[JokymeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpmnpoBaHo B MuHiocTe Poccum 26 mapta 2019 . N 54173

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUMU

MPUKA3
ot 14 aHBapa 2019r. N 4H

OB YTBEPXXAEHUM NOPALOKA
HA3HAYEHWA NEKAPCTBEHHbIX MPEMAPATOB, ®OPM PELLENTYPHbIX
B/ZIAHKOB HA NEKAPCTBEHHbIE NMPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX B/IAHKOB, UX YYETA U XPAHEHUA

B cooTBeTcTBMM C NyHKTOM 16 Yact 2 ctatbm 14 PepepanbHOro 3akoHa oT 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax OxpaHbl 340pOBbA rpaxgaH B Poccuitickon Pegepauun” (CobpaHue
3aKoHogaaTenbcTBa Poccuitickoit ®epepauymm, 2011, N 48, c1. 6724; 2013, N 48, cT. 6165; 2014, N 30, cT.
4257; N 49, ct. 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, c1. 4791; N 50, ct. 7544, 7563) 1 nognyHktamu 5.2.177, 5.2.179 1 5.2.180
MonoxeHma o MuHucTepcTBe 34paBOOXpaHeHusa Poccuiickon Pepepaumn, YTBEPKAEHHOTO
noctaHosneHnem [pasutenbctBa Poccuitickoli degepaunn ot 19 mwoHsa 2012 r. N 608 (CobpaHue
3aKoHoaaTenbcTBa Poccnitickon ®egepaumm, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970; N 20, c1. 2477; N
22, cT.2812; N 33, cT1.4386; N 45, cT1. 5822; 2014, N 12, c1. 1296; N 26, c1. 3577; N 30, c1. 4307; N 37, cT.
4969; 2015, N 2, c1.491; N 12, cT. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT. 4497,
N 28, cT. 4741; N 34, c1. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066; N 33, cT. 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), Nnpu1KasbiBato:

1. YTBepauThb:
nopAAOK Ha3HaYeHNA NeKapCTBEHHbIX NpenapaTos cornacHo npunoxenuo N 1;
dopmbl peLenTypHbix 6/1aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npunoxkeHuto N 2;

nopsagok odopmaeHus peuenTypHbix 61aHKOB Ha JieKapcTBEHHble nNpenapaTbl, WUX y4yeTa W
XpaHeHWsA cornacHo npunoxkenuto N 3.

2. Mpu3HaTb YTPATUBLLMMM CUNY:

npukas MuHUCTepcTBa 34paBooxpaHeHua Poccuincko Pegepauum ot 20 gekabpa 2012 r. N
1175H "O6 yTBEpPKAEHUN NOPALKA HA3HAYEHMA U BbINMUCbIBAHMA IEKAPCTBEHHbLIX NPENapaToB, a TaKXKe
dopm peuenTypHbix 6/1aHKOB Ha JleKapCTBEHHble MpenapaTbl, NopAagKa OPOPMAEHMA YKa3aHHbIX
61aHKOB, MX yyeTa M XpaHeHua" (3apernctpmpoBaH MuUHUCTEPCTBOM tocTMLMK Poccuiickolh deaepaumm
25 uioHa 2013 r., pernctpaumoHHbIi N 28883);

MYHKT 2 W3MEHEeHWW, KOTopble BHOCATCA B [lopAafdoK cO34aHUA U AeATeNnbHOCTM BpayvebHol
KOMWUCCUU MEeAMLIMHCKOM OpraHu3aLmnm, YyTBEPKAEHHbIN NPUKA3omMm MUHUCTEPCTBA 34PaBOOXPAHEHMUA U
coumanbHoro passutma Poccuiickon degepaunm ot 5 maa 2012 r. N 502H, v B MNopsagoK HazHaYeHUaA U
BbINUCbIBAHNA JIeKapCTBEHHbIX npenaparTos, YTBEPKAEHHbIN NpUKasom MuHucTepcTBa
3apaBooxpaHeHua Poccuiickon Pegepaumm ot 20 aekabpa 2012 r. N 1175H, yTBepKAEHHbIX MPUKa3oM
MuHUcTepcTBa 3apaBooxpaHeHua Poccuiickolr degepaumm ot 2 gekabpsa 2013 r. N 886H
(3apeructpupoBaH MuHUCTepcTBOM toCcTUUMKM  Poccuitckoit  depepaumm 23 aekabps 2013 r.,
pernctpaumnoHHbiit N 30714);

npukas MuHucTepcTea 34paBooxpaHeHns Poccuiickon ®epepaumm ot 30 utoHa 2015 r. N 386H "O
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BHECEHUM W3MEHEHWA B MPUOXKEHUA K NpuUKaly MuHWCTepcTBa 34paBoOXpaHeHus Poccuiickol
depepaunn ot 20 aekabpsa 2012 r. N 1175H "O6 yTBEpKAEHUM NOpAAKA HAa3HAYEHUS U BbINMUCbIBAHUS
NIeKapCTBEHHbIX MPEnapaToB, a TakxKe GopmM peuenTypHbiXx 61aHKOB Ha /IeKApPCTBEHHbIE MpenapaTol,
nopagKka obopmMneHns ykasaHHbIX 61aHKOB, X ydYeTa U xpaHeHua" (3apernctpuposaH MuHUCTepCTBOM
tocTnumnm Poccninckoit Pegepaumm 6 aBrycta 2015 r., perncrtpaymoHHbiii N 38379);

NYyHKT 1 M3MeHeHUI, KoTopble BHOCATCA B NpMKa3 MUHUCTepCTBa 34paBoOXpaHeHma Poccuinckom
depepaunn ot 20 aekabpsa 2012 r. N 1175+ "O6 yTBep:KAeHUM NopsAAKa Ha3HAYEHUS U BbINMUCbIBAHUSA
JIeKAPCTBEHHbIX MPENApaToB, a TakxKe GopM peuenTypHbiXx 6J1aHKOB Ha JIeKAPCTBEHHbIE MpenapaTsl,
nopagKka opopMNeHUn yKasaHHbIX 6/M1aHKOB, UX y4eTa M XpaHeHua" u npunoxkeHne N 2 K npukasy
MuHUCTepcTBa 3apaBooxpaHeHus Poccuiickolt Pepepaumm ot 1 asrycta 2012 r. N 541 "06
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPMKALUMX HA3HAYeHME HAPKOTUYECKUX CPeacTB MM
NCUXOTPONMHbIX BELLECTB, MOPAAKA UX U3FOTOBAEHUA, pacnpeseneHns, perncTpaLmm, yueta n xpaHeHus,
a TakxKe npasun odopmaeHua", yTBEPKAEHHbIX MPUKasom MMUHUCTEPCTBA 34PaBOOXPAHEHUS
Poccuitckoit ®epepaummn ot 21 anpens 2016 r. N 254H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitckoit ®epepaumn 18 nions 2016 r., pernctpaupmoHHbiii N 42887);

NMYHKT 5 M3MeHeHU, KOTopble BHOCATCSA B HEKOTOPbIE MPMKa3bl MUHMUCTEPCTBA 340aBOOXPAHEHMS
M coumanbHoro passutma Poccuiickoih ®Pepepaumm n MuHuUcTepcTBa 34paBOOXpaHeHUA Poccuiickol
depepauun no Bonpocam obBpaLLeHWA NeKApCTBEHHbIX MPEenapaToB, COAEpPMKaLLMX HAPKOTUYECKue
CpeacTBa, NCUXOTPOMHbIE BELECTBA M UX NPEKYPCOpPbl, U NEKAPCTBEHHbIX CPeACTB, MNoAjexKaluux
NpeaMeTHO-KO/IMYECTBEHHOMY Y4YeTy, YTBEPXAEHHbIX MNpPUKasoM MUHUCTEPCTBA 34PaBOOXPAHEHUS
Poccuiickolt degepauyn ot 31 okTabpa 2017 r. N 882H (3apernctpupoBaH MUHMUCTEPCTBOM HOCTULMM
Poccuiickolt depepaumm 9 aHeapa 2018 r., pernctpauoHHbin N 49561).

MuHuctp
B.1.CKBOPLLOBA

MpunnoxkeHme N 1

K NpuKasy MuHUcTepcTBa 34paBoOOXpPaHeEHMA
Poccuiickoin Pepepaumm

ot 14 anBapa 2019 r. N 4H

noPAAOK HASHAYEHUA NNEKAPCTBEHHbIX MPENAPATOB
l. O6wme nonoxkeHma
1. HacToAwMmMIA NOPALOK yCTaHaB/AMBAET MNpaBuia Ha3HaYeHWA SIeKapCTBEHHbIX Mpenapatos Ans

MeAMLMHCKOro NPUMEHeHNA (aanee - NekapcTBeHHble npenapaTbl) U 0GOPMAEHUA UX Ha3HAYEHUA NpU
OKaszaHMM MeANLMHCKON NOMOLLM B MEANLMHCKMX OpraHn3aumax <1>.

<1> MNyHKT 11 cTatbn 2 depepanbHOro 3akoHa oT 21 Hoabpsa 2011 r. N 323-®3 "O6 ocHoBax
oXpaHbl 340p0BbA rpaxgaH B Poccuiickoit Pepepaunn” (CobpaHme 3akoHopaTenbcTBa PoccuiicKoi
depepauuu, 2011, N 48, c1. 6724; 2016, N 1, c1. 9, 28; 2017, N 31, c1. 4791).

2. HasHauyeHue NieKapcTBEHHbIX MPenapaToB OCYLECTBASETCA fevallMm Bpadom, denbalepom,
aKyLepKoN B C/lyYae BO3/IOKEHUA Ha HUX MOJAHOMOUYMI NleYallero Bpaya B NopsAKe, yCTaHOBAEHHOM
nprKkasom MuHWCTEPCTBa 34paBOOXPAHEHNA U COLMaNbHOro passutna Poccuiickoit ®epepaumm ot 23
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mapta 2012 r. N 252H "O6 yrtBepaeHun [lopagKa BO3NOXKEHUA Ha denbawepa, aKyWepKy
pykoBoaMTENEM MEAMUMHCKOM OpraHvM3auMm npu OpraHu3auMuM OKa3aHWA MepBUYHOM MeauKo-
CaHWUTAPHOM NOMOLLM M CKOPOW MEAMUMHCKON MOMOLUM OTAENbHbIX GYHKLMIA nevaliero Bpaya no
HenocpeacTBEHHOMY OKa3aHWUIO MeAULMHCKOM NOMOLLM NaLMeHTy B nepnog HabatoaeHnsa 33 HAM U ero
JleyeHna, B TOM 4YMUC/ae MO HA3HAYEHUID U MPUMEHEHMUIO JIeKAPCTBEHHbIX MpenapaTos, BK/OYaA
HapKOTUYECKME NEeKAPCTBEHHble MpenapaTtbl WM MNCUXOTPOMHblE JIeKAPCTBEHHble npenapaTtbl” <2>,
UHANBUAYANbHBIMU NPeanpUHUMATENAMM, OCYLLECTBAAIOWMMU MEAULIMHCKYIO AeATe/bHOCTb (fanee -
MegULMHCKME PaboTHUKM).

<2> 3apeructpmposaH MuHucTepctBom tocTnumm Poccuinckon Pepepaunmmn 28 anpena 2012 r.,
pernctpaumoHHbin N 23971, Cc U3MEHEeHMAMMW, BHECEHHbIMM  NpuMKazom  MuHUCTEpPCTBA
3paBooxpaHeHua Poccuitickoit depepaunmn oT 31 oktabpa 2017 r. N 882H (3aperncrtpupoBaH
MuHUCTepcTBOM tocTULMK Poccuiickon deaepauunm 9 aHeaps 2018 r., pernctpaumnoHHbii N 49561).

3. CBefieHMss O Ha3HAYEeHHOM JIeKapCTBEHHOM Mpenapate (HaMMeHOBaHWE JIEKAPCTBEHHOrO
npenapara, AO3MPOBKA, CNOCOb BBEAEHUSA U NPUMEHEHUS, PEKUM L03UPOBAHMA, NMPOLOIKUTENBHOCTb
NeyeHns u 060CHOBaHME Ha3HAYEHWs JIEKAPCTBEHHOro npenapaTta) BHOCATCA  MeAULMHCKUM
PaboTHMKOM B MEeOULMHCKYIO LOKYMEHTALMIO NaLMeHTa.

B cnyyasax, yKasaHHbIXx B NyHKTax 9 - 12 Hactoswero [MopagKa, MegUUMHCKUMIA pPaboTHMK
odopmnAeT HasHaYeHWe JIeKAapPCTBEHHbIX NpenapaTtoB, B TOM 4uCAe MNOANENKALMX W3FOTOBJIEHUIO U
OTMYCKY anTeYHbIMW OpraHM3aumMsamun (ganee - NEKApPCTBEHHble NpenapaTbl MHAUBUAYANbHOTO
M3roToB/AEHMA), HA peLLenTypHOM 6a1aHKe, 0pOPMNEHHOM Ha BymaxKHOM HOCUTeNe 3a CBOeN Nognucbto
(nanee - peuent Ha bymaxKHOM HocuTene), u (MaM) C cornacus MaumMeHTa MAM ero 3aKOHHOTo
npeacTasuTens <3> Ha peLenTypHOM 61aHKe B popme 3/1eKTPOHHOrO AOKYMEHTA C UCMO/Ib30BaHUEM
YCUIEHHOWN KBaANOULMPOBAHHOW SNEKTPOHHOM NOANUCU MeAUUMHCKOro paboTHMKa (panee - peuent B
bopme 3NeKTPOHHOrO AOKYMEHTA).

<3> B OTHOLWEHMM AnLA, YKa3aHHOro B Yactn 2 ctatbn 20 PegepanbHOro 3akoHa oT 21 HoabpA
2011 r. N 323-93 "O6 ocHoBax oxpaHbl 340p0OBbA rpaxaaH B Poccuiickoit depepaummn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit ®Pepepaumn, 2011, N 48, c1. 6724; 2013, N 48, cT. 6165; 2017, N 31, cT.
4791).

Peuent B popmMe 3NEKTPOHHOIO AOKYMEHTA, COAEPKALMA Ha3HAaYeHMe HapPKOTUYECKMX CPeacTB
WM TNICUXOTPOMHbBIX BELLeCcTB, NOANMUCLIBAETCA C WCMO/Jb30BaHWEM YCU/IEHHOW KBaiMULMPOBAHHOWM
3/1IEKTPOHHOW NOANUCK Nlevallero Bpaya uam denbaliepa, akylwepKn, Ha KOTOPbIX BO310XKeEHbI QYHKLMM
Jlevallero Bpaya, U COOTBETCTBYHOLLEN MeAMLMHCKOW OpraHm3aLummn <4>,

<4> Yactb 1 ctatbm 26 PepepanbHoro 3akoHa ot 8 AHBapa 1998 r. N 3-®3 "O HapKOTMYEeCcKux
cpeacTBax M ncuxoTponHbix Bellectsax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon dPeaepaumm, 1998,
N 2, ct. 219; 2003, N 27, cT. 2700; 2011, N 49, cT. 7019; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238; 2017,
N 31, cT. 4791).

OdopmneHune perLenToB B GOpmMe 3NEKTPOHHbIX JOKYMEHTOB OCYLLECTB/AETCA B CAy4ae NPUHATUA
YNO/IHOMOYEHHBIM  OPraHOM  WCMONHUTENbHOM BAactM cybbekta Poccuiickoli  ®depepaumn B
COOTBETCTBMM C MyHKTOM 4 cTaTb 6 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "06
obpaleHnn nekapcTBeHHbIX cpeacts” <5> peweHnAa 06 MCNONb30BAHWW Ha TEPPUTOPUM CyObEKTA
Poccuiickoit depepaumm Hapsafy € peuentaMm Ha JieKapcTBEHHble npenapaTbl, 0GOPMAEHHbIMU Ha
6ymaXXHOM HocuTene, peLenToB Ha JIeKapCTBEHHble mnpenapaTtbl, cOOPMMPOBaHHbIX B dopme
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INNEKTPOHHbIX AOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickon degepaunm, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2017, N 31, cT. 4791.

4. TMpu BbINMCKE nNaUMeHTa M3 MeAMLMHCKON OopraHM3aumm, B KOTOPOM emy OKasblBanacb
MeNLMHCKasA NOMOLb B CTaLMOHAPHbIX YCNOBMAX, AaHHOMY MaUMEHTY MO PelleHuio PyKoBOAMTENS
MeNLMHCKOW opraHM3aumm HasHavaloTtca ¢ opopmaeHrem peenta B GOpMe 3/1eKTPOHHOr0 AOKYMEHTa
n (Man) Ha BymaxkHom HocuTene (3a UCKAYeHMEM OGOPMNEHUA pPeLenToB Ha NeKapCTBeHHble
npenaparbl, Nnogaexaline oTnycky 6ecnnaTHO MAM CO CKMAKoW) nnbo BblaaloTca (NaumMeHTy Mau ero
3aKOHHOMY NpeAcTaBUTENt0) OAHOBPEMEHHO C BbIMUCKOW M3 UCTOPUM B0ME3HN fieKapCTBEHHble
npenaparbl, B TOM YMCaAe HapKOTMYECKME W NCUXOTPOMHbIE SIeKapCTBEHHble npenapaTtbl, BHECEHHble B
cnnckn Il n Il nepeyHAa HapPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U WX MPEeKypcopos,
noaaexalmx KoHTpoo B Poccuinickoin depepaumn, yTBEPKAEHHOTO NocTtaHoBAeHUem MpaBUTenbCTBa
Poccuiickolt ®epepaumm ot 30 mioHs 1998 r. N 681 <6> (manee - MepeyeHb), CUIbHOAENCTBYIOLMNE
JleKapCcTBEHHbIe NPenaparbl, Ha CPOK Npuema NaumMeHTom Ao 5 aHen.

