MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUM

NPUKA3
ot 14 ausapa 2019 r. N 4H

OB YTBEPXXAEHUM NOPALOKA
HA3HAYEHWUA NEKAPCTBEHHbIX MPEMAPATOB, ®OPM PELIENTYPHbIX
B/IAHKOB HA JIEKAPCTBEHHbIE MPEMAPATbI, NTOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA

CnnCOK M3MEHAIOLWMNX LOKYMEHTOB
(B pea. MpuKkaszos MuH3gpasa Poccum o1 11.12.2019 N 1022H,
o1 08.10.2020 N 1075H)

B cooTtBeTcTBMM C NyHKTOM 16 Yactn 2 ctatbm 14 PepepancHOro 3akoHa ot 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbsA rpaxaaH B Poccuiickon depepaumn” (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit ®epepaumn, 2011, N 48, cT. 6724; 2013, N 48, c1. 6165; 2014, N 30, cT.
4257; N 49, c1. 6927; 2015, N 10, cT. 1425; N 29, cT1. 4397; 2016, N 1, cT. 9; N 15, cT. 2055; N 18, cT. 2488;
N 27, ct. 4219; 2017, N 31, cT. 4791; N 50, cT. 7544, 7563) 1 noanyHKTamu 5.2.177, 5.2.179 n 5.2.180
MonoxeHns o MuHUCTEepCTBE 34paBOOXpaHeHUs Poccuiickon ®Pepepaumn, YTBEPKAEHHOTO
noctaHosneHnem [pasutensctea Poccuitckoit depepaummn ot 19 umioHs 2012 r. N 608 (CobpaHue
3aKoHoZaTenbeTBa Poccminickon @egepaumm, 2012, N 26, c1. 3526; 2013, N 16, c1. 1970; N 20, cT. 2477; N
22, cT.2812; N 33, cT. 4386; N 45, cT1. 5822; 2014, N 12, c1. 1296; N 26, cT. 3577; N 30, cT. 4307; N 37, cT.
4969; 2015, N 2, c1. 491; N 12, c1. 1763; N 23, c1. 3333; 2016, N 2, cT. 325; N9, cT. 1268; N 27, cT. 4497;
N 28, c1.4741; N 34, c1. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066; N 33, c1. 5202; N 37, c1. 5535; N 40, cT.
5864; N 52, ct. 8131; 2018, N 13, cT. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, cT. 6273), NpMKasbiBalo:

1. YTBepauThb:
NopALOK Ha3HAYeHWUA NeKaPCTBEHHbIX MPENapaToB COrnacHo npuaoxKenuo N 1;
dopmbl peLenTypHbix 6/1aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npuaoxkenuto N 2;

nopagok odopmneHns peuenTypHbiXx 61aHKOB Ha JieKapCTBEHHble npenapaTbl, MX yyeTa M
XpaHeHWA CornacHo npunoxkeHuto N 3.

2. Mpu3HaTb YTPATUBLUMMM CUAY:

npukas MuHUcTepcTBa 34paBooxpaHeHua Poccuiickon depepaumm oT 20 gekabpa 2012 r. N
1175H "O6 yTBEPKAEHUN NOPSAAKA HAa3HAYEHMA U BbIMUCLIBAHMA SIEKAPCTBEHHbIX NPENapaToB, a TaKkKe
dopm peuenTypHbix 61aHKOB Ha J/leKapCTBEHHble npenapaTtbl, Nopaaka O0POPMNEHUA YKa3aHHbIX
671aHKOB, UX yyeTa M xpaHeHua" (3apernctpmposaH MUHUCTEPCTBOM toCTMLMM Poccuiickoin depepauum
25 uioHa 2013 r., pernctpaumoHHbIn N 28883);

MYHKT 2 W3MEHEeHWN, KoTopble BHOCATCA B [MOpALOK CO34aHMA M AeATeNbHOCTM BpayebHom
KOMWUCCUU MeOMULIMHCKOM OpraHn3aLmnm, yTBEPKAEHHbIN NPUKA3oM MUHUCTEPCTBA 34PaBOOXPAHEHUA U
coumanbHoro passutua Poccuiickon Pegepaunn ot 5 masa 2012 r. N 502H, v B MNopsagoK HazHAYeHUs U
BbINUCbIBAHNA NIeKapCTBEHHbIX npenapaTos, YTBEPKAEHHbIN NPUKasom MwuHucTepcTBa
3/paBooxpaHeHua Poccuiickoit ®epepaumm ot 20 aekabpsa 2012 r. N 1175H, yTBepKAEHHbIX NPUKA30OM
MuHucTepctBa 3apaBooxpaHeHusa Poccuiickor ®Pepepaumm ot 2 pgeKkabpa 2013 r. N 886H
(3apeructpuposaH MwuHUCTepcTBOM tOCTUUMKM  Poccuitickort depepaumm 23 aekabps 2013 r,
pernctpaumnoHHbiii N 30714);

npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon ®egepaumm ot 30 uioHa 2015 r. N 386H "O
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BHECEHUM M3MEHEHWUI B NPUNOXKEHUS K nNpuKazy MuHUCTEepCTBA 34paBooxpaHeHna Poccuiickoi
depepaunn ot 20 aekabps 2012 r. N 1175H "O6 yTBEpKAEHUM NOPAAKA HAa3HAYEHUA U BbINUCbIBAHUA
NIEKAapPCTBEHHbIX MpenapaToB, a Takxe ¢opm peuenTypHbiX 6/1aHKOB Ha NeKapCTBEHHble MpenapaThbl,
nopsaaxka obopmaeHns yKasaHHbIX 6/1aHKOB, MX yyeTa U XxpaHeHua" (3apernctpmposaH MUHMCTEPCTBOM
tocTnumnm Poccninckoit ®epepaumm 6 aBrycta 2015 r., peructpaumoHHbiii N 38379);

NYHKT 1 U3MEHEeHUN, KoTopble BHOCATCA B NpuKa3s MUHUCTepCTBa 34paBooxpaHeHms Poccuiickom
depepaunn ot 20 aekabps 2012 r. N 1175H "O6 yTBEpKAEHUM NOPsSAKa Ha3HAYEHUA U BbIMUCbIBAHUSA
NIeKAPCTBEHHbIX MPENApaToB, a TakxKe GopM peuenTypHbiXx 61aHKOB HA NIeKAapCTBEHHble MpenapaTsbl,
nopagka opopMNEHUA YKaszaHHbIX BM1aHKOB, MX y4YeTa WU xpaHeHua" u npunoxkeHne N 2 K npukasy
MuHUCTEpCTBA 34paBoOXpaHeHns Poccuitickoit Pepgepaumm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPNKALUMX Ha3HAYeHME HAPKOTUYECKUX CPeacTB Wan
NMCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FrOTOBNEHUA, pacnpeneseHna, PerncTpaumm, yueta U XxpaHeHus,
a TakkKe npasun odopmaeHua", YTBEPKAEHHbIX MpPMKaszom MUHUCTEPCTBA 34PaBOOXPaHEHUA
Poccuitckoit ®epepaumm ot 21 anpens 2016 r. N 254H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULIUM
Poccuitckoit epepaummn 18 nions 2016 r., pernctpaunoHHbiii N 42887);

MYHKT 5 MU3MEHEHUI, KOTOpble BHOCATCA B HEKOTOPbIE NPMKasbl MUHUCTEPCTBA 34PaBOOXPAHEHMSA
M coumanbHoro passutua Poccuiickoit Pepepaumm n MuHUCTEpCTBa 34paBooxpaHeHUs Poccuinickol
depepaunn no Bonpocam ob6palLEHMA NEKAapCTBEHHbLIX MPEenapaToB, COAEPrKALLMX HapKOTUYECKMe
CpencTBa, NCUMXOTPOMHbIE BELLECTBA M UX MNPEKYPCOpbl, WU JIEKAPCTBEHHbIX CPeACcTB, MNOASeXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY YYeTy, YTBEPXKAEHHbIX MNPUKasoM MUHUCTEPCTBA 34paBOOXPAHEHUA
Poccuiickolt degepaumn ot 31 okTabpa 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM OCTULMK
Poccuiickolt depepaumm 9 aHBapa 2018 r., pernctpaymoHHbin N 49561).

MwuHuctp
B.1.CKBOPLIOBA

MpunoxkeHne N 1

K NpuKasy MMUHUCTEPCTBA 34paBOOXpPaHEHNA
Poccuiickoin Pepepaumn

oT 14 aHBapa 2019 r. N 4H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX NPEMAPATOB

CnnCOK U3MEHAILWMX OKYMEHTOB
(B pea. Mpukaszos MuH3gpasa Poccum o1 11.12.2019 N 1022H,
o1 08.10.2020 N 1075H)

|. O6wme nonoxkeHma

1. Hactoawmit NopagoK ycTaHaBAMBAET MpaBWia Ha3HAYeHUA IeKApPCTBEHHbIX NpenapaToB ANSA
MeAMLMHCKOro NPUMeHeHNn (aanee - NekapcTeeHHble npenapaTbl) U 0GOPMAEHMA UX HasHAYEHUA NpU
OKa3aHMU MeANLMHCKON NOMOLLM B MEAULMHCKUX OpraHmn3aumax <1>.

<1> NyHKT 11 cTaTbmn 2 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N 323-®3 "O6 ocHoBax
OoXpaHbl 340p0BbA rpaxagaH B Poccuiickolt depepaumn” (CobpaHue 3akoHopaTenbcTBa PoccuiicKkol
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depnepaunn, 2011, N 48, cT. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, cT. 4791).

2. HasHayeHWe NeKapcTBEHHbIX NpPenapaToB OCYLECTBAAETCA Nevalmm Bpavyom, denbaliepom,
aKyLUEPKOM B C/Iy4ae BO3/IOMKEHMA Ha HMUX MOJIHOMOYMIA Nlevalllero Bpaya B NopAgKe, YyCTaHOBAEHHOM
npukasom MUHUCTEPCTBA 34PaBOOXPAHEHUA N COUMANBbHOTO passBuTmna Poccuiickon Pepepaumm ot 23
mapta 2012 r. N 252H "O6 vyrtBepxaeHun [lopAgKa BO3NOXKEHUA HA denbalwepa, aKylwepky
pyKoBoAMTENEM MEAMUMHCKON OpraHM3aumM Npu OpraHusauMm OKa3aHWA NepBUYHOM MeauKo-
CAaHUTAPHOM MOMOLLM M CKOPOM MeAMLMHCKON MOMOLM OTAEe/bHbIX PYHKUMA Nedallero Bpaya no
HenocpeACTBEHHOMY OKa3aHWI0 MeAULMHCKON NOMOLLM NaUMeHTy B nepmnos HabaoaeH A 3a HAM U ero
NleyeHna, B TOM 4UYMCAEe MO HA3HAYEHUIOD W MPUMEHEHMUIO NEKAPCTBEHHbIX MPEnapaToB, BK/AOYas
HapKOTUYECKME JNIEKAPCTBEHHbIE MpenapaTtbl WU MNCUXOTPOMHbIE JIEKAPCTBEHHblE MNpenapaTtbl” <2>,
WUHAMBUAYANbHBIMW NPEeANnPUHUMATENAMM, OCYLLECTBAAIOLLMMU MEANUMHCKYIO AeATeNbHOCTb (fanee -
MeAULUHCKME PaboTHUKM).

<2> 3apeructpupoBaH MuHucTepcTBOM tocTuLMn Poccuitckolt deaepauum 28 anpena 2012 r.,
perncTpaumoHHblin N 23971, Cc W3MEHEeHMAMW, BHECEHHbIMM  MpPMKasom  MuHUCTEpPCTBA
3apaBooxpaHeHua Poccuitckoit dPepepauum oT 31 oKtabpa 2017 r. N 882H (3apernctpupoBaH
MuHKCTEPCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayMoHHbin N 49561).

3. CBedeHMA O HasHaYeHHOM JNleKapCTBEHHOM Mpenapate (HaMmeHOBaHME JIeKapCTBEHHOro
npenapara, A03MpPOBKa, CNocob BBEAEHUA U NPUMEHEHNA, PEXUM A03MPOBAHMSA, MPOAC/IIKUTENIbHOCTb
neyeHmss M 06OCHOBaHWE HasHAYeHMA JIeKApCTBEHHOro npenapaTta) BHOCATCA  MeAMLMHCKMM
PabOTHNUKOM B MeAMLMHCKYIO AOKYMEHTALMIO NaLMeHTa.

B cnyyanx, yKasaHHbIX B NyHKTax 9 - 12 Hactoswero [opsaka, MeavuMHCKUMIA paboTHUK
opopMAAET HasHayeHWe NEeKapCTBEHHbIX MPenapaTtos, B TOM 4YMCAe NOANENKALMX W3FOTOBAEHUIO U
OTNYCKY anTe4YHbIMW OpraHuMsauMammn (ganee - NEKAPCTBEHHble nNpenapaTbl MHAMBUAYANbHOIO
M3roToBNEHMA), Ha peLenTypHOM Bi1aHKe, opopMIeHHOM Ha BymaykHOM HocuTesie 3a CBOEW NoANUCHIo
(nanee - peuent Ha 6ymarKHOM HocuTene), M (MAM) c cornacuMa NauMeHTa MAW ero 3aKOHHOro
npeacrasuTenn <3> Ha peuenTypHom 6naHKe B GOpMeE 3NEKTPOHHOTO AOKYMEHTa C MCMNO/b30BaHWEM
YCUAEHHOWN KBaNMOULMPOBAHHON 3/1IEKTPOHHOW NOANUCU MegUUMHCKOro paboTHUKA (ganee - peuent B
dbopme 3N1eKTPOHHOrO AOKYMEHTA).

<3> B OoTHOWEHUN 1L, YKa3aHHOro B Yactn 2 ctatbn 20 PepepanbHOro 3akoHa ot 21 HoAbps
2011 r. N 323-93 "O6 ocHoBax oxpaHbl 340pOBbA rpaxkaaH B Poccuitickoit deaepauun” (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit ®epepaumn, 2011, N 48, cT. 6724; 2013, N 48, c1. 6165; 2017, N 31, cT.
4791).

Peuent B ¢popme 3NEKTPOHHOIO AOKYMEHTA, COAEPKALMA Ha3HAYeHMe HAPKOTUYECKMX CPeacTB
WAWU NCUXOTPOMHbIX BELLeCcTB, NOAMNMUCLIBAETCA C MCMNO/b30BaHMEM YCUIEHHOW KBanMULMPOBAHHOWM
3/1eKTPOHHOM NOANUCK Nevallero Bpaya uau denbalepa, akylepKu, Ha KOTOPbIX BO3/OXKEHbI GYHKLUN
Nlevalllero Bpaya, 1 COOTBETCTBYHOLLEN MeAMLMHCKOW OpraHM3aLmmn <4>,

<4> Yactb 1 ctatbu 26 PepepanbHoro 3akoHa oT 8 aHBapa 1998 r. N 3-®3 "O HapKoTMYECKUX
cpencTeBax U ncmxoTponHbix BewectBax" (CobpaHune 3akoHogaTenbcTBa Poccuitckoit ®epepaumm, 1998,
N 2, cT. 219; 2003, N 27, cT. 2700; 2011, N 49, ct. 7019; 2013, N 48, cT1. 6165; 2016, N 27, cT. 4238; 2017,
N 31, cT. 4791).

OdopmneHune peLenToB B Gopme 3N1EKTPOHHbIX AOKYMEHTOB OCYLLECTBAAETCA B CyYae NPUHATUA
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YNO/NHOMOYEHHbIM OPraHoOM MUCMOSIHUTENbHOM BAacTM cybbekTa Poccuiickont depepaunm B
COOTBETCTBMM C NyHKTOM 4 cTaTbM 6 PegepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "0O6
06palleHMM NeKapCcTBEHHbIX cpeacTB"” <5> pelweHus 06 MCNo/Ab30BaHMM Ha TeppuTopuM cybbekTa
Poccuitckoit Pepepaumm Hapsgy C peuentamu Ha NeKapCcTBEHHble MpenapaTtbl, 0PpOPMAEHHbIMKU Ha
OymMa)KHOM HocCuTene, peuenToB Ha JIeKAPCTBEHHble Mpenapatbl, COOPMMPOBAHHLIX B dopme
3NIEKTPOHHbIX LOKYMEHTOB.

<5> CobpaHune 3akoHogatenbcTBa Poccuiickoit Pegepaumm, 2010, N 16, cT. 1815; 2012, N 26, cT.
3446; 2017, N 31, cT. 4791.

