Mpuka3 MuHuctepcTBa 3gpaBooxpaHeHns PO ot 14 ausaps 2019 1. N 4H
"O6 yTBEPXAEHMM NOpALKA HA3HAYEHUS NeKapCTBEHHbIX NpenapaToB, (OPM peLenTypHbIX
BGnaHKoB Ha NekapCTBEHHbIE NpenapaThbl, Nopsaka oopMEHUs YKka3aHHbIX 611aHKoB, X
yyeTa n xpaHeHns"

B cootBeTCcTBUM C NYHKTOM 16 YacTn 2 ctatbn 14 degepanbHoro 3akoHa ot 21 Hosbps
2011 r. N 323-#3 "O6 ocHoBax OxpaHbl 300poBbs rpaxgaH B Poccuickon depepauymn
(Cobpanune sakoHopatenbctBa Poccunckon denepaumm, 2011, N 48, cT. 6724; 2013, N 48,
CT. 6165; 2014, N 30, cT. 4257; N 49, cT. 6927; 2015, N 10, cT1. 1425; N 29, cT. 4397, 2016,
N1, ct.9; N15, c1.2055; N 18, cT.2488; N 27, cT1.4219; 2017, N 31, cT.4791; N 50,
CT. 7544, 7563) n noanyHktamu 5.2.177, 5.2.179 n 5.2.180 [MonoxeHuss o MuHuctepcTtse
3paBOOXpaHeHus Poccuinckon depepauum, yTBEPXOEHHOIO NOCTaHOBIIEHNEM
MpaButensctBa Poccunckon depepauumn ot 19 wmoHa 2012r. N608 (CobpaHue
3akoHogartenbctBa Poccunckon depepaumn, 2012, N 26, crt. 3526; 2013, N 16, cT. 1970;
N 20, cT.2477; N 22, cT.2812; N 33, cT.4386; N 45, c1.5822; 2014, N 12, c1.1296; N 26,
cT. 3577; N 30, cT.4307; N 37, cT. 4969; 2015, N 2, cT.491; N 12, cT. 1763; N 23, cT. 3333;
2016, N2, c1.325; N9, cT.1268; N 27, cT.4497; N 28, c1.4741; N 34, cT.5255; N 49,
CT. 6922; 2017, N 7, cT1. 1066; N 33, cT1. 5202; N 37, cT. 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), NpuKkasbIiBato:

1. YTBEpanTb:

NnopsaoK Ha3HaYeHUs NiekapCTBEHHbIX NpenapaTosB cornacHo npunoxeHuto N 1;

opMbl peLenTypHbIX 61aHKOB Ha NekapCTBEHHbIE NpenapaTthl COrNacHoO MPUMOXEHUIO
N 2;

NnopsiAoK OOpMIIEHMS peuenTypHbIX OGfiaHKOB Ha NekapCTBeHHble npenapaTbl, WX
yyeTa n XxpaHeHus corracHo npunoxenuto N 3.

2. [Mpun3HaTb yTpaTUBLLUMMUK CUNY:

npuka3 MuHucTepcTBa 3gpaBooxpaHeHuss Poccunckon depepauum ot 20 gekabps
2012 r. N 1175H "O6 yTBEpP)XAEHUN MOPsiAKA HA3HAYEHUS N BbINUCbIBAHUS NEKapCTBEHHbIX
npenapaToB, a Takke popM peLenTypHbIX BrIaHKOB Ha fNeKkapCTBEHHbIe NpenapaTbl, Nopsaka
0gOpMIIEHMS YKa3aHHbIX BNaHKoB, UX yyeTa u xpaHeHus" (3apernctpmpoBaH MuHucTepcTesom
toctnunmn Poccuickon ®epgepaumm 25 noHa 2013 r., pernctpaumoHHsin N 28883);

NYHKT 2 W3MEHeHuN, KoTopble BHOCATCA B [lopsgok cos3gaHvs M OedTerlbHOCTU
Bpa4yebHON KOMUCCUN MEOULMHCKOW opraHu3aunn, yTBepXaeHHbIn npukasom MuHucTepcTBa
34paBoOXpaHeHnss u couunanbHoro passutus Poccuinckon ®Pepepaumm o1 5  Mas
2012 r. N 502H, »n B lMopagok Has3HayeHUs U BbINUCLIBAHUSA FEKAaPCTBEHHbIX MpenapaTtos,
yTBEepXaeHHbIN npukasoMm MuHucTepcTBa 3gpaBooxpaHeHust Poccunckon ®epepaunmn ot 20
aekabpsa 2012 r. N 1175H, yTBepXAeHHbIX MpukasoMm MuHUCTepcTBa 34paBOOXpaHEeHUs
Poccuiickon ®epepauumn ot 2 gekabpa 2013 r. N 886H (3apernctpuposaH MuHUCTEPCTBOM
toctnumnmn Poccuiickon ®epepaumnm 23 aekabpsa 2013 r., pernctpauymoHHbii N 30714);

npuka3d MwuHuctepcTBa 3apaBooxpaHeHusa Poccuickon ®epepauumn ot 30 MOHA
2015r. N 386H "O BHeECEHMM W3MEHEHUA B MNPUAOXKEeHUs K npukasy MuHUcTepcTBa
3gpaBooxpaHeHus Poccuinckon ®epepaumm ot 20 pgekabpa 2012r.N 1175+ "O6
yTBEPXKOEHUN NOpsiAKa HasHA4YeHUs1 U BbINMUCbIBAHUS JIEKAPCTBEHHbBIX MpenapaToB, a Takke
dopm peuenTypHbIX ONaHKOB Ha NeKapCTBEHHble npenapaTbl, Mnopsiaka OgOPMIEHMUS
yKa3aHHbIX OMaHKoOB, MX yyeTa M XpaHeHus" (3apernctpupoBaH MWHUCTEPCTBOM OCTULMU
Poccunckon ®egepaunn 6 asrycta 2015 r., peructpaumoHHbii N 38379);

NYHKT 1 M3MEHEHUN, KOTOpble BHOCATCA B npuka3 MuHucTepcTBa 34paBOOXpPaHEHUSN
Poccuiickon ®epepaummn ot 20 pekabpa 2012r. N 11751 "O6 yTBepxaeHun nopsagka
Ha3Ha4YeHUs M BbINUCbIBAHUA JIEKApPCTBEHHbLIX MpenapaToB, a Takke ¢opM peuenTypHbIX



OGnaHKoOB Ha nekapCTBEHHble npenapaTtbl, Nopsgka OOPMEHMS YKa3aHHbIX OnaHKoB, WX
ydyeta u XxpaHeHus" u npunoxeHme N 2 K npukady MuHUcTepcTBa 34paBOOXpPaHEHUs
Poccuiickon depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHun copmbl GnaHkoB
peuenToB, coAepXalux HasHaYeHne HapKOTUYECKUX CPEeACTB UIM MCUXOTPOMHbLIX BELLECTB,
nopsgka WX W3roTOBMEHWUS, pacrnpeferieHusi, perucrpauuu, ydeta U XpaHeHus, a Takke
npasun odopmneHus”, yTBepXOeHHbIX npukasoMm MuHUCTepCTBa 34paBOOXpaHeHUA
Poccunckon ®depepauun ot 21 anpensa 2016 r. N 254H (3apernctpuposaH MuWHUCTEPCTBOM
toctnumnmn Poccuickon ®epepaumm 18 nonsa 2016 r., pernctpaumoHHbii N 42887);

NYHKT S W3MEHEeHUN, KOTopble BHOCATCSA B HeKoTopble npukasbl MuHUCTepcTBa
34paBoOOXpaHeHNss M coumanbHoro passutua Poccunckon depepaumm n MuHuctepcTBa
3gpaBooxpaHeHus Poccuiickon depgepaumm no Bonpocam obpalleHus nekapCTBEHHbIX
npenapaTtoB, COAepXalluMx HapKOoTUYeCcKMe Ccpeactsa, MNCUMXOTPOMHble BelwecTBa W UX
NPeKypcopsbl, N NeKapCTBEHHbIX CPeacCTB, noanexawmx npegMeTHO-KONMYECTBEHHOMY YYeTy,
yTBepXOeHHbIX npukasom MuHucTtepctBa 3gpaBooxpaHeHusi Poccunckon ®epepaunmn ot 31
okTabpa 2017 r. N 882H (3apeructpupoBaH MwuHucTepcTtBoM  tocTuumm  Poccumnckon
depepaumm 9 aHBaps 2018 r., permctpaunoHHbin N 49561).

MuHucTp B.N. CksopuoBa

3apeructpmpoBaHo B MuHiocte PO 26 mapta 2019 .
PernctpaunoHHsin N 54173

MpunoxeHne N 1

K npukasy MuHuctepcTBa 3apaBoOXpaHeHuUs
Poccuinckon Penepauum

oT 14 auBaps 2019 r. N 4H

Mopspok
Ha3Ha4YeHus NeKapCTBeHHbIX NpenapaTtoB

. O6wwme nonoxeHnn

1. Hactoawwmn nopsgok ycTaHaBnvBaeT MpaBuia Ha3HaAYeHUs1 JeKapCTBEHHbIX
npenapatoB NS MeOUMUMHCKOrO nNpuMeHeHusa (ganee - nekapcTBEeHHble npenapatbl) U
0POpPMISIEHMUST UX Ha3HAYeHUs NpU OKasaHUM MeOULMHCKOW MNOMOWW B MeLULMNHCKUX
opraHunsauusx*.

2. HasHadeHue nekapCTBEHHbIX NpenapaTtoB OCYLLECTBSETCA fevyawm Bpayvom,
denbaepom, akyLepkon B Criydae BO3JOXEHUS Ha HWUX MOSIHOMOYMM fevallero Bpada B
nopsigke, YCTaHOBMEHHOM npuka3oMm MuHUCTEpCTBa 34paBOOXPaAHEHUST M COLMANbHOro
pa3suTus Poccunckon ®epgepaumm ot 23 mapta 2012 r. N 2521 "O6 ytBepxaeHuun MNopsaaka
BO3MIOXEHNA Ha dbenballepa, akyllepky pykoBogutenem MeAMUMHCKOW opraHuM3aumm npu
opraHuMsaumm okasaHusi NepBUYHON MeOUKO-CaHUTapHOW MOMOLUM W CKOPOW MeAMLUHCKOMN
NOMOLUM OTAENbHbIX (PYHKUMM rfevawero Bpada MO HEenocpeacTBEHHOMY OKa3aHWUKo
MEeAMLMHCKOM MOMOLLM NauMeHTy B Nepmnoa HabniogeHns 3a HAM U ero fieYeHns, B TOM Yucne
No Ha3HAYEHWIO N MNPUMEHEHUIO NEeKApPCTBEHHbLIX MpPenapaToB, BKIKOYas HapKoTUYecKue
neKkapCcTBeHHble  npenapaTbl n NMCUXOTPOMHbIE  NEeKapCTBEHHbIEe npenapaTbl” ?,
MHOMBMAYANbHLIMU NpeanpUHUMaTENAMU, OCYLLECTBASAIOWMUMN MEOVULMHCKYIO OeATEeNbHOCTb
(Banee - meguunHckue paboTHUKK).



3. CBegeHuss 0O Ha3Ha4YeHHOM JeKapCcTBEHHOM nMpenapaTe (HavMMeHoBaHue
NeKkapCcTBEHHOro npenaparta, [AO3MpOBKa, Crnocob BBeOEHUA U NPUMEHEHUSA, PEeXUM
A031POBaHUs, NPOAOIPKUTENBHOCTL NledeHnst 1 060CHOBaHME Ha3Ha4YeHUsi NIEKapCTBEHHOMO
npenapara) BHOCATCA MeOULNHCKUM pabOTHUKOM B MEeAMLMHCKYI0 JOKYMEHTaLMIO NauneHTa.

B cnyyasx, ykasaHHbIX B NyHKTax 9-12 HacTtoswero MNopsgka, MeauunHcKuin paboTHUK
opopMnsieT Ha3HayeHue JleKapCTBEHHbIX npenapaTtoB, B TOM 4ucCfe noanexawmx
N3roTOBSIEHMIO M OTMYCKY anTeYHbIMU OpraHu3aumMsMun (ganee - nekapcrtBeHHble npenapaTbl
MHOUBMOYaNbHOIO U3roTOBMEHUS), HA peuenTypHoM 6naHke, 0POPMIEHHOM Ha BGyMaKHOM
HocuTene 3a CBOen NoAnuChbio (danee - peuent Ha BymaxHOM HocuTene), n (Mnu) ¢ cornacus
nauMeHTa WNM ero 3akoHHOro npeacTaBuTens® Ha peuenTypHoM OnaHke B dopme
3IEKTPOHHOrO JOKYMEHTa C UCMNOSIb30BaHMEM YCUMEHHOW KBannMuUuMpoBaHHOW 3NEKTPOHHOMN
nognucyn MeanumHCKoro paboTtHuka (ganee - peuent B hopme aNEKTPOHHOIO AOKYMEHTA).

Peuent B (hopme 3neKTpOHHOro JOKYMeHTa, cogepXXallnin HasHavyeHne HapKoTUYECKNX
CPEeACTB WM MCUXOTPOMHbIX BELLECTB, MOAMUCLIBAETCA C MCMOMb30BAHWEM YCUIEHHOM
KBannMduLMpoBaHHON 3NEKTPOHHOM NOANUCK fnevallero Bpada unu denbawepa, akyLwepku,
Ha KOTOPbIX BO3MOXEHbl (OYHKUUKW Jflevallero Bpayva, U COOTBETCTBYHOLEN MeOULMHCKON
opraHusauum 4.

OdopmneHne peuentoB B (OpMe 3IMEKTPOHHbIX OOKYMEHTOB OCYLLIECTBNAETCA B
criydae  npuHATUA  YNOMHOMOYEHHbIM  OPraHOM  UCMOSIHUTENbHOW BRactm  cybGbekTa
Poccuinckon defepaumm B COOTBETCTBUN C NYHKTOM 4 cTatbn 6 degeparnbHOro 3akoHa ot 12
anpens 2010r. N61-®3 "O6 o6palleHnM nekapcTBeHHbIX cpeacTs"® pelweHust 06
ncnonb3oBaHMM Ha Tepputopumn cybbekta Poccuinckon degepaumm Hapsagy ¢ peuentamu Ha
neKapCTBeHHble npenapatbl, OMOPMIIEHHbIMXW Ha OyMaXHOM HocuTene, peuenToB Ha
nekapcTBEHHble npenapaTtbl, CPOPMUPOBAHHLIX B (POPME 3MNEKTPOHHbBIX JOKYMEHTOB.

4. lpwn BbINUCKE NauMeHTa n3 MeOULMHCKOW opraHuM3aumm, B KOTOPOW eMy
oKkasblBanacb MeguLMHCKas NMOMOLLb B CTaUMOHAPHbLIX YCMNOBUSAX, AAaHHOMY MauMeHTy Mo
peLleHno pyKoBOAUTENS MEOULIMHCKON OpraHM3aumnmn HasHavyarTcsa ¢ opopMIeHeM pelenTa
B OpMe I3MEKTPOHHOrO0 AOKYMEHTa M (Mnun) Ha OymaxHOM HocuTene (3a WUCKMYEHUEM
odhopMISIEHMST pPeLEenToB Ha JlekapCTBEHHbIE npenapaTtbl, noanexalime otnycky becnnaTtHo
UM Cco ckumagkon) nubo BblgarTca (MAUWMEHTY WM ero 3akoOHHOMY NpPeacTaBUTENHO)
OAHOBPEMEHHO C BbINMUCKOM M3 UCTOpUK BONEe3HU nekapcTBeHHble npenapartbl, B TOM Yucre
HapKOTMYECKME N MCUXOTPONHbIE NEeKapCTBEHHbIe npenapartbl, BHECEHHble B cnvcku Il v I
nepedYHsa HapKOTUYECKNX CPeaCTB, MCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, Noasiexatlmx
KoHTponto B Poccuinckon depepauunun, yTBEPXKAEHHOro nocTtaHoBreHnem [lpaButenbcTBa
Poccuitickoin  ®depepaumm  oT 30 wmwoHA 1998 T.N 6816 (manee - [lepeyeHsb),
CUITbHOAEWCTBYOLLNE NeKapCTBEHHbIE NpenapaThbl, Ha CPOK Npuema naumMeHTomMm 4o 5 gHen.

5. HasHayeHue nekapcTBEHHbIX MpenapaTtoB Npu oka3aHUM MeOULMHCKOW MOMOLLM B
CTauMOHapHbIX YCrnoBuAX B TpeboBaHUAX-HaKNaOHbIX, HanpaBnAeMblX B anTeyHble
opraHuMsaumn, sIBASOLLMECA CTPYKTYPHbIMU NogpasaeneHnsaMm MeauumMHCKON opraHmsauuu, B
KOTOPOW OKasblBaeTCsd MeOVUMHCKas [MOMOLLb, OCYLLECTBISIETCA B COOTBETCTBUU C
MHCTpyKumMen o nopsiake BbINMUCBIBAHUSA NEKapCTBEHHbLIX MNpenapaTtoB U 0OpPMIIeHMUs
peuentoB n  TpeboBaHMM-HaKNagHbIX, YTBEPXAEHHOMW  npuka3oMm  MwuHucTepcTBa
34paBoOOXpaHeHNss U couuanbHoro passutua Poccuiickon depepauum ot 12 deBpans
2007r.N 110 "O nopsigke Ha3HA4YeHUA U BbINUCbIBAHUS JIEKAPCTBEHHbLIX MpPenapaTos,
n3genun  MeauMUMHCKOrO Has3HayYeHusi M cneunanuMsavpoBaHHbIX MPOAYKTOB nedebHoro
nuTaHma" ’.