<6> CobpaHue 3akoHogaTenbcTBa Poccuiickon depepauymm, 1998, N 27, cr. 3198; 2004, N 8, cT.
663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT1. 3439; 2009, N 26, c1. 3183; N 52, cT. 6572;
2010, N 3, c1.314; N 17, c1. 2100; N 24, c1. 3035; N 28, cT1. 3703; N 31, cT. 4271; N 45, cT1. 5864; N 50, cT.
6696, c1. 6720; 2011, N 10, c1. 1390; N 12, cT1. 1635; N 29, cT. 4466, cT. 4473; N 42, c1. 5921; N 51, cT.
7534; 2012, N 10, ct. 1232; N 11, c1. 1295; N 19, cT1. 2400; N 22, cT. 2864; N 37, cT. 5002; N 41, cT. 5625;
N 48, cT. 6686; N 49, c1. 6861; 2013, N 6, cT. 558; N 19, cT. 953; N 25, cT. 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, 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, c1. 4232; N 42, c1. 5805; 2016,
N 15, cT. 2088; 2017, N 4, cT. 671; N 10, c1. 1481; N 23, c1. 3330; N 30, cT. 4664; N 33, cT. 5182; 2018, N
27, cT. 4071.

5. HasHauyeHMe /NieKapCTBEHHbIX MPenapaTtoB MpM OKasaHUM MeAMUMHCKOM nomowm B
CTaUMOHApPHbIX YCNOBUAX B TpeboBaHUAX-HAKNAAHbIX, HANPaBASEMbIX B anTeyHble OpraHM3auuu,
ABNAOWMECA CTPYKTYPHbIMM NoApasae/ieHUsMU MeAULIMHCKON OpraHM3aLmnmn, B KOTOPOM OKasbiBaeTcA
MeaMLMHCKaa NOMOLLb, OCYLLECTB/AETCA B COOTBETCTBUM C MHCTpPyKUMEN O nopsfake BbIMMCbIBAHUSA
JNIEKAPCTBEHHbIX NpenapatoB U 0GOPMAEHUA PeUenToB M TpebOoBaHWI-HaKNAAHbIX, YTBEPXKAEHHOM
npukasom MuWHUCTEPCTBA 34PaBOOXPAHEHMA U couManbHOro pas3BuTtusa Poccuiickon ®Pepepaunm ot 12
deBpans 2007 r. N 110 "O nopsake Ha3HAYeHMA U BbINUCbIBAHMA IEKAPCTBEHHbIX NPEnapaTos, U3aennn
MeAULMHCKOro Ha3HaAYeHUs M CNeLnanm3MpoBaHHbIX NPOAYKTOB leyebHoro nutaHua' <7>.

<7> 3apeructpupoBaH MuHUCTEPCTBOM tOCTUUMK Poccuiickon ®epepaummn 27 anpens 2007 r.,
pernctpaumoHHbin N 9364, €  M3MEHEHWsAMM, BHECEHHbIMW  NpuKasamu  MuHUCTepCTBa
3[1paBOOXPaHEHNA M coumanbHOro passutuA Poccuitckon Pepgepaumm oT 27 asrycta 2007 r. N 560
(3apernctpuposadH MuHuUcTepcTBomM tocTuumMmM  Poccuiickont ®epepaumm 14 ceHtabps 2007 r.,
pernctpaumnoHHbiii N 10133), ot 25 ceHTabpa 2009 r. N 794H (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumnmn Poccuinckoit ®eaepaumm 25 Hoabpa 2009 r., peructpaumoHHbin N 15317), ot 20 sHBapAa 2011 .
N 13H (3apeructpupoBaH MuHUcTepcTBOM toCcTUUMK Poccuiickon depepaumm 15 maprta 2011 r,
pernctpaunoHHbiii N 20103), npukasamm MUHUCTEPCTBA 34paBooxpaHeHMa Poccuitickoit deaepauumm ot
1 asrycta 2012 r. N 54H (3apernctpupoBaH MuHUCTEpPCTBOM tocTUUMK Poccuiickon Pepepaummn 15
asrycta 2012 r., peructpaumoHHbiit N 25190), ot 26 despana 2013 r. N 94H (3apeructpupoBsaH
MuHUcTepcTBOM tocTULMK Poccuiickon Peaepaumnm 25 mioHa 2013 r., pernctpaumoHHbiin N 28881).
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6. HasHayeHune NNEKAPCTBEHHbLIX NpenapaTtoB ocyuwecTtsaaeTca MeauunHCKUM paGOTHMKOM no
mexayHapoaHomy HeENAaTEHTOBAHHOMY HaMMEHOBaHUIO, @ NMPW €ro oTCyTCTBUKU - rpynnnMpoBovYHOMY NN
XMMmn4eCKomy  HanmMeHOBaHWUIO. B Cnydyae  OTCYyTCTBUA  MEXAYHAapOAHOro HenateHTOBaHHOro
HaMMeHOBaHNA U rpynnMpoBOYHOIo UM XMMUYECKOTO HaMMEHOBAHUA NEKAPCTBEHHOrIO npenaparta,
J'IeKapCTBEHHbII‘/JI npenapart Ha3HavyaeTca megnumnHCKMm pa60THMKOM Nno TOProeomy HaMMeHOBaHUIO.

MpY HAaNMUUKM MEOMUMHCKUX MOKasaHWi (MHAMBUAYa/lbHAsA HEMepPeHOCMMOCTb, MO PKU3HEHHbIM
MOKasaHWAM) MO pelleHUo BpayebHOW KOMMUCCMM MeAMLMHCKON opraHvM3aumu <8> OCyLLecTBAseTcA
HasHayeHMe U odOpMIEHME Ha3HAYEeHWA JIeKApPCTBEHHbIX MpPenapaTtoB, He BXOAAWMX B CTaHOAPTbI
MeAMLMHCKOM NOMOLLM, Pa3paboTaHHbIX B COOTBETCTBUM C MYHKTOM 4 cTaTbk 10 ®eaepanbHOro 3akoHa
0T 21.11.2011 N 323-93 "06 ocHoBax oxpaHbl 340pP0BbA rpa*kaaH B Poccuiickon deaepaummn" <9>, nnbo
No TOProBbIM HaMMeHOBaHWAM. PelieHne BpayebHOM KOMUCCUM MEAULMHCKOW OpraHusaumum
dUKCUpyeTcs B MeANLMHCKON AOKYMEHTALMM NaUMEHTa M B XKypHasie BpavebHoN Komuccum.

<8> Mpwukas MuHsgpascoupassmTnsa Poccum ot 5 maa 2012 r. N 502H "06 ytBepKaeHMM nopsaaka
CO34aHMA U AeATeNbHOCTM BpayvyebHOW KOMUCCUM MeOMUMHCKOM opraHusauuu" (3aperncrpupoBaH
MwuHioctom Poccum uioHs 2012 r., pernctpaumoHHbin N 24516), ¢ M3MEHEHUAMW, BHECEHHbIMU
npukasom MuHsapasa Poccun ot 2 aekabpa 2013 r. N 886H (3apernctpuposaH MuHioctom Poccum 23
AeKkabps 2013 r., perncTpaumoHHbiid N 30714).

<9> CobpaHune 3akoHogaTenbcTBa Poccuiickon Pepepaumm, 2011, N 48, cT. 6724; 2014, N 49, cT.
6928; 2017, N 31, cT. 4791; 2018, N 53, cT. 8415.

7. HasHayeHMe nekapcTBEHHOrO NpenapaTta B peuenTe Ha BymakHOM HocuTesle WUAW peuenTte B
dbopme 3N1EeKTPOHHOTO AOKYMeHTa 0hOpMAAETCA Ha MMA MauMeHTa, A8 KOTOpOoro npeaHasHayeH
NleKapcTBeHHbIV Npenapar.

Peuent Ha BymaskHOM HocuTene, obopmeHHbI Ha peuentypHom 6aaHke ¢popm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (n), yTBEPKAEHHbIX HACTOALLMM MPUKA30M, a TaKKe peuLenT Ha BymaskHom
HocuTene, odpopmaeHHbIM Ha peuenTypHom 6naHke dopmbl N 107/y-HM, yTBEp>KAEHHOM MPUKa3om
MuHucTepcTBa 34paBooxpaHeHua Poccuiickoit Pepepaumm ot 1 asrycta 2012 r. N 54n "O6
yTBEpKAeHUNn dopmbl 6J1aHKOB peuenToB, COAepKalMX HaszHaYeHWe HAPKOTUYECKMX CPeacTB Wau
NMCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBNEHMA, pacnpeaeneHns, PerucTpaLmm, ydeta n xpaHeHus,
a Takxe npasun obopmnaeHus" <10> (panee - popma N 107/y-HIM), moKeT 6bITb NOAYyYEH NALUEHTOM,
€ro 3aKOHHbIM NpeacTaBUTENEM UM INLLOM, UMEIOLLMM ODOPMNEHHYHO B COOTBETCTBUM C FPaXKAAHCKUM
3aKoHoAaTenbcTBOM Poccuiickon deasepauunm 4OBEPEHHOCTb OT NaLMeEHTa Ha NPaBoO MOJYYEHUA TAKOro
peuenTa (ganee - ynoJIHOMOYEHHOE INLO).

<10> 3apeructpmpoBaH MuHucTepcTtBom toctuummn Poccuiickon Pepepaumnmn 15 asrycra 2012 r.,
peructpaumoHHblin N 25190, ¢ W3MeHeHMAMW, BHECEHHbIMM MNpuKasamm  MuHUCTepCTBa
34paBooxpaHeHna Poccuiickoli depepauum ot 30 wuioHA 2015 r. N 385H (3apeructpupoBsaH
MuHucTepcTBoM HOCTULMK Poccuiickon Pepepaummn 27 Hosbpa 2015 r., peructpaumoHHbiii N 39868), ot
21 anpena 2016 r. N 254H (3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKM Poccuiickoi ®eaepaumm 18
niona 2016 r., peructpaumoHHbii N 42887), oT 31 oKtabpa 2017 r. N 882H (3aperucTpupoBaH
MuHucTepcTBOM tocTuLMK Poccuiickon Peaepaumnm 9 aHeapa 2018 r., pernctpaumnoHHbiii N 49561).

Peuent B Ppopme 3/1EKTPOHHOIO AOKYMEHTa GOpPMUPYETCA C UCMOIb30BAaHWMEM FOCYAAPCTBEHHOW
MHOOPMALUMOHHOW cucTembl B cdepe 3ApaBooxpaHeHuUa cybbekTa Poccuitickoit deaepauuuy,
MeaNLMHCKON MHGOPMALLMOHHOM CUCTEMbI MeANLMHCKON opraHM3aumnm <11>.
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<11> Cratbu 91 1 91.1 depepanbHoro 3akoHa ot 21 Hoabps 2011 roga N 323-93 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuitckont depepaunn” (CobpaHue 3akoHoaaTenbcTBa Poccuinickoit
depepaunu, 2011, N 48, ct. 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, cT. 6927, 6928; 2015, N 1, cT1. 85; N 10, ct. 1425; N 27,
cT. 3951; N 29, c1. 4397; 2016, N 1, cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017, N 18,
CcT. 2663; N 31, cT. 4794).

dakT Bblga4yn peuenta Ha ﬂeKapCTBeHHblﬁ npenapar 3akKoOHHOMY npeacTtasuTento  wUaun
YNO/THOMOYEHHOMY 1LYy ¢MKCI/IpyETCFi B Me,ﬂ,MLI,MHCKOﬁ AOKYMEHTAUMN NaUneHTa.

8. MeguumMHCcKUm paboTHMKam 3anpeltaetca opopMAATb peLenTbl NPU OTCYTCTBUM Y NaLMeHTa
MeAMLUMHCKMX MOKa3aHWi; Ha He3aperncTpuMpoBaHHble JIeKapCTBEHHble npenapaTbl <12>; Ha
NleKapcTBeHHble NpenapaTbl, KOTOPblE B COOTBETCTBUM C MHCTPYKUMEN NO MEAULUMHCKOMY NPUMEHEHUIO
npegHasHayeHbl g1a NPUMEHEHNA TONbKO B MEAMLMHCKMX OpraHM3aumax; Ha HapKoTMYeCcKne cpeacTBa
M MCUXOTPOMHblE BELLEeCTBA, BHeCceHHble B cnucok |l lepeyHs, 3aperncTpupoBaHHble B KayecTse
NleKapCTBEHHbIX NPenapaTtos, B LEeNAX NPMMEHEHMA ANA NeYeHUs HapKOMaHU.

<12> PeweHne CoseTa EBpasmnitckoit sKOHOMMYECKON Komuccumn ot 3 Hoabpa 2016 r. N 78 "O
MpaBuaax perucTpaunm M 3KCNepTM3bl JIEKAPCTBEHHbIX CPeacTB AN MeAMUMHCKOro npumeHeHua"
(odbuumanbHbI caltT EBpasmMiiCKOro sKoHomuyeckoro cotosa http://www.eaeunion.org/, 21 Hoa6psa
2016 r.). Cratba 13 ®depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 ob6pauweHum
NIeKAPCTBEHHbIX CPEACTB ANA MeANUMHCKOro npumeHeHus" (CobpaHue 3akoHogaTenbcTBa Poccuitckoi
depepaunn, 2010, N 16, cT. 1815; 2015, N 29, cT. 4367; 2018, N 24, cT. 3407).

NHOouBMAyanbHbIM  NpeanpuHUMATENsAM, OCYLLECTBAAWMM  MeAUUUHCKYI0  OeATeNbHOCTb,
OOMNOJIHUTENbHO K TpeboBaHMAM, YKasaHHbIM B ab3ale MepBOM HACTOAWErO MyHKTa, 3anpeliaerca
obopmMNATL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CUCKK || 1
Il NepeyHs (panee - HapKOTUYECKME M MCUXOTPOMHbIE JIeKAPCTBEHHbIe npenapatbl cnvckos Il u i
Mepeyns).

9. MNpu Ha3HaYeHUN HAPKOTUYECKMUX WM MCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaToB crnucka |l
MNepeyHa, 3a UCKAKOYEHMEM NeKapCTBEHHbIX NpenapaTtoB B BMAE TPaAHCAEPMa/bHbIX TepaneBTUYeCcKnx
CUCTEM U JIeKApCTBEHHbIX MNpenapaToB, COAEepXaliuMx HapKOTUYeCKoe CpeacTBO B COYETaHUMU C
AHTAaroHMCTOM OMMOMAHBIX pPeLLenTopoB, peuenTbl Ha 6OymaxHom HocuTene odpopmMAAITCA Ha
peuenTypHom 61aHKe popmbl N 107/y-HIN.

10. PeuenTypHbiii 61aHK popmbl N 148-1/y-88 opopmnseTtca npu HazHaYeHUU:

1) HapKOTUYECKMX W MCUMXOTPOMHbIX NEKAPCTBEHHbIX NpenapaToB cnucka Il MepeyHs B Buge
TPaHCAEPMA/IbHbIX TEPANEBTUYECKUX CUCTEM, HAPKOTUYECKMX JIEKAPCTBEHHbIX MpenapaTtoB crvcka i
MepeyHsa, coAepsKalwmx HAPKOTUYECKOE CpeacTBO B COYETAHMM C  aHTAarOHUCTOM  OMWOMZAHbBIX
peLenTopoB, MCUXOTPONMHbIX 1EKAPCTBEHHbIX NpenapaToB cnucka lll NepeyHs;

2) NneKkapcTBeHHbIX Npenapatos, 06aagatoWwmx aHaboNMYecKo aKTMBHOCTbIO (B COOTBETCTBUM C
OCHOBHbIM papMaKONOTMYECKUM AEeNCTBUEM) U OTHOCALLMXCA MO aHATOMO-TePaneBTUYECKO-XMMUNYECKOW
KnaccuduKaumnm, pekomeHaoBaHHOW BcemumpHoM opraHmnsaumeli 3apaBooxpaHeHma (ganee - ATX) <13>,
K aHabonnuyeckum ctepongam (Kog A14A) (panee - nekapCTBeHHble npenapatbl, obnagatouime
aHaboIMYECKOW aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM GapMaKOI0rMYeCKUM AeACTBUEM);

<13> Cratba 18 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpauwieHuun
NIeKapCTBEHHbIX CPeACTB AN MeauLMHCKoro npumeHeHua" (CobpaHune 3akoHogaTenbcTBa Poccuiickon
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depepaunn, 2010, N 16, cT. 1815; 2014, N 52, cT. 7540).