4. Mpwn BbINUCKE NAUMEHTA M3 MEAMUMHCKOM OpraHusaumn, B KOTOPOM emy OKasbiBanacb
MeAULMHCKaa NoMoLb B CTALUMOHAPHbIX YC/IOBUAX, AaHHOMY MaLMEHTY MO PelweHut0 PyKoBOAUTENS
MeAULMHCKOM opraHM3aumMm HasHadatoTca ¢ obopmaeHnem peuenta B Gopme 3/1eKTPOHHOIo AOKYMEHTA
n (unn) Ha BymaxkHOM HocuTene (3a MCKAYeHMeM OopOPMIEHMA PeulenToB Ha JIEKAPCTBEHHbIE
npenapatbl, NoAsexallmMe oTnycky 6ecnnaTtHoO UM CO CKUAKOWM) Nnbo BblaaloTcA (NauUMeHTy MAM ero
3aKOHHOMY nNpeacTaBUTe/N0) OAHOBPEMEHHO C BbIMMCKOW M3 UCTOPUM 60/Ie3HU NIeKapCTBEHHbIE
npenapaTbl, B TOM YMCAe HAPKOTUYECKME U MCUXOTPOMHbIE IEKAPCTBEHHbIE NpenapaTtbl, BHECEHHblE B
cnmckn Il n Il nepeyHA HapKOTUYECKUX CPeacTB, MCUXOTPOMHbLIX BELLeCTB W UX MPEKYPCOpPOB,
nognexalmx KoHTpoato B Poccuinckoit ®Pepepaumm, yTeep:KaeHHOTO noctaHosaeHUem [paBuTenbCTBa
Poccuitckoit ®epepaumm ot 30 uioHA 1998 r. N 681 <6> (pganee - MepeyeHb), cUAbHOAENCTBYIOLLME
JIeKapcTBeHHbIE NpenapaThbl, HA CPOK NpUema naumMeHTom 4o 5 gHen.

<6> CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaymm, 1998, N 27, ct. 3198; 2004, N 8, cT.
663; N 47, cT. 4666; 2006, N 29, cT1. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572;
2010, N 3, c1.314; N 17, cT1. 2100; N 24, cT1. 3035; N 28, c1.3703; N 31, c1.4271; N 45, cT. 5864; N 50, cT.
6696, cT. 6720; 2011, N 10, cT. 1390; N 12, cT. 1635; N 29, cT. 4466, cT. 4473; N 42, cT. 5921; N 51, cT.
7534; 2012, N 10, cT. 1232; N 11, cT. 1295; N 19, cT. 2400; N 22, cT. 2864; N 37, cT. 5002; N 41, cT. 5625;
N 48, cT. 6686; N 49, cT. 6861; 2013, N 6, cT. 558; N 19, cT. 953; N 25, c1. 3159; N 29, cT. 3962; N 37, cT.
4706; N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, c1. 3763; N 44, cT1. 6068,;
N 51, ct. 7430; 2015, N 11, cT. 1593; N 16, cT. 2368; N 20, cT. 2914; N 28, c1. 4232; N 42, cT1. 5805; 2016,
N 15, ct. 2088; 2017, N 4, cT. 671; N 10, cT. 1481; N 23, ct. 3330; N 30, cT. 4664; N 33, cT. 5182; 2018, N
27, cT. 4071.

5. Ha3HauyeHWe nNeKapCTBEHHbIX MPEenapaToB MNPW OKAa3aHUMM MeAMUMHCKON MOoMOoWM B
CTAaUMOHAPHbIX YCNOBUAX B TpebOBaHMAX-HAKNALHbIX, HanpaBAfeMblX B anTeYHble OpraHu3auuu,
ABNAIOLLMECA CTPYKTYPHbIMM NOAPA3AENEHUAMN MEAUUNHCKOM OpraHM3aumnm, B KOTOPOWM OKa3blBaeTcs
MeOMLMHCKAA MOMOLLb, OCYLLEeCTBAAETCA B COOTBETCTBUM C MHCTpyKumen o nopagKe BbINUCbIBAHWUA
JIeKapPCTBEHHbIX MpenapaToB M 0GOPMAEHUA PELENTOB M TpeboBaHWM-HaAKNAAHbIX, YTBEPKAEHHOM
npukasom MUHUCTEPCTBA 34PaBOOXPAaHEHUA N CcOLMaNbHOro passuTna Poccuiickon Pepepaumm ot 12
deBpans 2007 r. N 110 "O nopaaKe HasHauYeHMA U BbINUCbIBAHWSA NEKAPCTBEHHbIX NPenapaTos, U34enunii
MeANUMHCKOTO Ha3HAYeHMA U CNeLManmM3MpPOBaHHbIX MPOAYKTOB 1e4ebHOro NuTaHua" <7>.

<7> 3apeructpmposaH MuHuctepctBom toctnumm Poccuinickon Pepepaummn 27 anpena 2007 r.,
pernctpaumoHHbin N 9364, ¢  M3MEHEeHWsMM, BHECEHHbIMW  NpuKasamm  MuUHKUCTepCTBa
3[1paBOOXpPaHEeHMA M coumanbHoro passuTus Poccuiickon Pegepauum ot 27 asrycta 2007 r. N 560
(3apernctpupoBaH MuHUCTepcTBOM toCcTUUMKM  Poccuitickon depepaumm 14 ceHtabpsa 2007 r.,
peructpaumoHHbii N 10133), ot 25 ceHTabps 2009 r. N 794H (3apeructpupoBaH MUHUCTEPCTBOM
tocTuummn Poccuiickoit ®eaepaumm 25 Hosbpsa 2009 r., pernctpaumoHHbii N 15317), ot 20 saHBapsa 2011 .
N 13H (3apeructpupoBaH MuHUCTepcTBOM tocTUUMKM Poccuiickoit depepaumm 15 maprta 2011 r,
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pernctpaumnoHHbii N 20103), npukaszamu MUHUCTEPCTBaA 3apaBooxpaHeHusa Poccuitickoit deaepauum ot
1 asrycta 2012 r. N 54H (3apeructpuposaH MuHUCTepcTBOM tocTUUmMK Poccuiickoir depepaummn 15
asrycta 2012 r., peructpaumoHHbin N 25190), ot 26 ¢eBpansa 2013 r. N 94H (3aperucTtpupoBaH
MuHKCTEPCTBOM oCTULUMKM Poccuiickont Pepepaumm 25 nioHs 2013 r., perncTpaumoHHbin N 28881).

6. HasHayeHWe NneKapCTBEHHbIX MPenapaTtoB OCYLLECTBAAETCA MEAULMHCKMM paboTHMKOM no
MEXKAYHAPOAHOMY HEMATEHTOBAHHOMY HAMMEHOBAHUIO, @ MPU ero OTCYTCTBUMU - FPYNNUPOBOYHOMY MU
XMMMYECKOMY HAaMMEHOBaHMIO. B cnyyae  OTCYTCTBMA  MEXAYHAPOAHOro  HENaTeHTOBAHHOrO
HAaMMEHOBaAHMA W TPYNMUPOBOYHOIO WM XMMMUYECKOTO HaMMEHOBaHMA /IEKAapCTBEHHOIO MpPenapaTa,
JIeKapCTBEHHbIM NpenapaTt HazHavyaeTca MeaANUMHCKMM PabOTHMKOM NO TOProBOMY HaMMEHOBAHMIO.

KoHcynbTaHTIAKOC: NpumeyaHue.

Ecnun naumeHTy B CTaumoHape BpavyebHOM KoMUCCMEN Ha3HAYeHO NEKAPCTBO C KOHKPETHbLIM TOProBbIM
HaMMeHOBaHMEM, TO MpPU JIEYEHUN €ro B MHOM CTaLMOHApe MAM aMbynaTopHO emy HasHayaeTcs
npenapar c TeM e TOproBbiMm HaumeHoBaHuem (MoctaHoBneHue Mpasutenbctea PP ot 30.06.2020 N
965).

MpyY HaANYUU MeAMUMHCKUX MOKasaHui (MHAMBMAYabHAA HENepeHOCUMOCTb, MO XU3HEHHbIM
MoKasaHMAM) MO pPeLleHUIO BPaYyebHOM KOMUCCUN MEAMUMHCKOW OpraHusauum <8> ocylecTBaseTca
HasHayeHMe U o0pOpPMNEHME HA3HAYEHWA JIEKAPCTBEHHbIX MPENapaToB, He BXOAAWMX B CTaHZAPTHI
MeANUNHCKON NOMOLLM, pPa3paboTaHHbIX B COOTBETCTBUM € NYHKTOM 4 cTaTbi 10 depepanbHOro 3akoHa
0T 21.11.2011 N 323-®3 "O6 ocHoBax OxpaHbl 340p0OBbsA rpaxaaH B Poccuiickoit Pepgepaumn' <9>, nnbo
Mo TOProBbIM HaMMeHOBaHMAM. PeweHne BpayebHOM KOMMCCUM MELMLIMHCKOM OpraHM3auuu
dUKCUpyeTca B MeAMUMHCKOM AOKYMEHTALMKN NALMEHTa U B KypHaie BpavyebHo Komuccuu.

<8> Mpwukas MuHsgpascoupassmTnsa Poccum ot 5 maa 2012 r. N 502+ "O6 yTBepXAeHMM nopsaaka
CO3aHMA U AeATeNbHOCTM BpavyebHOM KOMUCCUM MEeAMUMHCKOM opraHusauumu" (3apernctpupoBaH
MuHiocTom Poccum 9 wmioHA 2012 r., pernctpaumoHHbit N 24516), ¢ M3MEHEHUAMM, BHECEHHbIMMU
npukasom MuHsapasa Poccum ot 2 aekabpa 2013 r. N 886H (3apeructpuposaH MuHioctom Poccun 23
Aekabps 2013 r., pernctpaunoHHbiin N 30714).

<9> CobpaHune 3akoHogaTenbcTBa Poccuiickoit depepaumn, 2011, N 48, c1. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791, 2018, N 53, cT. 8415.

7. HasHayeHMe nekapcTBEHHOro npenapata B peuenTte Ha Byma)kHOM HocuTese WU peuenTe B
bopme 21eKTPOHHOrO AOKYMeHTa OpOPMAAETCA Ha MMA NauueHTa, 414 KOTOPOro npeaHasHayeH
NeKapCcTBeHHbIN npenapar.

Peuent Ha BymaskHom HocuTesne, opOpPM/IEHHbIM Ha peuenTypHom 6naHke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (n), yTBEpPXAEHHbIX HAacTOALMM MPUKA30M, a TaKXKe PeuenT Ha BymarkHom
HocuTene, odopmMNeHHbId Ha peuenTypHom 6naHke dopmbl N 107/y-HM, yTBep>KAeHHOW MpUKasom
MuHUCTepcTBa 34paBooxpaHeHns Poccuitickoit depepaumm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPMKALLMX Ha3HAYEHME HAPKOTUYECKUX CPeAcTB MM
NCUXOTPONMHbIX BELLECTB, MOPAAKA UX U3FOTOBAEHUA, pacnpesenieHns, permcTpaLmm, yueta u xpaHeHus,
a Takxe npasun opopmnerna” <10> (ganee - dopma N 107/y-HIM), mosKeT 6bITb MOAYYEH NALUEHTOM,
€ro 3aKOHHbIM NPeACTAaBUTENEM UAN TNLOM, UMEOLWMM 0DOPMIEHHYIO B COOTBETCTBMM C FParKAAaHCKUM
3aKoHoAaTenbCcTBOM Poccuiickon Pepepaumnm fOBEPEHHOCTb OT MAUMEHTa Ha NPaBO NOJy4eHUA TaKoro
peuenTa (ganee - ynoJIHOMOYEHHOE NNLO).

<10> 3apeructpupoBaH MuHucTepcTBom toctuumm Poccuiickonn depepaummn 15 asrycra 2012 r.,
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peructpaumoHHblin N 25190, ¢ W3MEHeHMAMM, BHECEHHbIMW MpuKaszamm  MuHUCTEPCTBA
3/paBooxpaHeHua Poccuitickoir depepaumm ot 30 wmwoHa 2015 r. N 385H (3apernctpupoBaH
MuHUCTepcTBOM HOCTULMK Poccuiickon ®enepaumm 27 Hosbpa 2015 r., peructpaumoHHbiii N 39868), ot
21 anpena 2016 r. N 254H (3apeructpmMpoBaH MuHUCTEPCTBOM tOCTMLMM Pocculickolt depepaumm 18
uiona 2016 r., peructpaumoHHbii N 42887), oT 31 oKtabpa 2017 r. N 882H (3aperucTpupoBsaH
MuHKcTEpPCTBOM tocTUUMKM Poccuitickoit depepaumnmn 9 sHeaps 2018 r., pernctpayoHHbin N 49561).

Peuent B popme 31€KTPOHHOTO AOKYMeHTa GOPMUPYETCS C UCNOJIb30BaHMEM FOCYAapPCTBEHHOM
MHPOPMALUMOHHOM cucTembl B cdepe 3apaBoOxpaHeHUs cybbekta Poccuiickont @Pepepauum,
MeaNLMHCKOM MHPOPMALMOHHOM CUCTEMbBI MEANLMHCKOM OpraHmnsaumnm <11>,

<11> Cratbu 91 1 91.1 depepanbHoro 3akoHa ot 21 Hosabpa 2011 roaa N 323-$3 "0O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuitckoli Pepepaunn” (CobpaHue 3akoHomaTenbctBa Poccuiickoit
depepaunu, 2011, N 48, ct. 6724; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; N 39, cT1. 4883; N 48, cT.
6165; 2014, N 30, cT1. 4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27,
cT. 3951; N 29, c1.4397; 2016, N 1, cT1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18,
cT. 2663; N 31, cT. 4794).

daKkT BblgauM peLenTa Ha JIEKAapPCTBEHHbIM MpenapaT 3aKOHHOMY NpeaCcTaBUTEN0 WK
YNOJIHOMOYEHHOMY /UL GUKCUMpPYeTCs B MeULUMHCKOM AOKYMEHTALMK NaLMeHTa.

8. MeanumnHcKkMm paboTHMKam 3anpewiaeTtca opopmaATb peuenTbl NPM OTCYTCTBUM Yy MaLMeHTa
MEANUMHCKMX MOKA3aHWM; Ha He3aperncTpupoBaHHble JIeKapCTBEHHble npenapaTbl <12>; Ha
JIeKapCTBEHHbIE NpenapaThbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKUMEN NO MeAULMHCKOMY NPUMEHEHMIO
npesHasHavyeHbl ANA NPUMEHEHMA TOIbKO B MEANUMHCKMX OpPraHM3aLmaAX; Ha HApPKOTUYECKME CpeacTBa
M MNCUXOTPOMHblE BELLeCTBa, BHECeHHble B CNMUCOK |l lNepeyHa, 3aperncTpupoBaHHble B KayecTse
NIeKapPCTBEHHbIX NPENapaToB, B LEAAX NPUMEHEHNUA 1A NeYEHNA HAPKOMaHUN.

<12> PeweHne CoseTa EBpasmincKOl 3KOHOMMYECKON Kommccum oT 3 Hoabpsa 2016 r. N 78 "O
MpaBunax perncTpaunm M 3KCNEepTU3bl JIEKAPCTBEHHbIX CPEeACTB A8 MeAMUMHCKOro npumeHeHus"
(odunumanbHbIM caT EBpPasMiiCKOro 3KOHOMMYecKoro cotosa http://www.eaeunion.org/, 21 Hos6ps
2016 r.). Cratba 13 depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®#3 "O6 ob6pauieHuun
JIeKapCTBEHHbIX CPeACTB AN MeAUUMHCKoro npumeHeHnn" (CobpaHune 3akoHomaTenbcTBa PoCcUMCKOW
denepaunn, 2010, N 16, ct. 1815; 2015, N 29, cT. 4367; 2018, N 24, cT. 3407).

NHOouBuAayanbHbIM  NpeanpuHUMATENsAM, OCYLLECTBAAWMM  MeAULMHCKYIO  AeATeIbHOCTb,
OOMNOJIHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3ale NMepBOM HACTOAWEro NyHKTa, 3anpeliaeTca
obopmMNATL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CMUCKMU || 1
Il NepeuHs (panee - HapPKOTUYECKME M MCUXOTPOMHbIE NEeKapCTBEHHble npenapatbl crnvckos Il u Il
Mepeyns).

9. MpK Ha3HAYEHUM HAPKOTUYECKMX M MCUXOTPOMHBLIX IEKAPCTBEHHbIX MpenapaToB cnucka
MepeyHs, 3@ UCK/OYEHNEM JIeKapCTBEHHbIX MPENapaToB B BUAE TPAHCAEPMAJIbHbIX TepaneBTUYECKUX
CUCTEM W JIEKApPCTBEHHbIX NpPenapaToB, COAEpPXKalMX HapPKOTUYECKOoe CPeAaCTBO B COYETAHMM C
aHTAaroOHUCTOM OMWOWAHBIX PEeLEenToOpPoB, pPeuenTbl Ha 6yma)KHOM HocuTene 0QpOpPMAAIOTCA Ha
peuenTypHom 6iaHke popmbl N 107/y-HIN.

