[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

3apernctpupoaHo B MuHtocte Poccnm 30 Hosbps 2021 1. N 66124

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUM

MPUKA3
oT 24 HoA6pA 2021 r. N 1094H

OB YTBEPXXAEHUM NOPALAKA
HA3SHAYEHUA NEKAPCTBEHHbIX NPENAPATOB, ®OPM PELENTYPHbIX
B/NAHKOB HA NEKAPCTBEHHbIE MPEMAPATbI, NTOPAAKA O®OPMJIEHUA
YKA3AHHbIX B/IAHKOB, UX YYETA U XPAHEHUA, ®OPM B/1IAHKOB
PELLENTOB, COAEPHALNUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOMHDbIX BELWECTB, NOPAAKA UX U3TOTOBNEHUA,

PACNPEAENEHNA, PETUCTPALUUMN, YHETA U XPAHEHUA,

A TAKXKE NPABU/1 OPOPM/IEHUA B/IAHKOB PELIENTOB,

B TOM YNC/E B ®OPME 3/IEKTPOHHbLIX AOKYMEHTOB

B cooTBeTcTBMM C NYHKTOM 16 YacTu 2 ctatbk 14 ®egepasibHOro 3akoHa ot 21 HoabpAa 2011 r. N 323-
®3 "O6 ocHoOBax oxpaHbl 340p0BbA rpaxaaH B Poccuitickont depepaummn" (CobpaHne 3akoHOAaTENbCTBA
Poccuitckoii depepaumm, 2011, N 48, cT. 6724; 2017, N 31, c1. 4791), nyHKTOM 2 cTaTbM 26 GeaepanbHOro
3aKoHa oT 8 AHBapA 1998 r. N 3-d3 "O HapKOTMYECKMX CPEACTBAX M MCMXOTPONHbIX BewecTBax" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit depepaumm, 1998, N 2, cr. 219; 2017, N 31, ct. 4791), noanyHKTamu
5.2.177, 5.2.178 n 5.2.179 nyHkta 5 MonoxeHna o MuHUCTEPCTBE 34paBOOXpaHeHuAa Poccuinckomn
depepaunn, yTBepKAeHHOro nocraHosneHuem [Mpasutenbctsa Poccuiickon ®egepaunmn ot 19 uioHs
2012 r. N 608 (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit ®eaepaunn, 2012, N 26, cT. 3526; 2015, N 23,
cT. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT. 7258), Np1Ka3sbiBato:

1. YTBEpauTh:
MopAaAoOK Ha3HAYeHWA NEeKAPCTBEHHbIX MPenapaToB COrlacHo npuaoxexuo N 1;
bopmbl peLenTypHbix 61aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npuaoxkenuto N 2;

Mopasok odopmneHna peuenTypHbiXx 61aHKOB Ha JIeKapCTBEHHble npenapatbl, UX yyeTa M
XpaHeHWA cornacHo npuaoxerHuto N 3;

dopmbl 61aHKOB peLenToB, cogepKaluux HasHaYeHNe HAPKOTUYECKUX CPeACTB AN NCUXOTPOMHbIX
BeLLecTB, cornacHo npunoxkeHuto N 4;

MopAdoK N3rotosaeHUA, pacnpeneneHmns, permctTpaumm, yueta n XxpaHeHuA peLenTos, CoAepHKalLmx
Ha3Ha4YeHMe HAaPKOTUYECKUX CPeaCTB UM NCUXOTPOMHbIX BELECTB COrTacHO npunoxeHuto N 5;

I'Ipanma 0¢Ole’IEHWr'I peuenTtoB, coepXKawnx Ha3Ha4YeHMe HAPKOTUYECKUX Cpeacts wuan
NCUXOTPONHbIX BEWECTB, B TOM YnC/ie B d)opN\e INEKTPOHHbIX AOKYMEHTOB COr/1aCHO NpPpUNOKEHUNIO N 6.

2. NMpu3HaTb yTPaTUBLUUMU CUNY:

npukas MuHucTepcTBa 3apaBooxpaHeHma Poccuiickon ®eaepaumm ot 1 asrycta 2012 r. N 541 "06
yTBEPXKAEHUN GOPMbl O/1aHKOB PELLENTOB, COAEPMKALLMX Ha3HAYEHMEe HAPKOTUYECKUX CPeacTB Man
NCUXOTPOMHbIX BELLECTB, NOPALKA UX U3rOTOBNEHUA, pacnpeneneHuna, permcTpaLmmn, yueta n xpaHeHus, a
TaKKe npasua opopmaeHma” (3apernctpmpoBaH MuHUCTEPCTBOM tocTUUmMKM Poccuiickon deaepaumm 15
asrycta 2012 r., peructpaumoHHbiit N 25190);
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npukas MuHUCTepCTBa 34paBooxpaHeHns Poccuiickon ®egepaumm ot 30 nioHa 2015 r. N 385H "0
BHECEHMU U3MEHEHW B NPUKa3 MUHUCTEPCTBA 34paBooxpaHeHmsa Poccuiickon Pepepaumm ot 1 aBrycTa
2012 r. N 54H "0O6 yTBeEp*OAeHUU GOpMbl 6H1aHKOB PELEenToB, COAEPKaLLMX HasHAaYeHMe HAaPKOTUYECKUX
CPeACTB UM NCUXOTPOMHbIX BELWECTB, MOPALKA UX M3rOTOBAEHUA, pacnpeaeneHnsa, perucTpaumm, yyera 1
XpaHeHMUsA, a Takxe npasun obopmnaeHus" (3apernctpuposaH MUHUCTEPCTBOM tOCTMLMM PoccuiicKkoi
depepaunn 27 Hosbpa 2015 r., pernctpaumoHHbin N 39868);

npukas MuHucTepcTBa 3gapaBooxpaHeHna Poccuiickon Pegepaunn ot 21 anpensa 2016 r. N 2541 "0
BHECEHUM W3MEHEHWI B npuka3z MuHWUCTepCTBa 34paBOOXpaHeHusa Poccuitckoit depepauum ot 20
Aekabpa 2012 r. N 1175H "O6 yTBepKAeHWN MOopALAKa HA3HAYEHMA W BbIMUCLIBAHUA JIEKAPCTBEHHbIX
npenapatoB, a Takxe ¢oOpm peuenTypHbix O6NAHKOB Ha JIeKapCTBEHHble NpenapaTtbl, MOpAAKa
odOpMNEHUNA YKa3aHHbIX 61aHKOB, UX y4eTa M xpaHeHua" n npunoxernme N 2 K npmkasy MuHucTepcTea
34paBooxpaHeHua Poccuitickoit Pepepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHMM dopmbl
61aHKOB PELLEenTOB, COAEPKALLMX Ha3zHAYEHME HAPKOTUYECKUX CPEeACTB MAM NCUXOTPOMHbLIX BELLECTB,
nopsaKka WX MW3roTOBNEHWUA, pacnpeneneHus, PerucTpaumu, yvyeta M XpaHeHMA, a TaKkKe npaBun
odopmneHus" (3apernctpupoBaH MuHUcTepcTBOM tocTUUMKM Poccninickon Peaepaumn 18 utons 2016 r.,
pervcTpaumnoHHbiii N 42887);

NYHKT 4 M3MEHEHWIN, KOTOPble BHOCATCA B HEKOTOpPbIe NPMKasbl MWHUCTEPCTBa 34paBOOXpaHEHMUA
M coumanbHoro passuTuAa Poccuinckon Pepepaumm M MuHUCTepCTBa 34paBOOXpaHeHUA Poccuinckol
depepauumn no Bonpocam 0b6paleHUA NIEKAPCTBEHHbIX MPEenapaToB, COAEPKALMX HAPKOTUYECKME
CcpencTBa, NCUMXOTPOMHbIE BELWLECTBA M WX MPEKYpPCopbl, WU JIeKapCTBEHHbIX CPeACcTB, MNOoAseXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXKAEHHbIX MNpuUKasom MUHUCTEPCTBA 34PaBOOXPaHEHUA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpupoaH MUHUCTEPCTBOM HOCTULUK
Poccuitckoit Pepepaunn 9 aHsapa 2018 r., peructpaumoHHbin N 49561);

npuKkas MuHucTepcTBa 34paBooxpaHeHunsa Poccuiickoi Pegepaunm ot 11 gekabpa 2019 . N 1021H
"O BHeCeHUM M3MeHeHWn B npunoxeHna N 2 u 4 K npukasy MuUHWUCTEPCTBA 34pPaBOOXPAHEHMUA
Poccuitckoit ®epepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHUM dopmbl 6N1aHKOB peLLenTos,
cofepKalmx HasHayeHMe HaAPKOTUYECKUX CPeacTB MM  MNCUXOTPOMHbLIX BELWecTB, MNopsaka MX
W3roTOB/IEHUSA, pacnpeaeneHnsn, pPerucTpauuu, yyeta U XpaHeHusa, a TaKKe npasua odopmneHus"
(3apernctpupoBaH MuHUcCTepcTBOM tocTUUMKM  Poccuiickoih  depepauum 28 alBapa 2020 .,
pernctpaunoHHbii N 57293);

npukas MmMHUCTepCTBa 3apaBooxpaHeHma Poccuiickolt ®eaepaumm ot 8 oktabpa 2020 r. N 1076H
"O BHeceHWW U3MeHeHWN B MMOPALOK PErucTpaumm, yyetTa M XpaHeHUs CchneumanbHbIX PeLenTypHbIX
61aHKOB Ha HAPKOTMYECKME CPeAcTBA MM MCUXOTPOMHbIE BELLECTBA, YTBEPNKAEHHbIN MPUKa3om
MuHWCcTepCTBa 34paBoOXpaHeHMA Poccunitickont deaepaumm ot 1 asrycta 2012 r. N 54H" (3apernctpmpoBaH
MuHUcTepcTBOM tocTumMm Poccuiickon Pepepaunn 13 Hosbpa 2020 r., pernctpaumnoHHbii N 60898);

npuKkas MuHucTepcTBa 34paBooxpaHeHna Poccninckoin Pepepaunm ot 14 aHsaps 2019 . N 4H "06
YTBEPXKAEHUN MOPAAKA HA3HAYEHWUA JIeKapCTBEHHbIX NpenapatoB, GOpm peuenTypHbix 61aHKOB Ha
NleKapCTBEHHblE NpenapaTbl, Nopsaka OPOPMIEHUA YKasaHHbIX O/aHKOB, MX yyeTa W XpaHeHus"
(3apernctpupoBaH MuHUCTEpCTBOM tocTULMKM  Poccuiickoli  depepaumm 26 mapta 2019 r,
perucTpaumnoHHbiii N 54173);

npukas MuHucTepcTBa 34paBooxpaHeHus Poccuiickoit Peaepaumn ot 11 gekabpa 2019 r. N 1022H
"O BHeceHMW U3MeHeHWI B NpMKas MUHUCTEPCTBA 34paBooxpaHeHnna Poccuinickon Peaepaumm ot 14
AHBapAa 2019 r. N 4H "O6 yTBep)KAEHMM MopALKa Ha3HAYeHWs JSIeKapCTBEHHbIX npenapaTtos, ¢opm
peLenTypHbIX 6/1aHKOB HA JIEKAapPCTBEHHbIE NpenapaTbl, NopsaKa opopmMAeHUA YKasaHHbIX 61aHKOB, UX
y4yeTa U xpaHeHua" (3apernctpuposaH MuHUCTepcTBOM tocTULUMKM Poccuiickolt ®eaepaumm 28 aHBaps
2020 ., peructpaumoHHbiii N 57292);

npukas MunHUcTepcTBa 3apaBooxpaHeHmsa Poccuitckoit ®epepauymm ot 8 okTabpa 2020 r. N 1075H
"O BHECEHUM U3MEHEHWA B MNOPALOK HA3HAYEHMA JIEKAPCTBEHHbIX MpenapaToB, YTBEPKAEHHbIN
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npukasom MuHUCTepcTBa 34paBooxpaHeHusa Poccuiickon Pepepaumnmn ot 14 sHeapa 2019 r. N 44"
(3apeructpupoBaH MwuHUCTepcTBOM tOCTUUMKM  Poccuitckoit  depepaumm 22 aekabps 2020 r.,
pernctpaunoHHbiin N 61695);