6. HasHayeHMe nekapCTBEHHbIX MNpenapaToB OCYLIECTBMSETCA MeaULMUHCKUM
paboTHNKOM MO MEeXAYHapOAHOMY HeENaTEHTOBAHHOMY HAaMMEHOBaHMIO, a NPU ero OTCYTCTBUM
- rpynnMpoOBOMHOMY WM XMMWYECKOMY HauMmeHoBaHuiw. B cnyvyae otcyTtcTBus
MeXOyHapo4HOro HernaTeHTOBaHHOrO0 HaMMEHOBaHUS U rPYNnNMPOBOYHOIO UM XMMUYECKOro



HaUMeHOBaHWA JIeKapCTBEHHOro npenapaTta, JfeKkapCcTBEeHHbIM MpenapaTt Ha3HavaeTcs
MeAULUMHCKMM pabOTHUKOM MO TOProBOMY HauMEHOBaHMUIO.

Mpn HanuMuuu MeguUMHCKMX MOoKasaHuh (MHAMBUAOYyanbHas HenepeHOCUMOCTb, MO
)KM3HEHHbIM NOKas3aHWsIM) MO peLUeHnto BpadeGHOM KOMUCCUM MEAMUMHCKOW opraHmsauum @
OCYyLLEeCTBNAEeTCA Ha3HavyeHne 1 opopmreHne HasHayeHUsl NeKkapCcTBEHHbIX NpenapaTtos, He
BXOOALWNX B CTaHOAPTbl MeMLMHCKOM NOMOLK, pa3paboTaHHbIX B COOTBETCTBUMN C MYyHKTOM 4
ctatbh 10 ®egepanbHoro 3akoHa ot 21.11.2011 N 323-d3 "O6 ocHoBax OxpaHbl 340POBbA
rpaxgaH B Poccuiickon ®denepaummn"®, nubo no TOProBbiM HaumeHoBaHusM. PelueHuve
BpayebHON KOMWUCCUM  MEOUUMHCKOM  opraHmsaumm  UKCUpyeTcss B MeOMLMHCKON
AOKYMEeHTauun naumneHTa v B XXypHane BpadyebHOn KOMUCCUW.

7. HasHadeHne nekapCTBEHHOro npenaparta B peuente Ha GymaxHOM HocuTene unu
peuente B (bopMe 3NEKTPOHHOro JOKyMeHTa opopMnseTcs Ha UMS nauueHTa, aAnsg KoToporo
npegHasHa4yeH fekapCTBeHHbIN npenapar.

Peuent Ha OymaxHoM HocuTene, odOpPMIIEHHbLIM Ha peuenTypHoM 6naHke dopm
N 107-1/y, N 148-1/y-88, N 148-1/y-04 (n1), yTBep>XOEHHbIX HACTOALMM MPUKa3OoM, a TakKxe
peuent Ha OymaxHOM HocuTene, OQOPMIEHHbLIA Ha peuenTypHom ©OnaHke dopMbl
N 107/y-HIN, yTBepxageHHON npukaszoMm MuHUCTepcTBa 34paBooOxXpaHeHust Poccuinckon
depepaumm ot 1 aerycta 2012r. N54H "O6 yTBepxaeHun opmbl ONaHKOB peLEenToB,
cogepxalumx HasHa4YeHne HapKOTUYECKUX CPenCTB UM NMCUXOTPOMHbIX BELLEeCTB, Nopsaka ux
N3roTOBMEHUS, pacnpedeneHns, peructpaumu, yyeta M XpaHeHus, a Takke npasun
oopmnenna” 1° (ganee - cdopma N 107/y-HI), moxeT ObiTb MONyYeH nauWeHToOM, €ero
3aKOHHbIM npeacTaBUTENEeM WNU NUMUOM, uUMeloweM# OMOPMIIEHHYID B COOTBETCTBUMM C
rpakxgaHcKkuM 3akoHopaTensctBoM Poccuiickon defepaummn AOBEPEHHOCTb OT MaumeHTa Ha
npaBo Norly4eHns Takoro peuenTa (ganee - ynorHOMOYEeHHOe NnLO).

Peuent B opme 3nekTpoOHHOro [JOoKymMeHTa ¢OopMUpyeTcss C UCMOfb30BaHNEM
rocygapCTBEHHON MHGOPMALMOHHON CUCTEMbl B cdepe 34paBOOXpaHeHus cybbekTta
Poccuinckon  ®epepaunn, MeauUMHCKOM  MHMOPMALMOHHOM CUCTEMbI  MEAULMHCKOMN
opraHusauum 11,

dakT Bblgayun peuenTta Ha fekapCTBEHHbIN npenapaT 3aKOHHOMY NpeacTaBUTENIO Un
YNONHOMOYEHHOMY NnLy (PUKCUpPYeTCa B MEOULMHCKON LOKYMEHTaUMM naumeHTa.

8. MeguumHckum paboTHMKam 3anpeltaeTcs opopMnAaTb peuenTbl Npu OTCYTCTBUKN Y
naumeHta MeOVUMHCKUX  MNOKasaHuW; Ha  He3aperucTpvpoBaHHble  JieKapCTBEHHbIE
npenapaTbl 12; Ha NekapCcTBeHHble npenapaThl, KOTOPble B COOTBETCTBUMM C UHCTPYKLMEN Mno
MEAVLMHCKOMY MPUMEHEHUIO MpeaHasHayeHbl ANd NPUMEHEHUS TOMbKO B MeOULMUHCKUX
opraHuMsaumsax; Ha HapKoTUYeckue cpencTBa W MCUXOTPOMHblIE BewecTBa, BHECEHHble B
cnucok |l MNepeyHs, 3aperncTpupoBaHHblE B Ka4eCTBE NIEeKapCTBEHHbIX NpenapaTos, B LEensx
NPUMEHEHNA A5 NeYeHNss HApKOMaHUM.

NHaveuayanbHbIM npeanpyHuMaTensm, OCYLLECTBNAOLLMM MEeOULIMHCKYIO
AeATenbHOCTb, JONOMHUTENBHO K TpeboBaHUAM, yka3aHHbIM B ab3aue nepBOM HaCTOSLEro
NyHKTa, 3anpewaetca opopMnATb peuenTbl Ha HapKOoTUYeCcKue cpeactsa M MCUXOTPOMHbIE
BellecTBa, BHeceHHble B cnucku Il u Il MepeyHs (goanee - HapKOTUYECKME U MCUXOTPOMHbIE
nekapcTBeHHble npenapaTtbl cnuckos |l u 11l Mepeyns).

9. lMNpn HasHa4YeHUN HaAPKOTUYECKMX WM MCUXOTPOMHbLIX NEeKapCTBEHHbLIX NpenapaToB
cnucka |l MNepeyHs, 3a UCKNIOYEHNEM JTleKapCTBEHHbIX NpenapaToB B BUAe TpaHcaepMarbHbIX
TepaneBTUYECKNX CUCTEM U JEeKapCTBEHHbLIX MNpenapaToB, COoAepXallumX HapKoTU4ecKoe
CPEeACTBO B COYMETAHWM C aHTarOHMCTOM OMNWOWMAHBIX PELEenTOpPOB, peuentbl HA GyMaKHOM
HocuTene ogopMnATCA Ha peuenTypHom 6naHke dopmbl N 107/y-HIT.

10. PeuenTypHbin 6naHk dpopmbl N 148-1/y-88 ochopmnsaeTcsa npyn HasHayeHun:

1) HapKOTUYECKUX N MCUXOTPOMHBLIX SleKapCTBEHHbIX npenapaTos cnucka |l MNMepeyHs B
BUOe TpaHcaepMarbHbIX TepaneBTUYECKMX CUCTEM, HapPKOTUYECKUX NeKapCTBEHHbIX



npenapaTtoB cnucka |l lNepeyHa, cogepxawmx HapKoTUYeckoe CpeacTBO B COYeTaHun C
aHTaroHNMCTOM OMUOUAHbIX PELLEenTOPOB, NCUXOTPOMNHbIX NIEKAPCTBEHHbIX NpenapaToB crnucka
[l MepeyHs;

2) neKapCTBEHHbIX MpenapaToB, obnagawwmx aHabonmyeckon akTUMBHOCTLIO (B
COOTBETCTBMM C OCHOBHbIM (PapMakosiorMyeckum [OencTBMEM) U OTHOCALWUXCA MO
aHaToMO-TepaneBTUYECKO-XMMMUYECKON  Krnaccudukauum, pekoMmeHgosaHHoW BcemupHom
opraHusaumen sgpaBooxpaHeHus (ganee - ATX) '3, k aHaGonuuyeckum ctepoungam (kog A14A)
(nanee - nekapcTBeHHble npenapartbl, obnagatowme aHabonuyeckonm axkTUBHOCTLIO B
COOTBETCTBUN C OCHOBHbIM (dapMaKoNorMyeckum OenCcTBneEM);

3) NekapCTBEHHbIX NpenapaToB, yKasaHHbIX B NyHKTE S [lopsiaka oTnycka omM3nyeckum
nMuamM nekapCTBEHHbIX NMpenapaTtoB AN MeAWUUHCKOro NPUMEHEHUs, codepallmx Kpome
MarnblX KOMMYECTB HapKOTUYECKMX CPeAcTB, MCUXOTPOMHbIX BELLECTB U MX MPEeKypcopoB
apyrve dapmakosiormdyeckme akTUBHbIE BeLLeCTBa, YTBEPXKAEHHOro npukasom MuHuctepcTtBa
34paBoOOXpaHeHnss un coumanbHoro passutna Poccunckon ®epepaumm ot 17  mas
2012 r. N 562H 4 (nanee - Nopsgok oTnycka rekapCcTBEHHbIX NpenapaToB);

4) nekapCTBEHHbIX MpenapaTtoB WHOMBUAOYANbHOMO W3rOTOBMEHUHA, COAepXallmx
HapKoTU4eckoe CpeacTBO WM MNcUxXoTponHoe BewecTBo cnuvcka |l epeyHa, n gpyrue
dhapmakonormyeckme akTuMBHble BeLlecTBa B [03€, He MNpeBbILaloLLen BbICLLY pasoBYyHO
A03y, U Npu YCroBUW, YTO ITOT KOMOMHMPOBAHHLIN JIEKAPCTBEHHBIM NpenapaT He siBnsieTcs
HaPKOTMYECKUM UIT MCUXOTPOMHBLIM NIeKapCTBEHHbIM npenapatoM cnucka |l MNepeyHs;

5) nekapCTBEHHbIX NpenapaTos, NoAnexalwmx npeaMmeTHO-KONIMYECTBEHHOMY Y4YeTy, He
nepeyncneHHblx B nognyHkTax 1 - 4 HacToswero nyHKTa (3a MUCKMYeHneM feKapCTBEHHbIX
npenapaToB, oTnyckaembix 6e3 peuenTa).

11. PeuentypHbin 6naHk copmbl N 148-1/y-04 (n) odopmnsieTca npu HasHa4YeHuu
NEeKapCTBEHHbIX NpenapaTtoB rpaxgaHam, UMelWuM npaBo Ha 6GecnnaTHoe nosiyvyeHue
NeKapCTBEHHbIX NpenapaToB UK NoslyYeHne nekapCTBEHHbIX NpenapaToB CO CKUOKOMW.

12. PeuenTypHbi 6naHk goopmbl N 107-1/y odhopmMmnsieTcst npy HasHavYeHUN:

1) nekapcTBEHHbIX MNpenapaTtoB, YKa3aHHbIX B nNyHKkTe 4 [lopsgka oTnycka
neKapCTBEHHbIX NpenapaTos;

2) nekapCTBEHHbIX NpenapaToB, He Yka3aHHbIX B NyHKTax 9 - 11 HacToswero MNopsagka.

13. Npun Has3HavyeHUn fiekapCTBEHHOro npenaparta MHAMBMAOYanbHOrO U3roTOBIEHUS B
peuente Ha OGymaxHOM HocuTene u (unu) peuente B POpPME 3MEKTPOHHONO LOKYMEHTa
HaUMEHOBAHNSA JIeKapCTBEHHbIX MNpenapaToB, BKIKOYEHHbLIX B MepevYeHb JleKapCTBEHHbIX
CPeAcTB AN MEAVUMHCKOrO MNpUMEHEHUs, noanexawmux npegMeTHO-KONMYeCTBEHHOMY
yyeTy 1° (nanee - nekapcTBeHHble npenapaTbl, BKMOYeHHble B nepeydeHb [MKY), ykasbiBatoTcs
B Hayarne peuenTa, 3aTeM - BCe OCTallbHble UHIPEOVNEHTHI.

14. MNpn HasHa4yeHUn NeKapCTBEHHOro npenaparta B peuente Ha BymaxXHOM HocuTene
n (Mnn) peuente B oopMe INEKTPOHHOIO AOKYMEHTa 3anpeLLaeTcs npesblllaTb KONMMYeCTBO
HapPKOTUYECKUX CPEenCTB WU MCUXOTPOMHbIX BELLECTB, KOTOpoe MOXeT ObiTb BbINMUCAHO B
OOHOM peuenTe, YycTaHoBrneHHoe npunoxeHmem N1 Kk Hactoswemy [lopagky, 3a
UCKIMIOYEHNEM ClnyYaeB, YkasaHHbIX B NyHKTax 16 n 25 HacToswero NMopsaka.

15. lpn HasHavyeHUn nekapCTBEHHbIX MNpenapaToB, BKMIOYEHHbIX B nepeyveHb [1KY,
Ao3a KOTOpbIX MpEBbIWAET BbICUMWA OOHOKPATHbIA  NpUeM, MeAUUUHCKUA paboTHUK
obo3HavyaeT 403y 3TOr0 NeKapcTBEHHOro npenapaTta B peuente Ha BymaxHOM Hocutene
NPOMUCbID C  MNPOCTaBfEHMEM  BOCKNULATENbHOrO 3Haka W  (Mnu)  npoctaBnseT
BOCKIMUATESbHbIN 3HaK Npy ohopMIieHumn peuenTta B oopMe 3NeKTPOHHOIo AOKYMEHTa.

MHdopmaums 06 naMeHeHusix:
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CmM. npeodbidywyto pedakyuro

16. KonnMyecTBo HasHa4YeHHbIX NeKapCTBEHHbIX NpenapaToB, BKNIOYEHHbLIX B NepeyeHb
MKY, npu okasaHuUM nauueHTam, HYXOAWUMCA B ANUTENbHOM fevYeHun, nepBUYHON
MEeOMKO-CaHUTapHOW MOMOLWN W  NanIuaTUBHOM MeOMLUMHCKOM MOMOLWM MOXeT ObITb
YBEMNYEHO C YYETOM KIMHMYECKUX pekomeHaaumn He bonee yem B 2 pasa Mo CPaBHEHMIO C
KONMMYECTBOM HApPKOTMYECKUX CPeacCTB UM MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObiTb
BbIMYCaHO B OAHOM peLenTe, ycTaHoBMeHHbIM npunoxeHvem N 1 k HacToswemy Nopsaaky.

B cny4yasix, npegycMoTpeHHbIX ab3auem nepBbiM HACTOSALLLEro MyHKTa, Ha peuenTtax Ha
GymaxxkHoOM HocuTene npousBoamTca Hagnucb "lMo cneunanbHOMY HasHadYeHu", OTAENbHO
3aBepeHHast MoAnuCbld MeauUUHCKOro paboTHWKa M nevaTtbld MeaMUUHCKOW opraHusaumm
"Ona peuenTtoB"”, Ha peuentax B )opMe 3MEKTPOHHOro JOKYMEHTa Npou3BOAMTCA OTMETKa
"o cneuwanbHOMY HasHayeHU" C NpocTaBfieHNEM YCUMNEHHOMW KBanuduuupoBaHHOW
9NEKTPOHHOM NOANUCK MEOULMHCKOro paboTHMKA.

17. CocTaB nekapCTBEHHOro npenapara, ekapcTBeHHas dopma un obpalleHune
MeanumMHCKoro paboTHuka K hapmaueBTUYeCKOMY paboTHMKY 06 OTnycke nekapCTBEHHOro
npenaparta oopMASIOTCS Ha NTaTUHCKOM Si3blKe B pPOAUTENbHOM Nagexe.

Mpn ocbopmneHnn peuenTypHbIX BNaHKOB AOMYyCKaeTCA MCMNOSib30BaHWE COKpalleHuin
(npunoxeHne N 2 k HacTosiemy MNopagky).

Mpn Ha3HavyeHUn NekapCTBEHHOro npenapaTta He JonyckaeTcsl cokpalieHne 6nmnakmnx
no HaMMEHOBaHWUAM WHIPEAMEHTOB, COCTaBMSKOWMUX JeKapCTBEHHbIW npenapaT, He
NO3BONAOLMX YCTAHOBUTL, KAKOWM MMEHHO JIeKapCTBEHHbIM NpenapaT Ha3HaYeH.

18. Cnocob npuMeHeHus1 nekapcTBEHHOro npenapaTta ob6o3Ha4YaeTcsa C ykasaHWeM
A03bl, YaCTOTbl, BpEMEHN NpuemMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) N ero ANUTeNbHOCTH,
a [and rnekapCTBEHHbIX MpenapaToB, B3aMMOAEWCTBYHOLMX C MNULLEN, - BPEMEHU UX
ynotpebneHnsa oTHOCUTENBHO npuema nuwm (4o eabl, BO BpeMs efbl, nocne eabl).

19. lMpn HeobxooMMOCTM HEMEANEHHOro WM CPO4YHOro (B TevyeHume OByx paboumx
AHen) OTnycka JiekapCTBEHHOro npenapata nauMeHTy B BepXHEeW 4acTu peuenta Ha
OymaxHoM HocuTene npoctaBnaAwTcsas 0003HayeHuss "cito" (cpovHo) wnm  “statim"
(HemeaneHHo). AHanornmyHble o00O0O3Ha4YeHUst MPOCTaBSAKTCA B BuAe OTMETOK npu
odopmneHnn perenta B opme 3NIEKTPOHHOIrO JOKYMEHTA.