10. PeuenTypHbIn 61aHK dopmbl N 148-1/y-88 odopmnsaerca npu HasHaYeHNN:

1) HapKOTMYECKMX M MCMXOTPOMHbIX NEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHa B BuAe
TpaHCcAEepPMabHbIX TePaneBTUYECKUX CUCTEM, HAPKOTMYECKUX JIeKapCTBEHHbIX NpenapaTtoB crnucka i
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MNepeyHs, coaepKawmx HAPKOTUYECKOe CpeacTBO B COYETaHUM C  aHTArOHUCTOM  OMUOUAHbBIX
peuenTopoB, NCUXOTPOMHbIX IeKaPCTBEHHbIX NpenapaTtos cnucka lll MepeyHs;

2) neKapcTBeHHbIX npenapaTtos, 06/1a4aloWmMXx aHaboIMYECKOM aKTUBHOCTbIO (B COOTBETCTBUM C
OCHOBHbIM PpapMaKONOrMYECKUM AENCTBUEM) U OTHOCALLMXCA MO aHAaTOMO-TepPaneBTUYEeCKO-XMMMNYECKOM
KnaccuduKaumm, pekomeHa0BaHHOM BcemunpHoM opraHusaumelt 3apaBooxpaHeHmna (ganee - ATX) <13>,
K aHabonnuyeckum ctepongam (Kog A14A) (panee - nekapcTBeHHble npenapaTbl, obnapatolime
aHab0/IMYEeCKoM aKTUBHOCTbIO B COOTBETCTBUM C OCHOBHbIM GapMaKOIOrMYEeCKMM AeNCTBUEM);

<13> Cratba 18 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d®3 "O6 obpalweHum
JIEKapCTBEHHbIX CPeAcTB AN MeauuMHCKoro npumeHeHua" (CobpaHune 3akoHogaTenbCTBa Poccuiickomn
depepaumn, 2010, N 16, cr. 1815; 2014, N 52, cT. 7540).

3) NeKapcTBeHHbIX MPenapaToB, YKa3aHHbIX B NyHKTe 5 MopsagKka oTnycka GU3MYECKUM Aunuam
NeKapCTBeHHbIX NpenapaTtoB 419 MeOULUMHCKOro NMPUMEHEHMA, Co4epXKallux Kpome MasiblX KOan4ecTs
HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M WX MPEKYPCOPOB Apyrve dapmakonornyeckme
aKTUBHblE BELLECTBA, YTBEPXKAEHHOrO npuKasom MUHUCTEPCTBA 34paBOOXPAHEHMA U COLMANBHOIO
pasBuTna Poccuitickon degepaumm ot 17 masa 2012 r. N 562H <14> (panee - lNopagoK OTMNycKa
JIeKapCTBEHHbIX NPenapaTos);

<14> 3apeructpupoBaH MuHucTepcTBOM tocTuumm Poccuiickor Pepepauymm 1 umoHa 2012 r,
peructpaumoHHoln N 24438, ¢ W3MEHEeHMAMM, BHECEHHbIMW MpuKaszamm  MuHUCTEpPCTBA
3paBooxpaHeHMa Poccuitickoit depepaumm ot 10 wmwoHa 2013 r. N 369H (3apernctpupoBaH
MuHUcTepcTBOM tocTuLMm Poccuiickon ®eaepaumm 15 nions 2013 r., pernctpaumoHHbii N 29064), ot 21
asrycta 2014 r. N 465H (3apernctpupoBaH MuHUcTepcTBOM tocTuummn Poccuiickoli depepaunn 10
ceHTAbpa 2014 r., peructpaumoHHbli N 34024), ot 10 ceHtabpa 2015 r. N 634H (3aperucTpupoBaH
MuHucTepcTBOM tocTUUMK Poccuiickont dPepepaumm 30 ceHTAabpa 2015 r., peructpaumoHHbiii N 39063),
oT 31 oktabps 2017 r. N 882H (3aperucTpupoBaH MuUHUCTEPCTBOM tOCTULMM Poccuiickoit degepauun 9
AHBapA 2018 r., pernctpaumoHHbIn N 49561).

4) neKapCTBEHHbIX NPenapaToB MHAMBUAYANbHOTO M3rOTOB/EHUA, COAEPMKALLMX HAPKOTUYECKOE
CPeAcTBO MAM NCUXOTPOMNHOe BewecTBo cnucka |l MepeyHa, u apyrme GbapmakosorMyeckme akTUBHble
BelecTBa B fA03e, He MpPEeBbIWAOWENA BbICWIYHO pPa30oBYyld [J03y, W NpU  YCAOBMM, 4YTO 3TOT
KOMOMHMPOBAHHbLIA JIEKAPCTBEHHbIA MNpenapaTt He SABAAETCA HAPKOTUYECKMM WM MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka |l MepeyHs;

5) NneKapcTBeHHbIX MNpenapaToB, NoOA/MEXKalWMX MPegMeTHO-KOANYECTBEHHOMY Y4yeTy, He
nepeyncaeHHbIX B MOAMNYHKTax 1 - 4 HacToAWEero NyHKTa (3a UCKAOYEHWEeM NIeKapCTBEHHbIX NPenapaTos,
oTnyckaemblx 6e3 peuenTa).

11. PeuenTtypHbit 61aHK dopmbl N 148-1/y-04 (n) odpopmnseTca Npu HazHaYEHUU NEeKAPCTBEHHbIX
npenapaToB rpaxkgaHam, MMeLWUM NpaBo Ha becniaTHoe NoAyYeHWe NeKapCTBEHHbIX NPenapaTos Uan
noJsiydeHue NeKapCTBEHHbIX NPenapaToB CO CKUAKOWN.

12. PeuenTypHbiit 61aHKk dopmbl N 107-1/y opopmaneTca npu HasHaYeHUK:

1) NneKapCTBEHHbIX MNpenapaToB, YKasaHHbIX B MyHKTe 4 [lopagKa OTNyCKa JIeKapCTBEHHbIX
npenaparos;

2) NeKkapcTBEHHbIX MPENapaToB, He yKa3aHHbIX B NyHKTax 9 - 11 HacToAwero MNMopaaka.

13. Mpwy HaszHa4YeHMU NeKapCTBEHHOro npenapaTa MHAMBUAYA/NIbHOIO M3rOTOBAEHUA B peuenTe Ha
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bymaskHoMm Hocutene u (mnn) peuente B GOpMe 3INEKTPOHHOTO AOKYMEHTAa HaWMMeHOBaHUS
NIEKAPCTBEHHbIX MPEnapaToB, BK/OYEHHbIX B MepeyvyeHb NeKapCTBEHHbIX CPpeacTB ANA MeAMUUHCKOro
NPUMEHEHUA, NoANeXalWmx npeameTHO-KO/MYecTBeHHOMY ydeTy <15> (panee - NneKapCTBeHHble
npenapartbl, BKAOUYEHHble B nepeyeHb [KY), yKasbiBaloTca B Haya/se pelenTa, 3aTeM - BCE OCTajibHble
UHIpegneHTbl.

<15> MNpuKas MuHucTepcTBa 34paBooxpaHeHna Poccuiickon ®Pepepaunn ot 22 anpena 2014 r. N
183H "Ob6 yTBEPKAEHMM NEpeYHs JNeKAPCTBEHHbIX CPeACTB ANA  MeAMLMHCKOrO NpUMEHEHMUS,
nogfexalWmx npeamMmeTHO-KONNYeCcTBEHHOMY yyeTy" (3apernctpupoBaH MUHUCTEPCTBOM HOCTUL MM
Poccuitckoit ®epepaumm 22 utona 2014 r., pernctpaumnoHHbiit N 33210), ¢ USMEeHEHUsIMU, BHECEHHbIMMU
npukasamu MuHKUCTepCTBa 34paBooxpaHeHns Poccuiickon deaepauum ot 10 ceHTabpa 2015 r. N 634H
(3apeructpuposaH MuHucTepcTBOM toCcTUUMKM  Poccuiickon depepaumm 30 ceHTabps 2015 .,
pernctpaunoHHbiit N 39063), oT 31 oktabpa 2017 r. N 882H (3apernctpupoBaH MuHUCTEPCTBOM
tocTnumnm Poccuitckoit Pegepaunn 9 aHeaps 2018 r., pernctpaumoHHbin N 49561), ot 5 anpens 2018 r. N
149H (3apeructpupoBaH MuHUCTepcTBOM tocTMumMKM Poccuiickoli ®egepaumm 3 mas 2018 .,
pervctpaumnoHHbiii N 50961), ot 27 utons 2018 r. N 471H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMUK
Poccuitckoii ®epepaumn 14 asrycta 2018 r., peructpaumoHHbiii N 51885).

14. MNpw Ha3HayeHUU SIeKapCTBEHHOro npenapaTa B peuente Ha bymaxkHOm Hocutene u (Mnu)
peuente B dopme 3/1EKTPOHHOrO AOKYMEHTA 3anpeLlaeTcs MpeBblllaTb KOJNYECTBO HaPKOTUYECKMX
CPeAcTB WM MNCUXOTPOMHbIX BELLECTB, KOTOPOe MOXKeT ObiTb BbIMMCAHO B OJHOM peuenTe,
yctaHoBneHHoe npunoxkeHnem N 1 K Hactoawemy [MopAaaKy, 3a UCKIOYEHUEM C/ly4aeB, YKa3aHHbIX B
nyHKTax 16 n 25 Hactoawero Mopaaka.

15. Mpn Ha3HaYeHUWN NEKAPCTBEHHbIX NPENapaToB, BKAKOUYEHHbIX B nepeyeHb MKY, 4033 KOTopbIX
npeBblWaeT BbICWIMIN OAHOKPATHLIA MNpUEM, MeOMUMHCKMI paboTHMK o0603HayaeT 403y 3TOro
NeKapcTBEHHOrO npenapata B peuenTe Ha 6ymakHOM HoOcuTesne MNPONUCbI0 C MPOCTaBAeHUEM
BOCK/IMLLATENIbHOTO 3HAKa W (MM) NPOCTaBASfET BOCKAMLATE/bHbIN 3HaK Npu opopMIeHUN peuenTa B
bopme 3N1EeKTPOHHOTO AOKYMEHTA.

16. KonnuyectBo Ha3HaYeHHbIX NEKapCTBEHHbIX NpenapaToB, BKAOYEHHbIX B nepeyeHb MKY, npu
OKasaHMW MauMeHTaM, HYKAAWMMCA B OJAMTE/IbHOM Je4YeHUU, NEePBUYHON MeLMKO-CaHUTapHOM
NOMOLLM U MNANMATUBHON MELULMHCKOMW MOMOLLM MONKET ObiTb YBENNYEHO C YYETOM KAMHUYECKUX
pekomeHAaunin He 6onee Yem B 2 pasa Mo CPABHEHMIO C KOJIMYECTBOM HAPKOTUYECKUX CPEeACTB Uau
MCUXOTPOMHbIX BELLECTB, KOTOPOE MOMKeT OblTb BbIMMCAHO B OAHOM peuenTe, YCTaHOB/IEHHbIM
npunoxkeHnem N 1 K HacToawemy MNopaaxy.

(B pea. MpuKkasza MuH3gpasa Poccum o1 11.12.2019 N 1022H)

B cnyuasnx, npeaycMoTpeHHbIX ab3alem nepsbiM HaCTOALLEro NYHKTa, Ha peuenTtax Ha 6ymaskHoMm
HocuTene npousBoaMTCA Hagnucb "MNo cneunanbHOMY HasHadeHuo", OTAENbHO 3aBepPeHHan NoAnNmucbio
MeAMLMHCKOro paboTHMKA M MedyaTbio MeAMUMHCKON opraHusauumn "[ns peuenTtos", Ha peuenTax B
dbopme 3NEKTPOHHOrO AOKYMEHTa MpousBoaAuTCA OTMeTKa "Moo chneumanbHOMY HasHayeHuw" ¢
NPOCTaB/feHNEM YCUNEHHOMN KBAANPULMPOBAHHOM 3NEKTPOHHOM NOANNCU MegUUMHCKOro paboTHMKa.

17. CocTaB neKkapCTBEHHOro npenaparta, JNeKapcTBeHHas dopma M obpalleHne MeauLMHCKOro
paboTHMKa K dapmaueBTUYECKOMY paboTHMKY 06 OTNyCKe SieKapcTBEHHOro npenapaTta oGoOPMASIOTCA Ha
NATUHCKOM fi3blKe B POAUTE/IbHOM MagerKe.

Mpn odopmneHuMn peuenTypHbix ONaHKOB  [OMYCKAaeTCA WUCNO/b30BaHWE  COKpaLLeHui
(npunoskeHune N 2 K HacToAwemy Mopagky).

an Ha3Ha4YeHUNM NEeKaApPCTBEHHOIo npenaparta He AOO0NnyCKaeTcA COoKpauleHune 61M3KNX  no
HaMMEHOBaHNAM UHIpPeaneHTOB, COCTaBAAKOWUNX /'IEKapCTBeHHbIﬁ npenapar, He no3BoaArWUnX
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YCTaHOBWUTD, KaKon MMeHHO ﬂEKapCTBeHHbIﬁ npenapart Ha3Ha4eH.

18. Cnocob npMmMeHeHMA NeKapCcTBEHHOrO npenaparta 0603HaYaeTca € yKasaHMem [03bl, 4acToTbl,
BPEMEHWN Npuema OTHOCUTENIbHO CHa (YTPOM, Ha HOYb) WU ero AJAUTENbHOCTU, a ANA NEeKaPCTBEHHbIX
npenapaTos, B3aMMOAENCTBYIOLWMX C MULLEN, - BPEMEHUN NX YNOTPEbAEHMA OTHOCUTEIbHO NpUema nuum
(mo eabl, BO Bpems eapl, nocne eapl).

19. MNpu HeobX0AMMOCTU HEMEAIEHHOTO UM CPOYHOrO (B TeueHne AByX pabounx AHen) oTnycKa
JIEKapCTBEHHOrO npenapata nNauueHTy B BepXHeM YacTu peuenta Ha OymarKHOM HocuTene
npocrtasasatoTcs ob6o3HayeHus "cito" (cpouHo) nnm "statim" (HemeaneHHo). AHanorMyHble 0603HaYEHUA
NPOCTaBAAOTCA B BUAE OTMETOK Npun opopmieHmmn peuenTta B popme 3/1EKTPOHHOTO AOKYMEHTA.

20. MNpn 0bopMNEHUN Ha3HAYEHUA FOTOBOIO IEKAPCTBEHHOIO NpenapaTa B peLenTte Ha 6ymarkKHOM
HocuTene uan peuente B GOPME 3NEKTPOHHOTO OOKYMEHTA KO/IMYECTBO [AENCTBYHOLWMX BELLECTB
YKa3blBaeTCs B COOTBETCTBUM C MHCTPYKUMEN NO MEeOULMHCKOMY MNPUMEHEHUIO NIEKAPCTBEHHOTO
npenapara.

Mpn odopmneHUn HaszHaYeHUA NEeKAPCTBEHHOrO npenapaTta MHAMBUAYANbHOIO M3rOTOB/IEHMA B
peuente Ha OymarKHOM HocuTene wmam peuente B GOpPME 3/EKTPOHHOFO AOKYMEHTA KOJIMYECTBO
TBEpPAbIX M CbiNyumx hapmaLeBTUYecKMx cybcTaHumMin yKasbiBaeTcs B rpammax (0,001; 0,5; 1,0), »KuAKmMX -
B MUAIMAUTPAX, FPAMMaXxX U Kanasx.

21. PeuenTtbl Ha Byma)kHOM HocuTene, B popme 3NEeKTPOHHOTO AOKYMeHTa, 0QOpPM/EHHbIE HA
peuenTypHom 6naHke ¢opmbl N 148-1/y-88 M npeaHasHayeHHble AR OTMYCKAa JIeKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoAnyHKTamu 2 - 5 nyHKTa 10 HacToswero MNopaaKa, 4eNCcTBUTENbHbI B
TeueHue 15 gHeln co AHA obopMaeHUA.

22. Peuentbl Ha BymaxkHOM HocuTene, B Gopme 3/IEKTPOHHOrO AOKYyMeHTa, odOpM/IeHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04 (n) n npegHasHayeHHble AN OTNYCKa JIEKapCTBEHHbIX
npenapaTos rpaxaaHam, ykasaHHbIM B NyHKTe 11 HacTosiwero MNopsagKka, gencresmutenbHbl B TedeHme 30
AHel co AHs opOopMIEHMA, 33 WUCKIYEHMEM csiydaeB O0POpM/IEHMA pelenTa B COOTBETCTBMU C
nyHKTamu 39 u 40 HactoAwero MopaaKa, NpM KOTOPbIX OH AeAcTBUTENEeH B TeyeHne 15 aHen co aHA
odopmneHus.

(B pea. MpuKkasza MuH3gpasa Poccum o1 11.12.2019 N 1022H)

23. PeuenTtbl Ha BymaxHOM HocuTene, B dopme 3/IEKTPOHHOrO AOKYMeHTa, odOpM/IEeHHble Ha
peuenTypHom 6naHKke ¢popmbl N 148-1/y-04 (n) n npegHasHayeHHble ANA OTMYCKA JIeKapCTBEHHbIX
npenapaToB rpaxgaHam, AOCTUIIMM MEHCMOHHOIO BO3pacTa, MHBA/AMAAM MEepBOM rpynnbl, AeTAM-
WMHBAAMZAM, a TaKXKe rpakgaHam, CTPajaloWmMm XPOHWYECKMMM 3abosieBaHMAMM, Tpebylowmmm
A/IMTENbHOrO KYPCOBOTO NIeYeHUA, AeNCTBUTENbHbI B TeueHne 90 aHei co aHA opopmaeHus.