NyHKT 3.8 UHCTPYKUMM O nopAgKe BbINMWUCbIBaHWMA NEKAPCTBEHHbIX NpenapaTtoB M odpopmieHus
peuenTtoB M TpeboBaHUM-HAKNALHDbIX, YTBEPKAEHHON NpPUKazom MUHUCTEPCTBA 34PABOOXPAHEHUA U
coumanbHoro pa3sutua Poccuiickon ®egepaunn ot 12 pespansa 2007 r. N 110 "O nopagKe HazHayeHMUsA 1
BbIMUCbIBAHUA  JIEKAPCTBEHHbIX npenapaTos, nsgenni MeaUUNHCKOro Ha3HayeHusA "
CneLuMann3mMpoBaHHbIX NPOAYKTOB JieyebHoro nutaHus" (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMU
Poccuiickoit depepaumm 27 anpensa 2007 r., peructpaumoHHbiit N 9364);

npuKas MuHUCTepPCTBA 34PaBOOXPaHEHUA U coumanbHOro passutua Poccninckoit ®epepaumm ot 17
mana 2012 r. N 562H "O6 yTBepaeHUu NMopagKa oTnycka GM3MYeCKUM INLLAM IEKAPCTBEHHbIX MPenapaToB
ONA MeAUUMHCKOTO MPUMEHEHUA, COAEPKALLMX KPOME MasfbIX KOJIMYECTB HAPKOTMYECKUX CPeacTs,
MCUXOTPOMHbIX BELLECTB WM WX MNPEKypcopoB Japyrve ¢apmaKkosormyeckme aKkTuBHble BellecTsa"
(3apeructpupoBaH MuHuUcTepcTBOM  tOCTUUMKM  Poccuiickon  ®depepaumm 1 uoHs 2012 r,
pernctpaunoHHbiin N 24438);

MYHKT 2 U3BMEHEHMN, KOTOPble BHOCATCA B HEKOTOpPbIE MPUKasbl MMHUCTEPCTBA 34PaBOOXPaHEHUSA
M coumanbHoro passutna Poccuiickoit ®Pepepaumn, yTBEPXKAEHHbIX NpuKazom MuHUCTepCTBa
34paBooxpaHeHua Poccuitickoit depepaumm ot 10 wmwoHA 2013 r. N 369H (3apernctpupoBaH
MuHUcTepcTBOM tocTuLmMn Poccuiickon deaepaunm 15 utona 2013 r., peructpaumoHHbii N 29064);

npukas MmnHucTepcTBa 34paBooxpaHeHna Poccuiickon Pepepaunm ot 21 aBrycta 2014 r. N 465H "O
BHECEHUM M3MEHEHWI B MOPALOK OTNYCKa GM3MYECKMM JINLAM NEKAPCTBEHHbIX MNpenapaToB AnA
MEAVLMHCKOTO MPUMEHEHUA, COAEPMKALLMX KPOME MasbiX KOJMYECTB HAPKOTUYECKMX CPEesCTs,
MCUXOTPOMHbIX BELLECTB M MX NPEKypcopoB ppyrve ¢GapmaKonormyeckme akTUBHblE BELLECTB],
YTBEPKAEHHDbIA MPUKazom MUHUCTEPCTBA 34pPaBOOXPAaHEHMA U COLMANbHOrO pasBuMTUA Poccuiickomn
denepauyn ot 17 mas 2012 r. N 562H" (3apeructpuposaH MWHWUCTEPCTBOM HOCTULMU PoccuiicKom
depepaunn 10 ceHTabpa 2014 r., peructpaumoHHbii N 34024);

NYHKT 1 M3MeHeHW, KOTOpPble BHOCATCA B HEKOTOpPbIe NPMKasbl MWHUCTEPCTBA 34paBOOXpPaHEHMA
M coumanbHoro passuTuAa Poccuitckon Pepepaumm M MuHUCTEpPCTBA 34paBOOXpaHeHnsa Poccuinckoi
Pepepaunn, yTBepKAEHHbIX NpMKazom MuHMUcTepcTBa 34paBooxpaHeHuna Poccuinckoi ®epepaumm ot 10
ceHTAbpsa 2015 r. N 634H (3apernctpupoBaH MuHUcTepcTBOM tocTuuMmn Poccuitckoli deaepauum 30
ceHTAbps 2015 r., pernctpaumnoHHbiii N 39063);

MYHKT 3 M3MEHEHWI, KOTOPble BHOCATCA B HEKOTOPbIE NpMKasbl MUHUCTEPCTBA 34paBOOXPaHEHMUA
M coumanbHoro passutma Poccuiickoih ®Pepepaumm u MuHuUcTepcTBa 34paBoOXpaHeHusa Poccuiickoit
depepauun no Bonpocam o0b6palleHWA NIeKapCTBEHHbIX MpPenapaToB, COAEPKALLMX HAPKOTUYECKue
CpeacTBa, MCUXOTPOMHbIE BeWecTBa M MX MPEKYPCOPOB, U NEKAPCTBEHHbIX CPEACTB, MOAJEMKALLUX
npegMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXKAEHHbIX MNpPUKasom MUHUCTEPCTBA 34paBOOXPAHEHMA
Poccuiickolt degepauun ot 31 okTabpa 2017 r. N 882H (3aperucTpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuitckoit Pepepaumm 9 aveapa 2018 r., peructpaumoHHbin N 49561).

3. PeuenTypHble 6naHku ¢opmbl N 107/y-HIM, mM3roToBAEeHHble A0 AHA BCTYNJEHUA B CUAY
HaACTOALLEro NpMKasa, MoryT 6bITb MCNOAL30BaHbI A0 1 mapTa 2023 roaa.

4. HacTtoawumii npuKas BCTynaeT B cuny ¢ 1 mapta 2022 r. n gencrteyet go 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO
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MpunoxkeHne N 1

K NpuKasy MUHUCTEePCTBA 340aBOOXPAHEHMUSA
Poccuitckoit egepaumm

oT 24 Hosb6pAa 2021 r. N 1094H

noPAAOK HASHAYEHUA NEKAPCTBEHHbIX NMPENAPATOB
I. O6wume nonoxeHns

1. HasHauyeHMe /leKapCTBEHHbIX MpenapaToB ANA MeAMUMHCKOro mnpumeHeHusa (Janee -
JIeKapCTBEHHbIE NPenapaTtbl) OCYLLECTBAAETCA NeYalium Bpayom, Gpenbalepom, akylWepKon B ciyyae
BO3/IOXKEHUA HA HUX MNOAHOMOYMA Neyalero Bpayva, MNPM OKA3AHUM MEAMUMHCKOW MnomMowM B
MEOVLMHCKMX OpraHusaumax <1>, B nopAagKe, YCTAaHOBAEHHOM npWKasom MuHUCTepCTBA
31paBOOXPaHEHUA U couManbHOro passutmua Poccuiickot Peagepaunn ot 23 mapta 2012 r. N 252H "0O6
yTBEpKAeHUN [lopsaka BO3MOXKEHUA Ha denbawepa, aKywWepKy pyKoBoaUTeNeM MeaNUMHCKON
OpraHusaumMm npu opraHM3auMuM OKasaHUA NEepPBUMYHON MEeOMKO-CAHUTApPHOM MOMOLWM WU CKOPOM
MEAVLMHCKON MOMOLUM OTAENbHbIX QYHKUMIA fedyawiero Bpava MO HENoCPeacTBEHHOMY OKasaHULo
MeANUMHCKON MOMOLLM MAUMEHTY B Nepuog HabnogeHWs 33 HAM U ero JiedyeHuns, B TOM 4yucie no
Ha3HAYeHUIO U MPUMEHEHUIO NEKAPCTBEHHbIX MPEMAPaTOB, BKAKOYAA HAPKOTUYECKUE SIEKAPCTBEHHbIE
npenapatbl n MCUXOTPOMHbIE  IEKAPCTBEHHbIE npenapatobl" <2>, UHOMBUAYANbHBIMU
NpeAnpUHUMATENS MK, OCYLLECTBASIOWMMU MEAULMHCKYIO AeATe/IbHOCTb (Janee - MeaUUMHCKUE
paboTHUKN).

<1> MyHKT 11 cTatbyu 2 PegepasibHOro 3akoHa ot 21 HoAbpA 2011 r. N 323-®3 "O6 ocHOBax oxpaHbl
340p0BbA rpaxkaaH B Poccuiickoit depepaumn” (CobpaHne 3akoHomaTenbcTBa Poccuitickoit deaepaumu,
2011, N 48, cT1. 6724, 2019, N 52, cT. 7796) (manee - degepanbHblit 3akoH N 323-03).

<2> 3apeructpupoBaH MuHucTepcTBoM tocTuumumn Poccuiickoih Pepepaumm 28 anpena 2012 r.,
pernctpaunoHHbiit N 23971 ¢ usmeHeHMAMM, BHECEHHBIMU NPUKa3omM MUHUCTEPCTBA 34paBOOXPaHEHMUA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpupoaH MUHUCTEPCTBOM HOCTULIUK
Poccuitckoit Pepepaumm 9 aveapa 2018 r., pernctpaumoHHbin N 49561).

MeaNUMHCKMI pabOoTHUK, ODOPMUBLLMIA PeLenT C HapyWweHMEeM HacTOAWEero nopagka, wuau
pykoBoAMUTENb MEAMUMHCKOW opraHusaumm obecneymBaloT CBOEBpeMeHHoe nepeodopmaeHme
Tpebyemoro ana nauMeHTa peuenta.

2. CBefieHMA O Ha3HAYEHHOM JIeKAapCTBEHHOM npenapaTe (HaMMEeHOBaHWE NEeKAPCTBEHHOrO
npenapara, A03MPOBKA, CNOCO6 BBEAEHUS U NPUMEHEHUA, PEXUM L03MPOBAHMUSA, NMPOLOIKUTENbHOCTL
NeyeHus U 060CHOBaHWE Ha3HaYeHUs JIeKaPCTBEHHOIo NpenapaTa) BHOCATCA MeAULMHCKMM PaboTHUKOM
B MEAMUMHCKYIO AOKYMEHTALMIO NaLMeHTa.