20. Mpun odopmMeHnn HasHayYeHus roOTOBOroO fIEKApPCTBEHHOroO npenaparta B peuente
Ha OGymMaxHoOM HocuTene unu peuente B (POpPMe INEKTPOHHOrO AOKYMEHTa KOMMYecTBO
AENCTBYIOLWNX BELLECTB YyKasblBaeTCA B COOTBETCTBUM C MHCTPYKUMEN MO MeOULMHCKOMY
NPUMEHEHNIO NNeKapCTBEHHOro npenapara.

Mpn odopMneHnn HasHayeHus feKapCTBEHHOro npenaparta  WHAMBUAYaNbHOIo
N3roToBrneHMs B peuenTte Ha BymMaxHOM HocuTene wunu peuente B (POpMe 3NEKTPOHHOro
AOKYMEHTa KONM4eCcTBO TBEPAbIX U CbiNy4nx hapmMaueBTUYeCKUX CybCTaHLMI yKa3biBaeTcs B
rpammax (0,001; 0,5; 1,0), Xuakux - B MUNANNUTPAXx, rpaMmax M Kannsix.

21. Peuentbl Ha OymaxHOM HocuTene, B OpMe 3NEKTPOHHOIro [AOKyMEHTa,
odpopmneHHble Ha peuentypHom ©GnaHke ¢dopmbl N 148-1/y-88 n npegHasHadeHHble AnNs
OTNycKa neKapCTBEHHbIX MNpenapaToB, NPeayCMOTPEHHbIX nognyHktammn 2 - 5 nyHkta 10
HacToswero Nopsiaka, 4encTBUTENbHbI B TedeHre 15 gHen co aHA odpopMIeHus.

MHdopmaumsa 06 nameHeHusx:
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22. Peuentbl Ha OymaxHoOM HocuTene, B OPME SNEKTPOHHOIrO AOKyMEHTA,
odhopMIieHHble Ha peuenTypHoMm 6naHke cdopmbl N 148-1/y-04 (1) u npegHasHadYeHHble Ons
OTnycKa JIlekapCTBEHHbIX MpenapaToB rpaxgaHam, ykasdaHHbiM B MNyHKTe 11 HacTosdwero



Mopsgka, poencrtButenbHbl B TeyeHue 30 AHen CO AOHA OMOpPMIEHUd, 3a WCKITHYEHUEM
cny4daeB odoopmMrieHus peuenTta B cooTBeTcTBUM € nyHKTamn 39 n 40 HacTtosdwero Nopsagka,
npun KOTOPbIX OH AeNcTBUTENEH B TeveHne 15 gHen co gHS odopMIieHus.

MHdopmaumsa 06 nameHeHusx:
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23. Peuentbl Ha OymaxHOM HocuTene, B (OpMe SMEKTPOHHOrO [JOKYMEHTa,
odopMIieHHble Ha peuenTypHom 6naHke cdopmbl N 148-1/y-04 (1) u npegHasHadYeHHble Ond
OTnycka JiekapCTBEHHbIX MpenapaToB rpaxgaHam, LSOCTUMUMM MNEeHCUMOHHOro BO3pacTa,
WHBanNuMgam nepBon rpynnbl, AeTAM-MHBanNMgaMm, a Takke rpaxgaHam, CTpagatolmm
XpOHMYEeCKMMM  3aboneBaHuaAMKM, TpebylwumMn  ANUTENBHOrO  KYPCOBOIO  JleYeHUs,
aencTeuTenbHbl B TedeHne 90 aHen co AHA 0OpMIIEeHUs.

[Onsa neyeHus XpoHWYeCKMX 3aboneBaHWW yKa3aHHbIM  KaTeropusiMm rpaxgaH
fleKapCTBEHHbIE npenapaTtbl C 0OPMIIEHMEM PpeLenToB Ha OymMaxHOM HocuTene wunu
peuenToB B (popmMe 3MEKTPOHHOro JOKYMEHTa MOryT HasHadaTbCa Ha Kypc nedenunsa go 180
JHen.

24. Peuentbl Ha OymaxHOM HocuTene, B dOpMe SNEeKTPOHHOro [AOKyMEHTa,
odopMIieHHbIEe Ha peuenTypHom 6naHke gopmbl N 107-1/y n npegHa3HayYeHHble Ang oTnycka
NEeKapCTBEHHbIX MpenapaTtoB, NpPedyCMOTPEHHbIX MyHKTOM 12 Hactodwero [lopsgka,
AencTBuTenbHbl B TedeHne 60 aHen co HA ohopMITEHUS.

Mpn Ha3HayYyeHuM roToBbIX NIEKAPCTBEHHbIX NpenapaToB U NIeKapCTBEHHbIX NpenapaToB
WHOMBMAYANbHOIO N3roTOBMNEHUS NauMeHTam ¢ 3aboneBaHnsMU, TPeOyOLWMMN ONNTESNBHOIO
KypCOBOro rieveHusi, ¢ opopmsieHMeM Ha peuentypHom 6naHke dopmbl N 107-1/y peuenta
Ha OGymaxHoOM HocuTene unn B opme 3NEeKTPOHHOro AOKYMEHTa yCTaHaBNMBAETCS CPOK
AEeNCcTBUs peuenTa B Npegenax 4O OAHOro KaneHgapHoro roga.

B cnyyae ycraHoBneHus cpoka OeWCTBUA peuenTta B npegenax Ao O4HOro roga B
peuenTte npoctaBndetrcsa oTMmeTka "lMo cneunanbHOMY Ha3HayeHu", obo3HayaeTca CpoK
AENCTBMS peuenTta M NepuoavyHOCTb OTMyCKa JEKAapPCTBEHHbIX MNpenapaTtoB M3 anTeyHom
opraHuMsauMn UnNu  UHOUBUAYyasnbHbIM  NpeanpuHUMaTeneM, WMEKLWNM  JIMLEH3NI0  Ha
dhapmMaLeBTUYECKYID OEeATEeNbHOCTb 16 (exeHenenbHO, €XEeMecsayHO W MWHble nepuopbl).
[ononHUTeNbHO 3TO YKasaHWe 3aBepsieTCs NoAMNUCHI0 M neYaTbio MeanUUHCKOro paboTHuKa,
a Takke nedaTtbd MeOMLMHCKOM opraHm3aumm "[Ona peuentoB" (onsa peuenta Ha OymaxkHOM
HOocuTENne) WM YCUNEHHOW KBanMOUUMPOBAHHOW SNEKTPOHHOW MNOAMUCHID MeAMLMHCKOro
paboTHMKA W nuua, YMNOAHOMOYEHHOro 3aBEPATb [LOKYMEHTbl OT MMEHUM MEeAMLMUHCKOM
opraHusaumm (ans peuenta B (oopMe INEKTPOHHOIo AOKYMEHTA).

MHdopmaums 06 nameHeHusIx:
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25. Peuentbl Ha npousBogHble 6apbUTYpOBON  KUCNOTbI, KOMOWHUPOBAHHbLIE
NeKkapCTBEHHble MnpenapaTtbl, coaepXawme kogevH (ero comnuv), WHble KOMOMHMPOBAHHbIE
NeKapCTBEHHblEe  npenapaTbl, nognexawme  nNpegmMeTHO-KONMMYECTBEHHOMY  Y4eTy,
nekapcTBEHHble npenapatbl, obnagawLlme aHabonNnM4eckon akTUBHOCTbIO B COOTBETCTBUU C
OCHOBHbIM (PapMakosiorMyeckum AencTBuMeM, ONA JleYeHUs MauMeHTOB C XPOHUYECKUMU
3aboneBaHuAMM MOryT 0POPMAATLCS Ha Kypc neyveHus oo 60 gHen.

B cnyyae, korga kypc nedeHusi coctaBndetr 6onee 30 gHen [OMNOMHUTENBHO B
peuenTtax Ha BymaxHOM HOocuTene Npom3BoaMTCa Haanuch "lNMo cneunanbHOMY Ha3Ha4YeHu",
3aBepeHHas NoAnNuCbd MeaUUMHCKOro paboTHMKa U nevaTbld MeAMUMHCKOW OopraHusauuu



"0na peuenTtoB", peuentax B POpMe 3MEKTPOHHOro JOKYMeEHTa rnpoussoamntcs otmetka "o
cneuManbHOMY  HasHa4yeHur", C NPOCTaBfIEHMEM  YCUSIEHHOW  KBanuuumpoBaHHOW
9NEKTPOHHOM NOAMUCKM MEOMUMHCKOro paboTHMKa W nuua, YNOMHOMOYEHHOro 3aBepsATb
AOKYMEHTbI OT MMEHWN MeJULIMHCKON OpraHn3auum.

26. Peuent Ha OymaxHOM HocuTene, B (OpMe SMEKTPOHHOrO0 [OOKYMEHTa,
OOOPMSIEHHbLIA C HapyLUEHWEM YCTAHOBMEHHbIX HacTosawmm [lopsgkom TpeboBaHuM,
cuMTaeTcsa HeLenCTBUTESbHbLIM.

Il. HasaHayeHMe neKkapCTBEeHHbIX NpenapaToB NpPU oKa3zaHUM MeAULMUHCKOM NOMOLUMU B
CTauMOHapHbIX YCNOBUSIX

27. Tlpn okaszaHMM nNauUUeHTy MeOULMHCKOW MNOMOLLUM B CTauMOHapPHbLIX YCNOBUAX
Ha3Ha4YeHne neKapCTBEHHbIX npenapaTtoB npou3BoguTcs 6e3 odopmneHna peuenTa
MeANLUMHCKMM pabOTHUKOM eONHONUYHO, 3a UCKIIYEHNEM CryvaeB, yKasaHHbIX B NyHKTe 28
HacToswero lNopsaka.

28. CornacoBaHue HasHa4YeHUs fEeKapCTBEHHbIX MpenapaTtoB C 3aBeayloLnm
OoTAEeNeHWeM  WUAW  OTBETCTBEHHbIM  OEXYpPHbIM  BpadYoM nmbo  ApyrUM  NULOM,
YNOMHOMOYEHHbIM MPUKA30M [faBHOMO Bpava MeOMUUHCKOW OpraHu3auuun, a Takke, npu
HanNU4Mn, ¢ BPa4oM - KNMHNUYECKUM hapmakonorom Heob6xoamMmo B crydasx:

1) O4HOBPEMEHHOIO Ha3Ha4yeHus NATU U Boree NekapCTBEHHbLIX NpenapaToB OgHOMY
naumeHTy;

2) HasHayeHusa neKkapCTBEHHbIX MpenapaTtoB, HE BXOAALMX B MepeyeHb XXU3HEHHO
HeoGXoOUMbIX U BaXKHEMLLUMX NeKapCTBEHHbIX NpenapaTtoBl’, nNpyu HETUMUYHOM TEYEHUU
3aboneBaHusi, HanmMuuMM OCNOXHEHMA OCHOBHOro 3aboneBaHust U (MnKM) COMYTCTBYHOLLMX
3aboneBaHun, NpM Ha3HAaYEeHUN NEKapPCTBEHHbIX NpenapaToB, 0COGEHHOCTM B3aMMOOeNCTBNS
N COBMECTMMOCTW KOTOPbIX COMMAaCHO WHCTPYKUMSAM MO WX MNPUMEHEHUIO NpUBOLAT K
CHWXeHuo addekTMBHOCTM U Be3onacHOCTU bapmakoTepanun n  (Mnu) cosgatoT
NoTEeHUManbHy ONacHOCTb ANSA XU3HW 1 300pOBbS NaUMeEHTa.

B ykasaHHbIX crny4asix HasHadeHWe neKapCTBEHHbIX npenapaToB (UKCUMpyeTcsa B
MEeAMLUMHCKOM JOKYyMEHTauumn naumeHTa u 3aBepsetcsa nognnucbio MeanUMHCKOro paboTHmka u
3aBegywowero  orgeneHmeM  (OTBETCTBEHHOIO  OEXYPHOro  Bpaya  unv  Apyroro
YNOSTHOMOYEHHOrO Nuua).

29. MeguumHcknn paboOTHUK MeOULMHCKOW opraHusaumm (ee  CTPYKTYPHOro
nogpasgenieHnsl), pacrnofioKEeHHOW B CENbCKOM HAaceneHHOM [MyHKTe, OCyLllecTBnseT
Ha3Ha4YeHne neKapCTBEHHbIX MpenapaTtoB B Cry4yasX, yKasaHHbIX B nyHkTax 28 wmn 30
HacTosiwero Nopsgka, eANHONNYHO.

30. Mo peweHunto BpadebHON KOMUCCUMM NAUMEHTAM MPU OKa3aHUM UM MeLULIMHCKOMN
MOMOLLUM B CTaUMOHAPHbIX YCMOBMAX HA3HA4YalOTCH JieKkapCTBEHHble npenapaTbl, He
BKMIOYEHHbIE B MNEepeYeHb KU3HEHHO HeoOXOoOUMbIX W  BaKHEWLMX JeKapCTBEHHbIX
npenaparos, B Criy4yae Ux 3amMmeHbl U3-3a MHAMBUOYarNbHON HENEPEHOCUMOCTHU, MO XN3HEHHbIM
NnokKasaHusAM.

PeweHne BpayebHOM KomMMCCUM DUKCUMPYETCA B MEAUUUHCKON AOKYMeHTauum
naumeHTa n XypHane Bpa4yebHON KOMUCCUN.

31. B cnyyasx obcnegoBaHMs M nevyeHus rpaxgaHnHa B CTauUMOHAPHbBIX YCrOBUSX B
pamMKax npenocTaBfeHns MeAUUMHCKUX YCNyr Ha BO3ME3OHOW OCHOBE 3a CYET JNYHbIX
CPEeACTB rpaxkaaH, CpeacTB lopuanNdecknx Ny U UHbIX CPeacTB Ha OCHOBaHUW OOroBopa, B
TOM 4ucrie OoroBopa [O0GPOBONMLHOIO MEAULMHCKOro CTpaxoBaHusA '8, emy MoryT ObiTb
Ha3Ha4yeHbl NIekapCTBEHHbIE Npenaparbl, He BXOASLWME B NepedeHb XU3HEHHO HEOOXOANMbIX
N BaXHEWWMUX JIeKapCTBEHHbIX MNpenapaTtoB, €CnM MX Ha3HaydeHne W NpUMEHEHNEe



06yCJ'IOBJ'IeHO MeaNUMHCKUMU NOKa3aHNAMMN.

lll. HasaHayeHMe nekapCcTBEeHHbIX NpenapaToB NPU OKasaHUM NepBUYHOMN
MeAUKO-CaHUTapHOM NOMOLLU, CKOPOM MeAULUMHCKOMU NOMOLLM U NanfMaTuBHOMU
MeAULMHCKOW NOMOLLM

32. [lpn okasaHUM nNepBMYHON MEOUKO-CAHUTAPHOW MNOMOWM W NannnMaTUBHOWN
MeAMLMHCKOM NOMOLLM B amBynaTopHbIX YCNOBUSX Ha3Ha4YeHWe fieKapCTBEHHbIX NpenapaTos
OCYLLIECTBNAETCA MEeAULMHCKMM paboTHMKOM B Crydasix TUMNUYHOrO TeveHus 3aboneBaHus
naumeHTa NCXoas 13 TAXKeCTU U xapakTepa 3abonesaHus.

33. HasHauyeHne nekapCTBEHHbIX NpenapaToB MO pelleHnto BpadebHoW KoMMCCUmn npu
OKasaHWW NepBMYHON MEONKO-CaHUTapHOW NOMOLLK, NanMaTMBHON MeULUMHCKON NOMOLLN B
amMOynaTopHbIX YCNOBUSIX MPOM3BOAMUTCS B Cry4vasx:

1) OOHOBPEMEHHOr0 Ha3Ha4yeHuUsi O4HOMY MauMeHTy NATU u Bonee nekapCTBEHHbIX
npenapaToB B Te4YeHWEe OAHUX CYTOK WS CBblle AeCATU HaMMEHOBaHUM B TeYeHue OOHOro
Mecsua;

2) Ha3Ha4YeHUs NeKapCTBEHHbIX NpenapaTtoB NPU HETUMNYHOM TeYeHun 3aboneBaHus,
HanM4YnuM OCMNOXHEHMI OCHOBHOro 3abonesaHunsa 1 (MNK) CONyTCTBYOLWMX 3aboneBaHnn, npu
Ha3Ha4YeHUN feKapCTBEHHbIX NpenapaTtoB, 0COBEHHOCTN B3aUMOAENCTBUS U COBMECTUMOCTU
KOTOPbIX COrMacHO MHCTPYKUMSM MO UX MPUMEHEHMUIO NMPUBOASAT K CHMKEHUIO 3EKTUBHOCTU
n 6e30nacHOCTU NnevYeHna naumeHTa u (Mnu) cos3garoT NoTeHUManbHy0 ONAaCHOCTb AN XXU3HU
1 300pOBbS NAUMNEHTA;

3) NepBUYHOr0  Ha3Ha4YeHUst NaUMEHTYy  HapPKOTUYECKMX M MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnuckoB Il u 1l TepeyHsa (B cnydyae NpuHATUS pyKoOBOAUTENEM
MeONUMHCKON OpraHuMsaumm pelleHust o Heob6XOAMMOCTU COrflacoBaHWA Ha3Ha4YeHUsl Takux
NeKapCTBEHHbIX NpenapaToB ¢ Bpa4ebHON KOMUCCHEN).