[Ona nevyeHUs XpPOHUYECKUX 3a00NeBaHMIA YKa3aHHbIM KATEropuAM rpaxgaH NeKapCTBEHHble
npenapatbl ¢ 0bopMAEHNEM PELLENTOB Ha ByMaxKHOM HOCUTENe UK peL.enToB B GOpme 3N1eKTPOHHOTO
OOKYMEeHTa MOryT Ha3zHayaTbCA Ha Kypc fiedyeHuna o 180 aHen.

(B pea. MpuKkasza MuH3gpasa Poccum o1 11.12.2019 N 1022H)

24. PeuenTtbl Ha Byma)kHOM HocuTene, B popme 3N1eKTPOHHOTO AOKYMeHTa, 0odOpMAEHHbIE Ha
peuentypHom 6naHke dpopmbl N 107-1/y v NnpeaHasHaYeHHble A1A OTNYCKa 1IEKapCTBEHHbIX NPenapaTos,
npeaycMoTpeHHbIX MyHKTOM 12 Hactoswero Mopaaka, AeicTBuTesbHbl B TedeHue 60 AHelt co AHA
odopmneHus.

MpM HasHaYyeHMM T[OTOBbIX JIEKAPCTBEHHbIX MNPEnapaToB M JIeKapCTBEHHbIX MpenapaTos
WMHANBUAYANbHOIO M3roTOB/IEHNA NauMeHTam ¢ 3a6oseBaHUAMM, TPEBYIOWMMU ANUTENBHOTO KYpCOBOro
neyeHus, ¢ opopmaeHMemM Ha peuenTypHom 6naHke ¢opmbl N 107-1/y peuenta Ha 6ymarkHOM
HocuTene uAM B Gopme 3NEeKTPOHHOTO AOKYMEHTa YCTaHaB/AMBaeTCA CPOK AelcTBMA peuenTta B
npegenax A0 04HOMO KaseHAapHoro roaa.
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B cnyyae yCTaHOBNEHMA CpPOKa AeNCcTBMA peulenta B npegenax A0 OAHOMo roga B peuenTe
npocTtaBnseTcs oTmeTKa "o cneumanbHOMY Ha3HadeHWto", 0603Ha4YaeTcs CPoK AeNCTBUA peuenta U
NepMoAMYHOCTb OTMNYCKa JIEKAPCTBEHHbIX MPenapaToB U3 anTeYyHOoM opraHn3aLmMm Uan UHOUBUAYANbHbIM
npeanpuHUMaTeNem, UMEIOLWMM INLLEH3UIO Ha papMaLeBTUYECKYIO AeATeNbHOCTb <16> (exkeHeaenbHo,
€KeMeCsYHO M WHble nepuogbl). JONoSHUTENbHO 3TO YyKasaHWe 3aBepsaeTcs MoANUCbI0 U MedyaTblo
MeAULMHCKOro paboTHMKa, a TaKKe Mne4yaTtbio MeAMUMHCKOW opraHusauum "Ana peuentos” (ans
peuenta Ha OYMa)KHOM HoOCUTEeNe) WAU YCUIEHHON KBanuUGUUMPOBAHHOW 3/1EKTPOHHOW MNOAMNUCHIO
MeANLMHCKOro paboTHMKa M nua, YNOJHOMOYEHHOIO 3aBEPATb AOKYMEHTbl OT UMEHU MeAMLUHCKOM
opraHusaumm (ana peuenTa B dopme 3/1eKTPOHHOTO AOKYMEHTA).

<16> MyHKT 47 vactn 1 ctatbm 12 degepanbHoro 3akoHa oT 4 mas 2011 r. N 99-#3 "O
JNINLUEH3NPOBAHUM OTAENbHbIX BMAOB AeatenbHocTn" (CobpaHue 3akoHoaaTenbcTBa Poccuitckom
depepaunu, 2011, N 19, c1. 2716; 2012, N 31, cT1. 4322; 2013, N 9, cT. 874; N 27, c1. 3477; 2014, N 30, cT.
4256; N 42, ct. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44, c1. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, cT1. 5116; N 45, cT. 6841; N 53, cT. 8424).

25. Peuentbl Ha npou3BogHble 6apbUTYPOBOM KMUCNOTbl, KOMOWMHMPOBAHHbLIE NEKAPCTBEHHbIE
npenaparbl, coaepaline KogenH (ero conun), MHble KOMBUHUPOBAHHbIE NEKAPCTBEHHbIE MPenapartsl,
nogsexawme npegMeTHO-KOMYECTBEHHOMY YYeTy, JieKapCTBeHHble MpenapaTbl, obnagawowme
aHaboNMYECKOM aKTUBHOCTbIO B COOTBETCTBMW C OCHOBHbIM (apMaKO/IOTMYECKMM OENCTBUEM, O
JIeYeHUs NaLMeHTOB C XPOHUYECKMMU 3aboneBaHUAMM MOTyT 0GOPMAIATLCA Ha Kypc nedyeHua ao 60
aHen.

B cnyyae, Koraa Kypc JsiedeHua cocTasasieT 6onee 30 aHel AOMNO/HUTENbHO B peulenTax Ha
6ymarKHOM HocuTene npoussBoaMTca Hagnucb "lMo cneunanbHOMY HasHayeHuto", 3aBepeHHasn
noanucbio MeAMUMHCKOTO pPaboTHMKA WM neyaTblo MeauUMHCKOM opraHmsaumm "Ona peuentos”,
peuentax B GOpme 3NeKTPOHHOro [OKYMeHTa npousBoauTca oTmeTKa 'Tlo  cneunanbHomy
HasHayeHuo", C NpoCTaBNEHUEM YCUNEHHOW KBanMOUUMPOBAHHOM  3SNEKTPOHHOM  nmoanucu
MeAULMHCKOro paboTHMKa M nLa, YNOJIHOMOYEHHOMO 3aBepPATb AOKYMEHTbI OT MMEHU MeaMLNHCKOM
opraHmMsauuu.

(8 pea. Mpukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

26. PeuenTt Ha GymarkHOm HocuTesne, B pOpMe 3/IEKTPOHHONO AOKYMeHTa, OQOPMIEHHbLIN C
HapylweHnemM YCTaHOBJ/IEHHbIX HAaCTOALWLNM nOpﬂp,KOM TpGﬁOBaHMVI, cYynTaeTca HG,CI,GVICTBMTeﬂbeIM.

Il. HasHaueHWe neKkapcTBEHHbIX NPenapaToB NpU OKasaHUU
MeAULMHCKOA NOMOLLM B CTAaLMOHAPHbIX YCI0BUAX

27. Mpn OKasaHuM nauuneHTty Mep,Ml_LMHCKOVI nomouwmn B CTaUMOHAPHbIX YCNOBUAX HaA3Ha4veHue
NNEKAPCTBEHHbLIX NMpenapaTtoB nNpounssoanTCA 6es Od)OpM!'IEHMFI peuenta megnunHCKUm pa6OTHMKOM
eanHO/INYHO, 3a UCKNKOYEHNEM CNYyYHaEB, YKAa3aHHbIX B MYHKTE 28 HacToALwero MopaakKa.

28. CornacoBaHne Ha3Ha4vyeHWA NNIEKAPCTBEHHbLIX MpenapaTtoB C 3aBeAylouwMM oTaeNeHUnem Uaun
OTBETCTBEHHbLIM AOEXYPHbIM Bpa4YOM nmbo Apyrmum nnuom, ynoIHOMOYEHHbIM MPUKA30M INaBHOIo Bpa4da
Me,EI,MLI,MHCKOl\;I OopraHnsauunn, a TaKXe, Npu Haanymun, C Bpayvyom - KJAUHUYECKUM d)apMaKOﬂOFOM
HeO6XO[J,MMO B CQiy4daax:

1) OAHOBPEMEHHOIO Ha3Ha4YeHUNA NATU U 6onee NNEKAPCTBEHHbIX MPENAapaToB O4HOMY NaUNEHTY;

2) Ha3HAYeHUA NeKapPCTBEHHbIX NPENapPaToB, He BXOAALWMX B NepeyeHb KU3HEHHO HeobX04MMbIX
M BaXHEMLWNX NeKapCTBEHHbIX MpenapatoB <17>, Npyu HETUNMMYHOM TeyeHuM 3abosieBaHUs, HaAUYUU
OC/IOKHEHU OCHOBHOro 3abonesaHua W (Mau) conyTtcTBylOWMX 3a60neBaHW, NPU Ha3HAYEHUU
NeKapcTBeHHbIX MNpenapaTtosB, 0CO6eHHOCTM B3aMMOAEWCTBMA M COBMECTMMOCTM KOTOPbIX COF1acHO
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MHCTPYKUMAM NO WX MPUMEHEHUIO MPUBOAAT K CHUKEeHWo 3ddeKTMBHOCTM M 6HesonacHocTU
dbapmakoTepanum n (MaKn) co3gatoT NOTEHLMANbHYIO ONACHOCTb AJA XU3HM W 340P0BbA NaLMeHTa.

<17> MNyHKT 1 cTatbm 60 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6paweHmm
NeKapcTBeHHbIx cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaunn, 2010, N 16, cT. 1815;
2012, N 26, cT. 3446; 2014, N 52, cT. 7540).

B YKa3aHHbIX C/ly4aAX Ha3Ha4YeHWe NEeKaPCTBEHHbIX MNMpPenapatos d)MKCVIDYETCFI B Meﬂ,VILI,MHCKOﬁ
AOKYMEHTaUMN NauneHTa W 3aBepAeTcA noanmncbiro mMeanunHCKOro pa6OTHMI-(a 1M 3aBegyrouwero
oTAENEHNEM (OTBETCTBGHHOI’O AeXYPHOro spaya nam 4pyroro ynoJiHOmMo4eHHoOro nmu,a).

29. MeguuMHCKMIA pabOTHUK MeAMUMHCKOW OopraHusauuu (ee CTPYKTYPHOroO noapasaeneHus),
pacnonoXeHHOM B CeNbCKOM HACe/NIeHHOM MyHKTE, OCYLLEeCTBAAET Ha3HayeHMe JIeKapCTBEHHbIX
npenapaTos B C/y4asx, yKa3aHHbIX B NyHKTax 28 1 30 HacTosAwero Nopagka, eAMHONINYHO.

30. Mo pelweHuto BpayebHON KOMUCCUM NaLMEHTAM MPU OKA3aHUM UM MELULNHCKOM MOMOLLN B
CTAUMOHapPHbIX YCAOBMAX HA3HAYAKOTCA JIEKAPCTBEHHble MpenapaTtbl, He BK/AIOYEHHble B MepeyeHb
KM3HEHHO HeobXOAMMBIX M BaXKHEWLWWUX NIeKapCTBEHHbIX NPenapaTtoB, B C/y4ae WX 3ameHbl M3-3a
WHAMBUAYANbHOM HENEPEHOCMMOCTM, NO HKU3HEHHbBIM MOKA3aHUAM.

PeweHne BpayebHON KOMMCCUM PUKCUPYETCA B MEAMLMHCKOW AOKYMEHTauuu naumeHTa W
ypHane BpayebHoI Komuccuu.

31. B caydyaax obcnenoBaHMA U NleYeHUs TpaKaaHWHA B CTaLMOHApHbIX YCAOBUAX B pPaMKax
nNpeaocTaBAeHMs MeAULMHCKMX YCAYr Ha BO3ME3AHOW OCHOBE 33 CYET JIMYHbIX CPEeACTB rparkaaH,
CPeACTB PUAMYECKUX ANL, U UHbIX CPeACTB Ha OCHOBaHWM [0rosopa, B TOM 4MCile A0rosopa
[06POBO/IBHOTO MEAMLMHCKOrO CTpaxoBaHMAa <18>, emy MOryt 6biTb Ha3HayeHbl JIeKapCTBEHHble
npenapatbl, He BXOAALlME B MepeyeHb MMU3HEHHO HEeOobXOAMUMbBIX U BaXKHEMLUX JIeKapCTBEHHbIX
npenapaTos, ec/iM UX Ha3HaYeHne 1 NpMMeHeHne 06yCN0BAEHO MEANLIMHCKMMM NMOKa3aHUAMM.

<18> MNocraHoBneHune MpaButenbctea Poccuitckoit Pepepaumm ot 4 oktabpa 2012 r. N 1006 "06
yTBEpPXKAeHUM MpaBua NpeaocTaBAeHUA MEANUNHCKMMM OPraHM3auMaAMM NAATHbIX MeAULMHCKMX yeayr"
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepauymm, 2012, N 41, cT. 5628).

lll. HasHayeHMe neKapCcTBEHHbIX NpenapaTos
Npu1 OKa3aHUU NepPBUYHON MeAUKO-CaHUTAPHOMU NOMOLLM, CKOPOiA
MeAULMHCKON NOMOLLU U NaNIMAaTUBHON MeAULMHCKON NOMOLLU

32. Mpn OKasaHUM NEepBUYHON MEAUMKO-CAaHWMTAapHOM NOMOLLM M MANANATUBHOW MEeLULIMHCKOM
NOMOLM B aMOyNaTOPHbIX YCNOBUAX HA3HAYEHWE JIEKApPCTBEHHbIX MPenapaTtoB OCyLLeCcTBAAETCA
MeANLMHCKMM PabOTHUKOM B C/Ty4aAX TUMWYHOFO TeyeHMA 3a601eBaHNA NALUMEHTA UCXOAA U3 TAXKECTU U
XapaKTtepa 3aboneBaHus.

33. HasHayeHMe NeKapCTBEHHbIX MPENapaToB MO peleHuto BpayebHoW KOMUCCUMM NPU OKasaHuu
NepBMYHON MeLMKO-CAaHWUTAPHOM MOMOLLM, MaNAMATUBHOM MEAMLMHCKON NOMOLM B ambynaTopHbIX
YCN0BUAX NPON3BOAUTCA B CAyYanX:

1) OAHOBpPEMEHHOIo HasHa4YeHnA oAHOMY NaUUeHTY NATU U 6onee NeKapCTBEHHbIX NpPenapaTos B
TeyeHne ogHuX CyToK Uaun ceblille AeCATU HaMMeHOBaHWI B TeYEHME OAHOro mecaua;

2) Ha3Ha4YeHMA NeKapCTBEHHbIX NMpenapatos Npu HETUNMUYHOM TeYeHUU 3a6OI'IeBaHVIFI, Han4ynm
OC/NOXHEHUI OCHOBHOro 3abosieBaHMA WU (I/I}'IM) conyTcrBytownx 3360n633HMVI, np1 Ha3Ha4YeHUU
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JIeKapCTBEHHbIX MpenapaTos, 0COBEHHOCTM B3aMMOAENCTBMA M COBMECTMMOCTM KOTOPbIX COMNacHo
MHCTPYKLUMAM MO UX MPUMEHEHMIO MPUBOAAT K CHUMKEHMIO 3PPEKTMBHOCTM U 6e30MacHOCTN nedeHns
naumeHTa 1 (MaKn) co3aaroT NoTEHLMAbHYIO ONacHOCTb A1A XU3HU U 340P0BbA NaLUeHTa;

3) nepBMYHOrO Ha3HaAYeHWs MNaALMEHTY HAPKOTUYECKMX U MCUXOTPOMHbLIX JIEKAPCTBEHHbIX
npenapatoB crnvckoB Il u lll MepeyHa (B ciyyae NPUHATUA PpyKOBOAUTENEM MEAMLMHCKOW OpraHu3aLmm
peleHns o HeobXo4MMOCTM COrNAacoBaHMA Ha3HAYEHUA TaKNX IEKAPCTBEHHbIX NPENapaToB ¢ BpayebHo
Komuccuen).

34. MoBTOpPHOE HA3HAYEHME HAPKOTUYECKUX M MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MNPENapaTos
cnuckos Il u Il NepeyHs npounsBoaUTCA MEAULMHCKMM PabOTHMKOM CamMoOCTOATENbHO MNauMeHTam C
Bblpa*keHHbIM 60/1€BbIM CUHAPOMOM N060ro reHesa, HapyLeHUEM CHa, CYAOPOMKHbIMU COCTOAHUSAMMU,
TPEBOKHbIMW paccTpoiicTBamu, GobuaMM, MCUXOMOTOPHbIM BO3OYKAEHNEM.

35. Mpu OKasaHUW CKOpOIM MeaMLMHCKOM MOMOLLM NeKapCTBEHHble MpenapaTbl HasHavatoTcA
MeAUNLMHCKMM pPaboTHMKOM Bble3aHOMW 6puragbl CKOpPOM MeAULMHCKON MNOMOLWM, MeANULUHCKUM
pPaboTHUKOM MeANLMHCKON OpraHu3auMm Mnpu OKa3aHUM MeAMLMHCKOM MOMOLM rpaxaaHam npu
32060/1eBaHUNAX, HECYACTHbIX C/y4asax, TpPaBmMax, OTPaABJAEHUAX M APYIUX COCTOAHMAX, TPEOYIOLNX
CPOYHOrO MeAMLIMHCKOro BMeLlaTeIbCcTBa.

