.

29. Mo peuweHnio BpayebHON KOMMCCUM NaLMEHTaM Mpu OKa3aHuW UM MeAWMLMHCKON MOMOLWM B CTauMOHaPHbIX
YCNOBMUAX Ha3HAYalOTCs NeKapCTBEHHble MnpenapaTtbl, He BK/IOYEHHblE B NepeyeHb XM3HEHHO HEeoOXOoAMMbIX W
BaXHeWIWNX NEeKapCTBEHHbIX Mpenaparos, B Clyyae WX 3amMeHbl 13-3a WHAOMBUAYaNbHOW HEernepeHoCVMOCTU, Mo
XWN3HEHHbIM MOKa3aHUsAM.

PeweHre BpayebHON KOMUCCUIN CPUKCMPYETCS B MEAMLMHCKOM OOKYMEHTaUMW naumeHTa n XypHane spavyebHoi
KOMMCCUN.

30. B cnyyasix ob6cnenoBaHvst 1 neYeHust rpaxaaHnHa B CTauMOHaPHbBIX YCNOBUSX B pamkax npefocTaBieHus
MEIOMLMHCKMX YCNYr Ha BO3ME3OHOW OCHOBE 3a CYET JIMYHbIX CPEACTB rpax.aaH, CPeAcTB IOPUANYECKMX IULL U UHBIX
CPELCTB Ha OCHOBaHWMM OOroBopa, B TOM Yuc/ie LoroBopa A06pOBONbHOr0 MEANLMHCKOrO CTPaxoBaHusls, eMy MoryT
ObiTb Ha3Ha4yeHbl NEeKapCTBEHHblE Mpenapartbl, He BXOASWME B MEepeyeHb XMW3HEHHO HEeOOXOAUMbIX U BaXKHeMWwmx
NeKapCTBEHHbIX NPENapaToB, ECNN UX HA3HAYEHWNE 1 NPUMEHEHME 0BYCNOBNEHO MeANLMHCKUMI NOKa3aHUSMU.

16 MocTaHoBneHue MNpaBuTtenbctBa Poccuiickoin depepaumm ot 4 okTsbpa 2012 r. N 1006 "O6 yTBepXaeHuu

MpaBnn NpenocTaBfeHWs  MEOMUMHCKUMU  OpraHv3aumsiMy  nnaTtHblX — MeguumHckux — yenyr"  (Cobpaxuve
3akoHopaTenbctBa Poccuiickon denepauuu, 2012, N 41, ¢1.5628).

lll. HasHayeHMe nekapCTBEHHbIX NMpenapaTtoB NPV okasaHUM NepPBUYHON MeAUKO-CaHUTapHOMN
MoMoLLL, CKOPOU MeAULIMHCKOM NMOMOLLMY U NannmatMuBHON MeaULMHCKOW NOMOLLLU

31. lpn okKasaHuUM NEepBUYHOV MEOUKO-CAHUTAPHOW MOMOWM W NaninaTMBHOW MEOULMHCKOW Momowm B
ambynaTopHbIX YCNOBUAX HasHaYyeHWe NeKapCTBEHHbIX NMPenapaTtoB OCYLECTBASAETCS MeAMUUHCKUM PaboTHMKOM B
Cnyyasix TUMUYHOro Te4yeHnst 3aboneBaHns NauMeHTa UCXoOs U3 TSXECTU 1 xapakTepa 3abonesaHus.

32. HasHauyeHue nekapCTBEHHbLIX NPenapatoB Mo PeleHnio BpadebHOoW KOMUCCUM MPU OKasaHWuuM MnepBUYHOW
MeOMNKO-CaHUTapHOW MOMOLWM, NannnaTMBHON MeOMUMHCKOM MoMowM B ambynaTopHbIX YCOBMSIX MPOM3BOAMTCS B
cnyyasx:

1) OOHOBPEMEHHOIro Ha3Ha4yeHnsa OAHOMY NauUeHTYy NATU U 6onee neKapCTBEeHHbIX nNpenapatoB B Te4eHne O0OHUX
CYTOK UK CBbllle OecAaTn HaVMeHOBaHUM B TeYeHue TpnouaTtn OHeln;
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2) HasHa4YeHUs NeKapCTBEHHbIX MpenapaTtoB NPV HETUMUYHOM TeyeHun 3aboNeBaHusl, HaNUYUKM OCNOXHEHWN
ocHoBHOro 3abonesaHust 1 (MKM) conyTCTByoWMX 3aboneBaHWil, NPU Ha3HAYEHMU NEKAPCTBEHHLIX MpenapaTtos,
0COBEHHOCTU B3aMMOAENCTBMS 1 COBMECTUMOCTU KOTOPBIX COTTACHO MHCTPYKUMSM MO UX MPUMEHEHUIO NPUBOIAT K
CHVXXEHUIO agpPeKTUBHOCTM 1 6€30NacHOCTM NeYeHns naumeHTa u (Unu) co3aaloT NOTEHUMaNbHY ONacHOCTb ANns
KVW3HW U 3[00POBbS NALNEHTa;

3) NepBNYHOro Ha3HaYeHNs NaLNEeHTY HAPKOTMYECKMX U NCUXOTPOMHbIX NEeKapCTBEHHbIX NpenapaTos cnmuckos |l un
[l TepeyHss (B cny4Yae MPUHSATUS PYKOBOOWTENEM MELMULMHCKOW OpraHM3auum pelweHns o HeobXxoammocTwu
COrnacoBaHUs HA3HA4YeHWsI TakMX NeKapCTBEHHbIX MPenapaTos ¢ BpayebHo KoMuccrei).

33. lMoBTOpHOE Ha3HA4YeHWe HAPKOTUYECKUX W MCUXOTPOMHbLIX NeKapCTBEHHbIX npenapatos cnuckos Il un Il
MepeyHs Npou3BOAUTCS MEOULMHCKUM PabOTHUKOM CaMOCTOATENbHO MAW eOMHONUYHO 6e3 y4yacTusi BpadebHol
KOMUCCUM NaunMeHTaM C BblpaXXeHHbIM 60NneBbiM CUMHAPOMOM /0OOro reHesa, HapylWeHUEM CHa, CYOOPOXHbIMU
COCTOSIHUSIMU, TPEBOXXHbIMW PacCcTponcTBaMu, obMAMU, NCMXOMOTOPHBIM BO3OY X AEHUEM.

34. lMpn okasaHWM CKOPON MEeOMLMHCKOA MNOMOLWM feKapCTBEHHble npenapaTtbhl HasHayalTCd MeaVLUHCKUM
paboTHUKOM BbIE3AHOA Opuragbl CKOPOM MOMOLWW, MEOMUMHCKMM PaboTHMKOM MEOMUMHCKOA opraHusauum npu
0KasaHWM MeOVLMHCKOM MoMowWM rpaxgaHam npu 3aboneBaHusix, HECYACTHbIX Cllyyasix, TpaBMax, OTPaBAEHUSX W
LPYrmx COCTOSHNAX, TPEBYIOWMNX CPOYHOr0 MEANLMHCKOrO BMEWATENbCTBRA.

IV. HasHaueHue nekapcTBEHHbIX NpenapaToB rpaxaaHaM, UMeloLLLMM NpaBo Ha 6ecnnaTtHoe
nony4yeHue nekapcTBEeHHbIX NPenapaToB UK NonyyYeHUe IeKapCTBEHHbIX NpenapaToB CO CKUAKOW,
npy oKasaHUM NePBUYHON MeAUKO-CaHUTapPHOM NOMOLLLU

35. Mpy okasaHuM NEPBUYHON MELNKO-CAHUTAPHOW MOMOLWM Ha3HAYeHNEe MELULIMHCKAM PabOTHWKOM Ha OCHOBE
KNMNHNYEeCKNX peKomeH,uau,mm n C y4eToM CTaHOapToB MeOUNLUMHCKON noMoLwmni? nekapCcTBeHHbIX npenapartos,
oTnyckaembix 6ecnnaTHO MAM CO CKWOKOW, rpaxgiaHam, WMelwuWM npaBo Ha obecrnevyeHne nekapCTBEHHbLIMY
npenapatamn 3a CYeT CpPeAcTB 6loAXETHbIX acCUrHoBaHwui cpenepanbHoro 6waxetra u 604XeToB CyObekToB
Poccuiickoin @enepauun, ocylwectenseTcs Ha peuentypHom 6naHke N 148-1/y-04(n).

17Ctatbs 37 depepanpHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®enepaumm, 2011,
N 48, c1.6724; 2021, N 27, c1.5186).

Mpu odgopmneHun peuenta Ha 6GnaHke cpopmbl N 148-1/y-04(n) Ha BymaxXHOM HocuTene OoGPOPMNSAIOTCA ABa
aK3emnnspa, OOUH U3 KOTOPbIX OCTAETCS B anTEYHOW opraHvM3auuv, BTOPON - B MEOMUMHCKON OOKyMeHTauuu
naumeHTa.

36. MpaBo HasHauyaTb NeKapCTBEHHbIE Mpenapatbl rpaxaaHam, MMelwWwuM npaBo Ha 6ecnnatHoe mnonyyeHve
NleKapCTBEHHbIX MPEenapaToB UM MOyYeHNe NEeKapCTBEHHbIX NPenapaToB CO CKUOKOW, TakXe NMEIT:

1) MenmumHckue paboTHWkK, paboTarowme B MEOWLUHCKON OpraHvM3auMu no COBMECTUTENbCTBY (B npenenax
CBOEW KOMMNeTeHunm);

2) MeOmumMHcKMe paboTHUKM CTAUMOHAPHBIX OpraHM3aumnii coumanbHOro obenyXmnBaHns Npu HanuyunmM NULEH3NN
Ha OCYLEeCTBNEHNE MEONLUHCKON OeATeNbHOCTMIE , npefycMaTpmBaoweld BoinofHeHNe paboT (okasaHue ycnyr) rno
0KasaHWIo NePBUYHOM MEIOMKO-CAHUTApHON nomowm B ambynaTtopHbIX YCNOBMSX (HE3aBUCKMO OT BELOMCTBEHHOW
NPUHAONEXHOCTHN);

18MyHKT 46 yactu 1 ctatbm 12 depepanbHoro 3akoHa N 99-d3 (CobpaHue 3akoHomaTenbctsa Poccuiickoit
®depepaumun, 2011, N 19, c1.2716; 2021, N 27, c1.5159).
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3) MenuumHckme paboTHWKM MEeOVMUMHCKUX OpraHu3auuii, OKasblBalOWWMX MEePBUYHYID MELMNKO-CaHUTapHYIO
nomollb, MOoOBEeOOMCTBEHHbIX doedepasibHbiM OpraHam WCMONHUTENbHOW BRacTy WAM opraHaMm WCMOJSIHUTENbHOM
BnacTu cybbekToB Poccuiickoin denepaumnu;

4) vHOMBMOyanbHble MPennpuHUMAaTEny, OCYLECTBASIOWNE MEONLMHCKYID OESTENbHOCTb U BK/KOYEHHblE B
peecTp MeIULMHCKUX OpraHu3auuii, OCYLLECTBASIOWMUX OeATENbHOCTb B cihepe 0053aTefbHOr0 MeAULMUHCKOrO
CTpaxoBaHus.

37. Mpw HasHa4yeHU NeKapCTBEHHbIX MPenapaTtoB rpaxjiaHam, MMeWWM npaBo Ha GecrnnaTHoe NonyyeHwe
NEeKapPCTBEHHBIX MPENApPaToB UM MONyYeHWE NEKapCTBEHHbIX MpPenapatoB CO CKWUAKOW, B pelLenTe ykasblBaeTcs
HoMep TenedoHa, MO KOTOPOMY PabOTHUK anTeyHoW opraHusauuy npu HeobxOoAMMOCTU MOXET cOornacoBatb C
MeaMLMHCKMM paboTHUKOM 3aMeHy NeKapCTBEHHOMO npenaparTa.

38. HasHaueHue HapKOTMYECKUX W MCUXOTPOMHbIX NeKapcTBeHHbIX npenapaTtos cnucka Il lepedHsa (3a
UCKJII0YEHNEM NEeKapCTBEHHbIX MNpenapaToB B BuAe TpaHCOepMalnbHbIX TepaneBTUYEecKUX CUCTeM, a TakXxe
NeKapCTBEHHbIX Npenaparos, CodepXalux HapKOTUYEeCKOe CPEeACTBO B COYETaHMM C aHTarOHUCTOM OMUOWIHbIX
peLenTopoB) rpaxaaHaM, UMEKWMM NpaBo Ha 6becnnaTtHoe NonyYyeHne NeKapPCTBEHHBLIX MPENAPaTOB MW NONYYEHNS
NeKapCTBEHHBIX NPenapaToB CO CKNIOKOM, OCyWecTBAseTCs Ha peuenTypHoM 6naHke dpopmbl N 107/y-HI, k koTopomy
LOMONHUTENBHO OCKOPMASETCS peLenT Ha peuenTypHoMm bnaHke doopmbl N 148-1/y-04(n) (B ABYX ak3emnnsgpax npu
ochopMaeHUn Ha ByMaxxHOM HocuTene).

39. HasHauyeHue HapKOTMYeCKMX WM MCUXOTPOMHbIX NeKapCTBeHHbIX npenapaTtos cnucka |l MNepeuyHs B suge
TpaHcoepManbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX NeKkapCTBEeHHbIX npenapartosB cnucka |l [Nepeyns,
cofepxatmx HapKoTUYeckoe CPeACTBO B COYETaHWM C aHTarOHUCTOM OMMOMAHbIX PEeUenTOpPoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnucka |l MepeyHs, nekapCTBEHHbIX MpenapaTtos, BKOYEHHbIX B nepedeHb [1KY,
cojepxawmxcs B noanyHkte 2 nyHkTa 11 Hactoswero [lopsgka, npefHasHayeHHbie ONS NeYeHWs rpaxaaH,
UMeloWwmx npaeBo Ha OecnnatHoe MONyYEHUE NEKAPCTBEHHbIX MNPENapaTtoB WAM MNONyYEHNEe NeKapCTBEHHbIX
npenapaTtoB CO CKMAKOW, OCYWECTBNsSeTCS Ha peuenTypHbix 6naHkax gopm N 107-1/y u N 148-1/y-88, k KoTOpbIM
LOMONHUTENBHO OCKOPMASETCS peLenT Ha peuenTypHoMm BnaHke doopmbl N 148-1/y-04(n) (B ABYX ak3emnnspax npu
ocpopMaeHUN Ha ByMaxxHOM HocuTene).