3) NeKapcTBeHHbIX MPEenapaToB, YKasaHHbIX B NyHKTe 5 Mopagka oTnycka dusMyeckum nuvuam
JNIEKAPCTBEHHbIX NPenapaToB A8 MEAULMHCKOrO NPUMEHEHMUA, COLAEPKALMX KPOME ManbiX KOINMYECTB
HAaPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELLECTB U WX MPEKYpPCOpoB Agpyrve dapmakonornyeckme
aKTUBHbIE BeLLECTBA, YTBEPXKAEHHOIO MNpPUKazom MUHUCTEPCTBA 34PaBOOXPAHEHUA UM COLMANBHOTO
pasBuTna Poccuitickon degepaumm ot 17 masa 2012 r. N 562H <14> (manee - lMopAgoK OTNycKa
JleKapCTBEHHbIX NpenapaTos);

<14> 3apeructpupoBaH MuHUcTepcTBOM tocTMumm Poccuiickoit ®epepaumm 1 umoHa 2012 r,
pernctpaumoHHblin N 24438, Cc W3MEHEHMAMM, BHECEHHbIMM NpWKasamu  MuHUCTepCTBa
3paBooxpaHeHMa Poccuitickoir ®depepaumm ot 10 wmwoHA 2013 r. N 369H (3apeructpupoBaH
MuHucTepcTBOM tocTULMn Poccuiickont ®epepauymm 15 nions 2013 r., pernctpaymoHHbiii N 29064), ot 21
asrycta 2014 r. N 465H (3apernctpupoBaH MuHuUcTepcTBOM tocTULMKM Poccuiickoin depepauymm 10
ceHTabpa 2014 r., peructpaumnoHHbii N 34024), ot 10 ceHTabps 2015 r. N 634H (3apeructpupoBaH
MuHucTepcTBOM tocTULMK Poccuiickolt depepaumm 30 ceHTabpa 2015 r., permuctpaunoHHbiii N 39063),
oT 31 okTabpa 2017 r. N 882H (3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKM Poccuitickon Pepepaunn 9
AHBapsa 2018 r., peructpaumoHHbii N 49561).

4) nekapCTBEHHbIX NpPenapaTtoB MHAMBUAYANbHOIO M3rOTOBNEHUA, COAEPMKALLMX HAaPKOTUYECKoe
CPeAcCTBO MM MCUXOTPOMNHOE BewecTBo cnucka Il MepeyHa, n apyre papmaKkosiorMyeckme akTUBHbIE
BEleCcTBA B [J03e, He MpPEeBbiWaloWen BbICWYH pPa3oByld 403y, W NpW  YCAOBUM, YTO 3TOT
KOMOWHWPOBAHHbIN NIEeKAPCTBEHHbIN MpenapaT He ABNAETCA HAPKOTUYECKMM MWW MNCUXOTPOMHbIM
JNleKapCcTBeHHbIM npenapatom cnucka Il MepeyHs;

5) NneKapcTBeHHbIX MNpenapaToB, nNogaeXKawmx nNpPegMeTHO-KOANYECTBEHHOMY Y4yeTy, He
nepeyncaeHHbIX B MOANYHKTax 1 - 4 HacToAWEro NyHKTa (3a MCKNOYEHWEM NIEKAPCTBEHHbIX NPEenapaTos,
oTnycKaembix 6e3 peuenTa).

11. PeuenTtypHbiit 61aHK dopmbl N 148-1/y-04 (n) odopmaneTcs npm HasHAYEHUMN IeKaPCTBEHHbIX
npenapaToB rpa)kgaHam, MUMeoLWMM NpaBo Ha 6becnaaTHoe NonyyYeHMe NeKAPCTBEHHbIX MPenapaToB MK
noJly4yeHune NIeKapCTBEHHbIX NPENapaToB CO CKUAKOM.

12. PeuenTypHbIit 6naHKk dopmbl N 107-1/y opopmaseTca npu HasHaYeHUK:

1) NeKapcCTBEHHbIX NpenapaToB, YKasaHHbIX B MyHKTe 4 [lopAgKka OTNyCKa /leKapCTBEHHbIX
npenaparos;

2) nekapCTBEHHbIX MPenapaToB, He YKa3aHHbIX B NyHKTax 9 - 11 HacToAwero MNopsaka.

13. MNpwn Ha3HAYeHMN NEeKAPCTBEHHOro nNpenapaTta MHAMBUAYANAbHOIO U3rOTOBAEHUA B peuenTe Ha
bymaskHom Hocutene u (unan) peuente B GoOpmMe 3INEKTPOHHOIO AOKYMEHTa HaMMeHOBaHUS
NIeKapCTBEHHbIX NPenapaToB, BK/AKYEHHbIX B NepeyvyeHb JIEKAapPCTBEHHbIX CPeacTB A1A MegUUMHCKOro
NPUMEHEHUA, NOANEXKaLUX NpPeaMEeTHO-KONMYECTBEHHOMY Yy4deTy <15> (panee - fieKapcTBeHHble
npenapartbl, BKAOYEHHble B nepeyeHb MKY), yKasbiBaloTca B Havyane pelenTa, 3aTeM - BCE OCTa/ibHble
MHrpeaneHTbl.

<15> MNpukas MuHuUcTepcTBa 34paBooxpaHeHma Poccuiickon deaepauunm ot 22 anpens 2014 r. N
183H "O6 yTBEpP)KAEHMM MEepeyHA NEeKAPCTBEHHbIX CPEeACTB ANA  MeOMLMHCKOro NpPUMEHEHMUS,
nognexalmx npeameTHO-KoMYecTBEHHOMY YyyeTy" (3apernctpupoBaH MWHWUCTEPCTBOM HOCTULMM
Poccuinckoit ®epepaumm 22 utona 2014 r., pernctpaumoHHbiin N 33210), ¢ USMEeHEHUsIMU, BHECEHHbIMMU
npukasamu MuHuUcTepcTBa 34paBooxpaHeHua Poccuitckon ®egepaumnm ot 10 ceHTabpa 2015 r. N 634H
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(3aperunctpupoBaH MuHuUcTepcTBoM toctuumm  Poccuiickont ®epepaumm 30 ceHTabpsa 2015 r.,
pernctpaumnoHHbit N 39063), ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumnm Poccuitckoit Pepepaunn 9 aHeapa 2018 r., pernctpaumnoHHbit N 49561), ot 5 anpensa 2018 r. N
1494 (3apeructpupoBaH MuHucTepcTBOM tocTuummn  Poccuinckoit  depepaumm 3 maa 2018 r,
pernctpaunoHHbiit N 50961), ot 27 utona 2018 r. N 471H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULNK
Poccuiickolt ®epepaumm 14 asrycta 2018 r., perucTpaumnoHHbiii N 51885).

14. Mpwn Ha3HaYeHMM NeKapCTBEHHOro npenapaTta B peuenTte Ha BymaxkHOM Hocutesne u (Mam)
peuente B dopme 3/1EKTPOHHOrO AOKYMEHTA 3anpeLlaeTcs MpeBblllaTb KOJMYECTBO HaPKOTUYECKUX
CpPeacTs WAW  TMNCUXOTPOMHbIX BELLECTB, KOTOPOE MOMeT OblTb BbIMMCAaHO B OAHOM peELEnTe,
ycTaHoBneHHoe npunoxeHnem N 1 K HactoAwemy MopAagKy, 3a UCKAKOYEHUMEM C/ly4aeB, YKa3aHHbIX B
nyHKTax 16 n 25 Hactoawero Mopaaka.

15. Mpwn Ha3HaYeHUU NeKapCTBEHHbIX NpenapaTos, BKAKOYEHHbIX B nepeyeHb KY, go3a KOTopbIx
NPeBbIWAET BbICWKWIA OAHOKPATHbIA NpUEM, MEAUUMHCKMI pPaboTHMK o603Ha4vaeT [o3y 3Toro
JIeKapCTBEHHOrO MpenapaTa B peLenTe Ha OymMaxXHOM HocuTene MPOMUCbID C MpOCTaBNeHUEM
BOCKAMLATENbHOIO 3HaKa U (MAM) NPOCTaBAAET BOCKAMLATENbHbIN 3HAK Npu odOpMAEHMM peLenTa B
dopme 3/1eKTPOHHOIO AOKYMEHTA.

16. Konn4yectBO Ha3Ha4YeHHbIX JIEKAPCTBEHHbIX MPENapaToB, BKAOYEHHbIX B nepedeHb [MKY, npu
OKasaHMKM nauueHTam, HY)KAAWKUMCA B AJMTE/IbHOM JIEYEHUU, MNEPBUYHOM MeaMKO-CaHUTAPHOWM
NMOMOLLM M NANNMATUBHOM MEANLMHCKON NMOMOLLM MOXKET BbiTb yBenn4eHo He Bosiee yem B 2 pasa no
CPABHEHMIO C KOJIMYECTBOM HapKOTUYECKUX CPEACTB MM MCUXOTPONMHbIX BELLECTB, KOTOPOE MOXKET ObITb
BbIMWUCAHO B OAHOM peuenTe, ycTaHoBAeHHbIM npunoxeHnem N 1 K HacToAwemy MNopagky.

B cnyyasx, npeaycMOTpPeHHbIX ab3alem nepsbiM HaCcTOALLEro NyHKTa, Ha peuenTax Ha bymaxKHom
HocuTene npoussoaMTcA Haanucb "Mo cneumanbHOMY HaszHayYeHUIo", oTAeNbHO 3aBepeHHan NoAnuUchbio
MeANUMHCKOTo paboTHUKa M MeyaTbio MeAMUMHCKOM opraHusaumm "Ons peuenTos", Ha peuenTtax B
dbopMe 3N1EeKTPOHHOro AOKYMeHTa npoussoauTcA oTmeTKa "lMo cneumanbHOMy HasHadyeHuo" ¢
NPoCTaBNEHNEM YCUNEHHOW KBaANPULMPOBAHHOWM 3N1E€KTPOHHON NOANMCU MeAMLMHCKOro paboTHUKa.

17. CoctaB NneKapCTBEHHOro npenapaTta, /JekapcTBeHHas ¢dopma U obpalleHne MeAULMHCKOro
paboTHUKa K bapmaueBTUYEeCKOMYy PaboTHUKY 06 OTNyCKe JIeKapCTBEHHOIO nNpenapaTta opopmaaloTca Ha
NaTUHCKOM f3blKe B pOAUTE/IbHOM NagerKe.

Mpn odopmaeHMM peuenTypHbiXx 6MaHKOB  OOMYCKaeTCs  WUCMOJIb30BaHWE  COKpaLLeHWiA
(npunoskeHune N 2 K HacToAwemy MopagKy).

an Ha3Ha4YeHUN NEeKapPCTBEHHOIO npenapara He A0onyCKaeTcA COoKpaleHune 61M3KNX Mo
HaMMEHOBaHNAM UHIpeaAnUEHTOB, COCTaBAAKOLWNX J'IEKapCTBEHHbIVI npenapart, He Mno3BONAKWNX
YCTaHOBWUTD, KaKoM MMEHHO J'IeKapCTBEHHbIﬁ npenapart Ha3Ha4eH.

18. Cnocob npumeHeHUs NeKapcTBeHHOro npenaparta 0603HayaeTcs ¢ yKasaHMem A03bl, 4acToTbl,
BpEMEHU Mpuema OTHOCMTENbHO CHa (YTPOM, Ha HOYb) U ero AAUTENbHOCTWU, a ANA JIEKapPCTBEHHbIX
npenaparos, B3aMMOAENCTBYIOLMX C MULLLEN, - BpEMEHWN UX YNOTPebieHMA OTHOCMTEIbHO NPUEMa MULLM
(oo enpl, BO Bpems efpl, nocne eapl).

19. Mpu HEOBXOAMMOCTU HEMEASIEHHOTO UM CPOYHOrO (B TeYeHMe AByXx paboumx gHel) oTnycka
JIeKapCTBEHHOrO npenapaTa NaUMeHTy B BepXHeW uYacTu peuenta Ha OymarKHOM HocuTene
npocrtasnsaoTca ob6o3HayYeHns "cito" (cpouHo) mnm "statim" (HemeaneHHo). AHanornuyHble 0603HaUYeHUn
NPOCTaBAAOTCA B BUAE OTMETOK Npu obopMIeHUN peuenTa B GOpme 3NEKTPOHHOTO LOKYMEHTA.

20. Mpu opopMAeHUM Ha3HAYEHMA TOTOBOTO JIEKAPCTBEHHOIO NpenapaTa B peuenTte Ha bymarkHom
HocuTene wauM peuente B Gopme 3/1EKTPOHHOrO LOKYMEHTA KOJIMYECTBO AeNCTBYHOLWMX BELLECTB
YKa3blBAeTCA B COOTBETCTBMM C MHCTPYKUMEN MO MEeAUUMHCKOMY MNPUMEHEHWUIO N1IeKapCTBEHHOMO



npenaparta.

Mpyn odopMAEHUN Ha3HAYEHMA NEKAPCTBEHHOrO MpenapaTa WMHAMBMAYAJAbHOTO U3roTOBAEHUA B
peuente Ha Oyma)KHOM HocuTene UAM peuente B GOPMe 3/1EKTPOHHOFO LOKYMEHTA KOAMYECTBO
TBEPAbIX M CbiNyumx dapmaLeBTUYEeCKMX cybcTaHLMiM yKasbiBaeTcs B rpammax (0,001; 0,5; 1,0), *Kuakmx -
B MUIANANTPAX, TPAMMAX U Kanasx.

21. PeuenTbl Ha BymaxHOM HocuTene, B GOpMe 3/IEKTPOHHOrO AOKYMEHTa, 0pOPM/IEHHbIe Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 M npeaHasHauyeHHble A8 OTNYCKa JIeKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NOAMNYyHKTamKM 2 - 5 nyHKTa 10 HacToAwero Mopaaka, AeACTBUTEIbHbI B
TeyeHue 15 gHeln co aHA obopmMmaeHus.

22. PeuenTbl Ha BymaxHOM HocuTene, B GOpMe 3/1EKTPOHHOrO AOKYMEHTa, 0pOPM/IEHHble Ha
peuentypHom 61aHKke ¢popmbl N 148-1/y-04 (n) » npeaHasHayeHHble AR OTMYCKA JIEKapCTBEHHbIX
npenapaToB rpaAaHam, YKasaHHbIM B NyHKTe 11 HacToAwero MNopaaka, AencTBuTenbHbl B TeyeHue 30
OHen co aHa odpopmaeHus.

23. PeuenTbl Ha BymaxHOM HocuTene, B GOpMe 3/1eKTPOHHOrO [AOKYMeHTa, 0pOpPM/IEeHHble Ha
peuenTypHom 6aHke ¢popmbl N 148-1/y-04 (n) » npeaHasHayeHHble ANA OTMYCKA JIEKapPCTBEHHbIX
npenapaToB rpakaaHam, AOCTUILUMM MEHCMOHHOro BO3pacTa, MHBa/AMZAM NEpPBON rpynmnbl, AETAM-
MHBaNMAAM, a TaKXKe rpaxjaHam, CTpadalolMm XpoHUYEeCKMMU 3abonesaHuamU, Tpebylolmmm
ONIUTENIbHOrO KYPCOBOTO NeYeHnA, AeNCTBUTENbHbI B TeyeHMe 90 aHel co AHA odopmneHuns.

Ona neyeHusa XpoHMYeckMx 3aboneBaHWUii yKasaHHbIM KaTeropusam rpaxgaH JfIeKapcTBEHHble
npenapatbl ¢ 0GOPMAEHNEM PELLENTOB Ha BYMasKHOM HOCUTEle MU PEeLENTOB B GOPME 3NEKTPOHHOIO
AOKYMeHTa MOryT Ha3HauyaTbcA Ha Kypc neveHna 4o 90 aHen.

24. PeuenTbl Ha BymaxXHOM HocuTene, B Gopme 3/1EKTPOHHOFO AOKYMEHTa, opopMIEHHbIE Ha
peuentypHom 6naHke popmbl N 107-1/y 1 npegHasHayeHHble 419 OTMYCKa JIeKapPCTBEHHbIX NMPenaparos,
npeaycMOTPEHHbIX MyHKTOM 12 Hactosuwero lNopagka, AeUCTBUTENIbHbI B TeyeHne 60 AHen co AHsA
odpopmneHus.

MpM HasHaYyeHMM T[OTOBbIX JIEKAPCTBEHHbIX MpPEenapaToB M JfIeKapCTBEHHbIX MpenapaTos
MHANBUAYANLHOMO M3rOTOB/IEHNA NaUMeHTam C 3a6oaeBaHMAMM, TPEBYIOWMMM AANTENBHOTO KYPCOBOMO
neyeHus, ¢ opopmsieHneM Ha peuenTypHom 6naHke ¢opmbl N 107-1/y peuenta Ha 6GymarkHOm
HocuTeNne UAM B GOpme 3NEeKTPOHHOTO OOKYMEHTa YCTaHaB/AMBaeTCA CPOK AelcTBMA peuenTta B
npegenax 40 04HOro KafeHZapHoro roga.