IV. HazHaueHMe NIeKapCTBEHHBIX NPenapaTos rpa)kaaHam,
MMeIoLWMM NpaBo Ha 6ecnaaTHoOe NoJslyYeHne eKapCTBEHHbIX
npenapaTtos UM NoJiyYeHne SIeKapCTBEHHbIX NpenapaTos
€O CKMAKOW, NPU OKa3aHUM NepBUYHOM
MeANKO-CaHMTapHOI NOMOLLU

36. Mpy OKasaHUM NEPBMYHON MEAMKO-CAaHUTAPHOM MOMOLLM HasHaYeHue MeaULMHCKUM
PaboTHMKOM C Yy4eToM CTaHOAPTOB MeAMUMHCKOM nomMolwM <19> neKapcTBeHHbIX NpenapaTos,
OTnycKaemblx 6ecnnaTHO MAM CO CKMAKOW, TrpakAaHam, WMeloWwum npaBo Ha obecneyeHune
NeKapcTBEHHbIMM NpenapaTamm 3a CYET CpeacTB BI0AKETHbIX aCCUrHOBaHUI dpeaepanbHoro boaxKerta u
6toa:keToB cybbekToB Poccuiickoit Peaepaumn, ocyWwecTBASETCA Ha peuenTypHom 6naHke ¢popmbl N
148-1/y-04 (n).

<19> Cratbs 37 depepanbHOro 3akoHa oT 21 Hosbpsa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
340p0BbA rpaxkaaH B Poccuiickoit depepaunn” (CobpaHne 3akoHomaTenbcTBa Poccuitickoit deaepaumu,
2011, N 48, cT. 6724; 2018, N 53, cT. 8415).

Mpn odopmneHun peuenta Ha 6naHke dopmbl N 148-1/y-04 (n) Ha 6ymarkHOM HocuTene
obopMAAlTCA ABa 3K3eMnaApa, OAMH M3 KOTOPbIX OCTAaeTca B anTeyHOM OpraHusaumu, BTOPON - B
MeANUNHCKON JOKYMEHTALMN NaumeHTa.

(n. 36 B pea. MNpukasa Munsgpasa Poccum ot 08.10.2020 N 1075H)

37. MNpaBo Ha3Ha4aTb NEeKAPCTBEHHbIe npenapaTbl rpaxXgaHam, UMerLWUM NPaBo Ha b6ecnnatHoe
nonyyeHMe NeKapCTBEHHbLIX MpPenapaTtoB WU NoayvyeHUe NeKapPCTBEHHbLIX MpenapaTtoB CO CKMAKOVL
TaKXe UMEIOT!

1) meanumHcKne paboTHMKKM, paboTalolme B MeAULMHCKON OpraHM3aummn no COBMECTUTENbCTBY
(B npeaenax ceBoelt KoMneTeHUUK);

2) MeguuUMHCKME PabOTHUKM CTaLMOHApHbIX OPraHM3auMii COUMaANbHOro O6CNYXUBaAHUA Npu
HaAUUMM NULEH3UU Ha OCYLLECTBAeHMe MeAMLMHCKOM aeaTenbHocTM <20>, npedycmatpusaiollei
BbiNO/IHEHWE pPaboT (OKasaHWe ycayr) MO OKasaHWIo MEePBUYHON MeaAMKO-CaHUTapHOM MNomMolM B
ambynaTopHbIX YCN0BMAX (HE3aBUCMMO OT BEeAOMCTBEHHOMN NPUHAANEKHOCTH);
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(8 pea. NMpukasa MuHsapasa Poccum o1 08.10.2020 N 1075H)

<20> TMyHKT 46 yactm 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-#3 "O
NNUEH3NPOBAHUM OTAENbHbIX BUAOB AeatenbsHocTn" (CobpaHue 3aKoHodaTenbcTBa Poccuiickoi
depepaunu, 2011, N 19, c1. 2716; 2012, N 31, cT. 4322; 2013, N 9, cT. 874; N 27, c1.3477; 2014, N 30, cT.
4256; N 42, ct. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44, c1. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, c1.5116; N 45, cT. 6841; N 53, cT. 8424).

3) mMeguUMHCKME PAabOTHUKM MEeAMUMHCKMX OpPraHu3aLMi, OKasbiBalOWMX MEPBUYHYI0 MeAWMKO-
CaHUTApPHYIO MOMOLb, MNOABEAOMCTBEHHbIX ¢eaepanbHbiM OpraHam WCMOAHUTENbHOW BAACTU WK
OopraHam MCNoIHUTEIbHOM BiacTM cybbeKToB Poccuitckolt depepaunu;

4) vHAMBMAYyanbHble NpeanpUHMMATENN, OCYLLECTBAAIOWME MEeAULUMHCKYIO AeATeNbHOCTb U
BK/IOYEHHbIE B PEecTp MeAMLMHCKMX OpraHusauunii, OCYLeCTBAAIWMX AeATeNbHOCTL B cdepe
0653aTeNbHOro MeAMLMHCKOro CTPaxoBaHuA.

38. MNpu Ha3HaYeHUN NIeKAPCTBEHHbIX NPenapaToB rpakaaHam, MMelLWumMm nNpaso Ha becnaatHoe
NnoslyyeHMe NeKapCTBEHHbIX MPEnapaToB MAM NOJAYYEHWE NEKAPCTBEHHbIX NMPENapaToB CO CKUAKOW, B
peuenTe YyKasblBaeTcA Homep TenedoHa, NO KOTOPOMY pPabOTHMK anTeyHor opraHM3auuu npwm
HEeobHbX0AMMOCTU MOXKET COr/1acoBaTb C MEAULUHCKUM PabOTHMKOM 3aMeHy IeKapCTBEHHOTO NpenaparTa.

39. HasHayeHMe HapPKOTMYECKMX U MCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaToB cnucka Il NepeyHn
(33 MckNoYEeHMEM NIEKAaPCTBEHHbIX NpenapaToB B BUAE TPAHCAEPMAbHbIX TepaneBTUYECKMUX CUCTEM, a
TAKXXe NeKapCTBEHHbIX MNPEenapaTtoB, COAEP!KAWMX HAPKOTUYECKOe CPeacTBO B COYETaHMM C
aHTAroHUCTOM OMUOMAHbLIX PELEenTopoB) rpa)kgaHam, MMEKWMM npaBo Ha becnnaTHoe nosyyeHue
NIeKapPCTBEHHbIX NPENapaToB UM NONYYEHMA NEKAPCTBEHHbIX NPENAPaTOB CO CKMAKOM, OCYLLECTBAAETCA
Ha peuenTtypHom 6aaHke dopmbl N 107/y-HI, K KOTOpOMY AOMNOAHUTENbHO ObOpMAAETCA PeuenT Ha
peuentypHom 6naHke dpopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUN Ha BymaskHOM
HocuTene).

40. HazHayeHWe HapKOTUYECKUX U NCUXOTPOMHbIX SIEKAPCTBEHHbIX NpenapaTtos cnucka |l MepeyHsa
B BMAe TPaHCAepMasibHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NeKapCTBEHHbIX MpenapaTos
cnucka Il MNMepeyHsa, copeprKalunx HapKOTUYECKoe CpeaCcTBO B COYETaHUU C aHTarOHUCTOM OMUOWUAHDIX
peLenTtopoB, MNCUXOTPOMHbLIX JIeKApPCTBEHHbIX MpenapatoB cnucka Il [epeyHa, nexkapcTBEHHbIX
NpenapaToB, BK/OYEHHbIX B NepeyeHb MNKY, nekapcTBeHHbIX NpenapaTos, obaasatowmx aHabomyeckoi
aKTMBHOCTbIO B COOTBETCTBUM C OCHOBHbIM GApPMaKONOTMYECKMM [ENCTBMEM, KOMOMHMPOBAHHbIX
NIeKapCTBEHHbIX MNpenapaToB, YKasaHHbIX B noAnyHKTe 3 nyHKta 10 Hactoawero [lopagka,
npesHasHavyeHHble A1A NeYeHUs rpaxKaaH, MMeoLWMX NpaBo Ha becnaaTHoe NoyYeHe IeKapCTBEHHbIX
npenapaTtoB WAM MOJIyYEHUE JIEKAPCTBEHHbIX MNpenapatoB CO CKUAKOW, OCYLLEecTBAAeTCcA Ha
peuenTypHom 6naHke ¢popmbl N 148-1/y-88, K KOTOpoMy AOMOAHWUTENbHO OdOPMAAETCA peuenT Ha
peuentypHom 6naHKke dopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUU Ha ByMarkHOM
HocuTene).

MpunoxkeHne N 1

K MNopsaky HasHayeHuA
JIeKapCTBEHHbIX NPENapaTos,
YTBEPKAEHHOMY NPUKa3oM
MWHUCTEPCTBA 34paBOOXPAHEHMNS
Poccuitckoit ®epepaumm
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KOJIMYECTBO

oT 14 anBapa 2019 r. N 41

HAPKOTUYECKMX CPEACTB U/IU MCUXOTPOMHbIX BELWECTB, KOTOPOE
MOMET BbITb BbIMUCAHO B O4HOM PELLENTE

N n/n | MexayHapoaHoe HenaTeHTOBaHHOE ®opma BbinycKa u Konunuectso
HaMMeHOBaHWE HAPKOTUYECKOTO U 0,031MpOBKa
NMCUXOTPOMHOFO NEKAPCTBEHHOIO
npenapara
1 bynpeHop¢dumH + HanokcoH TabneTku 60 TabneToK
Cy6NHIBaNbHblE
0,2 mr+0,2 mr (ynakoBKa, KpaTHasa N 20)
2 bynpeHopduH PacTBOp ANs UHBEKLUN, 30 amnyn (wnpuuy-
0,3 mr/mn 1 mn TI06MKOB)
3 BynpeHopduH TpaHcaepMasibHbIM
nnacTbipb
35 mKr/uac 20 nnacTbipen
52,5 MKr/uac 10 nnacTbipeit
70 mKr/uac 5 nnactbipen
4 OvrngpokoaenH TabneTtku
NPOJIOHTMPOBAHHOIO
aencreums
60 mr 40 TabneTok
90 mr 30 tabnetok
120 mr 20 TabnetoK
5 MopduH PactBOp ANs MHBEKLUN,
pacTBop ANA 20 amnyn (wnpuu-
NOAKOXHOro BBEAEHMA TI06MKOB)
10 mr/mn 1 mn
6 KogeunH + MopduH + HockanuH + Pactsop ons
ManasepuH + TebanH NOAKOMHOro BBeAEeHUA
0,72+5,75+2,7+0,36 + 20 amnv
0,05 mr/mn 1 mn 1,44 + ¥
11,5+5,4+0,72+0,1
mr/mn 1 mn
7 TpumenepuauH TabneTtkun 25 mr 50 Tabnetok
8 TpumenepuamH PacTBop 415 UHBEKLUN

10 mr/mn 1 mn

20 amnyn (wnpuu-
TIobMKOB)




20 mr/mn 1 mn

9 MopduH TabneTtku (Kancynbl)
NPO/IOHTMPOBAHHOIO
aencreums
10 mr 180 Taba. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 40 1abn. (kanc.)
100 mr 20 T1abn. (kanc.)
200 mr 20 Tabn. (Kanc.)
10 MopduH TabneTku
5 mr 100 TabneTok
10 mr 100 TabneTok
11 MopduH Kanau gna npuema
BHYTPb 4 ¢onakoHa
20 mr/mn 20 mn
12 MopduH PactBop ana npuema
BHYTPb (MOHOA03bI)
2 Mmr/mn 5 mn 100 amnyn n/s
6 Mmr/mn 5 mn 80 amnyn n/3
20 mr/mMmn 5 mn 30 amnyn n/3
13 OKcuKomoH + HanokcoH Tabnetku
NPOJIOHIMPOBAHHOTO
aencrens
5mr+2,5mr 100 TabneTokK
10 mr+ 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 | MNponnoHUnbeHUNIToKCnaTUANMNepK | TabneTkn 3awedHble 20 50 Ta61eTOK
OVH mr
15 deHTaHuN TpaHcaepmanbHan
TepaneBTUYeCKasn
cuctema

12,5 mKr/yac

25 mKr/uac

20 nnacTbipen

20 nnacTbipen




50 mKr/uac
75 MKr/uac

100 mKr/yac

10 nnacTbipeit
10 nnacTbipeit

10 nnacTbipeit

16 deHTaHUN TabneTkn noabA3bIYHbIE
0,1 mr
0,2 mr
0,3 mr 50 Tabnetok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHUN Cnipei Ha3abHbIN
®nakoH 50 mKr/oo3a
2,0 mn (10 po3) 24 dnakoHa
3,2 mn (20 po3s) 12 ¢dnakoHoB
5,0 mn (40 pos) 6 ¢pnakoHoB
®dnakoH 100 mKr/oo3a
2,0 mn (10 pos) 12 dnakoHoB
3,2 mn (20 po3s) 6 ¢pnakoHoB
5,0 mn (40 pos) 3 pnakoHa
®dnakoH 200 mKr/oo3a
2,0 mn (10 pos) 12 ¢pnakoHoB
3,2 mn (20 pos) 6 ¢pnakoHoB
5,0 mn (40 po3s) 3 pnakoHa
18 ByTopdaHon PacTtBop 418 MHBbEKLUIA 2 20 amnyn
mr/mn 1 mn
19 HanbyduH PactBOp ANs MHbEKLWI
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 dPeHobapbuTan Tabnetku

5mr




50 mr 50 TabneTok

100 mr

MpunoxkeHue N 2

K MopAaaKy HasHayeHnA
JleKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA30M
MuHUcTepcTBa 34paBOOXPAHEHMUA
Poccuiickoin Peaepaumn

ot 14 anBapa 2019 r. N 41

CnpaBoyHO

PEKOMEHAOBAHHBbIE K NCNOJ/Ib3OBAHUIO COKPALLEHMA
nPU O®OPMJIEHNU PELLEENTOB

CNnCOK M3MEHAILWUX AOKYMEHTOB
(B pea. Mpukasa MuH3sgpasa Poccum o1 11.12.2019 N 1022H)

N CoKpaleHue MNonHoe HanuncaHune MNepesogy,
n/n

1. aa ana no, NOPoOBHY

2. ac., acid. acidum Kucnorta

3. aer. aerozolum asposo/b

4, amp. ampulla amnyna

5. ag. aqua BOAa

6. aq. purif. aqua purificata BOZA OYMLLEHHAA

7. but. butyrum macno (TBepgoe)

8. caps. capsula Kancyna

9. comp., cps compositus (a, um) C/IOKHbI

10. D. Da (Detur, Dentur) Boigait écz;:bsilr;"u'a?_;c;’ Mycre
11. D.S. Da, Signa Detur, Signetur Bbl'u'zE;AZ?'Z??;;;&;?:H?AH
12. D.t.d. Da (Dentur) tales doses Bepait (Mycte byAyT BeiaaHbi)

Takne go3bl
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13. dil. dilutus pa3BeaeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasnenn Ha paBHble YacTu
15. emuls. emulsio 3aMyNibcuA
16. extr. extractum SKCTPAKT, BbITAXKA
17. F. Fiat (fiant) MycTb 0bpasyetcs (0bpasytoTca)
18. gran. granulum rpaHynbl
19. gt., gtt gutta, guttae Kanna, Kanauv
20. gtt. peror. guttae peroralis Kanam gna npmema BHyTpb
21. inf. infusum HacToM
22. in amp. in ampullis B amnynax
23. in tab. in tab(u)lettis B TabneTKax
24, in tab. prolong. in tab(u)lettis prolongatis Ta6neTBszBcogzii1::;Ez;BaHwa\
. TabaeTKax ¢ NPOJIOHIMPOBAHHbIM
25. n tabc;t[):l;olong in tab(u)lettis prolongatis obductis BbICBOBOKAEHNEM, MOKPbLITbIX
' 060104KO
26. lin. linimentum UaKaa masb
27. lig. liquor UOKOCTb
28. lot. lotion NIOCbOH
29. m. pil. massa pilularum NUAIbHAA Macca
30. membr. bucc. membranulae buccales NAeHKN 3alleyHble
31. M. Misce, Misceatur Cmewalt (MycTb 6yaeT cmewwaHo)
32. mixt. mixtura MMUKCTYpa
33. N. numero yncnom
34. ol. oleum macno (Kuaroe)
35. past. pasta nacra
36. pil. pilula, pilulae NUAOAA, NUAOAN
37. p. aeq. partes aequales paBHble YacTu
38. ppt., praec. praecipitatus OCaKAEHHbIN
39. pulv. pulvis NOpPOLLOK
40. qg.s. quantum satis CKOJIbKO NoTpebyeTcs, CKONbKO