Mpunoxenue N 1

K Mopsaaky HasHavyeHus
NeKapCTBEHHbIX NMPenaparos,
yTBEPXAEHHOMY NPrKa3oM
MuHncTepcTBa 30paBOOXPaHEHNS
Poccuinckon ®epnepaumm

oT 24 Hosi6psa 2021 roga N 1094H

KonuuectBo HapKOTU4YeCKUuX cpencts Uin nCUXOTPOMNHbIX BelW,eCTB, KOTOpPpOe MOXeT 6bITb
BbinMUCaHO B OOHOM peuenTte

N n/n Me>x ayHapoaHoe HenaTeHToBaHHOe dopma Bbinycka u KonuuecTso
HaMMeHOBaHWE HAPKOTMYECKOr0 U NCUXOTPOMHOro 1031poBKa
NeKkapCcTBEHHOro npenapara
1. bynpeHopdnH+HanokcoH Tabnetku 60 Tabnetok
cybnvHreanbHble (ynakoBka,
0,2wmr + 0,2 mr kpatHas N 20)
2. bynpeHopduH PacTtBop ong nHbekuuin, 30 amnyn
0,3 mr/mMn 1 mn (wnpwu-
TI0OMKOB)
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3. BynpeHopduH TpaHcoepManbHbIv
nnacTbipb
35 mkr/yac 20 nnacTblpen
52,5 mkr/yac 10 nnacTbipen
70 MKr/yac 5 nnactbipeit
4. MopduH PacTtBop ona nHbekuui, 20 amnyn
pacTsop Ans (wnpwu-
NOLKOXHOr0 BBEAEHNS TI0BMKOB)
10 mr/mn 1 mn
5. |KopewH+MopduH+HockanuH+MNanaBepuH+TebanH Pacteop ons 20 amnyn
NOLKOXHOr0 BBEAEHNS
0,72+5,75+2,7+0,36+0,05
mr/mn 1 mn
1,44+11,5+5,4+0,72+0,1
mr/mn 1 mn
6. TpymenepuanH Tabnetkn 25 mr 50 Tabnetok
7. TpymenepnanH PacTtBop ona nHbekuuin
10 mr/Mn 1 Mn 20 amnyn
(wnpwu-
TI0BMKOB)
20 mr/mn 1 mn
8. MopdouH Tabnetku (kancynbl)
MPOIOHTPOBAHHOIO
nencrtens
10 mr 180 TabneTok
(kancyn)
30 mr 60 TabneTok
(kancyn)
60 Mr 40 Tabnetok
(kancyn)
100 mMr 20 TabneTtok
(kancyn)
200 mr 20 TabneTok
(kancyn)
9. MopdouH Tabnetku
5wmr 100 TabneTok
10 mr 100 Tabnetok
10. MopduH Kannu gnsa npuema
BHYTPb
20 mr/mn 20 mMn 4 cbnakoHa
11. MopdpuH Pacteop ons npmwema
BHYTPb (MOHOL03bl)
2 Mr/mn 5 mn 100 amnyn n/a
6 Mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcurkonoH+HanokcoH Tabnetku
MPOIOHT MPOBAHHOIO
hencTeuns
5 Mr+2,5 mr 100 TabneTok
10 Mr+5 mr 60 Tabnetok
20 Mr+10 mr 40 TabneTok
40 mMr+20 mr 20 TabneTok

NC «Kogekc: 6 nokoneHme» HTpaHeT
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13. MponnoHMNEHNNSTOKCUITUNNMNEPULNH TabneTku 3aweyHble 20 | 50 Tabnetok
Mr
14. deHTaHuN MnacTbipb
12,5 Mkr/vac 20 nnacTbipeit
25 mkr/yac 20 nnacTtbipeit
50 mkr/uac 10 nnacTtbipen
75 MKr/yac 10 nnactbipei
100 mKr/4yac 10 nnacTblpew
15. deHTaHun Cnpei HasanbHbIN
@ nakoH 50 Mkr/no3a
2,0 mn (10 po3) 24 gonakoHa
3,2 mn (20 no3) 12 ¢pnakoHoB
5,0 mn (40 0o3) 6 cbnakoHoB
®dnakoH 100 mkr/onosa
2,0 mn (10 po3) 12 dpnakoHoB
3,2 mn (20 no3) 6 cbnakoHoB
5,0 mn (40 0o3) 3 cbnakoHa
dnakoH 200 mMkr/nosa
2,0 mn (10 po3) 12 dpnakoHoB
3,2 mn (20 no3) 6 dpnakoHoB
5,0 mn (40 pos) 3 donakoHa
MpunoxeHue N 2
K Mopsaky HasHayveHus
NneKapCcTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY NMPUKa30oM
MuHuUCcTEepcTBa 380paBOOXPaHEHMS
Poccuiickon denepaumu
oT 24 Hos6ps 2021 rona N 1094H
CnpaBoyHo
PekoMmeHO0BaHHbIe K UCMO/Ib30BaHUIO COKpaLL.eHust npyu ocoopMIeHUN peuenToB
N n/n CokpatueHue lMonHoe HanuncaHve lMepeson
1. aa ana no, NOPOBHY
2. ac., acid. acidum KmcnoTa
3. aer. aerozolum aspo30sb
4. amp. ampulla amnyna
5. ag. aqua BOJa
6. aqg. purif. aqua purificata BOJA OYULIEHHAs
7. but. butyrum macno (Tsepnoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CNOXHbIN
10. D. Da (Detur, Dentur) Boigan (Myctb
BblaaHo, Myctb bynet
BblOAHO)
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11. D.S. Da, Signa Bblpait, 0603Haub
Detur, Signetur MycTtb 6yneT BblAAHO,
0O603Ha4YeHo
12. D.t.d. Da (Dentur) tales doses Bbinai (MycTb 6ynyT
BblAaHbl) Takue Ao3bl
13. dil. dilutus passefeHHbIl
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble
yacTtu
15. emuls. emulsio 3MYyNbCUs
16. extr. extractum 9KCTPAaKT, BbITAXKA
17. in enem. in enemas B MUKPOK/IN3Max
18. F. Fiat (fiant) MycTb obpazyeTtcs
(obpasytoTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanns, kannu
21. gtt. peror. guttae peroralis Kannu ong npvema
BHYTPb
22. inf. infusum HacTom
23. in amp. in ampullis B amnynax
24. in tab. in tab(u)lettis B TabneTkax

25. in tab. prolong.

in tab(u)lettis prolongatis

B TabneTtkax c
MPOJIOHT MPOBaHHbLIM
BbICBOOOX OEHNEM

26. in tab. prolong.

in tab(u)lettis prolongatis obductis

B TabneTtkax c

obd. NPONOHTMPOBAHHbIM
BbICBOOOX IEHVEM,
MOKPbITbIX 060/104KOA
27. in tubul. in tubulis B TIoBUKax
28. lin. linimentum NVHUMEHT
29. lig. liquor XWNOKOCTb
30. lot. lotion NOCbOH
31. m. pil. massa pilularum nuIlonbHaa Macca
32. membr. bucc. membranulae buccales NAEHKN 3alleyHble
33. M. Misce, Misceatur Cwmewan (Myctb
OyaeT cMelaHo)
34. mixt. mixtura MUKCTYpa
35. N. numero 4YNCIOM
36. ol. oleum mMacno (XxXuakoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUNONS, MUNIONN
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus 0CaXAeHHbIN
41. pulv. pulvis NopoOLIOK
42. qg. s. quantum satis CKONbKO
notpebyertcs,
CKONbKO HaAo
43. r., rad. radix KOpeHb
44. Rp. Recipe Bosbmu
45, Rep. Repete, Repetatur MosTopwm (MycTb
6yneT NOBTOPEHO)
46. rhiz. rhizoma KopHeBuLe
47. S. Signa, Signetur O6o3Haub (MycTb

6ynoeT 0603HaYEHO)
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48. sem. semen cems
49. simpl. simplex npocTOu
50. Sir. sirupus cvpon
51. sol. solutio pacTBop
52. spr. spray cnpen
53. Spr. nas. spray nasale crpei HasasnbHblit
54, supp. suppositorium cBeuya, Cynno3nTopui
55. susp. suspensio CYCneHauns, B3BECb
56. tab. tab(u)letta Tabnetka
57. t-ra, tinct. tinctura HacToinka
58. tubulis tubulis TIOOUKHM
59. STT Systema TpaHcoepmanbHas
Therapeutica TepanesTnyeckas
Transcutanea Cncrema
60. ung. unguentum mMasb
61. vitr. vitrum cKngHKa
Mpunoxenue N 2
K nprkasy MuHnctepcTBa 34paBooXpaHeHns
Poccuiickon ®enepaumn
OT 24 Hos6ps 2021 rona N 1094H
dopma peuentypHoro 6naHka N 107-1/y
MuHucTepcTeo Koa goopmbl no OKY [
3 paBOOXpaHEHNs

Poccuiickon depepauun

HaumeHoBaHwve (wTtamn)
MeNLMHCKON opraHuaauum

HaumeHoBaHwue (wtamn)

nHomemaoyanbHoro

npeanpuHuMatens (ykasatb

afpec, Homep 1 gary

NULEH3UW, HAUMeHOBaHne
opraHa rocynapCTBeHHoOMm

BNlAcTu, BblAaBLIEro
NINLEH3NIO)

Koz yupexaerus no OKTO

MeanuunHckas AOKyMeHTauunA

®opma N 107-1/y

YTBEpXAeHa NpMKasom
MwuHucTepcTBa
3[1paBOOXpaHeHs
Poccuiickon denepaumu
0T 24 Hosbps 2021 rona N
1094H

PELENT

(B3pOCNbIA, [ETCKWI - HYXHOE NOAYEPKHYTb)
_T.

NC «Kogekc: 6 nokoneHme» HTpaHeT
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damunng, nHMLManbl UMEHN 1 OTYECTBA (NOcneaHee - Npu Hanuumm)
naumeHTa

Jarta
poX.aeHuns

damMnnus, nHuumansl UMEHN 1 oTYecTBa (MOCneaHee - Mpu HaNN4Ynn)
nevaiuero spava (cdhenbalwepa,
akywepkn)

py6.|kon.| Rp.

py6.|kon.| Rp.

py6.|kon.| Rp.

Moanucb M.IM.
W neyaTtb nevalero spava

(noanuce penbawepa,

akylwepkn)

PeuenT neicteuteneH B TedeHmne 60 oHen, 0o ( )
1 rona

(HY>XHO€E NooYEepPKHYTb) (ykasaTb KONMYECTBO AHEN)

O6opoTHasi cTopoHa

OTmeTKa 0 Has3HayeHun
NneKkapcTBEHHOro
npenapara no peleHnto BpadyebHoik
Komuceum
Mpurotosun MNposepun OrtnycTtun

dopma peuentypHoro 6naHka N 148-1/y-88

BHuMaHue! O nopsiike NPUMEHEHNA OKYMEHTa CM. Apablk "MpumevaHns"
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MwuHMCTEPCTBO
3[paBOOXPaHEHUS
Poccuitckon depepaumu

HaumeHoBaHwue (wtamn)
MeONLMHCKOW opraHmnsauumn

HaumeHoBaHwue (wtamn)
WHAVBMOYaNIbHOro

npeanpuHuMaTens (ykasartb

anpec, Homep 1 garty
NNUEH3NN, HAUMEHOBaHNE
opraHa rocynapCcTBeHHoMn
BNacTw, BblAABLIErO
NULEH3NIO)

Kon coopmbl no OKY [ 3108805

MenonunHckas DOKyMeHTauns
®dopma N 148-1/y-88

YTBepXxAeHa nprukasom
MuHucTepcTBa 30paBoOXpaHeHmns
Poccuinckon ®@epepaumm

0T 24 Hos6psa 2021 rona N 1094H

Cepus

PELENT

J U0 UL

" 20 T.
(Data ogopMmneHus peuenTa)

(B3pOC/bIA, LETCKWIA - HYXXHOE NMOAYEPKHYTb)

damunng, nHMLMansLl UMEHN 1 OTYECTBA (MOCneaHee - Npu Hanuumm)

nauneHTa

Jata poxgeHus

Anpec MecTa xutenbcTea nnn N MeaMLMHCKOR KapTbl aMbynaTtopHOro naumeHTa, Nonyyarwlero MeanLUHCKYo
noMoLLb B ambynaTopHbIX YCNOBUSX

damunng, nHMLManbl UMEHN 1 OTYECTBA (NocneaHee - Npu Hanuumm)
nevailero Bpava (dhenbalepa, akywepku)

Py6. Kon.

Rp:

Moonuckb 1 NnevaTtb nevyauero spava M.I.