B cnyyasx, yKasaHHbix B nNyHKTax 8 - 11 Hactoswero [lNopsagKka, MeauuMHCKUIN PaboTHUK,
Ha3HAYMBLUMIA NIeKapCTBEHHbIMA NpenapaTt, opopmaAeT HasHaUYeHUE NEKAPCTBEHHbIX NPENapaToB, B TOM
yucne NOANENKaLMX U3rOTOBIEHUIO M OTNYCKY anTeYHbIMM OpraHU3auMAMM (Lanee - NeKapcTBEHHble
npenapaTtbl UHAMBUAYANBHOTO U3rOTOBNEHMA), HA PeLLenTypHOM H6aaHKe, 0pOpMAEHHOM Ha BymarKHOM
HocuTe/le 3a CBOEWN Nognucbio (aanee - peuent Ha BymakHOM HocuTene), u (MaKn) ¢ cornacus naumeHTa
WAWN ero 3aKOHHOro NpeacTaBuUTens <3> Ha peuenTypHom 61aHKe B popme 3/1EKTPOHHOIO AOKYMEHTa C
NCNO/Ib30BaHNEM YCUIEHHOW KBAaNMOULMPOBAHHON 3/1EKTPOHHON NOoANUCU MeSULMHCKOro paboTHMKa
(manee - peuent B Gopme 3/1EKTPOHHOTO AOKYMEHTA).
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<3> MNyHKT 2 cTaTbk 20 PegepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHoAaTenbcTBa Poccuinckoi
depepaunn, 2011, N 48, cT. 6724; 2021, N 27, cT1. 5159).

Peuent B popme 3N1EKTPOHHOIO AOKYMEHTa, COAEPKALMNA Ha3HaYeHMe HAapPKOTUYECKMX CPeacTB
WU NCUXOTPOMHBIX BELLECTB, NOAMNWUCLIBAETCA C WMCMNOJIb30BAaHWEM YCUNEHHON KBAaANPUUMPOBAHHOM
3/1eKTPOHHOW NOANUCK Nlevallero Bpaya uau denbalepa, akKyLlepKu, Ha KOTOPbIX BO3/TOXKEHbI QYHKLMK
Nlevallero Bpaya, U COOTBETCTBYHOLLEN MeAMLMHCKOW OpraHm3aLummn <4>,

<4> MyHKT 1 cTaTbM 26 PepepanbHoOro 3akoHa oT 8 aHBaps 1998 r. N 3-d3 "O HapKOTUYECKUX
cpeacTBax 1 NcMxoTponHbIx Bellectsax" (CobpaHmne 3akoHoaaTenbcTsa Poccuiickon deaepaumu, 1998, N
2, cT. 219, 2017, N 31, cT. 4791) (nanee - PepepanbHblit 3akoH N 3-93).

OdopmneHune peuenToB B popme 3/1EKTPOHHbIX SOKYMEHTOB OCYLLECTB/IAETCA B C/ly4ae NPUHATUS
YNOAHOMOYEHHbIM OPraHOM MCMNONHUTENbHOM BacTM cybbeKTa Poccuiickon ®eaepaunm B COOTBETCTBUM
C NyHKTOM 4 cTatb 6 ®epepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d®3 "O6 ob6paleHun
NeKapcTBeHHbIX cpeacTB" <5> pelweHna o6 MCNONb30BaHUKM Ha TeppuTopuM cybbekTa Poccuiickoit
degepaunn Hapagy C peuenTaMy Ha JIeKapCTBEHHble npenapaTbl, 0GOPMAEHHbIMU Ha BymarkHOM
HOCMTeNe, PEeLEnToOB Ha JIeKAapCTBEHHble nNpenapaTbl, CPOPMMPOBAHHLIX B (GOPME 3/EKTPOHHbIX
AOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickoin ®epepauymn, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Mpu BbINMCKE NaUMEHTA W3 MEAMLUMHCKOM opraHuM3auuu, B KOTOPOM emy OKasblBanacb
MeAVLMHCKAA MOMOLLb B CTAaLMOHAPHbLIX YC/AOBMAX, NPU HeobXoaMMOCTM MNPOAOJIKEHUA npuema
JIeKapCTBEHHOIO NpenapaTta B ambynaToOpHbIX YCI0BUAX JAHHOMY MaLMEHTY NO peLleHUI0 pyKOBOAUTENA
MeANUNHCKOW OpraHM3aumm HasHavatoTca ¢ opopmaeHmem peuenTa B Gopme 3N1EKTPOHHOTO AOKYMEHTA
M (Mnn) Ha bymaxkHom HocuTesne (3a WMCKAtoYeHWEM OGOPMNEHUA PELLENTOB Ha JIEKAPCTBEHHbIe
npenapaTbl, Nogjexalme oTnycKy 6ecnnaTHO MAM CO CKMAKOM) NMbo BblaatoTca (NauMeHTy uanm ero
3aKOHHOMY NpeacTaBUTENIO) OAHOBPEMEHHO C BbIMMCKOM M3 UCTOPUM OOME3HU JIEKAPCTBEHHbIE
npenapaTbl, B TOM YMC/e HAPKOTMYECKME U MCUXOTPOMHbIE IEKAPCTBEHHbIE MpenapaTbl, BHECEHHbIE B
cnucku Il m Il nepeyHa HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, MOA/IEKaLLMX
KOHTponto B Poccuinckon Pepepaunn, yteep:aeHHoro MpasuTtenbctsom Poccuiickon depepaumnm <6>
(manee - MNepeyeHb), CUNBHOLENCTBYIOLLME NEKAPCTBEHHbIE NPENAPaTbl, HA CPOK NPUEMA NALUEHTOM A0
5 aHe.

<6> MyHKT 2 cTaTbk 2 PepepanbHoro 3akoHa N 3-d3 (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit
depnepaunn, 1998, N 2, cT. 219; 2016, N 27, cT. 4238).

4. HasHauyeHWe /IeKapCTBEHHbIX MpenapaToB MNpU OKa3aHMM MeAMLMHCKOW MOMOLM B
CTALMOHAPHbIX  YC/IOBUAX MOMET OCYLLEeCTBAATLCA MNOCPeAcTBOM  TpeboBaHUI  MeAMLMHCKOM
opraHv3auuMu,  HanpasAAemblX B  anTeyHble  OpraHM3auuMu,  ABAAOWMECA  CTPYKTYPHbIMM
noapasaeneHMamm meguLmMHCKOM opraHusaumm. <7>

<7> MNyHKT 54 ctatbmn 4 PepepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 obpalieHmm
NekapcTeBeHHbIX cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuiickoit degepauuu, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - PegepanbHbit 3akoH N 61-P3).
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5. HasHayeHue neKapCTBEHHbIX MPENApPaToOB OCYLLECTBAAETCA MEAUUMHCKMM pPaboTHMKOM Mo
MeXAYHapPOA4HOMY HenaTeHTOBaHHOMY HaMMEHOBaHUIO, a MPU ero OTCYTCTBUM - TPYNNUPOBOYHOMY UIU
XMMMYECKOMY HaMMeHOBaHMIO. B cnyyae  OTCyTCTBMA — MeXKAYHAapOAHOro  HenaTeHTOBaHHOrO
HaMMeEHOBaHMA U TPYNNUPOBOYHOTO WMAN XMMWYECKOrO HauMEeHOBaHMA NeKapCTBEHHOro npernapaTta
JIeKaPCTBEHHbIN NpenapaT HasHa4YaeTca MeaULUHCKMM paboTHUKOM MO TOProBOMYy HanmeHoBaHwuto. Mpu
HaMYMU MEOUUMHCKUX NOKasaHui (MHANBMAYaNbHAA HENEPEHOCUMOCTb, MO XU3HEHHbIM NOKA3aHUAM)
Nno peleHuto BpavyebHOM KOMUCCUM MEAULMHCKOW OpraHM3aumm <8> OCyLLEeCTBAAETCA Ha3HauyeHue U
obopMNeHNEe Ha3HAYeHUA JIEKAPCTBEHHbIX MPENApaToB, He BXOAALWMX B CTaHZAPTbl MEeAULMHCKOMN
nomoLLm, pazpaboTaHHble B COOTBETCTBUK C NYHKTOM 14 ctaTbn 37 PegepanbHoro 3akoHa N 323-93 <9>,
WA He NpPefyCMOTPEHHbIX COOTBETCTBYHOLLEN KAWMHUYECKOW peKomeHZauueir, nnbo no Toprosbim
HanmeHoBaHMAM. PeweHne BpayebHON KoMUCCMM MEAMUMHCKOW oOpraHusaumm ¢uKcmpyetca B
MeANLMHCKOM AOKYMEHTALUMM NaLUMeHTa U B XKypHane BpavyebHoM Komuccuu.

<8> MNpuKas MuHMCTepCTBa 34paBOOXPAHEHNA N COUMANbHOro passuTuA Poccuickoin depepauun
oT 5 man 2012 r. N 502H "O6 yTBepXKAeHMM NnopsaKa CO34aHUsA U AesTeslbHOCTU BpadyebHOM Komuccum
MeANUMHCKON opraHusauun” (3apernctpmposaH MuHUCTEPCTBOM toCTULMKM Poccuitickoit ®epepaumn 9
nioHa 2012 r., pernctpaumoHHbiit N 24516) ¢ U3SMEHEHUAMMU, BHECEHHbIMWU MpUKaszom MUHKUCTepCTBa
34paBooxpaHeHua Poccuiickon Pepepaumm ot 2 pgekabpa 2013 r. N 886H (3aperucrtpupoBaH
MuHUcTepcTBOM tocTuumMm Poccuiickon Peaepaunn 23 aekabps 2013 r., pernctpaumnoHHbiit N 30714).

<9> CobpaHme 3akoHogaTenbcTea Poccuiickoin Pepepaumn, 2011, N 48, cT. 6724.

Echv npu oOKasaHMM NaUMEHTY MEAMUMHCKOM MOMOLM B MEAMLMHCKON opraHuMsauum B
CTAUMOHAPHbIX YCNOBUAX MO pelleHUo BpayebHOM KOMUCCUM OCYLLECTBAAIOTCA Ha3HayeHune u
nPUMMeHeHue JIeKapCTBEeHHOro npenapaTa C KOHKPEeTHbIM TOProBbiIM HAaMMEHOBaHMEM, TO NMPU OKa3aHUU
OAHHOMY NAUMEHTY MeAMUMHCKOMW MOMOLWM B MHOM MEAVLMHCKON OpraHu3aumm B CTaLMOHaPHbIX
YCNOBUAX, @ TaKXe B ambynaTOPHbIX YCAOBUAX OCYLLECTBAAETCA Ha3HaYeHUe emy JIeKapCTBEHHOro
npenapara Cc TEM e TOProsbiM HaumeHoBaHuem <10>.

<10> MyHKT 2 noctaHoBneHun MpasBuTtenbctBa Poccuiickont ®eapepauymm ot 30.06.2020 N 965 "O
BHECEHUM U3MeHeHul B Mpasuaa GopMnPOBaAHUA NEepeYH:A NEKAPCTBEHHbIX CPEACTB, 3aKynKa KOTOPbIX
OCYLLECTBNIAETCA B COOTBETCTBMM C UX TOPrOBbIMWU HAMMEHOBAHUAMM, U O NPUMEHEHUN NEKAPCTBEHHbIX
NpenapaToB C KOHKPETHbIMW TOProBbiIMK HaumeHoBaHMAMMK" (CobpaHue 3akoHo4aTeNbCTBa Poccuiickoi
depnepauun, 2020, N 28, cT. 4422).

6. HasHayeHMe nekapcTBEHHOro npenapata B peuenTe Ha BymaxkHOM HocuTene Mau peuente B
dbopme 3N1eKTPOHHOrO AOKYMeHTa OGOpPMAAETCA Ha MMA MauMeHTa, A8 KOTOpOro npeaHasHauyeH
NleKapcTBEHHbIV Npenapar.