Hago

41. r., rad. radix KOpeHb

42. Rp. Recipe Bo3bmu

43. Rep. Repete, Repetatur MNosTopwu (MycTb ByaeT NnoBTOpPEHO)

44, rhiz. rhizoma KOopHeBuLe

45, S. Signa, Signetur 0603;2::£2‘Z::Z)6VA8T

46. sem. semen cems

47. simpl. simplex npocToi

48. sir. sirupus cmpon

49. sol. solutio pacTBop

50. sol. peror. solutio peroralis pacTBOp AN NpUuema BHYTPb

51. spr. spray cnpen

52. spr. nas. spray nasale crpem HasabHbIl

53. supp. suppositorium CBeyva, CynnosutTopui

54. susp. suspensio CycrneHsus, B3BecCb

55. tabl. tab(u)letta Tabnetka

56. t-ra, tinct. tinctura HacTolKa

57 STT Systemata Therapeutica TpaHcaepmanbHas
Transcutanea TepanesTuyeckas Cuctema

58. ung. unguentum Mmasb

59. vitr. vitrum CKNAHKA

MpunorkeHune N 2

K NpuKasy MuHUcTepcTBa 34paBoOXpPaHEHMA
Poccuiickoin Pepepaumn

oT 14 anBapa 2019 r. N 41

CNM1COK M3MEHSAIOLLMX AOKYMEHTOB
(8 pea. Mpukasa MuH3sgpasa Poccum o1 11.12.2019 N 1022H)

®OPMA PELIENTYPHOIO B/TAHKA N 107-1/y
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MMHMCTEPCTBO 3IOPaBOOXPaHEHUS Kon oopwmer mo OKY[I

Poccumickon demepalum Kon yupexnenHmua no OKIIO
MenmumMHCKas HOOKyMeHTalusa

HamMeHOBaHMe (WTaMII) dopma N 107-1/y

MeIMLMHCKOM OpTraHM3aluumnu YTBepXOeHa NPUKa30M
MyHMCTepCcTBa 3IOPaBOOXPaHEHUs

HamMeHOBaHMe (WITaMII) Poccurickonm denmepaumnm

MHIMBUOYAJIbBHOTO MNPEenIpMHUMAaTEIA or 14 suBapsa 2019 r. N 4H

(ykaszarb ampec, HOMEp M IaTy JMLEeH3WM,
HaMMEHOBAaHME OpTaHa T'OCYyIapCTBEHHOM
BJIACTHM, BHIOABIIETO JIMLIEH3UIO)

PEUEINT
(B3pOCIBEIL, IOEeTCKMM — HYyXHOE NOIOYEPKHYTH)
" " 2 O I‘
daMmamsa, MHMLMAJE MMEHM M OTUYecTBa (IocjenHee — IIPM HaJMUMM)
nauyeHTa
IaTa poxneHusa
damMmnmsa, MHMLIMAJE MMEHM M OTYeCcTBa ([ocjenHee — IIpM HaJIU4dUM)
Jleyamero Bpauda (denbrumepa, akylUepKu)
py0. |xon. | Rp
py0. |xon.| Rp
py6. |xom.| Rp
I[Tognmuce M.II.

M reyaTh Jieyvamero Bpaua
(momnuch Qernbrnumepa, akyllepKu)

PeuenT mencrTBuTeJieH B TeueHme 60 mHeml, mo 1 roma ( )
(HyXHO€ MNOOUEpPKHYTH) (yxazaTp KOJIMUECTRBO
MeCcslleB)

ObopoTHasa CTOpPOHA

OTMeTKa 0 Ha3HaYeHWUU IeKaPCTBEHHOIO
npenapara no peLieHnto BpayebHo Kommccum

Mpwurotosun Mposepun OTnyctun
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®OPMA PELIENTYPHOIO B/TAHKA N 148-1/y-88

MUHMCTEPCTBO 3IOPaBOOXPAHEHMUSI

Poccumickon denmepaumum Kon dopmer mo OKYI 3108805
MenuuuHcKas IOOKYMEeHTAaUUS
HamMmeHOBaHMe (mTaMIl) ®dopma N 148-1/y-88
MEeIMUMHCKOM OpIraHM3alumn YTBepXOeHa IPUKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUS
HamMmeHOBaHMe (WTaMII) Poccumickon denmepauum
MHIMBUOYAJIbBHOTO MNPEenIpMHUMAaTEIA or 14 suBapsa 2019 r. N 4H

(ykazaTb ampec, HOMEp M ATy JIULEH3UM,
HarMeHOBAaHUE OpraHa IOCYyIapCTBEHHOM
BJIACTU, BHIOABIIETO JIMIEHS3ND)

rarararn rararararn
Cepusa N
LJL 1L 1L d IR O Y Y B

PELEIT mon 20 .
(maTa odQopMIIeHMA PpelLelnTa)

(B3pPOCIBI, IETCKMM — HYXHOE NOOUEPKHYTH)

damMmnma, MHMLIMAJE MMEHM M OTYeCcTBa ([ocjenHee — IIpM HaJU4dUM)
nauveHTa

IaTa poxmeHUA

Ampec MecTa XuTeJabcTBa wiIM N MeIMUMHCKOM KapTHE aMOyJIaTOPHOT'O HalMeHTa,
noJjlydanumero MeOMUMHCKYI IOMOLb B aMOYyJIATOPHBIX YCJOBMAX

daMunMsa, MHUUMAJH MMEHM M OTUecTBa (IocjienHee — IIPM HaJIUUUM)
Jeyamero Bpaua (benbpnmepa, axkymepKu)

[lognmce M HIedaThb Jiedallero Bpauda M.II.
(momnucek oGerypOmepa, aKyMEepKHU)

PeuenT mencTBUTEJIeH B TeueHue 15 mHen

ObopoTHasa CTOPOHAa

OTMeTKa 0 Ha3sHaYeHWW IeKaPCTBEHHOIO
npenapara rno peLleHnto BpayebHoi Kommccum
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Mpwurotosunn

Mposepun

OTnyctun

Cn1COK U3MEHSIOLLMX AOKYMEHTOB

(B pea. Mpukasza MuH3gpasa Poccum o1 11.12.2019 N 1022H)
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®OPMA PELIENTYPHOIO B/TAHKA N 148-1/y-04 (n)

MMUHUCTEPCTBO 34paBOOXPAHEHUA YTBEPXKAEHA
Poccuitckoit denepaumm MECTO ANA npm:asgrol(\)/IXM:T‘ceT:::TBa
LUTPUXKOLA <*> APABOOXP
Poccuiickoit degepaumm

or" " 2019r.N__
WTamn
Kog,
MeAMLMHCKOM opraHu3aumm
WTamn
Kop,
WHAMBUAYANIbHOTO NpeAnpUHUMATENS

Koz ¢opmbl no OKY/, 3108805

dopma N 148-1/y-04 (n)
Koz Kateropum Kog Ho3onornyeckom NCTOYHUK dMHAHCUMpPOBaAHMA: % onnartbl:
rpa*kaaH ¢dopmbl (no MKB) (noayepKHyTb) (nogyepKHyTb)

1. dPegepanbHbii broaxKeT
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2. brogxer cybbekTa Poccuitckoit | 1. becnaaTHO

depepaunm 2.50%
3. MyHuumMnanbHbIA BoaxKeT 3. nHON %
PELENT Cepun N Jata opopmneHus: 20 .

damununs, MHULUMANbI UMEHM U OTYeCTBa (nocneaHee - NpU HaAN4YMK)
nauueHTa [aTta poxaeHua

CHUAC

N nonuca
obna3aTenbHOro
MeAMLNHCKOTO
CTpaxoBaHuA:

Homep MEAMLLMHCKOﬁ KapTbl nauneHTa, nosydarowero megnumMHCKyro noMmoulb B aM6ynaToprlx ycnosuax

damnnmns, MHULMAAbI UMEHW M OTYecTBa (NocsiegHee - NPU HANNYUK)
nevalero Bpaya (penbawepa, akywepKm)

Py6. Kon. 2o T

] =4 T




Moanuce 1 NevaTtb NevalLero Bpaya
(noanucb dpenbawepa, akywepKkmn)

PeuenT aelictButeneH B TeyeHue 15 gHeld, 30 aHelr, 90 aHen (HyKHOE NOAYEPKHYTD)

OTnyuweHo no peuenTty: ToproBoe HaMMeHOBaHME M A03MPOBKaA:
Oata oTnycka: " " 20 . Konunuectso:
Mpurotosun: Mposepun: Otnyctun:

(nMHMs oTpbiBa)

Kopewwok peuenTtypHoro 6aaHka Cnocob npumeHeHus:

HavmeHoBaHMe npOAOﬂ)KMTEHbHOCTb aHen

NNEKAPCTBEHHOTIO NpenapaTta:

Ho3unpoeka: KonmuecTeo npnemos B AeHb: pas

Ha 1 npuem: en.




<*> B cnyyae M3roToBAEHWA peLenTypHoro 6/1aHKa C MCMNO/b30BaHUEM KOMMbHOTEPHbIX
TeXHONOMUN.

Ob6opoTHasA cTopoHa

OTmeTKa 0 Ha3Ha4YeHuu NNeKapCTBeHHOro
npenapara no peLeHnto BpayedbHoM Kommccum

Mpurotosun Mposepun OTnyctun

Mpunoxkenmne N 3

K NpuKa3y MUHUCTEpPCTBA 34paBOOXPaHEHMA
Poccuinckoit epepaumm

oT 14 anBapa 2019 r. N 4H

NOPAAOK
OPOPM/NEHUA PELUENTYPHbIX BJTAHKOB HA IEKAPCTBEHHbDIE NMPEMAPATDI,
UX YYETA U XPAHEHUA

CNnCOK M3MEHAILWUX AOKYMEHTOB
(8 pea. Mpukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

I. OpopmneHune peuenta Ha bymaxkHOm Hocutene

1. Ha peuenTtypHbix 61aHKkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B neBOM BepXHEM
YyrNy NPOCTaBAAETCA LTammn MeAMLMHCKON opraHM3auMu C yKasaHMeM ee HaummeHOBaHWA, agpeca u
TenedoHa.

HononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npocrasnserca Kog
MEOVLMHCKON OpraHusaumm B COOTBETCTBMM C OCHOBHbIM FOCYAAPCTBEHHbIM PErncTPaLMOHHbIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BKAYaeT Kog cybbekta Poccuitckon
depepaumnn, cooTBETCTBYIOWMI ABYM NepBbiM Lndppam Obuiepoccuinckoro Knaccudumkatopa o6bEKTOB
aAMWHUCTPATMBHO-TEPPUTOPMANbHOTO AeneHun (ganee - OKATO).

PaspeliaeTca M3rotasamneaTh peuentypHblie 6naHkm dopmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
NMOMOLLbIO KOMMbIOTEPHbIX TEXHONOTUIA.
(B pea. MpuKkasa MuH3gpasa Poccum o1 11.12.2019 N 1022H)
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2. Ha peuentypHbix 6naHKax, 0dOPMAAEMbIX WHAMBUAYANbHLIMU NpPeanpUHUMATENAMMU,
UMEIOWMMM JINLEH3NIO Ha MEAMUMHCKYIO AeATEeNbHOCTb, B BEPXHEM /IeBOM Yray TuUnorpadckum
cnocobom MAM MNyTeM MPOCTaBAEHUA LWTamna [O/KeH ObiTb yKasaH agpec WHAMBUAYANbHOMO
npeanpuvHMMaTens, Homep M p[aTta JIMULEH3UKM, HaMMEHOBaHWE OpraHa rocyAapCTBEHHOM BAacTy,
BblAABLUErO /INLEH3MIO.

3. PeuentypHble 6naHkn dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) 3anonHsatotca
MeANLMHCKMM PabOTHUKOM pPa3bopumBo, YETKO, YEPHUAAMMU UM LLIAPUKOBOMN PYYKOW.

4. JonyckaeTcs opopMeHNe BCeX PEKBU3UTOB (3a MCKAOYeHMEM pekBM3uTa "Moanunch nevallero
Bpaya (noanucb denbaliepa, akywepkn") peuenTtypHbix 61aHkos popmbl N 107-1/y, dopmbl N 148-1/y-
88 1 dopmbl N 148-1/y-04(n) c Ucnoib30BaHUEM NeYaTaloWmMX YCTPOUCTB.

5. OdopmneHne peuenTypHbix 6naHKkoB dopmbl N 148-1/y-04(n) BKAtoyaeT umdpoBoe
KOAMpOBaHMe.

Lundposoe KogmpoBaHMe yKasaHHbIX PeL.enTypHbIX 61aHKOB BKAKOYAET:

1) Kog megmuuMHCcKolM opraHusauum (OTPH) mMau Kop WHAMBUAOYANbHOrO MNpeanpuHMMaTens B
cootBeTcTBMU C OCHOBHbIM FOCYAAPCTBEHHbIM PErnMCTPaLUMOHHBIM  HOMEPOM WHAMBUAYANbHOIO
npeanpuHumatens (ganee - OFPHUM), npoctaBasemblii NPU U3roTOBAEHUWN PeLEenTyPHbIX 61aHKOB;

2) Ko, KaTeropuu rpakaaH, MMelWuUX NpaBoO Ha MOJyYeHWe NIeKapCTBEHHbIX MpenapaTos B
COOTBETCTBUM CO cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 mnons 1999 r. N 178-$3 "O rocygapcTBeHHOM
coumanbHol nomowm" <1>, M Kog Ho3onorvyeckon cdopmbl No MeKayHapoaHOW CTaTUCTUYECKOM
Knaccudurkaumum bonesHel (aanee - MKB), 3anonHsemble nevyawm BPayomM NyTem 3aHECEHUN KaxKaoMn
umdpbl B NycTble A4ENKM, NPU 3TOM TOYKA NPOCTABAAETCA B OTAE/bHOM AYENKe;

<1> CobpaHue 3akoHoaaTenbcTBa Poccuiickoin ®epepaumn, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) oTmeTKa 06 MCTOYHUKe PUHaHcupoBaHuA (peaepanbHbit GroaxKeT [1], 6roaXKeT cybbekTa
Poccuitckoit depepaumm [2], myHuumnanbHbin 6ogxkeT [3]) n npoueHTe onnaTtbl peuenTta (becnnatHo
[1], 50% [2], nHoi % [3]);

(8 pea. Mpukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

4) WTPUXKOA - [OMOJNHUTENbHbBIN PEKBU3UT (B C/lydae WM3roTOBAEHMA Ha TEPPUTOPUM CyObeKTa
Poccuiickolt deaepaumm peuentypHoro 61aHKa ¢ MCNO/Ib30BaHNMEM KOMMbIOTEPHbIX TEXHONOTUA).
(nn. 4 BBegeH Mpukazom MuH3sgpasa Poccum ot 11.12.2019 N 1022H)

6. B peuentypHbix 61aHKax popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "damunus,
MHUUMENbI MMEHW W oTyecTBa (nocregHee - MpU HaaMumMu) naumeHTa" yKasbiBatoTca damuaua,
MHULMANbI UMEHM U OTYECTBa (MPY HaMUYMK) NaumMeHTa.

7. B peuentypHbix 6naHKax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B8 rpade "[ata
poxaeHua" yKasbiBaeTca AaTa poXKaeHuUa naumeHTa (Ynmcno, mecau, roa).

JononHutenbHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n popmbl N 107-1/y ana aeten B
Bo3pacTte Ao 1 roga B rpade "[ata poaeHMA" yKasbIBaeTCA KOANYECTBO NOJIHbIX MECALLEB.

8. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B8 rpadax "CHWAC" u "N nonuca
06A3aTeNbHOr0 MEAMUMHCKOrO CTPaxoBaHWMs" YKasblBAlOTCA CTPAxXOBOM HOMEp MWHAVBUAYANbHOIO
JIMLLEBOrO cYeTa rpaxkaaHunHa B NeHcnoHHom doHae Poccuitickoit deaepaumm (CHUAC) (npu Hanmumm) n
HoMmep nonunca oba3aTenbHOro MegULLMHCKOrO CTPaxoBaHus.
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9. B peuenTypHbIx 61aHKax popmbl N 148-1/y-88 B rpade "Agpec mecTta }KUTeNbCTBa UAN HOMEP
MEONLMHCKON KapTbl MaLMeHTa, NOMYYAOWEro mMeAMUMHCKY0 nomolb B ambynaTopHbIx ycnosuax"
yKa3blBaeTCs agpec MecTa KUTesbcTBa (MecTa npebbiBaHMA MaM mecTa GaKTUYECKOro MPOXKMBaAHUSA)
naumeHTa WAM HOMEpP MEAMUMHCKOM KapTbl MNalMeHTa, MOAy4Yalowero MeAMUMHCKYI0 MOMOLLb B
ambynaTopHbIX yCAOBUAX <2>.

<2> MpuKaz MuHUcTepcTBa 34paBooxpaHeHna Poccuiickon Pepepaumm ot 15 gekabps 2014 r. N
834H "O6 yTBEpPKAEHUU YHUOULMPOBAHHLIX GOPM MESMULMHCKONW AOKYMEHTALMU, UCMONb3yeMbIX B
MeANUMHCKMX OPraHM3aumax, OKasblBAOWMX MeAMLMHCKYI0 NMOMOLb B aMOynaTOPHbLIX YC/AOBUAX, U
NopAAKOB MO WX 3anonHeHuto" (3apernctpupoBaH MuHUcTeEpCTBOM tocTUUMKM Poccuiickolt ®epepaumn
20 d¢eBpana 2015 r., perucTpaumoHHbin N 36160), ¢ WM3IMEHEHUAMMW, BHECEHHbIMW MPUKA3OM
MuHUCTepCTBA 34paBooxpaHeHns Poccuinckoit ®egepaumm ot 9 aHeapa 2018 r. N 2 (3aperncrpmpoBaH
MuHUcTepcTBoM tocTuumm Poccuitckolt ®epepaumn 4 anpena 2018 r., pernctpaunoHHbii N 50614)
(manee - npmkas N 834H).