(noanuck dhenbawepa, akylwepkum)

O6opoTHas cTopoHa

PeuenTt neictButeneH B TedeHme 15 oHen

NC «Kogekc: 6 nokoneHme» HTpaHeT
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npenapara no pelweHuio Bpaye6Hom

OTMmeTKa 0 Ha3HaYeHun
NeKapCTBEHHOrO

KoMunccmmn

MpuroToBun Mposepwun

OtnycTtun

dopma peuentypHoro 6naHka N 148-1/y-04(n)

MWHUCTEPCTBO 38PaBOOXPAHEHNS
Poccuitckon denepaumu
30paBOOXPaHEHUS

Lramn I

Kon
MeONLIMHCKON opraHusauum

MECTO ONn4A WTPNXKOOA*

YTBEPXOEHA

npvkasom MuHuctepcTBa
Poccuiickon depepaumu
0T 24 Hosbps 2021 rona N
1094H

Lramn I

Kon
WHOVBMAYaANIbHOrO NpeanpuHuMaTens

Koz goopmbl no OKY 1 3108805

®dopma N 148-1/y-04(n)

Kon kaTeropun Kon Hosonormnyeckowm McTouHMK % onnartbl:
rpaxngaH goopmbl (no MKB) donHaHCNpPoBaHUS: (MooYepKHYTb)
(nopyepkHyTb) |1. BecnnaTtHo
1. ®egepanbHbii
6rooxeT 2.50%
2. Bropxert 3. nHom %
cybbekTa
Poccuiickoi
depepaumu
3. MyHynumnanbHbIA
6ronxet
PELENT Cepus N Jarta 20 T.
ohopMneHus:

NC «Kogekc: 6 nokoneHme» HTpaHeT
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damunng, nHMLManbl UMEHN 1 OTYECTBA (NocneaHee - Npu Hanuumm)
nauuneHTa JJ,aTapoxueHms|| | | | | | | | | | |

CHUNC

N nonuca
obs3artenb-
HOro
MedULMH-
cKoro
cTpaxoBa-
HUS:

Homep MeaMuUMHCKOM KapTbl nNaumMeHTa, MNoyyalowero MeaULMHCKYI0 MNOMOoWb B
ambynaTopHbIX
yCnoBUSIX

damunng, nHNLManbl UMEHN 1 OTYECTBA (NOcnenHee - Npu Hannuumm)
nevauero Bpava (cbenbalwepa,

akylwepkn)
Py6. Kon. Rp:
D.t.d.
Signa:
Moonuchb 1 nevyatb nevauwero M.IT.
Bpaya
(noanuck penbawepa,
akyLwepkw)

PeuenT peiictsuteneH B TedeHne 15 gHein, 30 aHen, 90 AHeN (HY>XHOE NOAYEPKHYTb)

----------- (BanonHseTcs cneuManucToM anTeyHon opraHuaaumm) - - - - - - - - -

OTnyweHo no peuenTy: Toprosoe HauMeHoOBaHME U
[03MpoBKa:

Hataortnycka: " " KonuyecTso:

20 .

MpuroToBun: Mposepun: Otnyctun:
----------- (MUHKMS oTpbIBA) - - --------- -

Kopeliok peuenTtypHoro 6naHka Cnocob npuMeHeHns:

HanmeHoBaHWe nekapcTBEHHOr0 MpooonXnTenbHOCTb

npenapara: OHen

Joaunposka:

Konunyectso NpueMos B feHb:
pas

NC «Kogekc: 6 nokoneHme» HTpaHeT
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Ha 1 npuem:

en.

* B cny4yae u3roToBeHUsi peuenTypHoro 6naHka ¢ MCnosib30BaHWEM KOMMbIOTEPHbIX TEXHOOM WA,

ObopoTHas cTopoHa

OTMmeTKa 0 HasHayeHun
NeKapCTBEHHOroO
npenapara no peweHunto spavebHow
Komumceum
Mpurotoeun MNposepun Otnyctun

Mpunoxenue N 3

K npvkasy MuHucTepcTBa 34paBooOXpaHeHUs
Poccuiickon ®epepaumu

OT 24 Hos6ps 2021 rona N 1094H

MNopsinok odbopmneHns peuenTypHbix 6/1aHKOB Ha NneKapcTBEHHbIe Npenaparbl, UX, yyeTa u
XpaHeHust

I. OdbopmneHue peuenta Ha 6ymaxHOM HocuTene

1. Ha peuentypHbix 6naHkax c¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NEeBOM BEPXHEM Yrny
NPOCTaBNSETCS WTamn MEAMLMHCKON OpraHMsaumm C ykasaHueM ee HauMeHOBaHWS, agpeca u TenedoHa ¢ naTtoin
BbIMNWUCKM (LaTON OPOPMNEHNs) peLenTa Ha nekapCTBEHHbIN npenapar.

JononHuTtenbHo Ha peuenTtypHoM OnaHke dopmbl N 148-1/y-04(n) npoctaBnsieTcsl Koa MeOMUMUHCKOM
opraHmaauum B cootBeTcTBUn ¢ OCHOBHbBIM rOCyAapCTBEHHbIM PErncTpaunoHHbIM HomepoM (ganee - O PH).

Cepusa peuentypHoro 6navka copmbl N 148-1/y-04(n) BknoyaeT koo cybbekta Poccuiickoin depepaunm,
COoOTBETCTBYOWMI A ABYM nepBbiM Uudppam Oblepoccuitickoro knaccugoukatopa 06bEKTOB aaMUHWUCTPATUBHO-
TepputopuanbHoro genexms (nanee - OKATO).

Paspewaetca narotaenueatb peuentypHble 6naHkm cpopmbl N 107-1/y n cpopmbl N 148-1/y-04(n) ¢ nomouwbio
KOMMNbIOTEPHbIX TEXHONOMIA.

PeuenTtypHble 6naHky copMbl goopMbl N 148-1/y-88 M3roTaBNMBAKOTCS WCKAYUMTENBHO TUNOrpadockmum
cnocobom*.

* Teket OOKyMeHTa COOTBETCTBYET opurnHany. - I'Ipvlmeanme n3roToBuTeNs 6a3bl AaHHbIX.

BHuMaHue! O nopsiike NPUMEHEHNA OKYMEHTa CM. Apablk "MpumevaHns"
NC «Kogekc: 6 nokoneHme» HTpaHeT



06 yTBepxxaeHnn Mopsiaka HasHa4YeHUs IeKapCTBEHHbIX NpenapaToB, hopM peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIe NpernapaThl, CtpaHuua 23
MNMopsaka ohopMaeHns yKasaHHbIX 61aHKOB, UX y4eTa 1 xpaHeHuns, hopm 61aHKOB peLenToB, COAepPKALLNX Ha3HaYeHne

HapKOTUYeCKNX CPeACTB NN NCUXOTPONHbIX BELEeCTB, Nopsaaka nx n3roToBNeHNs, pacrnpeneneHns, perncTpaumm, y4etan

XpaHeHus, a Takxe MpaBun ohopmneHns 61aHKOB peLenToB, B TOM YUC/e B (POPMe INeKTPOHHbIX JOKYMEHTOB

lpuka3 MuH3apaBa Poccum oT 24.11.2021 N 1094H

2. Ha peuenTypHbix 6naHkax, 0hopMAsSeMbIX UHANBMAYANbHBIMA NPELNPUHAMATENSAMI, UMEIOLWMMUN TULIEH3UIO Ha
MEIOVLMHCKYI0O 0eATEeNbHOCTb, B BEPXHEM NIEBOM YrNy TUMOrpadckum cnocoboM unu nyTem npocTaBneHus wramna
JONXeH ObITb yKasaH agpec MHAVBMAYaNnbHOro NpeanpuHMMaTEens, HoMep 1 faTta NMMUEH3NW, HauMeHoBaHve opraHa
rocynapCTBEHHON BNACTU, BbIAABLIErO NIMLEH3MIO.

3. PeuentypHble 6navkm coopm N 107-1/y, N 148-1/y-88 v N 148-1/y-04(n) 3anonHSOTCS MEAULMHCKAM
PaboTHUKOM YEPHUNAMMN NN WAPWUKOBOMN PYYKOW.

4. [onyckaeTcs oghopMfeHne BCeX PEeKBU3WTOB (3a WCK4YeHnem pekeBuanta "lognucb nevawero Bpava
(noanuch chenbalwepa, akywepkun”) peuenTypHbix GnaHkos goopMel popmbl N 107-1/y, cdoopmbl N 148-1/y-88 1 coopmbl
N 148-1/y-04(n) ¢ nCNoNb30BaHMEM NneyaTaroWwmx yCTPONCTB™.

* TekeT OOKyMeHTa COOTBETCTBYET opurnHany. - I'Ipmmeanme n3roToBuTeNs 6asbl AaHHbIX.

5. Ocpopmnermne peuenTypHbix 6naHkoB coopmbl N 148-1/y-04(n) BknoyaeT unpoBOe KOANPOBAHUE.
LincopoBoe koampoBaHme ykasaHHbIX peLenTypHbiX 6NaHKoB BKOYAET:

1) Kog MeguumHckon opraHusauun (OFPH) nnn kog vHomBmaoyanbHOro npegnpuHUMaTenss B COOTBETCTBUM C
OCHOBHbIM rOCYyAapPCTBEHHBIM PErMCTPALNOHHLIM HOMEPOM MHAVBMAYANLHOrO NpeanpuHumartens (aanee - O PHAM),
NPOCTaBNSAEMbI MPU N3rOTOBNEHWUN PELENTYPHBIX BNaHKoB;

2) KoL Karteropuu rpaxgaH, UMelwWwmnx NpaBo Ha MonyvyeHne NekapcTBEHHbIX NpenapatoB B COOTBETCTBUM CO
ctatben 6.1 ®epepanbHoro 3akoHa ot 17 mong 1999 r. N 178-d3 "O rocynapcTBeHHON coumnanbHOM nomowm"t, un
KOO HO30M0rnyeckoin cpopmbl no MexayHapoLHOW CTATUCTMYECKON Knaccudpukauum 6onesHeid n npobnem,
CBsI3aHHbIX cO 3pmoposbeM (10-ii nepecmoTp) (manee - MKB), 3anonHsemble nevawwmm BpayoM nyTeM 3aHECEHWs
KaXaon ungpbl B NycTble S4EKn, NPU 3TOM TOYKa NPOCTaBNSAETCS B OTAENbHOMN S4eiike;

1CobpaHue 3akoHogaTenbcTBa Poccuiickoin depepaunn, 1999, N 29, ¢1.3699; 2020, N 52, ¢1.8577.

3) oTMeTKy 06 MCTOYHWMKE bUHaHcUpoBaHus (dpenepanbHbili biooxet [1], 6ioaxeT cybbekta Poccuiickoit
depepaunm [2], MyHuUMnanbHelin 6oaxeT [3]) 1 npoueHTe onnatol peuenTa (6ecnnatHo [1], 50% [2], HOR % [3]);

4) WTPUX-KOL - OOMONMHWUTENbHBIA PEKBM3NUT (B CNlyyae W3roTOBNEHWS HA Tepputopumn cybbekta Poccuiickoit
depepaunm peuenTtypHoro 6naHka ¢ MICNoNb30BaHNEM KOMMbIOTEPHbBIX TEXHONOTUiA).

6. B peuentypHbix 6naHkax dpopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpacpe "damunus, uHuumanb
UMEHN 1 OT4YyecTBa (MOCNefHee - Mpu HanMuymm) nauneHTa" ykasbiBaloTcs oamunms, nHMUmanbl UMEHW U OTYeCTBa
(nocnegHee - Npy HaNM4YMN) NauneHTa.

7. B peuentypHbix 6naHkax ¢oopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpacpe "Larta poxaeHus"
yKasblBaeTcs garta poxXxAeHus naumeHTa (4ucno, mecsu, ron).

JononHuTtensHo B peuenTypHbix 6naHkax gopmbl N 148-1/y-88 u coopmbl N 107-1/y ana neteit B Bo3pacte ao 1
roga B rpagoe "[ata poxaeHus" ykasbiBaeTCsa KONMYECTBO NOJMHbBIX MECSLEB.

8. B peuentypHbix 6naHkax doopmbl N 148-1/y-04(n) B rpadgpax "CHUIC" u "N nonuca obs3atenbHOro
MeIVLMHCKOro CTpaxoBaHus" yKasblBaloTCS CTPaxOBOW HOMEp VMHAMBMAOyanbHOrO NMLEBOro cyerta rpaxpijaHuHa B
MeHcuoHHoM cpoHae Poccuiickoin depepaumm (CHWIIC) (npu Hanuuum) n HoMmep nonuca ob6si3aTenbHOro
MeMLMHCKOro CTpaxoBaHus.

9. B peuenTypHbix 6naHkax gpopmbl N 148-1/y-88 B rpadhe "Anpec Mecta XUTENbCTBA MW HOMEP MELULMHCKON
KapTbl NauueHTa, nonyyarwero MeaMLMHCKYIO NoOMOLWb B aMBynaTopHbIX YC0OBMSIX", yKasbiBAETCS MOYTOBbIA afpec
MecTa XuUTenbcTBa (Mecta npebbiBaHNS UNn MecTa PakTUYECKOro NPOXMBAHNS) NALMEHTA NN HOMEP MEAVLIMHCKON

BHuMaHue! O nopsiike NPUMEHEHNA OKYMEHTa CM. Apablk "MpumevaHns"
NC «Kogekc: 6 nokoneHme» HTpaHeT
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KapTbl NaumneHTa, Nonyyatowero MeANLMHCKYO NMOMOLb B aMBynaToOpHbIX YCNOBUSIX 2.

2Mpukas MuHucTepcTBa 3apaBooxpaHeHust Poccuitickoli ®epepaumm ot 15 pekabpst 2014 r. N 834H "O6

YTBEPXAEHUN  YHUUUUPOBAHHBIX  (OOPM  MEOMUMHCKOM  OOKYMEHTauuwW, WUCMNONb3yeMblX B  MEAMLUHCKUX
opraHu3auusix, oKasblBalowWmMX MeOVNUMHCKYIO NMoMOoLWb B ambynaTopHbIX YCNOBUSIX, U MOPSAKOB MO WX 3arnojHeHuo"
(nanee - MNpukas N 834H) (3apeructpmposaH MuHuctepcTeoM tocTuuum Poccuiickon depepaunn 20 pespans 2015
r., peructpaumoHHbin N 36160) C WM3MeHeHWsAMU, BHECeHHbIMW npukasamy MwuHucTepcTBa 34paBOOXpPaHEHUS
Poccuitickon ®epepaumn ot 9 aHBapsa 2018 r. N 2 (3aperunctpuposaH MuHucTepcTBOoM tocTuuumn Poccuiickor
depepaunmn 4 anpens 2018 r., peructpaumonHblii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3aperucTpupoBaH
MuHuncTepcTBoM tocTuuum Poccuiickoin depepaumm 27 Hosbpsa 2020 r., pernctpaumoHHbiid N 61121).

YkaszaHue n ajgpeca Mecta XumtenbCctea n HoMepa MeAULIMHCKON KapTbl NauneHTa, nony4dawouwero MmeanunHCKyro
nomoub B aM6ynaTopr|x YCNoBuUAX, He ABNsAeTcA ownbko.