Peuent Ha BymaxkHOmM HocuTenie, 0pOPMJIEHHbIN Ha peuentypHom 6naHke ¢popm N 107/y-HN, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBep*AeHHbIX HACTOALMM MPMUKA30OM, MOXKET BbITb MOAyYEH
NaLMeHTOM, ero 3aKOHHbIM NPeACTaBUTENEM UK JIULLOM, UMEOLWMM 0POPMIEHHYIO B COOTBETCTBUN C
rpa)gaHCKMM 3aKoHoZaTeNbcTBOM Poccuitickoit depepaumm AOBEPEHHOCTb OT MaUMEHTa Ha MpaBo
noJiydeHuMA TaKoro peuenTa (ganee - ynoTHOMOYEHHOE ANLO).

MpeactaBneHve A0BEPEHHOCTM He TpebyeTca B Caydae MOAyYeHUA peuenTa Ha NeKapCTBEHHbIN
npenapar Ana UHKypabenbHoro 60/1bHOrO Ha 3aBepLUAOLLLEM 3TANe ero *KU3HWU NLOM, OCYLLLECTBAAIOLLUM
YXOZ 3@ TakKMM WHKypabesbHbiM 60abHbIM. B Takom c/iyyae MeauLUMHCKMA paboTHUK BbloAeT auuy,
OCYLLECTBISIOLLEMY yXO4, 33 MHKYpabesibHbIM 60/IbHbIM, JOKYMEHT, NMOATBEPKAAOLWMIA MHKYpabenbHoe
cocTosiHMe 60/bHOro, coAaep:Kalwumii cBeAeHus O Nnue, KoTopoe byaeT nosyyaTb JIEKAPCTBEHHblE
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npenapatbl No peuenty (bamuama, Mms, oTYECTBO (NocneaHee - NPU Hannumm), Bua, cepus u (namn) Homep
AOKYMEHTa, yA4,0CTOBEPSAIOLLEro IMYHOCTL), 3aBEPEHHbIV MOANUCHIO U NeYaTbio 4aHHOTO MeAMULMHCKOro
pPaboTHMKa, a TaKKe NevyaTblo MeaNUMHCKON OpraHnsaumu.

ﬂ,OKYMEHT, I'IO,CI,TBep)KAaPOLLI,VIl\/‘I MHKypa6eanoe COCTOAHUE 6OJ'IbHOI'O, OCTaeTcs B anTeyHow
opraHusauuu.

Peuent B popme 3/1eKTPOHHOIO AOKYMeHTa GOPMUPYETCA C UCMO/Ib30BaHUEM FOCYAAPCTBEHHOM
MHPOPMALUMOHHOM cucTembl B cdepe 3apaBoOxpaHeHUs cybbekta Poccuiickonnt @Pepgepauum,
MeaNLMHCKOM MHPOPMALMOHHOM CUCTEMbBI MEAULMHCKOM opraHm3aumnm <11>.

<11> Cratbm 91 1 91.1 degepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHOAaTeNnbCTBa Poccuitckom
depepaunn, 2011, N 48, c1. 6724; 2021, N 27, c1. 5141).

dakT Bblga4yn peuenta Ha HEKapCTBEHHbIﬁ npenapat 3akKOHHOMY nNpeacTaBuUTento wUan
YNO/THOMOYEHHOMY NINLY ¢MKCMpy€TCﬂ B MEAMLI,MHCKOVI AOKYMEHTAUUN NaluneHTa.

7. MeguumHckum paboTHMKam 3anpeutaetcs opopMATb peLenTbl Npu OTCYTCTBUM Y NauMeHTa
MeAMLUMHCKMX MOKasaHWiA; Ha He3aperncTpmMpoBaHHble JeKapCTBeHHble npenapaTtbl <12>; Ha
NleKapcTBeHHble npenapaTbl, KOTOPble B COOTBETCTBMMU C UHCTPYKLMEN N0 MEeANLMHCKOMY NMPUMEHEHMIO
npeaHasHaveHbl 418 NPUMEHEHUA TONbKO B MEANLMHCKMX OPraHN3aLUmMAX; Ha HapKOTMYECKMe CpeacTsa u
MCMXOTPOMHbIe BellecTBa, BHeceHHble B cnucok Il [epeyHsi, 3aperucTpupoBaHHble B KayecTse
NleKapCcTBEHHbIX MPenapaTtos, B LEesAX NPMMeEHEHMs A1A NeYeHUA HapKOMaHUK,

<12> PeweHune CoBeTa EBpasmiCKOM 3KOHOMUYECKOM Kommuccuu oT 3 Hoabpsa 2016 r. N 78 "O
MpaBuaax pervcTpaumm M 3KCNepTM3bl JIEKAPCTBEHHbIX CPeAcTB A1 MeAUUMHCKOro npumeHeHua"
(odmumManbHbI catT EBpa3ninckoro skoHoMMYecKoro cotosa http://www.eaeunion.org/, 21 Hos6pa 2016
r.). Cratba 13 depepanbHoro 3akoHa N 61-3 (CobpaHune 3akoHoaaTenbcTBa Poccuiickon deaepauumy,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

NHaouBuAayanbHbIM  MPeanpuUHUMATENAM, OCYLLECTBAAIOWMM  MEULMHCKYIO  AeATe/IbHOCTb,
[ONONHWUTENbHO K TpeboBaHWAM, yKas3aHHbIM B ab3ale NepBOM HacTOAWEro MyHKTa, 3anpeluaeTcs
0bopMAATL peLlenTbl Ha HAPKOTUYECKME CPEeACTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CNUCKK Il 1
Il NepeyHs (manee - HapKOTUYECKME WM TCUXOTPOMHbIE JIEKAPCTBEHHbIe MpenapaTtbl cnvckos Il u Il
MepeuHs).

8. lpK Ha3HaYeHUM HAPKOTMYECKUX M MNCUXOTPOMHbIX NEeKapPCTBEHHbIX npenapaToB cnucka Il
MNepeyHsn, 3a UCKNOYEHNEM NEeKAPCTBEHHbIX NpenapaToB B BUAE TPaHCAEPMasbHbIX TepaneBTUYeCKUX
CUCTEM UM NEeKAPCTBEHHbIX MpenapaTos, COAEepXKallux HAPKOTMYECKoe CpeacTBO B COYETaHUU C
aQHTaroHMCTOM ONMWOWAHbLIX PEeLenTopoB, peuenTbl Ha OymaxXHOM HocuTene odopmasatoTCcA Ha
peuentypHom 6naHKe popmbl N 107/y-HI.

9. PeuenTypHbiit 6naHK popmbl N 148-1/y-88 opopmnseTtca npu HazHaYeHUU:

1) HapKOTUYECKMX WM MCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaTtoB cnucka |l MNepeuHa B Buae
TPaHCAEPMa/IbHbIX TePaneBTUYECKUX CUCTEM, HAPKOTUYECKMX JIeKApPCTBEHHbIX MpenapaTtoB cnucka |l
MepeyHs, cogeprKalmMx HAPKOTUYECKOE CPeACTBO B COYETAHUMN C aHTAarOHMCTOM ONMUOUAHbIX PELLEeNTOPOB,
NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaTos cnucKa Il MNepeyHs;

2) KOMBMHMPOBAHHbIX SIEKAPCTBEHHbIX NPENapaToB, COAEPKALLUMX:

a) Ko4eWH MAK ero conn (B NepecyeTe Ha YUCTOE BELLECTBO) B KoaudyecTse 40 20 Mr BKAOUNTENBHO
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(Ha 1 po3y TBepAOW NekapcTBEHHOM popMbl) UK B Konndectse 4o 200 mr BKAtounTenbHo (Ha 100 ma nam
100 r *KuaKoh nekapcTBeHHOM dopMbl 418 BHYTPEHHETO NPUMEHEHUA);

6) nceBaoadeapvHa ruapoxaopua B Komyectse, npesbiwatolem 30 mr, u 4o 60 Mr BKAOYUTENBHO
(Ha 1 po3y TBepAOI NeKapCcTBEHHOM dopMbl);

B) nceBaoadeapuHa rMapoxaopua B Koamndyectse, npesblllatoliem 30 mr, 1 Ao 60 Mr BKAKOYUTENBHO
B COYETaHMU C geKcTpomeTopdaHom ruapobpommnaom B Konmdectse, npesbiwarowem 10 mr, n go 30 mr
BK/ItOUUTENIbHO (Ha 1 403y TBEPAOW NeKapcTBEHHOM GopMmbl);

r) aekcrpomeTopdaHa ruapobpomma B Konndectse 4o 200 mr BrkatoumTenbHo (Ha 100 ma mam 100
I *XMAKOW NeKapcTBeHHOMN GopMbl AN151 BHYTPEHHETO NPUMEHeHUs);

4) abeapuHa rugpoxnopua B Koanyecrse, npesbiwatowem 100 mr, n go 300 mr BKAOUYMTENbHO (Ha
100 mn mnm 100 r *KuAaKoM nekapcTBeHHOM GOpMbl 418 BHYTPEHHETO NPUMEHEHUS);

e) adegpuHa rugpoxnopus B Koaudectse o 50 mr BKAwouMTenbHo (Ha 1 po3y TBepaow
JIeKapcTBeHHOM GpopMmbl);

X) ¢deHunnponaHonamuH B KoAMyecTBe A0 75 mr BKAuuTenbHo (Ha 1 po3y TBepaol
NeKapcTteeHHoin Gpopmbl) am Ao 300 mr BKAoUYMTENbHO (Ha 100 mAa uam 100 r XuAKoM NeKkapcTBEHHOM
$opMbl o151 BHYTPEHHETO NPUMEHeHUs);

3) ¢eHobapbuTan B Koamnyectse A0 15 Mr BKOYMTENBHO B COYETAHMM C KOAEMHOM (MM ero
CONIAMM) HE3aBMCUMO OT Ko/inyecTBa (Ha 1 403y TBepAoi NeKkapcTBeHHOW Gopmbl);

n) ¢eHobapbutan B KoamuectBe A0 20 Mr BK/AOYMTENBHO B cCovyeTaHMM C 3deapuHOM
rMAPOXI0PMAOM HE3ABUCMMO OT KoandecTsa (Ha 1 403y TBepAoi iekapcTBeHHON GopMbl);

K) XflopAmasenokcua B KonnyecTse, npesbiwatowem 10 mr, u go 20 mr BkAoUUTENbHO (Ha 1 oo3y
TBEpPAOM NNIeKapCcTBEeHHOW GOpMbl);

3) nekapcTBEHHbIX MpenapaToB UHAMBUAYA/NLHOTO W3rOTOB/IEHWA, COAEPMKALMX HAPKOTMYECKoe
CPeAcTBO MAM NCUXOTPOMHOe BewecTBo cnucka |l MepeyHa, n apyrme dapmakonorMyeckme akTUBHblE
BelecTBa B f03e, He MPEBbIWAOWENA BbICWIYHO pPa30oBYyld [A03y, W NpU  YCAOBMM, 4YTO 3TOT
KOMOMHMPOBAHHbLIA JIEKAPCTBEHHbIA MNpenapaTt He SABAAETCA HAPKOTUYECKMM WM MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka |l MepeyHs;

4) nekapcCTBEHHbIX NpPenapaToB, BK/YEHHbIX B MNepeyYeHb JEKAPCTBEHHbIX CPeACcTB ANsA
MEAMLMHCKOrO  MPUMEHEHUs, nogjiexalwmx npeamMeTHO-KO/IMYEeCTBEHHOMY ydeTy (Janee -
NeKapcTBeHHble NpenapaThl, BKAOYEHHble B nepeyeHb MKY) <13>.