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep MeAMLMHCKON KapTbl
naumMeHTa, NOAyYaloWero MeaMUMHCKYI0 MomMolwb B ambynaTopHbIX ycnoBuAx" yKasblBaeTcs Homep
MeANLMHCKOM KapTbl NAUMEHTA, NONYYAOLWETO MEAULIMHCKYO NOMOLLb B aMOyNaTOPHbIX YCNOBUAX <3>.

<3> lMpwukas N 834H.

10. B rpage "®amuauna, MHUUMANBI UMEHM M OTYecTBa (nociegHee - NpU HaAWUYMK) flevallero
Bpaya (penbawepa, akywepkmn)" peuenTypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) py4HbIM cnocobom WMAM C NOMOLLbIO WTaMMa YKasbiBaloTcA GaMUAMA, MHUUMANABI UMEHU W
oTyecTBa (nocnegHee - NpU HaAUUYUKM) MEAMLMHCKOTO PabOTHWMKA, HAa3HAUMBLUETO JIEKAPCTBEHHbIE
npenapatbl U 0GOPMMUBLLETO pPeLenT.

11. B rpade "Rp" peuentypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
yKasblBaerca:

1) HauMmeHOBaHMe  JIeKAapCTBEHHOro npenapata (Me)AayHapoaHoe — HemnaTeHTOBaHHOe
HauMeHOBaHWe, rPYNMNUPOBOYHOE WAM XUMMYECKOE HauMMeHOBaHMe, TOProBoe HaumMeHoBaHMe) Ha
NaTUHCKOM fi3blKe, popma BbiNyCcKa, A03MPOBKA, KOIMYECTBO;

2) cnocob nNpuUMeHeHWs NeKapCTBEHHOro NpenapaTa Ha rocygapcTBEHHOM fA3blke PoccuiicKkoi
desepaummn UAM Ha rocyaapcTBeHHOM A3blke Poccuitickoit Peasepauun U rocyaapCTBEHHOM f3blKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickoin Peaepauum <4>,

<4> Yactb 1 ctatbm 15 3akoHa Poccuickoin Pepepaumm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoB Poccuitickoit denepaumn” (Begomoctn cbesga HapogHbix aenytatoB PCPCP n BepxoBHoOro
Coseta PCPCP, 1991, N 50, cT. 1740; CobpaHue 3akoHoaaTenbcTBa Poccuiickon Pepepaumm, 1998, N 31,
cT. 3804) (ganee - 3akoH N 1807-1).

12. MNpu odopmMneHnMn peuenTypHbIX 6/1aHKOB 3anpelLaeTcd OorpaHMuMBaTbCA  OBLLMMM
yKasaHuAMuK, Hanpumep, "BHyTpeHHee", "U3BecTHO".

13. Peuent, opopmneHHbIit Ha peuentypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), nognmcbiBaeTcA MEAULIMHCKUM PabOTHMKOM M 3aBEPAETCA ero nevarbio.

Peuent, opopmneHHbI Ha peuenTypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n)
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[OMNONIHUTEIbHO 3aBepAeTCcA NeyaTblo MeANUMHCKON opraHmnsauunm "Ana peuentos”.

14. Ha oaHom peuentypHom 6aaHKke popmbl N 148-1/y-88 u popmbl N 148-1/y-04(n) paspeluaetca
OCYLLECTBNATb HAa3HAYEHME TONbKO OAHOI0 HAMMEHOBAHWA NEKAPCTBEHHOrO Npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaeTca OCYLIECTBAATb HasHauveHue
TO/IbKO OOHOrO HAaMMEHOBAHMA  NEeKapCTBEHHOro npenapata, oOTHocAweroca no ATX K
aHTMNCMXOoTUYecKMMm cpeactsam (Kog NO5A), aHKcnonmntuKkam (Kog NOSB), CHOTBOPHbBIM M ceaaTUBHbIM
cpeacteam (kog NOS5C), aHTuaenpeccaHTam (Kog, NO6A) M He noanexawero npegMmeTHo-
KO/IMYECTBEHHOMY YYeTy, U A0 Tpex HAMMEHOBAHWM /NEeKAPCTBEHHbIX MpPenapaToB - A1 WHbIX
NIeKapCTBEHHbIX NPenapaToBs, HE OTHECEHHbIX K BblleyKa3aHHbIM ATX.

15. UcnpasneHuna B peuente He AONYCKAOTCA.

16. NMpu odbopmneHun peuentypHbix 6aaHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NIeKAapCTBEHHblE MpenapaTbl, Ha3HayYeHHble MO pelweHuto BpadebHoM Komuccuu, Ha obopoTte
peLenTypHoro 61aHKka cTaBuTCA cneluManbHas oTmMmeTKa (lTamn).

17. Ha peuentypHom 6naHke d¢opmbl N 148-1/y-04(n) BHM3Y uMMmeeTCA NMHMA OTPLIBA,
pa3sgensollasn peuenTypHbIi 61aHK U KOPELLOK.

Kopelwok oT peuenta, opopMAEHHOTO Ha YKa3saHHOM peLenTypHom bnaHKe, BblAAETCA NaLUEHTY
(ero 3akoHHOMY npeacTaBMTENO) B anNTEYHOW OpraHM3aLMM, Ha KOpelKe AeNnaeTcs OTMeTKa o
HauMeHOBaHUKN NEeKapCTBEHHOTO Npenapara, A403MPOBKe, KOMYecTse, cnocobe NpUMeHeHUs.

18. OdopmneHne cneumanbHOro peuenTypHoro 61aHKa Ha HapKoOTUYecKoe Cpeactso U
NMCUXOTPOMHOE  BELLeCTBO  OCYLLEeCTBASETCA B COOTBETCTBUM C  MpuMKasom  MuHKUCTepCTBa
3apaBooxpaHeHus Poccuitickon Pepepaummn ot 1 asrycta 2012 r. N 54H "O6 yTtBeprkaeHun $opmbl
61aHKOB pPeLenToB, COAEpPMKaLLMX Ha3HAYeHMEe HAPKOTUYECKUX CPeacTB MM MCUXOTPOMHbIX BELLECTB,
nopAaKa MX W3roTOB/IEHMA, pacnpeneneHunsa, PerncTpauum, ydyeta M XpaHeEHWA, a TaKXKe npasuna
odopmnenHuns" <5>.

<5> 3apeructpmposaH MuHucTepcTBOM tocTuumm Poccuiickon ®epepauymn 15 asrycrta 2012 r,
pernctpaumoHHbin N 25190, ¢ W3MeHeHUAMM, BHECEHHbIMM MNpuUKazamu  MuHKUCTepcTBa
3paBooxpaHeHMa Poccuitickoii depepaumm ot 30 wmwoHA 2015 r. N 385H (3apervctpupoBaH
MuHUCTepcTBOM HOCTULMK Poccuiickon ®eaepaumm 27 Hoabpa 2015 r., pernctpaunoHHbit N 39868), ot
21 anpena 2016 r. N 254H (3apernctpmpoBaH MuHUCTepcTBOM tocTuumMm Poccuitickoit depepaumn 18
uionsa 2016 r., peructpaumoHHbii N 42887), ot 31 oktabpa 2017 r. N 882H (3aperucTtpupoBaH
MuHKcTEpPCTBOM tocTULMKM Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayMoHHbin N 49561).

Il. OpopmneHue peuenta B popme 3/1€KTPOHHOrO AOKYMEHTA

19. PeuenT B dopme 3N1EKTPOHHOTO AOKYMEHTA, NOLMNMCAHHOIO YCUAEHHOW KBAaAUPULMPOBAHHOM
3/IeKTPOHHOM noAnucbto, GopmMUpyeTca MeanULMHCKUM pabOTHUMKOM, CBEAEHMA O KOTOPOM BHECEHbI B
denepanbHbIt  perucTp MeguUMHCKMX pPaboOTHUMKOB <6>, a TaKXe nNpu YCI0BUMM perncrTpauumu
MeZMUNHCKON opraH13almum, B KOTopoi opopmaseTca peuenT, B peaepanbHOM peectpe MeaULUHCKUX
OpraHusaunn <7> egMHOM rocyaapcTBeHHON MHPOPMALIMOHHOM cucTemMbl B cdhepe 34PpaBOOXPaHEHUSA U
NOAKNIOYEHUA TaKOW MEeOMUMHCKOM OpraHM3aumMm K rocyfapcTBeHHOM WMHPOPMAUMOHHOW cucTeme B
chepe 3apaBooxpaHeHnn cybbekTa Poccuninickon depepaumn <8>.

<6> [yHKTbl 6, 7 NONOXKEHNS O eANHOMN roCyAapPCTBEHHON MHPOPMALMOHHOM cucTeme B coepe
3/1paBOOXPAHEHMA, YTBEPKAEHHOIO NocTaHoBAeHWeM [paBuTenbcTBa Poccuninickon Pepepaumm ot 5 man
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2018 r. N 555 (CobpaHune 3akoHoaaTenbctBa Poccuitckort depepaunn, 2018, N 20, cT. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, cT. 533) (nanee - MonoxeHue o eaMHOM cucTeme).

<7> MyHKTbI 9, 10 MNonoKeHns o egMHON cUCTEME.

<8> Cratbu 91 1 91.1 PepepanbHOro 3akoHa ot 21 HoAbpa 2011 roga N 323-93 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoit Pepepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuinickolt
depepaunu, 2011, N 48, ct. 6724; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 39, cT1. 4883; N 48, cT.
6165; 2014, N 30, ct. 4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27,
cT. 3951; N 29, ct1. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, cT1. 2488; N 27, c1. 4219; 2017, N 18,
cT. 2663; N 31, cT. 4794).

20. Mpun odopmneHun peuenta B ¢GoOpme 3/IEKTPOHHOIO [AOKYMEHTa Ha JIeKapCTBEHHbIe
npenapaTbl, yKasaHHble B noanyHKTax 2 - 5 nyHkta 10 m nyHkte 12 [lopAagKa HasHayeHuA
JIeKapCTBEHHbIX MPEenapaToB, YTBEPXKAEHHOro HACTOALMM MPUKA3OM, M OTMyCKaemble 3a MOJIHYHO
CTOMMOCTb, 3aMNOJIHAIOTCA CeAyloLne PEKBUUTDI:

1) koa cybbekta Poccuitickon ®depepaumm no OKATO, onpeaensowmin rocynapCTBeHHYO
MHPOPMALUUMOHHYIO cuctemy B chepe 34paBooXpaHeHUsa cybbekTa Poccuiickon deagepaummn, B KOTOpoi
cbopmmnpoBaH peuent B GOpPMe 3/IEKTPOHHOTO AOKYMEHTa;

2) HaMMeHOBaHMe MegULMHCKOM opraHu3aLumm, agpec, TenedoH unm Gamuans, MUHULUMaAbl UMEHU
M oTyecTBa (nocnegHee - NPy HaANYUKN) UHAMBUAYANBHOTO NPeanPUHUMATENA, NMEIOLLENO JIULLEH3UIO
Ha MeAMLMHCKYIO AesTeNbHOCTb, ero afpec;

3) OrPH topuagmyeckoro nvua (MeauMumHCcKoW opraHusauum) unm OTPHUN mHamBmAayanbHoro
npeanpuHMmaTens;

4) pata opopmneHus peuenTa (yKasblBaeTca Y4CN0, MecaL, roa);

5) paTa OKOH4YaHuWA JelcTBuA peuenta (popmupyeTcs rocyaapcTBeHHON WMHPOPMALIMOHHOM
cuctemoit B chepe 34paBooxpaHeHua cybbekTa Poccuiickoit ®egepaumm B COOTBETCTBUM CO CPOKamM
aevicteus peuentos: 15 gHei, 30 gHeld, 60 aHel, 90 aHel, go 1 roaa);

6) YHUKaNbHbIA HOMep peuenTa (popmupyeTcs rocyaapcTBeHHON MHPOPMALIMOHHOW CUCTEMOI B
chepe 3apaBooOxpaHeHUs cybbekTa Poccuiickoli ®depepaumm n  obecneumBaeT OAHO3HAYHYHO
naeHTMPMKaumno peuenta B GoOpme 3MEKTPOHHOrO AOKYMeHTa B codeTaHum ¢ OKATO, OFPH wuaum
OrPHUMN);

7) otmeTkmM "cito" (cpouHo) uam "statim" (HemeaneHHO) Npu HEOHXOAMMOCTU CPOYHOrO UK
HemeZIeHHOTO OTMYCKa JIEKAPCTBEHHOrO NpenapaTta NauneHTy;

8) agpec naumeHTa (yKasbiBaeTCA MOYTOBLIN afpec MecTa KuUTenbcTBa (MecTa npebbiBaHMA UAK
MecTa GaKTUYECKOro NPOXKMBaHUSA) C YKasaHUEM MHAEKCA, HAaMMeHOBaHUA Kpas, 0b6nactu, pecnybamky,
aBTOHOMHOrO OKpyra, HaMMEHOBaHWA HaCe/eHHOro MyHKTa, HaWMEHOBaHWA Yyauubl (MPOCNEKTa,
nepeyska, npoesaa), Homepa goMa (C yKkasaHMem Koprnyca, Npu Haanunmn), Homepa KBapTupsbl);

9) HOMep 3NEKTPOHHON MEeAMLMHCKON KapTbl NauMeHTa B rocyaapcTBeHHOM MHGOPMALMOHHOM
cucteme B chepe 3apaBooxpaHeHnn cybbeKkTa Poccuiickoii ®eaepaunm;

10) pammans, nma, otyecTso (MpU HaAMYMKM) NauMeHTa NONHOCTbLIO;

11) pata poxaeHusa nauueHTa (yKasbiBaeTca 4ucno, Mecau, rod), ana geten ao 1 roga
OO0MNOJIHATENbHO YKa3bIBAeTCA KOIMYECTBO MNOJHbIX MECcALEB;

12) damuama, uHUUMaNbl UMEHM W oT4yecTBa (mocnegHee - NPW HaAMYUKU) MEAMLMHCKOro
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pPa 60THMKa non HOCTb1O;

13) HaMmeHOBaHWe NEeKapCTBEHHOro npenapata (Me)KAyHapoAHoe  HemnaTeHTOBaHHoe
HaMMeHOBaHMe, FPYNMUMPOBOYHOE WAW XMMMUYECKOe HaMMeHOBaHWe, TOpProBoe HauMeHOBaHWe) Ha
JIATUHCKOM fi3blKe, 4,03UPOBKA, GOPMA BbINyCcKa, KOJIMYECTBO;

14) cnocob npumeHeHMA NeKapCTBEHHOro npenapaTta Ha rocyZlapcTBEHHOM A3blKke PocCCUIACKOM
depepaunn UAM Ha rocygapcTBeHHOM fA3blke Poccuitickont depepaumm U rocyaapcTBeHHOM A3blKe
pecnybaunK 1 UHbIX A3blkax HapoaoBs Poccuiickoit depepaumm <9>;

<9>Yactb 1 ctatbm 15 3akoHa N 1807-1.

15) npusHak yTBEp:KAEHMA HA3HAYeHWUs NEeKapCTBEHHOro npenapata No peleHuio BpayebHol
KOMMCCUU MeAULIMHCKOW OpraHM3aLmu;

16) oTMeTKa O Ha3HaYeHMM NEeKapCTBEHHOro npenapaTta Mo peweHuo BpavyebHON Kommccum
MeAULIMHCKOM opraHM3aumumn B cayvasx, YKasaHHbIX B ab3ale BTOPOM NyHKTa 6 Mopaaka Ha3HayeHus
JIeKapCTBEHHbIX NPENapaToB, YTBEPKAEHHOI0 HAaCTOALLMM MPUKA3oM;

17) oTmeTKa 0 crneunanbHOM HasHayeHWM NEeKapCTBEHHOTO npenaparta (3anonHAeTca B Cay4yasx,
YKa3aHHbIX B NyHKTax 16 u 25 lNopsaka HasHaYeHWA NeKapCTBEHHbIX MPEenapaToB, YTBEPXKAEHHOro
HaCTOALLMM NPUKaA30oM);

18) oTmeTKa 0 cneuunanbHOM HasHaYeHUU IeKapCcTBEHHOro Npenapara nauueHTy ¢ 3abonesaHuem,
TpebyoLmMM ANNTENBHOTO KYPCOBOrO IeYeHUs (3anoHAETCA B C/lydae, yKa3aHHOM B nyHKTe 24 MNopaaxa
Ha3Ha4YeHMsA NeKapCTBEHHbIX MPEnapaToB, YTBEP’KAEHHOro HacCTOALMM MPUKA3OM) C MPOCTaB/ieHnemM
NepuoanYHOCTM OTMYCKa IeKapCTBEHHOro npenapara;

19) npu odopmnaeHun peuenta B GOPME 3SNEKTPOHHOTO [OOKYMEHTa Ha /leKapCTBeHHble
npenapaTtbl, YKasaHHble B MOANYyHKTax 2 - 5 nyHkta 10 u nyHkte 12 [lopsAdka HasHauyeHus
NleKapcTBEHHbIX NPENapaToB, YTBEPKAEHHOIO HACTOALWMM NPUKA30M, FpaxKgaHam, MMEeLWMMm Npaso Ha
6ecnnatHoe MoslyYeHMe NEeKapPCTBEHHbIX NPENapaToB WAWM MONyYeHWUE NIEKAPCTBEHHbIX NPenapaToB Co
CKMAOKOW, 3aMONHAIOTCA PEKBU3MTbI, NPEAYCMOTPEHHble NnoanyHKTamu 1 - 18 HacToAlero nyHKTa, a
TaKXe cneaytowme pekBU3nNTbI:

a) KaTeropus rpaK4aH, MMelLWMX MpaBo Ha MOAyYEeHME JNEeKAapPCTBEHHbIX MNpenapaToB B
COOTBETCTBUM €O cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 mnons 1999 r. N 178-$3 "O rocygapcTBeHHOM
coumanbHoM nomowmn" <10>;

<10> CobpaHue 3akoHomaTenbcTBa Poccuiickon ®egepaumm, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165.