B cnyyae ycCTaHOBNEHMA CpPOKa AENCTBMA peuenTa B npedenax A0 OAHOMO rofja B peuente
npocrtasnseTca oTmeTKa "o cneymanbHOMY HasHaveHuMio", obo3Ha4YaeTca CPOK AEeNCTBMA peuenta U
NepuMoAMYHOCTb OTMYCKa JIeKaPCTBEHHbIX MPenapaToB U3 anTeYyHOoM opraHu3aLmm Uan MHANBUAYAbHbIM
npeanpuHMMaTeNnem, MMeLWMM JIULLEH3NIO Ha papMaL,EeBTUUYECKYIO AeATeNbHOCTb <16> (ekeHeaenbHo,
eXXeMeCsYHO M MHble nepuoabl). [ONONAHUTENbHO 3TO YKasaHue 3aBepseTcAa MOAMUCbI0 M NevaTbio
MEAMUMHCKOTO paboTHMKA, a TaKKe MeyaTblo MeAMUMHCKOM opraHusauuu "[na peuentos" (ans
peuenta Ha OymMa)KHOM HocCUTeNe) UAKU YCUNEHHON KBanUOULMPOBAHHOMN 31EKTPOHHON NOANUCHIO
MEAMUMHCKOro paboTHMKa U nua, YNOJHOMOYEHHOTO 3aBEPATb LOKYMEHTbI OT MMEHU MeAULUHCKOWM
opraHusauum (gna peuenta B opme 31eKTPOHHOTO LOKYMEHTA).

<16> MyHKT 47 yactu 1 cratbm 12 depepanbHoro 3akoHa oT 4 masa 2011 r. N 99-93 "O
NIMUEH3NPOBAHUM OTAENbHbIX BUAOB geatenbHoctn" (CobpaHume 3aKoHogaTenbcTBa Poccuiickon
depepaunn, 2011, N 19, c1. 2716; 2012, N 31, c1. 4322; 2013, N9, cT1. 874; N 27, c1. 3477; 2014, N 30, cT.
4256; N 42, c1. 5615; 2015, N 1, cT. 11; N 29, cT1. 4342; N 44, cT. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, c1. 5116; N 45, cT. 6841; N 53, cT. 8424).
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25. PeuenTbl Ha Npou3BOAHble HapPOUTYPOBOW KUCNOTbl, KOMBUHWPOBAHHbIE NIEKAPCTBEHHbIE
npenaparbl, CoOAeprKaline KoLeuH (ero conu), MHble KOMBUHMPOBAHHbIE /IEKApPCTBEHHbIE MpPenapaTsl,
noanexawme npeaMeTHO-KOIMYECTBEHHOMY Y4YeTy, JIeKapCTBEHHble mnpenapatbl, obnagamowme
aHaboMYEeCcKON AKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (apMaKONOrMYecKMm Jencrsmem, Aas
NleYeHMs NaLMEeHTOB C XPOHWYECKMMW 3ab0seBaHMAMMN MOTYT 0DOPMAATLCA Ha Kypc aedyeHua ao 60
aHen.

B pOaHHbIX cAyyasx B peuentax Ha Oyma)KHOM HocuTene npomssoautca Hagnucb Mo
cneuyanbHOMy HasHayeHuo", 3aBepeHHas MOoAMNUCbI0 MeAMUMHCKOro paboTHMKA WM MmedyaTbio
MeAMUMHCKOW opraHusauun "[Ona peuentos", peuentax B ¢GOPMe 3/EKTPOHHOrO [AOKYMEHTa
npousBoguTca oTmMeTKa "Moo cneuManbHOMY HasHayeHuto", C MpPOCTaBAEHMEM  YCUAEHHOWN
KBaNMOUUMPOBAHHOW 3/1EKTPOHHOM NOANUCUM MeAUUMHCKOro paboTHMKa M Anua, YNOAHOMOYEHHOTO
3aBepATb AOKYMEHTbl OT UMEHU MeANLMHCKON OpraHn3aumm.

26. PeuenT Ha BymarKHOm HocuTene, B GopmMe 3/1€KTPOHHOro AOKYMEHTa, OpOPMIEHHbIN C
HapyLweHMEeM YCTaHOB/IEHHbIX HAaCTOALLMM NopAaaKkom TpeboBaHWN, CUMTAETCA HEAENCTBUTENIbHBIM.

Il. Ha3HauyeHWe neKapcTBEHHbIX NPenapaToB NPU OKasaHUU
MeAULMHCKOA NOMOLLM B CTALMOHAPHDbIX YCI0BUAX

27. Mpn OKasaHUW MNaLMeHTYy MeAMUMHCKOW MOMOLLM B CTAaLMOHAPHbLIX YCAOBMAX Ha3HayYeHue
JIeKapCTBEHHbIX MPenapaToB npousBoguTca 6e3 odopmaeHMa peuenta MeaUUMHCKMM PaboTHUKOM
€4MNHONMNYHO, 33 UCKAKOYEHMEM CNYYaEB, YKA3aHHbIX B NyHKTe 28 HacToAwero Mopagka.

28. CornacoBaHWe HasHayeHMA NNEeKapPCTBEHHbLIX MpenapaTtoB C 3aBeAylouwuMm oTaeneHnem uaun
OTBETCTBEHHbIM AEXYPHbLIM Bpay4om nmbo APYyrmim nnLom, ynoIHOMOYEHHbIM MPUKA30M IM1aBHOIo Bpaya
ME,D,MLLMHCKOVI opraHunsauunn, a TaKXe, npu Haan4ymun, C BpavYomM - KJAUHUYECKUM d)apmakonorom
HeO6XOAMMO B CQiy4daax:

1) OAHOBPEMEHHOIO Ha3Ha4YeHUA NATU U bonee NNEKAPCTBEHHbIX MPENAapaToB O4HOMY NAUUNEHTY;

2) Ha3HaYeHUA NIeKapCTBEHHbIX MPenapaToB, He BXOAALMX B MepPeyYeHb KU3HEHHO HeobXoaNMMbIX
N BakKHEMLLMX NIEKAPCTBEHHbIX Npenapatos <17>, Npu HETUNUYHOM TeYeHUU 3abosieBaHUs, HaNUUYUK
OC/IOKHEHUI OCHOBHOro 3abosieBaHMA W (MM) conyTcTBylOWMX 3aboneBaHW, NpU  Has3HAYEeHUU
JIeKapCTBEHHbIX MpenapaToB, OCOHBEHHOCTM B3aMMOLEWNCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHo
MHCTPYKLMAM NO WX MPUMEHEHUIO MPUBOLAT K CHUXEeHUo 3ddeKTUBHOCTM KM HesonacHocTu
dapmaKoTepanuu 1 (M1n) co3aatoT NoTEeHLUMaAbHY ONAaCHOCTb A8 XXM3HU M 340P0BbA NaLMeHTa.

<17> MyHKT 1 cTatbn 60 PepepanbHOro 3akoHa ot 12 anpens 2010 r. N 61-93 "06 obpalieHum
NeKapcTBeHHbIx cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuinckont deaepaunu, 2010, N 16, cT. 1815;
2012, N 26, cT. 3446; 2014, N 52, cT. 7540).

B yKasaHHbIX CAyyasx HasHAYeHWE JIeKApCTBEHHbIX NPenapaTtoB GUKCUMPYETCa B MeAULMHCKOWM
OOKYMEHTauMM MaumeHTa M 3aBepseTcs MOoAMUCbI0 MeAMLMHCKOro paboTHMKa M 3aBeayHoLLero
oTaeneHnem (OTBETCTBEHHOIO AEKYPHOIo BPaya UM APYroro ynoJiHOMOYEHHOro nua).

29. MeANUMHCKMI pabOTHUK MeAMULMHCKON opraHu3aumm (ee CTPYKTYpPHOro noApasgeneHvs),
Pacno/IOKEHHON B CENbCKOM HaCeNeHHOM MNyHKTe, OCYLWEeCTBASeT Ha3HadeHue JfIeKapCTBEHHbIX
npenapaToB B C/1ly4asX, yKasaHHbIX B NyHKTax 28 u 30 HacToAwero Mopsaaka, eAMHONNYHO.

30. Mo pelueHUto BpayebHOM KOMUCCUM NaLMEHTaM MPU OKa3aHUU MM MeAULMHCKOW NOMOLLN B
CTaUMOHApPHbIX YCNOBMAX Ha3Ha4YaloTCA JIeKapCTBEHHble MNpenapaTtbl, He BK/YEHHble B nepeyeHb
U3HEHHO HeobXOoAUMBIX M BaXXHEWLWWX NeKapCTBEHHbIX MpenapaToB, B C/Ay4ae MX 3ameHbl M3-3a
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MHAMBMAyaﬂbHOﬁ HENEPEHOCUMOCTH, NO U3HEHHDBbIM NMOKA3aHNAM.

PeweHne BpayebHOV KOMMCCUM GUKCUPYETCA B MELMLMHCKOW AOKYMEHTauuu naumeHTa w
KypHane BpayebHON Kommuccuu.

31. B cnaydyaax obcnefoBaHMA M NeYEHUA TPaXKAaHWMHA B CTALUMOHAPHbIX YCAOBUAX B pPamKax
npeaocTaBAeHMA MEAMUMHCKMX YCAYr Ha BO3ME3QHOM OCHOBE 3a CYET JIMYHbLIX CPeAcCcTB rpakAaH,
CPeACTB OPUMAMYECKUX NWNL, MU WMHbIX CPeACTB Ha OCHOBaHWWM [AOroBOpa, B TOM 4Mciae [Aorosopa
[06pPOBONBHOMO MEAMUMHCKOrO CTpaxoBaHMa <18>, emy MoryT 6biTb HasHa4deHbl JIeKapCTBEHHblE
npenapaTtbl, He BXOoAAUWME B MNepeyeHb XKU3HEHHO HEOBXOAUMbBIX W BaXKHEMLMUX JIeKapCTBEHHbIX
npenapaTtos, ec/iM UX Ha3HaYeHue U NpMMeHeHne 06YCN0BAEHO MEANLMHCKMMM NOKa3aHUAMM.

<18> MNocTaHoBneHue MpasutenbctBa Poccuiickon Pepepaumnm ot 4 oktabpa 2012 r. N 1006 "06
yTBEp)AeHUM Mpasua npeaocTaBAeHUA MeANLNHCKMMU OPraHM3auMAMM NAATHbIX MegULMHCKUX yeayr"
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit ®eaepaumn, 2012, N 41, cT. 5628).

I1l. Ha3HauyeHue nekapcTBEHHbIX NpenapaTos
NpW 0KasaHUM NepBUYHOI MeAUKO-CAaHUTAaPHOI NOMOLLU, CKOPOW
MeAULMHCKON NOMOLLU U NANIMAaTUBHON MeULMHCKON NOMOLLMU

32. MNpn OKaszaHMM MNEPBUYHON MEAUKO-CAaHUTAPHOM MOMOLLIM M MNaNANATUBHON MeAMLUHCKOM
NOMOLLM B amMbynaTopHbIX YCNOBUAX Ha3HaYeHWEe JIeKapCTBEHHbIX MNPenapaTtoB OCYLLECTBAAETCA
MeANLMNHCKMM PaboTHUKOM B CNyYanX TUMUYHOTO TeyeHUsA 3a6oneBaHMA NauMeHTa UCXOAA U3 TAXKECTU U
XapakTepa 3aboneBaHus.

33. HasHa4yeHue 1IeKapCTBEHHbIX MPENapaToB MO PeLIeHUto BpavyebHON KOMUCCUM MPU OKa3aHUU
NepBUYHON MeAMKO-CaHUTAPHON MOMOLLUK, MaAS/IMAaTUBHOW MEAMLMHCKOM MOMOLLM B ambynaTopHbIX
YC/IOBMAX NPOMU3BOAMTCA B CyYanX:

1) ogHOBpPEMEHHOIO Ha3HaYeHWUa O4HOMY NaALMEHTY NATU U Bonee IeKapCTBEHHbIX NpenapaToB B
TeYeHMe OOHUX CYTOK UK CBbille AeCATU HaMMEHOBaHWI B TeYeHNe 04HOro MecALa;

2) Ha3Ha4YeHMA NeKapPCTBEHHbLIX MpenapatoB NMNpn HETUNMUYHOM TEYEHUU 3a60}'IeBaHMFI, Han4ynn
OC/IOXKHEHUI OCHOBHOro 3aboneBaHuA WU (M!'IVI) conyTcTByrOwnx 3a6OHEBaHMV1, npn Ha3Ha4YeHWUn
NEKapPCTBEHHbLIX MpPenapaTos, ocobeHHOCTH B3aMMO,CI,el\;1CTBMFI N COBMECTMMOCTU KOTOPbIX COrnacHo
MHCTPYKUMAM MO UX NMPUMEHEHUIO NPUBOAAT K CHUXKEHUIO Bd)d)EKTMBHOCTVI M 6e30nacHOCTM neyeHus
nauneHTa n (MIWI) CO34al0T NOTEHUMANNIbHYHO ONACHOCTb AN1A XXU3HU U 340P0BbA NAaUNEHTA,

3) nepBMYHOrO Has3HAYeHUs MNaLMEHTY HAPKOTUYECKMX U MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapatos cnuckoB |l u 1l MepeyHs (B ciyyae NPUHATUA pyKOBOAUTENEM MEAULIMHCKOWM OpraHu3aLmm
pelleHns o HeobXo04MMOCTM COrNAacoBaHMA HA3HAYEHUA TaKUX IEKAPCTBEHHbIX NPenapaTos ¢ BpayebHoM
Komuccuen).

34. TloBTOpHOE Ha3HayeHMe HAPKOTUYECKMX W MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MNpenapaTos
cnuckos |l n lll NMepeyHa npousBoaUTCA MEOULMHCKUM PAabOTHUMKOM CaMOCTOATENbHO NALMEHTaAM C
BblparKeHHbIM 60/1€BbIM CMHAPOMOM Nt060ro reHesa, HapyLeHMEM CHa, CYAO0POKHbIMU COCTOAHUAMM,
TPEBOKHbIMW paccTpoiicTBamm, GobUAMM, MCUXOMOTOPHbIM BO3OYKAEHUEM.

35. MpK OKasaHUM CKOPOW MeaMLMHCKOM NOMOLUM NeKapCTBeHHble npenapaTtbhl HasHadakoTcA
MeANUMHCKUM pPaboTHUMKOM Bble3gHON 6puragbl CKOpPOM MeAMUMHCKOW NOMOLWIM, MeaULMHCKUM
PaboTHUKOM MeAMUMHCKOM OpraHusauMmM NpU OKasaHUM MeAMLMHCKOW MOMOLLM rpaKgaHam npu
3aboneBaHMAX, HeCYaCTHbIX CAy4asx, TPaBMaX, OTPaB/AEHUAX M APYrUX COCTOAHUAX, TPebylowmx
CPOYHOro MeANLMHCKOro BmellaTenbCTBa.


consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0041F6C0872A73A544FA661A5E03AE364CE638F95477A3BCA1C3F625548W6e3K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061D6E0873AA3A544FA661A5E03AE364DC63D799477924CD102A34040D3FBC6CCD5591882F82465DWCe2K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061D6E0873AA3A544FA661A5E03AE364DC63D799477926CB1D2A34040D3FBC6CCD5591882F82465DWCe2K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061D6E0873AA3A544FA661A5E03AE364DC63D799477924CD102A34040D3FBC6CCD5591882F82465DWCe2K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061D6E0873AA3A544FA661A5E03AE364DC63D799477926CB1D2A34040D3FBC6CCD5591882F82465DWCe2K

IV. HasHauyeHune neKapCcTBEeHHbIX NPENapaTos rpa*kaaHam,
MMeloLW MM NPaBo Ha 6ecnaaTHoe NoJslyYeHne 1IeKapCTBEHHbIX
nNpenapaTos UM NOJIlyYeHUe IeKapCTBEHHbIX NPenapaTos
CO CKUAKOMN, NPpU OKa3aHUU NepBUYHOMN
MeAUKO-CaHUTAPHOU NOMOLLM

36. Mpu OKasaHWUW NEepBUYHOM MeAMKO-CaHUTAapPHON MOMOLLM Ha3HAYeHWe MeAULUHCKUM
pabOTHMKOM B COOTBETCTBMM CO CTaHOAPTaMW MEOMLMHCKOM nomowm <19> neKapcTBeHHbIX
npenapaTos, OTNycKaemblx 6ecnaaTHO MAM CO CKMAKOW, OCYLLEeCTBAAETCA Ha peuenTypHom 6naHKe
dopmbl N 148-1/y-04 (n) c ydyeTom pas3sutusa 3abonesBaHua, ocobeHHOCTEN TeYeHUA OCHOBHOMO W
CONyTCTBYIOLLEro 3a60N1€BaHUI CAeyOWMM KaTeropmuam rpaxaaH:

<19> MyHKT 4 yactn 1 ctatbu 37 depepanbHOro 3akoHa oT 21 Hosbpa 2011 r. N 323-d3 "06
OCHOBax OXpaHbl 340p0BbA rpaxgaH B Poccuiickoit ®depepaumm” (CobpaHue 3aKoHoZaTe/bCTBA
Poccuiickolt depepaumm, 2011, N 48, c1. 6724; 2018, N 53, cT. 8415).