B peuentypHbix 6naHkax copmbl N 148-1/y-04(n) B rpacdbe "Homep MenmumHCKOW KapTbl MNauMEHTa,
nony4yawowero MeguuMHCKYl0 Mnomolb B ambynaTopHbIX YCnoBusix" yKasblBAeTCS HOMEP MEOMUMHCKOW KapThbl
nauneHTa, NonyyarLwero MeanLUMHCKYO NOMOLb B aMBynaTopHbIX YCNOBUSAX3 .

3lpwukas N 834H.

10. B rpadbe "damunusa, mHMUManbl MMEHW W OTYyecTBa (nNocnegHee - NPU HanuMyuMu) nevawero Bpada
(dpenbpwepa, akywepkun)" peuentypHoix 6naHkoB ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBatotcs
NOMHOCTbIO haMUNUS, WMHULMANLI MMEHW OTYecTBa (MOCNEOHEE - MPW HANMuUW) MemnMuMHCKOro paboTHKKa,
Ha3HauMBLIErO NEKaPCTBEHHbIE NpenapaThl U 0CHOPMUBLIErO PELIENT.

11. B rpacpe "Rp" peuenTtypHbix 6naHkos gpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTcs:

1) HavMMeHOBaHME /IEKApPCTBEHHOro npenapaTta (MeXIOyHapoAHOe HenaTeHTOBaHHOE HauMEHOBaHwue,
rpynnMpoBOYHOE NN XUMUYECKOE HAMMEHOBAHMWE, TOPrOBOE HAVMEHOBAHME) HA NATMHCKOM S3blKE WM HA PYCCKOM
A3blke, PopMa Bbinycka, 4031POBKa, KONMYECTBO (yKasbiBaeTCs NMPOMNMCbio Ha peuenTypHoM 6naHke doopmbl N 107/y-
HIM);

2) cnocob npvMeHeHns neKkapcTBEHHOro npenapara Ha rocynapcTBeHHOM sidblke Poccuiickoli denepaunn mnm
Ha rocynapcTBeHHOM si3bike Poccuiickoin ®epepauum v rocyfapCTBEHHOM A3blke pecnybvk 1 MHbIX S3blkax HapoA0B
Poccuitickon depepaumm.

4Yactb 1 ctatbm 15 3akoHa Poccuiickoit ®epepaumnn ot 25 oktsabps 1991 r. N 1807-1 "O s3blkax HapomoB

Poccuitickon depepaumun” (onanee - 3akoH N 1807-1). (Bemomoctm cbespa HapogHbix genytatos PCOCP wu
BepxoBHoro Coseta PCOCP, 1991, N 50, ¢1.1740; CobpaHue 3akoHogatenoctea Poccuiickoin denepaumm, 1998, N
31, c1.3804).

13. MNpw odbopmMneHnn peLenTypHbix 6NaHKOB 3anpelaeTcs orpaHMumMBaTbCcs OBWUMK yKasaHUSMKU, HanpuMep,
"BHyTpeHHee", "M3BecTHO".

14. Peuent, ocopMneHHbIi Ha peuentypHoMm 6naHke doopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n),
noanucoiBaeTcs MeAMUUHCKUM PaboTHMKOM U 3aBEPSIETCS ero neyatblto.

Peuent, odpopMneHHbii Ha peuenTypHoMm 6navke doopmbl N 148-1/y-88 u  cbopmbl N 148-1/y-04(n),
JOMONHNTENbHO 3aBEPSETCS nevYaTblo MeONUMHCKOW opraHm3auun "ns peuentos”.

Lna peuenTa, opopMieHHOro Ha peuenTypHoM 6naHke doopmbl N 107-1/y, Hannumne nevaTtu "Ons peuentos” He
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asnaeTcs ob6a3aTeNbHbIM.

15. Ha ogHoM peuenTypHom 6narke gpopmbl N 148-1/y-88 u cpopmbl N 148-1/y-04(n) paspeluaetcs ocylecTBNsATb
Ha3HayeHne TONbKO 0JHOr0 HaMMeHOBaHWS NEKaPCTBEHHOro nNpenapara.

Ha onHom peuenTtypHoM 6naHke dgoopmbl N 107-1/y paspellaeTcsi OCyWecTBNATb HAa3HAYeHWe TONbKO OLHOro
HaMMeHOBaHMA NEKAPCTBEHHOro npenapara, oTHocswerocs no ATX K aHTuncmxotTnyeckum cpencteam (kog NO5SA),
aHkcuonutukam (kog NO5B), cHOTBOpPHBLIM 1 cepatmBHbiM cpencteam (kog NO5C), aHTuaenpeccaHtam (kog NOBA) u
He mognexatwero npeaMeTHO-KONMYeCTBEHHOMY YyeTy, 1 A0 TPex HauMeHOBaHUA NeKkapCTBEHHbIX NpenapaTos - Ans
WHBIX NTEKAPCTBEHHbIX MPEenapaToB, HE OTHECEHHbIX K BbllleykasaHHbiM ATX.

16. VicnpaeneHuns B peuenTte He AOMyCKaloTCs.

17. Mpu odbopmneHnn peLenTypHblx 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NeKapCTBEHHbIE NMpenaparbl, Ha3HAYeHHbIE MO pPeweHuo BpayebHol Kommceun, Ha obopoTe peuenTypHoro 6naHka
CTaBUTCA cneumanbHaa oTMeTka (wramn).

18. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) BHU3Y uUMeeTCs NMHWS OTPbIBA, pasgensiowas
peLenTypHbI BnaHk 1 KOPELOK.

KopeLlok oT peuenTa, 00OPMNEHHOr0 Ha ykasaHHOM peLenTypHOM 6naHke, BblAaeTcs NaumneHTy (ero 3aKoHHOMY
NPeacTaBuTENio) B anTeyHoil opraHuM3auun, Ha Kopelke [OenaeTcss OTMeTKa O HaMMEHOBaHWU NeKapCTBEHHOro
npenapara, 0O3VPOBKe, KONNYeCcTBe, Cnocobe NPUMeHeHMsI.

Il. OcbopmneHune peuenta B hopMe 3N1IEKTPOHHOr O AOKYMEHTa

19. PeuenTt B oopMe 3MEeKTPOHHOIO LOKYMEHTa, MOANUCAHHOro YCUNEHHON KBanugUUMPOBaHHOW 31EKTPOHHOW
MOAMNMCbIO, POPMUPYETCS MEONUMHCKMM paboTHWKOM, CBEOEHWS O KOTOPOM BHECEHbl B doelepasbHblii Peructp
MeOMLMHCKMX pabOTHMKOBS, a TakXxe Mpu YCNoBWW pPervcTpauuy MeauuMHCKON opraHu3auun, B KOTOPOi
odhopmngetca peuent, B doefepanbHOM peectpe MeOuLUMHCKUX OopraHu3aumint enuHonW rocynapcTBEeHHOM
WHCJOOPMALIMOHHON CUCTEMbI B cdpepe 34paBoOXPaHEHWs U MOIOKNOYEHUS Takoh MeaMUMHCKOW opraHmsaumm K
rocyaapcTBEeHHOM MHADOPMALIMOHHON cucTeMe B cdhepe 3apaBooxpaHeHns cybbekTa Poccuiickoli depepaummn’.

5Yactb 4 ctatbum 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTtenbcTBa Poccuiickoit
depepaunm, 2011, N 48, c1.6724; 2020, N 29, c1.4516).

6Uactb 4 crtatbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopmatenbctBa Poccuiickoit
depepaunm, 2011, N 48, c1.6724; 2020, N 29, c1.4516).

7Ctatbun 91 n 91.1 depnepanvHoro 3akoHa N 323-d3 (CobpaHne 3akoHogdaTenbcTBa Poccuiickoin denepaunn,
2011, N 48, c1.6724).

20. Mpw ochopmneHUn peLienTa B hOpMe 3MeKTPOHHOIO AOKYMEHTA Ha NeKapCTBEHHbIE NpenapaTthl, ykasaHHble B
nyHktax 9 n 11 lNopsoka HasHaAYeHUs NeKapCTBEHHbIX MPenapaToB, YTBEPXOEHHOrO HACTOSWWMM MPUKasoM, U
OTNyCKaeMble 3a NOJHYK CTOMMOCTb, 3anOHSIOTCS CNeayollne PeKBU3NTDI:

1) koo cybbekta Poccuiickoin ®enepaunm no OKATO, onpenensiownii rocy1apCTBEHHYI0 MHOPMALIMOHHYO
cucTeMy B cpepe 3apaBooxpaHeHns cybbekTta Poccuiickon denepauum, B KOTOPO ChOpMUMPOBAH peLEenT B hopMe
9N1EKTPOHHOIO OOKYMEHTA;

2) HaVMeHOoBaHVe MeOVLVHCKOW opraHv3auvu, agpec, TenedoH UnM aMunus, NHALMansl NMEHN 1 O0TYecTBa
(nocnepHee - Mpu HanMyuM) WHAMBUIOYANbHOrO NPEANPUHUMATENS, WMEIOWEro NUUEH3NI0 Ha MELULMHCKYIO
LEeATEeNbHOCTb, ero aapec;
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3) OI'PH topuguyeckoro nuua (MegunumHekoin oprannsaummn) unu O PHUNM nHonemnoyansHOro npeanpuHuMaTens;
4) pata ohopmneHmsa peuenTa (ykasblBaeTCs YNCno, Mecsu, roa);

5) naTta okoH4YaHMa OencTemsa peuenTa (popMmpyeTcs rocyaapCTBEHHOW MHOPMaUMOHHON CUCTEMON B coepe
3OpaBooxpaHeHuns cybbekTa Poccuiickoin denepaumm B COOTBETCTBUAM CO CpoKaMmn OeincTens peuenTos: 15 gHeir, 30
OHen, 60 oHel, 90 oHel, oo 1 rona);

6) yHuKanbHbIi HOMep peuenTta (PoOpMMUpPyeTCs roCynapCTBEHHON WMHGOPMALMOHHOW CUCTEMOW B cdepe
3I0paBooxpaHeHns cybbekta Poccuiickoh ®enepaunm u obecneynBaeT OLHO3HAYHYIO UAEHTUOMKALMIO peLenTa B
doopMe anekTPOHHOro aokymeHTta B coveTtaHum ¢ OKATO, OIPH mnnn O PHAM);

7) oTMeTKM "cito" (cpoyHo) nnm "statim" (HemeoneHHo) NpPU He0BX0AMMOCTM CPOYHOIO U HEMELIEHHOr0 OTMNyCcKa
NeKapCTBEHHOrO npenapara nauneHTy;

8) agpec naumeHTa (ykasblBaeTcsl MOYTOBbLIA agpec MecTta XuTenbcTBa (Mecta npebbiBaHUS WAM MecTa
PaKTMYECKOro MPOXWUBAHMSA) C yKa3aHMEM WHOEKCa, HauMeHoBaHus kpas, obnactu, pecnybnunky, aBTOHOMHOIO
okpyra u uHoro cybbekTa Poccuitickoin denepaummn, HaMMeHOBaHUS HACENeHHOro MyHKTa, HauMeHOBaHWUS YyNULbl
(mpocnekTa, nepeynka, npoesna), HomMepa goMa (C ykasaHnem Koprnyca, npu Hannyum), Homepa KBapTupbl);

9) HOMEpP 3NEKTPOHHOM MEANLMHCKOM KapTbl NauueHTa B rocy4apCTBEHHOV NMHGDOPMALMOHHOW cucTeme B cdoepe
30paBooxpaHeHmns cybbekTa Poccuiickoih denepaumu;

10) dpamunus, UMs, 0TYECTBO (MocnenHee - NPy Hannyum) NaumeHTa NoaHOCTbHo;

11) Aarta poXpaeHuna nauneHTa (YKa3bIBaeTCF| 4yMncno, mecsud, FO,EI,), ana peteii 0o 1 roga AOMONHUTENbHO
yKa3blBaeTCs KOMNYeCTBO NOJTHbIX MECALIEB;

12) chamunusi, HULMAnbl UIMEHW U OTYeCTBa (MOCNeaHee - MPU HANNYUKM) MeauLMHCKOro paboTHUKA NMONHOCTbIO;

13) HavMeHOBaHME NeKapCTBEHHOro npenapata (MeXAyHapoOHOe HenaTeHTOBaHHOE HavMeHOBaHue,
rpynnMpoBOYHOE WM XMMUYECKOE HauMeHoBaHWe, TOProBoe HauMeHOoBaHWe), [03upoBka, doopma Bbinycka,
KONMNYECTBO (BCE NO3ULUN YKA3bIBAKOTCHA HA PYCCKOM SA3bIKE);

14) cnocob nprMeHeHns NeKkapCTBEHHOro npenaparta Ha rocyaapcTBeHHOM a3bike Poccuiickoin deaepaummn mnm
Ha rocynapcTBeHHOM 5i3blke Poccuiickoih Depepaunm 1 rocynapCTBEHHOM S3bike pecrnybvK U NHbIX S3blkax HAPOAoB
Poccuiickon depepauuns;

2Yactb 1 ctatbm 15 3akoHa N 1807-1 (BegomocTtun cbesna HapoaHbix genytatos PCOCP n BepxosHoro Coseta
PC®CP, 1991, N 50, c1.1740; CobpaHue 3akoHonatenbctea Poccuiickoin denepaumnu, 1998, N 31, ¢1.3804).

