[okymeHT npepoctasneH KoHcynbTaHTI10C

3apeructpuposaHo B MuHtocte Poccnmn 26 mapta 2019 r. N 54173

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

MPUKA3
ot 14 aHBapa 2019 r. N 4H

Ob YTBEPXKOEHUN NOPAAKA
HA3HAYEHWA NEKAPCTBEHHbIX NPEMNAPATOB, ®OPM PELENTYPHbIX
B/IAHKOB HA NEKAPCTBEHHbIE NMPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJ/IAHKOB, UX YYETA U XPAHEHUA

B cooTtBeTcTBMM C NyHKTOM 16 Yact 2 ctatbm 14 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbA rpaxaaH B Poccuiickon depepauun" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit ®epepaumn, 2011, N 48, cT. 6724; 2013, N 48, cT. 6165; 2014, N 30, cT.
4257; N 49, ct. 6927; 2015, N 10, cT. 1425; N 29, c1.4397; 2016, N 1, c1. 9; N 15, c1. 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 MuHUCTepCcTBE 34paBoOXpaHeHMA Poccuiickoit  Pepgepaumn, yTBEPKAEHHOTO
noctaHosneHnem [pasutenbctBa Poccuitckoit Pepepaunmn ot 19 umioHs 2012 r. N 608 (CobpaHue
3aKoHogaTenbcTBa Poccminckom ®egepaumm, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970; N 20, cT. 2477; N
22, cT. 2812; N 33, cT.4386; N 45, cT. 5822; 2014, N 12, c1. 1296; N 26, ct. 3577; N 30, cT1. 4307; N 37, cT.
4969; 2015, N 2, c1.491; N 12, cT. 1763; N 23, cT1. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27, cT1. 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. YTBepauTh:
NOpPAAOK Ha3HAYEHUA 1EKAPCTBEHHbIX MPENapaToB cornacHo npuaoxexuo N 1;
dopmbl peLenTypHbix 61aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npuaoxkenuto N 2;

nopagok odopmneHus peuenTypHbiXx GNaHKOB Ha J/IeKapCTBEHHble npenapatbl, WX yyeTa M
XpaHeHWA CornacHo npunoxkeHuto N 3.

2. Mpu3HaTb YTPATUBLUMMM CUAY:

npukas MuHUcTepcTBa 34paBooxpaHeHua Poccuiickon depepaumm ot 20 gekabpa 2012 r. N
1175H "O6 yTBEpPMKAEHUM NOPALAKA HAa3HAYEHUA U BbIMUCbIBAHUA NEKAPCTBEHHbIX NPENapaToB, a TaKkKe
dopm peuenTypHbix 61aHKOB Ha J/leKapCTBEHHble npenapaTtbl, Nopaaka O0POPMNEHUA YKa3aHHbIX
671aHKOB, UX yyeTa M xpaHeHua" (3apernctpmpoBaH MUHUCTEPCTBOM toCcTULMK Pocculickoin depepauum
25 ntoHa 2013 1., pernctpaumoHHbii N 28883);

MYHKT 2 W3MEHEeHW, KOoTopble BHOCATCA B [lopAfOK cCO34aHMA M AeATeNbHOCTM BpayvebHol
KOMMCCUN MEeANLMHCKOWN OpraHn3aumm, yTBEPKAEHHbIN NpuKazom MUHUCTEPCTBA 340aBOOXPAHEHUA U
coumanbHoro passutmna Poccuiickoit Pepepaummn ot 5 mana 2012 r. N 502H, u B MNopagok Ha3HayYeHUA 1
BbINUCbIBAHNA NleKapCTBEHHbIX npenapaTos, YTBEPKAEHHbIN NPUKasom MwuHucTepcTBa
3/paBooxpaHeHua Poccuiickoit ®epepaumm ot 20 aekabpsa 2012 r. N 1175H, yTBepKAEHHbIX NPUKA30OM
MuHUCTepcTBa 3apaBooxpaHeHua Poccuiickolr depepaumm ot 2 aekabpa 2013 r. N 886H
(3apeructpuposaH MwuHUCTepcTBOM tocTUUMKM  Poccuitickolt  depepaumm 23 pekabps 2013 r.,
pernctpaumnoHHbiii N 30714);

npukas MuHUcTepcTBa 34paBooxpaHeHus Poccuiickoit ®enepaumm ot 30 utoHa 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 NOPsSAKa HAa3HAYEHUA U BbINUCbIBAHUSA
NIEKAaPCTBEHHbIX MpenapaToB, a Takxe ¢opm peuenTypHbiX 61aHKOB Ha NeKapCTBEHHble MpenapaTsl,
nopsaaxka obopmaeHns yKasaHHbIX 6/1aHKOB, MX yyeTa U XxpaHeHua" (3apernctpmposaH MUHMCTEPCTBOM
tocTnumnmn Poccuinckoit ®epepaumm 6 aBrycta 2015 r., peructpaumoHHbiii N 38379);

NYHKT 1 U3MEHEeHMUN, KoTopble BHOCATCA B NpuKa3s MuUHUCTepCTBa 34paBooxpaHeHma Poccuiickol
depepaunn ot 20 aekabps 2012 r. N 1175H "O6 yTBEpKAEHMM NOpPAAKA HAa3HAYEHUA U BbIMUCbIBAHUSA
NIeKAPCTBEHHbIX MPENApaToB, a TakxKe GopM peuenTypHbiXx 61aHKOB HA NIeKAapCTBEHHble MpenapaTsbl,
nopagka opopMNEHUA YKaszaHHbIX BMaHKOB, MX y4yeTa M xpaHeHua" n npunoxkeHne N 2 K npuKasy
MuHUCTepCTBA 34paBooxpaHeHns Poccuiickoli Pepepaumm ot 1 asrycta 2012 r. N 54H "0O6
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPNKALUMX Ha3HAYeHME HAPKOTUYECKUX CPeacTB Wan
NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBJIEHUA, pacnpeaeneHns, perucTpaumm, yueta n XxpaHeHums,
a TakkKe npasun odopmaeHua", yTBEPKAEHHbIX MpPUMKasom MUHUCTEPCTBA 34PaBOOXPAHEHUS
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 Poccuiickoint ®epepaumm n MuHUCTepcTBa 34paBooxpaHeHus Poccuiickol
depepaunn no Bonpocam ob6palLEHMA NEKAapCTBEHHbLIX MPEenapaToB, COAEPrKALLMX HapKOTUYECKMe
CpencTBa, NCUMXOTPOMHbIE BELLECTBA M UX MNPEKYPCOpbl, WU JIEKAPCTBEHHbIX CPeACcTB, MNOASeXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY Yy4eTy, YTBEPXKAEHHbIX MpPUKasom MUHUCTEPCTBA 34paBOOXPAHEHMA
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 Pepepaumu

oT 14 aHBapa 2019 r. N 4H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
l. O6wme nonoxkeHma
1. HacToAwMmIi nopsafoK yCTaHaB/AMBaET NpaBMia HasHaAYeHUA JIeKapCTBEHHbIX MpenapaTtos ANns

MEANUMNHCKOTO NPUMEHEHMUA (Aanee - NeKapcTBEHHbIe NpenapaTtbl) U 0POPMIEHNA UX Ha3HAYEHUA MpU
OKasaHWWN MegMULMHCKOM NOMOLM B MEAULMHCKMX OpraHM3aumax <1>.

<1> MyHKT 11 cTaThk 2 PepepanbHOro 3akoHa oT 21 HoAbps 2011 r. N 323-®3 "0O6 ocHoBax
oXpaHbl 340p0BbA rpaxgaH B Poccuiickolt depepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickol
depnepaunn, 2011, N 48, c1. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, cT. 4791).

2. HasHauyeHue NeKapcTBEHHbIX MPEenapaToB OCYLLECTBAAETCA Jevalum Bpayom, enbaluepom,
aKyLepKoW B C/lyyae BO3/IOXKEHMSA Ha HUX MOJIHOMOYMIA Jleyallero Bpaya B MOpPsAKe, YCTaHOB/IEHHOM
NprKasom MUWHUCTEPCTBA 34paBOOXPAHEHUS U COLMANLHOTO pa3BuTua Poccuiickoit Peaepauun ot 23
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mapta 2012 r. N 252H "O6 ytBepxaeHun [lopsaka BO3/OKEHUA Ha denbilepa, akylepky
pyKoBOAMUTENEM MEAMLMHCKON OpraHM3auuM nNpu OpraHusaluMmM OKasaHuA NepBUYHON MeauKo-
CAaHUTAPHOM MOMOLLM U CKOPOM MeAMLMHCKON MOMOLWM OTAe/bHbIX PYHKUMA Nedallero Bpaya no
HenocpeACTBEHHOMY OKa3aHWI0 MeAULMHCKON NOMOLLM NaUMeHTy B nepmnos HabaoaeH A 3a HAM U ero
NleyeHna, B TOM 4UMCAEe MO HA3HAYEHUIOD W MPUMEHEHMIO NEKAPCTBEHHbIX MNPEnapaToB, BK/OYas
HAaPKOTUYECKME NEKAPCTBEHHblE Npenapatbl M MNCUXOTPOMHbIE JNIEKAPCTBEHHbIE MNpenapaTtbl”’ <2>,
WMHAMBUAYANIbHBIMWU NPeANnPUHMMATENSAMMN, OCYLLECTBAAIOWMMU MEANUMHCKYIO AeATeNbHOCTb (panee -
MeANUNHCKUE PaboTHUKM).

<2> 3apeructpupoBaH MuHucTepcTBOM tocTuLMnM Poccuitckolt deaepauum 28 anpena 2012 r.,
pernctpaumoHHbit N 23971, Cc W3MEHEHMAMW, BHECEHHbIMM NpMKasom  MuHUCTEpPCTBA
34paBooxpaHeHua Poccuitckoit depepaumm oT 31 oKtabpa 2017 r. N 882H (3apernctpupoBaH
MuHUCcTepcTBOM tocTULMK Poccuiickon deaepaunm 9 aHeapa 2018 r., pernctpaumoHHbin N 49561).

3. CBeAeHMA O HasHaYeHHOM /NleKapCTBEHHOM Mpenapate (HaMmMeHoBaHWE JIeKapCTBEHHOro
npenapara, A03MpPOBKa, CNOocob BBEAEHUA U NPUMEHEHNA, PEXUM A03MPOBAHMSA, NMPOAO/IIKUTENbHOCTb
nedeHmss M 06OCHOBaHWe HasHaYeHMA JIeKApCTBEHHOro npenapaTta) BHOCATCA  MeAMLMHCKMM
PabOTHNKOM B MEAMLMHCKYIO AOKYMEHTALMIO NaLMeHTa.

B cnyyaaAx, yKasaHHbIXx B NyHKTax 9 - 12 Hactoswero [lopagKa, MeguUUMHCKMIA paboTHUMK
obopmMnAeT HazHayeHWe NIeKApPCTBEHHbIX MpernapaTos, B TOM 4YucCiae NOANENKALLMX W3FOTOBJEHUIO U
OTMYCKY QanTeYHbIMM OpraHM3auMaAMM (panee - NeKapCTBEHHble Mpenapatbl MHAWBUAYANbHOTO
W3roToB/NEHMA), HA pPeLLenTypHOM 6aaHKe, 0opOopMNEHHOM Ha ByMaxKHOM HOCUTEsle 3@ CBOEW MOAMUCHIO
(manee - peuenT Ha b6ymaxHOM HocuTene), U (UAKM) € cornacua nauMeHTa WAM ero 3aKOHHOTO
npeacTaBuTens <3> Ha peuenTypHOM 6naHKe B Ppopme 3/1eKTPOHHOrO AOKYMEHTa C UCMNO/Ib30BaHUEM
YCUIE@HHOW KBanNOULMPOBAHHOM 3NEKTPOHHOM NOANUCU MeANUMHCKOro paboTHMKa (fanee - peuent B
bopme 3/1eKTPOHHOrO AOKYMEHTA).

<3> B OTHOWeEHUN 1L, YKa3aHHOro B Yact 2 ctatbm 20 PepepanbHOro 3akoHa ot 21 HoAbps
2011 r. N 323-d3 "O6 ocHoBax OxpaHbl 340p0OBbA rpaxaaH B Poccuitickoint degepaumn” (CobpaHue
3aKoHogmaTenbcTBa Poccuitckoit ®epepauymm, 2011, N 48, c1. 6724; 2013, N 48, c1. 6165; 2017, N 31, cT.
4791).

Peuent B ¢popme 31EKTPOHHOTO AOKYMEHTA, COAEPKaLMA Ha3HaYeHMe HAPKOTUYECKMX CPeacTs
WK NCUXOTPOMHBIX BELLecTB, NOAMNMCLIBAETCA C WMCNOJ/Ib30BaHWEM YCUNEHHOM KBanUGUULMPOBAHHOM
3/1eKTPOHHOW NOANUCK Nevallero Bpaya uau denbalepa, akylepKu, Ha KOTOPbIX BO3/IOXKEHbI GYHKLUN
Nlevalllero Bpaya, U COOTBETCTBYIOLLEN MeAMLMHCKOW OpraHn3aumm <4>,

<4> Yactb 1 ctatbu 26 PepepanbHoro 3akoHa oT 8 aHBapa 1998 r. N 3-®3 "O HapKoTMYeCcKux
cpeacTBax M NcuxoTponHbix BewecTBax" (CobpaHue 3akoHogatenbcTBa Poccuiickoit depepaumm, 1998,
N 2, cT. 219; 2003, N 27, cT. 2700; 2011, N 49, ct. 7019; 2013, N 48, c1. 6165; 2016, N 27, cT. 4238; 2017,
N 31, cT. 4791).

OdopmneHune peuenTtoB B Gopme 3/1EKTPOHHbIX JOKYMEHTOB OCYLLECTBAAETCA B C/y4ae NPUHATUA
YNO/IHOMOYEHHBIM  OPraHOM  WMCMOAHUTENbHON BnactM cybbekta Poccuiickor  Pepepaunn B
COOTBETCTBUM C NyHKTOM 4 cTatb 6 degepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6
ob6palleHMM neKkapcTBeHHbIX cpeacts" <5> peweHus 06 MCNoNb3oBaHMM Ha TeppuTopun cybbekTa
Poccuitckoit Pepepaumm Hapagy C peuentamu Ha NeKApCTBEHHble MpenapaTtbl, 0POPMAEHHBIMU Ha
OyMaXKHOM HocuTene, peuLenToB Ha JeKapCTBEHHble MpenapaTbl, CHOPMUPOBaHHbLIX B dopme
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IIEKTPOHHbIX AOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickoint Pepepauymm, 2010, N 16, cr. 1815; 2012, N 26, cT.
3446; 2017, N 31, cT. 4791.

4. Mpu BbINMCKE NaUMeHTa M3 MeAUUMHCKOW opraHu3auMu, B KOTOPOW emy OKasblBaiacb
MeANUMHCKaA NOMOLb B CTaUMOHAPHbIX YCNOBMAX, AaHHOMY MaUMeHTYy MO pelleHuio pyKoBoauTens
MeANLUNHCKOW opraHM3aummn HasHavaloTtca ¢ opopmaeHmnem pelenta B GOpmMe 31eKTPOHHOro A0KYMEHTa
M (Mnn) Ha BymaxkHOmM HocuTene (3a MCKAOYEeHWEM OQPOPMNEHMA PEeLLenTOB Ha JIeKapCTBEHHble
npenapatbl, Nogaexalue oTnycKy 6ecnnaTHO MAM CO CKMAKOMW) NnMbo BblaatoTca (NauMeHTy uUan ero
3aKOHHOMY NpeacTaBUTENt0) OAHOBPEMEHHO C BbIMUCKOW M3 UCTOPUKM 60/1e3HN NleKapCTBEHHble
npenapatbl, B TOM YMC/e HapKOTMYECKME U MNCUXOTPOMHbIE NIeKapCTBeHHble npenapaThl, BHECEHHbIE B
cnuckn Il m 1l nepeyHAa HapPKOTUYECKUX CPEeACTB, MCUMXOTPOMHbIX BELLeCTB U UX NPEKypCcopos,
noanexalmx KoHTpoto B Poccuiickoih dPegepauun, yTBepKaeHHOro noctaHoBneHnem lMpaBuUTenbCTsa
Poccuitckoit ®epepaumm ot 30 uioHAa 1998 r. N 681 <6> (pganee - MepeyeHb), cUNbHOAENCTBYIOLLME
JIeKapCTBEHHbIe NPenaparbl, Ha CPOK Npuema NaumMeHTom Ao 5 aHen.