1) rpaxkaaHam, MMeLWMM NPaBo Ha NoJyYeHWe rocyaapcTBEHHOM COUMabHOM NOMOLLM B BUAE
Habopa couMaNbHbIX YCAYr, B COOTBETCTBMM C MEpPeyHeM JIEKAapCTBEHHbIX MNpenapaToB A/
MEANUMHCKOTO MPUMEHEHUS, B TOM UYMC/E JIEKAapPCTBEHHbIX MpenapaToB Aas MeAULUHCKOro
NPUMEHEHWS, HAa3HAYaeMbIX MO PELIEHNI0 BPAaYEOHbIX KOMUCCUIA MeANLIMHCKUX OpraHn3aumnii <20>;

<20> YacTb 2 cTaTtby 6.2 PegepanbHoro 3akoHa ot 17 utona 1999 r. N 178-d3 "O rocyaapcTBeHHOM
coumanbHon nomowmn" (CobpaHue 3akoHogaTenbcTBa Poccuitickoit ®egepaumm, 1999, N 29, cr. 3699;
2009, N 30, ct. 3739; 2010, N 50, c1. 6603; 2013, N 48, cT. 6165).

2) nuuam, 60onbHbIM remoduamert, MyKOBMUCLMAO30M, TMNOPU3aPHbIM HAHU3MOM, 60S1e3HbIo
lowe, 310KayecTBEHHbIMM HOBOOOPa3oBaHMAMU NUMPOUAHOM, KPOBETBOPHOMW M POACTBEHHbLIX UM
TKaHEeWn, pacCcesHHbIM CKAEpPO30M, FeMOJAUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKUM ApPTPUTOM C
CUCTEMHbIM Ha4vasom, mykononncaxapugosom |, Il u VI Tmnos, avy, nocne TpaHCNAaHTALUM OPraHoB U
(nnn)  TKaHe B COOTBETCTBMM C MNeEpPeYHEeM JIeKAapCTBEHHbIX MPenapaToB, YTBEpPXKAaeMbIM
MpasuTtenbctBom Poccuiickoin ®epepaumm <21>.

<21> Yactb 7 ctatbu 44 depepanbHOro 3akoHa ot 21 Hosbpa 2011 r. N 323-d3 "0O6 ocHoBax
OXpaHbl 340poBbA rpaxKaaH B Poccuiickon depepauumn" (CobpaHue 3aKoHopaTenbcTBa Poccuitckol
depepauun, 2011, N 48, cT. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rparkgaHam, MMEKLWMM NPaBO Ha MNOJIyYeHME JIEKAapPCTBEHHbIX MpenapatoB 6ecniaTHO Mau
nosly4yeHume IeKapCTBEHHbIX NPenapaToB CO CKMAKOM 3a cyeT cpeacTts btoaxKeToB cybbeKkToB Poccuninckol
depepaunmn, B COOTBETCTBUM C [lepeyHem Trpynn HaceneHwss U KaTeropuin 3abonesBaHwui, npwu
ambynaTopHOM NeYeHUU KOTOPbIX NEeKapCTBEHHble CPeacTBa U M3Aenua MeAMUMHCKOro HasHayeHus
OTMycKalTca Mo peuenTam Bpadyeil becnnatHo, U MepeyHem rpynn HaceneHusa, Npu ambynaTtopHom
NIeYEHMMN KOTOPbIX JIEKAPCTBEHHbIE CpeacTBa OTNYCKalTCA MO peuentam Bpaden ¢ 50-npoueHTHOM
CKMAKOW CcO CBOBOAHbIX LEH, YTBEPXAEHHbIMWU MNocCTaHOBAeHMEM [lpaBuTenbcTBa Poccuiickom
depepauunm o1 30 ntona 1994 r. N 890 <22>;

<22> CobpaHue 3akoHoaaTenbcTBa Poccuinckont Pepepaunm, 1994, N 15, cr. 1791; 1995, N 29, cT.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, cT. 1724, N 15, c1. 1824; 2000, N 39, cT. 3880; 2002,
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N 7, cT. 699.

4) rpaxpgaHam, CTPadaloWMM KUSHEYTPOMNKAWUMN U XPOHUYECKMMM NPOrpeccupyoLLmnmm
peakmmm (opdaHHbIMK) 3ab601EBAHUAMM, MPUBOLAALLMMU K COKPALLEHUIO MPOAOIKUTENIBHOCTU HKUIHU
rpaXKaaH U UX MHBAANMAHOCTU <23>,

<23> [NocTtaHoBneHue MpaButenbctBa Poccuiickoit Pepepaunmn ot 26 anpens 2012 r. N 403 "O
nopagke segeHna denepanbHOro PerucTpa NnL, CTPaLaloWMX KU3HEYTPOXKAOWMMU U XPOHNUYECKMMMU
nporpeccupylowmmm  peakumm  (opdaHHbIMKM)  3aboneBaHMAMM, MNPUBOAALLMMM K COKPaLLEHWUIO
NPOAOIKUTENBHOCTM XKU3HU TPAXKAAH N UX MHBANMAHOCTU, U €ro perMoHasnbHoro cermeHTta" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaunm, 2012, N 19, c1. 2428; N 37, c1. 5002).

Mpu odopmaeHumn peuenta Ha 6naHke dopmbl N 148-1/y-04 (n) Ha 6ymarkHOM HocuTene
0bOpMAIOTCA [Ba 3K3EMMASAPA, OAMH U3 KOTOPbLIX OCTAaeTcA B anTeYHON OpraHus3aLumu, BTOpOM - B
MeAMLMHCKOW SOKYMEHTAL MM NauneHTa.

37. NpaBo Ha3Ha4aTb /IeKapCTBEHHbIE NpenapaThbl rpaxkaaHam, MMeIoLMM NpaBo Ha becnnaTHoe
nojsly4YeHWe NIeKapCTBEHHbIX MPEnapaToB WAW MNOJNyYEHME NeKAapPCTBEHHbIX MPEnapaTtoB CO CKUAKOW,
TaKXe UMmetoT:

1) meanumHCcKMe paboTHMKM, paboTatowme B MEAUUMHCKON OpraHM3aLun No COBMECTUTENbCTBY
(B npepenax ceoelt KomnetTeHUMN);

2) MeAUUMHCKME pabOoTHMKKU CTaLMOHApPHbIX OpraHM3aumin couManbHOro OBCAYKMBAHMA NpU
HaAUYMMU NULEH3UU Ha OCYyLEeCcTBAeHMe MeAMUMHCKOW AeATenbHoCcTU <24>, npeaycmatpusatolel
BbiNO/IHEHNE paboT (OKasaHMe yCAyr) MO OKa3aHUI0 MepPBUYHON MEeAMKO-CaHUTapHOW MNOMOLLM B
ambyNaTopHbIX YCNOBUAX (HE3aBMCMMO OT BEAOMCTBEHHOMN NPUHAANENKHOCTH);

<24> TNyHKT 46 4actm 1 ctatbu 12 depgepanbHoro 3akoHa oT 4 maa 2011 r. N 99-®3 "O
NIMUEH3NPOBAHUM OTAENbHbIX BUAOB gAeatenbHoctn" (CobpaHue 3aKoHodaTenbcTBa Poccuiickoin
depepaunm, 2011, N 19, c1. 2716; 2012, N 31, c1. 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) MegUUMHCKME PabOTHUKM MEeOMUMHCKMX OpraHuM3aLMiA, OKasbiBalOWMX MEepPBUYHYI0O MeAMKO-
CaHUTApPHYIO MOMOLb, NOABEAOMCTBEHHbLIX ¢efepasnbHbiM OpraHam WUCMOJAHUTENLHOW BAACTU WU
opraHam UCNosIHUTENbHOW BNacTu cybbekToB Poccuiickon deaepaunu;

4) vHaMBUAYya/bHble NpPeanpUHMMaTENN, OCYLLECTBAAIOWME MeOMULMHCKYI0 AeATeNbHOCTb U
BK/IIOYEHHbIE B PEECTP MEeOULMHCKMX OpraHu3auuii, OCyLEeCcTBAAKWMX AeaTeNbHOCTb B cdepe
0643aTeIbHOro MeAMLMHCKOrO CTPaxoBaHms.

38. Mpn HasHa4YeHUN NEeKapPCTBEHHbIX NPENapaToB rpa*kaaHam, MMELWMM NpaBo Ha becnnaTHoe
Nnojsly4eHne NeKapCTBEHHbIX MPenapaToB MM MOJYYEHWE IEKAPCTBEHHbIX NPernapaToB CO CKUAKOW, B
peuenTe YyKasblBaeTcA Homep TenedoHa, MO KOTOPOMY PabBOTHWK aANTeYHOW OpraHusauuu npu
HeobX04AMMOCTU MOXKET COTNacoBaTh C MEAULIMHCKMM PabOTHMKOM 3aMeHYy 1IeKapCTBEHHOIO NpenapaTa.

39. HasHayeHMe HApPKOTUYECKMX U NCUXOTPOMHbIX IeKAPCTBEHHbIX NpenapaTos cnucka Il MepeyHa
(33 MCKNtOUYEHMEM NeKapCTBEHHbIX NPENApaToB B BUAE TPAHCAEPMA/bHbIX TEPANEBTUYECKUX CUCTEM, A
TaKXKe JIeKapCTBEHHbIX MpenapaToB, COAEP)KallMX HaApKOTMYECKOe CpeacTBO B COYETAHUU C
QHTArOHMUCTOM OMMOMAHBIX PELLENTOPOB) FparkAaHaMm, MMeKLWMM npaBo Ha HecnnaTHoe nosyyeHue
NIeKapCTBEHHbIX MPenapaToB UAM NOAYYEHUA NEKAPCTBEHHbIX NPENAPaTOB CO CKUAKON, OCyLLecTBAAETCA
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Ha peuenTypHom 6naHke popmbl N 107/y-HM, K KoTopomMy AONOAHUTENBHO O0DOPMAAETCA peLenT Ha
peuentypHom 6naHke popmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUn Ha BymarkHOM
HocuTene).

40. HazHayeHMe HapKOTMYECKUX N NCUXOTPOMHbLIX NeKapCTBEHHbIX NpenapaToB cnucka |l MNepeyHsa
B BMAE TpPaHCAEPMaJIbHbIX TepaneBTUYECKMX CUCTEM, HApPKOTMYECKUX JIEKAapCTBEHHbIX MpenapaTtos
cnucka |l MepeyHa, cogepKawux HAPKOTUYECKOE CPenCcTBO B COYETAaHMM C aHTAarOHUCTOM OMUOUAHbIX
peLenTopoB, MNCUXOTPOMHbIX JIEKAPCTBEHHbIX npenapatoB cnucka Il MepeyHA, neKapcTBEHHbIX
NpenapaToBs, BK/OYEHHbIX B NepeyeHb MNKY, nekapcTBeHHbIX NpenapaTos, 061a4aloWmx aHaboMyecKol
aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (GApPMaKONOrMYECKUM AeNCTBUEM, KOMOWMHMPOBAHHbIX
JIEKapCTBEHHbIX MNPENapaToB, YKa3aHHbIX B nognyHkte 3 nyHKTa 10 HactoAwero [MopAasaka,
npefHasHayeHHble A1A NeYeHUs rpaxKaaH, MMeoWwmMX Npaso Ha becnnaTtHoe NosyYeHne NeKapcTBEHHbIX
npenapaTtoB WAM MOJIyYEHUE JIEKAPCTBEHHbIX MNpPenapatoB CO CKUAKOM, OCyLLecTBaAAeTcA Ha
peuenTypHom 6naHke ¢popmbl N 148-1/y-88, K KOTOpoMYy AOMOAHUTENBHO OQOPMASAETCA peulenT Ha
peuentypHom 6naHke popmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUn Ha BymarkHOM
HocuTene).

MpunnoxkeHne N 1

K MopAaaky HazHavyeHuA
JIeKapCTBEHHbIX NPenapaTos,
YTBEPKAEHHOMY NPUKA3OM
MwuHucTepcTBa 34paBOOXPaHEHNA
Poccuiickoin epepaumm

oT 14 anBapa 2019 r. N 4H

KOJIMYECTBO
HAPKOTUYECKMX CPEACTB U/IU NCUXOTPONMHbIX BEWWECTB, KOTOPOE
MOMET bbITb BbIMMCAHO B O4HOM PELLENTE

N n/n| MexxayHapoaHoe HenaTeHTOBaHHOeE dopma BbinycKa u Konuyectso
HaMmeHOoBaHMe HapKOTUYECKOro U [031POBKa
MCUXOTPOMHOIO IeKapCTBEHHOIO
npenapara
1 BbynpeHopduH + HanokcoH Tabnetku 60 TabneToK

CY6J'IVIHI'BaJ'IbeIe

0,2 mr +0,2 mr (ynakoBka, KpaTHas N 20)
2 BynpeHopduH PacTBOp 4N MHBEKUMNA, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TIo6MKOB)
3 BbynpeHopduH TpaHcaepmMasibHbIi
naacTbipb
35 mKr/uac 20 nnactbipen
52,5 MKr/uac 10 nnacTbipei

70 mKr/uac 5 nnactbipen
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4 AunrngpokoaeunH TabneTku
NPOJIOHIMPOBAHHOTO
nencremn
60 mr 40 TabneTtok
90 mr 30 Tabnetok
120 mr 20 TabneTtok
5 MopduH PactBop Ana MHbEKUUi,
pacTBop ANA 20 amnyn (wnpuu-
NoAKOXHOro BBEAEHMUA TIO6MKOB)
10 mr/mn 1 mn
6 KopeunH + MopduH + HockanuH + PactBop ana
ManasepuH + TebanH NoAKOXXHOro BBeAEHMA
0,72+5,75+2,7+0,36 + 20 aMnvA
0,05 mr/mn 1 mn 1,44 + ¥
11,5+5,4+0,72+0,1
mr/mna 1 mn
7 TpumenepugmH Tabnetkun 25 mr 50 Tabnetok
8 TpumenepunanH PacTBop AN MHbEKLUI
10 mr/mn 1 mn 20 amnyn (wnpuu-
TiobuKoB)
20 mr/mn 1 mn
9 MopduH TabneTku (Kancynbl)
NPOIOHIMPOBAHHOTO
aencreus
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
5mr 100 TabnetokK
10 mr 100 Tabnetok
11 MopduH Kannu gna npuema
BHYTPb 4 dpnaKkoHa
20 mr/mn 20 mn
12 MopduH PactBop ana npuema




BHYTPb (MOHOA03bI)
2 Mr/Mn 5 mn
6 mr/mn 5 mn

20 mr/mn 5 mn

100 amnyn n/>
80 amnyn n/3

30 amnyn n/3

13 OKcnKoA0H + HanoKcoH TabneTku
NPO/OHIMPOBAHHOTO
nencrems
5mr+2,5mr 100 Tabnetok
10 mr+5 mr 60 TabneToK
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 Tabnetok
14 | NponvoHundbeHnNsTokcnaTuaAnmMnepmn | TabneTkn 3awedHble 20 50 Ta6516TOK
OVH Mmr
15 deHTaHUN TpaHcaepmanbHas
TepaneBTUYecKas
cuctema
12,5 mKr/uac 20 nnactbipen
25 mKr/uac 20 nnactbipeit
50 mKr/uac 10 nnacTbipeit
75 MKr/uac 10 nnacTbipei
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 Ha3anbHbIN
dnakoH 50 mKr/po3a
2,0 mn (10 po3s) 24 dnakoHa

3,2 mn (20 pos)

12 ¢dnakoHoB




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

2,0 mn (10 po3s)

6 ¢dnakoHoB

12 ¢dnakoHoB

6 ¢nakoHoB

3 ¢nakoHa

12 ¢$nakoHoB

3,2 mn (20 po3s) 6 pnakoHoB
5,0 mn (40 pos) 3 pnaKkoHa
18 bytopdaHon PactBop onsa MHbeKunit 2
mr/mna 1 mn
20 amnyn
19 HanbydpuH PacTBop AN MHbEKLUI
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 dPeHobapbuTan TabneTku
5mr
50 mr 50 tabneTok
100 mr

MpnnoxkeHme N 2

K NopAaaKy HasHavyeHuA
JIeKapCTBEHHbIX NPENapaTos,
YTBEPKAEHHOMY MPUKA30M
MuHUCTEpCTBA 34,paBOOXPAHEHNA
Poccuiickoin Pepepaumm

oT 14 anBapa 2019 r. N 4H

Cnpaso4Ho

PEKOMEHAOBAHHbIE K UCMO/1Ib3OBAHUIO COKPALLEEHUA

NP1 O®OPMJIEHUM PELIENTOB

CokpaweHune

NMonHoe HanuncaHue

MNepesogp,




aa ana no, NOpPoBHY
ac., acid. acidum KUcnoTa
aer. aerozolum a3po30/b
amp. ampulla amnyna
ag. aqua BOZa
aq. purif. aqua purifikata BOJa OYMLLEHHas
but. butyrum macno (Teepaoe)
caps. capsula Karncyna
comp., cps compositus (a, um) CNOXKHbIN
D. Da (Detur, Dentur) Bblgan (NycTb BbiAAHO, NYCTb
6yaeT BblaaHo)
D.S. Da, Signa Detur, Signetur Bbigali, 0603Haub
MycTtb 6yaeT BblAAHO,
0603HayeHo
D.t.d. Da (Dentur) tales doses Bbigan (Myctb byayT BblAaHbI)
Takue Ao3bl
dil. dilutus pa3BefeHHbIN
Div. in p. aeq. Divide in partes aequales Paspenn Ha paBHble YacTu
emuls. emulsio 3aMyibcun
extr. extractum 3KCTPAKT, BbITAXKA
F. Fiat (fiant) MycTb obpasyetcs (ob6pasytoTcs)
gran. granulum rpaHybl
qt., gtt qutta, guttae Kanns, Kanam
qtt. peror. guttae peroralis Kanau ana npMema BHyTpb
inf. infusum HacToMl
inamp. in ampullis B amnynax
in tab. in tab(u)lettis B TabneTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TabneTKax ¢
MPOIOHIMPOBaHHbLIM
BblCBOBOMAEHMEM

in tab. prolong, obd.