<13> MoanyHKT 5.2.171(1) nyHKkTa 5 noctaHoBneHun MNpasuTenbctsa Poccuinickoit Pepepaunn ot
19.06.2012 N 608 "O6 yTBEpxaeHUM MonoxeHus o MuHucTepcTBe 34paBooxpaHeHMa Poccuiickoit
depepaunn" (panee - MonoxkeHne o MuHucTepctBe) (CobpaHue 3aKoHogaTenbcTBa Poccuiickol
depepauun, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

10. PeuentypHbIit 6naHk dopmbl N 148-1/y-04(n) odpopmnseTca Npu HazHAYEHUN NEeKaPCTBEHHbIX
npenapaToB rpaxgaHam, MMeLWWM NpaBo Ha 6ecniaTHoe NonyYeHUe NeKapCTBEHHbIX NPEenapaToB UK
Nnosly4eHMe NIeKapCTBEHHbIX NPENapaToB CO CKUAKOW.

11. PeuenTypHbiit 61aHK popmbl N 107-1/y odopmnseTcsa npu HasHaveHUn:

1) neKapCcTBEHHbIX MPENAPATOB, HE YKa3aHHbIX B MyHKTax 8, 9 HacTosAwero MopsaKa;
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2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX NPENAPATOB, COAEPHKALLMX:

a) aprotammHa rMApoTapTPaT B KO/MYecTBE A0 5 Mr BKAouMTenbHo (Ha 1 [o3y TBepaoi
JNIeKapcTBeHHOMN GpopMmbl);

6) adeapuHa ruapoxnopua B Konndectse A0 100 mr BkAoUMTENbHO (Ha 100 ma uam 100 r xKuakou
NleKapcTBeHHoN GopMbl AN BHYTPEHHEro NpUMeHeH M s);

B) ncesgoadeipnHa ruapoxnopua B Koandectse, He npesbiwatowem 30 mr (Ha 1 go3y TBepaoi
JleKapcTBEHHOM GopMbl);

r) ncesgosdendpuHa rMapoxnopua B Koauyectse, He npesblwatowem 30 mr, B COYETaHMM C
AeKcTpomeTopdaHom rmapobpommnaom B Konndectse, npesbiwatowem 10 mr, n 4o 30 mMr BKIOUMTENbHO
(Ha 1 po3y TBepAOI NeKapcTBEHHOM dopMbl);

A) AekcTpomeTopdaHa ruapobpomug B KosvuyecTBe, npesbiwatowem 10 mr, 1 go 30 mr
BKOUMTENBbHO (Ha 1 403y TBEPAON IeKapcTBEeHHOM GopMmbl);

e) ¢peHobapbuTan B Konmndectse, npesbiwatowem 20 mr, 1 go 50 mr BrkaounTeNnbHO (Ha 1 o3y
TBEpA0oN NIeKapcTBeHHOW GOpMbl);

X) ¢deHobapbutan B KonmdectBe A0 20 Mr BK/AOUYUTENbHO B COYETAHUM C 3ProTamMUHOM
r’MApPOTapTPAaTOM HE3aBUCUMO OT KoainyecTsa (Ha 1 A03y TBepaoi NekapcTBeHHON GopMbl);

3) xnopanasenoKkcus B Konnyectse 4o 10 Mr BKAOYMTENbHO (Ha 1 A03y TBEPAON NEKApPCTBEHHOWM
dopmbl).

12. Mpu HazHaYeHUU NEKAPCTBEHHOrO NpenapaTa UHANMBUAYAIbHOTO U3rOTOBAEHMA B peLenTe Ha
6yma)kHOM HocuTene U (Mamn) peuente B GoOpme 3MEKTPOHHOrO [AOKYMEHTa HaMMeHOBaHuA
NeKapcTBEHHbIX CpeacTs (BewecTs), BKAOYEHHbIX B nepedyeHb MKY, yKasbiBaloTca B Havane peLenta,
3aTeM - BCE OCTa/ibHble NHFPEANEHTbI.

13. Mpu Ha3HauyeHUU NIeKapCTBEHHOro npenapaTa B peuente Ha BymaxkHOm Hocutene u (Mnu)
peuente B dopme 3/1EKTPOHHOrO AOKYMEHTA 3anpeLiaeTca MNPeBbllaTb KOAMYECTBO HAPKOTUYECKUX
CPeACTB MW NCUXOTPOMHbBIX BELLECTB, KOTOPOE MOXKET ObITb BbINMCAHO B OAHOM peLenTe, yCTaHOBAEHHOe
npunoxeHnem N 1 K HacToAwemy MNopAaaKy, 3a UCKAOYEHMEM CNyYaeB, YKa3aHHbIX B NyHKTax 15 n 24
HacToAawero Mopagka.

14. Mpn Ha3HaYeHUN NEKAPCTBEHHbIX NPENapaToB, BKAOYEHHDbIX B nepeveHb MKY, f403a KOTOPbIX
NpeBbIWaeT BbICWUMIA OAHOKPATHLIA MNpUEM, MeOMUMHCKMI paboTHMK o603Ha4yaeT 403y 3TOro
NeKapcTBEHHOrO npenapata B peuenTe Ha 6ymakHOM HoOcuTesne MPONUCbI0 C MPOCTaBAeHUEM
BOCK/IMLLATENIbHOTO 3HaKa W (M1M) NPOCTaBAAET BOCKAMLATE/bHbIN 3HaK Npu opopmaeHUN peuenTa B
dbopme 31eKTPOHHOTO AOKYMEHTAa.

15. KonnyectBo Ha3HAYeHHbIX SIeKapCTBEHHbIX NPenapaToB, BKAKOYEHHbIX B nepeyveHb [MKY, npu
OKa3aHWKM nNauMeHTaM, HYKAAWMMCA B AJUTE/IbHOM JIeYEHUWN, MEPBUYHON MEAMKO-CAaHUTAPHOM
MOMOLLM WU MANNMATUBHON MEAMULIMHCKOW MOMOLLM MOKEeT OblTb YBE/IMYEHO C YYETOM K/IMHUYECKMX
pekomeHaaumii He 6osee yeM B 2 pas3a MO CPABHEHWUIO C KOJMYECTBOM HapKOTUYECKUX CPencTB Uau
MCUXOTPOMHbIX BELEecTB, KOTOpoe MoeT ObiTb BbIMMCAHO B OAHOM peuenTe, YCTaHOB/EHHbLIM
npunoxkeHnem N 1 K HacToawemy MNopaaky.

B cnyyasx, npeaycMOTpPeHHbIX ab3auem nepBbiM HACTOALLErO MYHKTA, Ha peLenTax Ha bymaxKHOM
HocuTele NPOU3BOAMTCA Haanucb "Mo cneunasbHOMY HasHayeHUto", OTAe/IbHO 3aBEPEHHasA NoANMUCbio
MeANUMHCKOTO PaboTHUKA M MeyaTblo MeAMUMHCKOM opraHusaumu "Ons peuentoB”, Ha peuenTtax B
dbopme 3N1EKTPOHHOrO [OKYMEHTa npoussBoguTca OTmeTKa "Moo cneumanbHOMY HasHayeHuo" ¢
NpPOCTaBAEHMUEM YCUNEHHON KBAaIMPULMPOBAHHOM 3/1I€KTPOHHOM NOANNUCY MeANLMHCKOro paboTHUKa.



16. CocTaB NeKapCTBEHHOrO MpenapaTta, JieKapcTBeHHas ¢opma M obpalleHne MeanLMHCKOro
paboTHMKa K dapmaueBTUYeckoMy paboTHMKY 06 OTNyCKe NeKapCTBEHHOrO npenapaTta Ha GymaykHOM
HocuTene opOPMAAIOTCA Ha TATUHCKOM WM PYCCKOM fi3blKe B POAMUTE/IbHOM MAAeXKe, 3a UCK/IoUYEeHNEM
opopmaeHun peLentos B Gopme 3/1eKTPOHHOTO AOKYMEHTA, OCYLL,ECTB/IIEMOTrO Ha PYCCKOM A3bIKe.

Mpu odopmneHnM peuenTypHbiX 6MaHKOB  [OMYCKAeTCA  WCMNO/b30BaHWE  COKpaLLeHWi
(npunoxkeHune N 2 K HacToswweMmy MopsaaKy).

Mpy HasHayeHMM NEeKapCTBEHHOro npenapata He [OO0MYCKaeTcs COKpalleHWe HauMMeHOBaHWUI
WMHIpeaMeHTOB, COCTaBAAIOLIMUX IEKAapPCTBEHHbIM NpenaparT, He NO3BONAIOLLMX YCTaHOBUTb, KaKOM MUMEHHO
JIeKapCTBEHHbIN NpenapaT HasHa4eH.

17. Cnocob npumeHeHNa neKkapcTBeHHOro npenapaTa 0603Ha4YaeTca ¢ yKasaHUeM NyTu BBeAeHUs,
003bl, 4acTOTbl, BpEeMeHU Npuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M ero ANUTeNbHOCTU, a ANA
NleKapCTBEHHbIX NpenapaTos, B3aMMOAeNCTBYIOWMX C NULLEN, - BpeMeHU UX ynoTpebneHns oTHOCUTENbHO
npuema nuwM (40 eapl, BO Bpema eabl, Nocne eabl).

18. Mpn HEOBXOANMMOCTN HEMEANEHHOTO MW CPOYHOTO (B TedeHMe ABYX paboumx AHel) oTnycKa
NleKapcTBEHHOTO Npenapara NauMeHTy B BEPXHEKN 4acTu peLenTa Ha bymMaykHOM HoCUTe e MPOCTaBAAIOTCA
ob0o3HaueHus "cito" (cpoyHo) nnm "statim" (HemeaneHHo). AHanorMyHble 0603HaYEHMA NPOCTABAAOTCA B
BMAE OTMETOK Npu opopmMaeHUmn peLenTa B Gopme 3/1eKTPOHHOTO OKYMEHTA.

19. Mpun odopmMIEHNN HA3HAYEHMA TOTOBOIO JIEKAaPCTBEHHOIO NpenapaTa B peLenTte Ha bymaxkKHOM
HocuTene unu peuente B ¢GOpme 3NEKTPOHHOIO AOKYMEHTA KOMYECTBO AENCTBYIOWMX BELLECTB
YKa3blBaeTCci B COOTBETCTBUM C WMHCTPYKUMENH NO MeAULMHCKOMY MNPUMEHEHUI0 /IeKapCTBEHHOro
npenapara. JonycTMMO yKa3blBaTb A0O3MPOBKY JIEKAPCTBEHHbIX NPenapaToB CUCTEMHOIO AeicTBua (ann
pe3opbTMBHOro Npuema) B TBEPAbIX NEKaPCTBEHHbIX popmax (Hanpumep, TabaeTKM, NOPOLLIKKU, Kancybl)
KaK cofeprkaHue OAHOMo MAM HECKONbKUX AENCTBYHOLMX BEWECTB B eAuHMUAX maccbl (B rpammax,
Mmunaaurpammax). onycTumo yKasbiBaTb A03UPOBKY JIEKAPCTBEHHbIX NPenapaTtoB CUCTEMHOIO AeNCTBUS
(ana pe3opbTMBHOrO NPUMEHEHMA) B KUAOKMX NEKapCTBEeHHbIX ¢opmax (Hanpumep, pPacTBOpPSI,
CYCNEeH3NKN) Kak cofepraHne O4HOro UM HECKONbKUX AEWCTBYIOWMX BELLECTB B eAMHULAX Macchl Ha
eauHuLy obbema (Hanpumep, MUAAUTPAMM/MUAANANUTP) C yKa3aHMemM obLiero ob6bema nekapcTBeHHOM

dopmbl.