15) DOKYMEHT, MOATBEPXAAOWMA HA3HAYEHNE NEKAPCTBEHHOrO npenaparta no pelweHnio BpavyebHol koMuccum
MeONLVHCKOW opraHn3aumu;

16) OTMETKA O Ha3Ha4YeHWM NeKapCTBEHHOro npenaparta Mo pelweHnto BpayebHON KOMWCCUMU MeOWLUHCKOW
opraHusauuy B cny4asix, ykasaHHbix B ab3aue BTOpoOM nyHkTa 6 MNopsnka HasHavyeHUsl NekapcTBEHHbIX NpenapaTtos,
YTBEPXAEHHOTrO HACTOSAWMM NPUKA30M;

17) oTMeTKa O creumanbHOM HasHayeHun NeKapCTBEHHOro npernapara (3anonHgeTcs B cnyyasx, ykasaHHbIX B
nyHkTax 15 n 24 NMopsaaka Ha3HayeHns neKkapCTBEHHbIX NPenapaToB, YTBEPXAEHHOMO HACTOSWNM NPUKA30M);

18) oTMeTKa 0 creumnanbHOM Ha3HAYeHUM NeKapCcTBEHHOro npenapaTa nauveHTy ¢ 3abonesaHvem, Tpebyolwmm
ONUTENBbHOrO KYpPCOBOTO JieYeHusl (3amonHseTcs B c/lyyae, ykasaHHOM B nyHkTe 23 [lopsioka HasHauyeHus
NIeKapCTBEHHbIX Mpenapartos, YTBEPXAEHHOr0 HACTOSAWMM MPUKa30oM) C MPOCTABNEHWEM MEePUOANYHOCTU OTMycKa
NekapCTBEHHOr O npenapara;
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19) npu ocbopmneHnmn peuenTa B (OoOpMe 3NeKTPOHHOIO AOKYMEHTa Ha NekapCTBEHHbIE nNpenaparhbl, ykasaHHble B
noonyHktax 2-5 nywkta 9 u nyHkte 11 lMopsioka HasHayeHWs NeKapCTBEHHbIX MpenapaTtos, YTBEPXAEHHOro
HacTOSWMM NPMKasoM, rpaxaHam, MMelwWwmM npaso Ha 6ecnnaTHoe MonyyYyeHne NeKapCTBEHHbIX NpenapaTtoB Wn
nosly4YeHmne neKkapcTBEHHbIX MpenapaTtoB CO CKWAKOW, 3anofHATCA PEKBU3UTLI, NMPedyCMOTPEeHHbIe noanyHkramm 1-
18 HacToswWero NyHKTa, a TakXxe crneayouwme pekBUsnTbI:

a) KaTeropmsa rpaxaH, NMerLWwmx Npaeo Ha NonyYeHne NeKapCTBEHHbIX NPENaApaToB B COOTBETCTBUM CO CTaTbel
6.1 depepanbHoro 3akoHa ot 17 nong 1999 r. N 178-d3 "O rocynapCTBEHHON coumanbHON NoMowm"? ;

s CobpaHue 3akoHojaTenbctBa Poccuiickoin @epepaumnn, 1999, N 29, ¢1.3699; 2020, N 52, c1.8577.

6) kon Hosonornyeckol coopmbl no MKB;

B) UICTOYHMK cpuHaHcupoBaHus (1 - doenepanbHblii 6loaxeT, 2 - 6roaxeT cydbekta Poccuiickoin denepaunm, 3 -
MYHULMNANbHbIA Bl0aXeT);

r) pasmep onnartbl (1 - 6ecnnaTtHo, 2 - 50%, 3 - NHOW %);

[l) CTpaxoBO/ HOMepP WHAMBMAYyaNbHOrO NULIEBOr0 cyeTa rpaxpaHmHa B [leHcuoHHOM dooHae Poccuiickon
depepaumnm (npy Hanndmm) (CHAJIC);

e) HoMep nonuca 06s3aTeNbHOr0 MEAULIMHCKOrO CTPaxoBaHUs.

21. lpu npocTaBneHnM OTMETKMN, YKa3aHHOW B noanyHkTe 16 nyHkTa 20 HacToswero Mopsanaka, peuent B qoopme
9N1IEeKTPOHHOr0 AOKYMEHTa NOoAMNUChIBAETCH YCUTEHHON KBANMAULNPOBAHHOW 3NEKTPOHHOM NOAMNUCHLIO Npeacenarens
UNn cekpeTaps BpadYedbHOW KOMUCCUM MELMUMHCKOW OpraHusauuu, npyv npocTaBNEHMU OTMETOK, YKa3aHHbIX B
noanyHktax 17 m 18 nyHkta 20 HacToswero [opsiaka, - YCUNEHHbIMW KBanUUUUPOBAHHBIMA 31EKTPOHHBIMM
NOANUCAMU COOTBETCTBYIOWMUX MELNLMHCKUX PAOOTHMKOB.

22. Mo TpeboBaHMiO NaumMeHTa UM ero 3aKOHHOro NPEACTaBUTENS OCOPMISIETCS IKIEMMNNAP peuenTa B oopme
3NEKTPOHHOro AOKYMEHTA Ha ByMaxxHOM HocuTene ¢ oTMeTkow "Iybnukat aneKkTPOHHOro AOKyMeHTa".

lll. Yuet peuentypHbix 6n1aHKOB (3a MCK/TIOYEHMEM peLenTypHbiXx 6naHkos no ¢popme N 107/y-HN
"CneuuanbHbI peLenTypHbi 6n1aHK"™)

23. YueT peuenTypHbix 6naHkoB copm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), n3rotaBnMBaemblx
Tunorpadpckmm crocobom (manee - peuentypHble 6naHkun, Noanexauwme yyeTy), OCyLWEeCTBNSETCS B XypHanax yyeta,
NPOHYMEPOBaHHbIX, MPOWHYPOBAHHbIX W CKPEenfAeHHbIX MNOAMUCbI0 PYKOBOAUTENS W MevyaTbld MeaMLMHCKON
opraHusauum wunM MNOANUCBbID WHAMBMAYaNbHOrO NPEeAnpUHMMATENS, WMEIoWero NAMUEH3NI0 Ha MeOWLUHCKYIo
[esaTeNnbHOCTb.

24. XypHan yyeTa peuenTypHbix 6naHkoB ¢goopmbl N 107-1/y conepxuT cnenytowme rpadbi:

1) HOMep Mo NOPSALKY;

2) B pasgene "lMpuxon™

a) nata peructpaunm JOKYMeHTa, NoATBepX Aalowero nocTynneHune;

6) HoMep 1 Oata OOKyMeHTa, MoATBEepP X 4AtoWero NocTynneHne, HaMMeHoOBaH1e NoCTaBILNKa;

B) obLiee KoNM4YecTBO NOCTYNUBLINX PeLenTypHbIX 61aHKOB;
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F) C*)aMI/I}'II/IFI, MHMUnanbl MMEeHn wn oT4yecTBa (nocnenHee - npum Haﬂl/l‘-ll/ll/l) N noanncb OTBETCTBEHHOro
MeanumnHCKoro paGOTHVIKa, nonyymellero peuenTtypHble 6naHku ot NOCTaBLlWKKaA,;

3) B paspene "Pacxon™:
a) Aata Bblaayn peLenTypHbix 6naHKoB;
6) KONMYECTBO BblAAHHBLIX PELENTYPHbIX 61aHKOB;

B) thammnunga, wuHMUnanbl UMEHM U OT4ecTBa (nocneuHee - npun HaJ'IVI'-IVII/I) OTBETCTBEHHOIro MeguuUnHCKOro
pa6OTHVIKa, nonyymellero peuenTtypHble 6J'IaHKI/I;

I') noanncb oTBeTCTBEHHOro MegnMuUnHCKOro pa6OTHVIKa, nony4ymellero peuentypHble 6naHku;

4) cbamMunus, WHWUMAnNbEI MMEHW K OT4YecTBa (MocnegHee - MNpWM HanMyMM) M MNOANUCbL OTBETCTBEHHOIO
MeanLMHCKOro paboTHKKa, BblAaBLIero peLenTypHble 6naHKu;

5) ocTatok peuenTypHbix 61aHKOB.

25. XypHan y4yeTta peuenTypHbix 6naHkoB doopm N 148-1/y-88 u N 148-1/y-04(n) comepXuT cneayowme rpadbi:
1) HOMep Mo NOPSALKY;

2) B pasgene "lMpuxon™

a) parta pervcrtpaunm JOKYMeHTa, NOATBEPX AaoWero NocTynneHune;

6) HomMep 1 gaTta AOKyMeHTa, NoATBEpP X AatolWero NoCTynaeHme, HaMMeHOBaHNe NOCTaBLWMKa;

B) obLliee KoNM4YecTBO NOCTYNUBWNX PELEnTYPHbIX 611aHKOB;

r) cepum n Homepa peLenTypHbIX 6N1aHKOoB;

1) KONMYEeCTBO peLenTypHbiX 6naHKoB Mo cepusM;

e) hamMunusl, UHMUManbl MMEeHW K OoT4yecTBa (nocnedHee - Mpu HaauyMM) M MOAMNCb OTBETCTBEHHOrO
MeanLMHCKOro paboTHMKA, NONYYMBLIErO PELIENTYPHble 6naHKM OT NOCTaBLWMKA;

3) B paspene "Pacxon™:

a) nata Bblaayn peLenTypHbix 6naHKoB;

6) cepun 1 HOMepa BblAaHHbIX PELENTYPHbIX HNAHKOB;
B) KONIMYECTBO BblAaHHbIX PELENTYPHbIX HNaHKOB;

F) hamunnga, mHuuManbl UMEHM K OT4yecTBa (nocnenHee - npu HaJ'IVI‘-IVIVI) OTBETCTBEHHOro MeaunuuHCKOoro
pa6OTHVIKa, nony4ymellero peuenTtypHble 6J'IaHKI/I;

JJ,) noaonmcb oTBeTCTBEHHOro MeguuUnHCKOro p3.60THI/IKa, nony4dmeuero peuentypHboie 6naHku;

4) cbamMunus, vHWLMAnNbI MMEHW K OT4YecTBa (MocnegHee - MNpWM HanMyMM) M MNOAMUCb OTBETCTBEHHOrO
MeanLUMHCKOro paboTHKKa, BblAaBLIEero peLenTypHble 6naHKu;

5) octaTok peLenTypHbIx 611aHKOB.
26. YueT peuentoB, 0(poOpMIEHHbIX B (0OPME 3NEKTPOHHOrO OOKYMEHTA, OCYILECTBASETCA B roCydapCTBEHHOMN

MHMOopMaLIMOHHO cncTeme B cdoepe 3apaBooxpaHeHusi cybbekta Poccuiickoin denepaumm nocpeacTBOM BedeHUs
€0MHOro peectpa peuenTos, OPOPMIEHHbIX B DOPME 3NEKTPOHHbIX JOKYMEHTOB.
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IV. XpaHeHue peLenTypHbIX 61aHKOB (3a UCK/IIOYEHMEM peLenTypHbIX 6naHkoB no ¢popme N 107/y-
HM "CneumnanbHbIn peLenTypHbI 6naHK")

27. MeauumuHcKue opraHnsaumn nonyvatot Heobxoanmble peuenTypHble 6n1aHkn, 0POPMNEHHbIE TUMOrPadCKNM
cnocoboM, yepes TeppuTopuanbHble OpraHbl yNpaBieHns 34PaBOOXPAHEHNEM UM OpraHn3aumn, yrnoaHOMOYEHHbIE
Ha 9TO opraHamm UCMONHUTENBbHOM BRacTn cy6bekToB Poccuiickoin ®epepaunm.

28. PeuenTypHble bnaHky, nognexalume y4ety, XpaHsTCs OTBETCTBEHHbIM IMLOM, Ha3HAYeHHbIM PYKOBOAMNTENIEM
MeOMLUMHCKOM opraHn3aumnm, B 3anMpaemMom MeTannmyeckom wkady (cendoe) nnm Metaninyeckom swuke.

29. WNHomBmayanbHbli NpennpuHMMaTesb, WUMEKWNiA NMUEH3NKO Ha MEOVMUMHCKYIO LOesiTeflbHOCTb, XpaHuT
peuenTypHble 6naHkK, Nognexauwue yyeTy, B 3anMpaeMoM MeTannmnyeckoMm wkady (ceidoe) mnm meTanimyeckom
AwnKe.

30. lMpoBepka COCTOSHUSI XPaHeHusl, yyeTa, (PaKTUYECKOrOo HanmMums M pacxoda PeuenTypHbiXx 6OnaHKoB,
noonexauwmx y4eTy, oovH pas B KBapTan OCyLWEeCTBASETCS KOMUCCHENR, CO34aHHON B MEAULIMHCKOM opraHmnaaumn.

31. PeuenTyprle 6J'IaHKVI, odhopMmngemble Ha 6yMa)KHOM HOCuTene wun nopgnexauue y4deTty, BbloalTCA
Me anUNHCKUM paGOTHI/IKaM, MMeLWmMM npaso 0POPM/IEHNS peLenToB, No PaCcropPSAXeHUD rNaBHOro Bpaya wuiv ero
3aMecTuTens.

nOJ'Iy'-IeHHbIe peuenTtypHble 6naHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeONUNHCKUMU paéoTHVIKaMI/I B
romelleHusix, obecnedynBaromx nx COXpPaHHOCTb.

32. lporpaMMHO-TEXHUYECKME CpPeacTBa  rOCYyOapCTBEHHbIX  MHMOPMAUMOHHBIX CUCTEM B cdepe
30paBOOXPAHEHNS, MEAULIMHCKUX MHAOPMALMOHHBIX CUCTEM MEOMLMHCKMX OpraHu3aumnii obecneymsaloT xpaHeHue
3NEKTPOHHBIX PeLenToB, 0OCPOPMIEHHbBIX B (DOPME INEKTPOHHBIX JOKYMEHTOB B TEYEHVE CPOKOB, YCTAHOBNEHHbBIX ANS
XpaHeHVs peLenToB, 0OPMIEHHBIX HA COOTBETCTBYIOWMX (hOpMax peLenTypHbIXx 6naHkoB Ha 6yMaxkHOM HocuTeneld

10 MoanyHkT 5.2.169 lNMonoxeHns o MunuctepctBe (CobpaHue 3akoHomaTenbctBa Poccuiickoin denepaunn,
2012, N 26, c1.3526; 2021, N 43, cT1.7258).