34. TloBTOpHOE Ha3HaAYeHWEe HAPKOTUYECKMX W MNCUXOTPOMHbLIX JIEKapPCTBEHHbIX
npenapatoB cnuckoB Il n 1l TlepeyHa npou3BoaANTCA MEAULMHCKMM pPabOTHMKOM
CaMOCTOATENbHO MNauMeHTaM C BblpaXeHHbIM 6oneBbiM  CUHAPOMOM ftoBOro reHesa,
HapyLleHneM CHa, CYAOPOXHbIMU COCTOSIHUSIMUW, TPEBOXHbIMU paccTporcTBamu, obuamu,
NCUXOMOTOPHbIM BO3BYyXaeHMEM.

35. llpn oOKasaHuUM CKOPOWN MEOULMHCKOM MOMOLLM JieKapCTBEHHblE Mpenaparbl
Ha3Ha4alTCs MeaANUUHCKMM paboTHUKOM Bble3aHON Gpuragbl CKOPON MegULMHCKON MOMOLLM,
MEeANLUMHCKAM pabOTHUKOM MEOULMHCKON OpraHu3auumn npu okasaHnum MeanuuHCKON NoMOoLLn
rpaxxgaHam npu 3aboneBaHUsX, HECHACTHLIX ChyyasiX, TpaBmaX, OTpaBfeHUAX W Opyrux
COCTOSIHUSAX, TPEOYIOLNX CPOYHOrO MEOULIMHCKOIO BMeLLaTenbCTBa.

IV. HazHa4yeHune JNNIeKapCTBEeHHbLIX npenapaTtoB rpaxgaHam, MMerOLwWM npaBo Ha
6ecnnatHoe nony4dyeHue reKapCTtBeHHbLIX npenapaTtoB UIIN nNoyltyvyeHune neKapCcrBeHHbIX
npenapartoB CO CKuakom, npn oKasaHun ﬂepBM‘-IHOI?'I MeAMKO-CaHMTapHOﬁ nomMoLuim

36. [lpn oKasaHMM NEPBUYHOM  MELMKO-CaHUTAPHOM  MOMOLWM  Ha3HayeHue
MeONLUMHCKMM paboOTHMKOM B COOTBETCTBUM CO CTaHOapTaMu MeOULMHCKOM nomoLum 1°
NeKapCTBEHHbIX NpenapaToB, OTNyckaeMblX 6eCcnnaTHO UM CO CKUAKOMW, OCYLLLECTBNASIETCS Ha
peuentypHom 6naHke dopmbl N 148-1/y-04 (n) ¢ y4dyeTom passuTuMs 3aboneBaHus,
0COBEHHOCTEN TeyeHMs OCHOBHOMO W  COMyTCTBYylWero 3abonesaHui crnegyrowum
KaTeropusam rpaxagaH:

1) rpaxgaHam, MMeKLWMM MpaBo Ha MNONyYeHWe roCygapCTBEHHOW CounanbHOM



nomow B Buage Habopa coumanbHbIX YCryr, B COOTBETCTBUN C NEpPevYHEM NeKapCTBEHHbIX
npenapaTtoB ANg MeUUUHCKOrO NPUMEHEHUS, B TOM YMCIe NeKapCTBEHHbIX npenapaToB A1
MEAMLMHCKOro NPMMEHEHWS, Ha3Ha4YaeMbIX N0 peLUEeHN0 BpavyeOHbIX KOMUCCUI MEONLNHCKNX
opraHusauuin %°;

2) nuuam, OGOnbHbIM remModunnen, MyKOBUCLMAO3O0M, MNOPU3apPHbIM HAHU3MOM,
6onesHbto owe, 3nokayecTBEHHbIMM HOBOOOpa3oBaHNAMM NUMEOUOHON, KPOBETBOPHOMW U
POLCTBEHHbBIX UM TKaHEW, pacCesiHHbIM CKNepo30M, reMOSIMTUKO-YPEMUYECKUM CUHOPOMOM,
FOHOLLIECKMM apTPUTOM C CUCTEMHbLIM Havanom, mykononuncaxapvgosom |, Il v VI Tunos, nuy
nocrne TpaHcnnaHTauum opraHoB 1 (Unn) TKaHe B COOTBETCTBUM C NepeyYHEM NeKkapCTBEHHbIX
npenapaTtos, yTBepxaaembiM [Npasutensctsom Poccuiickon Penepauum 2L,

3) rpaxgaHamMm, WMEKLMM [MpaBoO Ha MOflyYeHMe neKapCTBEHHbIX MpenapaTos
fecnnatHO wWNU nonyvyeHMe neKapCTBEHHbIX MpernapaTtoB CO CKMOKOW 3a CYeT CpencTB
GrogkeTtoB cybbektoB Poccunckon Pepepaumm, B COOTBETCTBMM C [lepedHem rpynn
HaceneHus K Kateropun 3aboneBaHwin, npu amMbynaTOpPHOM  JIEYEHUN  KOTOPbIX
neKapCTBEHHble CpeacTBa U U3genusa MeguuUMHCKOro HasHa4YeHnsa oTnycKkarTes no peuentam
Bpayen GecnnatHo, u lNepeyHeM rpynn HaceneHus, npu ambynaTtopHOM feYeHUn KOTOPbIX
neKapCTBEHHble cpeacTBa OTnyckakTcsa no peuentam Bpaden ¢ SO-NPOLEHTHON CKMOKOW CO
cBOOOAHbLIX LIEH, YTBEPXAEHHbIMM NOCTaHoBNeHMEM [NpaButensctBa Poccuinckon degepaumm
ot 30 mions 1994 r. N 890 %2

4) rpaxgaHam, cTpagaroLwmm XN3HEYrpoXaroLmmm n XPOHUYECKUMU
nporpeccupyowmnmMm peakummn (opaHHbeiMmn) 3aboneBaHnsaMn, NPUBOAALLMMU K COKpaLLEHUIO
NPOAOIKUTENBHOCTU XKMU3HM rpaXaaH v X UHBanuaHoCTH 23,

Mpn odopmneHnn peuenta Ha 6naHke dopmbl N 148-1/y-04 (n1) Ha OGymaxHOM
HocuTerne oOdQOpPMIAITCA [Ba 9K3eMnnspa, OAWH U3 KOTOPbIX OCTaeTcss B anTeyvyHou
opraHusaummn, BTOPON - B MEANLNHCKOM AOKYMEHTauuu naumeHTa.

37. NpaBo HasHa4aTb NleKapCTBEHHbIE MpenapaTtbl rpaxgaHam, MMEKLWUM npaBo Ha
OecnnaTtHoe MofnyyeHue JieKapCTBEHHbIX MNpenapaTtoB WNU MOfyyYeHUe fneKkapcTBEHHbIX
npenapaToB CO CKUAKON, TaKkKe NMeIoT:

1) MeguuuHckne paboTHUKKM, paboTawwme B MeOUUMHCKOW opraHuvsaumm no
COBMECTUTENLCTBY (B Npeaenax CBOEN KOMMNETEHLMM);

2) MeguumHcKkne paboTHMKM CTauMOHAPHbIX OpraHn3auumn coumansHOro obcnyxmeaHuns
Npu  HanmuMuuMM  NULEH3MW  Ha  OCYLUECTBMNEHWe  MeOMUMHCKON  OesTenbHOCTU 24,
npegycMmaTpusaroLlen BbINONHEHMe paboT (oka3aHue YCnyr) no OKasaHwio MNepBUYHOM
MeAMKO-CaHUTapHOW MOMOLLM B amOynaTopHbIX YCroBUAX (HE3aBUCMMO OT BEOOMCTBEHHOM
NPUHALNEXHOCTN);

3) MegnuuHckne pabOoTHUKM MEOULMHCKUX OpraHm3auni, oKasbiBalLWMX MEPBUYHYHO
MeANKO-CaHUTapHYHo NOMOLLb, noaBeLOMCTBEHHbIX deaepasrnbHbIM opraHam
NCMONHUTENbHOW BMACTU WUNWU OpraHaMm MCMOSIHUTENBbHOM Bractu cybbekToB Poccuinckon
depepauunm;

4)  wnHOMBMAOyanbHble  NpeanpuHMMaTteny,  OCYLEeCTBNSAWME  MEOULMHCKYHO
AEeATEeNbHOCTb U BKMAKOYEHHbIE B pPeecTp MeAUMUMUHCKUX OpraHusauumn, OCYLLECTBASOLWNX
AeaTenbHOCTb B chepe 0693aTenbHOro MeamuUmMHCKOro CTpaxoBaHus.

38. MNpu HasHavyeHn nekapcTBEHHbIX MpenapaToB rpaxgaHam, MMeKLWUM npaBo Ha
fGecnnatHOe MonyvYeHMe feKapCTBEHHbIX NpenapaTtoB WM MNOfydYeHne neKapCTBEHHbIX
npenapaToB CO CKMOKOW, B peLenTe ykasblBaeTCca HOMep TenedgoHa, no KOTopoMy paboTHUK
anTe4yHoM oOpraHu3auun npu HeobXOAMMOCTU MOXET CcorfacoBaTb C  MEAULUHCKUM
pabOoTHMKOM 3aMeHyY fiekapCTBEHHOIo Npenapara.

39. HasHa4eHne HapKOTUYECKUX N NCUXOTPONHbIX JIEKAaPCTBEHHbIX NMpenapaToB crnmucka
Il TepeyHa (3a WUCKMOYEHMEM JFEKapCTBEHHbIX MpenapaToB B BUAE TpaHcAepMarbHbIX
TepaneBTMYECKUX CUCTEM, a TakKkKe JIeKapCTBEHHbIX nMpernapaTtoB, coAepXalunx



HapKOTMYECKOe CpeacTBO B COYETaHUM C  aHTaroHWCTOM  OMUWOMAHBLIX  PeLenTopoB)
rpaxgaHam, nmerLwumM npaso Ha BecnnaTHoe norlydyeHne NeKapCTBEHHbIX NpenapaToB Unu
MoNnyyYeHNss NeKkapCTBEHHbIX MNpenapaTtoB CO CKUAKOW, OCYLLUECTBMSETCH Ha peuenTypHOM
6naHke dopmbl N 107/y-HIN, Kk KOTOpOMY AOMONHUTENBHO OMOopMNAeTCa peuenT Ha
peuenTtypHom 6naHke dopmbl N 148-1/y-04 (n) (B ABYX ak3emnnspax npu oopmreHun Ha
OymaxkHoMm HocuTene).

40. HasHayeHne HapKOTUYECKUX N NMCUXOTPOIHbIX NEeKapCTBEHHbIX NpenapaToB cnucka
Il TlepeyHs B BuAOe TpaHcAepMaribHbIX TepaneBTUYECKUX CUCTEM, HapPKOTUYECKMX
nekapcTBeHHbIX npenapartoB cnucka |l MNepeyHs, cogepxalmux HapKoTUYeCcKoe CpeacTBO B
COMEeTaHUM C aHTaroOHUCTOM OMWOWAHBIX PEeLEnTOPOB, MNCUXOTPOMHbLIX JleKapCTBEHHbIX
npenapaTtoB cnucka Il MepeyHa, nekapCTBEHHbIX MpenapaTtoB, BKOYEHHbLIX B MepevyeHb
MKY, nekapCTBeHHbIX npenapaToB, obnagalwmx aHabonMM4yeckon akTUBHOCTbIO B
COOTBETCTBMM C  OCHOBHbIM  (hapMaKoformyeckum  OevWcTBMEM,  KOMOMHMPOBAaHHbIX
neKkapCTBEHHbIX MpenapaTtoB, YKa3aHHbIX B noanyHkte 3 nyHkta 10 HacTtoswero Mopsagka,
npegHasHayeHHble ANs JeYeHus rpaxaaH, uMerowux npaso Ha 6ecnnaTHoe mnornyveHve
NeKapCTBEHHbIX MpenapaTtoB WM MOfyYeHWe FeKapCTBEHHbIX MpenapaToB CO CKUOKOW,
ocyLlecTBndaeTcs Ha peuenTtypHom 6naHke popmbl N 148-1/y-88, K KOTOPOMY OONOSTHUTENBHO
odopmMmnisieTca peuent Ha peuentypHom ©OnaHke dopmbl N 148-1/y-04 (n) (B ABYX
aKk3emnnapax npy opopmMmneHnn Ha BymaxxHoMm HocuTerne).

1 MyHkt 11 ctatbm 2 PenepanbHoro 3akoHa oT 21 Hosibpst 2011 r. N 323-93 "O6
OCHOBax OXpaHbl 3gopoBbs rpaxgaH B Poccunckon  depepauun” (Cobpanue
3akoHogartenbcTBa Poccunckon degepaumm, 2011, N 48, ct. 6724; 2016, N 1, cT. 9, 28; 2017,
N 31, cT. 4791).

2 BapeructpupoBaH MwuHucTepcTBOM tocTuumn Poccuiickonn ®enepauun 28 anpens
2012 r., pernctpauunoHHbin N 23971, ¢ nsmeHeHnaAMn, BHECEHHbIMU Npukasom MuHucTepcTea
3gpaBooxpaHeHns Poccurckon ®egepaumm ot 31 oktabpsa 2017 r. N 882H (3apermuctpupoBaH
MwuHuctepctBom toctuumm Poccuinckon ®depepauum 9 aHsapa 2018 r., perncrpaumoHHbIN
N 49561).

3 B oTHOLLEHWM nuua, yka3aHHoro B Yactu 2 ctaTbk 20 defepanbHOro 3akoHa ot 21
HosiIOpa 2011 r. N 323-®3 "OO ocHoBax OxpaHbl 300pOBbsA rpaxgaH B Poccuinckon
depepaumn" (CobpaHne 3akoHogatenoctBa Poccuickon ®epepaunn, 2011, N 48, cT. 6724;
2013, N 48, cT. 6165; 2017, N 31, cT. 4791).

4 Yactb 1 cratbum 26 depepanbHoro 3akoHa oT 8 saHBapa 1998 r. N 3-03 "O
HapPKOTUYECKMX CpeacTBax W NCMXOTPOnHbIX BelwlectBax" (CobpaHne 3akoHoAaTenbCcTBa
Poccuinckon ®egepaumn, 1998, N 2, c1. 219; 2003, N 27, cT1. 2700; 2011, N 49, cr1. 7019;
2013, N 48, cT. 6165; 2016, N 27, cT. 4238; 2017, N 31, cT1. 4791).

5 CobpaHue 3akoHopaTenbcTBa Poccuiickonn Pepepauum, 2010, N 16, cT. 1815; 2012,
N 26, cT. 3446; 2017, N 31, cT. 4791.

6 CobpaHue 3akoHogaTenbcTBa Poccuiickonn Pepepauun, 1998, N 27, c1. 3198; 2004,
N 8, cT.663; N 47, ct.4666; 2006, N 29, ct.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, ct. 3035; N 28, cT. 3703;
N 31, cT. 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, c1. 5921; N 51, c1. 7534; 2012, N 10, c1. 1232; N 11, cT. 1295;
N 19, cT. 2400; N 22, cT1. 2864; N 37, cT. 5002; N 41, cT. 5625; N 48, cT. 6686; N 49, CT. 6861;
2013, N6, c1.558; N19, c1.953; N 25, ct.3159; N 29, c1.3962; N 37, cT1.4706; N 46,
cT. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, c1. 3763; N 44, cT. 6068;
N 51, cT. 7430; 2015, N 11, cT1. 1593; N 16, cT1. 2368; N 20, cT1.2914; N 28, cT1.4232; N 42,
cT. 5805; 2016, N 15, cT.2088; 2017, N4, cT.671; N 10, cT.1481; N 23, cT1.3330; N 30,



CT. 4664; N 33, c1. 5182; 2018, N 27, cT1. 4071.

7 BapeructpupoBaH MwuHucTepcTBOM tocTuuumn Poccuiickon ®enepaunn 27 anpens
2007 r., pernctpauunoHHbin N 9364, ¢ U3MeHEHNSAMU, BHECEHHbIMU Npukasdamn MuHuUcTepcTBa
34paBoOOXpaHeEHNa U couuanbHoro passutna Poccunckon depepaumm ot 27 aerycra
2007 r. N 560 (3apeructpupoBaH MuHuctepctBoMm toctuumm Poccunckon depepaumn 14
ceHTabpa 2007 r., peructpaumoHHbii N 10133), ot 25 ceHTabps 2009 r. N 794H
(3apeructpupoBaH MuHuctepctBom toctuumm Poccuiickon ®epepauun 25 Hosibps 2009 r.,
permctpauunoHHbin N 15317), ot 20 aHuBapsa 2011 r. N 13H (3apernctpmpoBaH MuHucTepcTBsomM
toctnumnn Poccuickon ®epepauum 15 mapta 2011 r., pernctpaumonHsii N 20103), npukasamu
MwuHuctepctBa 3gpaBooxpaHeHus Poccuiickon ®Pepepauum ot 1 aerycta 2012 r. N 54H
(3apeructpuposaH MuHuctepcteom toctuumm Poccumnckon ®epepauun 15 asrycta 2012 r.,
permctpaunoHHbin N 25190), ot 26 deBpans 2013r.N94H (3apernctpmpoBaH
MwuHucTepctBom toctuumm Poccuinckon depepaumm 25 mwoHsa 2013 1., perucTpaumoHHbIN
N 28881).

8 MNpwukas MuHagpascoupassutua Poccun ot 5 maa 2012 r. N 502H "O6 yTBepxaeHum
nopsigka co3gaHus U OeATENbHOCTM BpayebHOM KOMUCCUMM MEOULMHCKOW opraHusaumm”
(3apeructpmpoBaH MwuHioctom Poccun 9 wmwoHa 2012 r., peructpaumoHHbin N 24516), ¢
N3MEHEHNAMM, BHECEHHbIMM MpukazoMm MwuH3agpaBa Poccum ot 2 gekabps 2013 r. N 886H
(3apernctpupoBaH MuHioctom Poccum 23 aekabps 2013 r., pernctpaumoHHbii N 30714).