<6> CobpaHue 3akoHoaaTenbcTBa Poccuiickoit degepaunm, 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, c1. 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, c1. 1295; N 19, cT1. 2400; N 22, c1. 2864; N 37, cT. 5002; N 41, cT. 5625;
N 48, cT. 6686; N 49, c1. 6861; 2013, N 6, cT. 558; N 19, cT1. 953; N 25, c1. 3159; N 29, cT1. 3962; N 37, cT.
4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, cT. 3763; N 44, cT. 6068;
N 51, ct. 7430; 2015, N 11, cT. 1593; N 16, cT. 2368; N 20, cT. 2914; N 28, cT.4232; N 42, cT. 5805; 2016,
N 15, ct. 2088; 2017, N 4, cT. 671; N 10, cT. 1481; N 23, c1. 3330; N 30, cT1. 4664; N 33, cT. 5182; 2018, N
27, cT. 4071.

5. Ha3HauyeHWe neKapCTBEHHbIX MPEenapaToB MNPW OKa3aHUMM MeAMUMHCKON MOoMOoWM B
CTALMOHApPHbIX YCN0BMAX B TPebOBaHUAX-HAKNALHbIX, HanpaBAfeMblX B anTeYHble OpraHusauuu,
ABNAIOLLMECA CTPYKTYPHbIMM NOAPA3AENEHUAMN MEAUUNHCKOM OpraHM3aumm, B KOTOPOM OKa3blBaeTcs
MeNUMHCKaA MOMOLLb, OCYLLECTBAAETCA B COOTBETCTBMM C WMHCTpyKuMen O mopaake BbIMUCbIBAHWUA
NIeKapCTBEHHbIX MpenapatoB M 0GOPMAEHUA peLenToB WM TpebOoBaHWM-HaAKNAAHbIX, YTBEPKAEHHOMN
npukasom MMHUCTEPCTBA 34PaBOOXPAHEHMA U couManbHOro passuTus Poccuiickon Pepepaumm ot 12
deBpansa 2007 r. N 110 "O nopaaKe HasHayYeHMA U BbINUCbIBAHWS NEKAPCTBEHHbIX NPenapaTos, U34eNni
MeMUNHCKOTO Ha3HAYeHWA U CNeLManm3MpoBaHHbIX MPOAYKTOB 1e4ebHOro nuTaHua" <7>.

<7> 3apeructpmposaH MuHuctepcteom toctnumm Poccuinckon Pepepaummn 27 anpena 2007 r.,
pernctpaumoHHbin N 9364, ¢  M3MEHEeHWAMM, BHECEHHbIMW  NpuKasamu  MuHUCTepPCTBa
34paBOOXPaHEHNA M coumanbHOro passutuA Poccuitckon Pepgepaumnm ot 27 asrycta 2007 r. N 560
(3apernctpupoBaH MuHUCTepcTBOM tocTUUMKU  Poccuitickon dPepepauum 14 ceHtabps 2007 r.,
peructpaumoHHbii N 10133), ot 25 ceHTAabps 2009 r. N 794H (3apeructpupoBaH MUHUCTEPCTBOM
tocTnumnm Poccuinckoin Pepepaumm 25 Hosbpa 2009 r., peructpaumoHHbin N 15317), ot 20 aHBapa 2011 .
N 13H (3apeructpupoBaH MuHUCTepcTBOM tocTUUMKM Poccuiickoit depepaummn 15 maprta 2011 r,
peructpaumnoHHbiii N 20103), nprMkasammn MuHUCTepCTBa 34paBooxpaHeHusa Poccuitckoit Pepepauunn ot
1 asrycta 2012 r. N 54H (3aperunctpupoBaH MuHUcCTepcTBOM tocTuumMK Poccuiickor Pepepaummn 15
asrycta 2012 r., peructpaumoHHbiii N 25190), ot 26 deBpana 2013 r. N 94H (3aperncTpupoBaH
MuHUCTepCTBOM toCTUUMKM Poccuitickoit Peaepauun 25 nioHa 2013 r., perncTpaupmoHHbiin N 28881).
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6. HasHauyeHMe NeKapCTBEHHbIX MPEenapaToB OCYLIECTBAAETCA MeAUUMHCKUM PaboTHMKOM no
MeXKAyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBAHMIO, @ NPWU ero OTCYTCTBUM - FPYNMNUPOBOYHOMY MK
XMMMUYECKOMY HauMMeHOBaHWIO. B cAyyae OTCYTCTBMA  MEXAYHApOAHOro  HemnaTeHTOBAaHHOro
HaUMEHOBaHUA W FPYNMNMPOBOYHOIO WAM XMMMYECKOrOo HanMMEHOBaHWA NeKapCcTBEHHOro npenapaTa,
NleKapcTBeHHbIN npenapaTt HasHavaeTca MeaMLMHCKMM paboTHUKOM No TOProBOMy HaMMEHOBaHMIO.

MpyY HaAUYUU MEeAUUMHCKUX MOKasaHUl (MHOMBMAYaibHAA HENnepeHOCUMOCTb, MO KU3HEHHbIM
NoKasaHMAM) MO peLleHno BpadyebHo KoMUCcCUM MeAULIMHCKOM opraHu3aumuu <8> ocyliecTBaseTca
HasHayeHMe U opopMNEHME HA3HAYEHUA JIEKAPCTBEHHbIX MPENApPaToB, He BXOAALMX B CTAHAAPTbI
MeANUNHCKON NOMOLLM, pPa3paboTaHHbIX B COOTBETCTBUM € NYHKTOM 4 cTaTbi 10 PeaepanbHOro 3akoHa
0T 21.11.2011 N 323-d3 "0O6 ocHoBax 0XpaHbl 340pOBbA rpaxaaH B Poccuitckoit Pegepauunn <9>, nnbo
Mo TOProBblM HaMMeHOBaHMAM. PelweHne BpayebHOM KOMUCCUM MEAWMUMHCKOW OpraHu3auuu
dUKcmpyeTca B MeAMLMHCKOM AOKYMEHTALMM NaLMEHTA U B XKypHase BpayebHON Komumccuu.

<8> Mpwukas MuHsgpascoupasemTns Poccum ot 5 maa 2012 r. N 502H "06 yTBep»KaeHUM nopaaKa
CO34aHMA U AeATeNbHOCTM BpayebHOW KOMUCCUM MeaMUMHCKOM opraHusauuun” (3aperncTpuposaH
MwuHioctom Poccun 9 uioHa 2012 r., perncTpaunoHHbii N 24516), ¢ M3MEHEHUAMWU, BHECEHHbIMU
npuvkasom MuHsapasa Poccum oT 2 gekabpsa 2013 r. N 886H (3apernctpuposaH MuHioctom Poccum 23
AeKkabps 2013 r., perncTpaumnoHHbiii N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickoit ®epepauymn, 2011, N 48, ct. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791; 2018, N 53, cT. 8415.

7. HasHayeHMe neKkapcTBEHHOrO npenaparta B peuente Ha BymMa)kHOM HOcUTene Wau peuente B
dbopme 3N1EeKTPOHHOrO AOKYMeHTa OGOpPMAAETCA Ha MMA NauMeHTa, A8 KOTOPOro npeaHasHayeH
NleKapcTBEHHbIV Npenapar.

Peuent Ha BymaxHOM HocuTene, obOpMIEHHbIN Ha peuentypHom 6naHke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (n), yTBEepXAEHHbIX HACTOALWLMM MPMKA30M, a TaKKe peuenT Ha BymaskHOm
HocuTesie, odpopMIEHHbI Ha peuenTypHom 6naHke dopmbl N 107/y-HM, yTBEep>KOAEHHOM MPMKa3om
MuHUCTepCTBA 34paBoOXpaHeHns Poccuitickot Pepgepaumm ot 1 asrycta 2012 r. N 54H "O6
yTBEpKAeHUN dopmbl 6J1aHKOB peuenToB, coAep)Kaliux HasHaAYeHWe HAPKOTUYECKUX CPeacTs wuam
NMCUXOTPONMHBIX BELLECTB, MOPAAKA UX U3FOTOBJIEHUA, pacnpeseneHna, perncTpaLmm, yueta u xpaHeHus,
a TakKe npasun obopmaeHus” <10> (aanee - popma N 107/y-HM), MOXKeT BbITb NONYYEH NALMUEHTOM,
€ro 3aKOHHbIM NPeaCcTaBUTENEM UAN NLOM, UMEOLWUM 0POPMIEHHYIO B COOTBETCTBUM C FPaXKAaHCKUM
3aKoHoAaTenbCcTBOM Poccuiickon depepaunm fOBEPEHHOCTb OT NaLMeHTa Ha NpPaBoO NOAyYeHMUA TAaKoro
peuenTa (4anee - ynoJIHOMOYEHHOE NNLO).

<10> 3apeructpmpoBaH MuHUCTepcTBOM tocTnumm Poccminckon ®Pegepaumnm 15 asrycrta 2012 r,
peructpaumoHHbii N 25190, ¢ wW3MeHeHUAMM, BHECEeHHbIMM MpuKasamn  MuHUCTepcTBa
3apaBooxpaHeHuna Poccuiickolt depepauun oT 30 wuioHa 2015 r. N 385H (3apernctpupoBaH
MuHKcTEpPCTBOM tocTULMK Poccuiickont Peapepaunn 27 Hosbpa 2015 r., perncTpaumnoHHbiii N 39868), ot
21 anpena 2016 r. N 254H (3apernctpupoBaH MuHucTepcTBOM tocTuumMn Poccuiickon deaepauymm 18
niona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTpupoBaH
MuHKcTepCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

Peuent B dopmMe 3/IeKTPOHHOTO AOKYMeHTa GOPMUPYETCA C UCMO/Ib30BAaHNEM TOCYAAPCTBEHHOM
MHGOPMAUMOHHOM cuctemMbl B cdepe 3ppaBooxpaHeHus cybbekta Poccuitckolt  dPegepauumy,
MeAULMHCKON MHGOPMALLMOHHOM CUCTEMbI MeANLMHCKON OpraHM3aumnm <11>.
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<11> Cratbu 91 1 91.1 depepanbvHoro 3akoHa ot 21 Hosbps 2011 roga N 323-$3 "0O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoir depepaumnn” (CobpaHue 3aKkoHoAaTenbcTBa Poccuitckol
depgepaunn, 2011, N 48, cT1. 6724; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; N 39, cT. 4883; N 48, CT.
6165; 2014, N 30, cT. 4257; N 43, c1. 5798; N 49, cT1. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27,
cT. 3951; N 29, c1.4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18,
CcT. 2663; N 31, cT. 4794).

®akT BblgAYM peLenTa Ha NEeKAPCTBEHHbIM MpenapaT 3aKOHHOMY MNPeACTaBUTEND  WUAU
YNOAHOMOYEHHOMY Ly PUKCMpPYeTCA B MeANUMHCKOM AOKYMEHTALUM NaLMeHTa.

8. MeguuuHCcKUM paboTHMKam 3anpewaetca opopmMmaaTb PeLenTbl NPU OTCYTCTBMU Yy MalMeHTa
MEAULMHCKMX MOKa3aHMW; Ha He3apermcTpupoBaHHbIe JIeKapCTBEHHble npenapatbl <12>; Ha
JIeKapCTBEHHbIE NpPenapaTtbl, KOTOPblE B COOTBETCTBUM C UHCTPYKLUMEN MO MeANLUUHCKOMY NPUMEHEHUIO
npegHasHayeHbl 411 NPUMEHEHUS TONbKO B MEANLMHCKMUX OpraHM3aumax; Ha HapKOTUYEeCKUe cpeacTBsa
M NCUXOTPOMHbIE BELLECTBA, BHECEHHble B cnucok |l MepeyHs, 3aperucTpupoBaHHblE B KayecTse
JIEKapCTBEHHbIX NPENaAPATOB, B LEAsX NPUMEHEHUA /15 NeYEHUA HAPKOMaHUU.

<12> PeweHne CoseTa EBpasmicKOi 3KOHOMUYECKON Komuccum ot 3 Hoabpa 2016 r. N 78 "O
MpaBuaax pervcTpaumm M 3KCNepTM3bl JIEKAPCTBEHHbIX CPEeACTB A1A MeAWULUMHCKOro npumeHeHus"
(odmumanbHbIM canT EBpa3sMINCKOro 3KOHOMMYecKoro cotosa http://www.eaeunion.org/, 21 Hoabpa
2016 r.). Cratba 13 ®depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 ob6pauieHumn
NIeKapCTBEHHbIX CPeACTB AN MeAULMHCKoro npumeHeHns" (CobpaHune 3akoHoaaTenbcTBa Poccuitickoi
depepaunn, 2010, N 16, cT. 1815; 2015, N 29, cT. 4367; 2018, N 24, cT. 3407).

NHOouBMAyanbHbIM  MpeanpuUHUMATENAM, OCYLLeCTBAAWUM  MeAULMHCKYIO  OeATeIbHOCTb,
OOMNOJIHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3ale NMepBOM HACTOAWErO NyHKTa, 3anpeliaeTca
obopmMNATL peuenTbl Ha HAPKOTUYECKMEe CpeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CNUCKKU |l 1
Il NepeyHs (manee - HaAPKOTUYECKME M MCUXOTPOMHbIE NEeKAapCTBEHHble npenapatbl crnvckos Il u Il
Mepeyns).

9. MpM Ha3HAYEHUW HAPKOTUYECKMX M MNCUXOTPOMHbIX JIEKAapCTBEHHbLIX MpenapaTos cnucka |
MepeyHa, 33 UCKNOYEHNEM fIeKAapPCTBEHHbIX MPEnapaTos B BUAE TPaHCAEPMasbHbIX TepaneBTUYECKnX
CUCTEM U NIeKApCTBEHHbIX MNpPenapaToB, COAEPXKallMX HApPKOTUYECKOe CPeAcTBO B COYETaHMM C
aHTaroHUCTOM OMWOWAHbLIX PEeLEenTopoB, PeuenTbl Ha 6yma)KHOM HocuTene o0QpopPMAAIOTCA Ha
peuenTypHom 61aHKke popmbl N 107/y-HIN.

10. PeuenTypHbIin 61aHK dopmbl N 148-1/y-88 odopmnsaerca npu HasHauYeHUN:

1) HapKOTMYECKMX M MCUMXOTPOMHbIX NEKAPCTBEHHbLIX MpenapaTtoB cnucka Il MepeyHa B BuAe
TPaHCAEPMabHbIX TEPaneBTUYECKUX CUCTEM, HAPKOTMYECKUX JIEKAPCTBEHHbIX MNpenapaTtoB crnucka |l
MepeyHsa, coaep:Kalux HAPKOTUYECKOE CpeacTBO B COYETAHMM C  aHTarOHUCTOM  OMUMOMAHbIX
peLenTopoB, NCUXOTPOMHbIX 1EKAPCTBEHHbIX NpenapaTos cnucka lll Nepeyxs;

2) neKapcTBeHHbIX npenapaTtos, o6iagaloWwmnx aHaboANYECKON aKTUBHOCTbIO (B COOTBETCTBUM C
OCHOBHbIM PpapMaKONOrMYECKUM AENCTBUEM) U OTHOCALLIMXCA NO aHAaTOMO-TepaneBTUYECKO-XMMMNYECKOM
Knaccudukaumm, peKoMmeHa0BaHHOM BcemupHoM opraHusaumelt 3gpaBooxpaHeHuns (aanee - ATX) <13>,
K aHabosnnyeckum cTepouaam (Kog A14A) (manee - nekapcTBeHHble npenapatbl, obnagatowme
aHabo/MYeCcKol aKTUBHOCTbIO B COOTBETCTBUM C OCHOBHbIM GapMaKo/IOrMYeckMm AencTBUeEM);

<13> Cratba 18 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHuun
NeKapCcTBEHHbIX CPeacTB 414 MeAuUMHCKoro npumeHeHna" (CobpaHue 3akoHoaaTenbcTBa Poccuitckol
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depnepaunn, 2010, N 16, cT. 1815; 2014, N 52, cT. 7540).