MpunoxeHue N 4

K npvkady MuHmctepcTBa 34paBoOXpaHeHNs
Poccuiickon ®epnepaumm

oT 24 Hosi6ps 2021 roga N 1094H

dopma cneumanbHoOro peuentypHoro 6nardka N 107/y-HIN

MwuHnCcTEPCTBO Kon dopmbl no OKY L1
30paBooxpaHeHuns Poccuiickoii
depepaumm

MeguumHckas JoKyMeHTaums
WTaMn MeanLMHCKOWN
opraHmsauuu
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®opma N 107/y-HI,
YyTBEPXAEHHAs NPUKasoMm
MuHMcTEepcTBa 30PaBOOXPaHEHNS
Poccuiickon depepauun

0T 24 Hos16ps 2021 roga N 1094H

PELIEMT

- 00000000C

v 20 r.

(haTa BbINUCKM peLenTa)

(B3pOCHbIiA, LETCKMIA - HY>XXHOE NOAYEPKHYTb)

damunng, ums, 0T4EeCTBO (NOCNeaHee - Npyu Hann4mm)
nauveHTa

Boapact

Cepl/lﬂ n HOMep nonunca 06513aT€/IbHOr0 MEANLIMHCKOr 0 cTpaxoBaHus

HOMep MeOUUNHCKOW KapTbl

damunng, ums, oT4eCTBO (NocnenHee - Npyu Hann4mm)
nevaluero spava (denbawepa, akylwepkm)

Rp:

Moanuch 1 nMyHas neyatb Bpada
(noanuck dhenbawepa, akylwepkm)

M.IM.
damMunus, UMsi, 0TYECTBO (NOCNELHEE - MPU HANMYUK) 1 NOAMNCL YNONHOMOYEHHOMO nuLa
MeLMLMHCKO opraHm3aumm

M.IM.
OTMeTka anTeyHol opraHusaumm o6 oTnycke
damunus, uMs, 0TYECTBO (NMOCNEHEE - MPU HANMYUK) 1 NOANNCL PaboTHMKA anTeyHow
opraHusauuu

M.IM.

Cpok pericteua peuenta 15 gHei

Mpunoxenue N 5
K nprkasy MuHnctepcTBa 34paBooxXpaHeHns

BHuMaHue! O nopsiike NPUMEHEHNA OKYMEHTa CM. Apablk "MpumevaHns"
NC «Kogekc: 6 nokoneHme» HTpaHeT



06 yTBepxxaeHnn Mopsiaka HasHa4YeHUs IeKapCTBEHHbIX NpenapaToB, hopM peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIe NpernapaThl, CtpaHuua 31
MNMopsaka ohopMaeHns yKasaHHbIX 61aHKOB, UX y4eTa 1 xpaHeHuns, hopm 61aHKOB peLenToB, COAepPKALLNX Ha3HaYeHne

HapKOTUYeCKNX CPeACTB NN NCUXOTPONHbIX BELEeCTB, Nopsaaka nx n3roToBNeHNs, pacrnpeneneHns, perncTpaumm, y4etan

XpaHeHus, a Takxe MpaBun ohopmneHns 61aHKOB peLenToB, B TOM YUC/e B (POPMe INeKTPOHHbIX JOKYMEHTOB

lpuka3 MuH3apaBa Poccum oT 24.11.2021 N 1094H

Poccuiickon ®enepaumu
0T 24 Hosbps 2021 rona N 1094H

Mopsnok M3roToBneHusl, pacnpeneneHusl, perucTpaumm, ydeta u XxpaHeHus! peLenTos,
copepXxallux Ha3HaueHMe HapKOTUYECKMX CPeacTB UM NCUXOTPONHbIX BeLLecTB

l. MopspoK N3rotToBneHUs, pacnpeaeneHus cneuuanbHbIX peLentypHbiX 6naHkoB no dopme N
107/y-HN

1. OpraHusauuio n3roToBNEHUS 1 pacnpeieneHns peuenTypHbix 6naHkos no goopme N 107/y-HIN "CrneunanbHbii
peLenTypHbIli 6naHk" (panee - cneuunanbHblii peuenTypHbIi 6naHk) ocywectsnsieT MUHUCTEPCTBO 34PaBOOXPaHEHNs
Poccuinckon denepauun (nanee - MMHMCTepcTBO).

2. CneumanbHble peLenTypHble BnaHku SBRAOTCA 3aAlMWEHHOW MONMrpacunyeckoil npoaykumnen yposHs "B,
narotasnveBaemMoli Ha bymare po3oBoro ugeta pasmepoMm 10 cM x 15 cM, OONXKHbl UMETb CEPUIO 1 HOMEP, a TakXe
COOTBETCTBOBATb TpeboBaHMsAM, ykasaHHbIM B npukase MuHuctepcTBa gouHaHcoB Poccuiickoin ®epepaunm ot 29
ceHTabps 2020 r. N 217H "O6 yTBepXxaeHnn TexHuyecknx TpeboBaHWn 1 yCNOBUIA N3rOTOBEHNS 3alMWEHHON OT
nogaenok nonurpadpuyeckon npodykumn” (sapeructpuposad MuHuctepcTsom tocTuumnm Poccuinickon denepaunn 16
Hos6pst 2020 r., permcTpaumnoHHblii N 60930).

3. B uenax opraHusaumm U3roToBNEHUS U pacrnpeneneHnsl cneumanbHbiX peuenTypHbix 61aHKOB MeanuuHCKMe
opraHusauun, nMmerolwme nNpaeo OCYLWECTBNATb BblAavyy pPeuenToB Ha HapKOTMYeCKMe cpencTBa WUAN MCUXOTPOrHbIe
Bewectsa cnucka |l MNepeyHs mn 3apermctpupoBaHHble B Poccuiickoli depepaumn B KayeCTBE NEKapCTBEHHbIX
npenaparos Ans MEAMLMHCKOro NpMMeHeHns (ganee COOTBETCTBEHHO - MeAMLMHCKas opraHm3auus, HapKoTUYeCKui
(NCUXOTPOMHbIA) NeKapPCTBEHHbIA NpenapaT), COCTaBSIOT 3asBKM Ha peLenTypHble BnaHku.

4. B cpok no 1 okTsbps TeKkywero roja 3asiBKM MeOVMUMHCKMX OpraHu3auuii Ha creumanbHble peuenTypHble
6naHKy NpeacTaBnAlTCS:

1) MEOMLMHCKMMU OpraHn3aunsaMmn, HaXo4AWNMUCS B BEAEHUN dhefepanbHbIX OPraHoB UCMONMHUTENBbHON BNacTy,
- B COOTBETCTBYIOWMNE hefepasnbHble opraHbl UCMONHNTENIbHON BNacTy;

2) MeOUUMHCKUMK OpraHM3aumsmy, HaxoiswuMmmucs B BeleHun cybbekToB Poccuiickon Ddepepaunm,
MeOVLUMHCKMMU OpraHn3aumsamMm MyHUUMNanbHOM WU 4acTHOW CUCTEM 30pPaBOOXPaHEHUs - B OpraHbl UCMOMHUTENbHOMN
Bnactn cybbekToB Poccuiickon ®enepaumm B cpepe oxpaHbl 3L0POBbS rpaxnaaH, Ha TeppuTOpMU KOTOPbIX OHU
pacnonoXeHbl (oanee - opraHbl UCNONHUTENBHOW BnacTu cybbekToB Poccuiickoin denepauun).

5. B 3asiBke MeOMUMHCKOW OpraHu3auuym Ha creumanbHble peuenTypHble 6naHky ykasblBaloTcs crnegylowme
cBelleHus:

1) cBeOeHVs 0 MELULIMHCKOM opraHusauuv, NoaaslWei 3asBKy Ha creuuanbHble peuenTypHble 6naHku (MonHoe
HanMeHOBaHue, aapec MecTa HaxoX4eHUs);

2) KOMMYECTBO CheunanbHbIX PeLenTypHblX GnaHkoB, U3PacxohoBaHHbIX MEOULIMHCKON opraHusauuein Ha 1
AHBap4 NpejlwecTsBylowWwero roaa,;

3) KONMn4eCTBO cneunanbHbIX peuenTypHbIX 61aHKoB, HE0OX0AMMBIX MeONLIMHCKOW opraHusauum Ha cneayoLwnn
ron.

3asiBka MeOMLMHCKOW opraHu3aumu Ha creuunasnbHble peuenTypHble 6naHKy NoA4nUCbiBAeTCS PYKOBOAMTENEM
MeaMUMHCKO opraHn3aunn, KoTopblid HeceT NepcoHanbHy0 OTBETCTBEHHOCTb 32 060CHOBAHHOCTb U AOCTOBEPHOCTb
yKasaHHbIX CBeLlEeHUIA.

6. denepanbHble opraHbl UCMOMHUTENBHOW BNAcTU, B BEAEHWN KOTOPbIX HAXOASTCS MeaUUMHCKUE OpraHM3aumum
(nanee - dpenepanbHble oOpraHbl WUCMONMHUTENbHOW BNACTM), U OpPraHbl MWCMOJHUTENbHOW BRAacTM CybBHEKTOB
Poccuiickoin ®enepaumm Ha OCHOBaHWMM 3as$IBOK MEOMLMHCKMX OPraHM3auunii Ha creumasbHble peuenTypHble 6naHku
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hOpPMUPYIOT CBOIHble 3asiBKM Ha creumanbHble peuenTypHble 6naHky v B cpok oo 1 gekabpsi Tekywero rona
npencTaensaoT nx B MUHUCTEPCTBO.

7. B cBOLHOI 3asiBKe Ha crieumanbHble peLenTypHble 6n1aHKy ykasblBaloTCs CNeLyoWmne CBEOEHNS:

1) cBeneHus o cpelepanbHOM OpraHe WCMONHUTENbHOW BnacTu (opraHe WCMONHUTENbHOW Bnactu cybbekTa
Poccuiickoin ®epepauun), NpencTaBMBLIEM CBOAHYIO 3asiBKYy Ha creumanbHble peuenTtypHble 6naHku (nonHoe
HanMeHOBaHue, afapec MecTa HaxoX4eHUs);

2) KOMMYECTBO CrneuMarbHbiX peuenTypHbix 6naHKoB, pacnpedeneHHblx  denepanbHbIM - OpraHoM
WCNONHUTENBbHOM BNactTn (OpraHoM WCMONHUTENbHOW Bnactu cybbekta Poccuitickoin depepaumn) Ha 1 sHBaps
NpenwWwecTBYOWEro roga Mexay MeauLUMHCKUMI OpraHn3aumnsaMi;

3) KONMYEeCTBO creumanbHbiX PeuenTypHbIXx 6MaHKoB, HEOOXOAMMbIX dheaepanbHOMy OpraHy WCMOMHUTENbHOW
BnacTu (opraHy wCnonHUTeNbHOW BnacTu cybbekta Poccuiickoin Depepaunn) Ha cnepylowmii ron Ans
pacrnpeneneHunst Mexay MeaUVHCKMU OpraHn3aumnsimMu;

4) cBefeHUs 0 NOABELOMCTBEHHOW OpraHvM3auunu, ynosHOMOYEHHOW dheaepanbHbiM OpraHoM MUCMHONHUTENbHOW
Bnactn (opraHoM ucrnonHuUTenbHoi Bnactnm cybbekta Poccuitckoit depepaunm) OCywecTBNATb MNONyYeHue
cneumnanbHblX peuenTypHbix 6naHkoB 0T MuHWCTEpCTBa, MX XpaHeHWe U Bbloadyy MEeAMLMHCKMM OpraHvM3aumsim
(nonHoe HaumeHoBaHue, appec Mmecta HaxoxgeHus, WHH/KMM, OKTMO opranusaumum, aktnyeckuii agpec
nocTaBkw).

8. Ha ocHoBaHMM MONy4YeHHbIX CBOAHbLIX 3asBOK Ha crneuuanbHble peuenTypHble 6naHku MuHMCTEpCTBO
€XEeroaHo B Cpok Ao 15 sHBaps cnepytowero roga oopMmpyeT 1 yTBepXAaeT nnaH pacnpeneneHns cneumanbHbiX
peuenTypHbix 6MaHKOB, B KOTOPOM OTpaxaeTcs rogosas noTpebHocTb Poccuiickoii ®epepauun B cneumanbHbIX
peuenTypHbix 6naHkax (nanee - nnaH pacnpenenenus MuHucTepcTtsa).

9. B nnaHe pacnpeneneHus MnHucTepcTsa ykasbiBaloTCs cneaytolwmne CBefeHNs:
1) NOpsAKOBbIA HOMEpP 3anucu;

2) HauMeHoBaHWe hefepanbHOro opraHa UCNONHUTENbHOW BNAacTy (opraHa UCMONHUTENbHON Bnactn cybbekTa
Poccuiickoin @ epepauum), NnpeACTaBMBLIErO CBOLHYIO 3a8BKY Ha crieumanbHble peuenTypHble 6naHku;

3) Heob6Xx0aMMOe KONMYECTBO creunanbHbIX PeLenTypHbIX 6N1aHKOB.

10. HanpaBneHne creunanbHbiXx PeLenTypHbix GnaHKoB dpenepanbHblM OpraHaMm WCMONIHUTENbHOM BRacTw,
opraHaMm UCMONHUTENbHOW BRacTu cybbekToB Poccuiickon dDepepaumm ocywectensetca MuHWCTEPCTBOM B
KONM4yecTBe, NpeaycMOTPEHHOM MiaHoM pacnpeneneHns MuHucTepcTea.

11. MVHUCTEPCTBOM OOMONHMUTENBHO K KOMMYECTBY CrieumasnbHbIX peuenTypHbix 61aHKoB, NpenycMOTPEeHHOMY
nnaHoMm pacnpegneneHus MuHUCTepCTBa, (POPMUPYETCS PEIEPBHbLIA 3anac creumanbHbiX PeuenTypHblx 61aHKOB B
KonuuyecTBe, He npesbiwatowem 150000 cneunanbHbIX peLenTypHbIX 61aHKoB.