9 CobpaHue 3akoHopaTtenbctBa Poccuiickon depepaumm, 2011, N 48, cT. 6724; 2014,
N 49, cT. 6928; 2017, N 31, cT. 4791; 2018, N 53, cT. 8415.

10 3apeructpmposaH MuHucTepcTBOM tocTuumm Poccuiickonn ®enepaunm 15 asrycra
2012 r., peructpauynoHHbin N 25190, € UW3MEHeHusIMW, BHECEHHbIMU MpuKasamu
MuHucTepctBa 3apaBooxpaHeHus Poccunckon depepauum ot 30 uoHa 2015r. N 385H
(3apernctpupoBaH MuHuctepcteomM toctnuumn Poccunckon Pepepaummn 27 Hosbps 2015 r.,
permctpaunoHHbin N 39868), ot 21 anpens 2016r.N254H (3apernctpmpoBaH
MuHuctepcteom toctuuumn Poccunckon depepaumm 18 uong 2016 r., pernctpaumoHHbIN
N 42887), ot 31 oktabpa 2017 r. N 882H (3apeructpmpoBaH MWHUCTEPCTBOM HOCTULINN
Poccunckon ®egepaunn 9 aHeapsa 2018 r., pernctpaumoHHbii N 49561).

11 Craten 91 n 91.1 ®enepanbHOro 3akoHa ot 21 Hos6psa 2011 roga N 323-03 "O6
OCHOBax OxpaHbl 3gopoBbs  rpaxgaH B Poccunckon  depepauun”  (Cobpanue
3akoHogartenbctBa Poccunckon depepaummn, 2011, N 48, c1. 6724; 2012, N 26, cT. 3446;
2013, N 27, cT. 3477; N 39, cT. 4883; N 48, cT. 6165; 2014, N 30, cT. 4257; N 43, cT1. 5798;
N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27, cT. 3951; N 29, cT. 4397; 2016,
N1, ct. 9, 28; N 15, cT. 2055; N 18, cT1.2488; N 27, cT.4219; 2017, N 18, cT. 2663; N 31,
CT. 4794).

12 PewieHne CoseTa EBpasniickoii aKoHOMMUYeCKo KoMmuccum oT 3 Hosbpsa 2016 r. N 78
"O [lpaBunax perucTpaumMm W 9KCNEepPTU3bl NEKaApCTBEHHbIX CPeaCcTB ANd MeaULMHCKOro
npuMmeHeHnsa" (othmumanbHbIn cant EBpasuitckoro 9KOHOMWNYECKOro colo3a
http://www.eaeunion.org/, 21 Hoabpsa 2016 r.). Ctatea 13 ®PepepanbHOro 3akoHa oT 12
anpena 2010r. N 61-®3 "O6 obpaweHnn nekapcTBEHHbIX CPEeACTB AN MeOUUMHCKOro
npumeHennsa" (CobpaHue 3akoHogatenbcTBa Poccuiickon ®epepaummn, 2010, N 16, cT1. 1815;
2015, N 29, cT1. 4367; 2018, N 24, cT. 3407).

13 CraTtbs 18 denepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obGpalueHnm
NEeKapCTBEHHbIX CPencTB AN MeguuMHCKoro npumeHeHus" (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®epepaunn, 2010, N 16, ct. 1815; 2014, N 52, cT. 7540).

14 BapeructpupoaH MunucTepcTeom toctuumn Poccuiickon denepaumm 1 mnioHsa 2012
r., peructpaumoHHbin N 24438, ¢ M3MEHEHUAMWN, BHECEHHbIMM nNpukasamm MuHUCTepcTBa
3gpaBooxpaHeHns Poccunckon ®epepaumm ot 10 uroHa 2013 r. N 369H (3apernctpupoBaH
MwuHucTepctBom toctnumm Poccuinckon depepaummn 15 mona 2013 r., peructpaumoHHbIn



N 29064), ot 21 asrycta 2014 r. N 465H (3apeructpupoBaH MWHUCTEPCTBOM OCTULMMK
Poccunckon depepaumm 10 ceHTabps 2014 r., peructpaunoHHbin N 34024), ot 10 ceHTs0ps
2015r. N 634H (3apeructpupoBaH MuHuctepctBomMm toctuumm Poccuinckon depepaumm 30
ceHTabpa 2015 r., peructpaumoHHbin N 39063), ot 31 okTsabpa 2017 r. N 882H
(3apeructpupoBaH MuHuctepctBom toctuumm Poccunckon Pepepauumn 9 aHsaps 2018 r.,
permcTpaunoHHbin N 49561).

15 Mpukaz MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickort ®egepaunm ot 22 anpens
2014 r. N 183H "O6 yTBEpPXKOEHMM MEPEYHS JEeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro
NPUMEHEHNs, MoAanexawmx npeaMeTHO-KONMYEeCTBEHHOMY  y4yeTy"  (3apernctpupoBaH
MwuHuctepcteom toctnunmn Poccunckon depepaummn 22 uiona 2014 r., permctpaunoHHbIN
N 33210), C W3MEHeHusAMN, BHECEHHbIMM npukaszamm MuHUCTEepCTBa 34paBOOXPaHEHUs
Poccunckon degepaumm ot 10 ceHTabpsa 2015 r. N 634H (3apernctpmpoBaH MMHUCTEPCTBOM
toctnuumm Poccunckon ®epepaumm 30 ceHTabpsa 2015 r., pernctpaumoHHbin N 39063), ot 31
okTa6pa 2017 r. N 882H (3apeructpypoBaH MwuHUCTEpPCTBOM  toCcTUUMKM  Poccumnckon
®epepaumm 9 auBapsa 2018 r., pernctpaumoHHbein N 49561), ot 5 anpensa 2018 r. N 149H
(3apernctpmpoBaH MuHuctepctBom toctuumm Poccuiickon Pepepaumm 3 mas 2018 r.,
permctpaunoHHsin N 50961), ot 27 utonga 2018 r. N 471H (3apernctpuposaH MuHuctepctsom
toctnumnmn Poccuickon ®epepaumm 14 asrycta 2018 r., pernctpaumoHHbin N 51885).

16 MyHkT 47 yacTn 1 ctaThn 12 depepanbHoro 3akoHa oT 4 mas 2011 r. N 99-93 "O
NNUEH3NPOBaHMM  OTAENbHbIX BMAoB aAeaTenbHocTn" (CobpaHne 3akoHogaTenbcTBa
Poccuinckon ®epepaumn, 2011, N 19, c1. 2716; 2012, N 31, cT.4322; 2013, N9, cT. 874;
N 27, c1. 3477; 2014, N 30, cT. 4256; N 42, cT1. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44,
CT. 6047; 2016, N1, ct.51; 2018, N 31, cT1.4838; N 32, cT1.5116; N 45, cT.6841; N 53,
CT. 8424).

7 MyHkt 1 ctatenm 60 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-d3 "O6
obpawieHnn nekapcTBeHHbix cpeactB" (CobpaHve 3akoHogaTenbctBa  Poccunckon
®epepaummn, 2010, N 16, cT. 1815; 2012, N 26, cT1. 3446; 2014, N 52, cT. 7540).

8 MoctaHoBneHne [paButenbctBa Poccuiickon ®enepaunm ot 4  okTA6psA
2012 r. N 1006 "O6 ytBepxaeHun lNpaBun npegocTaBneHns MeguumMHCKUMKM OpraHn3aunamm
nnaTHbIX MmeanuuHekmx yenyr" (CobpaHune 3akoHogatenscTBa Poccuiickon denepaumm, 2012,
N 41, cT. 5628).

19 MyHkT 4 yactn 1 ctatbn 37 denepanbHoro 3akoHa ot 21 Hos6psa 2011 r. N 323-03
"O6 ocHoBax oxpaHbl 340poBbsA rpaxgaH B Poccuinckon ®epepaumn” (Cobpanue
3akoHopaTtenbcTBa Poccuinckon ®epepaumm, 2011, N 48, cT. 6724; 2018, N 53, cT1. 8415).

20 YacTtb 2 crtathn 6.2 depepanbHoro 3akoHa ot 17 wona 1999 r. N 178-®3 "O
rocygapctBeHHon couuanbHon nomowm" (CobpaHue 3akoHogaTenbcTBa Poccuinckon
depepaumn, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, cT1. 6603; 2013, N 48,
CT. 6165).

21 YacTb 7 cratbu 44 depepanbHoro 3akoHa ot 21 Hoabps 2011 r. N 323-®3 "O6
OCHOBax OXpaHbl 300poBbs  rpaxgaH B Poccunckon  ®epepaumn”  (CobpaHue
3akoHogartenobctBa Poccunckon depepaumn, 2011, N 48, cr1. 6724; 2013, N 48, cT. 6165;
2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

22 CobpaHue 3akoHogaTensctea Poccuiickonn ®egepaumm, 1994, N 15, cr. 1791; 1995,
N 29, cT.2806; 1998, N1, ct.133, N 32, cT.3917; 1999, N 14, ct. 1724, N 15, cT. 1824;
2000, N 39, cTt. 3880; 2002, N 7, cT. 699.

23 TMoctaHoBneHue [paBuTenbctBa Poccuitickorn ®depepauum ot 26 anpens
2012r.N 403 "O nopsgke BeoeHusi degepanbHOro pernctpa vy, CcTpagaroLlmx
XU3HEYrpOXaLWNMN N XPOHUYECKUMU  Mporpeccupyowmmm  pegkumm  (opcpaHHbIMK)
3aboneBaHnAMM, NPUBOAALLMMN K COKPaLLEHUIO NMPOOOIDKUTENBbHOCTU XU3HU rpaXaaH u ux
WHBaANMWAHOCTKU, U ero pernoHansHoro cermeHTa" (CobpaHue 3akoHogaTenbcTBa Poccuickon



depepaummn, 2012, N 19, c1. 2428; N 37, cT. 5002).

24 MyHKT 46 Yactn 1 ctaTbn 12 denepanbHoro 3akoHa ot 4 mas 2011 r. N 99-93 "O
NULUEH3MPOBaHUN  OTAEeNbHbIX BuAaoB AgeatenbHocTn" (CobpaHne 3akoHopaTenbCTBa
Poccunckon ®depepaumm, 2011, N 19, ct. 2716; 2012, N 31, cT.4322; 2013, N9, cT1. 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,
CcT. 6047; 2016, N1, ct.51; 2018, N 31, cT1.4838; N 32, cT1.5116; N 45, c1.6841; N 53,
CT. 8424).

MpunoxeHne N 1

K [Mopsaaky HasHavyeHunA
neKapcTBEeHHbIX NpenapaTos,
yTBEpPXAEeHHOMY MpUKa3oM
MuHucTepcTBa 3apaBoOXpaHeHUs
Poccuinckon Pepepaumum

oT 14 auBaps 2019 r. N 4H

KonuyecTtBO HapKOTN4YeCKUX cpeactB Ui NCUNXOTPOMNHbLIX BeLleCcTB, KOTOpPOe MOXeT
ObITb BbINMCAaHO B O4HOM peuenTte

N n/n | MexagyHapogHoe HenaTeHTOBaHHOE dopma BblInycka u Konun4yectBo
HanMeHoBaHME HapKOTUYECKOro U A031poBKa
NCUXOTPOMNHOrO NeKapCTBEHHOIO
npenaparta
1 BynpeHopdumH+HanokcoH TabneTkn 60 Tabnetok
cybnuHreansHble 0,2 (ynakoBka,
mr+0,2 mr kpaTtHasa N 20)
2 BynpeHopduH PactBop ans 30 amnyn
nHbekuun, 0,3 mr/mn 1 | (wnpuy-To6UKOB)
M
3 BynpeHopduH TpaHcaepmMarbHbIv
nnacTbIpb
35 mkr/yac 20 nnacTbipen
52,5 mkr/vac 10 nnacTbipen
70 mkr/yac 5 nnacTbipen
4 AurngpokogenH TabneTku
NPOSIOHIMPOBAHHOIO
AencTeus
60 mr 40 TabneTok
90 mr 30 TabneTok
120 mr 20 TabneTtok
5 MopdovH PactBop ans 20 amnyn
WHBbEKLUUN, (wnpuy-To6rkoB)
pacTeop Ans
NOAKOXHOro
BBEAEHMS
10 mr/mn 1 mn
6 KogoenH+MopduH+HockanuH+anase PacTteop ans 20 amnyn
puvH +TebanH NOAKOXXHOro BBEAEHNS




0,72+5,75+2,7+0,36+0,
05
mMr/mn 1 mn
1,44+11,5+5,4+0,72+0,
1
Mmr/mn 1 mn
7 TpumenepungmH Tabnetkn 25 mr 50 TabneTok
TpumenepnauH PacTBop Ans nHbekuum 20 amnyn
10 mr/mn 1 mn (wnpunu-TO6MKOB)
20 mr/mn 1 Mn
MopduH TabneTtkn (kancynbl)
NPOSOHIMPOBAHHOTO
JencTBus
10 mr 180 Ttabn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 40 Ttabn. (kanc.)
100 mr 20 Ttabn. (kanc.)
200 mr 20 Tabn. (kanc.)
10 MopduH TabneTtku
5 wmr 100 Tabnetok
10 mr 100 Tabnetok
11 MopduH Kannu gnsa npuema
BHYTPb
20 mr/mn 20 mn 4 pnakoHa
12 MopdoumH PacTBop ans npnema
BHYTPb (MOHOL03bI)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
13 OkcukogoH+HanokcoH TabneTtku
NPOSIOHIMPOBAHHOIO
AencTeus
5wmMr+2,5 mr 100 TabneTtok
10 Mr+5 mr 60 TabneTok
20 Mr+10 mr 40 Tabnetok
40 mr+20 mr 20 Tabnetok
14 MponunonundeHnnatTokenatTunnunepn | Tabnetkn 3aweydHblie 20 50 TabneTtok
AVH Mmr
15 ®eHTaHunN TpaHcaoepmanbHas
TepaneBTMnyeckas
cuctema
12,5 mkr/yac 20 nnacTblpen
25 mkr/vac 20 nnacTblpen
50 mkr/vac 10 nnacTbipen
75 Mkr/yac 10 nnacTbipen
100 mKkr/yac 10 nnacTblpen
16 deHTaHun TabneTkn
noAbsA3bIYHbIE
0,1 mr
0,2 mr




0,3 mr 50 TabneTok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHunN Cnpen HasanbHbIN
dnakoH 50 mkr/go3a
2,0 mn1 (10 po3s) 24 conakoHa
3,2 mn (20 po3s) 12 cbnakoHoB
5,0 mn (40 gos) 6 cpbnakoHoB
dnakoH 100 mkr/po3a
2,0 mn (10 go3) 12 dpnakoHoB
3,2 mn (20 po3s) 6 donakoHoB
5,0 mn (40 gos) 3 donakoHa
dnakoH 200 MKkr/po3a
2,0 mn1 (10 go3s) 12 cbnakoHoB
3,2 mn (20 o3) 6 donakoHoB
5,0 mn (40 go3) 3 donakoHa
18 ByTtopdaHon PacTBop Ans nHbekumm 20 amnyn
2 mr/mn 1 Mn
19 HanbydwuH PacTBop Ans nHbekuumn
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 deHobapbuTtan TabneTtku
5wmr
50 mr 50 TabneTok
100 mr

MHdopmaums 06 naMmeHeHusIx:

lNpunoxeHue 2 u3smeHeHo ¢ 9 ¢pespana 2020 e. - [llpukaz MuH3dpasa Poccuu om 11
Oekabps 2019 e. N 1022H

Cm. npeodbidywyto pedakyuro

MpunoxeHune N 2

K MNopsaKky Ha3HaveHus
NeKapCcTBEeHHbIX NpenaparTos,
yTBepPXXAEeHHOMY MpuKasom
MuHucTepcTBa 3apaBoOXpaHeHuUs
Poccuinckon Pepnepauuu

ot 14 auBaps 2019 r. N 44

CnpaBo4HO

PekomMeHAoOBaHHbIEe K UCMONb30BaHUIO COKpaLleHus npum oq)opmneval peuentoB

N n/n | CokpalieHve [MonHoe HanucaHue MMepeBog
1. aa ana no, NOPOBHY
2. ac, acid. acidum KucroTa
3. aer. aerozolum a’po30sib
4. amp. ampulla amnyna




9. aq. aqua Boda
6. ag. purif. aqua purificata BOJA OYMLLEHHas
7. but. butyrum Macno (Teepgoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CNOXHbIN
10. D. Da (Detur, Dentur) Bbigan (MNycTb BblgaHo, MNMyctb
OygeT BblgaHo)
11. D.S. Da, Signa Detur, Signetur Bbigan, 0603Haub
MycTb BygeT BbIAaHO,
O603HaveHo
12. D.t.d. Da (Dentur) tales doses Bbigan (MNycTtb 6yayT BblaaHbl)
Takune o3bl
13. dil. dilutus pa3BefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasgenun Ha paBHble YacTu
15. emuls. emulsio amMynbcus
16. extr. extractum AKCTPAKT, BbITAXKaA
17. F. Fiat (fiant) MycTb obpasyetcsa
(obpasytotcs)
18. gran. granulum rpaHynbl
19. gt., gtt gutta, guttae Kanng, Kanauv
20. gtt. peror. guttae peroralis Kanav gns npuema BHyTpb
21. inf. infusum HacToun
22. in amp. in ampullis B amnynax
23. in tab. in tab(u)lettis B TabneTkax
24. in tab. prolong. in tab(u)lettis prolongatis B TabneTtkax c
NPONOHIMPOBAHHbIM
BbICBOOOXAEHNEM
25. in tab. prolong. in tab(u)lettis prolongatis B TabneTtkax c
obd. obductis NPOJSIOHIMPOBaHHbLIM
BbICBOOOXAEHNEM, NOKPbITbIX
060noyKom
26. lin. linimentum Xnakas Masb
27. lig. liquor XWOKOCTb
28. lot. lotion NOCbOH
29. m. pil. massa pilularum nunonbHag macca
30. membr. bucc. membranulae buccales NieHKN 3aLleyHble
31. M. Misce, Misceatur Cwmewan (Myctb 6yget
CMELLaHO0)
32. mixt. mixtura MUKCTYpa
33. N. numero YMCrioM
34. ol. oleum Macno (kuakoe)
35. past. pasta nacrta
36. pil. pilula, pilulae MU, NUNONKU
37. p. aeq. partes aequales paBHble 4YacTu
38. ppt., praec. praecipitatus OCaXAeHHbI’
39. pulv. pulvis NOPOLLIOK
40. g.s. guantum satis CKONbKO notpebyeTcs,
CKOJTbKO Hago
41. r., rad. radix KOpPEHb