3) NeKapcTBeHHbIX MPenapaToBs, YKa3aHHbIX B NyHKTe 5 Mopsaaxka oTnycka GuU3MYecKUm aunuam
JNIEKAPCTBEHHbIX NpenapaToB ANA MeAULMHCKOTO NMPUMEHEHMA, COAEPKALMX KPOME MaslbiX KOINYECTB
HAPKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M WX MPEKypcopoB Apyrve dapmakosornyeckme
aKTUBHbIE BeLLeCTBa, YTBEP)KAEHHOro npuKasom MuHMCTepCTBA 34PaBOOXPAHEHUA M COLMAJIBHOIO
pa3sutma Poccuiickon dPepepaummn ot 17 masa 2012 r. N 562H <14> (manee - MNopAgoK OTNycKa
JIeKapCTBEHHbIX NpPenapaTos);

<14> 3apeructpupoBaH MuHUCTepcTBOM toCTUUMKM Poccuiickon depgepaumm 1 unioHa 2012 r,
pernctpaumoHHbii N 24438, Cc W3MEHEHMAMW, BHECEHHbIMM MNpUKasamu  MUHKUCTepCTBa
34paBooxpaHeHua Poccuitickoit depgepaumm ot 10 wmwoHa 2013 r. N 369H (3apervctpupoBaH
MuHUcTepcTBOM tocTuLmm Poccuiickoint ®eaepauymm 15 nions 2013 r., pernctpaumoHHbii N 29064), ot 21
asrycta 2014 r. N 465H (3apernctpupoBaH MuHUCTepcTBOM tocTUUMK Poccuiickon deapepauymm 10
ceHTAbpa 2014 r., peructpaumoHHbin N 34024), ot 10 ceHTabps 2015 r. N 634H (3aperncTpupoBaH
MuHucTepcTBOM tocTULMK Poccuiickoit depepaumm 30 ceHTabpa 2015 r., peructpaumoHHbiii N 39063),
oT 31 oktabps 2017 r. N 882H (3aperucTpupoBaH MUHUCTEPCTBOM tOCTULMM Poccuiickoit degepauun 9
AHBapA 2018 r., pernctpaumoHHbIin N 49561).

4) nekapCTBEHHbIX NPenapaTtoB UHAMBUAYA/NIbHOIO M3rOTOB/EHUS, COAEPMKALLMX HAPKOTUYECKoe
CPeACTBO MW MCUXOTPOMNHOE BellecTBo cnmcka |l MepeyHa, n apyrue GpapmaKosiorMyeckme akTUBHbIE
BElecTBA B [03e, He MpPEeBbllWAOWEN BbICWYHO pPa3oByl f[03y, W MpU  YCNOBUW, YTO ITOT
KOMOMHMPOBAHHbLIA IEKAPCTBEHHbIA MNpenapaTt He ABAAETCA HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka |l MepeyHs;

5) NneKapcTBeHHbIX MNpenapaToB, NoA/NEXKalWMX MpPegMeTHO-KOANYECTBEHHOMY Y4yeTy, He
nepeyncaeHHbIX B MOANYHKTax 1 - 4 HacToAWEero NyHKTa (3a MCKNKOYEHWEM 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) nekapCTBEHHbIX NpPenapatoB, YKasaHHbIX B NyHKTe 4 [lopagKka OTNYCKa NeKapCTBEHHbIX
npenaparos;

2) NeKapcCTBEHHbIX MPENAapaToB, He YKa3aHHbIX B NyHKTax 9 - 11 HacToAwero Mopaska.

13. Mpu HasHaYeHUN NeKapCTBEHHOro npenaparta UHANBUAYAAbLHOTO U3roTOBAEHUA B peLenTe Ha
bymaxkHOM Hocutene w (unamn) peuente B GoOpme 3SNEKTPOHHOTO [AOKYMEHTa HaMMEHOBaHUA
JIeKapCTBEHHbIX MPENapaToB, BKAIOYEHHbIX B MepeyeHb JIEKapCTBEHHbIX CPeACTB ANA MegULMHCKOro
NPUMEHeHUA, MoA/IeXKallMX NpegMeTHO-KOMYeCcTBEHHOMY Yy4yeTy <15> (Janee - neKkapCTBEHHble
npenapartbl, BKAOUYEHHble B NepedyeHb MKY), ykasbiBaloTcA B Hayane pelenTa, 3aTeM - BCe OCTajlbHble
WUHTpeaNEHTbI.

<15> MpunKasz MuHucTepcTBa 3apaBooxpaHeHnsa Poccuinckon Pegepaumum ot 22 anpens 2014 r. N
183H "Ob6 yTBEP)KAEHMM MNEPEYHs JNIeKAPCTBEHHbIX CPeACTB ANA  MeAMLUMHCKOro MNpUMEHEHMUS,
nogsexalmx npeamMmeTHO-KONMYeCcTBEHHOMY YyyeTy" (3apernctpupoBaH MWHUCTEPCTBOM  HOCTUL MM
Poccuitckoit depepaumm 22 uiona 2014 r., peructpaumoHHbin N 33210), ¢ USMEHEHUSAMU, BHECEHHbIMMU
npukasamu MuHKUCTepCTBa 3apaBooxpaHeHns Poccuiickoin deaepauum ot 10 ceHTabpa 2015 r. N 634H
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(3apeructpuposaH MuHucTepcTBOM tOoCTUUMKM  Poccuiickon depepaummn 30 ceHTabps 2015 r.,
pernctpaumnoHHbiii N 39063), ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MuUHUCTEPCTBOM
tocTnumnm Poccuiickoii Pepepaunn 9 ansaps 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 uiona 2018 r. N 471H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuiickolt depepaumm 14 asrycta 2018 r., peructpaunoHHbii N 51885).

14. MNpw Ha3HayeHUU NIeKapCTBEHHOro MpenapaTa B peuente Ha bymaxkHOM Hocutene u (Mau)
peuente B popme 3N1EKTPOHHOIO AOKYMEHTa 3anpeLiaeTcA MpeBblwaTb KOAMYECTBO HAPKOTUYECKMX
CPeacTB WMAM  MCUXOTPOMHbLIX BELLECTB, KOTOPOE MOMKET ObiTb BbIMMCAaHO B OAHOM peLenTe,
yctaHoBneHHoe npunoxeHnem N 1 K Hactoawemy [MopAaaKy, 3a UCKIOYEHUEM C/yvaeB, YKa3aHHbIX B
nyHKTax 16 n 25 HacTtoawero MopAaaka.

15. MNMpwn Ha3Ha4YeHUM NeKapCTBEHHbIX NPEenapaToB, BKAOYEHHbIX B nepeyeHb [MKY, ao3a KoTopbix
NPeBbIWAET BbICWWA OAHOKPATHbIA NpUEM, MeAUUMHCKMI paboTHUMK o0603Ha4yaeT [03y 3TOro
NIeKapCTBEHHOrO MpenapaTa B peuente Ha OyMaXHOM HoOCUTene MPOMUCbID C MPOCTaBAEHUEM
BOCKAMLATENbHOIO 3HaKa M (MAKM) NPoOCTaBAAET BOCKAMLATENbHbIN 3HAK Npu odopmMaeHUM peuenTta B
dopme 3/1eKTPOHHOI0 AOKYMEHTa.

16. Konn4yectBo Ha3HaYeHHbIX NEKAPCTBEHHbIX MPEnapaToBs, BKAOYEHHbIX B nepedeHb [MKY, npu
OKasaHMM NauMeHTaMm, HYXAAWWUMCA B AJUTE/IbHOM Je4EeHUU, NEepPBUYHON MeANKO-CaHUTapHOM
NMOMOLLM M NANNMATUBHOM MEANLMHCKON NMOMOLLM MOKET BbITb yBE/IMYEHO He 6osiee Yyem B 2 pasa no
CPABHEHUIO C KOJIMYECTBOM HAPKOTUYECKMX CPEACTB UM NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXKET ObITb
BbIMWUCAHO B OAHOM peuenTe, ycTaHoBAeHHbIM npunoxeHnem N 1 K HacToAwemy MNopagky.

B cnyuasnx, npeaycMoTpeHHbIX ab3alem nepsbiM HaCTOALLEro NYHKTa, Ha peuenTtax Ha GymaskHOM
HocuTene NpoussoaMTCA Haanucb "Mo cneunanbHOMY HasHayeHMIo", oTAeNbHO 3aBepeHHas NoANuchbio
MeANUMHCKOro PaboTHUKA M MedyaTbio MeAMUMHCKON opraHusauuu "[Ons peuentos", Ha peuenTax B
dbopme 3N1EeKTPOHHOrO [OKYMeHTa npoussBoauTca oTmeTKa '"Mo cneumanbHOMY HasHayeHuo" ¢
NPOCTaBAEHNEM YCUNEHHOW KBAaANPULMPOBAHHOM 3NEKTPOHHOW NOANUCU MEeAULMHCKOro paboTHUKA.

17. CocTaB NneKkapCTBEHHOro npenaparta, NeKapcTBeHHas dopma M obpalleHne MeaWLMHCKOro
paboTHMKa K papmaLueBTMHECKOMY PAabOTHUKY 06 OTNYCKE IeKapCTBEHHOMO NpenapaTta opopmMmastoTca Ha
NIATUHCKOM fi3blKe B POAUTE/ILHOM MagerKe.

Mpu odopmneHnn peuenTypHbIX 6/71aHKOB  [OMYCKAeTCs  WCMO/b30BaHWE  COKpaLLeHWi
(npunoskeHue N 2 K HacToAwemy MopagKy).

Mpy HasHaveHMM JIeKapCTBEHHOro npenapata He [ONycKaeTcA CoKkpalleHue 6aM3KuUX Mo
HaMMEHOBaHMAM WHIPEeAMEHTOB, COCTaBAAIOWINX J/IeKapCTBEHHbIA npenapaT, He M03BOAALWMX
YCTaHOBUTb, KAKO MMEHHO 1IeKapCTBEHHbIN NpenapaT Ha3HayeH.

18. Cnocob npMmeHeHMA NeKapcTBEHHOrO npenaparta 0603HavYaeTca € yKasaHMem [03bl, 4acToTbl,
BPEMEHM MpMema OTHOCUTENbHO CHa (YyTPOM, Ha HOYb) M ero A/MTENIbHOCTM, a O/1A NIeKapPCTBEHHbIX
npenapaTos, B3aMMOAENCTBYIOLLIMX C MULLEN, - BpEeMeHU MX ynoTpebneHna OTHOCUTENbHO NpUema nuLLm
(mo enpl, BO Bpems eapl, nocne eabl).

19. Mpu HEOBXOAMMOCTU HEMEANEHHOTO UM CPOYHOrO (B TeyeHUe AByX paboumx gHei) oTnycKa
NIeKapCTBEHHOro npenapaTa nNauMeHTy B BepxHel 4YacTu peuenta Ha 6ymaxKHOM HocuTene
npocTaBasaoTca 0603HavyeHus "cito" (cpoyHo) naum "statim" (HemegneHHo). AHanorMyHble 0603HaYeHUn
NPOCTaBAAOTCA B BUAE OTMETOK Npy obopMIeHnn peLenTa B popme 31eKTPOHHOrO AOKYMEHTa.

20. Mpu obopMNEHMM Ha3HAUYEHUA FTOTOBOrO IEKAPCTBEHHOTO NpenapaTa B peuenTe Ha 6ymakHOM
HocuTene uauM peuente B popme 3/EKTPOHHOFO AOKYMEHTA KOAMYECTBO AeNCTBYHOLWMX BELLECTB
YKa3blBaeTCA B COOTBETCTBMM C WHCTPYKUMEN MO MEeAUUMHCKOMY MNPUMEHEHUIO NEeKapCTBEHHOro
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npenapara.

Mpn opopmneHMn HasHayYeHUA JSIeKapCTBEHHOro npenapata MHAWMBWAYANbHOIO U3rOTOB/IEHMA B
peuente Ha OymaHOM HocuTene wMaAM peuente B GOpmMe 3/EeKTPOHHOIO [AOKYMEHTA KOJIMYecTBO
TBEpP/AbIX M CbiNy4mx hapmaLeBTUYecKMxX cybcTaHUMin yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0), *Kuaxux -
B MUANMAUTPAX, FPAMMaXxX U Kanasx.

21. PeuenTtbl Ha bymaHOM HocuTene, B GopmMe 3N1EKTPOHHOro AOKyMeHTa, 0pOpPM/IEHHbIE Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 u npeaHasHauyeHHble AN OTNYCKa J/IeKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoAnyHKTamu 2 - 5 nyHKTa 10 HacToswero MNopaaKa, 4eNCTBUTENbHbI B
TeueHue 15 gHel co aHA opopmaeHus.

22. PeuenTtbl Ha Byma)kHOM HocuTene, B popme 3NEeKTPOHHOTO AOKYMeHTa, 0dOpPMAEHHbIE HA
peuentypHom 6naHke ¢dopmbl N 148-1/y-04 (n) n npegHasHayeHHble AN OTNYCKa JIEKapCTBEHHbIX
npenapaToB rpa*kAaHam, yKasaHHbIM B NyHKTe 11 HacToAwero MopAagKa, AeicTBUTENbHbI B TeyeHue 30
AHel co aHA odpopmaeHus.

23. PeuenTtbl Ha bymaHOM HocuTesne, B popme 3/1eKTPOHHOTO AOKYMEHTa, opopmMaeHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04 (n) n npepHasHayeHHble AN OTNYCKa JIEKapCTBEHHbIX
npenapaTtoB rpaxaaHam, AOCTUIUMM MNEHCUMOHHOro BO3pacTa, MHBa/MAAM MEpPBOM rPynmnbl, AeTAM-
MHBANAAM, a TaKXKe Trpa)kgaHam, CTPagalolWum XpoHWYecKMMKu 3aboneBaHuAMK, Tpebyrowmmm
ONNTENbHOTO KYPCOBOIO 1Ie4eHNs, AeNCTBUTENbHbI B TeueHne 90 aHen co AHA opopmMaeHus.

ONnAa neyeHns XpoHMYecKMx 3aboneBaHWii YKasaHHbIM KaTeropusm rpaxgaH JfieKapcTBeHHble
npenapatbl ¢ 0GOPMIAEHMEM PELLENTOB Ha ByMaxKHOM HOCUTeNle AW PEeLEeNToOB B pOPME 3NEKTPOHHOTO
AOKYMEHTa MOryT Ha3HauyaTbCA Ha Kypc nedeHna ao 90 aHen.

24. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/IEKTPOHHOrO AOKYMeHTa, 0dOpM/IEHHblE Ha
peuentypHom 6naHke popmbl N 107-1/y 1 npegHasHaveHHble 41 OTMYCKa IeKapCTBEHHbIX NMPenaparos,
npeaycMOTPEHHbIX MyHKTOM 12 Hactosuwero lopaaka, AeACTBUTENIbHbI B TeyeHne 60 AHen co AHs
odopmaeHus.

MpM Ha3HaYeHUW TrOTOBbIX JEKAPCTBEHHbLIX MPEnapaToB W JIEKAapCTBEHHbIX Npenapartos
WHAMBUAYANbHOrO U3roTOBAEHUA MaLMeHTam ¢ 3a6o1eBaHMAMM, TPEBYIOLMMM AIUTENbHOTO KYPCOBOTO
neyeHus, ¢ opopmaeHneM Ha peuenTypHom 6naHke ¢opmbl N 107-1/y peuenta Ha 6ymarkHOM
HocuTene uAM B Gopme 3NEeKTPOHHOTO OOKYMEHTa YCTaHaB/AMBAETCA CPOK AeilcTBuA peuenTta B
npegenax 40 04HOMO KaseHAapHoro roaa.

B cnyyae ycTaHOB/AEHMA CpOKa AeWCcTBMA peuenTa B npegenax 4O OAHOrO roda B peuente
npocrasnseTca oTmeTKka "Mo cneuManbHOMYy HasHauyeHuio", o6o3HavYaeTca CPOK AeincTBuA peuenTa M
NepuoANYHOCTb OTNYCKa 1eKapCTBEHHbIX MPEMNapaToB U3 anTeYHOM OpraHM3aLumn UAKM UHAUBUAYANbHBIM
npeanpuvHUMaTeNnem, UMeLWMM IULEH3UIO Ha papMaLeBTUUYECKYIO AeATENbHOCTb <16> (eeHenensHo,
€}KEeMEeCAYHO M WUHble nepuoabl). JONoSHUTENbHO 3TO yKasaHWe 3aBepseTcs MNoAMUCbI0 U MedyaTbio
MeANUMHCKOrO paboTHMKA, a TaKXe MedyaTblo MeAUUMHCKOW opraHmsaummn "Ana peuentoB" (gns
peuenta Ha OYMa)KHOM HOCUTENe) WAU YCUIEHHON KBanUOUUMPOBAHHOW 3NEKTPOHHOW MNOAMNUCHIO
MeANUMHCKOTO paboTHMKA U nua, YNOJAHOMOYEHHOTO 3aBepATb AOKYMEHTbI OT MMEHU MeaULIUHCKOM
opraHusaumm (ans peuenta B popme 3/1IEKTPOHHOTO JOKYMEHTA).