12. B cnyvae yBenuyeHus noTpebHOCTU B cneumanbHbiX PeuenTypHbix OnaHkax doeaepanbHbie OpraHbl
WCMONHUTENBbHOW BRacT (opraHbl UCMONHUTENbHOW BnacTu cybbekToB Poccuiickoli denepauun) HanpasnsiioT B
MUWHMCTEPCTBO CBOOHblE 3asBKM Ha [OOMONMHUTENbHOE KOMMYECTBO CrneuuanbHblX peuenTypHbix 6naHkoB (C
060CHOBaHVEM YBenMYeHNst NOTPebBHOCTM B creuuanbHblX peuenTypHbix GnaHkax), KoTopble MPenocTaBnsoTCs
MUWHMCTEPCTBOM U3 PE3EPBHOr0 3anaca crneumnanbHbIX peLenTypHbiX 6n1aHKoB.

13. denepanbHble opraHbl UCMONHUTENBHON BNACTW (OpraHbl UCNOMHUTENbHOW BnacTn cybbekToB Poccuiickol
depnepaunn) pacnpemensitoT  MoNyYeHHble  creuuanbHble  peuenTypHble  6naHky  Mexnay  MeOULMHCKUMMU
OpraHvM3aumsiMim Ha OCHOBaHWWM MNaHOB pacnpeneneHns, COPMUPOBAHHBIX B COOTBETCTBUM C 3asiBKaMK
MEIMUVHCKMX OpraHn3aumnii Ha cneumanbHble peuenTypHble 6naHku.

Il. MopsaoK perucTpauum, yueta u XxpaHeHus1 cneumanbHbIX peLenTypHbiX 6n1aHkoB no coopme N
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107/y-HN

14. MyHUCTEPCTBO, UHble hbedepanbHble OpraHbl UCAONHUTENbHON BAACTU U OpraHbl UCMOMHUTENbHON BRacTu
cybbekToB Poccuiickoii  ®depepauny  OpraHmMsyloT  XpaHeHue  crneumanbHblX — peuenTypHbix  6naHkoB B
noaoBenoOMCTBEHHbIX oOpraHm3aumax, YnOoJIHOMOYEHHbIX OCYWeCTBNATb nNnonydyeHne cneunanbHbIX peuenTypHbIX
6naHkoB OoT MMWHMCTEPCTBA, MX XpaHEHWe W Bblhayy MeOMLMHCKUM OpraHvM3auusM (ganee - yrnonHOMOYeHHas
opraHusauus).

15. B ynonHOMOYeHHON opraHmMsaumMm n MeouUMHCKOW opraHusaunn, nonyuuBlIen cneumanbHble peuenTypHble
6naHKn, opraHn3yeTCcs perucTpaums, yuyet n XxpaHeHne cneunanbHbiX peLenTypHbIX 611aHKOB.

Pervctpauus, y4etT u XxpaHeHWe pe3epBHOro 3anaca crneuuanbHbiX peuenTypHbix 6naHkoB MuHucTepcTBa
OCYylWeCTBNSeTCS hefepanbHblM FOCYLAPCTBEHHBIM  OOOXETHBIM  YYpeXAEHUEM, HaxOAsWWMCS B BeLEHWUM
MwvHucTepcTBa (fanee COOTBETCTBEHHO, - Pe3epPBHbI 3anac, NoABEAOMCTBEHHOE yYpeXaeHue).

16. PaboTHWMK, Ha3HAYeHHbI MNPMKA30M PYKOBOAUTENS YMNOMHOMOYEHHON oOpraHnsaumum (ynosiHOMOYEHHOMN
opraHusauun, nNoaBeSOMCTBEHHOMO YYPEXAEHNS) OTBETCTBEHHBIM 32 PErUCTPALMIO, XPaHEHUE M yYeT creunanbHbiX
peLenTypHbIx 6NaHKOB (fanee - OTBETCTBEHHbI pabOTHUK), HA OCHOBAHUM 0OBEPEHHOCTW, OCDOPMIIEHHON B NOPSIKE,
YCTQHOBNEHHOM 3akoHodaTenbCTBOM Poccuiickon depepauumn (C MNOAMUCLIO PYKOBOAUTENS YNONHOMOYEHHOWA
opraHusauuyM  (YNonHOMOYEHHOW opraHu3auun, noABEAOMCTBEHHOIO YYpeXheHus), rnaBHoro Oyxrantepa,
3aBEepeHHbIX KPYrfioi neyatbto), NonyyaeT creunasnbHble peuenTypHble 6naHku 1 ocylecTBNsSIeT BefeHe XypHana
peructpauMm U yyeTa creumanbHbiX pPeLEenTypHbix 6naHkoB, K KOTopoMy npwuobwaeTr ¢oTo- u  (Mn)
BMAEoOMaTepuansl, NoaTBepXatowme dakt opopMieHns peuenTypHbix 6naHkoB Ha LoMy (Mpy HANUYmK).

17. XypHan peructpaumMm u yyeTta crieumanbHblX peuenTypHbiXx 6naHkoB AonXeH ObiTb MPOHYMEepoBaH,
NPOLWHYPOBaH, UMETb Ha NOCNEeOHEN CTpaHuue 3anucb, CoAepXallylo KONMYecTBO CTpaHuL, NoNHOe HanMMeHoBaHue
YMONHOMOYEHHOM OpraHM3aumm (MeanumMHCKON opraHnsaumm, NnoABeOMCTBEHHOIO yUpeXAeHNs), a TakXe cKpenneH
nognncbld  pPykoBOOUTENS WM neyaTbld  YNOMHOMOYEHHOW  opraHmM3auuMn  (MeOMUMHCKOW  opraHmsaumu,
NnoABELOMCTBEHHOrO yupeXAeHNns).

XypHan pervctpauum u yyeTa crneumanbHbiX peuenTypHbix 6naHkoB pesepBHoro 3amnaca MwuHucTepcTBa
CcKpennsaeTcs Takxe noanucblo AuMpekTopa (B cryYae ero oTCyTCTBMS - 3amecTUTens gupekTtopa) HenapTtameHTta
perynupoBaHns o6palleHns NeKapCTBEeHHbIX CPeAcTB W MeAWUMHCKMX uspennii MuHucTepcTBa U MedyaTblo
MuHuncTepcTaa.

18. B XypHane pernctpauum n yyeta cneumanbHbix peLenTypHbix 611aHKOB yKasblBaOTCA CNenyowme CBeAEHUS:

1) NOpsAKOBbIA HOMEpP 3anucu;

2) Npuxof4 cneuunanbHbiX peLenTypHblX 6naHkoB:

a) pekBM3nTbl U gaTa peructpaumnm NnpuxoaHOro JOKYMEeHTa;

6) obLiee KONMYECTBO NOCTYNMBLLMX CrieumnanbHbIX PeLenTypPHbIX 61aHKOB;

B) Cepuvs 1 HOMEpP CneLmnanbHOro peLenTypHoro 6naHka;

I') KONMYECTBO crneLmanbHbIX peLenTypHbix 61aHKoB Mo Kax Aol cepuu;

n) bammnns, uMsl, 0TY4ECTBO (NOCNELHEE - MPU HANMYMK) 1 NOANNCb OTBETCTBEHHOI0 PaboTHUKA;

3) pacxon crneumanbHbIX peLenTypHbIX 6n1aHKoB:

a) AaTta Bblaayy cneumanbHbiX peuenTypHbiX 61aHKOB;

6) cepun 1 HOMepa BblAaHHbIX CrieLuanbHbIX peLenTypHbiX 6naHkos;

B) KONMn4eCcTBO BblOAaHHbIX cneunanbHbIX peuenTypHbIX 6naHkoB ¢ yKa3aHnem B ckobkax KonmyecTtea
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crneuvanbHbIX peLenTypHbIX 6N1aHKOB, BblAAHHBIX ANS OOOPMEHNS HA LOMY;

r) dcpammnus, nMs, OT4YeCTBO (nMocnemHee - MPW HanMuMM) U MNOAMWCH NiMua, MONYYMBLIEro crneuunanbHble
peuenTypHble 6naHKu;

I1) KONMYECTBO CreumanbHbIX PeLenTypHbIX 61aHKoB, 0DOPMEHHBIX HA AOMY;

e) chammnnsa, uMsi, OTYECTBO (MOCnefHee - MpU HanuyuM) U NOANUCb NUUa, OYOPMUBLIEFO CreuunanbHble
peuenTypHble 6naHku Ha OoMy;

4) hamunusi, NMs, OTYECTBO (NOCNedHee - MPY HANMYUK) U NOANNCb OTBETCTBEHHOMO PAbOTHMKA;
5) ocTaTok cneunanbHbIX peLEenTypHbIX 6NaHKoB.

19. CneumanbHbii peuenTypr||7| 6naHk siBnseTcs JAOKYMEHTOM CTpOI'OVI OTYETHOCTW. 3anac cneumanbHbIX
peuenTypHbIX 61aHKOB B MeOMLUHCKOM opraHm3aunn nonXxeH XpaHnTbCsa B cneunanbHbIX MOMELWEHNAX, ce|7|cpax nnmn
B creuuanbHO U3roTOBMEHHbIX WwKadgax, 0BUTBIX OLMHKOBAHHbIM Xene3oMm, C HageXHbIM BHYTPEHHUM Unn HaBeCHbIM
3aMKOM.

MomelueHns, ceidpbl, WKagobl, B KOTOPLIX XPaHSATCS crneunasnbHble peuenTypHble 6naHku, BOnXHbI 6biTb 3aKPbITh
Ha 3aMKU M nocne OKOHYaHWA paboTbl oOneyaTtaHbl MevyaTbl YMNOMHOMOYEHHOW OpraHv3aumn (MeauLMHCKON
opraHusauum) 1M onnoMbupoBaHbI.

20.B MeONLNHCKNX opraHn3aumnax 3anac cneunasnbHbIX peuenTypHbIX 61aHKoB He OONXeH npesbliWaTtb FO)J,OBOI7I
notpebHocTW.

21. PaspelwaeTcs BbloaBaTb MeOMUMHCKOMY pabOoTHUKY, WMeloWeMy MpaBo HasHayaTb HapkoTUyeckune
(NCMXOTPOMHbIE) NEKAPCTBEHHbIE MpenapaTtbl, eOMHOBPEMEHHO He 6onee ABauaTM creumanbHbiX PeLenTypHbIX
O6naHKoB.

MegunumHckue pa6OTHVIKI/I, BblMCbiBawoWwme peuentbl Ha HapPKOoTU4yeckune (I'ICI/IXOTpOI'IHbIe) nekapCTBEeHHbIe
npenapartbl, Ha OCHOBaHUM NMpukKkasa pykoBoauTens MeONLMHCKOM opraHu3aunmn HecyT NNYHYO OTBETCTBEHHOCTb 3a
COXPaHHOCTb NONy4YeHHbIX cneunanbHbIX peuenTypHbIX 6naHkoB. CneumnarnbHble peuentypHble 6ﬂaHKI/1, nony4yeHHbIe
Me anUNHCKUM pa6OTHVIKOM, XpaHATCsa no4 3aMKOM B ce|7|cpax, MeTannnyeckmx wkagax nnn Metanimyecknx awmkax.

22. B meguumHckol opraHusauuMm co3faeTtcsl MOCTOSIHHO OEeiCcTByowas KOMUccus, koTopasi He pexe 1 pasa
KBapTan (N0 PELWeHNO PYKOBOAMTENS MELMULMHCKOMA OpraHu3auuy BO3MOXHO 4Yalle) OCYWeECTBASET NPOBEPKY
COCTOSIHMSI PErNCTPAaLMM 1 yyeTa crieumanbHblX peuenTypHbix 61aHKOB, B TOM YMC/e NMyTeM CBEepPKYM 3anucei XypHana
pervcTpaummn 1 yyeta cneumanbHbiX peLenTypHbiX 61aHKOB, C pakTUYECKUM HANNYMEM CreunarnbHbIX PELEnTYPHbIX
61aHKOB, a TakXXe MPOBEPKY COCTOSIHUS XPaHEHNS crnieunanbHbIX PeLenTypHbIX 61aHKOB.

Mo pesynbTaTam NpPoBEpPKM B XypHane pernctpaunn u yyeta crneumanbHbiXx peuenTypHbix 6naHkoB nenaertcs
3anMcb O pesynbTaTtax MPOBEAEHWNS] CBEPKM AaHHbIX, 3aKpenfeHHas MOAMUCSMM BCEX YNIEHOB KOMUCCUM WU
co3paeTcs cneunanbHblid akT MPOBEPKMU.

23. depnepanbHble opraHbl UCMOMHUTENbHOW BNACTU U OpraHbl UCMNOMHUTENbHOM Bnactu cybbekToB Poccuitckoi
denepaunm  OCyLWECTBASAIOT KOHTPO/Jb 3a OpraHusauuein peructpauuu, yyeTa W XpaHEHUs creumanbHbIX
peuenTypHbIX 6NaHKOB B YNONHOMOYEHHbBIX OPraHn3aumnsx 1 MeAMLMHCKMX OpraHn3aumsix.

24. Bblpaya creuvanbHbiX pPeuenTypHbix 6naHKoB M3 pe3epBHOro 3anaca MuHucTepctBa denepanbHbiM
opraHaM MCMOSHUTENbHOW BNAcTW W oOpraHaMm WCMoNHWTENbHONW BnacTn cybbekToB Poccuiickoin Penepauum
OCYLECTBNAETCA OTBETCTBEHHBIM PAOOTHMKOM NOABEAOMCTBEHHOMO YYPEXAEHNS HA OCHOBaHWUM peleHns 06 oTnycke
cneumnanbHblX peuenTypHbix 6n1aHKoB, 0GOOPMIEHHOrO B BMAE MUCbMa, MOAMMCAHHOrO AUPEKTOPOM (B CnydYae ero
OTCYTCTBUS - 3aMecTuTenem gupekTtopa) [lenaptameHTa perynupoBaHus obpalweHnst NekapCTBEHHbIX CPEACTB U
MeanuUMHCKNX n3gennii MuHncTepcTea.