42. Rp. Recipe Bosbmu
43. Rep. Repete, Repetatur MosTopu (INycTb 6yaeT
NOBTOPEHO)
44, rhiz. rhizoma KOpHEeBULLIE
45, S. Signa, Signetur O6o3Haub (MycTb byget
00603Ha4YeHo)
46. sem. semen cemd
47. simpl. simplex npocToun
48. Sir. sirupus cmpon
49, sol. solutio pacTBop
50. sol. peror. solutio peroralis pacTBOp A4S Npuema BHYTPb
51. spr. spray cnpeu
52. Spr. nas. spray nasale cnpeun HasanbHbIn
53. supp. suppositorium cBevYa, Cynno3uTopumn
54, susp. suspensio CyCneH3unsd, B3BECb
55. tabl. tab(u)letta Tabnetka
56. t-ra, tinct. tinctura HacToVKa
57. STT Systemata TpaHcoepmarnbHas
Therapeutica TepaneBTuyeckas
Transcutanea Cuctema
58. ung. unguentum Masb
59. vitr. vitrum CKIIsiHKa
MpunoxeHune N 2
K npukasy MMHuctepcTBa 3apaBoOOXpaHeHuUs
Poccuinckon Pepepaumum
ot 14 auBaps 2019 r. N 4H
FTAPAHT:

Cwm. gaHnyto cbopmy B pegaktope MS-Word

MyHMCTEPCTBO 3OPaBOOXPaHEeHUI
Poccurickom demepalumnm

HaummenoraHue
MEeOMUMHCKOM OpTraHM3alumn

HammMmeHoOBaHUME
VHIOIVBUIOYAJbHOI'O MNPEenlprHMMAaTEIIA

(yxazaTe aznpec,
HaVMEHOBAHME OpTraHa T'OCYyOapCTBEHHOM
BEIIABIIETO JIMLIEHS3MIO)

BJIACTH,

(mTamr)

(mTamr)

Popma peuenTtypHoro 6navka N 107-1/y

Kon dopwmer no OKY[I

Kon yupexpmenmsa no OKIIO
MemnyumHCKas IOKyMEHTAaLM
®opma N 107-1/y

YTBepxIOeHa NIPUKas30M
MyHMCTepCTBa 30PaBOOXPAaHEHUA
Poccurickon denepauun

or 14 gupapsa 2019 r. N 4H

HOMEP M »OaTy JIMUeH3UlM,

dammnng,

PELEIIT

(BBpoOCHENT, BEeTCKMI — HYXHOE MNONYEPKHYTH)

" 20 1.

MHMLMAJIEL MMEHM M OTuecTBa (rIocjenHee - npn HaJIMumum)

IIallMEHTAa




JaTa poXOeHuda

(DaMI/IJ'H/IFI, VHMLIVAaJIBL MMEeHM UM OTUeCTBa (nocnen
Jledyamero Bpada (desnbnuepa, akKyLEepKM)

Hee - I[pM HaJaWduM)

[Noonmcso
¥ I[IedaThk Jledalle'o Bpada
(momnuce Oernpaumepa, aKyLEpPKM)

PeuenT melcTBUTEJIeH B TeueHue 60 mHeM, Oo

(HyXHOE€ MNOOUEPKHYTH)

O6opoTHasT CTOPOHA

1 roma ( )
(ykasaTh KOJMUECTBO MECHIIEeB)

JI

OTMeTKa O HAa3HAUYEHUU
€KapCTBEHHOT'O Ipernapara 0
PEUEeHMI BpadyebHOM KOMMCCUU

MpuroTtoBun

[MpoBepun

OtnycTtun

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

MyHMCTEPCTBO 3OPaBOOXPaHEeHUI
Poccurickom denmepalmum

HamuMeHOBaHME (WITaMII)
MEeOMUIMHCKOM OpIraHM3alLun

HauMeHOBaHME (WITaMII)

Ko
Me
do
YT
Mu
Po

o dopmer o OKYJH 3108805
IOIVIVHCKAS HOOKYMEeHTAalMs

pma N 148-1/y-88

BEPXIEeHa IIPpMKa30M
HUCTEepCTBa 3OPaBOOXpPaHeHUs
ccurickonm denmepaumnmn




VHIVMBUOYAJIBHOTO MNPellpMHMMAaTEeNS or 14 suBaps 2019 r. N 4H
(ykazaTh azmpec, HOMEp M »aTy JMLEH3UM,

HaVMeHOBaHMEe OpraHa I'OCYHAapCTBEHHOM

BJIACTM, BBIOABIIEITO JIMILEH3MUIO)

rrariri rrarairiri
Cepma | || [l L N L F T
[y Ty [Ny Y Y Iy

PELEIT "o 20 .

(maTa odopmIIeHMA pelLenTa)

(B3pOCHLEM, IOEeTCKMM — HYXHOE IMNOOUEPKHYTH)

damMmnma, MHMLUMAJE MMEHM M OTUeCcTBa (IocjiefHee - IIPpU HaJWdMu)
nauveHTa

JaTa poxneHuda

Alpec MecTa XMUTeJIbCTBa MM N MeIMUMHCKOM KapTe aMOyJlaTOpHOTO IalMeHTa,
nojiydyamomero MeIMIMHCKYI [IOMOUb B aMOyJIaTOPHHX YCJIOBUSAX

daMmyMsa, MHMLUMAJE MMEeHM UM OTUeCTBa ([IocjiemHee — TIIPM  HAaJIMUMM)  Jledalero
Bpaua (Qenbrumepa, akyLEepKM)

Pyo. Kom. Rp:

[loonmMce M HnedaThb Jiedallero Bpaua M.II.
(mopnmuce Qenpamepa, aKyLEepKHM)

PellenT OeMCTBUTEJIEH B TeueHUe 15 mHen

OBopoTHast CTOPOHAa

OTMeTKa O HA3HAUEHUU
JIEKAPCTBEHHOTO IpelnapaTa Io
PEeLeHM0 BpadeBbHOM KOMMCCUMU

MMpurotosun [MpoBepun OtnycTtun




WHdbopmaLms 06 nsmeHeHusix:
®opma usmeHeHa ¢ 9 gpespans 2020 e. - lNpuka3 MuH30pasa Poccuu om 11 dekabps 2019 e. N 1022H
CM. npeodbidywyto pedakyuro

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

MMHMCTEPCTBO 3IOPaBOOXPaHEHUSI MECTO IJIAd WTPUXKOIA* YTBEPXIEHA
Poccurickom denmepalmum npmkasoM MMHMCTEPCTBa 3IOPaBOOXPaHEHUA
Poccurickom Qenmepalumn
or " " 2019 r. N
MTaMn
Kon

MEIMIUIVHCKOM OPTIaHM3alUuN

Tamn
Kon
MHIVMBUIOYAJIBHOTO MNPenlpMHMMATEeNS

Ko doopmbl no OKY[] 3108805
®opma N 148-1/y-04 (n)

Koa kateropum rpaxkgaH | Kog Hozonornveckon gpopmbl (no MKB) | McTouHmk ouHaHcupoBaHus: | % onnaTtbl: (MOAYEPKHYTL)
(moayepkHyTb) 1. BecnnatHo
1 ®epepanbHbI OlooXeT 2. 50%
2. brogxer cybvekta  Poccunckon | 3. nHon %




depnepaumm
3. MyHuumnaneHbin GrooxeT

PELENT Cepus N

daMuIIMsa, MHMLMAJBE MMEeHM M OTUeCcTBa (IocjenHee
IIaluMMeHTa

- [OPpY HaJIW4UN)

HDaTa odopMIIeHMSA :

IaTa poxneHuda

20

CHUNC

N nonuca
obs3aTenbHOro
MeONLMHCKOro
CTpaxoBaHUs:

Homep Me,JIMLLMHCKO]Z KapTe IIalMeHTa, I[I0JIydarmeIro MeIMIVMHCKYI IIOMOIBL B aMGyJ’IaTOprIX YCIIOBUMAX

damMmnmsa, MHMLMAJL MMEHM M OTdUecTBa (HIocjenHee
Jledaumero Bpada (Qesprumepa, akyllepKu)

- [OPpKM HaJM4dUM)

Pyo. Kom. Rp:
D.t.d ...
Signa:

[lognuche M HedaTh Jedawero Bpada
(moonmuce odernpamepa, aKyllepKHU)

PeuenT mencrBuUTeJeH B TeuenHme 15 muem, 30 nHen,

90 mHem

M.II.

(HyXHOEe MNOIOYEPKHYThH)




OTnymweHo IO pelenTy:

TOpI‘OBoe HaVIMeHOBaHMEe ¥V IOO3MPOBKaA:

IDaTa ornycka: " " 20 T.

KosmuecTBO @

[TopuroToBmi:

[TpoBepu:

OTnyCcTui:

Kopemok pelLenTypHOTO OJjiaHKa
HavMeHnoBaHUE

JIEKAaPCTBEHHOTO IIperaparTa:
HosupoBKa:

Crnocofb NprMeHeHU:
IpoOoOIXNTENIEHOCTD

oHem

KommuecTBO NpPMEMOB B IOEHb
Ha 1 npuewm:

: pas

en.

*B Clniydae n3rotosrieHuna peuentypHoro OnaHka ¢ MCnonb30BaHNEM KOMMNbKOTEPHbIX TEXHONOrnm

OGopoTHas cTopoHa

OTMeTKa 0 HasHa4YeHUN NeKapCTBEHHOTO
npenapara no peLueHuno BpadeGHom
KOMMUCCUM

[MpuroTtoBun

IMpoBepun

OTtnyctun

Mpunoxexnne N 3

K npukasy MuHuctepcTBa 3apaBoOXpaHeHus
Poccumnckon ®epnepauun

oT 14 auBaps 2019 r. N 44




Mopsapok
odopMneHns peuenTypHbIX 6/1aHKOB Ha NleKapCTBEHHbIe npenapaTbl, UX y4YeTa U XpaHeHuUs

l. OchopmneHue peuenta Ha GyMmaKHOM HocuTene

MHdopmaumns 06 nsmeHeHusx:
lMyHkm 1 usmeHeH ¢ 9 gpesparns 2020 a. - lNpuka3 MuH3Opasa Poccuu om 11 dekabps 2019 2. N 1022H

Cm. npeodbidywyto pedakyuro

1. Ha peuentypHbix 6naHkax dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B neBOM BepxHEM Yriny npocTaBnseTcsa LwTamn
MeAMLMHCKOM OpraHM3auumn ¢ ykasaHMeM ee HauMeHOBaHUs, agpeca u TenedgoHa.

[ononHutensHO Ha peuenTypHoM 6naHke coopmbl N 148-1/y-04(n) npoctaBnsaeTcsa Kog MeguUMHCKON opraHn3aunmn B COOTBETCTBUN C
OCHOBHbIM rocyaapCTBEHHbIM PerncTpaumoHHbiM Homepom (ganee - OMPH).

Cepus peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BknovaeT kog cybbekta Poccuinckon degepauumn, COOTBETCTBYOWNN OBYM
nepsbiM Umndpam ObLiepoccuinckoro knaccngukaTtopa o6bLEKTOB agMUHUCTPATUBHO-TEPPUTOpPManbHOro genenus (ganee - OKATO).

PaspewaeTcs unarotasnueaTtb peuentypHble 6naHkm dopmbl N 107-1/y n cdopmbl N 148-1/y-04(n1) ¢ NOMOLWBIO KOMMBIOTEPHbIX
TEXHOJIOrnN.

2. Ha peuentypHbix 6naHkax, opopMnsaembix UHAMBUAYaNbHbIMU NPeanpUHUMATENAMU, UMEKOLWMMN NINLEH3NI0 Ha MEeAULMHCKYHO
AEeATeNbHOCTb, B BEPXHEM JeBOM Yriy Tunorpadckmm crnocobom wunu nytem nNpoCTaBfieHus LwTamna [omkeH OblTb ykasaH agpec
MHONBMOYaNbHOMo NpeanpuHMMaTens, Homep 1 gaTa NUMUEH3Nn, HaMMeHOBaHNE OpraHa rocyapCTBEHHOW BNACTW, BblAABLLETO SULIEH3NIO.

3. PeuentypHble 6naHkn dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHa0TCA MeANUMHCKUM paboTHUKOM pa3bopumBo,
4YeTKO, YEPHUNAMMN UIN LLIAPUKOBOWN PYYKOMN.

4. [lonyckaetca oopMreHne BCEX PEKBU3UTOB (3a MCKNOYeHMeM pekBuanta "lognuck nedvawiero Bpada (nognucb denbawepa,
akywepkun") peuentypHbix 6naHkoB dopmbl N 107-1/y, doopmbl N 148-1/y-88 n popmbl N 148-1/y-04(n) ¢ ncnonb3oBaHMEM NevaTalowmx
YCTPOWCTB.

5. Ochopmnenne peuenTypHbix 6naHkoB popmbl N 148-1/y-04(n1) BkntovaeT umdpoBoe KogmpoBaHUE.

LincbpoBoe koanpoBaHue ykasaHHbIX peuenTypHbiX 611aHKOB BKNOYaET:

1) kog wmepguumHckonm opranmsaumm (OMPH) wnm kog wvHAMBMAyanbHOro npeanpuHumatens B cooTBeTCcTBUM C  OCHOBHbIM
rocyaapCTBEHHbIM PErNCTPALMOHHBIM HOMEPOM UHAMBMAYyanbHOro npegnpuHumatens (ganee - OMPHWIT), npocTtaBnsiembin npwu
N3roTOBMEHMM peLenTypHbIX BNaHKoB;

2) kon KaTeropuu rpaxgaH, UMelLWMx MNpaBO Ha MOflydYeHue feKapCTBEHHbIX MnpenapaTtoB B COOTBETCTBMM CO cTaTben 6.1
denepanbHoro 3akoHa ot 17 wonsa 1999 r. N 178-®3 "O rocyoapCTBeHHOW coumarnbHoi noMolm" 1, n Ko Ho30mormyeckon opMbl Mo



MexayHapoaHon ctaTucTuyeckon knaccudpukaumm bonesHen (ganee - MKB), 3anonHsaemMble nevyawium BpavyoM MyTEM 3aHECEeHUS KaKaon
LMpbl B NYCTble SYENKU, NPU 3TOM TOYKa NPOCTaBMAETCH B OTAENbHOW SYENKe;

WHdbopmaLms 06 nsmeHeHusix:
lModnyHkm 3 usmeHeH ¢ 9 ¢pespans 2020 a. - lNpuka3 MuH3dpasa Poccuu om 11 0ekabpsi 2019 e. N 1022H

CmM. npeodbidywyto pedakyuro
3) otmeTka 06 wucTodHMKE UHaAHCMpoBaHnA (denepanbHbii GogpkeT [1], GogxeT cybbekta Poccunckon Pepepaumm [2],
MyHUUMNaneHbIn 6ooxeT [3]) n npoueHTe onnaTtel peuenta (becnnaTtHo [1], 50% [2], uHon % [3]);

MHdopmaums 06 nsmMeHeHusx:

[MyHkm 5 dononHeH nodnyHkmom 4 ¢ 9 ¢pesparns 2020 a. - Npuka3 MuH3Opasa Poccuu om 11 dekabpsi 2019 2. N 1022H

4) WTPUXKOA - AOMOSHUTENbHBLIN PEeKBU3UT (B Criydae WU3roTOBMEHUA Ha Tepputopum cybbekta Poccuiickon ®egepauunm
peuenTypHoro 6naHka ¢ MCNOSIb30BaHMEM KOMMbIOTEPHbBIX TEXHOSOMN).

6. B peuentypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "damunusa, nHuymnans MUMeHn N oTyecTBa
(nocnegHee - npu HanMuMn) naumeHTa" ykasblBaloTCa hamMuUnus, MHULMaNbI UMEHM U OTYeCTBa (NPWY HaNU4MM) NauneHTa.

7. B peuentypHbix 6naHkax c¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpace "[data poxaeHua" ykasbiBaeTca naTa
pOXOEeHUsa nauyueHTa (YMcno, mecsu, rog).

[ononHutensHO B peuenTypHbIx 6naHkax dpopmbl N 148-1/y-88 n coopmbl N 107-1/y ans aeten B Bo3pacte Ao 1 roga B rpadpe "Hata
poxaeHua" ykasblBaeTCs KONMYEeCTBO NOJSTHbIX MECALIEB.

8. B peuenTtypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpadax "CHUIIC" n "N nonuca obasaTtesibHOro MeauumMHCKOro ctpaxosaHms"
yKa3blBalOTCA CTPaxOBOM HOMEpP MHAMBMAYarbHOro NMUEBOro cyeTa rpaxaaHunHa B NeHcmoHHom doHae Poccuinckon ®epepaunn (CHAJIC)
(Npn Hanuuun) 1 Homep nonmca o6A3aTenbHOro MeANLMHCKOro CTpaxoBaHus.