6) Koa, Ho3o10rnyeckor popmbl No MKB;

B) UCTOUYHUK dMHaHcMpoBaHuA (1 - deaepanbHbit BroaXKeT, 2 - BloaKeT cybbekTa Poccuinckol
depepaunn, 3 - MyHMLMNANbHBIN BIOAXKET);

r) pasmep onnatol (1 - 6ecnnatHo, 2 - 50%, 3 - MHOU %);
(B pea. MpuKkasa MuH3gpasa Poccum o1 11.12.2019 N 1022H)

[l) CTpaxoBoi HOMEpP WMHAMBUAYa/NbHOMO JNMLEBOrO CYeTa rpa)kgaHuHa B lMeHcMoHHOM ¢oHae
Poccuiickolt deaepaumm (npu Hannuum) (CHUC);
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e) HOMep noanca obA3aTenbHOro MeONUNHCKOTO CTPpaxoBaHUA.

21. Mpu npocTaBAeHUM OTMETKM, YKa3aHHOM B noanyHkTe 16 nyHKTa 20 Hactoawero Mopagka,
peuent B ¢OpMe 3/IEKTPOHHOINO [OKYMEHTa MOoAMUCLIBAETCA YCUAEHHOW KBanudpuUMpPOBaHHOM
3/IEKTPOHHOM MoAnucblo npeacedatens WAW  CeKpeTaps BPayvyebHOM KOMMCCUW  MeAULMHCKOWN
OpraHusaumm, Npu NPOCTaBAEHMN OTMETOK, YKasaHHbIX B nognyHKTax 17 n 18 nyHKta 20 HacToAwero
MopAagKa, - YCUAEHHbBIMU KBanMOUUMPOBAHHBIMW 3INEKTPOHHBIMU MNOAMNUCAMM  COOTBETCTBYHOLLMUX
MeANLMHCKMX PabOTHUKOB.

22. Mo TpeboBaHMIO MaupMeHTa WAM ero 3aKOHHOro npeacTaBuTens oGoOpPMNNAETCA IK3EeMMNAAP
peuenta B GoOpme 3/1EKTPOHHOrO AOKYMeHTa Ha bGymayKHOM HocuTene, B TOM 4uciae NyTeM ero
obopMaeHns Ha peuenTypHbix 6aaHKax dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c oTmeTKoOM
"y6NnKaT SNEKTPOHHOTO AOKYMeHTa".

lll. YyeT peuenTypHbiX 61aHKOB

23. Yuer peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wm N 148-1/y-04(n),
M3rotaBanBaemMblx Tunorpapckum cnocobom (manee - peuenTtypHble 6AaHKWM, NOANeXawme yyeTy),
OCYLLECTBNAETCA B JKypHanax yyera, NPOHYMEPOBAHHbIX, MPOLHYPOBAHHbIX U CKPEnaeHHbIX NOAMUCHIO
pykoBoaMTeNss M nevyatbld MeAUUMHCKOM opraHvM3aumMuM MAM  MNOAMWCbIO  MHAMBUAYaNbHOIO
npeanpuHUMaTENs, UMEIOLLErO INLEH3NI0 HA MEAULMHCKYIO AeATENbHOCTb.

24. ypHan yyeTa peuenTtypHbix 61aHKoB dopmbl N 107-1/y copepkut cneayroume rpadbi:
1) Homep No NopaaKy;

2) B pasgene "Mpuxon'":

a) faTa perncTpaumm 4OKYMeHTa, NOATBEPKAAIOLLEr0 NOCTYNEHNE;

6) Homep v faTa JOKYMEHTa, NOATBEPNKAAIOLLLEr0 NOCTYN1eHNE, HAMMEHOBaHME NOCTaBLLMK3;
B8) obLLee KOAMYecTBO NOCTYNUBLLUMX PeLLenTypPHbIX 61aHKOB;

I') d)aMMI'IVIﬂ, MHUNUMaNbl MMEHUN WU OTYHECTBA (nocne,a,Hee - npu Hal'IM‘-IMM) n noanucb
OTBETCTBEHHOINO MeanLLMHCKOIo pa6OTHVIKa, nonyynsLiero peuenTtypHble 61aHKM OT NOCTaBLWWUKa;

3) B pasgene "Pacxon':
a) fiaTa BblAauM peLenTypHbIX 6/1aHKOB;
6) KONNYECTBO BblAAHHbIX PELLENTYPHbIX 61aHKOB;

B) d)aMM!'IMFI, MHUNUManbl MMeHM wn oT4ecTBa (nocnep,Hee - npu Hal'IM‘-IMM) OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nosyymseLlero peuenTtypHble 6J'IaHI-(M,'

I') noanncb OTBETCTBEHHOIO meanNUUNHCKOIo pa6OTHMKa, nonyyunsLlero peuenTtypHble 6!'IaHKVI,'

4) damunna, UHUUMaNbl MMEHM U oT4yecTBa (nocnegHee - MpU  HaAMYMM) U NOANUCH
OTBETCTBEHHOro MeAMLUMHCKOro paboTHMKa, BblAaBLUEro peuenTypHble baaHKuy;

5) ocTaToK peLenTypHbIX 61aHKOB.

25. XypHan ydyeTa peuenTypHbix 6naHkoB dopm N 148-1/y-88 m N 148-1/y-04(n) copep>Kut
cnegytoume rpadbi:

1) Homep No NopsaAKy;



2) B pasgene "Mpuxoq":

a) AaTa pernctpaumm AOKYMeHTa, MOATBEPKAAOLWEro NoCTynieHne;

6) Homep 1 AaTa JOKYMEHTa, MOATBEPKAAoLLEro NoCTynjaeHne, HAaMMeHOBaHME NOCTaBLLNKA;
B) oblLee KOMYecTBO NOCTYNUBLINX PeLenTypPHbIX 61aHKOB;

r) cepumn n Homepa peuenTypHbIX 61aHKOB;

A1) KONMYECTBO peLenTypHbIX 61aHKOB N0 CepUAM;

e) damuaua, MHUUMANbI MMEHM U OT4ecTBa (nocnegHee - NPUM  HaAMUuMKM) M NOANUCH
OTBETCTBEHHOIO MeAMLMHCKOro paboTHMKaA, NOIYYMBLLErO peLenTypHble 61aHKM OT MOCTaBLUMKA;

3) B pasaene "Pacxon':

a) AiaTa BblAaum peLenTypHbix 6/1aHKOB;

6) cepun n HomMepa BblAaHHbIX PeLenTyPHbIX 61aHKOB;
B) KO/IMYECTBO BblAaHHbIX PeLenTypHbIX 6/1aHKOB;

r) dammnmna, uHMUMANbI MMEHM M oTdyecTBa (nocneaHee - MNPW HaNMUMK) OTBETCTBEHHOTO
MeANLMHCKOro paboTHMKA, NONYYMBLLIETO PeLLenTypHble BaaHKuy;

[l,) noanncb OoTBETCTBEHHOIO MeaANLUNHCKOIo pa6OTHMKa, nonyymnsLllero peuenTtypHble 6naHKM;

4) ¢damunua, uHMUMANbI MMEHM W oTyecTBa (MocsiegHee - NpU  HaAMuMM) U NOAMMUCH
OTBETCTBEHHOro MeAMLMHCKOro paboTHMKa, BblAaBLIEro peLenTypHble 61aHKK;

5) ocTaTtok peuenTtypHbix 6/1aHKOB.

26. YueT cneumanbHbIX peuenTypHbix 6N1aHKOB Ha HapKOTUYECKOe CPencTBO M MCUXOTPOMHOoe
BELLECTBO OCYLLECTBAETCA B COOTBETCTBMM C NPMKa3zoM MuHUCTepPCTBa 34paBooXpaHeHusa Poccuiickoit
depepaunn ot 1 asrycta 2012 r. N 54H "O6 yTBepKaeHUM Ppopmbl 6NaHKOB peuLenTos, coaeprKalunx
Ha3Ha4yeHMe HaAPKOTMYECKUX CPeaCTB WAW MCUXOTPOMHbIX BeL,ecTB, MNopAAKa WX W3roToB/EHWMA,
pacnpeseneHus, perMcTpaumnu, ydeTa n XxpaHeHus, a TakxKe npasun opopmneHuns” <11>.

<11> 3apeructpmpoBaH MuHUcTepcTBOM tocTuumm Poccuinckon depepaumnm 15 asrycra 2012 r.,
pernctpaumoHHbin N 25190, ¢ W3MEeHeHMAMM, BHECEHHbIMM MpuKasamu  MuHUCTepCTBa
3apaBooxpaHeHunna Poccuiickolh depgepaumm oT 30 uioHA 2015 r. N 385H (3aperncrpupoBaH
MuHKcTEpPCTBOM tocTULMK Poccuiickont Peapepaunn 27 Hosbpa 2015 r., perncTpaumnoHHbiii N 39868), ot
21 anpensa 2016 r. N 254H (3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKM Poccuiickoit depepaummn 18
nionsa 2016 r., peructpaumoHHbii N 42887), ot 31 oktabpa 2017 r. N 882H (3aperucTpupoBaH
MuHKcTEpPCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

27. Yuet peuentoB, 0GoOpMaeHHbIX B (GOpPMe 3/EeKTPOHHOrO [OKYMEHTA, OCyLLecTBAAETCA B
rocygapctBeHHonm WHMOpPMaUMOHHOW cucTeme B cdepe 3apaBooxpaHeHUs cybbekta Poccuitckoit
depepaunn NnocpeacTBOM BEAEHUA eANHONO peecTpa peuenTos, opopmaeHHbIX B GOpPMe 3N1EKTPOHHbIX
OOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB

28. MegmumMHCcKne OpraHuM3saunun nony4vatroTt HeO6XOAMMbIe peuenTtypHble 6l'|aHKVI, NU3roToB/1IEHHbIE
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TMnorpadckum cnocobom, 4Yepes oOpraHbl YNpaBAeHWA 34pPaBOOXPAHEHMEM MWAN  OpraHu3auumu,
YMNOAHOMOYEHHbIE Ha 3TO OpraHaMm UCMOJHUTENbHOM BNacTK cybbekTos Poccuiickon Peaepaumn.
(8 pea. NMpukasa MuHsapasa Poccum o1 11.12.2019 N 1022H)

29. PeuenTtypHble 61aHKKU, Nogneralime yyeTy, XPaHATCA OTBETCTBEHHbBIM JIMLLOM, Ha3HAa4YeHHbIM
pyKoBOAMUTENIEM MEOMUUMHCKOM OpraHM3aumu, B 3anMpaemMomM MeTanmyeckom wkady (ceride) mam
METANINYECKOM AILLMKE.

30. UHamBmMayanbHbI NpeanpUHUMATESNb, UMEIOWMI TNLEH3UIO HA MEANLMHCKYIO AeATe/IbHOCTb,
XPaHUT peLenTypHble 61aHKN, NogaexKalme yyeTy, B 3aNMpaeMoM MeTanandeckom WwKady (cende) nam
METaIIMYECKOM SILLMKE.,

31. MNpoBepKa COCTOSHWUS XpaHeHWs, yyeTa, GaKTUYECKOro Ha/uuMa W pacxoda peuenTypHbIX
6/1aHKoOB, nognexKawmx y4yeTy, OAMH pa3 B KBapTaa OCYLLECTBAAETCA KOMUCCUEel, Cco3gaHHON B
MeaNLMHCKOM OpraHmn3aLuu.

32. PeuentypHble 6naHKM, odopmnfemble Ha Oyma)KHOM HocuTesne W MNogjerkaline yyety,
BbIAAIOTCA MEANLMHCKMM PabOTHUKAM, MMELWMM NPaBo 0GOPMIEHNA PELLENTOB, MO PACNOPANKEHMUIO
rNaBHOro Bpay4a UM ero 3amecTuTens.

MonyyeHHble peuenTypHble OAaHKUM Ha OyMarKHbIX HOCUTENAX XPaHATCA MeAULUHCKUMMU
paboTHMKaMK B MOMeLLLEHUNAX, 0becrneymBaloLLmMX UX COXPaHHOCTb.

33. XpaHeHue cneumanbHbIX peuenTypHbiX 61aHKOB Ha HaPKOTUMYeCKoe CPeacTBO U NCUXOTPONHoe
BELLECTBO M Bblgaya YKa3aHHbIX peLenTypHbIX 61aHKOB MeANLUUMHCKOMY PaboTHUKY OCYLLLEeCTBAAETCA B
COOTBETCTBUM C NpUKazom MuHUCTepCTBa 34paBooxpaHeHna Poccuitickonn depepaumm ot 1 asrycra 2012
r. N 541 "O6 yTtBepxaeHun ¢dopmbl 6NAHKOB PELEnTOB, COAEPMKALLMX HAa3HAYEeHMEe HaPKOTUYECKMUX
CPEeACTB UM NCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOB/IEHMA, pacnpeaenieHuns, PerucTpaumm, yyeta
W XpaHeHMA, a TakKe npasua opopmaneHunsa” <12>,

<12> 3apeructpupoBaH MuHUcTepcTBOM tocTUUMKM Poccuitickoit ®epepaumn 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190, ¢ W3MeHeHMAMM, BHECEHHbIMM MNpUKazamu  MuHKUCTepcTBa
3paBooxpaHeHMa Poccuitickoit depepaumm ot 30 uwoHA 2015 r. N 385H (3aperucTpupoBaH
MuHUcTepcTBOM HOCTULMKM Poccuiickon Pepepaumm 27 Hosbpa 2015 r., permctpauymoHHbii N 39868), oT
21 anpena 2016 r. N 254H (3apernctpmpoBaH MuHUCTEpCTBOM tocTuumMK Poccuitickoit ®epepaumn 18
niona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3apeructpupoBaH
MuHUCTepCTBOM tocTULMK Poccuiickon deaepaunu 9 aHeapa 2018 r., pernctpaumoHHbii N 49561).

34. MporpaMmHO-TEXHUYECKME CPEeACTBa rOCYyAapPCTBEHHbIX MHPOPMALMOHHBLIX cuctem B chepe
3[paBOOXPaHEHUA, MEAUUMHCKMX  MHOOPMALMOHHBIX  CUCTEM  MEAUUMHCKUMX  OpraHusauumi
0becneymBatoT XpaHeHWEe 3IEKTPOHHbBIX PeLEenToB, 0POPMIEHHbIX B GOPME 3/IEKTPOHHbIX LOKYMEHTOB B
TEYEHWE CPOKOB, YCTAaHOBJIEHHbIX A/ XPaHeHua peuentoB, OQOPMIEHHbIX HA COOTBETCTBYHOLLMX
dopmax peLenTypHbIx 61aHKOB Ha BymarKHOM HocuTene <13>.

<13> MNyHKT 14 npaBua OTMNyCKa NEKAPCTBEHHbIX MPenapaTos AAA MeAULMHCKOrO NPUMEHeHUs, B
TOM 4YUCNe WMMMYHOBMONOTMYECKUX JIEKAPCTBEHHbIX MNPenapaTtoB, anTeYHbIMM  OPraHU3aLUAMM,
WHAMBUAOYANbHBIMU  NPEANPUHUMATENAMN,  UMEOWMMU  JNLEH3NKD  Ha  dapMaLeBTUYECKYHO
OEATEeNbHOCTb, YTBEPXKAEHHbIX NPUKazom MuHMCTEpPCTBA 34paBooxpaHeHma Poccuitickon Pepepauum ot
11 wona 2017 r. N 403H (3apernctpupoBaH MuHUCTEPCTBOM tocTUUMM Poccuiickon depepauum 8
ceHTAbps 2017 r., peructpaumnoHHbiii N 48125).
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