<16> MyHKT 47 yvactm 1 ctatbn 12 depepanbHoro 3akoHa oT 4 maa 2011 r. N 99-@#3 "O
JNINLUEH3NPOBAHUM OTAENbHbIX BUAOB AeatenbsHocTn" (CobpaHue 3aKoHoAaTenbcTBa Poccuiickom
depgepaunn, 2011, N 19, ct. 2716; 2012, N 31, cT1.4322; 2013, N9, c1. 874; N 27, cT. 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, c1. 51; 2018, N 31, cT.
4838; N 32, c1.5116; N 45, cT. 6841; N 53, cT. 8424).


consultantplus://offline/ref=FF1F6B7C9A175DFBCC8A8CEC9B13459F8F008BA9C2DCF0AF5DC5522D4D70FB099C04A69B89B5912CC7DC70B2878BC558261ACE32B330651Dw9TFI

25. PeuenTbl Ha npousBoAaHble 6apbUTYPOBOI KUCAOTbl, KOMBUHMPOBAHHbIE JIEKAPCTBEHHbIE
npenaparbl, coAaepraline KodenH (ero conun), MHble KOMBUHMPOBAHHbIE NEeKapPCTBEHHbIE NpenapaThbl,
noaneskawme npeaMeTHO-KONMYECTBEHHOMY Y4yeTy, JleKapcTBeHHble npenapaTtbhl, obnagatoume
aHaboAMYeCKON aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (apMaKO/OrMyeckum AencTenem, Aaa
NeyeHns NaumeHTOB C XPOHUYECKMMU 3ab60/eBaHMAMM MOTYT 0QOPMAATLCA Ha Kypc sedeHna ao 60
AHen.

B M4aHHbIX CAy4yasx B peuenTax Ha OymaKHOM HocuTene npousBoauTca Haanucb "o
cneupmanbHOMY HasHayeHuto", 3aBepeHHas MoAMUCbI0  MeAMUMHCKOro pPaboTHMKa M nevaTbto
MeAMLUMHCKOW opraHusaumn "Ons peuentos”, peuentax B ¢GOpme 3/NEKTPOHHOro [AOKYMeHTa
npousBoguTca oTmeTKa "Mo cneuManbHOMy HasHauyeHuio", C  NPOCTaBAEHUMEM  YCUIEHHOW
KBa/IMOUUMPOBAHHOW 3/1IEKTPOHHON NOoANUCU MeAMLMHCKOro paboTHMKA M /Mua, YNOJHOMOYEHHOTO
3aBepPATb AOKYMEHTbl OT UMEHU MeANLMHCKON OpraHn3aumu.

26. PeuenT Ha 6ymarkHOM HocuTene, B GOpMe 3/NEKTPOHHOIO AOKYMeHTa, 0pOPMNEHHbIN C
HapyLweHMEeM YCTaHOB/IEHHbIX HAaCTOALLMM MNopAaaKom TpeboBaHWM, CUMTAETCA HEAENCTBUTEIbHBIM.

Il. Ha3HaueHue nekapcTBEHHbIX NPenapaToB NpU OKasaHUU
MeAULMHCKO NOMOLLM B CTAaLMOHAPHbIX YCI0BUAX

27. Mpx OKasaHWMWM MAUMEHTY MeOMLMHCKOM MOMOLWM B CTAaLMOHAPHbIX YCNOBUAX HA3HayeHue
JIeKapCTBEHHbIX MpenapaToB npousBoguTca 6e3 odopmaeHMa peuenta MeaNUMHCKUM PabOoOTHUKOM
€4MHONIMYHO, 32 UCK/IKOYEHNEM C/lyYaeB, YKa3aHHbIX B NYHKTe 28 HacToAwero MNMopaakKa.

28. CornacoBaHWe Ha3Ha4yeHUA JIeKapCTBEHHbIX NMpenapaToB C 3aBeAylowum OoTAe/IeHUEM Uan
OTBETCTBEHHbIM AEXYPHbIM BPa4Yom M60 APYrMmM ANLOM, YNOJTHOMOYEHHBIM NPUKA30M FNaBHOMO Bpaya
MEOVLMHCKON OpraHM3aumun, a TaKXkKe, NpPU HaJAu4ymMM, C BPaAYOM - KAUHUYECKMM (apmMaKosorom
Heobxo4MMO B Cay4anx:

1) OAHOBPEMEHHOIO Ha3HaA4YeHUNA NATU N bonee NNIEKAPCTBEHHbIX MPENAapaToB O4HOMY NaUNEHTY;

2) Ha3HayeHUs NleKapCTBEHHbIX NPenapaTos, He BXOAAWMX B NepeyeHb KU3HEHHO HeobXxoauMbIx
N BaXXHEMLUMX NEeKapCTBEHHbIX Mpenapatos <17>, npu HETUNMYHOM TeueHuu 3abosieBaHMA, HaAUYUU
OC/NIO’KHEHWI OCHOBHOro 3aboneBaHusa W (MAKM) conyTcTBYHOWMX 3aboneBaHWi, NPU Ha3HaYeHUU
JIeKapCTBEHHbIX MpenapaToB, O0COHBEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COrNacHo
MHCTPYKUMAM NO WX MPUMEHEHUIO MPUBOAAT K CHUMNKEHWI0 3¢deKTMBHOCTM M 6HesonacHocTu
dbapmakoTepanuu u (Mam) co3gatoT NOTEHLMAIbHYIO ONacHOCTb AN XKU3HW U 340P0BbA NaLMeHTa.

<17> MNyHKT 1 cTtatbn 60 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-$3 "O6 obpaueHmm
NleKkapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaunn, 2010, N 16, cT. 1815;
2012, N 26, cT. 3446; 2014, N 52, cT. 7540).

B yKasaHHbIX Cnyyasx HasHaYeHWE JIeKAapCTBEHHbIX MPenapatoB GpUKCUpyeTca B MeAMLUHCKOMN
AOKYMEHTaUMM MauMeHTa W 3aBepsAeTcs MOAMUCbID MeAULMHCKOrO paboTHMKA U 3aBeaylowero
oTzenieHnemM (OTBETCTBEHHOIO AEKYPHOro Bpaya Wam Apyroro ynoJHOMOYEHHOro Mua).

29. MeguuMHCKMIA pabOTHMK MeAUMUMHCKOW OpraHusauum (ee CTPYKTYpHOro noapasaeneHus),
pacno/sioXXeHHOW B CE/NIbCKOM Hace/fieHHOM MYHKTE, OCYLLEeCTB/AAET Ha3HayeHUe /fleKapCTBEHHbIX
npenapaToB B C/ly4asX, YKasaHHbIX B NyHKTax 28 1 30 HacToswero MNopagKa, e AUHONNYHO.

30. Mo pelueHUto BpayebHOM KOMMUCCUM NaLMEHTam MPU OKa3aHUM UM MEeAULIMHCKOW NOMOLIM B
CTaLMOHAPHbIX YCAOBMAX Ha3Ha4aloTCA /IeKapCTBEHHble npenapaTtbl, He BKAKOYEHHble B MepeyeHb
U3HEHHO HeobXOAMMbIX M BaKHEWMLIMX NeKapCTBEHHbIX NpenapaTtos, B C/yd4ae MX 3ameHbl U3-3a


consultantplus://offline/ref=FF1F6B7C9A175DFBCC8A8CEC9B13459F8F0288A8C2DBF0AF5DC5522D4D70FB099C04A69B89B59029C2DC70B2878BC558261ACE32B330651Dw9TFI
consultantplus://offline/ref=FF1F6B7C9A175DFBCC8A8CEC9B13459F8F008BA9CBD7F0AF5DC5522D4D70FB099C04A69F89B39B7C919371EEC2DDD6592D1ACC3AACw3TBI
consultantplus://offline/ref=FF1F6B7C9A175DFBCC8A8CEC9B13459F8F0288A8C2DBF0AF5DC5522D4D70FB099C04A69B89B59029C2DC70B2878BC558261ACE32B330651Dw9TFI

VIHLI,VIBVI,EI,ya}'IbHOﬁ HenepeHOCUMOCTH, NO XU3HEHHbIM MOKAa3aHNAM.

PeweHne BpayebHOM KomucCUM GUKCUMpyeTcs B MeAMLMHCKOW OOKYMEHTauuM naumeHTa U
KypHane spadyebHOn Komnccuu.

31. B cnyyasx obcnepoBaHMA U NeYEHUA FPaXKOAHWMHA B CTALMOHAPHbIX YCAOBMAX B pamKax
NpefoCcTaBAEHNA MEAUUMHCKUX YCAYr Ha BO3ME3[HON OCHOBE 3a CYET JIMYHbIX CPEACTB FpaXkAaaH,
CpeACcTB PUANYECKUX NUL, U UHbIX CPeaCcTB Ha OCHOBaHMW [OOrosBopa, B TOM 4ucae [orosopa
A06pPOBONBLHOIO MEeAMUMHCKOro CTpaxoBaHMA <18>, emMy MoOryT ObiTb Ha3HauyeHbl /1IeKAPCTBEHHbIE
npenapaTtbl, He BXOAALWME B MNepPeYeHb MKWM3HEHHO HEOOXOOUMBIX M BAXKHEWMLWMX JIeKapPCTBEHHbIX
NpPenapaToB, eC/IN UX Ha3HAYeHME U NPUMEHEHWNE 06YCNOBAEHO MEANLMHCKMMM NOKA3AHUAMM.

<18> MoctaHoBneHue MpaButenbcta Poccuiickoit Peaepaunn ot 4 okTabpa 2012 r. N 1006 "O6
yTBEpPKAeHUN MNpaBun NpeaocTaBAeHNa MeAULUHCKUMMW OpraHM3aumMaMm NAaTHbIX MeANLUHCKUX yeayr"
(CobpaHue 3akoHoaaTenbcTBa Poccuitckoit depepaumm, 2012, N 41, cT. 5628).

lll. HasHaueHMe neKapcTBEHHbIX NpenapaTos
NpW OKa3aHUM NepBUYHOIN MeAUKO-CAaHUTAPHOIA NOMOLLU, CKOPOW
MeAULMHCKO NOMOLUU U NAaNINAaTUBHO MeAULMHCKOI noMmoLm

32. MNpn OKasaHMM MNEPBUYHON MEAUKO-CAaHUTAPHOW MOMOLM M MNaNANaTUBHOW MeAMLMUHCKOM
NOMOLM B amMbynaTopHbIX YCNOBUAX Ha3HaYeHWe JIeKapCTBEHHbIX MPenapaTtoB OCYLLeCcTBAAETCA
MeANLUNHCKMM PaboTHUKOM B CNyYasaX TUMMYHOIO TeyeHMA 3abonesaHmA NaumMeHTa UCXOAA U3 TAXKECTU U
XapakTepa 3aboneBaHus.

33. HasHauyeHWe NeKapcTBEHHbIX MPenapaToB Mo pelweHnto BpayebHON KOMUCCUM MPU OKa3aHUM
NnepBMYHON MeAMKO-CaHUTAapHOM MNOMOLLM, NANMATUBHON MELMULMHCKON MOMOLWM B ambynaToOpHbIX
YCNOBUAX NPOU3BOAMTCA B CIyHaAX:

1) o4HOBPEMEHHOIO Ha3HaYeHUa OAHOMY NauMeHTy NATM U Bonee NIeKapCTBEHHbIX NPenapaTos B
TeYeHne OAHMNX CYTOK UK CBbille AeCATU HauMEHOBaHUIA B TEYEHNE OAHOro MecaLa;

2) Ha3HaYeHUA NEeKAPCTBEHHbIX MPenapaTtos MpPu HETUNUYHOM TeuyeHun 3abosieBaHusA, HaAUuUU
OC/IOKHEHWN OCHOBHOro 3abonesaHua u (MaM) conyTcTByOWMX 3ab0neBaHWI, NPU Ha3HAYEHUU
NeKapcTBEHHbIX MpenapaTtoB, O0COB6EeHHOCTM B3aMMOAEWCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHoO
MHCTPYKUMAM MO MX MPUMEHEHMUIO MPUBOAAT K CHUMKEHUIO 3OPEKTUBHOCTU M 6E30MaCHOCTM NIeYEHUS
naumneHTa 1 (1K) co34atoT NOTEHLMAbHYIO ONACHOCTb ANA }KU3HWU M 340P0BbA NaLMEHTa;

3) nepBMYHOro HasHaYeHWs MNALMEHTY HAPKOTUYECKMX U MNCUXOTPOMHbLIX /IEKAPCTBEHHbIX
npenapatoB cnuckoB |l u Il MepeyHa (B cnydae NPUHATUA PyKOBOAUTEIEM MeAMLMHCKOM OpraHn3aumm
peleHns o Heob6Xo4MMOCTM COrNacoBaHMA Ha3HAYEHUA TaKUX IEKAPCTBEHHbIX NPENapaToB ¢ BpayebHo
Komuccuen).

34. ToBTOpPHOE HA3HAYEHWE HAPKOTUYECKUX MU MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MNPEnapaTos
cnuckos Il u 1l NepeyHs npounsBoaUTCA MEAULMHCKMM PabOTHMKOM CamoCTOATENbHO MNalMeHTam C
Bblpa*keHHbIM 60/1€BbIM CUHAPOMOM N060ro reHesa, HapyLeHWEM CHa, CYAOPOKHbIMU COCTOAHUSMMU,
TPEBOKHbIMWU paccTpoiicTBamu, GobmUaAMM, MCUXOMOTOPHbLIM BO3OYKAEHUEM.

35. MpK OKasaHUM CKOPON MeAMLMHCKOM NOMOLUM SieKapCTBeHHble mpenapaTtbhl HasHa4aloTcA
MeANLUMHCKMM pPaboTHUKOM Bble3aHOW 6puraapl CKOPON MEAULMHCKON MNOMOLLM, MEeAULIUHCKUM
paboTHUKOM MeAMLMHCKOMW OpraHu3auMmM npu OKasaHUM MeAMLMHCKOM MOMOLLM rpakgaHam npu
3aboneBaHMAX, HeCYaCTHbIX CAy4Yasax, TPaBMax, OTPaBAEHUAX W APYrUX COCTOAHUAX, TPebylowmx
CPOYHOro MeANLMHCKOrO BMeLlaTeNbCTBa.
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IV. HasHauyeHue neKapcTBEHHbIX NPenapaToB rpaxkgaHam,
MMelLWMM NPaBo Ha 6ecnaiaTHoe NonyYeHUe NeKapPCTBEHHbIX
npenapaToBs UM NOJIly4eHME IeKapCTBEHHbIX NpenapaTos
CO CKMA KON, NPU OKa3aHUM NepPBUYHOMN
MeAUKO-CaHUTapPHOW NOMOLLM

36. [lNpn OKasaHUM NEepPBMYHON MEAMKO-CaHUTAPHON MOMOLWM Ha3HayYeHne MeaUUUHCKUM
paboTHMKOM B COOTBETCTBMM CO CTaHAAPTAMM MeAWMLMHCKOM nomowm <19> neKapCTBEHHbIX
npenapaTtoB, OTMycKaembiXx 6ecniaTHO MM CO CKMAKOM, OCYLWECTBAAETCA Ha peuenTypHom OnaHKe
dopmbl N 148-1/y-04 (n) c yyeTom pas3sutna 3abonesaHUs, o0cobeHHOCTel TeyeHWUs OCHOBHOrMo U
CONyTCTBYIOLLEro 3a60NeBaHNI C/IeAYIOWMM KaTeropmsam rparkaaH:

<19> NMyHKT 4 yactn 1 ctatbn 37 PepepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-d3 "06
OCHOBax OXpaHbl 340poBbA rpaxkaaH B Poccuitickolt dPepepaumn” (CobpaHue 3aKoHoAaTeNbCTBA
Poccuitckoit depepaumn, 2011, N 48, cT. 6724; 2018, N 53, cT. 8415).

1) rpa)kAaHam, MMeLIMM NPaBo Ha MoJlyYeHue rocyJapCcTBEHHOW COoLManbHOM NOMOLWIM B Buae
Habopa couuasbHbIX YCAYr, B COOTBETCTBUM C TNepeyHeM JIeKapCTBEHHbIX MNpenapaToB ANs
MEAULMHCKOTO MNPUMEHEHUss, B TOM YUCNE JIEKAPCTBEHHbIX MpPenapatoB A8 MeAULMHCKOro
NPUMEHEHWS, Ha3HAYaeMbIX MO PELIEHNI0 BPAaYeOHbIX KOMUCCUIA MeANLIMHCKUX OpraHmn3aumnii <20>;

<20> YacTb 2 cTaTtby 6.2 PegepanbHoOro 3akoHa ot 17 urons 1999 r. N 178-d3 "O rocygapctBeHHOM
coumanbHoi nomouwm" (CobpaHune 3akoHogatenbcTsa Poccuitickont deaepaumm, 1999, N 29, cT. 3699;
2009, N 30, ct. 3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165).