9. B peuenTtypHbix 6naHkax dopmbl N 148-1/y-88 B rpade "Agpec mMecta XuTenbcTBa UMM HOMEP MEAULMHCKOW KapTbl MauUWEeHTa,
nony4yaroLLero MeguLmMHCKY0 NOMOLLb B aMOynaTopHbIX YCNoBusx", ykasbiBaeTcs agpec MecTa XuTenbcTBa (Mecta npebbiBaHus Unn mecTta
haKTUYeCKOro NPOXMBaHNA) NaumMeHTa unnm HoMep MeANLNHCKON KapTbl NauMeHTa, nony4varowero MegULMHCKYO NOMOLLb B aMBynaTopHbIX
yCroBUsIX 2.

B peuentypHbix 6naHkax cgopmbl N 148-1/y-04(n) B rpade "Homep mMeguuMHCKOM KapTbl NauveHTa, nonydarowero MeamunHCKyH
nomoLlb B ambynaTtopHbIX YCroBusX" ykasbiBaeTCs HOMEep MeOMLUMHCKOM KapTbl NauueHTa, nonyvarwero MeauumMHCKYt MNOMOLLb B
ambynaTopHbIX YCroBusix 3.

10. B rpade "damunua, nHuumansl UMEHM U OoT4yecTBa (nocnegHee - Npu Hanuuum) nedawlero Bpadva (denbaliepa, akywepku)"
peuentypHbix 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4HbiM CnocobOM unM C NOMOLLBK LUTamMna yKasblBaloTCA
damMunusa, uHUumnansl MMeHW K oTvecTBa (MocnegHee - NpU Hanuuuu) MeguuMHCKOro paboTHMKa, Ha3HauYMBLLEro NeKapCTBEHHbIe
npenapatbl U 0hOpPMUBLLEIO peLenT.

11. B rpadpe "Rp" peuenTypHbix 6naHkos oopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBaeTcs:



1) HaumMeHOBaHWEe neKapCTBEHHOro npenapata (MexayHapooHOe HenaTeHTOBaHHOEe HauMeHOBaHue, rpynnupoBOYHOE UMK
XMMUYeCKoe HaMMeHOBaHWe, TOProBoe HauMeHOBaHWe) Ha NaTMHCKOM s3blke, (bopMa Bbinycka, [O3MPOBKa, KOSIMYECTBO;

2) cnocob npuMeHeHus NekapCTBEHHOro npenapaTa Ha rocyaapCTBeHHOM sA3blke Poccuiickon ®egepauumn nnn Ha rocyaapCTBEHHOM
a3blke Poccuiickorn ®enepaumm n rocyaapCcTBEHHOM s3blke pecnybnuKk 1 UHbIX A3blkax HapoaoB Poccuiickoin denepaumm 4.

12. Mpun odcdopmMmneHnn peuenTypHbIX ONaHKOB 3anpellaeTcs orpaHn4MBaTbCA OOLWIMMM yKaszaHMsaMK, Hanpumep, "BHyTpeHHee",
"M3BecTHO".

13. PeuenTt, odopmneHHbin Ha peuentypHom 6naHke d¢opm N 148-1/y-88, N 107-1/y wn N 148-1/y-04(n), noanucbiBaeTcs
MeAULUMHCKMM paboTHMKOM 1 3aBepseTcs ero nevyatblo.

Peuent, odopmneHHbln Ha peuentypHoM 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) gononHUTENbHO 3aBepseTcs
neyaTbio MeauLMHCKON opraHmsaumm "[na peuentos”.

14. Ha ogHom peuentypHoMm 6naHke ¢opmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n1) paspeluaetcs OCyLLeCTBNATbL HasHayeHue
TONbKO OOHOr0 HaMMEHOBaHMA fiekapCTBEHHOrO npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspellaetcs OCYyWeCTBASATb Ha3HayYeHWe TOSbKO OOHOro HauMeHOBaHUSA
NleKapCTBEHHOro npenapata, oTHocsweroca no ATX Kk aHTuncmuxoTtudeckum cpeactsam (kog NO5A), ankcmonutukam (kog NO5B),
CHOTBOPHbIM U cegatmBHbiM cpeactBaMm (kog NOSC), aHTugenpeccaHTam (kog NO6A) n He nognexaiwero npegMeTHO-KONMYecTBEHHOMY
yyeTy, U 0O TPeX HaMMEeHOBaHWUI NieKapCTBEHHbIX NpenapaToB - AN UHbIX NIEKAPCTBEHHbIX NPenapaToB, HE OTHECEHHbIX K BbllLeyKa3aHHbIM
ATX.

15. VicnpaBneHnsa B peLenTte He 4onyCcKarTCs.

16. Mpun ocopmneHnn peuenTypHbix 6raHkoB ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha nekapCTBEHHble npenaparhbl,
Ha3Ha4YeHHble NO peLleHNto BpadebHoM KoMnccum, Ha obopoTe peuenTypHoro 6naHka ctaBuTCA cneumanbHasa oTMeTka (Ltamn).

17. Ha peuentypHom 6GnaHke c¢opmbl N 148-1/y-04(n) BHW3Y UMeeTCs NMHUS OTpbiBa, pasgensiowas peuenTypHbin 6raHk u
KOPELLOK.

Kopelluok oT peuenTta, 0(poOpMIEHHOIO Ha YkadaHHOM peLenTypHOM OnaHke, BblgaeTcsa naumeHTy (ero 3akoHHOMY NpeacTaBUTENO) B
anTevyHon OpraHu3auun, Ha KOpeLlKke AeriaeTcs oTMeTKa O HaMMEeHOBaHWUM NEKapCTBEHHOrO npenapara, A03MPOBKe, Konnyectse, cnocobe
NPUMEHEHNS.

18. OdhopmneHne cneumanbHOro peuenTypHoro 6raHka Ha HapkoTU4eCcKoe CpeaCTBO U NCUXOTPOMNHOE BELLECTBO OCYLLECTBNSAETCS B
COOTBETCTBUM C npuka3zoM MuHucTepcTBa 3gpaBooxpaHeHusi Poccurckon depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepxaeHuun
dopmbl BNaHKOB peLenToB, cCoaepXallmMx HasHaYeHMe HapKOTUYECKUX CPEeACTB UMM MCUXOTPOMHbIX BELLECTB, MOPsiAKa UX U3roTOBMNEHUS,
pacnpeeneHusi, peructpaumm, yyeTa u XxpaHeHusi, a Takke npasun odopmneHns" o,

Il. OchopmneHue peuenta B Ppopme 3NEKTPOHHOIro AOKYMEHTa



19. Peuent B (opMe 3MeKTPOHHOro AOKyMeHTa, MOAMNUCAHHOIO YCUMNEHHOW KBanMOUUUPOBAHHOM SMIEKTPOHHOW MNOLMUCHIO,
dhopmmpyeTcs MEOULUMHCKUM pabOTHUKOM, CBEAEHMS O KOTOPOM BHECEHbI B dhefeparnbHbIi perucTp MeauumMHCKUX paboTHUKOB ©, a Takke
npu ycrnoBuu peructpaumm MeauuUHCKOW opraHusauuu, B KOTOpou odopMnseTcs peuent, B eaepanbHOM peecTpe MeOULMHCKMX
opraHusauuin ’ eQuHoW rocyaapcTBEHHOW MHAOPMALMOHHOW CUCTEMBI B cdhepe 30paBOOXPaHEHUS U MOOKMIYEHMS Takon MeauLMHCKON
opraHun3aLun K rocyapcTBEHHOM MHOPMALIMOHHON cucTeMe B cchepe 3apaBooxpaHeHns cyobekTa Poccuiickon Gepgepaumm 8.

20. Mpwn odopmneHnn peuenTta B oopMe 3NEKTPOHHOIO AOKYMEHTA Ha NeKapCTBEHHbIE NpenapaTbl, ykadaHHble B NOAMNyHKTax 2 - 5
nyHkta 10 n nyHkte 12 lMopsagka HasHayeHUs NeKapCTBEHHbIX MpenapaTtoB, YTBEPXOEHHOro HaCTOSLWMM MNPUKasoM, U OTMyCKaemble 3a
MOSIHYH CTOMMOCTb, 3aMOSTHAKTCS crneaylowmne pekBu3nTbI:

1) kog cybbekta Poccuinckon ®epepauum no OKATO, onpepensaiowmin rocygapCTBEHHYHO MHAOPMAUMOHHY0 cuctemy B cdepe
3apaBooxpaHeHns cybbekta Poccuinckon degepaumm B KOTOPO ChopMUpOBaH peuenT B hopMe 3MEKTPOHHOIO JOKYMEHTa;

2) HaMMeHOBaHMe MeOVUMHCKOW opraHu3auun, agpec, TenedoH nnn amunusa, nHuumansl UMEHN 1 OT4YecTBa (MocnegHee - npu
HaNU4Mn) MHOMBUAYaNbHOro NPeanpPUHUMaTENs, UMEIOLLEro NIMLEH3NI0 HA MEeAUNLIMHCKYI0 OeATENbHOCTb, ero agpec;

3) OI'PH topugmnyeckoro nuua (MeanumHckon opranunsaumm) unn OFPHUIM nHamemayanbHOro npeanpuHMMaTens;

4) nata ohopmneHuns peuenta (ykasblBaeTcsl YUCNO, MecsL, roa);

5) pata okoH4aHus gencteus peuenta (PoOpMUPYETCHA rocyaapCTBEHHON MH(OPMALMOHHON CUCTEMOWN B cdepe 34paBOOXPaHEHUS
cybbekTa Poccuiickon ®egepauum B COOTBETCTBUM CO cpokamu aencteusa peuentos: 15 gHen, 30 gHen, 60 gHen, 90 aHen, go 1 roga);

6) yHMKanbHbIA HOMEp peuenTta (bopMUpyeTcsa rocyaapCTBEHHON MHAOPMALMOHHOM CUCTEMOM B chepe 34paBOOXpaHEeHUs cybbekTa
Poccunckon ®depepauumn n obecnevmBaeT O4HO3HAYHY MAEHTUdUKaUMIO peuenta B dOpMe 3NEeKTPOHHOro AOKYMEHTa B COYETaHUn C
OKATO, OI'PH nnun OrPHUIN);

7) oTmMeTkM "cito" (cpo4HO) nnu "statim" (HemeaneHHo) Npu HEOBXOAUMOCTM CPOYHOrO UNN HEMESIEHHOIO OTMYCKa fIeKapCTBEHHOIO
npenapara nauueHTy;

8) agpec nauuneHTa (ykasbiBaeTCs NOYTOBLINM aApec MecTa XUTenbcTBa (MecTta npebbiBaHnst NnNu mecta akTU4eCcKoro NpoXmnBaHus)
C YKa3aHMeM WHOEeKCa, HaMmMmeHoBaHus Kpasi, obnactu, pecnybnvki, aBTOHOMHOIO OKpyra, HauvMEHOBaHWS HaCEeNeHHOro nyHkKTa,
HanMeHoBaHWsS yNuupbl (NpocnekTa, nepeyrnka, npoesna), Homepa gomMa (C ykaszaHueM Kopnyca, Npu Hanumymmn), Homepa KBapTupbl);

9) HOMep 3NEeKTPOHHOM MEAMLMHCKOW KapTbl NauMeHTa B rocygapCTBEHHOW MHOPMAaLMOHHOM cucTeme B cdhepe 3apaBoOXpaHEHNs
cybbekTa Poccuickon ®efepauuu;

10) dbamunus, nms, 0T4ECTBO (NPW HanNMYMK) NaumMeHTa NOSTHOCTbLIO;

11) paTta poxgeHus naumeHTta (ykasblBaeTCsl YMCno, Mecsu, rof), ana geten o 1 roga OOMNOMAHUTENBHO YKa3biBaeTCHA KONMYECTBO
MOSHbIX MECSILIEB;

12) dhamunnus, nHMumansl UMEHN U OTYeCTBa (NocneaHee - NPU HanMymMm) MeEQULMHCKOrO paboTHMKA MNOMHOCTLIO;

13) HanmeHOBaHME NEeKapCTBEHHOro mnpenapaTta (MexayHapoaHOe HenaTeHTOBaHHOEe HauMeHOBaHWe, TpynnMpoOBOYHOE UMU



XMMUYECKOe HanMeHOBaH1e, TOProBoe HaMMeHOBaHWe) Ha NaTUHCKOM s3blke, 403UPOBKa, (hopMa BbinycKa, KONMYeCcTBO;

14) cnocob npMMeHeHUs NekapCTBEHHOMO nNpenapara Ha rocygapcTBeHHOM A3blke Poccuiickon ®epepauum nnm Ha rocygapCTBEHHOM
a3blke Poccuiickoin denepaumm 1 rocyaapcTBEHHOM A3blke pecnybnmk 1 HbIX A3blkax HapogoB Poccuiickorn ®epepaunn °.

15) NnpusHak yTBep>XaeHUA Ha3HaYeHUs NnekapCTBEHHOro npenapara no peLlleHnto Bpa4ebHon KOMUCCUN MeANLIMHCKOM opraHm3aLumu,;

16) OTMeTKa O Ha3Ha4YeHUN NeKapCTBEHHOro nNpenapara No peLleHno BpavyebHoM KOMUCCUN MEOULMHCKOW OpraHu3auumn B cny4yasx,
yKasaHHbIX B ab3aue BTOpOM MyHKTa 6 [Nopsaaka HasHayeHss nekapCTBEHHbIX NpenapaTos, yTBEPXXOEHHOrO HAaCTOSALWMM MPUKa3oM;

17) oTMeTKa O cneuuanbHOM Ha3Ha4YeHUU NeKapCTBEHHOro npenapaTa (3anosiHaeTca B cryyasiX, ykasaHHbIX B MyHkTax 16 n 25
Mopsaka HasHaYeHUs NekapCTBEHHbIX NpenapaToB, YTBEPKAEHHOro HaCTOALWMUM NPUKa3oMm);

18) oTmeTka O chneumanibHOM Ha3Ha4YeHUM NeKapCTBEHHOro npenapaTta NauueHTy c 3aboneBaHwem, TpeldylwuM LANTESNbHOMo
KypCOBOroO fneveHus (3anonHaeTca B cnyyae, ykasaHHOM B NyHKTe 24 [Mopsiaka HasHavyeHus nekapCTBEHHbIX NpenapaToB, YTBEPXXOEHHOro
HaCTOSLLMM NPUKa3oM) C NPOCTaBfiEHMEM NEPUOANYHOCTN OTNYCKa flekapCTBEHHOroO npenaparTa;

19) npu odopmneHmn peuenta B bopme 3NEKTPOHHOIO AOKYMEHTa Ha NeKapCTBEHHbIE nNpenapaThl, YkasdaHHble B NoAnyHKTax 2 - 5
nyHkTa 10 n nyHkTe 12 MNopsaka Ha3HayYeHUs nekapcTBEHHbIX MpenapaToB, YTBEPXKAEHHOrO HaCTOAWMM NPUKa3oM, rpaxxgaHam, UMeLnm
npaBo Ha GecnnaTHoe MofyyYeHWe NeKapCTBEHHbIX NpenapaTtoB UMW NOyYeHWe NeKapCTBEHHbIX NMpenapaTtoB CO CKUAKOMW, 3anofiHAKTCA
PeKBU3NTbI, NPegyCMOTPEHHbIE NognyHKTaMu 1 - 18 HacTosLWero NyHKTa, a Takke cnegyolmne pekBusnTbl:

a) KaTeropus rpaxgaH, UMeroLLMX NpaBo Ha NofyYyeHne fekapCTBEHHbIX NpenapaTtoB B COOTBETCTBMM CO cTaTben 6.1 PepepanbHoOro
3akoHa oT 17 uonga 1999 r. N 178-®3 "O rocyaapcTBeHHoW colpansHon nomotumn” 19;

0) kog Ho3onorudeckon gopmbl No MKB;

B) UCTOYHMK omHaHcupoBaHus (1 - depepanbHbii BogxeT, 2 - GrogxkeT cybbekta Poccuinckon degepaumm, 3 - MyHUUMNANbHbIN
BroaxeT);

MHdopmaums 06 nsmMmeHeHmsx:
[ModnyHkm "2" usmeHeH ¢ 9 ¢pespans 2020 a. - lNpuka3 Mu+H3dpasa Poccuu om 11 0ekabpsi 2019 e. N 1022H

Cwm. npedbidywyto pedakyuro

r) pasamep onnatbl (1 - 6ecnnaTHo, 2 - 50%, 3 - nHon %);

[) CTpaxoBOW HOMEP MHAMBUAYaNbHOIO NMLEBOro cyeTa rpaxagaHvnHa B [eHcmoHHoM ¢hoHae Poccuiickon ®epepauun (Npy Hannymm)
(CHUNC);

e) Homep nonunca o6a3aTenbHOro MeEANLMHCKOrO CTPaxoBaHWS.

21. lMpwn npocTtaBneHUn OTMETKWU, yKaszaHHOW B noanyHkTe 16 nyHkTa 20 HacTtoswero lNMopsagka, peuent B dOpMe 3f1EKTPOHHOro
AOKYMEHTa NoanncbIBaeTCAa YCUINEHHOW KBanMUuMpoBaHHOW 3NEKTPOHHOM NOANUCHI0 NpeacenaTens unm cekpetapsi BpadebHoM KoMUCCum
MeANLMHCKOWN opraHu3aLmm, Npyu NnpocTaBneHnmn oTMETOK, yKasdaHHbIX B noanyHkTax 17 n 18 nyHkra 20 HacTosawero Nopsaaka, - yCuneHHbIMK
KBanMMLUMPOBaAHHBbIMWN 3MEKTPOHHBIMW NOAMNUCAMUN COOTBETCTBYHOLUNX MEANLMHCKNX PABOTHUKOB.