Mpn opopmneHMn HasHayYeHUA NIeKapCTBEHHOro npenapata UHAWMBMAYANbHOIO W3rOTOB/IEHUA B
peuenTe Ha BymaxKHOM HocuTene nan peuenTte B GOpme 3/IEKTPOHHOTO JOKYMEHTa KONMYECTBO TBEPAbIX
M cbinyunx dapmaueBTMYEecKMX cybcTaHuMIA yKasbiBaeTca B rpammax (0,001; 0,5; 1,0), kuakux - B
MUANUANTPAX, FPAaMMaXxX U Kannsx.

20. Peuentbl Ha BymaxkHOM HocuTene, B GOpme 3/EKTPOHHOrO AOKYMEHTa, opopMeHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 u npeaHasHayeHHble A1 OTMYCKA JIEKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoanyHKTamMun 1 - 3 nyHKTa 9 HacTtoAwero Mopaaka, AeACTBUTENbHbI B
TeyeHue 15 gHel co aHA obopMaeHUA.

21. PeuenTtbl Ha Byma)kHOM HocuTesne, B pOpme 3NEKTPOHHOTO AOKYMeHTa, 0odOpPM/EHHbIE HA
peuentypHom 6naHke ¢dopmbl N 148-1/y-04(n) M npegHasHayeHHble AN OTMYCKa JI€KapPCTBEHHbIX
npenapaToB rpa*kAaHam, yKasaHHbIM B NyHKTe 10 HacToAwero MopAgKa, AeicTBUTENbHbI B TeyeHue 30
AHel co aHA opopMieHMA, 33 UCKTOYEHUEM cy4aeB 0POPMIEHMA peLenTa B COOTBETCTBMM C MyHKTaMMU
38 1 39 HacToAwero Mopaaka, NP1 KOTOPbIX OH AeUCTBUTENEH B TeyeHMe 15 aHel co aHA opopmMaeHuns.

22. PeuenTtbl Ha Byma)kHom HocuTene, B popme 3N1eKTPOHHOTO AOKYMeHTa, 0odOpPMAEHHbIE Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) M npeAHasHayYeHHble A1A OTNYCKa JIeKaPCTBEHHbIX
npenapaToB rpa*kAaHam, AOCTUTLMM MEHCMOHHOro BO3pacTa, MHBaAMZAM NEepBON rpynnbl, AETAM-
WMHBaNMAAM, a TaKXKe TrpaxgaHaMm, CTPaZaloWMm XPOHUYECKMMM 3aboneBaHUAMM, Tpebyrowmmu
ONUTENBHOMO KYpPCOBOrO NeYEHUA, AeNCTBUTENbHbl B TedeHue 90 aHelt co aHA odopmaeHus, 3a



WCKNIOYEHMEM CNlyYyaeB, YKasaHHbIX B NyHKTax 38 v 39 HacTtoswero MopagKa, Npu KOTOPbIX OH
OencTBuTeneH B TedeHune 15 aHen co gHA opopmaeHus.

ONnAa neyeHns XpoHWYecKMx 3aboNeBaHWUii YKasaHHbIM KaTeropusm rpaxgaH JieKapcTBeHHble
npenapaTtbl ¢ 0GOPMIEHNEM PELLENTOB Ha ByMaKHOM HOCUTEle UM PEeLENTOB B GOPME 3NEKTPOHHOIO
AOKYMEHTa MOryT Ha3HayaTbCA Ha Kypc neveHns go 180 gHel.

23. Peuentbl Ha bymaHOM HocuTene, B GopmMe 3N1EKTPOHHOro AOKyMeHTa, 0dOpPM/IEHHbIE Ha
peuentypHom 6naHke popmbl N 107-1/y 1 npeaHasHaveHHble 414 OTMYCKa 1IeKapCTBEHHbIX MPenaparos,
npeaycMoTpPeHHbIX NyHKTom 11 Hactoswero lNopAaaka, AeACTBUTE/IbHbI B TeyeHue 60 AHen co AHs
odopmaeHus.

Mpy HasHayeHMM TOTOBbIX JIEKAPCTBEHHbIX MNPENnapaToB M JIeKapCTBEHHbIX MNpenapaTos
WHAMBUAYANbHOIO M3rOTOB/IEHUA NauMeHTam C 3a6oneBaHUAMM, TPEOYIOWMMM ANNTENbHOTO KYpCOBOTO
neyeHus, c obopmaeHmem Ha peuentypHom 6naHke ¢opmbl N 107-1/y peuenTa Ha BymarkHOM HocuTene
nnn B opMe 31EKTPOHHOTO AOKYMEHTA YCTaHABNMBAETCA CPOK AEMCTBMA peLenTa B npegenax Ao 04HOro
roga.

B cnyyae yCTaHOBNEHMA CpPOKa AeNCcTBMA pelenta B npegenax [0 OAHOMo roga B peuenTe
npoussoamuTca Haanucb: "Mo cneuManbHOMY HasHayeHUto", 0603HaYaeTCca CPOK AEUCTBUA peuenTta U
NepuogMYHOCTb OTMNYCKA NEKAPCTBEHHbIX MPENapaToB U3 anTe4YHOW OpraHM3aunm AU MHANBUAYAIbHBIM
npegnpuHMmMmaTesniemM, UMELLMM IMLEH3UIO Ha GapMaLLeBTUYECKYIO AeATebHOCTb <14> (exkeHeaesnbHO,
€KeMeCsYHO M UHble nepuoabl). JONoNHUTENbHO 3TO YKa3aHWe 3aBepsAeTcs Nognucblo MeaULMHCKOro
paboTHMKa, a TaK}Ke MeyaTblo MeaMLMHCKOW opraHM3aumm "Ons peuentos” (414 peuenTa Ha BymaxkHOM
HOCUTE/Ie) NN YCUSIEHHOW KBaIMPUUMPOBAHHOW 3/IEKTPOHHOM NOANUCbI0O MEAMLIMHCKOTO paboTHUKA U
JiMua, YNOJHOMOYEHHOTO 3aBepATb AOKYMEHTbI OT MMEHU MeAMLMHCKOW opraHusaumm (ana peuenTa B
dopme 31eKTPOHHOI0 JOKYMEHTa).

<14> MNyHKT 47 vactn 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-#3 "O
JNINLEH3NPOBAHUM OTAENbHbIX BUAOB AesTenbHocTn" (aanee - ®eaepanbHbiit 3akoH N 99-93) (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depgepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha /NeKapCTBEHHble MpenapaTbl, BKAlOYeHHble B nepedyeHb [MKY, ana nedyeHus
NauMEeHTOB C XPOHUYECKMMUM 3a601eBaHMAMM MOTYT 0GOPMAATLCA Ha Kypc iedeHns 1o 60 gHei.

B cnyyae, Korga Kypc fnedeHus coctasnseT 6onee 30 gHei, OAOMONHUTENIbHO B peuenTax Ha
6yMarKHOM HOoCUTele MPOU3BOANUTCS Hagnuck "Mo cneunanbHOMY HasHaYeHUK", 3aBepeHHas NOANMUCHI0
MeAULMHCKOro paboTHMKaA M neyaTblo MeOMUMHCKOM opraHusauuun "[na peuenTtos", Ha peuenTax B
dopme 3N1EeKTPOHHOTO AOKYMEHTa npousBoautca oTmeTKa "lMo cneunanbHOMy HasHayeHuw" ¢
NPOCTaB/feHNEM YCUNEHHON KBaANULMPOBAHHOMN 3NEKTPOHHOM NOANUCU MEAULIMHCKOTO PaboTHMKa U
MLA, YNOAHOMOYEHHOTO 3aBEPATb AOKYMEHTbI OT UMEHU MEeANLMHCKOM OpraHM3aLmu.

25. Peuent Ha 6ymaxHOM HocuTene B GoOpme 3/EeKTPOHHOro AOKYMEHTa, OPOPMAEHHbIN C
HapyLWeHMEeM YCTaHOBEHHbIX HAacTOALLMM MNopAaaKom TpeboBaHWI, CYUMTAETCA HEeAEUCTBUTENbHBIM.

Il. HasHaueHne neKkapcTBEHHbIX NpenapaTosB NP OKasaHUU
MEAMLI,MHCKOﬁ nomMmoLim B CTALMUOHAPHbIX yC0BUAX

26. I'IpM OKasaHun naymneHTy Me,LI,MLI,MHCKOﬁ nomouwn B CTaUlMOHAPHbIX YCNOBUAX HA3HA4YeHUe
NEKAPCTBEHHbLIX NpenapaTtoB Npoun3BoaAnUTCA 6es Od)OpMﬂEHWr'I peuenta megnunHCKMm pa6OTHMKOM
€ONHONYHO, 3a NCKNKOYEHNEM CNy4HaEB, YKAa3aHHbIX B NMYHKTE 27 HacToALWero I'Iopﬂ,u,Ka.

27. CornacoBaHWe HasHayeHuA NNeKapCTBEHHbLIX MpenapaTtoB C 3aseAylOWMM OTOENEHUEM WU
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OTBETCTBEHHbLIM OEXYPHbIM BPpa4YOM nmbo Apyrim nmuom, YnosIHOMOYEHHbIM NMPUKA30M IMaBHOIo Bpa4da
Me,ﬂ,MLI,MHCKOVI opraHnsauunun, a TaKXe, nNpu Haanymmn, C Bpayvyom - KJANHUYECKMM (I)apMaKOﬂOFOM
HeO6XO,D,MMO B C/Qiy4danax:

1) OAHOBPEMEHHOIO Ha3HaA4YeHUNA NATU N bonee NNEKAPCTBEHHbIX MPENAapaToB O4HOMY NaUUNEHTY;

2) Ha3HaYyeHUs IeKapCTBEHHbIX MPenapaToB, He BXOAALWMX B NepeyeHb XKU3HEHHO HEOBXOAMMbIX U
Ba*KHEMLLMX NEeKapCTBEHHbIX MpenapaToB <15>, MpuM HETUNMYHOM TeyeHUW 3aboneBaHMsA, HaAUUYUK
OC/NIO’KHEHWI OCHOBHOro 3aboneBaHua W (MAKM) CcOMyTCTBYIOLWMX 3aboneBaHWii, NPU Ha3HAYeHUU
JIeKapCTBEHHbIX NpPenapaTtoB, OCOBEHHOCTM B3aMMOAENCTBMA M COBMECTUMOCTM KOTOPbIX COFNACHO
WHCTPYKLMAM MO WX NPUMEHEHMUIO MPUBOAAT K CHUXKEHUIO 3ddekTuBHOCTM M He3onacHocTH
dbapmakoTepanuu un (Mim) co3gatoT NOTEHLUMAbHYIO ONAaCHOCTb AJ1A }KU3HW U 340P0BbA NaLMeHTa.

<15>Yactn 1 ctaTbk 60 degepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHoAaTenbCTBa Poccmninckol
depepaunn, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B yKasaHHbIX CNyyasx HasHayeHWe NIeKapCTBEHHbIX MpenapaTtoB GUKCMpyeTca B MeAULMHCKOM
OOKYMeHTaUuuM naumeHTa M 3aBepsaeTca MOAMUCbID MeAMUMHCKOro paboTHMKa W 3aBeayioLlero
oTaenieHnem (OTBETCTBEHHOrO AEeXYPHOro Bpaya Wam Apyroro ynosHOMOYEHHOro 11ua).

28. MeguuMHCKMIA pPaboTHUK MeAMUMHCKOW opraHusaumu (ee CTPYKTYPHOro noapasgeneHus),
pacrnosioKeHHOW B CE/NbCKOM HACe/NIeHHOM MYyHKTe, OCYLLEeCTBAAET Ha3HayeHWe JfIeKapCTBEHHbIX
npenapaToB B C/Iy4asx, YKa3aHHbIX B NYHKTax 27 1 29 HacToAwero MNopagka, eANHOANYHO.