in tab(u)lettis prolongatis
obductis

B TabneTKax ¢
NPOJIOHTMPOBAHHbLIM
BbICBOOOKAEHMEM, NOKPbITHIX
o60/104KOM




lin. linimentum *UAKaAa masb
lig. liquor KUOKOCTb
lot. lotion NIOCbOH

m. pil. massa pilularum NUAtONbHasA macca

membr. bucc.

membranulae buccales

NNeHKM 3alleYyHble

M. Misce, Misceatur Cmewan (NycTb 6yaet
CMellaHo)
mixt. mixtura MMUKCTYpa
N. numero yncnom
ol. oleum Macno (¥uakoe)
past. pasta nacra
pil. pilula, pilulae NUAANS, MUK
p. aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OCaXKAEHHbIV
pulv. pulvis NOpPOLLOK
g.s. guantum satis CKONbKO NoTpebyeTca, CKONbKO
Hazo
r., rad. radix KOpPEHb
Rp. Recipe Bosbmu
Rep. Repete, Repetatur MosTopwu (MycTb ByaeT
NoBTOPEHO)
rhiz. rhizoma KOpHeBuULLEe
S. Signa, Signetur O603Haub (MycTb Byaet
0603HauyeHo)
sem. semen cems
simpl. simplex npocTo
sir. sirupus cmpon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBop ANA Npuema BHyTPb
spr. spray cnpen

spr. nas.

spray nasale

cnpei HasanbHbIN




supp. suppositorium cBeya
susp. suspensio CycneHswus, B3Becb
tabl. tab(u)letta Tabnetka
t-ra, tinct. tinctura HacToMKa
STT Systemata Therapeutica TpaHcaepManbHasn
Transcutanea TepaneBTUYECKAA cnucTema
ung. unguentum Ma3b
vitr. vitrum CKNAHKA

MpnnoxkeHne N 2

K NpuKasy MuHUCTepCTBa 34paBOOXPAHEHMA
Poccuiickoin Pepepaumm

oT 14 anBapa 2019 r. N4H

®OPMA PELLEENTYPHOIO BAHKA N 107-1/y

MMHMCTEPCTBO 3OPaBOOXPaHEHUS
Poccurickon demepauun

HamMeHOBaHME (IITaMII)
MEIMIIMHCKOM OpTaHM3alumn

HamMeHOBaHME (mTaMII)

Kon ¢opmer mo OKVY]

Kon yupexnenma no OKIIO
MenuumHCKasad OOKYMEHTaLUA
dopma N 107-1/y

YTBepXIeHa IPpUKas30M
MuHMCTEepCTBa 3IOPaBOOXPAHEHUA
Poccurickon denmepauum

VMHIMBULOYAJIBHOTO NPEenlIpMHMMAaTENS or 14 guBapsg 2019 r. N 4H
(yxazaTb azpec, HOMEp M IaTy JMLUEH3UM,
Ha)MEHOBaHME OpraHa I'OCyHapCTBEHHOM

BJIACTM, BHIOABIEITO JIULEH3UIO)

PELEIT
(B3pOCJEM, IOEeTCKMM — HYXHOE IMOINUEPKHYTH)
"on 20 T.
damMmnImMsg, MHULIMAJE MMEHM M OTUeCcTBa (IocjienHee — IPU HaJIMUUM)
nauMeHTa
JaTa poxnoeHMs
daMmIMa, MHULMAJE MMEHM UM OTUecTBa ([ocjenHee — IPpM HaJUUUM)

Jevamero Bpaua (benbrmepa, axkylmepku)

g
<
o
®
O
]
sl
s
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[onnuce M.II.
¥ eyaTh Jledauero Bpaua
(moonmuce odernpamepa, aKylepkKH)

PeuenTt melcTBUTeJieH B TeueHue 60 mHer, mo 1 rToma ( )
(HEHYXHOe MNONUEepPKHYTH) (YyKazaTh KOJMUECTBO
MeCcHdleB)

ObopoTHasa CTOPOHAa

OTMeTKa 0 HasHaYeHWW IeKaPCTBEHHOIo
npenapara no peleHnto BpayebHol Kommccum

Mpurotosun Mposepun OTnyctnn

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

MUHMCTEPCTBO 3IPaBOOXPaHEHMI

Poccurickon demepalmm Kon dopmer mo OKYI 3108805
MemulyHCKAad IOOKYMEeHTAalLMSI
HamMeHOBaHME (mTaMII) dopma N 148-1/y-88
MEIMUMHCKOM OpTaHMU3alumn YTBepXIOeHa IPpMKasOM
MUHMCTEpPCTBa 3IPAaBOOXPAaHEHUI
HamMeHOBaHME (WITaMII) Poccurickom denmepauum
VMHIOVBUOYAJIBHOTO NPEeANpMHMMATEIA or 14 sguBapsg 2019 r. N 4=

(yxkazaTp ampec, HOMep M IaTy JMLEeH3UM,
HaVMMeHOBaHMe OopraHa IT'OCYHapCTBEHHOM
BJIACTHM, BHIOABIIETO JIMUIIEH3MIO)

rarararn rararararn
Cepusa N
LJL 1L dLd LJLJL gL aLd

PELENT no 20 .
(maTa odopmIIeHMS pelernTa)

(B3pPOCIB, IOEeTCKMM — HYXHOE IIOIUEPKHYTH)

daMmIMsa, MHULMAJE MMEHM UM OTUecTBa ([ocjenHee — IPM HAJIUUUM)
naumMeHTa

IaTa poxXoeHuda
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Ampec MecTa xXuTeJNbCTBa MM N MEeIVMUMHCKOM KapTh aMOyJIaTOPHOTO MalMeHTa,
nojiydamnmero MeIMLVHCKYID [IOMOIb B aMOyJIaTOPHHX YCJIOBUAX

daMmMsa, MHMUOMAJE MMEHM M OTdUecTBa (IocjiefHee — IIPM HaJM4dumM)
Jeyamero Bpauda (denbnumepa, akylepKu)

I[lognmuce M neyvaThs Jiedamero Bpada M.II.
(momnuce Qernpnumepa, akKylLlepKHU)

PeuenT OerCTBUTEJIEH B TeueHMe 15 mHeu

ObopoTHasdA CTOpPOHAa

OTMeTKa 0 Ha3HaYeHUW IeKapCTBEHHOro
npenapara no peleHnto BpayebHo Kommccum

Mpurotosunn Mposepun OTnyctun

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

MUHMCTEPCTBO 3OPaBOOXPAaHEHUA YTBEPXIOEHA
Poccumickom Odenmepauum npukasoM MmHMCTepCTBa 3OPaBOOXPaHEHUd
Poccurickom denmepauum
or 14 sauBaps 2019 r. N 4u

MTamn
Kon
MEeIULMHCKOM OpTaHMU3alumn

MTamr
Kon
MEeOMIIMHCKOM OpIraHM3alun

Kon ¢opmer mo OKYID 3108805
®opma N 148-1/y-04 (m)
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Koa Koa NCTOYHUK dMHAHCUpPOBAHUA:

KaTeropumm HO30/10rMYecKom (noguepKHyTb)
rpakaaH dopmbl (no MKB)

1. depepanbHbiii brogKeT

2. broaxxeT cybbeKkTa Poccuiickoi
depepaunm

3. MyHUUMNanbHbIN GroaxKeT

% onnaTbl:
(noauepKHyTL)

1. becnnaTtHo

2.50%

PELIEIT Cepusa N IaTra odopMIIeHMUA :

daMUIMsa, MHULMAJE MMEHM M OTUueCTBa
(mocryienHee - OpPM HaJIU4UMM)
rnaumMeHTa JaTa poxnmeHud
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CHWUNC

N noauca
obnasaTenbHOro
MeAMULUHCKOTO
CTpaxoBaHuA:

HoMep MeOMUMHCKOM KapTh naumMeHTa, [oJydawomero MeIULMHCKY IIOMOIIb
aMOyJIaTOPHBEIX YCJIOBUAX

B

daMmImsa, MHULMAJE MMEHM M OTUYeCcTBa ([IocjenHee - IIPU HaJIMUUM)
Jeyamero Bpaua (denbrumepa, akylepKu)

Py6. Kom. Rp:
vee «.. ... D.t.d. e et e et eee eee e e e eee e e
B e I 1 Y-S

[loonuce ¥ [edaThk Jedallero Bpada M.II.
(momnmuch Qernbrnmepa, akyllepKu)

PeuenT mencrTBuTeJIeH B TeueHme 15 muen, 30 mgherr, 90 nHen
(HyXHOE NOOUEPKHYThH)




OTnyweHo no peuenTy: ToproBoe HaMmeHOBaHMe U A03UPOBKa:
HDara ornycka: " " 20 T. Konnyectso:
Mpwurotosun: MNposepun: OTnyctun:

(nMHKUA oTpbIBa)

KopeLwok peuentypHoro 6aaHKka Cnocob npumeHeHus:
MpPoAoMKUTENBHOCTD aHen

HanmeHoBaHMe nekapCTBEHHOrO npenaparta:

[o3unposka: KonnmuecTso npnuemos B AeHb: pas

Ha 1 npuem: en.

OBopoTHAsS CTOPOHA

OTMeTKa 0 HasHaYeHWW IeKAPCTBEHHOIo
npenapara no peleHnto BpayebHol Kommccum

Mpurotosun MNposepun OTnyctnn

MpunoxkeHue N 3

K NpuKasy MuHucTepcTBa 34paBoOXpaHeHMA
Poccuitckoit ®epepaumm

oT 14 aHBapa 2019 r. N 4H

NoPAOK
OPOPM/IEHMA PELEENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbIE NPEMAPATbI,
MX YYETA U XPAHEHUA

I. OpopmneHue peuenta Ha 6ymarKHOM HocuTene

1. Ha peuenTypHbIx 6n1aHKax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBom BepxHem
yray NpocTaBAfeTcA WTamn MegMUMHCKOM OpraHM3auum C yKasaHMemM ee HauMeHOBaHWA, agpeca M
TenedoHa.

JononHutensHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasafeTca Kog,



MeANUMHCKON OpraHnsaumu B COOTBEeTCTBMM € OCHOBHbIM TOCYAapCTBEHHbIM PerncTpauMoHHbIM
Homepom (aanee - OPH).

Cepua peuenTtypHoro 6naHka ¢opmbl N 148-1/y-04(n) BKAOYaeT Kopa cybbekTa Poccuiickoi
depepaumnm, COOTBETCTBYHOLWMNI ABYM NepBbiM undpam ObLepoccriickoro Knaccudumkatopa 06bEKTOB
a4MUHUCTPATUBHO-TEPPUTOPUANBHOIO geneHuns (aanee - OKATO).

PaspeluaeTtca M3rotasameaTth peuenTtypHblid 6aaHK dopmbl 107-1/y ¢ NMOMOLLbIO KOMMbIOTEPHbIX
TEXHO/IOTUA.

2. Ha peuenTypHbix 6naHKax, OQpOPMAAEMbIX MWHAMBUAYANbHbIMM NPeAnpPUHUMATENAMM,
UMEIOWNMM NINLEH3NIO Ha MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIeBOM Yray Tunorpadckum
Cnocobom uAM nyTem NPOCTaBAEHUA LWTaMna Ao/KeH ObiTb yKasaH agpec MHAMBUAYASbHOIO
npegnpvHMmaTtens, Homep M AaTa JIMUEH3WW, HaMMEeHOBaHWe OpraHa rocyAapCTBEHHOW BacTy,
BbIZABLUErO /IMLEH3NIO.

3. PeuentypHble 6naHkn ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHawoTcA
MeANLIMHCKUM PaBoTHUKOM pa3bopumnBo, YETKO, YEPHUIAMMU MW LLIAPUKOBOMN PYUKON.

4, fonyckaeTtca odopmneHme Bcex PeKBM3NUTOB (3a UCKAtOUYeHNeM pekeBusnTa "Mognuncb nevauero
Bpaya (noanuch denbaliepa, akywepkn") peuentypHbix 6naHkos ¢popmbl N 107-1/y n dopmbl N 148-
1/y-88 ¢ ucnonb3oBaHWEM NeYyaTatoLWmX YCTPOMCTB.

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

LindpoBoe KogMpoBaHMe yKasaHHbIX peLenTypHbiX 61aHKOB BK/IOYaET:

1) Koa megmuuHCcKolM opraHusauuu (OFPH) nam Koa MHAMBMAYaNbHOrO NpeanpuHMMmaTens B
cootBeTcTBMU € OCHOBHbIM TrOCYAAPCTBEHHbIM  PErucTpPaunmoHHbIM  HOMEPOM UHAUBUAYANbHOMO
npeanpuHumatens (ganee - OTPHUM), npoctaBasembli NP U3roTOBEHUWN PeLenTypPHbIX 61aHKOB;

2) Ko4 KaTeropuu rpaskgaH, UMeloLMX NpaBO Ha MNO/MyYeHUe NeKapCTBEHHbIX NpenapatoB B
COOTBETCTBMM CO cTaTber 6.1 degepanbHoro 3akoHa ot 17 nonsa 1999 r. N 178-d3 "O rocygapcTBeHHOM
coumanbHoM nomowm" <1>, U Kog HoszosorMyeckon ¢opmbl No MexayHapoAHOW CTaTUCTUYECKOM
Knaccudukaumnm 6onesHel (aanee - MKB), 3anosHsemble nevalimm BPayoM NyTeM 3aHECEHUS KaXKaoM
uMdpbl B NYCTblie AYENKN, MPU 3TOM TOUYKA NPOCTAaBAAETCA B OTAENbHOMN AYENKe;

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

3) oTmeTKa 06 UCTOYHUKe PUHaHcMpoBaHUuA (deaepanbHbit Brogxet [1], 6roaxKeT cybbekTa
Poccuitckolt depepauum [2], myHMumMnanbHbin 6rogxkeT [3]) 1 npoueHTe onnaTtbl peuenTta (becnnatHo
[1], 50% [2]);

6. B peuentypHbix 6n1aHKax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "Pamununs,
MHMLMANbI MMEHM W oTdyecTBa (mocnegHee - NpW HaaMuMM) naumeHTa" yKasbiBalOTCA damuaus,
MHMLMAbI UMEHU M OTYECTBA (NPY HaNUYMK) NaLMeHTa.

7. B peuenTypHbix 6naHKkax ¢popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[aTa
poXxaeHuA" yKasblBaeTca AaTa PoXKAeHUA naumeHTa (YnMcno, mecau, roa).

[ononHutenbHo B peuenTtypHbix 6i1aHKkax ¢opmbl N 148-1/y-88 n dopmbl N 107-1/y ans aeten 8
Bo3pacte A0 1 roga B rpade "[aTa porKaeHUA" yKasbiBaeTCs KOAMYECTBO MOJIHbIX MECSLIEB.
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8. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B rpadax "CHUAC" u "N nonuca
06A3aTeNIbHOr0  MeAMLMHCKOTO CTPaxoBaHMA" yKa3blBalOTCA CTPAxoBOW HOMeEP WHAUBMAYaANbHOTO
IMLUEBOrO cyeTa rpaxaaHuHa B MeHcmoHHom doHge Poccuiickoit Pegepaumn (CHUIC) (npu Hannumm) mn
Homep noaunca o6a3aTeNlbHOro MeANLNHCKOrO CTPaXxoBaHMA.

9. B peuentypHbix 61aHKax ¢opmbl N 148-1/y-88 B rpade "Agpec mecTa KUTeNbCTBa UM HOMEP
MeAMLMHCKOWM KapTbl MAUMEHTa, NOJYYaloWwero MeAuLMHCKYI0 NMOMOLWb B aMbynaTopHbIX ycnosuax"
YKa3blBaeTcA afApec MecTa XUTenbctBa (Mecta npebbiBaHMA MAM MecTa GaKTUUYECKOro MpOoXKMBaHUA)
naumeHTa WAM HOMEpP MEeAMLMHCKOW KapTbl MauMeHTa, NO/yYyalowero MeAMLMHCKYI0 MOMOLWb B
ambynaTopHbIX YCNOBUAX <2>,

<2> Mpnka3z MuUHUCTePCTBa 34paBooXpaHeHnn Poccuiickoit ®eaepaumm ot 15 aekabpsa 2014 r. N
834H "O6 yTBEPHKAEHUN YHUOULMPOBAHHbLIX GOPM MEAULMHCKON AOKYMEHTaLMW, MUCMONb3YEMbIX B
MeANUMHCKUX OpraHM3aumAX, OKasblBAIOWMX MeAMLMHCKYI0 NMOMOLLb B aMOynaTOpPHbIX YC/OBUAX, U
NOpsAAKOB MO MX 3anonHeHuto" (3apernctpmupoBaH MuHWcTepcTBOM tocTUumMKM Poccuiickoit deaepaunm
20 o¢eBpana 2015 r., perucTpaumoHHbii N 36160), C M3MEHEHUAMW, BHECEHHbIMM MPUKA3OM
MuHucTepcTBa 34paBooxpaHeHns Poccuitckonn Pegepaumn ot 9 aHBapa 2018 r. N 2 (3aperucTpupoBaH
MuHucTepcTBom toctuumm Poccuiickoin ®epepaumun 4 anpens 2018 r., peructpaumoHHbit N 50614)
(manee - npukas N 834H).

B peuenTypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep MeAUMLMHCKON KapTbl
naumeHTa, NoYYaloWero MeaMUMHCKYIO NOMOLWb B aMbynaTopHbIX ycnoBuax" yKasblBaeTcA Homep
MeAMLMHCKOW KapTbl NauMeHTa, NoAyYyaloWwero MmeamuMHCKY0 NOMOLLb B aMBynaToOpHbIX YCA0BUAX <3>.

<3>lMpunkas N 834H.

10. B rpade "damuauva, MHMUMANbl UMEHM U OTYecTBa (nocnegHee - NPU HaAU4YMK) JleYallero
Bpaya (penbawepa, akywepkun)" peuenTtypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) py4yHbIM CNOCOBOM MAM C MOMOLLbIO LITaMMa yKasbiBaloTca GaMWUavA, UHUUMANbI UMEHU U
oT4yecTBa (mocnegHee - MPU HaAUYMKU) MEOMLMHCKOTO PaboTHMKA, HA3HAYMBLUEro JIeKApPCTBEHHble
npenapatbl U opopmuBLIErO peuenT.

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

1) HanmeHoBaHWe NEeKapCTBEHHOIo npenaparta (Me»(,quapOp,Hoe HENaTeHTOBAaHHOE
HanmeHoBaHWe, rpynnnMpoBo4YHOE WU XUMMHUYECKOE HaummeHOoBaHME, TOoprosoe HaMMeHOBaHVIe) Ha
NAaTUHCKOM A3bIKE, d)oplv\a BbIMNYyCKa, A031MPOBKa, KO/INYECTBO,

2) cnocob NpuMeHeHMA NIeKapCTBEHHOro MpenapaTta Ha rocyapcTBeHHOM fA3blke Poccuitckoit
depepaunm MAM Ha rocyaapcTBeHHOM A3blke Poccuiickont ®epepaumm M rocyaapCTBEHHOM A3blKe
pecnyb/IMK 1 UHbIX A3blKax HapoaoB Poccuinckon Peaepaunm <4>,

<4> Yactb 1 ctatbk 15 3akoHa Poccuitckoit Pegepaunm ot 25 oktabpa 1991 r. N 1807-1 "O sasbikax
HapogoB Poccuiickon ®egepaumn” (Begomoctn cbesga HapogHbix genytatoB PCHPCP u BepxoBHOro
Coseta PCOHCP, 1991, N 50, cT. 1740; CobpaHue 3akoHogaTenbcTBa Poccuinckoit egepaumm, 1998, N 31,
cT. 3804) (panee - 3akoH N 1807-1).

12. MNpun odopmneHun peuenTypHbiXx 61aHKOB 3anpellaeTcA  OrpaHWYMBaTbCcA  O6WMMMK
yKasaHuamun, Hanpumep, "BHyTpeHHee", "13BecTHO".
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13. PeuenT, opopmneHHbIt Ha peuentypHom bnaHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTCA MeANUNHCKMM PabOTHUKOM U 3aBEPAETCA ero neyaTbio.

PeuenT, opopmneHHbIi Ha peuentypHom bnaHke dopmbl N 148-1/y-88 1 dopmbl N 148-1/y-04(n)
OONONHUTE/IbHO 3aBepsieTcsa NevyaTbio MeguUMHCKOM opraHusaumm "Ona peuentos”.

14. Ha oaHom peuentypHom 6aaHKe popmbl N 148-1/y-88 n popmbl N 148-1/y-04(n) paspeluaerca
OCYLLECTBAATb Ha3HAYEHWNE TO/IbKO 04HOMO HAMMEHOBaHWA 1IeKapCTBEHHOMO NpenapaTa.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaercs OcCyLlecTBAATb HasHadeHue
TONbKO  OOHOrO0  HauMMEHOBAHWA  NEeKapCTBEHHOro npenapaTa, oOTHocAawerocAa no ATX K
aHTUNCUXoTUYecknm cpeacteam (Koa NOSA), aHkcnonntnkam (Kog NO5B), CHOTBOPHBLIM U ceaaTUBHbIM
cpeactBam (kog, NO5C), aHTugenpeccaHTam (kog, NO6A) M He noanexawero npegmeTHo-
KOZIMYECTBEHHOMY Y4eTy, M [0 Tpex HAMMEHOBAHUIW JIeKAapCTBEHHbIX NPEenapaTtoB - ANAA WHbIX
JIeKapCTBEHHbIX MPenapaToBs, He OTHECEHHbIX K BbllleyKa3aHHbIM ATX.

15. UcnpasneHna B peuente He AONYCKAtOTCA.

16. Mpu odbopmneHun peuentypHbix 6aaHkos popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
NIeKapCTBEHHblE Mpenapatbl, Ha3Ha4YeHHble MO pelweHuto BpayebHOM Komuccumn, Ha oboporte
peuenTtypHoro 6naHKa CTaBUTCA cneuunanbHas oTMeTKa (WwTtamn).

17. Ha peuentypHom 6naHke d¢opmbl N 148-1/y-04(n) BHU3Y MMeeTCA /UHUA OTPbIBA,
pasgenatollan peLenTypHbli 61aHK U KOPELLIOK.

Kopelwok oT peuenTa, opopMIEHHOro Ha yKasaHHOM peuenTypHOM 6/1aHKe, BblAaeTca NauueHTy
(ero 3akoHHOMY npeAacTaBUTENO) B anTeYHOW OPraHM3auMM, Ha KOPELIKe aefaeTcs OTMETKa O
HaMMeHOBaHMW N1IEKAPCTBEHHOTO Npenapara, 403UPOBKe, KOJIMYECTBe, Crnocobe npumeHeHus.

18. OdopmneHue chneumanbHOro peuenTypHoro 61aHKA Ha HapKOTUMYECKoe CPeacTso M
NCUXOTPOMHOE  BeLWeCcTBO  OCYLEeCcTBAAETCA B COOTBETCTBMM  C  NpuKasom  MwuHuUcTepcTBa
34paBooxpaHeHusa Poccuiickoit ®epepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHUM dopMbl
61aHKOB peLenToB, COAepMKalLUMX Ha3HAYEeHWEe HAPKOTUYECKUX CPeacTB MM MCUXOTPOMHbIX BELLECTB,
nopagKa WX W3roTOB/IEHMA, pacnpefeneHus, perucTpaumm, ydyeta WM XpaHeHMA, a TaKXKe Nnpasun
odopmneHusa" <5>.

<5> 3apeructpmposaH MuHuctepcTBom toctnumm Poccuinckon Pepepaumm 15 asrycra 2012 r,,
pernctpaumoHHbin N 25190, ¢ M3MeHeHMAMMW, BHECEHHbIMM MNpWKasamu  MuUHUCTEepPCTBa
3apaBooxpaHeHusa Poccuitickoit depepaumm ot 30 wmwoHA 2015 r. N 385H (3apernctpupoBaH
MuHUCTEpCTBOM tocTULMK Poccuiickoit Peaepaunm 27 Hosbpa 2015 r., pernctpaymoHHbii N 39868), ot
21 anpensa 2016 r. N 254H (3aperucTpmMpoBaH MUHUCTEPCTBOM toCTMLMK Poccuiickolt depepaumm 18
uiona 2016 r., peructpaumoHHbin N 42887), ot 31 oKktabpa 2017 r. N 882H (3apeructpupoBaH
MuHMCcTepCcTBOM tocTULMKM Poccuitickoit depepauun 9 aHeapa 2018 r., pernctpaumoHHbiid N 49561).

Il. OpopmneHue peuenta B popme 3N1€KTPOHHOIO AOKYMEHTA

19. PeuenT B popme 3/1EKTPOHHOrO AOKYMEHTA, NOAMMCAHHOIO YCUIEHHOW KBaMOULMPOBAHHOWM
3/1EKTPOHHOW Nognucbio, GopmupyeTcs MeaULMHCKMM pabOTHUMKOM, CBEAEHMA O KOTOPOM BHECEHbI B
denepanbHbii  PErUCTP MeOULMHCKUMX pPaboTHUMKOB <6>, a TaKXKe npu YCAOBUM pernctpauuu
MeAMLMHCKOW opraH1saLuumn, B KOTopoi opopmaseTcs peuent, B degepabHOM peecTpe MeanuUMHCKUX
opraHusauuii <7> e4MHOMN rocyapcTBEHHON MHPOPMALMOHHOM cucTeMbI B chepe 34paBoOOXpaHEHUs U
NOAKAOYEHUA TaKOW MeAMUMHCKON OpraHM3auMu K rocygapcTBEHHOM MHGPOPMALMOHHOW cucteme B
chepe 3apaBooxpaHeHmnsa cybbekTa Poccuiickon Pepepaunn <8>.
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<6> MNyHKTbl 6, 7 NONOXKEHNA O €4MHON roCyAapCTBEHHON MHPOPMALMOHHON cucTeme B chepe
3/ paBOOXPaHEHNA, YTBEPKAEHHOIO NocTaHoBAeHWem MpaBuTenbcTBa Poccuiickoit deagepaumm ot 5 mas
2018 r. N 555 (CobpaHue 3akoHogaTenbcTBa Poccuinckoit Pepepaunn, 2018, N 20, cT. 2849; N 49, cT.
7600; N 50, cT. 7755; 2019, N 6, cT. 533) (ganee - MonoxKeHue o eguHON cnucTeme).

<7> MNyHKTbI 9, 10 MNoN0OXKEHNA O eANHOM CUCTEME.

<8> CraTtbu 91 1 91.1 denepanbHOro 3akoHa ot 21 Hosbpa 2011 roga N 323-d3 "O6 ocHoBax
OXpaHbl 340p0Bbs rpaxgaH B Poccuiickoit Pepepaunn” (CobpaHue 3akoHopaTenbcTBa PoccuiicKoi
depepauunn, 2011, N 48, ct. 6724; 2012, N 26, cT1. 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, ct. 1425; N 27,
cT. 3951; N 29, cT. 4397; 2016, N 1, c1. 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 odopmneHnn peuenta B ¢GOpMe 3SMEKTPOHHOFO [AOKYMEHTA Ha JIeKapCTBEHHble
npenapaTbl, yKa3aHHble B noAnyHKTax 2 - 5 nyHkta 10 u nyHkTe 12 [lopAagka HasHayeHuA
JIEKAPCTBEHHbIX MPEnapaToB, YTBEPXKAEHHOrO HACTOALWMM MNPUKA3OM, U OTMYyCKaemMble 3a MNOJIHYHO
CTOMMOCTb, 3aMOJIHAKOTCA C/ieAyoLmMe PEKBU3UTDI:

1) Kog cybbekta Poccuiickon depepauumn no OKATO, onpegensowmii rocyaapcTBEHHYHO
MHbOPMaUNOHHYIO cucTemy B chepe 34paBooxpaHeHns cybbekTa Poccuiickon deaepauunm, B KOTOPOi
cbopmmpoBaH peuent B popmMme 3N1EKTPOHHOTO AOKYMEHTA;

2) HaumeHoBaHMe MeAMLMHCKOW opraHM3aummn, agpec, TenedoH nam Gammnunsa, MHULMaNbI UMEHN
M oTyectBa (nocnegHee - NpU HaAUUUKU) UHANBUAYANBHOTO NpeAnpPUHUMATENA, UMEIOLLEro ULLEH3UI0
Ha MeAULMHCKYIO AeATeNIbHOCTb, ero aapec;

3) OrPH topuanyeckoro nvua (MeguuMHCKOM opraHusaumm) uam OTPHUM uHauBmayanbHoOro
npeanpuHUmaTens;

4) nata opopmneHua peuenTa (YKasbiBaeTca YMCN0, mecal, roa);

5) pata OKoHuyaHus gelcTBuA peuenta (dpopmupyeTcs rocyaapcTBEHHON WMHPOPMALIMOHHOM
cuctemoli B chepe 3apaBooxpaHeHuns cybbekta Poccuitickolt desepaumm B COOTBETCTBMU CO CPOKamMMU
aencreus peuentos: 15 aHei, 30 aHen, 60 aHen, 90 aHen, oo 1 roga);

6) YHUKaNbHbIM HOMep peuenTa (bopmupyeTcs rocyaapcTBEHHON MHPOPMALMOHHOW CUCTEMOI B
cbepe 3apaBooxpaHeHua cybbekta Poccuitckon depepaumm n  obecneymBaeT OAHO3HAYHYIO
naeHTMduKaumio peuenta B GOpmMe 3/MEKTPOHHOrO AOKYMeHTa B coyeTaHun ¢ OKATO, OFPH wam
OrPHUN);

7) otmeTku '"cito" (cpouHo) uam "statim" (HememneHHO) Npu HEOHXOAMMOCTU CPOUYHOTO UM
HemMea/IeHHOTO OTMYCKa JIEKapCTBEHHOIO NpenapaTa NauneHTy;

8) agpec naumeHTa (yKasblBaeTcA MOYTOBLIN aApec MecTa KuUTenbcTBa (MecTa npebbiBaHUA UK
mecTa $GaKTMYeCKOro NPoXKMBaHUSA) C YKasaHUMeM MHAEKCa, HauMeHOBaHUA Kpas, obnactu, pecnybauku,
aBTOHOMHOIO OKpyra, HaMMeHOBaHWA HaceNeHHOro MyHKTa, HauMMeHOBaHUA yAWUbl (NpocnekTa,
nepeynka, npoesaa), Homepa AoMa (C yKasaHMem Kopnyca, Npu Haandumn), Homepa KBapTUpBbI);

9) HOMep 3/1eKTPOHHOM MegMLUMHCKOW KapTbl NMauMeHTa B rocygapCTBEHHOW MHGOPMaLUOHHON
cucteme B chepe 3apaBooxpaHeHnsa cybbekTa Poccuiickoin Pepepaunu;

10) dpamunus, nmsa, oT4eCTBO (MPU HaNNYMM) NALMEHTA MONHOCTLIO;
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11) pata poxaeHus nauueHTa (yKasbiBaeTca 4MCNO, MmecAd, roa), Ana getei ao 1 ropa
OO0MNO/IHUTENbHO YKa3bIBAeTCA KOIMYECTBO MOJHbIX MECALEB;

12) damunma, uHUUMaNbl MMeHM W oT4yecTBa (MocnedHee - NPU HANUYMKU) MEAULMHCKOro
paboTHMKa NONHOCTLIO;

13) HaMmeHOBaHWe NEKapCTBEHHOro mnpenapata (MeKAyHapoaHoe  HenaTeHTOBaHHOe
HauMeHOBaHWe, rPYNMNUPOBOYHOE WAM XUMMYECKOEe HaMMeHOBaHMe, TOProBoe HaumMeHoBaHMe) Ha
NaTUHCKOM fi3blKe, A031POBKa, GOpPMa BbiNycKa, KOANYECTBO;

14) cnocob npumeHeHWs NeKapCTBEHHOro npenaparta Ha rocyAapCTBeHHOM A3blKe PoccuiicKoi
denepaumMnm MAM Ha rocyaapcTBeHHOM Asblke Poccuiickoi depepaumm M rocyAapCTBEHHOM f3blKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Pesepauun <9>;

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

15) npusHaK yTBEPXKAEHMA HA3HAYEeHWA NEeKapCTBEHHOro npenapaTta Mo peleHuio BpavyebHoi
KOMMCCUM MEANLMHCKOMN OpraHusaumnu;

16) oTMeTKa O Ha3HauyeHWW NEeKapCTBEHHOrO MpenapaTta MO peweHuo BpavyebHOM Komuccun
MeAMLMHCKOW opraHM3auumn B CAy4dasnx, YKasaHHbIX B ab3aue BTOpOM MyHKTa 6 lNopaaka HasHauyeHus
NeKapCcTBEHHbIX NPenapaToB, YTBEPKAEHHOIO HACTOALLMM NPUKA30M;

17) oTmeTKa O cneumasbHOM Ha3HAYeHUW IEKAPCTBEHHOTO Npernapata (3amnonHAeTca B Cay4asx,
YKa3aHHbIX B NyHKTax 16 n 25 lopAagKka Ha3HavyeHMA NeKapCTBEeHHbIX NpenapaTos, YTBepXAeHHOro
HaCTOALWMM NPUKA30M);

18) oTmeTKa 0 crneumnanbHOM Ha3HaYeHMM IeKapcTBEHHOro npenapaTa naumueHTy ¢ 3abonesaHuem,
TpebyloWmMM ANUTENBHOTO KYPCOBOrO fie4eHma (3anoHAETCA B CyYae, yKasaHHOM B NyHKTe 24 MNopagka
Ha3Ha4YeHMsA NEKAPCTBEHHbIX NPenapaTos, YTBEP)KAEHHOro HaCTOALWMM MPUKA3OM) C NPOCTaBAeHUEM
NepmoanYHOCTM OTMNYCKa IeKapCTBEHHOro Npenapara;

19) npu odopmneHuMm peuenta B GOPME 3/EKTPOHHOrO [AOKYMEHTA HA JIEKAPCTBEHHble
npenapatbl, YKasaHHble B MOANyHKTax 2 - 5 nyHkta 10 u nyHKkTe 12 [lopsAka HasHauyeHus
NeKapcTBEHHbIX NPENapaToB, YTBEPKAEHHOIO HACTOAWMM NPUKA30M, FparkaaHam, MMeoLWwyMm NpPaBo Ha
6ecnnaTtHoe MoslyYeHUe NeKAPCTBEHHbIX NPEnapaToB WAWM NOJyYeHWe NeKapCTBEHHbIX MPenapaTos Co
CKWAKOMN, 3aMONHAIOTCA PEKBU3UTbI, MPeayCMOTPeHHble noanyHKTamuM 1 - 18 HacTosAlero MyHKTa, a
TaKKe cneaytolme PeKBU3UTDI:

a) KaTeropus TrpaxkgaH, MMelLWMX MNpaBO Ha MOJAy4YeHUe JIeKapCTBEHHbIX MpenapaToB B
COOTBETCTBMMU CO CTaTbel 6.1 PeaepasibHOro 3akoHa ot 17 nona 1999 r. N 178-$3 "O rocygapcTBeHHOM
coumanbHom nomowm" <10>;

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

6) Kog Hozonornyeckoi popmol Nno MKB;

B) UCTOYHUK dMHaHcupoBaHuA (1 - deaepanbHbit BloaxeT, 2 - 6loaxKeT cybbekTa Poccuitckol
depepaumu, 3 - MyHMLMNANbHBIN BlogKeT);

r) pasmep onnatsbl (1 - 6ecnnaTHo, 2 - 50%);
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) CTpaxoBoOW HOMep WMHAMBUAYANLHOTO /MLEBOro cyeTa rpaskAaHuMHa B [eHcMoHHOM doHae
Poccuitckoit ®epgepaumm (npu Hanmumnm) (CHUNC);

e) HOMep noanca obAsaTenlbHOro MeaUNLLMHCKOTO CTPpaxoBaHUA.