MpoBepka neaTenbHOCTM NOABELOMCTBEHHOrO yYpeXAeHWs No perncrtpaumuv, yyety n XpaHeHuio pe3epBHOro
3anaca ocyuwecTsnsetcs [lenaptaMeHTOM perynmpoBaHusi obpalleHus NeKapCTBEHHbIX CPeACTB UM MeOMLUMHCKUX
nanennin MnHncTepcTea 2 pasa B rog He nosgHee 20 yncna Mecsua, Cnenyrowero 3a NCTEKWIMM NOyroanem.
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MpunoxeHue N 6

K npvkasy MyuHMCTepCcTBa 34paBOOXPaHEHUS
Poccuiickon ®epnepaumm

0T 24 Hos16ps 2021 roga N 1094H

I'Ipanma ocpopmieHns peLenToB, coaepXallux HasHayeHMe HapKOTUYEeCKUX CpencTs Uimn
NMCUXOTPONHbIX Bew,eCTB, B TOM Yncne B q)opme ANNIEKTPOHHbIX OOKYMEHTOB

I. OcbopmneHume peuenta Ha 6ymaXxHOM HocuTene

1. Ha peuentypHbix 6naHkax goopmbl N 107/y-HIN B neBOM BEpXHEM yrny NpocTaBnseTcs wWramn MeaunLuHCKO
opraHu3auun ¢ ykasaHnem ee NnofiHOro HaMMeHoBaHus, agpeca 1 TenedpoHa ¢ 0atomn BbINUCKK (HaTon 0hopMIeHmns)
peuenTa Ha nekapCTBeHHbIA Npenapar.

PeuenTypHble 6naHkn ¢oopmbl N 107/y-HIN n3rotaBnmBatoTca UCKIOYUTENBHO TUNOrPaddCKUM CNOCo6oM.

2. Ha peuenTypHbIX 6HaHKaX, OhopMIgeMbiX NHONBUOYaANbHbIMU NMpeanpuHUMaTenaMn, UMeWnMn NMLEH3NI0 Ha
MeINLNHCKYIO NeATeNlbHOCTb, B BEPXHEM JIEBOM Yyrny TVII'IOFpanCKI/IM crnocobom nnu nyTeMm npocrtaBneHunsa wramna
IONXeH 6bITb yKasaH agpec nHomsmnaoyanbHoro npegnpunHnMartena, Homep n garta nmueH3nn, HanmMeHoBaHne opraHa
FOCY,D.apCTBeHHOIZ BNnacTun, BbloaBwero nMueH3uto.

3. PeuentypHble 6naHku cpopmbl N 107/y-HIM 3anonHsATCS MeAMUMHCKMM PaboTHWKOM YepHUnamu wumm
LWapVKOBOM PY4KOM.

4. [onyckaeTcs ogpopMiieHNe BCeX PEeKBU3UTOB (3a WCKOYeHWeMm peksBuanta “"lloanucb nevawero spava
(noanucb dbenbawepa, akywepku") peuentypHbix 6naHkoB dpopmbl N 107/y-HIM ¢ ncnonb3oBaHWEM nevatarowmx
YCTPOWMCTB.

5. B peuentypHom 6naHke doopmbl N 107/y-HIM B cTpokax "®amunusi, nmsi, 0T4eCTBO (MOCnenHee - Npu Hann4um)
naumeHTa" n "Boapact” ykasbiBatoTCA MONHOCTbIO hamMmnusl, UMs, OTYECTBO (MOCNEOHee - NPy HaNMyYUKn) naumneHTa,
€ro Bo3pacT (KONNYeCTBO MOMHbIX NeT).

JlonycTuMo ykasaHue gatbl poXAeHMs naumeHTa.
6. B peuenTypHoM 6naHke doopmbl N 107/y-HIT:

1) B cTpoke "Cepuns u HoMep nonuca 06s3aTeNbHOr0 MEAULIMHCKOrO CTPaxoBaHus" ykasbliBaeTCcs HOMEP rnonuca
0653aTeNbHOr0 MEANLMHCKOr0 CTPaxoBaHNs nauneHTa (Mpu Hanuyum);

2) B cTpoke "Homep MeaMUMHCKON KapTbl" yka3biBaeTCsl HOMEP MeAMUMHCKONW KapTbl nauueHTa, nosyyarowero
MEOMUVHCKYIO MNomolWpb B aMbynaTopHbIX YCMOBMSX, WM WcTopun 6GONE3HU nauneHTa, BbIMUCHIBAEMOTO U3
MeLMLVHCKOWN OpraHm3auunu;

3) B cTpoke "dammnng, nms, 0T4ECTBO (NocnefHee - NpU Hanuuum) nevawero spava (cenbpwepa, akywepkm)"
yKasblBaeTCs MOMHOCTbIO daMunns, UMs, OTYECTBO (nNocnegHee - Npy Hanuuum) Bpada (dpenbiwepa, akywepku),
BbINUCABLIEro PeLUenT Ha HapKOTMYECKMIA (MCUXOTPONHBINA) NeKapCTBEHHbIN Npenapar.

7. B rpadbe "Rp" peuenTtypHoro 6nanka dpopmbl N 107/y-HI1, ykasbiBaetcs:

1) HavMeHOBaHWe feKapCTBEHHOrO npenapata (MeXAyHapoAHOe HenaTeHTOBaHHOEe HauMEeHOBaHMe,
rPynnMPOBOYHOE UMM XMMUYECKOE HaUMEHOBaHWE, TOProBOE HAaUMEHOBAHME) HA NATUHCKOM S3blKe WK Ha PYCCKOM
A3blke, oopMa BbiMycka, A03MPOBKA, KONMYECTBO (YKasblBaeTCs NPOMNMChbIo Ha peuenTypHoM 6naHke dpopmbl N 107/y-
HIM);
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2) cnocob npYMeHeHns nekapcTBEHHOro npenapara Ha rocynapCTBeHHOM sidblke Poccuiickoli denepaunn mnm
Ha rocynapcTBeHHOM si3bike Poccuiickoin ®epepauum 1 rocy8apCTBEHHOM A3blke pecnybvk 1 MHbIX S3blkax HapoAoB
Poccuitckon depepauuut.

1Yactb 1 ctatbm 15 3akoHa Poccuiickoii depepaummn ot 25 okTs6ps 1991 r. N 1807-1 "O si3blkax HapomoB

Poccuitickon depepaumun” (onanee - 3akoH N 1807-1). (Bemomoctm cbespa HapogHbix agenytatos PCOPCP wu
BepxosHoro Coseta PCPCP, 1991, N 50, c1.1740).

8. Mpwn odbopmneHnn peuenTypHbix 671aHKOB 3anpelaeTcs orpaHMYMBaTbcsl OBWMMK yKa3aHUsaMU, Hanpumep,
"BHyTpeHHee", "N3BecTHO".

9. Mpun odbopmMneHnn naumeHTy peuentypHoro 6navka dopmbl N 107/y-HIT Ha HApKOTUYECKMIA (MCMXOTPOMHBINA)
NeKapCTBEHHBI MpenapaTt B paMKax 0Kas3aHus MeAMLMHCKON MoMowWWM npu onpefeneHHoM 3aboneBaHuv Takoi
peLenT 3aBepaeTcs:

1) NOANMCHIO M NUYHOW NeyaTblo Bpaya Mnbo NOANUCHIO chenbalepa (akywepKku);

2) neyaTbio MEOUUMHCKOM OpraHv3aumun, nnbo CTPyKTYpHOro noapasfeneHus MeauuuHCKon opradusauun "Ins
peuenToB”, KoTopas MNPOCTaBNSETCA NULIOM, YMOSHOMOYEHHbIM PYKOBOAWTENEM MEOVUMHCKOW opraHusaumm c
yKasaHueMm oamunmmn, UMeHun, 0T4eCTBa (NocnenHee - Npy HanMyMm) U NPOCTABEHNEM Er0 INYHOW NOLANUCK.

B cnyyasx HeobxoouMOCTM OCOOPMIEHMS peuenTa Ha HapKOTUYEeCKUid (MCUXOTPOMHbIA) NEKapCTBEHHbI
npenapar Ha OOMYy B paMkax OKasaHus nannnatveHOW MefMLIMHCKOM MOMOoLWM [LOnycKkaeTcs npensaputesibHoe
3aBepeHvie peLenTa WTaMnoM MeLNLMHCKOA OpraHn3aumnm, nevyatbio MeANLUMHCKON opraHn3aumm nmbo CTpyKTypHOro
nogpasgeneHns MeauuMHCKoOW opraHusaumm "IOns peuentos”, KOTopas NPOCTaBASETCS NULOM, YNONHOMOYEHHbIM
pykoBoAuTENEM MeIMLNHCKON opraHM3aun, ¢ ykasaHnem dpamnnmm, MMeHun, ot4ecTsa (nocnemgHee - npu Hanmumm) um
NMPOCTaBNEHMEM €ro NMYHOi noanucu. MNpy 3TOM B XypHane perucTpaumm u yyeta peuenTypHbix OnaHKoB B
cooTBeTCTBUM C [opsSOKOM pernctpaumm, yyeta u xpaHeHns cneumanbHbiX peLenTypHbix 6n1aHKoB Ha HapKoTuyeckue
cpefncTBa Wav NCUXOTPOMHbIE BEWeCTBa, YTBePXAEHHbIM HACTOAWMM NPUKa30oM, Aenaetcs OTMeTka O ero Bbigade
ANS OCPOPMNEHMS Ha LOMy, a TakXe OTMeTKa, yAOCTOBEpeHHas noAnvcbio Bpadya nubo denbawepa (akywepkw),
0CPOPMUMBLIErO PELENT, O hakTe ero 0POPMNEHNS, KOTOPbIA MOXET ObiTb AOMOMHUTENLHO MOATBEPXAEH (POTO- U
(vnn) BUOeomatepmanamu.

B ctpoke "OTMeTKa anTeyHol opraHusaumm ob oTnycke" cTaBuTCs 0TMETKa anTeyHoi opraHmnsauum ob otnycke
HapKoTU4eckoro (MCMXOTPOMHOr0) NEeKapCTBEHHOro mnpenapata (C  yKa3aHWeM HaUMEHOBAHWSA, KOMM4YecTBa
OTMYLWEHHOr0 HapKOTUYECKOro (MCUXOTPOMHOr0) NEeKapCTBEHHOrO npenaparta M jgatbl ero oTnycka), KoTtopas
3aBepsieTcsa noanucbto paboTHMKA anTeyHoW opraHvM3auvu, OTMNYCTMBLIEr0 HapPKOTWYECKUid (MCMXOTPOMHBbIiA)
NEeKapCTBEHHbIV npenapaTt (C ykasaHMem ero paMunumn, MMeHn, oTyecTBa (MOocnemHee - Mpyv Hanuuum), a Takxe
KPYrnon neyatbio anTeyHol opraHusaumv, B OTTUCKE KOTOPOW JONXHO ObiTb WMAOEHTU(UUMPOBAHO MOMHOE
HaMMeHOBaHWe anTeyHon opraHu3aumm.

10. Ha onHoM peuentypHom 6naHke cpopmbl N 107/y-HI1 paspelwaeTtcsa OCylWeCTBASTb Ha3HAYeHUE TO/bKO
0JHOro HAMMEHOBaHWS NeKapCTBEHHOrO npenapara.

11. VicnpaeneHns B peuenTe He AonyckarTcs.

Il. OcbopmneHune peuenta B hopMe 3N1IEKTPOHHOIO AOKYMEHTa

12. PeuenT B OOpMe 3NEKTPOHHOrO OOKYMEHTA, MOLMNMCAHHOMO YCWUEHHOW KBAanMUUNPOBAHHOK 3NEKTPOHHON
MOAMNMCbIO, POPMUPYETCS MEOMLMHCKMM PaboTHMKOM, CBEOEHWS O KOTOPOM BHECEHbl B dbenepasibHblii Peructp
MeOMLUMHCKMX pabOTHMKOBZ, a TakXxe Mpu YCNoBWWM pPerucTpauuy MeauuMHCKON opraHu3auun, B KOTOPOi

octhopmngeTcs peuent, B doelepasbHOM peecTpe MeOuUMHCKUX OpraHu3auuins enuHOW rocynapCTBEHHON
WHCJOOPMALIMOHHON CUCTEMbl B cdpepe 34paBoOXpaHeHWs U MOAK/MOYEHUA Takol MeauLMHCKOW opraHmsaumm K
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06 yTBepxxaeHnn Mopsiaka HasHa4YeHUs IeKapCTBEHHbIX NpenapaToB, hopM peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIe NpernapaThl, CtpaHuua 37
MNMopsaka ohopMaeHns yKasaHHbIX 61aHKOB, UX y4eTa 1 xpaHeHuns, hopm 61aHKOB peLenToB, COAepPKALLNX Ha3HaYeHne

HapKOTUYECKUX CPefCTB UM NCUXOTPOMHbIX BELWECTB, [Nopsaka X U3roToBseHUs, pacrnpefenieHns, peructpaumm, y4eta n

XpaHeHus, a Takxe MpaBun ohopmneHns 61aHKOB peLenToB, B TOM YUC/e B (POPMe INeKTPOHHbIX JOKYMEHTOB

lpuka3 MuH3apaBa Poccum oT 24.11.2021 N 1094H

rocyaapcTBEeHHOM MHADOPMALIMOHHOM cucTeMe B cdhepe 3apaBooxpaHeHns cybbekTa Poccuiickoli depepaumm 4.

2Yactb 4 crvatbm 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHve 3akoHomatenbctBa Poccuiickoi
®depepaunm, 2011, N 48, c1.6724; 2020, N 29, c1.4516).

3Yactb 4 crtatbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHomatenbctBa Poccuidckoit
®depepaunm, 2011, N 48, ¢1.6724; 2020, N 29, c1.4516).

4CtaTbyn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbctBa Poccuitickoii denepauun,
2011, N 48, c1.6724).

13. Mo TpeboBaHMIO NaUMEHTa UK ero 3aKOHHOro NpeacTaBMTeNsl 0POPMASIETCA IK3EMMASP peuenTa B popme
9NEeKTPOHHOro NOKYMeHTa Ha ByMaxKHOM HocuTene ¢ oTMeTkol "IlybnmkaT aNeKkTPoOHHOro 4oKyMeHTa",

ONEeKTPOHHbIA TEKCT AOKYMEHTa
nogrotosneH AO "Kogekc" 1 ceepeH no:
OdomumanbHbI MHTEpPHET-NOpPTan
npasoBOW NHopmaLun
www.pravo.gov.ru, 30.11.2021,
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