29. Mo pelleHno BpauyebHON KOMUCCUKM NaUMEHTaM NpPU OKasaHUU UM MeAULUHCKON NMomoLLM B
CTaUMOHApPHbIX YCAOBUAX Ha3HA4aloTCA /IeKapCTBEHHble MpenapaTtbl, He BKAKOYEHHble B NepeyeHb
U3HEHHO HeobXOAMMbIX M BaXKHEWMLIMX NeKapCTBEHHbIX NpenapaTos, B Cayd4ae MX 3ameHbl M3-3a
MHAMBUAYANbHOW HEMNEPEHOCMMOCTU, NO KMU3HEHHbBIM NOKa3aHUAM.

PeweHne BpayebHON KOMUCCUM PUKCUPYETCA B MEOUUMHCKOW [AOKYMEHTaUMWM MauMeHTa U
ypHane BpayebHo Komuccuu.

30. B cnyyasax obcnenoBaHMA M IeUEHUA TPaXKAaHWHA B CTALMOHAPHbLIX YC0BUAX B paMKax
npegocTaBAeHNA MeAVLMHCKMX YCYT HAa BO3ME34HOM OCHOBE 33 CYET IMYHbIX CPeACTB rparkaaH, CpeacTs
IOPUANYECKUX /UL, U UHbBIX CPEeACTB HAa OCHOBAaHUM AOroBOpa, B TOM Yucne Aorosopa fobpoBosibHOro
MeJMUMHCKOTO CTpaxoBaHuAa <16>, emy MoryT ObiTb Ha3HayeHbl JeKapCTBEHHble MpenapaTbl, He
BXOAALLME B NEPEYEHb XU3HEHHO HEODXOAMMbBIX U BaXKHEWMLIMX NIEKAPCTBEHHbIX NPEenapaTos, eciu Ux
Ha3Ha4yeHue N NpUMeHeHne 0byCcNIOBAEHO MEANLMHCKMMM NOKAZAHUAMM.

<16> MNocrtaHoBneHune MpaButenbcTea Poccuitickoit Pepepaumm ot 4 okTabpsa 2012 r. N 1006 "06
yTBEpX)AeHUM MpaBua NpeaocTaBAeHUs MeANLUNHCKMMM OPraHM3aumMaMm NAaTHbIX MeAULMHCKMX yeayr”
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoit depepaumm, 2012, N 41, cT. 5628).

I1l. HasHauyeHWe nekapCcTBEHHbIX NpenapaToB NPU OKasaHUU
NepBUYHO MeANKO-CaHUTAPHOI NOMOLLM, CKOPOiIi MeaULUHCKOM
NOMOLLU U NANJIUAaTUBHON MeANLUHCKOA NOMOLLMN

31. MNpn OKasaHMM MNEPBUYHON MEAUNKO-CAaHUTAPHOW MOMOLM M NaNANaTUBHOW MeAMLUHCKOM
NOMOLLM B amMbBynaTopHbIX YCNOBUAX Ha3HaAYeHWe JIeKapCTBEHHbIX MPenapaTtoB OCYyLECcTBASETCA
MeANUNHCKMM PaboTHUKOM B C/TyYasX TUMMYHOTO TeyeHMA 3aboneBaHMA NaUMeHTa UCXOAA U3 TAXKECTU U
XapaKTepa 3aboneBaHus.
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32. HasHayeHMe NeKapCTBEHHbIX MPEMNapaToB MO pelweHuto BpayebHoM KOMUCCMM NPU OKa3aHUM
NepBUMYHON MeZMKO-CaHWUTAPHOM MOMOLLM, MaNAMATUBHOM MEAMUMHCKON NOMOLM B ambynaTopHbIX
YCNOBUAX NPOU3BOAUTCA B CNYyYaAX:

1) OA4HOBPEMEHHOIO Ha3HaA4YeHNA OAHOMY NaLUEHTY NATU U bonee NEKapPCTBEHHbIX NPENapaTos B
Te4yeHne ogHUX CYTOK Uaun cebille OECATU HaMMEHOBAHUI B TeYeHMe TPUALATU ,u,Heﬁ;

2) Ha3HaYyeHMUs JIeKapPCTBEHHbIX MPEenapaTos MPW HETUNMUYHOM TedeHUM 3aboneBaHusA, HaNUYmMu
OC/NIO)KHEHWI OCHOBHOro 3aboneBaHua W (MAKM) COMNYTCTBYHOWMX 3aboneBaHUl, MPU Ha3HaYyeHUU
JIeKapCTBEHHbIX NpPenapaTtoB, OCOBEHHOCTM B3aMMOAENCTBMA M COBMECTMMOCTM KOTOPbIX COFacHO
WMHCTPYKLMAM NO UX MPUMEHEHUIO MPUBOLAT K CHUNKEHUIO 3PPEKTUBHOCTM M HE30NacHOCTU fleyeHun
naumMeHTa 1 (MaKn) co3garoT NoTEHUMAIbHYO ONACHOCTb AJ1A XKU3HWU U 340P0BbA NALUEHTa;

3) nepBMYHOrO Has3HaAYeHWs MNaLMEHTY HAPKOTUYECKUX M MNCUXOTPOMHbLIX NIEeKAPCTBEHHbIX
npenapatoB cnuckos Il u Il MepeyHs (B cnyyae NPUHATUA PYKOBOAUTENEM MEOMULIMHCKOM OpraHM3auum
peleHmsa 0 HeobX04MMOCTU COrNacoBAHMA Ha3HAYEHUS TAaKMX IEKAPCTBEHHbIX NPENapaToB ¢ BpaYebHOM
Komuccuen).

33. MNoBTOpPHOE HAa3HAYEHNE HAPKOTUYECKMX U NCUXOTPOMHbLIX IEKAPCTBEHHbIX NPENapPaToB CMNCKOB
Il v 1l MepeyHAa npom3BOAMTCA MEAMLMHCKMM PaBOTHMKOM CamMOCTOATE/IbHO WAW eAMHOAUYHO b6e3
y4yactua BpayebHOM KOMMUCCMM MauMeHTam C BblpaXeHHbIM 60/1eBbiIM CMHAPOMOM Nt060ro reHesa,
HapylWeHWeM CHa, CYAOPOXHbIMW  COCTOAHMAMMW, TPEBOXKHbIMW  paccTporcTBamn, dobuamu,
NCUXOMOTOPHbIM BO3DYXKAEHMEM.

34. MNpu OKasaHWW CKOPOIM MEeAMLMHCKOM MOMOLLM NeKapCTBEHHble MpenapaTbl HasHavatoTcA
MeAULMHCKMM paboTHMKOM Bble3gHOW Opuragbl CKOPOM MNOMOLWM, MESULMHCKUM pPaboTHUKOM
MEANLMHCKON OpraHM3aummn MNpyv OKasaHMM MeAMUMHCKON NOMOLLM TparkgaHam npu 3aboseBaHusX,
HECYACTHbIX CNy4YanX, TPAaBMaXx, OTPABAEHUAX U 4PYINX COCTOAHMUAX, TPEOYIOLWMNX CPOYHOrO MeAMULMHCKOIO
BMeLIaTeNbCTBa.

IV. HasHaueHMe neKapCcTBEHHbIX NPenapaTos rpaXaaHam,
MMeIoLWMM NpaBo Ha 6ecniaTHoe NoslydyeHne IeKapPCTBEHHbDIX
nNpenapaToB UK NONYYEHUE IeKAPCTBEHHbIX NPenapaTos
CO CKMAKOW, NPU OKa3aHUU NepPBUYHOIA
MeAUKO-CaHMTapHOWU NoMoLL U

35. Mpu oOKasaHWM NEepPBUYHON MeAUKO-CaHUTAPHOM MOMOLLM Ha3HaYeHne MeAULUHCKUM
pabOTHUKOM Ha OCHOBE K/IMHUYECKUX PEKOMEHZAUMA U C y4eTOM CTaHAapTOB MeAMLMHCKOW MOMOLM
<17> nekapcTBeHHbIX NPenapaToB, OTNYCKaembiXx 6ecniaTHO UM CO CKUAKOM, rpakgaHam, MMeLWUmM
NnpaBo Ha obecneyeHWe NeKapCcTBEHHbIMKW MpenapaTaMmy 3a CYeT CPeacTB 6HoOMKETHbIX aCCUrHOBaHMIMA
depepanvHoro 6rogxketa n bloarkeToB cybbekToB Poccuitckoi degepaupmm, OCyLLECTBASETCA Ha
peuenTtypHom 61aHKke N 148-1/y-04(n).

<17> CraTtbsa 37 ®depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKkoHoaaTenbcTBa Poccuitckol
depnepaunn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5186).

Mpn odopmneHnn peuenta Ha 6naHke ¢opmbl N 148-1/y-04(n) Ha BymaskHOmM HocuTene
obopmMNATCA ABa 3K3emMnaApa, OAUH M3 KOTOPbIX OCTAeTCA B anTe4YHOW OpraHusaumu, BTOPOM - B
MeONLMHCKOM AOKYMEHTaL MM NaumeHTa.

36. I'Ipaso Ha3Ha4aTb ZIEKAPCTBEHHbIE MNMpenapaTtbl rpa*XgaHam, MMerouwnm npaBo Ha b6ecnnaTtHoe
nonyvyeHne NeKapCTtBEHHbIX NpPenapaTtoB Uan noslydeHne NeKapCTBeHHbIX NpenapaTtos CO CKVI,CI,KOVI, TaKXe
MMEIOT:
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1) meanumHcKkue paboTHUKK, paboTatowme B MeAMLMHCKOW OpraHM3aLmm no COBMecTUTeNbCTBy (B
npegenax cBoen KomneTeHunm);

2) mMegMuMHCKME PabOTHUKM CTaLMOHAPHbIX OPraHM3auMii COUManbHOro O6CAYXUBaAHUA NpuU
HaAUYMM NULEH3UM Ha OCyLlecTBAeHMe MeAMLMHCKOW AeaTenbHocTM <18>, npedycmaTtpuBaiolleit
BbiNO/MIHEHNE pPaboT (OKasaHWe ycAyr) Mo OKa3aHWIo MNepPBUYHON MeAMKO-CaHWUTapHOM NoMoWM B
ambynaTopHbIX YCN0BUAX (HE3aBUCMMO OT BeAOMCTBEHHOMN NPUHaANEXHOCTH);

<18> MyHKT 46 yactu 1 ctatbk 12 depepanbvHoro 3akoHa N 99-d3 (CobpaHue 3aKOHOLATENLCTBA
Poccuitckoit depepaumn, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MmeauuMHCKME PabOTHMKU MEOMLMHCKMX OpraHuM3alMii, OKasbiBAIOWMX NEPBUYHYIO MEOMUKO-
CaHUTapHYIO MNOMOLLb, NOABEAOMCTBEHHbIX ¢eaepanbHbIM OpraHaM MCMNOJHUTENbHOW BAACTU MK
opraHam MCMNoJIHUTEIbHOM BlacTM cybbeKToB Poccuitckoit epepaunm;

4) nHaAnBunAaAyaabHble npeanpuHMmatTenm, ocyuiectsaarowime megununHCKYro OeATE/IbHOCTb WU
BK/IIOYEHHbIE B peectp mMegununHCKuX opraHM3au,m71, ocywecrsnaroWwmnx AeATeNbHOCTb B cd)epe
o0b6A3aTeNbHOro MegNUNHCKOIo CTPpaxoBaHUA.