2) nuuam, 60nbHbIM remoduanen, MyKOBUCLMAO30M, TMNOPU3APHBIM HaHM3MOM, 60ne3Hbto
lowe, 310KaYeCTBEHHBIMW HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBLIX MM
TKaHeWn, paccesHHbIM CKAepO30M, FeMOJIMTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKMM apTPUTOM C
CUCTEMHbIM Ha4vasiom, myKkonoauncaxapugosom |, Il u VI Tunos, nvy, nocne TpaHCNAaHTaLMM OpPraHoOB U
(unn)  TKaHEM B COOTBETCTBMM C MepeyHeM JIeKAPCTBEHHbIX MPEenapaToB, YTBEPXKAAEMbIM
MpasuTtenbcteom Poccuinckoit Pegepaumm <21>.

<21> Yactb 7 ctatbm 44 depepanbHOro 3akoHa oT 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax
oXpaHbl 340p0BbA rpaxaaH B Poccuiickolt ®epepaumn” (CobpaHue 3akoHogaTenbcTsa Poccuiickol
depepaunn, 2011, N 48, cT. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rparkgaHam, MMEKLWMM NpPaBo Ha MOJlyYeHMEe NIeKapCTBEHHbIX MpenapaToB 6ecnnatHo uau
nosly4eHune eKapCcTBEHHbIX NPenapaToB CO CKUAKOM 3a cYeT cpeacTs b6oaKeToB cybbekToB Poccuiickoi
depepaunn, B cooTBeTcTBMM C [lepeyHem rpynn HaceneHua W KaTeropuin 3abonesaHuin, npu
ambynaTopHOM JieYEHUU KOTOPbIX JIEKAPCTBEHHbIE CPEACTBA U U3AeNNA MeAULUMHCKOro HasHayeHus
OTMYCKAlOTCA MO peuentam Bpayel HecnniatHo, n MNepeyHem rpynn HaceneHus, nNpu ambynaTopHOM
JNIeYEeHUN KOTOPbIX JIEKAPCTBEHHbIE CPEeACTBA OTNYCKAlOTCA MO peuentam Bpayeh ¢ 50-npoLeHTHOM
CKMOKOM CcO CBOOOAHbLIX LEH, YTBEPXAEHHbIMW nocTaHoBneHMem [pasButenbctBa Poccuinckoit
depepaunm o1 30 utona 1994 r. N 890 <22>;

<22> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®egepaumm, 1994, N 15, ct. 1791; 1995, N 29, cT.
2806; 1998, N 1, cT. 133, N 32, ¢1.3917; 1999, N 14, c1. 1724, N 15, cT. 1824; 2000, N 39, cT. 3880; 2002,
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N 7, cT. 699.

4) rpaxpaHam, CTPaAaloWMM KUSHEYTPOMNKAWUMN U XPOHUYECKMMU MNPOrpPeccupyoLLmmm
peakumu (opdaHHbIMK) 3ab60NeBAHUAMU, MPUBOAALLMMU K COKPALLLEHUIO NPOAOIKUTENBHOCTU KU3HU
rpa*kgaH U X MHBAAMAHOCTM <23>,

<23> MMocTtaHoBneHue lpasuTtenbcta Poccuiickoin ®egepaumm ot 26 anpena 2012 r. N 403 "O
nopsake segeHus deaepanbHOro perncrTpa nu, CTPaaatowmx KU3HEYrpoXKaloWMMN U XPOHNUYECKMMMU
nporpeccupyowmmm  pegknmm  (opdpaHHbIMK) 3aboneBaHMAMK, NPUBOAAWMMU K COKPALLEHUIO
NPOAO/IKUTENbHOCTM KU3HU rPaxKaaH U UX UHBAANMAHOCTU, U ero permoHanbHoro cermeHTa" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumu, 2012, N 19, c1. 2428; N 37, cT. 5002).

Mpn odopmneHun peuenta Ha 6naHke dopmbl N 148-1/y-04 (n) Ha 6GymarKHOM HocuTene
opOpMAAIOTCA ABa 3K3eMNAApa, OAMH M3 KOTOPbIX OCTAeTca B anTeyHoOW opraHv3auuu, BTOPOMN - B
MeANUNHCKOWN [OKYMEHTaUMN naumeHTa.

37. NpaBo Ha3HayaTb /IEKAPCTBEHHbIE NpenapaTbl rpa)kaaHam, MMeLWMM nNpaBo Ha becniaTHoe
NnoJslyYyeHMe NEeKAPCTBEHHbIX MNPEenapaToB WAM MNOJIyYEHWE JIEKAPCTBEHHbIX MPEnapaTtoB CO CKUAKOM,
TaKXe MMeoT:

1) megmumHcKMe paboTHMKK, paboTalowme B MeaULMHCKOW OpraHM3aumm no COBMEeCTUTENbCTBY
(B npeaenax cBoelt KOMNETEHLMN);

2) MeAWUMHCKME PabOTHWKKM CTALMOHAPHbIX OpraHM3aumii coumanbHOro OBCAYKMBaHMA NpuU
Ha/MYMM NNLEH3UM HA OCYLLECTB/IEHWE MEeOMUMHCKON OeATenbHocTn <24>, npeaycmaTtpuBatoLLei
BbINONIHEHWE pPaboT (OKasaHMe yCAyr) MO OKasaHWI0 MepPBUYHON MeAMKO-CAaHUTAapHOW MOMOLLM B
ambyNaTopHbIX YyCNOBUAX (HE3aBUCMMO OT B OMCTBEHHOW NPUHAA/IEKHOCTK);

<24> TyHKT 46 vactm 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-#3 "O
JNIMLLEH3NPOBAHUM OTAeNbHbIX BUAOB peatenbHocTn" (CobpaHue 3aKoHopaTenbcTBa Poccuitckoi
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, c1.5116; N 45, cT. 6841; N 53, cT. 8424).

3) MeanuMHCKME PabOTHUKKU MEeOMLMHCKUMX OPraHM3alMi, OKasblBalOLWMX MEPBUYHYIO MeaMKOo-
CaHUTapHYIO MNOMOLLb, NOABEAOMCTBEHHbIX ¢eaepanbHbIM OpraHaM WCMNOJHUTENbHOW BAACTU MK
opraHam MCNoOJIHUTENIbHOM B1iacTM cybbeKToB Poccuitickoit epepaunm;

4) uHguBMAyanbHble MNPeanpPUHUMMATENN, OCYLECTBAAIOWMNE MEAMUMHCKYIO AEATENbHOCTb M
BK/IOYEHHbIE B PEecTp MeAMLMHCKMX OpraHM3aumi, OCYLLEeCTBAAIOWMX AOeATeNbHOCTb B cdepe
06A3aTe/IbHOr0 MeANLMHCKOTO CTPaxoBaHus.

38. Mpu HasHaAYeHMM NIeKaPCTBEHHbIX NMPEnapaToB rpaxgaHam, MMerLWMM NpaBo Ha becniaTHoe
noJlyyeHue IeKapCTBEHHbIX NPEnapaToB MW MOJIyYEHME NEKAPCTBEHHbIX MPenapaToB CO CKUAKON, B
peuenTe yKasblBaeTcd Homep TenedoHa, MO KOTOPOMY PAabOTHUK anTeyHoW OpraHusauum npu
HeobX0AMMOCTN MOXKET COFNAacoBaTb C MeAMLMHCKMM paboTHUKOM 3aMeHy 1eKapCTBEHHOrO Npenapara.

39. HasHaueHne HapPKOTMYECKUX M NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTos cnucka Il MepeyHs
(33 MCKNtOoUEHMEM NeKapCTBEHHbIX NPenapaTos B BUAE TPAHCAEPMA/bHbIX TepaneBTUYECKMX CUCTEM, a
TaKXe /NleKapCTBEHHbIX MpPenapaToB, COAEPMKalMX HAPKOTMYECKoe CpeacTBO B COYETaHMM C
aHTaroHMCTOM OMUOMAHbIX PELEenTopoB) rpaxkaaHam, MMelWMM NpaBo Ha becniatHoe noaydyeHue
NleKapcTBEHHbIX NPenapaToB WaM NOMYYEHUA NEKAPCTBEHHbIX NPEnapaToB CO CKUAKOW, OCYLLeCTBAAETCA
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Ha peuenTtypHom 6naHke ¢opmbl N 107/y-HIM, K KOTOpoMy AONOAHUTENbHO OPOPMAAETCA PeLenT Ha
peuentypHom 6naHke dpopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUnU Ha BymaxKHOM
HocuTene).

40. Ha3zHayeHne HapKOTMYECKNX N NCUXOTPOMHbIX NeKapCTBEHHbIX npenapaTtos cnucka |l MNepeyna
B BMAE TPaHCAEPMAJbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NEKAPCTBEHHbIX MpenapaTtos
cnucka Il MepeyHs, copeprKalunx HapKOTUYECKoe CPeaCcTBO B COYETAHUM C aHTAarOHUCTOM OMUOUZAHBIX
peLenTopoB, MNCUXOTPOMHbIX JIeKApPCTBEHHbIX MpenapatoB cnucka Il [epeyHa, nexkapcTBEHHbIX
npenapaToB, BKAOYEHHbIX B NepeyeHb [KY, nekapcTBeHHbIX NpenapaTos, o6aasatowmx aHaboamyeckoi
aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (GAPMaKONOTMYECKMM [eNCTBUEM, KOMOWMHMPOBAHHbIX
NIeKapCTBEHHbIX MpenapaToB, YKasaHHbIX B noAnyHKTe 3 nyHKra 10 Hactoawero [lopAagka,
npefHasHavyeHHble ANA NeYeHUA rpaxKaaH, MMeoLWUX NpaBo Ha becnaaTHoe NofyYyeHWe eKapCTBEHHbIX
NpenapaToB WAM MOJNyYeHUE NEKAPCTBEHHbIX NPENapaToB CO CKUAKOM, OCYLECTBAAETCA Ha
peuentypHom 6naHKe ¢opmbl N 148-1/y-88, K KOTOPOMY AOMOAHUTENbHO OPOPMANAETCA peuenT Ha
peuentypHom 6naHKke dopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUn Ha BymarkHOM
HocuTene).

MpunoxkeHne N 1

K MopAaKy HazHayeHnA
NIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MwuHucTepcTBa 34paBOOXPaHEHNA
Poccuitckoin ®epepaumm

ot 14 ansapa 2019 r. N 41

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB UJIU NCUXOTPOMHbIX BELLLECTB, KOTOPOE
MOXET BbiTb BbIMUMCAHO B OAHOM PELLENTE

N n/n | MesxayHapoaHoe HenaTeHTOBaHHOE dopma BbIMycKa n Konunyectso
HanMeHOBaHWe HapPKOTUYECKOro U [031POBKaA
NCUXOTPOMHOrO SIeKaPCTBEHHOrO
npenaparta
1 BynpeHopdumH + HanokcoH Tabnetku 60 Tabnetok

cybnMHrBaNbHbIE

0,2 mr +0,2 mr (ynakoBka, KpaTHas N 20)
2 BbynpeHopouH PactBop 4ona MHbEKLUA, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TI06UKOB)
3 bynpeHop¢uH TpaHcaepmasnbHbIN
nnacTbipb
35 mKr/uac 20 nnactbipen
52,5 mKr/vac 10 nnactbipei

70 mKr/uac 5 nnactbipen
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4 AurngpokoaeunH Tabnetku
NPOJIOHIMPOBAHHOIO
nencremn
60 mr 40 TabneTtok
90 mr 30 TabneTtok
120 mr 20 TabneTtok
5 MopouH PacTBOp ANs UHBEKLUUN,
pacTeop ANA 20 amnyn (wnpuu-
NOAKOXHOTrO BBEAEHMA TI06MKOB)
10 mr/mn 1 mn
6 KopeunH + MopduH + HockanuH + Pacteop gna
ManasepuH + TebanH NOAKOXHOrO BBEAEHMA
0,72+5,75+2,7+0,36 + 20 amnv
0,05 mr/mn 1 mn 1,44 + y
11,5+5,4+0,72+0,1
mr/mn 1 mn
7 TpumenepuanH Tabnetku 25 mr 50 Tabnetok
8 TpumenepungmnH PacTBOp 48 MHBEKLNIA
10 mr/mn 1 mn 20 amnyn (wnpuu-
TI06UKOB)
20 mr/mn 1 mn
9 MopduH TabneTku (Kancynbl)
NPOJIOHIMPOBAHHOIO
aencrenn
10 mr 180 Tabn. (kanc.)
30 mr 60 Tabn. (Kanc.)
60 mr 40 Tabn. (kanc.)
100 mr 20 Tabn. (Kanc.)
200 mr 20 Tabn. (Kanc.)
10 MopduH Tabnetku
5 mr 100 TabneTok
10 mr 100 TabneTok
11 MopduH Kanau gna npuema
BHYTPb 4 dnakoHa
20 mr/mn 20 mn
12 MopduH PacTtsop gna npuema




BHYTPb (MOHO4,03bI)
2 mr/mn 5 mn
6 Mr/mn 5 mn

20 mr/mn 5 mn

100 amnyn n/s
80 amnyn n/3

30 amnyn n/3

13 OKcuKoaoH + HanokcoH Tabnetku
MPOJIOHIMPOBAHHOTO
nencremn
5mr+2,5mr 100 TabneTok
10 mr +5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTtok
40 mr + 20 mr 20 Tabnetok
14 | MponnoHUNbeHUNIToKCUaTUANMNEpK | TabneTku 3awedHble 20 50 Ta616TOK
AVH mr
15 deHTaHUN TpaHcaepmanbHas
TepanesTMYecKan
cuctema
12,5 mKr/uac 20 nnacTbipen
25 mKr/uac 20 nnacTbipen
50 mKr/vac 10 nnactbipen
75 mKr/uac 10 nnacTbipeii
100 mKr/yac 10 nnactbipei
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 Cnpei HazanbHbIN

®nakoH 50 mKr/po3a
2,0 mn (10 po3)

3,2 mn (20 po3s)

24 pnakoHa

12 ¢nakoHoB




5,0 mn (40 po3)
®nakoH 100 mkr/po3a
2,0 mn (10 po3)
3,2 mn (20 po3s)
5,0 mn (40 po3)
®nakoH 200 mkr/po3a

2,0 mn (10 po3)

6 ¢pnrakoHoB

12 pnaKkoHoB

6 ¢dnakoHoB

3 ¢pnakoHa

12 ¢nakoHoB

3,2 mn (20 po3) 6 ¢pnakoHoB
5,0 mn (40 po3s) 3 pnakoHa
18 bytopdaHon PactBop oA MHbeKUn 2 20 amnyn
mr/mn 1 mn
19 HanbyduH PactBOp ANs MHBEKLUI
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 deHobapbuTan TabneTku
5mr
50 mr 50 Tabnetok
100 mr

MpunoxeHune N 2
K Nopaaky Ha3HaveHuA

NNeKapCTBEHHbIX NpenapaTos,
yTBEPXKAOEHHOMY NPUKA3OM

MuHUcTepcTBa 34PaBOOXPAHEHMUA

Poccuitckoin ®epepaumm
oT 14 ansapa 2019 r. N 41

CnpaBoyHO

PEKOMEHAOBAHHbIE K UICNMNO/1b30OBAHUIO COKPALLEHUA

NP O®OPM/IEHUM PELEENTOB

CokpaweHune

MNonHoe HanucaHue

MNepesog,

aa

ana

no, NOPOBHY




ac., acid. acidum Kucnorta
aer. aerozolum a3po30/ib
amp. ampulla amnyna
ag. aqua BOAA
aq. purif. aqua purifikata BOAa OYMLLEHHan
but. butyrum macno (Teepaoe)
caps. capsula Kancyna
comp., cps compositus (a, um) CNOXKHbIN
D. Da (Detur, Dentur) Bblaai (NycTb BbiAaHO, NyCTb
6yaeT BblAaHO)
D.S. Da, Signa Detur, Signetur Bblgali, 0603Haub
MycTb 6yaeT BblAaHO,
0603Ha4eHo
D.t.d. Da (Dentur) tales doses Bbigan (Myctb 6yayT BbiAaHbI)
TaKue [03bl
dil. dilutus pa3BeaeHHbIN
Div. in p. aeq. Divide in partes aequales Pasgenn Ha paBHble YacTn
emuls. emulsio 3aMySibcun
extr. extractum 3KCTPAKT, BbITAXKA
F. Fiat (fiant) Myctb obpasyeTca (0bpasytoTca)
gran. granulum rpaHybl
gt., gtt qutta, guttae Kanns, Kanam
qtt. peror. guttae peroralis Kanau gna npuema BHYTpb
inf. infusum HacTol
inamp. in ampullis B amnynax
in tab. in tab(u)lettis B TabneTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TabneTKax c
NPOJIOHTMPOBAHHbIM
BblcBODOOMKAEHNEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TabneTKax c

obductis NPOJIOHIMPOBAHHbIM
BbICBOBOKAEHNEM, MOKPbITbIX
o0b0on104KoM
lin. linimentum UOKaAa masb




lig. liquor KUOKOCTb
lot. lotion NIOCbOH
m. pil. massa pilularum NUAAbHas Macca

membr. bucc.