21. Mpu nNpocTaBAeHUM OTMETKM, YKa3aHHOM B nognyHkTe 16 nyHKTa 20 Hactosawero MopsagkKa,
peuent B Qopme 3NEKTPOHHOIO [AOKYMEHTa MOAMUCLIBAETCA YCUAEHHON KBaAUULMPOBAHHOM
3NEKTPOHHON noAMnuCblO NpeaceaaTens WAM  CeKpeTapsas BpayebHOM KOMUCCUM  MeaULMHCKOM
OpraHusaumm, Npu NPOCTaBleHMN OTMETOK, YKa3aHHbIX B noanyHKTax 17 u 18 nyHKta 20 HacToAwero
MopAagKa, - YCUNEHHBIMW KBanMOUUMPOBAHHBIMW 3SNEKTPOHHLIMU MOAMUCAMMU  COOTBETCTBYHOLLMX
MeANUNHCKUX PabOTHUKOB.

22. No TpeboBaHMIO NauUMeHTa WAW ero 3aKOHHOro npeactaBuTens opopPMAAETCA 3K3emnaap
peuenta B GopmMe 3/EKTPOHHOrO [AOKYMeHTa Ha byma)KHOM HocuTese, B TOM 4uc/ie MyTEM ero
odopmieHNa Ha peuenTypHbix 6aaHkax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c oTmeTKoM
"yb6AnKaT SNEKTPOHHOIO AOKYMeEHTa".

lll. YyeT peuentypHbix 6n1aHKOB

23. Yuer peuenTtypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wn N 148-1/y-04(n),
M3rotasanBaemMblx Tunorpapckum cnocobom (fanee - peuenTypHble 6naHKWM, NoOANexawme yyeTy),
OCYLLLECTB/IAETCA B }KYpHa/iax yyeta, MPOHYMEPOBaHHbIX, NPOLIHYPOBAHHbLIX U CKPEMNIeHHbIX NOANUCHIO
pyKoBOAMTENA W MeyaTbio MEAMUMHCKOM OopraHvMsaumm  WMAWM  NOAMUCHIO  UHAMBMAYASbHOIO
npeanpuHUMaTens, UMEIOLLEro NMLEH3MIO Ha MEAULMHCKYIO AeATeNbHOCTb.

24. }ypHan yyeTa peLenTypHbix 61aHkoB dopmbl N 107-1/y coaepKuT cnegytowme rpadsi:
1) Homep no NopAAKY;

2) B pasgene "Mpuxoa":

a) AaTa perncTpauun OKyMeHTa, NOATBEPKAAIOLWEro NOCTynAeHNE;

6) Homep 1 faTa fOKYMEHTA, NOATBEPKAAIOLLErO NOCTYNNEHNE, HAMMEHOBAHMWE NOCTAaBLLMKA;
B) 0bLLLee KOAMYECTBO NOCTYNMUBLUMX PELLENTYPHbIX 61aHKOB;

r) damuava, UHULMaNbI MMEHM U oT4yecTBa (nocnegHee - NpU HaAMuMKM) M NOANUCH
OTBETCTBEHHOIO MeAMLMHCKOro paboTHMKaA, NONYYMBLLErO peLenTypHble 61aHKM OT NOCTaBLLMKA;

3) B pasaene "Pacxon":
a) AaTta BblAaun peLenTypHbix 61aHKOB;
6) KO/IMYECTBO BblAAHHbIX PeLenTypPHbIX 61aHKOB;

B) damunusa, MHUUMANbI MMEHU M oTdyecTBa (nociedHee - MNPU HaAMUYUK) OTBETCTBEHHOro
MeaNLMHCKOro paboTHUKA, NOJTYYMBLLETO peLenTypHble 61aHKK;

r) noan“cb OTBETCTBEHHOrO MeANLMHCKOTO PaboTHMKA, NONYYMBLLErO PeLenTypHble BaaHKu;

4) damuauA, uHMUMANbl MMEHM U oOT4ecTBa (mocnegHee - NpU  HaAMuMM) U NOAMMUCH
OTBETCTBEHHOT0 MEAMUMHCKOIO paboTHUKA, BblAaBLIEro peLenTypHble 61aHKK;

5) ocTaToK peuenTypHbIX 61aHKOB.

25. MypHan ydyeTa peuenTypHbix 6naHKoB dopm N 148-1/y-88 m N 148-1/y-04(n) copeput



cneayowme rpadbi:
1) Homep No nopaaKy;
2) B pasgene "Mpuxoa":
a) AaTa pernctpaumm AOKYMeHTa, MOATBEPKAAOLWEro NocTynaeHue;
6) HoMep ¥ AaTa AOKYMEHTa, NOATBEPKAAIOLLEro NOCTyMNAeHne, HAaMMeHOBaHMEe MNOCTaBLLNKa;
B) 06LLee KoMYeCTBO NOCTYNUBLLIMUX PeLLeNTyPHbIX 61aHKOB;
r) cepumn n Homepa peuenTypHbIX 61aHKOB;
) KONNYecTBo peLenTypHbIX 61aHKOB Mo cepuam;

e) damuana, MHUUMANABI MMEHM W oTdyecTBa (nocneaHee - NpW  HaAMuMKM) M NOAMUCH
OTBETCTBEHHOr0 MEANUMHCKOro paboTHUKA, MOAYUYMBLLEFO PeLenTypHble 61aHKM OT NOCTaBLLMKa;

3) B pasgene "Pacxog":

a) AaTa BblAauM peuenTypHbIX 61aHKOB;

6) cepvn U Homepa BblAaHHbIX PELLENTYPHbIX 61aHKOB;
B) KO/IMYECTBO BblAaHHbIX peLenTypHbIX 6/1aHKOB;

r) ¢amuama, MHUUMANbBI MMEHM KM oTdyecTBa (nocnegHee - MNPU HAaNMYMKM) OTBETCTBEHHOMO
MeAMLMHCKOro paboTHMKa, NOAYYMBLIErO peuenTypHble 6aaHKu;

,EI,) noanncb OTBETCTBEHHOIO MeANLUNHCKOIoO pa6OTHl/IKa, nonyymsLliero peuenTtypHbie 6ﬂaHKM,‘

4) damunna, UHUMLMaNbl UMEHM W oTyecTBa (MocnesHee - NpUM  HaAMuMM) U NOAMUCH
OTBETCTBEHHOTO MeAMUMHCKOro paboTHMKA, BblAaBLIEro peuenTypHble 61aHKy;

5) ocTaToK peuenTypHbIX 61aHKOB.

26. YyeT cneumanbHbIX peLenTypHbiXx 671aHKOB Ha HAapKOTMYECKOe CPeAcTBO M MCUXOTPOMHoe
BELLECTBO OCYLLECTBAAETCA B COOTBETCTBUM C NPUKa3om MUHUCTEPCTBA 34paBoOOXpaHeHna Poccuiickoi
depepaumnn ot 1 asrycta 2012 r. N 54H "O6 ytBepxaeHMn dopmbl 6NaHKOB PELLENTOB, COAEpPrKaLLMX
Ha3HayeHWe HaPKOTUMYECKUX CPEeACTB WAWM MCUXOTPOMHbLIX BELLeCTB, MOpsAKa WX M3roToB/IeHMs,
pacnpefeneHus, perucTpaumm, y4eta u xpaHeHus, a Takxke npasua opopmaerna” <11>.

<11> 3apeructpupoBaH MuHUcTepcTBoM tocTnumm Poccuitckon ®epepaumnm 15 asrycta 2012 r,,
pernctpaumoHHbln N 25190, ¢ W3MEeHeHMAMM, BHECEHHbIMM MNpUKazamu  MuHUCTEpPCTBa
3/paBooxpaHeHMa Poccuitickoit depepaumm ot 30 wmwoHA 2015 r. N 385H (3apeructpupoBaH
MuHucTepcTBOM toCTULMK Poccuiickon Pepepaumm 27 Hosbpa 2015 r., peructpaumoHHbii N 39868), ot
21 anpena 2016 r. N 254H (3apeructpupoBaH MuHucTepcTBOM tocTMumMmn Poccuiickon deaepaunmn 18
niona 2016 r., peructpaumoHHbin N 42887), ot 31 oKtabpa 2017 r. N 882H (3apervctpupoBaH
MuHUCcTepcTBOM tocTULMK Poccuiickon deaepaumnm 9 aHBaps 2018 r., pernctpaumoHHbii N 49561).

27. YueT peuentoB, 0GOpMNEHHbIX B $OpMe 3NEKTPOHHOTO [AOKYMEHTa, OCYLLecTBAsfeTcs B
rocyAapcTBeHHOW WHPOPMALUMOHHOM cucteme B cdepe 34paBOOXpaHEHUs cybbekTa Poccuinckol
depepauumn nocpeAcTBOM BeAeHUA eAMHOT0 peectpa peuenToB, 0opopmaeHHbIX B GOpMe 3/IEeKTPOHHbIX
OOKYMEHTOB.
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IV. XpaHeHue peuenTypHbiX 61aHKOB

28. MeguuMHCKMEe OpraHM3aunmn noayyatoT Heobxoammble peuentypHble 61aHKKM, obopmaIeHHble
TMnorpadckMm crnocobom, yepes TeppuTOpUasibHble OpraHbl YyNpaB/ieHUA 34pPaBOOXPAHEHUEM WU
OpraHM3auuun, ynosHOMOYEHHbIE Ha 3TO OpPraHammM WMCMNOJIHUTENbHOW BAacTM cybbekToB Poccuitckoi
depepaumu.

29. PeuenTtypHble 6aaHKKU, Nogaexallime yyYeTy, XpaHATCA OTBETCTBEHHbIM NNLOM, Ha3HaYeHHbIM
pyKoBoauTenem MeaMUMHCKOM OpraHu3auMu, B 3anMpaemMom meTananmndeckom wkady (ceide) mnm
MEeTaNINYECKOM ALLMKeE.

30. MHaMBMAYyanbHbI NpeanpPUHUMATENb, UMEIOLLMIA TNLEH3UIO HA MEANLUMHCKYIO AeATeIbHOCTD,
XPaHUT peLenTypHble 61aHKN, NogaexKalme yyeTty, B 3anMpaeMomMm MeTanMyeckom WwKaody (ceide) nam
MEeTaNIMYECKOM ALLUKE.

31. MNMpoBepKa COCTOAHUA XpPaHeHWA, ydyeTa, GAKTUUECKOro Ha/NWuMA M pacxoda peuenTypHbIX
6n1aHKOB, nognexkawmx ydyeTy, OAMH pa3 B KBapTaa OCYLLECTBAAETCA KOMWUCCWMEN, CO3JaHHOW B
MeOULMHCKOM opraHM3auum.

32. PeuenTypHble 6naHKM, odpopmasemble Ha OymMaKHOM HocuTesne W nogjexalime y4yery,
BbIAAOTCA MEAUUMHCKMM paboTHMKaM, MMeWUM NpaBo opopMIEHNUA PELENTOB, NO PACNOPAKEHUIO
rNaBHOro Bpaya WauM ero 3aMecTuTens.

MonyyeHHble peuenTypHble 6N1aHKM Ha 6YMa)KHbIX HOCUTENAX XpPaHATCA MegULUHCKUMU
pa6OTHMKaMM B nomeuleHunAx, O6ECI'IE‘-IMB3POLU,MX MX COXPaHHOCTb.

33. XpaHeHue cneumanbHbiX peuenTypHbiXx 61aHKOB Ha HaPKOTUYECKOe CPeaCcTBO U NCUXOTPONHOe
BELLLECTBO M BblAaya YKa3aHHbIX PeLenTypHblx 6J1aHKOB MeanLMHCKOMY PabOTHUKY OCyLLecTBAAETCA B
COOTBETCTBMU C NPUKaszom MuHUCTepCTBA 34paBooxpaHeHus Poccuiickoit ®egepaumnm ot 1 aBrycta 2012
r. N 541 "O6 ytBepxaeHun ¢opmbl 6/1aHKOB PELLENTOB, COAepXKalLUMX Ha3HaYeHUe HaAPKOTUYECKMX
CpeacTB MKW NCUXOTPOMHbIX BelwecTs, NopAAKa UX M3rOTOBAEHUA, pacnpeaeneHus, permctpaumu, ydyeta
N XpaHeHUA, a TaKKe npasua odopmneHuna” <12>.

<12> 3apeructpupoBaH MuHucTepcTsom toctnumm Poccminickon ®epepaumm 15 asrycta 2012 r,,
peructpaumoHHbin N 25190, c W3MEHeHMAMM, BHECEHHbIMM MpuKasamm  MuHUCTepCTBa
34paBooxpaHeHua Poccuitickoit depgepaumm ot 30 wmwoHA 2015 r. N 385H (3apernctpupoBaH
MuHucTepcTBOM tOCTULMKM Poccuiickon Pepepaumm 27 Hosbpa 2015 r., peructpaymoHHbii N 39868), ot
21 anpena 2016 r. N 254H (3aperucTpupoBaH MuHUCTepcTBOM tocTUUMK Poccuiickot deaepaumm 18
uiona 2016 r., peructpaumoHHbin N 42887), ot 31 oKtabpa 2017 r. N 882H (3apeructpupoBaH
MuHKcTepCTBOM tocTULMKM Poccuitickont depepaumm 9 sHeaps 2018 r., pernctpaupmoHHbiii N 49561).

34. MNporpamMHO-TEXHUYECKME CPEeaCTBa FrOCYyAapCTBEHHbIX MHPOPMALIMOHHBIX cUCTEM B cdhepe
3[paBOOXpPaHEHMA, MEAUUMHCKMX  MHOOPMALMOHHBIX  CUCTEM  MEAMUMHCKUX  OpraHusauumi
obecneunBatoT XxpaHEHME 3NEKTPOHHbIX PeLenTos, 0GOPMAEHHbIX B POPME 3N1EKTPOHHbIX LLOKYMEHTOB B
TEYEHMEe CPOKOB, YCTAaHOB/AEHHbIX AN XpaHeHMA peuentoB, O0POPM/EHHbLIX Ha COOTBETCTBYHOLLMX
dopmax peuenTypHbIX 61aHKOB Ha BymarKHOM HocuTene <13>.

<13> MyHKT 14 npaBua OTNYCKa NEKAPCTBEHHbIX NPENapaToB AN MeANUMHCKOIO NpUMeHeHWs, B
TOM uuCie WMMYHOBMONOrMYECKUX JIEKAPCTBEHHbLIX TMPEenapaToB, anTeYHbIMKU  OpraHM3auuAMM,
UHAMBUAYANbHLIMU  MPEANPUHUMATENAMM, UMEIOWUMM  IMLEH3MI0  Ha  dapmaLeBTUYECKyto
AeATeNIbHOCTb, YTBEPKAEHHbIX NPpMKazom MuHKUCTepcTBa 34paBooxpaHeHna Poccuiickoin Pegepaumm ot
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11 wuona 2017 r. N 403H (3apernctpupoBaH MuHUCTepCcTBOM tocTUumMM Poccuiickon deaepaumm 8
ceHTabpa 2017 r., peructpaumoHHbii N 48125).
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