22. Mo TpeboBaHMIO NaUMEHTa WK ero 3aKOHHOro npeactaBuTenst obopMnseTcs ak3emnnap peuenta B hopme 3MeKTPOHHOro



AOKyMeHTa Ha BymMaxHOM HocuTene, B TOM 4ucre nytem ero oopMieHuss Ha peuenTypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88,
N 148-1/y-04(n) c otmeTkon "[dybnukat aNeKTPOHHOro JOKYMeHTa".

lll. YyeT peuenTypHbIX 6naHkoB

23. Y4eT peuentypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), m3rotaBnmBaembix Tunorpadckmm crnocobom
(manee - peuenTypHble GnaHku, nognexaiwime y4yeTy), OCYLLEeCTBMSETCS B XXypHanax ydeta, NPOHYMepOBaHHbIX, MPOLUHYPOBAHHbIX W
CKpEenSieHHbIX NOAMUCLI0 PYKOBOAUTENS U MNeyvyaTbid MeAUMUMHCKOW OpraHvsauvM unu noanucbio UHOMBMAOYanbHOro npeanpuHumaTens,
UMEILLEro NNLEH3NIO HA MEANLMHCKYI0 OeATENbHOCTb.

24. XXypHan y4eTta peuenTypHbix 6naHkoB doopmbl N 107-1/y cogepxut cnegytowime rpadbl:

1) HOMep No NOPAAKY;

2) B pasgene "lMpuxoa™:

a) AaTa perncrTpaunmn oKyMeHTa, noaTBEpKAatoLLEero NoCTynneHune;

6) Homep 1 faTa OKYMeHTa, NoATBEPXKAALEro NOCTynfieHne, HAaMMeHOBaHWe NOCTaBLUUKA;

B) obLiee KonnM4yecTBO NOCTYNMBLLUMNX pelenTypHbIX BraHKoB;

r) hamunus, vHuuManbl UMEHW M OT4yecTBa (NocregHee - NpyU HanuuuuM) U NOANUCb OTBETCTBEHHOINO MEOMUMHCKOro paboTHUKA,
nonyYmBLLEro peuenTypHble 6NnaHKn OT NOCTaBLUMKA;

3) B pasgene "Pacxon™:

a) AaTa Bblgaun peuenTypHbIX 6r1aHKOB;

0) KONMYeCcTBO Bbl4aHHbIX peLenTypHbIX GMaHKOB;

B) hammnusa, nHuumansl UMEHM 1 otyecTBa (NocnegHee - NPy HanMyum) OTBETCTBEHHONO MEAULMHCKOro paboTHMKa, NOMyvMBLIENO
peuenTypHble 6raHku;

r) NOANUCb OTBETCTBEHHOINO MEANLMHCKOro paboTHMKa, MONyYMBLLErO peLenTypHble BnaHku;

4) hamunus, nHuumanbl UMEHW U OT4yecTBa (nocrnegHee - NpyU HanNU4uMmM) M NOAMUCb OTBETCTBEHHOrO MeOMLMHCKOro paboTHuka,
BblAaBLUEro peuenTypHble OnaHku;

5) octaTok peuenTypHbiX 6naHKoB.

25. XXypHan y4eTta peuenTypHbix 6naHkoB coopm N 148-1/y-88 1 N 148-1/y-04(n1) coaepxuT cneayrouwime rpadbi:

1) HOMep NO NOPSALAKY;

2) B pasgene "lMpuxoa":

a) AaTa perucrTpaunmn oKyMeHTa, noaTBepXKAatoLLero NoCTynneHune;

6) Homep 1 faTa OOKYMeHTa, NoATBepXKAatoLwero nocTynreHne, HauMeHoBaHMe NOCTaBLUUKA;



B) obLiee KONM4ecTBO NOCTYNMBLUMNX peLenTypHbIX 6M1aHKoB;

) cepum 1 Homepa peLenTypHbIX 6NaHKoB;

A) KONMYeCcTBO peLenTypHbIX 611aHKOB NO CepusaM;

e) hamunus, nHuumanbl UMeHW 1 oTvyecTBa (nNocrnegHee - NpyU HanuuuMuM) U MOAMUCb OTBETCTBEHHOro MeauuMHCKOro paboTHuka,
nonyYmnBLLEro peuenTypHble 6NaHKM OT NOCTaBLUMKAE;

3) B pasgene "Pacxon™:

a) AaTa Bblgaun peuenTypHbIX 611aHKOB;

0) cepun n HoMepa BblAaHHbIX PELENTYPHbIX 6NaHKOB;

B) KONMYECTBO BblgAHHbIX peLenTypHbIX 6r1aHKOB;

r) hamunus, nHuumanel UMeHn n oTyecTBa (nocrnegHee - NpyU HanNU4YMM) OTBETCTBEHHOrO MeAMUMHCKOro paboTHMKa, NOony4MBLIErO
peuenTypHble GnaHku;

A) noanucb OTBETCTBEHHOINO MEAMLMHCKOro paboTHMKa, NONYyYNBLLErO peuenTypHble BnaHku;

4) chamunus, nHMuManbl UMEHW N OoT4yecTBa (NocrnegHee - NpuU HanNu4umMmM) M MNOAMUCb OTBETCTBEHHOrO0 MeOMLMHCKOro paboTHuKa,
BblAaBLUEro peLenTypHble BnaHku;

5) ocTtaTok peuenTypHbIX 611aHKOB.

26. YueT cneumanbHbIX peuenTypHbiX OMaHKOB Ha HApPKOTMYECKOE CPenCcTBO M MNCUMXOTPOMHOE BELLECTBO OCYLIECTBNSETCA B
COOTBETCTBUM C npukasoMm MwuHucTepcTBa 3gpaBooxpaHeHus Poccuickon depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepxgeHuu
dopmbl BNaHKOB peLenToB, coaepXallmMx HasHaYeHne HapKOTUYECKUX CPEeACTB UIM MCUXOTPOMHbIX BELLECTB, MOPsiAKa UX U3roTOBMNEHUS,
pacnpeeneHusi, peructpaumm, yyeTta u XpaHeHusi, a Takke npasun oopmneHuns"” i,

27. Y4yeT peuenTtoB, 0OpMNEHHbIX B dOpMe 3NEKTPOHHOIO AOKYMEHTa, OCYLLECTBMSETCA B rocyaapCTBEHHOW MH(OPMaLMOHHOMN
cucteme B cdepe 3apaBooxpaHeHuss cybbekta Poccuinckon ®Pepepaumm nocpeacTtBoM BedeHWA edMHOro peecTpa  peulenTos,
0POPMIIEHHbIX B (POPME 3NEKTPOHHbIX JOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 6naHKoB

MHdopmaums 06 naMeHeHusix:
[MyHkm 28 usmeHeH ¢ 9 ¢peeparnis 2020 a. - lNpuka3 MuH30pasa Poccuu om 11 dekabps 2019 2. N 1022H

Cm. npedbiOywyto pedakyuro
28. MeanunHckne opraHusauum nony4varoT Heobxogumble peuenTypHble 6naHKn, M3roToBreHHble Tunorpadckum cnocobom, yepes
opraHbl ynpaBreHns 30paBOOXPaHEHWEM WM OpraHm3auuu, YNofIHOMOYEHHbIE Ha 3TO OpraHaMu MCMOSTHUTENbHOW BriacTuU CyObeKToB
Poccunckon denepaunn.



29. PeuenTypHble GnaHku, nognexaiwime yyeTy, XpaHATCA OTBETCTBEHHbIM SMLOM, Ha3Ha4YeHHbIM pykoBOAUTENEM MEAULMHCKOW
opraHusaumn, B 3annpaeMom MeTannmyeckom wkady (cende) nnm metansimyeckom sLmke.

30. HamBuayanbHbIM NpeanpuHMMaTtenb, UMELWNA NNLEH3NI0 HA MEOULMHCKYI0 OeATeNbHOCTb, XPaHUT peuenTypHble GraHku,
nognexawue y4yeTy, B 3anmpaeMom MeTannmyeckom wkady (cende) nnm metannndeckom siLLmKe.

31. NpoBepka COCTOAHUSA XpaHEHUS, yveTa, (PakTUYECKOro HannumMs U pacxoga peuenTypHbiX 6raHKkoB, nognexawmnx yydety, OavH
pa3 B KBapTas OCyLLEeCTBNAeTCA KOMUCCUen, Co3gaHHON B MEOULIMHCKOW opraHusaumm.

32. PeuentypHble 6naHku, oopmngemble Ha ByMaXHOM HOcUTESNe N noanexaiwume y4yeTy, Bbl4alTcsa MeaUUUHCKUM paboTHMKaM,
UMEIOLLMM NpaBo 0OPMIIEHMST PELIENTOB, MO PACMNOPSIKEHUIO FNTABHOMO Bpada Unm ero 3amectuTens.

[MonyyeHHble peuenTypHble 6MaHkM Ha OYMaXKHbIX HOCUTENAX XPaHATCA MeOUUMHCKMMU  paboTHUKaMM B MOMELLEHUSX,
obecnevnBaroLLNX NX COXPAHHOCTb.

33. XpaHeHue creumanbHblX peuenTypHbIX BfaHKOB Ha HapKOTUYeCKoe CpeAcTBO U NCUXOTPOMNHOE BEeLWeCcTBO M Bbldaya yKasaHHbIX
peuenTypHbIX 651laHKOB MeOMUMHCKOMY pPabOTHUKY OCYLLECTBNSIETCA B COOTBETCTBMM C nNpukazoM MuHUCTepcTBa 34paBOOXpPaHEHUSN
Poccunckon depepaumm ot 1 asrycta 2012r. N 54H "O6 ytBepxaeHun opmbl 6raHKOB peuenToB, coAepXawMx HasHavyeHue
HapPKOTUYECKUX CPEACTB UIM MCUXOTPOMHbLIX BELLECTB, NOPSAKA MX U3rOTOBIEHMUS, pacnpedeneHus, perucrpauumn, yyeta n XpaHeHus, a
Takke npasun ocopmneHms” 12,

34. lNporpaMMHO-TEXHUYECKME CPeacTBa rocyAapCTBEHHbLIX MHAOPMALMOHHBIX CUCTEM B cdpepe 34paBOOXPaHEHUs, MeAULMHCKUX
MHGOPMALMOHHBIX CUCTEM MEAULMHCKMX OpraHm3auum obecneymBaloT XpaHEeHWE IJMEKTPOHHbLIX PeuenToB, OOPMIIEHHLIX B dopme
3MEKTPOHHbLIX OOKYMEHTOB B TEYEHME CPOKOB, YCTAHOBMEHHbLIX ONA XpPaHEHUs peuenToB, OOPMIIEHHbLIX HAa COOTBETCTBYHOLMX hopmax
peuenTypHbIX 6raHKoB Ha BymaxkHoM HocuTene 13,

1 CobpaHue 3akoHopaTenbctBa Poccuiickon ®enepaumm, 1999, N 29, cr. 3699; 2009, N 30, cT. 3739; 2010, N 50, cT1. 6603; 2013,
N 48, cT. 6165.

2 Mpuka3 MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickon depepaunm ot 15 pgekabpsa 2014 r. N 834n "O6 yTBEpXOEHUU
YHUPUUMPOBAHHBLIX POPM MEOMUMHCKON OOKYMEHTaLuuu, UCMONb3yeMbIX B MEAMLMUHCKMX OpraHmM3auusix, okKasbiBaloLMX MEOULIMHCKYH
nomollb B ambynaTtopHbIX YCMOBUSIX, U MNOPSAKOB MO MX 3anoniHeHuw" (3apernctpupoBaH MuHMCTEPCTBOM tOCTUUMKM Poccuinckom
®epepaummn 20 despansa 2015 r., pernctpaumoHHbin N 36160), ¢ nI3SMEHEHNSIMW, BHECEHHBIMU NpUKa3oM MuHuCTepcTBa 34paBOOXpaHEHMS
Poccunckon ®egepaumm ot 9 aHBapsa 2018 r. N 2 (3apernctpupoBaH MuHuctepctsom toctnuumn Poccunckon degepaumm 4 anpensa 2018 r.,
pernctpauunoHHbii N 50614 ) (qanee - npukas N 834H).

3 Mpukas N 834H.

4Yactb 1 ctaTbk 15 3akoHa Poccuiickoin degepaumm oT 25 oktabpsa 1991 r. N 1807-1 "O sAsblkax Hapogos Poccuiickon degepaunmn”
(BegomocTtn cvesga HapoaHbix genytatoB PCOCP n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740; CobpaHne 3akoHogaTenbCcTBa



Poccuiickon ®enepaunn, 1998, N 31, ct. 3804) (nanee - 3akoH N 1807-1).

5 BapeructpupoaH MwuHucTepcTBoM tocTuumm Poccuiickon depepaummn 15 asrycta 2012 r., peructpaumoHHbii N 25190, c¢
N3MEHEHNAMM, BHECEHHbIMM rMpukasamn MuHucTepcTBa 3apaBooxpaHeHus Poccunckon Pepepauumn ot 30 wuoHs 2015 1. N 385H
(3apernctpmpoBaH MuHuctepcteomM toctuunmn Poccuinckon Pepepauumn 27 Hosbps 2015 r., permctpaunoHHbin N 39868), ot 21 anpens
2016 r. N 254H (3apeructpmposaH MuHuctepcteom toctnumm Poccunckon ®epepaumm 18 nona 2016 r., pernctpaumoHHsin N 42887), ot 31
okTa6pa 2017 r. N 882H (3apernctpupoBaH MuHuctepctBomMm toctuumm Poccunckon depepaumm 9 auBapsa 2018 r., permcTpaumoHHbIN
N 49561).

6 MyHkTbI 6, 7 MNONOXeHNs 0 eAMHOW rocyaapCTBEHHON MHM(OPMALIMOHHON cucTeMe B cdepe 34paBOOXPaHEHUS!, YTBEPXKOEHHOIO
noctaHoBneHnem [lpaButensctBa Poccuickon depepaumm ot 5 mas 2018 r. N 555 (CobpaHne 3akoHopaTensctBa Poccuickon
depepaummn, 2018, N 20, cT. 2849; N 49, cT. 7600; N 50, cT. 7755; 2019, N 6, cTt. 533) (aanee - NonoxeHne o eagnHON CUCTEME).

" MyHkTbl 9, 10 MNMonoXkeHUs o eanHoON cuctTeme.

8 Cratbu 91 n 91.1 dPepepanbHoro 3akoHa oT 21 Hos6psa 2011 roga N 323-®3 "O6 ocHOBax OXpaHbl 300pOBbsA rpaaaH B
Poccunckon ®epepaumnmn” (CobpaHune 3akoHogatenbctBa Poccunckon ®egepaumm, 2011, N 48, cT. 6724; 2012, N 26, cT. 3446; 2013, N 27,
cT. 3477; N 39, cT. 4883; N 48, cT. 6165; 2014, N 30, c1. 4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, c1. 85; N 10, cT1. 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).

9Yactb 1 ctatbn 15 3akoHa N 1807-1

10 CobpaHue 3akoHopaTensctea Poccuiickon ®egepauun, 1999, N 29, cr. 3699; 2009, N 30, crt. 3739; 2010, N 50, cT. 6603; 2013,
N 48, cT. 6165.

11 BapeructpmpoBaH MwuHucTepcTBoM tocTuumMm Poccuiickon depepaumm 15 aerycta 2012 r., peructpaumoHHbii N 25190, c
N3MEHEHNAMMN, BHECEHHbIMW rMpukaszamn MuHUcTepcTBa 3apaBooxpaHeHns Poccunckon depepaumm ot 30 wuoHa 2015r1. N 385H
(3apernctpupoBaH MuHuctepcteomM toctnuumn Poccunckon ®epepauum 27 Hos6pa 2015 r., peructpaumoHHbin N 39868), ot 21 anpens
2016 r. N 254H (3apeructpuposaH Munuctepctsom toctuummn Poccunckon ®egepaunn 18 nona 2016 r., permctpaumoHHsin N 42887), ot 31
okTa6pa 2017 r. N 882H (3apernctpuposaH MuHuctepctBoM toctuumm Poccurckon depepaummn 9 saHBapsa 2018 r., pernctpaunoHHbIN
N 49561).

12 BapeructpmposaH MwuHucTepcTBoM tocTuumm Poccuiickon depepaumm 15 aerycta 2012 r., peructpaumoHHbii N 25190, c
N3MEHEHNAMM, BHECEHHbIMM rpukasamn MwuHucTepcTBa 3gpaBooxpaHeHna Poccunckon ®epepauum ot 30 uioHa 2015 1. N 385H
(3apernctpupoBaH MuHuctepcteomM toctuuun Poccunckon ®epepaumm 27 Hos6pa 2015 r., peructpaumoHHbin N 39868), ot 21 anpens
2016 r. N 254H (3apeructpuposaH Munuctepctsom toctuuumn Poccurckon ®enepauun 18 nona 2016 r., permctpaumoHHsin N 42887), ot 31
okTa6psa 2017 r. N 882H (3apernctpupoBaH MuHuctepctBom toctuumm Poccurckon depepaumm 9 anBapsa 2018 r., permctpaumoHHbIN
N 49561).

13 MyHkT 14 npaBun oTnycka NEKapCTBEHHbIX NpenapaTtoB AN MEAWMUMHCKOrO MPUMEHEHUs, B TOM YuUCiie MMMYHOBMOMOrMYecKkmx
NEKapCTBEHHbIX NpenapaTtoB, anTeYyHbiMWM OpraHu3auusamMu, WHAMBUAYaNbHbIMW NpeanpuHMMAaTENAMKU, UMEKWMMUA  JIMLEH3N0 Ha



hapMaueBTUYECKYD AeATENIbHOCTb, YTBEPXAEHHbIX MpukasoM MuHucTtepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 11 umonsa
2017 r. N 403H (3apeructpupoBaH MuHuctepcteom toctnuumn Poccuiickon Pepepaumm 8 ceHTadps 2017 r., pernctpaumoHHbin N 48125).