membranulae buccales

NAeHKn 3ale4dHble

M. Misce, Misceatur Cmewan (MycTb 6yaet
cMellaHo)
mixt. mixtura MWUKCTYpa
N. numero yncnom
ol. oleum macno (xuaxoe)
past. pasta nacra
pil. pilula, pilulae NUAONA, MUK
p. aeq. partes aequales paBHble YacTK
ppt., praec. praecipitatus OCaXAEeHHbIM
pulv. pulvis NOPOLLOK
g.s. guantum satis CKOJIbKO NOTPebyeTcs, CKOIbKO
Hazo
r., rad. radix KOpeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MoeTopwu (MycTb byaer
NoBTOPEHO)
rhiz. rhizoma KOpHeBuLe
S. Signa, Signetur O6o03Haub (MycTb byaeT
0b03HaueHo)
sem. semen cems
simpl. simplex npocTom
sir. sirupus cupon
sol. solutio pactBop
sol. peror. solutio peroralis pacTBOp ANA NPUEMA BHYTPb
spr. spray cnpe
spr. nas. spray nasale cnpei HasanbHbIM

supp.

suppositorium

cBe4a




susp. suspensio CycneHsus, B3BeCb
tabl. tab(u)letta Tabnetka
t-ra, tinct. tinctura HacToMKa
STT Systemata Therapeutica TpaHcaepmanbHas
Transcutanea TepaneBTUYecKaa cuctema
ung. unguentum masb
vitr. vitrum CKNAHKa
MpunoxkeHue N 2
K npuKasy MuHUCTepCcTBa 34paBOOXPaHEHUA
Poccuitckoin ®epepaumm
ot 14 ansapa 2019 r. N 41
®OPMA PELLENTYPHOIO B/TAHKA N 107-1/y
MMHMCTEPCTBO 3OpaBOOXPaHEeHUA Kon ¢opmer mo OKY[

Poccurickon demepalum

Kon yupexnenHmsa no OKIIO
MenuumMHCKasa OOKYMEHTALUI

HamMeHOBaHMe (mWTaMIl) ®opma N 107-1/y

MEIULMHCKOM OpTaHM3alumn YTBEepXOeHa NPMKA3Z0M
MyHMCTEepCTBa 3OPaBOOXPaHeHUs

HamMeHOBaHMe (WTaMII) Poccurickon demepauun

VMHIOVBUOYAJBHOT'O NPenONpMHMMATEJIA or 14 saupapsa 2019 r. N 4H

(yxkazaTp aipec, HOMEp M OaTy JMLEeH3UH,
HaMMeHOBaHMeE OpTaHa I'OCyIapCTBEHHOM
BJIaCTM, BHIABIETO JMLEH3MD)

PELEIT
(BBpPOCIBIN, IETCKMM — HYXHOE [NOOUEPKHYTH)
"o 20 T.
daMuMsa, MHULMAJE MMEHM M OTUYeCTBa (IocjenHee — NPU HaJIMUUM)
naumMeHTa
IaTa poxmeHUAa
daMmImsa, MHMLMAJE MMEHM M OTUecTBa (IocjenHee — IIPM HaJIMUMM)

Jleyamero Bpaua (denbrumepa, akylULepKu)

pyo. |xon. | Rp.

pyo. |xono. | Rp.
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[Noonmce M.II.
¥ [edaThb Jiedalero Bpada
(momnmuck oGespOmepa, aKyLEepKHU)

PeuenT meMcTBUTeJIeH B TeueHme 60 mHer, mo 1 roma ( )
(HyXHOEe MNOOUEPKHYTH) (ykaz’aTb KOJIUUECTBO
MecsleB)

ObopoTHasa CTOpPOHa

OTMeTKa 0 HasHaYyeHWW IeKaPCTBEHHOro
npenapara no peLeHnto BpayebHo Kommccnm

Mpurotosun Mposepun OTtnyctun

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS

Poccurickon Odernmepaumnn Kon ¢opmer mo OKYI 3108805
MeoMUMHCKAS IOKYyMEHTAaLMS
HavMeHoBaHMe (WITaMII) dopma N 148-1/y-88
MEeIMLMHCKOM OpTraHM3alun YTBepXIoeHa IpPMUKa30M
MuyHMCTEpPCTBa 3IPaBOOXPaHEHUS
HamMmeHOBaHMe (WTaMII) Poccunickon Odenmepaumum
MHIMBUIOYAJIbBHOTO MNPEenIpMHUMAaTEA or 14 suBaps 2019 r. N 4H

(yxazaTb aIpec, HOMEp M IaTy JMLEeH3UM,
HaMMeHOBaHMe opraHa I'OCyHapCTBEHHOM
BJIACTM, BHIOABIEITO JIMLEH3MUI)

rarair air 1 rarairairair
Cepusa N
L1L 1L JdL 1 LlLJdLJdL 1L 1
PELENT "o 20 .
(maTa odopmIleHMSa pelLenTa)

(B3pOCIBEI, IOEeTCKMM — HYXHOE INOIOUEPKHYTH)

damMmiimda, MHMUMAJE MMEHM M OTUeCTBa (nocne):[Hee - IIpmu HaJ'H/HJI/H/[)
IIaluMeHTa

JaTa poxneHus

Anmpec MecTa XuTeJdbCcTBa WM N MEeOMUMHCKOM KapTH aMOyJaTOPHOTO MalMeHTa,
noJjlydammero MeIMLMHCKYI IOMOWb B aMOYJIaTOPHEIX YCJIOBMAX
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daMmIMsa, WMHULMAJE MMEHM ¥ OTUYeCcTBa (mocjenHee — MOPY HAJUMUUM)
Jledyamero Bpauda (denbrnuepa, akylLepKu)

[lognmce M neyvaTs Jledaller'o Bpauda M.II.
(momnmmuchk odesbmmepa, aKylepKu)

PellenT OeMcTBUTEJIEH B TeueHue 15 nHenl

OBopoTHass CTOPOHA

OTmeTKa 0 Ha3Ha4YeHNW IEKAPCTBEHHOTO
npenapara no peLleHnto BpayedbHoM Komuccum

Mpurotosun Mposepwun OTnyctun

®OPMA PELIENTYPHOIO B/TAHKA N 148-1/y-04 (n)

MUHMCTEPCTBO 3OPaBOOXPaHEHUA YTBEPXIEHA
Poccurickon denmepauun nprMKasoM MMHMCTEPCTBA 3OPaBOOXPAaHEHUS
Poccurickon denmepaumm
or 14 suBaps 2019 r. N 4u

MTamn
Kon
MEOUIMHCKOM OpTaHM3aLuMu

Tamm
Kon
MHOIMBUIOYAJBEHOTO IIPpellpUHMMAaTeNIa

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Koa Koa NCTOYHUK dMHaHCMpOBaHMA: % onnatbl:
KaTeropum HO30/10rMYecKom (noauepKHyTb) (noauepKHyTb)
rpa*kaaH dopmbl (no MKB)
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1. depepanbHbiii brogKeT

2. bBrogykeT cybbekTa Poccuiickoit
depepauunm

3. MyHUUMNanbHbIN 6roaxKeT

1. becnnaTtHO

2.50%

PEIEIT Cepusa N HDaTa odopmiieHUS :

daMMIMa, MHMULMAJE MMEHM M OTUueCTBa
(mocyenHee - OpPM HaJIWU4UU)
nmaumMeHTa OaTa pPOXIeHUS

20




CHUAC

N nonuca
obsa3aTenbHOro
MeaNLUHCKOro
CTpaxoBaHuA:

HOMep M@,JIMLU/IHCKOﬁ KaprI InaumeHTa, IIoJiyuvamnumeIro MeIVLIMHCKYIIO IIOMOIUIb B
aMOyJIaTOPHBEIX YCJIOBUAX
damMmnma, MHMLMAJE MMEHM UM OTUuecTBa ([NocjenmHee — IPpM HAJUUUM)
Jleyamero Bpaua (benbpnmepa, akKylepKu)

cee «.. ... D.t.d. e et et eee e e e
B e K 0 Y-S

[loonuce ¥ HNedaThk Jeyalero Bpaua M.II.
(momnmuce Qenbpamepa, akyllepKu)

PeuenT pmemcrBuUTeJeH B TeueHue 15 mHemt, 30 nmuert, 90 nHenl
(HyXHOE MNOOUYEPKHYTH)



OTnyweHo no peuenTy: Toprosoe HaMMeHOBaHWE 1 A03MPOBKa:
Hara ornycka: " " 20 T. Konunyectso:
Mpurotosun: Mposepwun: OTnyctun:

(nMHMA oTpbiBa)

KopeloK peuenTtypHoro 61aHKa Crnocob npumeHeHus:
MpoaoNKNTENBHOCTD aHen

HanmeHoBaHue NEKAPCTBEHHOTIO nNpenaparta:

Jo3unposka: Koanyectso npnemosB B AeHb: pas

Ha 1 npuem: en.

ObopoTHasa CTOPOHAa

OTmeTKa 0 Ha3Ha4YeHNW IEKAPCTBEHHOTO
npenapara no peLleHnto BpayedbHoM Komuccum

Mpurotosun Mposepun OTnyctmn

MpunnoxkeHne N 3

K NpuKasy MuHucTepcTBa 34paBOOXPaHEHMA
Poccuinckoin ®epepaumm

oT 14 aHBapAa 2019 r. N 4H

NoPAOK
OPOPM/IEHUA PELEENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbBIE NMPEMAPATbI,
MX YYETA U XPAHEHUA

I. OpopmneHue peuenta Ha 6ymarKHOM HocuTene

1. Ha peuentypHbix 61aHKax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 8 nesom BepxHem
YyFNy NPOCTaBAAETCA LWTamn MeAMUMHCKON opraHM3auuu C yKasaHMeM ee HaMMeHOBaHuA, agpeca U
TenedoHa.

[ononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npocrasnserca Kog



MeAMLMHCKOW OpraHusaumMmM B COOTBETCTBMM C OCHOBHbIM TOCYAaPCTBEHHbIM PErUCTPaLMOHHbBIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BkatovaeT Kog cybbekta Poccuiickoit
depepaunn, cCOOTBETCTBYIOWMIN ABYM NepBbiM LmMdpam Obuiepoccniickoro knaccudumkatopa 06beKkToB
aAMMHUCTPATUBHO-TEPPUTOPUANBbHOTO AeneHus (aanee - OKATO).

PaspeluaeTtca M3rotasamsaTh peuenTypHblid 6aaHK dopmbl 107-1/y ¢ NOMOLLBIO KOMMLIOTEPHbIX
TEXHOOTUMA.

2. Ha peuentypHbix 6naHKax, 0odOpPMAAEMbIX WHAMBUAYANbHLIMW NpeanpPUHUMATENAMMU,
UMEIOWMMM JIMLEH3NI0O HA MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM YAy TUNOrpadCKum
cnocobom MM NyTeM MPOCTaB/AeHUA LWTamna [JO/MKeH ObiTb yKasaH agpec WHAOMBUAYANbHOTO
npeanpuvHMMaTens, Homep M p[aTta JIMUEH3UKM, 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 PaboOTHUKOM Pa3bopumBO, YETKO, YEPHUAAMU UM LLIAPUKOBOMN PYYKOW.

4. NonyckaetcAa opopmMmaeHMe BCeX PEKBU3UTOB (3a UCKAoYeHMeM pekBu3uTa "Moanuch fevallero
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 UcnoNb3oBaHMEM NeYaTaloWwmx YCTPOUCTB.

5. OdopmneHne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BKAtoyaeT uudposoe
KoAupoBaHue.

LndpoBoe KoampoBaHMe yKasaHHbIX PeLenTypHbIX 6N1aHKOB BKAOYAET:

1) Kog megmuuMHCcKolM opraHusauum (OTPH) mMau Kop WHAMBMAOYANbHOrO MNpeanpuHMMaTens B
cootBeTcTBMU € OCHOBHbIM TOCYAAPCTBEHHbIM PErNCTPALMOHHBIM  HOMEPOM WHAUBUAYANIbHOTO
npeanpuHmumartens (oanee - OFPHUM), npocTaBasemblii NPU U3roTOBEHUMN PeLenTypPHbIX 6/1aHKOB;

2) Ko KaTeropuu rpa)kaaH, MMeloWwux MNpaBo Ha MOJyYeHWe NIeKapCTBEHHbIX MpenapaToB B
COOTBETCTBUM €O cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 mnons 1999 r. N 178-$3 "O rocygapcTBeHHOM
coumanbHoi nomowm" <1>, U Kog Ho3onormyecko ¢opmbl No MeKayHapoaHOW CTaTUCTUYECKOM
Knaccudukaumnm bonesHel (ganee - MKB), 3anonHaemble nevyalum BPauyoM NyTeM 3aHECEHUS KaXKaoM
uMdpbl B NyCTbie AYENKN, MPU 3TOM TOUYKA NPOCTABAAETCA B OTAE/NbHOM AYElKe;

<1> CobpaHue 3akoHogaTenbcTBa Poccuitckoit ®epepaumm, 1999, N 29, c1. 3699; 2009, N 30, cT.
3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165.

3) oTmeTKa 06 WCTOYHWMKe PUuHaHcUpoBaHua (peaepanbHbiii brogsker [1], 6roaxkeT cybbekTa
Poccuitckoit depepaumm [2], myHuumMnanbHbin bogxkeT [3]) n npoueHTe onnaTtbl peuenTta (becnnatHo
[1], 50% [2]);

6. B peuentypHbix 61aHKax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "damunus,
MHULMAAbI MMEHM K oTd4ecTBa (mocnesHee - NPW HaauuuKM) naumeHTa" yKasbiBalOTCA damuaus,
WHULMA/bI UMEHW 1 OTYECTBA (NPW HaNUYUK) NaUMeHTa.

7. B peuentypHbix 6naHKkax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[ata
poxaeHua" yKkasbiBaeTca faTa PoXKAeHMA naumeHTa (umcno, mecau, roa).

[ononHutensHo B peuenTtypHbix 61aHKkax dopmbl N 148-1/y-88 n popmbl N 107-1/y ana getein 8
Bo3pacte A0 1 roga B rpade "[ata poxaeHUA" yKa3biBaeTCA KOMYECTBO MNONHbIX MECALEB.
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8. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B rpadax "CHWAC" u "N nonuca
06A3aTeNbHOrO0 MeAMUMHCKOFO CTPaxoBaHWMA" YKasbiBAlOTCA CTPAXOBOM HOMEpP WHAMBUAYANbHOMO
NINLEBOTO cyeTa rpaxaaHuHa B NeHcMoHHom doHAae Poccuiickoit ®eaepaumm (CHUMC) (npyn Hanmumnm) u
HoMep Noanca 06A3aTeNbHOro0 MeAULIMHCKOIO CTPaxoBaHuA.

9. B peuenTypHbix 61aHKax dopmbl N 148-1/y-88 B rpade "Agpec mecTa KUTeNbCTBA UM HOMEpP
MeAULMHCKOM KapTbl NauMeHTa, NOJyYalLWero MeAnUMHCKYIO MOMOLb B ambynaTopHbIX ycioBuax"
yKa3blBaeTCs agpec MecTa KUTesbcTBa (MecTa npebbiBaHMA waM mecTa GaKTUYECKOro MpPOXKMBaAHUSA)
naumMeHTa WAM HOMEP MEAMLMHCKOW KapTbl MNaLMeHTa, MoJyyYalowero MeAMUMHCKYI0 MOMOLLb B
ambynaToOpHbIX YCNOBUAX <2>,

<2> MpuKas MuHUCTepcTBa 34paBooxpaHeHna Poccuiickon depepaumm ot 15 gekabps 2014 r. N
834H "O6 yTBEpXKAEHUM YHUOUUMPOBAHHBLIX GOPM MEAULMHCKOW AOKYMEHTAUMWU, UCNOSIb3YEMbIX B
MEONLMHCKMX OpraHM3aumaAx, OKasblBAIOWMX MEOMLMHCKYD NOMOLLb B ambynaTopHbIX YCAOBUAX, U
nopaaKoB Mo WX 3anosiHeHuK" (3aperncTpupoBaH MUHUCTEPCTBOM tocTUUMKM Poccuiickont degepaumn
20 o¢eBpans 2015 r., peructpaumoHHbii N 36160), ¢ M3MEHEHMAMM, BHECEHHbIMU MPUKA30M
MuHUCTepcTBa 3apaBooxpaHeHns Poccuinckont deaepaumm ot 9 aHeapa 2018 r. N 2 (3apernctpupoBaH
MuHucTepcTBOM tocTUUMKM Poccuiickoii ®eaepaumn 4 anpena 2018 r., peructpaumoHHbii N 50614)
(manee - npukas N 834H).

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep MeAMLMHCKON KapTbl
naumMeHTa, NoAyyalowero MeAMUMHCKYI0 MOMOLWb B ambyiaTOpHbIX YCnoBUAX" YKasbiBaeTcs Homep
MeAULMHCKOM KapTbl NaUWEHTa, NOAYYaOWEro MeaMLUMHCKYO NOMOLLb B aMbynaTOPHbIX YCA0BUAX <3>.

<3>lpukas N 834H.

10. B rpage "damunaua, MHMUMANbl UMEHM U oTyecTBa (NocnegHee - MPU HaAMYMK) Nedyallero
Bpaya (penbawepa, akywepkmn)" peuenTtypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) py4HbIM CnNocobom MAM C MOMOLLbIO LITAaMNa YyKasbiBaloTcA GamMUAUA, UHULMANALI MMEHU U
oT4yecTBa (nocnegHee - NPU HaAWYMM) MEOMUMHCKOrO pPaboTHMKA, HA3HAUMBLLErO JIEKAPCTBEHHbIE
npenapatbl U opopmUBLIETO peuenT.

11. B rpade "Rp" peuenTypHbix 6naHkoB ¢dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3blBaeTca:

1) HanmeHoBaHMe NeKapCTBeEHHOIo npenaparta (Mem,a,yHapop,Hoe HenaTeHToBaHHOE
HanmeHoBaHWe, rpynnmMpoBo4yHOE WUAN XUMUYECKOE HaMMEHOBaHUE, TOprosoe HaMMeHOBaHME) Ha
NNAaTUHCKOM A3blKE, d)opma BbINyCKa, A031MPOBKa, KO/ZINYECTBO,

2) cnocob nNpuUMeHeHWs NeKapcTBEHHOro NpenapaTa Ha rocygapcTBEHHOM fA3blke Poccuiickoi
depepauun MAM Ha rocyfapcTBEHHOM A3blke Poccuiickoit depepaumy M rocyfapcTBEHHOM A3blKe
pecnybuK U MHbIX A3bIKax HapogoB Poccuiickoi Geaepaunm <4>.

<4> Yactb 1 ctatbm 15 3akoHa Poccuinckoit Pegepaumm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoB Poccuitickoint ®epepaumn” (Begomoctn cbesga HapogHbix aenytatoB PCPCP n BepxoBHoro
Coseta PCHCP, 1991, N 50, cT. 1740; CobpaHue 3aKoHoAaTenbcTBa Poccuinckoit depepaumm, 1998, N 31,
cT. 3804) (ganee - 3akoH N 1807-1).

12. Mpu odopmMneHnMn peuenTypHbiX 61aHKOB 3anpelLaeTcd OrpaHMuMBaTbCA  OBLLMMM
yKasaHuAMU, Hanpumep, "BHyTpeHHee", "U3BecTHO".
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13. PeuenT, opopmneHHbIit Ha peuenTypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTcs MeAUUMHCKMM PabOTHUKOM M 3aBEPSETCA ero nevyaTtbto.

PeuenT, odpopmeHHbI Ha peuenTypHom bnaHke dpopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n)
[0MO/IHUTEIbHO 3aBepsAeTCcA NevyaTblo MeANUMHCKON opraHmnsauunm "Ana peuentos".

14. Ha ogHom peuentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaetca
OCYLLLECTBNATb Ha3HaYeHMe TO/IbKO O4HOMO HaMMeHOBaHWA IeKapCTBEHHOro npenapara.

Ha ogHom peuentypHom 6naHKke dopmbl N 107-1/y paspeluaeTca OcCyLWEecTBAATb HasHayeHue
TO/IbKO  OOHOrO0O HAaMMEHOBAHMA  NEeKapCTBEHHOro npenapata, oOTHocAweroca no ATX K
aHTMNCMXoTUYeckMm cpeactsam (Kog NO5A), aHKcnonmTukam (Kog NO5B), CHOTBOPHbLIM M CEAATUBHbLIM
cpeactBam (kog NOS5C), aHTuaenpeccaHTam (Kog, NO6A) M He noanexawero npegMmeTHo-
KOJINYECTBEHHOMY Y4yeTy, M [0 Tpex HaMMEHOBAaHMUMN JNIeKAapCTBEHHbIX MNpenapatoB - A8 MWHbIX
NleKapCTBEHHbIX NPenapaToB, He OTHECEHHDbIX K BbilleyKa3aHHbIM ATX.

15. UcnpasneHunA B peuente He AOMYCKAOTCA.

16. NMpu odbopmneHun peuentypHbix 6a1aHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NeKapCTBeHHble MpenapaTbl, Ha3Ha4deHHble MO pelweHuto BpayebHOM Komuccumn, Ha obopoTe
peuenTtypHoro 61aHKa CTaBUTCA cneuunanbHan oTMeTKa (wTtamn).

17. Ha peuentypHom 6naHke d¢opmbl N 148-1/y-04(n) BHWM3Y MMeeTCA AUHMA OTPbIBA,
pasgenamroLLan peuenTypHbli 61aHK U KOPELLOK.

Kopelok ot peuenta, opOPMAEHHOIO Ha YKa3aHHOM peLenTypHOM 61aHKe, BblAaeTca naumneHTy
(ero 3akoHHOMY npeACTaBUTENO) B anTeYHOM OpraHM3aLMu, Ha KOpellKe [enaerca OTMeTKa O
HaMMeHOBaHUKN NEeKapCTBEHHOrO Npenapara, 403MPOoBKe, KonYecTse, crnocobe npumeHeHus.

18. OdopmneHne cheunanbHOro peuenTypHoro 6/1aHKa Ha HapKOTUMYEecKoe CcpeacTBo WU
NMCUXOTPOMHOE  BELWLECTBO  OCYLLECTBNAAETCA B  COOTBETCTBMM € npuKazom  MwuHucTepcTBa
3/paBooxpaHeHua Poccuiickoit depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepKaeHUM GopMmbl
61aHKOB peLenToB, COAEpPMKALLMX HA3HAYEHWE HAPKOTUYECKUX CPEACTB MM MCUXOTPOMHbLIX BELLECTB,
nopsaaKka WX W3roTOBNEHMA, pacnpeneneHus, pPerucTpaumu, ydyeta M XpaHeHUA, a TaKXkKe npasun
odopmneHuns" <5>.

<5> 3apeructpmposaH MuHucTepcTBOM tocTuumm Poccuiickon ®epepaumn 15 asrycra 2012 r,
pernctpaumoHHbin N 25190, ¢ W3MEHeHMAMM, BHECEHHbIMW nNpuKasamum  MuHUCTEpPCTBa
3apaBooxpaHeHuna Poccuiickolh depepauumn oT 30 wuioHa 2015 r. N 385H (3aperucrpupoBaH
MuHKcTEpCTBOM tocTULMK Poccuiickont Peapepaunn 27 Hosbpa 2015 r., perncTpaumnoHHbiii N 39868), ot
21 anpensa 2016 r. N 254H (3apeructpupoBaH MuHUCTEPCTBOM tOCTMLMKM Poccuitickont depepaumm 18
uiona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucrtpupoBaH
MuHKcTEpPCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

Il. OpopmneHue peuenta B Gopme 3/1eKTPOHHOIO AOKYMEHTA

19. PeuenT B hopme 3/1EKTPOHHOrO AOKYMEHTA, NOANUCAHHOrO YCUAEHHOW KBaANPULMPOBAHHOM
3N1EKTPOHHON noanucbio, GopmupyeTca MeaMLMHCKMM pabOTHMKOM, CBeAEHMUA O KOTOPOM BHECEHbI B
denepanbHbil  perncTp MeauMUMHCKMX paboTHMKOB <6>, a TaKKe Mpu YCA0BUM perncrpaumu
MeAMLMHCKOWM opraHM3aummn, B KOTopon opopmaseTtca peuenT, B deaepasbHOM peectpe MeauLUHCKNX
opraHuMsauuii <7> eaMHON rocyaapCcTBeHHoOM MHPOPMALMOHHOM cucTembl B chepe 34paBoOOXPaHEHMUA U
NOAK/NIOYEHNA TaKOW MeAMUMHCKOW OpraHM3auuu K rocyaapcTBeHHON WMHPOPMaUMOHHOW cUcTeMe B
cdepe 3apaBooxpaHeHna cybbekTa Poccuitickoit depepaumm <8>.
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<6> [yHKTbl 6, 7 NONOKEHNS O eANHOMN roCcyaapCTBEHHON MHPOPMALMOHHOM cucTteme B coepe
3/1paBOOXPaHEHMA, YTBEPKAEHHOIO NOCTaHOBAeHMEM MpaBuTennbcTea Poccuiickon Pepepaumnm ot 5 mas
2018 r. N 555 (CobpaHune 3akoHoaaTenbctBa Poccuitckont depepaunn, 2018, N 20, cT. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, cT. 533) (nanee - MonoxeHue o eaMHON cucTeme).

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

<8> Cratbk 91 n 91.1 depepanbHoro 3akoHa ot 21 Hoabpa 2011 roga N 323-®3 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoit Pepepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuitckolt
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, ct. 4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, c1. 1425; N 27,
cT. 3951; N 29, cT1.4397; 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).

20. Mpun odopmneHmn peuenta B ¢Gopme 3SNEKTPOHHOINO [OKYMEHTAa HA JIeKAPCTBEHHbIE
npenapaTbl, YyKasaHHble B noAnyHKTax 2 - 5 nyHkta 10 mn nyHkte 12 [lopagka Ha3HayeHuA
NIeKapCTBEHHbIX NPenapaTos, YTBEPXAEHHOro HacCTOAWMM MNPUKA3oM, U OTMYCKaemMble 3a MNONHYIO
CTOMMOCTb, 3aMOJIHAIOTCA CeayloWwme PeEKBU3UTDI:

1) koa cybbekta Poccuitickon depepaumm no OKATO, onpeaensowmin rocygapCTBeHHYO
MHbOPMaALUMOHHYIO cuctemy B chepe 34paBooxpaHeHns cybbekTa Poccuitickoit Pepepaunn, B KOTOpoWn
chopmmpoBaH peuenT B GOpMe 3/1EKTPOHHOTO AOKYMEHTA;

2) HanmeHoBaHUe MEAMLLMHCKOVI OopraHunsauunun, agpec, Te}'le¢OH nnn q)aMM!'IMFI, MHUNUManbl UMeHU
M oT4yecTBa (nocnep,Hee - npu Ha}'IMLIMVI) MHONBMAYaNbHOIoO npeanpuHMmartena, MMmerwero 1nueH3snto
Ha MeANUNHCKYIO 0eATENIbHOCTb, €ro agpec;

3) OlFPH ropuamyeckoro nvua (MeamuuHCKoW opraHusauum) mam OTPHUN mnHanBuayanbHOro
npeanpuHUmaTens;

4) pata opopmneHuns peuenta (YKasbiBaeTca YNCNO, MecAL, roa);

5) paTa OKoHuaHusA pgenctBuA peuenta (dopmupyeTtca rocypapCTBEHHON WMHPOPMAUMOHHOM
cuctemoit B chepe 3apaBooxpaHeHma cybbekTa Poccuiickoin depepaunmn B COOTBETCTBUM CO CPOKamMMU
nencreus peuentos: 15 aHeir, 30 aHen, 60 aHen, 90 aHen, ao 1 roaa);

6) YHUKanbHbIA HOMep peuenTta (bopmupyeTca rocyaapcTBeHHOM MHGOPMALNOHHOW CUCTEMOI B
cbepe 3apaBooxpaHeHMAa cybbekTa Poccuitckolt Pepepaumm 1M obecneunBaeTr OAHO3HAYHYHO
naeHtTMdMKaumo peuenta B Gopme 3JEKTPOHHOFO AOKYMeHTa B coyeTaHun ¢ OKATO, OIPH wmnm
OrPHUMN);

7) otmeTkM "cito" (cpoyHo) unm "statim" (HemensNieHHO) NpU HEOBXOAMMOCTU CPOYHOrO UK
HemeZIeHHOTO OTMNYCKa IEKAPCTBEHHOrO NpenapaTta NauneHTy;

8) aapec naumeHTa (yKa3blBaeTcsA NOYTOBbIA aApec MecTa MUTeNnbCTBa (Mecta npebbiBaHuA Man
mecTa GaKTUYECKOro MPOXKMBaAHUA) C YKazaHWeM UHAEKCa, HaMMeHOoBaHUA Kpas, 0bnactun, pecnybaunku,
aBTOHOMHOrFO OKpyra, HaMMeHOBaHMA HaCeNeHHOro MyHKTa, HaMMEHOBaHWMA YAuuUbl (NPOCMNEeKTa,
nepeyska, npoe3ga), Homepa AoMa (C yKasaHWem Koprnyca, NPy HaiMumMm), Homepa KBapTupbl);

9) HOMep 3NEKTPOHHON MeAULMHCKON KapTbl NauMeHTa B rocyAapcTBeHHOW WMH$OpPMaLMOHHOM
cucteme B chepe 34paBooxpaHeHmnsa cybbekTa Poccuiicko Pepepaunu;

10) dbamunus, nma, oT4eCTBO (MNPU HaANYMKM) NaLMEHTA MONHOCTLIO;
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11) pata poxaeHus nauueHTa (ykasbiBaeTca 4yucno, mMecaud, roa), Ana getern go 1 roga
AOMOJIHATENbHO YKa3bIBAETCA KOIMYECTBO MOJHbIX MECALEB;

12) damunua, uHULMaNbl UMEHM W OT4yecTBa (MocnedHee - MNPW HaMYUKU) MEAMUMHCKOro
paboTHUKa NOHOCTbIO;

13) HaumeHOBaHMe  JIeKApCTBEHHOro npenapata (Me)ayHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHMe, FPYNMNUMPOBOYHOE WAN XMMMUYECKoe HaMMeHOBaHWe, TOpProBoe HauMmMeHOBaHMWe) Ha
NaTUHCKOM f3blKe, A031POBKa, GOPMa BbINyCcKa, KOIMYECTBO;

14) cnocob npumeHeHUs NIeKapCTBEHHOro npenapaTta Ha rocy4apCTBEHHOM A3blKe PoccuiicKol
desepaumm UM Ha rocyaapcTBeHHOM A3blke Poccuitckolt deapepauun U rocyaapCTBEHHOM si3biKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Pesepauun <9>;

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

15) npusHak yTBEpP:KAEHMA Ha3HaYeHMA JIEKAapCTBEHHOro npenaparta rno peweHuto BpayebHol
KOMMCCUM MeANLMHCKOM OpraHusauuuy;

16) oTMeTKa O Ha3HauyeHWW NeKapCTBEHHOrO npenapaTa Mo pPeleHuto BpadebHoM Komuccum
MEeAMLMHCKOWM OpraHM3aummn B CAy4asx, YKasaHHbIX B ab3aue BTOpoM MyHKTa 6 lNopAagka HasHayeHun
NeKapCTBEHHbIX NPenapaTos, YTBEPKAEHHOIO HAaCTOALLMM NPUKA30M;

17) oTmMeTKa O cneumanbHOM HasHAYeHMM IEKAPCTBEHHOIO npenapaTa (3anoNHAETCA B CAyYasX,
YKa3aHHbIX B NyHKTax 16 u 25 lMopAaaka HasHavyeHWA NeKapCTBEHHbIX MpenapaTos, YTBEPXKAEHHOro
HaCTOAWMM NPUKA30OM);

18) oTmeTKa 0 crneumManbHOM Ha3HaYeHWUM IeKapCTBEHHOro npenapara nauneHTy ¢ 3abonesaHuem,
TpebyoLmMM ANNTENBHOTO KYPCOBOrO IeYeHUs (3anoHAETCA B C/lydae, yKa3aHHOM B nyHKTe 24 MNopaaka
Ha3Ha4YeHMsA NEeKapCTBEHHbIX MPEenapaTos, YTBEPXKAEHHOro HacTOALLMM MNPUKA30oM) C NPoCTaB/ieHNeM
NepUoANYHOCTM OTMNYCKa IEKapCTBEHHOrO Npenapara;

19) npu odopmneHum peuenTa B GOPME 3/EKTPOHHOrO [AOKYMEHTa Ha J/IeKapCTBEHHble
npenapaTtbl, YKasaHHble B MOANYyHKTax 2 - 5 nyHkta 10 u nyHkTe 12 [lopsgka HasHauyeHuA
NleKapcTBEHHbIX NPENapaToB, YTBEPKAEHHOIO HACTOALWMM NPUKA30M, FpaXKaaHam, MMEeILWMMm Npaso Ha
6ecnnatHoe MojlyYeHMe NEeKAPCTBEHHbIX NPENapaToB WAWM NOJyYeHWe NeKapCTBEHHbIX MPenapaTos Co
CKMAOKOW, 3aMONHAIOTCA PEKBU3MTbI, NPEAYCMOTPEHHbIe noanyHKTamu 1 - 18 HacToAllero nyHKTa, a
TaK}Ke ceaylolme PekBusmnTbI:

a) KaTeropus rpa)KgaH, MMelLWMX MpaBO Ha MOJyYeHUEe JIeKAaPCTBEHHbIX MPEenapaToB B
COOTBETCTBUM CO cTaTbel 6.1 PenepanbHoro 3akoHa ot 17 niona 1999 r. N 178-®3 "O rocynapCcTBeHHOM
coumanbHoM nomolm" <10>;

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

6) Koa, Ho3o10rnYeckol popmbl No MKB;

B) UCTOUYHUK dMHaHcupoBaHuA (1 - deaepanbHbit BroaxKeT, 2 - BioaxKeT cybbekTa Poccuinckoit
denepaumn, 3 - MyHULMNAbHBIN BIOAXKET);

r) pasmep onnathl (1 - 6ecnnatHo, 2 - 50%);
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[l) CTpaxoBOi HOMEP MHAMBUAYA/NbHOTO NNUEBOrO CYeTa rpakAaHWHa B [leHCMOHHOM ¢oHAe
Poccuitckoit ®epepaunm (npu Hanmumnm) (CHUNC);

e) Homep noanca 06A3aTeIbHOr0 MeANLIMHCKOro CTPaxoBaHUA.

21. MNpu NpocTaBNeHNUM OTMETKM, YKa3aHHOM B moanyHKTe 16 nyHkTa 20 HacToAwero Mopsaaka,
peuent B ¢GOpMe 3NEKTPOHHOrO [OKYMEHTa MOAMMCHIBAETCA YCWAEHHON KBanuduLMpPOBaHHOM
SNEKTPOHHOM nNoANUCbID MpeacefaTens WAM  CeKpeTaps BpayebHOM KOMMCCUM  MeaMLIMHCKOM
opraHmsauuu, Npu NPocTaBNeHMN OTMETOK, YKasaHHbIX B nognyHKTax 17 n 18 nyHkta 20 HactoAwero
MopAagKa, - YCUNEHHbBIMW KBanMOUUMPOBAHHBIMW 3NEKTPOHHBIMU MNOAMUCAMM  COOTBETCTBYHOLLUX
MeANUNHCKUX PabOTHUKOB.

22. Mo TpeboBaHMIO MauMeHTa WAM ero 3aKOHHOro npeacTaBuTens oGoOpPMASETCA IK3EeMMNAAP
peuenta B ¢Gopme 3/EKTPOHHOrO AOKYMEHTa Ha 6ymaxXHOM HocuTene, B TOM 4YMcae NyTem ero
odopmieHNa Ha peuenTypHbix 6aaHkax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c oTmeTKoM
"[y6AnKaT SNEKTPOHHOTO AOKYMeHTa".

lll. YyeT peuentypHbix 61aHKOB

23. VYuer peuenTtypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rotaBanBaemMblx Tunorpapckum cnocobom (manee - peuenTtypHble 6AaHKWM, NOANexawme yyeTy),
OCYLLECTBNAETCA B )KypHanax yyera, NPOHYMEPOBAHHbIX, MPOLHYPOBAHHbIX U CKPeNnaeHHbIX NOAMUCHIO
pykoBoauTeNnss M nevyatbld MeAWMUMHCKON opraHvM3auuMuM MAWM  MOAMUCHI0O  WHAWBMAYANbHOMO
npeanpuHUMaTens, UMEIOLLEro INLEH3MIO HA MEAULMHCKYIO AeATeNbHOCTb.

24. XypHan yyeTa peuLenTypHbIx 61aHKoB popmbl N 107-1/y cosepkuT cneaytowme rpadbi:
1) Homep No NOPAAKY;

2) B pa3gene "Mpuxoa":

a) AaTta perncTpaumm 4OoKyMeHTa, MoATBEPKAAIOLLErO NOCTYNAEHUE;

6) Homep ¥ AaTa LOKYMEHTa, MOATBEPKAAIOLLErO NOCTYNAEHWEe, HAMMEHOBAHWE NOCTABLUMKA;
B) 06LLee KOMYECTBO NOCTYNUBLLIMX PeuenTypHbIX 61aHKOB;

I') d)aMMI'IVIﬂ, MHUNUMaNbl MMEHUN WU OTYHECTBA (nocne,a,Hee - npu Hal'IM‘-IMM) n noanucb
OTBETCTBEHHOIO MmeaAMUNHCKOIo paGOTHMKa, nosyyusllero peuenTtypHble 61aHKKM OT NOoCTaBLUUKa,

3) B pasgene "Pacxon":
a) AaTa BblAaun peLenTypHbix 6/1aHKOB;
6) KO/IMYECTBO BblAAHHbIX PELENTYPHbIX 61aHKOB;

B) d)aMM!'IMFI, MHUNUManbl MMeHM wn oT4ecTBa (nocnep,Hee - npu Hal'IM‘-IMM) OTBETCTBEHHOIO
MegnunHCKOro pa6OTHVIKa, nosyymseLluero peuenTtypHble 6ﬂaHKI/I,'

l') noanncb OTBETCTBEHHOIO meaNUMNHCKOTO pa6OTHI/IKa, nonyymseLllero peuenTtypHble 6/'IaHKM,'

4) damunna, UHUUMaNbl MMEHM U oT4yecTBa (nocnegHee - MpU  HaAMYMM) U NOANUCH
OTBETCTBEHHOrO MeAMLIMHCKOro paboTHMKa, BblAaBLIero peuenTypHble 6aaHKu;

5) ocTaToK peuenTypHbIX 61aHKOB.

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



cheayrouwme rpadol:
1) Homep no nopAaKy;
2) B pasgene "Mpuxoa™:
a) AaTa perncTpaumm 4OKYMEHTa, NOATBEPKAAOLWEro NOCTyn/ieHne;
6) Homep ¥ faTa AOKYMEHTa, MOATBEPKAAOLLErO NOCTYN/IeHNE, HAMMEHOBAHME NOCTABLLMKa;
B) 06LLee KONMYECTBO NOCTYMNUBLLMX PELLENTYPHbIX 6/1aHKOB;
r) cepumn n Homepa peuenTypHbIX 61aHKOB;
A1) KONIMYECTBO peuenTypHbIX 61aHKOB MO CEPUAM;

e) dammnua, WMHUUMANLI MMeHUM M oTdyecTBa (nocnegHee - MpPU  HaAMYMM) U NOANUCH
OTBETCTBEHHOro MeAMLMHCKOro paboTHMKa, NOAY4YMBLIEro peLenTypHble 61aHKK OT NOCTaBLLMKa;

3) B pasgene "Pacxon':

a) AaTa BblAauuM peLenTypHbIX 6/1aHKOB;

6) cepuun 1 HoMepa BblAaHHbIX PELLENTYPHbIX 61aHKOB;
B) KOJIMYECTBO BblAAHHbIX peuenTypHbIX 6/1aHKOB;

I') d)aMMJ'IVI‘r'l, nMHUUManbl MMeHN U OTHECTBA (nocnep,Hee - npu HaJ'IVILIVIM) OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nosyymsLllero peuenTtypHble 6J'IaHKM,'

[l,) noanncb OTBETCTBEHHOIO MeaANUNHCKOIo pa6OTHMKa, nonyymseLlero peuenTypHble 6J'IaHKM;

4) damunna, UHULMANbI MMEHM U oT4yecTBa (nocnegHee - MpPU  HaAMYMM) U NOAMUCH
OTBETCTBEHHOIO MeAMLMHCKOro paboTHMKa, BblAaBLIEro peuenTypHble 6aaHKu;

5) ocTatok peuenTtypHbix 61aHKOB.

26. YueT cneumanbHbIX peuenTypHbiX 61aHKOB Ha HapKOTMYECKOEe CpeacTBO M MCUMXOTPOMNHOe
BELLLECTBO OCYLLECTBAAETCA B COOTBETCTBMM C NpuKaszom MuHWUCTepCTBa 34paBooxpaHeHna Poccminckoit
depepaunn ot 1 asrycta 2012 r. N 54H "O6 yTBepaeHMM dopmMbl 6NaHKOB pPeLEenToB, CoAepHKaLlnx
Ha3HayeHMe HaAPKOTMYECKUX CPeacTB WAN MCUXOTPOMHbIX BeLecTs, MNOpAAKa WX W3roToB/EHWUS,
pacnpefeneHus, perMcTpaumun, ydeTta n xpaHeHus, a Takxke npasua opopmneHna” <11>.

<11> 3apeructpupoBaH MuHUcTepcTBOM tOCTUUMK Poccuinckoit ®epepaumn 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190, ¢ W3MeHeHMAMM, BHECEHHbIMM MNpUKazamu  MuHKUCTepcTBa
3paBooxpaHeHMa Poccuitickoit depepaumm ot 30 uwoHA 2015 r. N 385H (3aperucTpupoBaH
MuHUCTepcTBOM HOCTULMK Poccuiickon ®enepaumm 27 Hosbpa 2015 r., pernctpaumnoHHbii N 39868), ot
21 anpena 2016 r. N 2541 (3apernctpmpoBaH MuHUCTepCTBOM tocTuumMK Poccuiickoit ®epepaumn 18
uiona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTtpupoBaH
MuHUCTepCcTBOM tocTULMK Poccuiickon deaepaumnm 9 sHBapa 2018 r., pernctpaumoHHbiii N 49561).

27. YueT peuentoB, 0bopMeHHbIX B GOPME 3NEKTPOHHOrO [OKYMEHTA, OCYL,eCcTBASETCA B
rocyaapctBeHHoM WHOOPMaAUMOHHOW cucTeme B chepe 34paBoOXpaHeHus cybbekta Poccuitckoin
depepauunn nocpeaCcTBOM BeAEHUA eANHOMO peecTpa peLenToB, opopmaeHHbIX B GOpMe 31eKTPOHHbIX
OOKYMEHTOB.
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IV. XpaHeHue peuenTypHbIX 61aHKOB

28. MeAnUMHCKME OpraHM3aLmnmM NosyYaoT Heobxoanmble peuenTypHblie 61aHKKM, 0POopMAEHHblE
TMnorpadckMm crnocobom, 4Yepes TeppuTOpMasibHble OpPraHbl ynpas/ieHUs 34pPaBOOXPaHEHWEM WAU
OopraHM3auuu, YynosHOMOYEHHbIEe Ha 3TO OpraHamM WCMNOJIHUTENIbHOM BAACTU cybbekToB Poccuinckoi
depgepaunn.

29. PeuenTypHble 6/1aHKK, NogaexKaline yuyeTy, XPaHATCa OTBETCTBEHHbIM JIMLUOM, Ha3HAYEHHbIM
pyKoBoauTENEM MEOMUMHCKOM OpraHvM3auMu, B 3anMpaeMoM MeTan/Myeckom wkaoy (ceride) nam
METaNIIMYECKOM AILLMKE,

30. MHgMBMAayanbHbI NpeanpuHUMaTEb, UMEIOLLMI TULLEH3UIO Ha MeULMHCKYIO AeATeIbHOCTb,
XPaHUT peLenTypHble 61aHKK, Nog/exKalme yyeTy, B 3anMpaeMoM MeTaNIMYeckom WKady (ceide) nam
METa/IIMYECKOM SILLMKE,

31. MpoBepKa COCTOAHUA XpaHeHWA, ydyeTa, (aKTUYECKOro Ha/iuuusa M pacxoda peuenTypHbIX
6/1aHKOB, nogne)Kawmx y4yeTy, OAMH pa3 B KBapTaa OCYLIECTBASAETCA KOMUCCUEH, CO34aHHON B
MeAULMHCKON opraHM3auum.

32. PeuentypHble 61aHKM, odopmasembie Ha OymaxKHOM HoOcuTesNe U nogaexkallune y4yeTy,
BblAAOTCA MEANLUMHCKMM PabOoTHUKAM, MMELWUM NpaBo 0GOPMAEHUS PELLENTOB, MO PACMOPANKEHUIO
rNABHOrO Bpaya MaKW ero 3amecTuTens.

MonyyeHHble peuenTypHble 6naHKM Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeaUUUHCKUMU
pa60THMKaMM B nomeuleHunAx, O6€CI'I€‘-IMBa|'OLLI,MX MX COXPaHHOCTb.

33. XpaHeHue cneumanbHbiX peuenTypHbIX 6/1aHKOB Ha HAPKOTMYECKOe CpeaCcTBO U NCUXOTPOMHOE
BELLLECTBO M BblAaya YKa3aHHbIX peLenTypHblX 6J1aHKOB MeanLMHCKOMY PabOTHUKY OCYyLLecTBAAETCA B
COOTBETCTBMM C NpuMKasom MuHMcTepcTBa 34paBooxpaHeHusa Poccuiickont Pepepaumm ot 1 asrycra 2012
r. N 541 "O6 yTtBepxaeHun ¢dopmbl 6NAHKOB PELEnToB, CoAep)KallMX HasHayeHUe HAPKOTUYECKUX
CPeACTB UM NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3rOTOBAEHUA, pacnpeneneHuns, perucTpauum, yyeta
W XpaHeHUA, a TakKe npasun odopmaeHmna" <12>.

<12> 3apeructpmpoBaH MuHUcTepcTBOM tocTuumm Poccuinckon depepaumnm 15 asrycra 2012 r.,
pernctpaunoHHbin N 25190, ¢ W3MeHeHMAMM, BHECEHHbIMW MNpUKasamm  MuHUcTepcTBa
3paBooxpaHeHMa Poccuitickoit depepaumm ot 30 uwoHA 2015 r. N 385H (3aperucTpupoBaH
MuHUCTepcTBOM HOCTULMKU Poccuiickon ®eaepaumm 27 Hoabpa 2015 r., pernctpaunoHHbit N 39868), ot
21 anpena 2016 r. N 254H (3apernctpupoBaH MuHUCTepcTBOM tocTULMK Poccuiickon deaepauum 18
uiona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucrtpupoBaH
MuHKcTEpPCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

34. MporpaMmHO-TEXHUYECKME CPEeACTBA FOCYAAPCTBEHHbIX MHOOPMALMOHHBIX cucTem B chepe
34paBOOXPaAHEHUNA,  MEAULMHCKUX  MHOOPMALMOHHbLIX  CUCTEM  MEOMUMHCKUMX  OpraHu3auuii
o0becneymBaloT XpaHeHWE 3NEKTPOHHbBIX PeLEenToB, 0POPMIIEHHbIX B GOPME 3/1EKTPOHHbIX AOKYMEHTOB B
TEYEHMEe CPOKOB, YCTAaHOB/IEHHbIX A/A XpaHeHua peuentoB, OQOPMIEHHbIX Ha COOTBETCTBYHOLIMX
dopmax peLenTypHbix 61aHKOB Ha BymarKHOM HocuTene <13>.

<13> yHKT 14 npaBua OTNYCKa NE€KapCTBEHHbIX NPEnapaToB A8 MeAULMHCKOrO NPUMEHEHUS, B
TOM 4MCie WMMYHOBMONOrMYECKUX JIEKAPCTBEHHbIX MNpenapaTtoB, anTeYHbIMM  OpraHU3auuaAMM,
WHOMBUAYANbHLIMW  MPEANnPUHUMATENAMWU, UMEIOWMMM  ULEH3MI0  Ha  dapmaleBTUYECKYto
AeATeNbHOCTb, YTBEPKAEHHbIX NPUKasoMm MuHUCTepcTBa 34paBooxpaHeHna Poccuiickoit ®egepaunmn ot
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11 wona 2017 r. N 403H (3apeructpuposaH MuHuUcTepcTBOM tocTUUMKM Poccuitickoii depepaunn 8
ceHTAbpsa 2017 r., peructpaumnoHHbii N 48125).