37. MNpu Ha3HaYeHUN NIEKAPCTBEHHbIX NPenapaToB rpakgaHam, MMetoLWMM nNpaBo Ha becniaTHoe
NnoslyyeHMe NeKapCTBEHHbIX NPEenapaToB MAM MOJyYEeHWE NIeKAPCTBEHHbIX NPEnapaToB CO CKUAKOW, B
peuenTe YyKasblBaeTcA Homep TenedoHa, NO KOTOPOMYy pPabOTHMK anTeyHor opraHuM3auuu npu
HEeOHX04MMOCTU MOXKET COr1acoBaTb C MeANLMHCKMM PabOTHMKOM 3aMeHy IeKapCTBEHHOTO Npenapara.

38. HasHaueHWe HaPKOTMYECKUX M NCUXOTPONHbIX IEKAPCTBEHHDBIX NpenapaTos cnucka Il MepeyHs
(3@ UCKNtoUEeHMEM NEKApPCTBEHHbIX MPENapaToB B BUAE TPAHCAEPMA/bHbIX TEPANEeBTUYECKMX CUCTEM, a
TaKXKe NeKapCTBEHHbIX NPenapaToB, CoAePKaLLMX HAPKOTUYECKOE CPeACTBO B COYETAHMUM C aHTarOHUCTOM
ONMOMAHbIX PeLenTopoB) rpakaaHam, MMelWMm nNpaBo Ha becnaaTHoe NOJlyYeHUEe NEeKaPCTBEHHbIX
npenapaToB WaK NOJYYEHUSA IeKAaPCTBEHHbIX NPENapaToB CO CKUAKOM, OCYLLECTBAAETCA Ha PeLenTypHOM
6naHke dpopmbl N 107/y-HIM, K KOTopomy A0NOAHUTENbHO 0DOPMAAETCA PeLEenT Ha peLenTypHom 6aaHKe
dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaapax npu odopmaeHUM Ha BymarkHOM HocuTene).

39. HazHayeHne HapKOTUYECKMX U NCUXOTPOMHbIX 1eKapPCTBEHHbIX NpenapaTos cnucka Il NepeyHa B
BUAE TPaHCAEPMabHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX JIEKaPCTBEHHbIX NPenapaToB CNMUCKa
Il MepeyHAa, coaep:Kawmx HaPKOTUYECKOe CpeacTBO B COYETaHMW C AHTaroHUCTOM OMUOMUAHbLIX
peLenTopoB, MNCUXOTPOMHbIX JIEKAPCTBEHHbLIX MpenapatoB cnucka Il lMepeyHAa, NeKapcTBEHHbIX
npenapaTtos, BKAKOYEHHbIX B nepedveHb [MKY, cogepxawmxca B nognyHKkTe 2 nyHKTta 11 Hactoawero
MopaaKa, npegHasHayeHHble AA NIeYeHUA TpaK4aH, MMelLWMxX npaBo Ha bHecnnaTHoe noJsydyeHue
NIeKapCTBEHHbIX NPENapaToB UM NOAyYEeHUeE NIEKAPCTBEHHbIX NPEenapaTos CO CKUAKOW, OcyLLecTBaseTcA
Ha peuenTypHbix 6naHkax popm N 107-1/y n N 148-1/y-88, K KOTOPbIM AOMOAHUTENBHO OGOPMAAETCA
peuenTt Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) (B AByx 3K3emnaapax npu opopmneHnn Ha
6ymarKHOM HocuTene).

Mpunoxkenne N 1

K MNopsaaky HazHayeHusA
JIeKapCTBEHHbIX NPenapaTos,
YTBEPKAEHHOMY NPUKa3oM
MWHUCTEPCTBA 34paBOOXPAHEHMNS
Poccuitckoit epepaumm
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oT 24 Hos6pAa 2021 r. N 1094H

KO/MYECTBO
HAPKOTUYECKMX CPEACTB U/IU MCUXOTPONMHbIX BELWWECTB, KOTOPOE
MOMET bbITb BbIMUCAHO B O4HOM PELLENTE

N MexayHapoaHoe HenaTeHTOBaHHOE ®opma Bbinycka u Konnuectso
n/n HaMMeHOBaHWe HapPKOTUYECKOTO U [,031pOBKa
NCUXOTPOMHOTO 1IEKAPCTBEHHOIO
npenapara
1. bynpeHopdumH + HanokcoH TabneTku 60 Tabnetok
cybnmHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHas N
0,2 mr 20)
2. bynpeHopduH PacTBOp ANA MHDBbEKLUU, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn Tio6MKOB)
3. BynpeHopduH TpaHcaepmasibHbIN
naacTbipb
35 mKr/vac 20 nnacTbipen
52,5 mKr/vac 10 nnacTbipen
70 mKr/uac 5 nnactbipen
4. MopduH PacTBOp 4N5 UHBEKLUN,
pacTBop gns 20 amnyn (wnpwuu-
NoAKOXHOro BBEAEHMUA TIO6MKOB)
10 mr/mn 1 mn
5. KogeuH + MopduH + HockanuH + PacTtsop gna
ManaBepuH + TebanH NOAKOXKHOMo BBEAEHMA
0,72+5,75+2,7+0,36 + 20 amnvA
0,05 mr/mn 1 mn y
1,44+11,5+5,4+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnauH TabneTtku 25 mr 50 Tabnetok
7. TpumenepnavH PacTBOp 4158 UHBEKLMIA 20 amny (wnpu-
10 mr/mn 1 mn TIO61KOB)
20 mr/mn 1 mn
8. MopduH TabneTku (Kancynbl) 180 TabneTok (Kancyn)
NPOJIOHIMPOBAHHOIO 60 TabneTok (Kancyn)
nencrens 40 TabneTok (Kancyn)
10 mr 20 Tabnetok (Kancyn)
30 mr 20 TabneTtok (Kancyn)
60 mr
100 mr
200 mr
9. MopduH Tabnetku

5mr

100 tabneTtok




10 mr 100 Tabnetok
10. MopouH Kannn gna npnema
4
BHYTPb 20 mr/mn 20 mn pnakoa
11. MopduH Pactsop gns npnema
BHYTPb (MOHOA03bI)
2 Mr/mMn 5 mn 100 amnyn n/>
6 Mr/mn 5 mn 80 amnyn n/s
20 mr/mn 5 mn 30 amnyn n/s
12. OKcuKomoH + HanokcoH Tabnetku
NPOJIOHIMPOBAHHOIO
aencremn
5Mr+2,5mr 100 TabnetokK
10 mr +5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneToK
40 mr + 20 mr 20 Tabnetok
13. | MponnoHUNbEeHUNITOKCUITUANUNEPUAUNH | TabneTku 3awedHble 20 50 Tabnetok
mr
14, deHTaHUN MnacTbipb
12,5 mKr/uac 20 nnacTbipei
25 mKr/vac 20 nnacTbipen
50 mKr/uac 10 nnacTbipen
75 mKr/uac 10 nnacTbipen
100 mKr/yac 10 nnacTbipen
15. ®eHTaHUN CnpeW Ha3anbHbIM

dnakoH 50 mKr/po3a

2,0 mn (10 po3s)
3,2 mn (20 po3s)
5,0 mn (40 po3s)

®nakoH 100 mkr/po3a

2,0 mn (10 po3s)
3,2 mn (20 po3s)
5,0 mn (40 po3s)

®nakoH 200 mKr/po3a

2,0 mn (10 po3)
3,2 mn (20 po3s)
5,0 mn (40 po3s)

24 dnakoHa
12 pnakoHoB
6 dnakoHoB

12 ¢dnakoHoB
6 dnakoHoB
3 ¢pnakoHa

12 ¢dnaKkoHoB
6 ¢pnakoHoB
3 ¢pnakoHa




MpunorkeHue N 2

K MopaaKy HasHa4YeHusA
JIeKapCTBEHHbIX NpenapaTos,
YyTBEPXKAEHHOMY MPUKa3om
MuHKCTEPCTBA 34PaBOOXPAaHEHUS
Poccuitckoit egepaumm

oT 24 Hosb6pAa 2021 r. N 1094H

CnpaBoyHO

PEKOMEH/OBAHHBbIE K NCNOJIb3OBAHUIO COKPALLEEHMA
NP1 O®OPMJIEHUM PELLIENTOB

N CoKpaleHue MNonHoe HanucaHue MNepesog
n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum KUcnoTa

3. aer. aerozolum a3p0o30/ib

4, amp. ampulla amnyna

5. aqg. aqua BOAaA

6. aq. purif. aqua purificata BO/a OYMLLEHHAA

7. but. butyrum macno (TBepgoe)

8. caps. capsula Kancyna

9. comp., cps compositus (a, um) CNIOMKHbIM

10. D. Da (Detur, Dentur) Bolpan (nyCTbBi:p'a?_‘Z(;’ Mycre Gyaer
11. D.S. Da, Signa Detur, Signetur BbIAZEI'AZiZ?Fg;za?;?e:iyp'm
12. D.t.d. Da (Dentur) tales doses Beipait (Mycte byAyT BbiaaHbi) Takve

[03bl

13. dil. dilutus pa3BeAeHHbl

14. Div. in p. aeq. Divide in partes aequales Paspenu Ha paBHble YacTu
15. emuls. emulsio amynbcmA

16. extr. extractum 3KCTPAKT, BbITAXKA

17. in enem. in enemas B MUKPOKIN3MaX

18. F. Fiat (fiant) MycTb 06pasyetcs (o6pasytoTcs)
19. gran. granulum rpaHybl




20. gt., gtt gutta, guttae Kanaa, Kanam
21. gtt. peror. guttae peroralis Kanaum gna npmema BHyTpb
22. inf. infusum HacToM
23. in amp. in ampullis B amnynax
24, in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6neTBKj>c<Bcon6r;c::::;;15;BaHwa\

. B Tab1IeTKax C MPO/IOHIMPOBAHHbIM
2. | " tab(.)l;));olong, in tab(u)lettis prolongatis obductis BbICBOBOMKAEHMEM, MOKPbITLIX

' 060/104KO
27. in tubul. in tubulis B TIOOMKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor KUAKOCTb
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum NUAONbHAA Macca
32. membr. bucc. membranulae buccales NAeHKN 3alieyHble
33. M. Misce, Misceatur Cmewait
(MycTb ByaeT cmellaHo)

34. mixt. mixtura MMUKCTYpa
35. N. numero yncnom
36. ol. oleum Mmacno (¥uakoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUNOANSA, MUK
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaXAEHHbIM
41. pulv. pulvis NOPOLLOK
47, as. quantum satis CKONIbKO I'IOTpHea6pYOETCH, CKO/IbKO
43, r., rad. radix KOpEeHb
44, Rp. Recipe Bo3bmu
45, Rep. Repete, Repetatur MoeTopwu (MycTb byaeT NOBTOpPEHO)
46. rhiz. rhizoma KOpHeBuLLEe




47. S. Signa, Signetur 06032222-('2:/;2)@/;&
48. sem. semen cems

49. simpl. simplex npocTo

50. sir. sirupus cmpon

51. sol. solutio pacTBop

52. spr. spray cnpe

53. spr. nas. spray nasale crnpemn HasanbHbIM
54. supp. suppositorium CBeyva, Cynnosutopui
55. susp. suspensio CycrneH3us, B3BecCb
56. tab. tab(u)letta Tabnerka

57. t-ra, tinct. tinctura HacToMKa

58. tubulis tubulis THOOMKM

59. STT Systema Therapeutica Transcutanea Tep;—:::Tcieei’:::z:acﬂTema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKa

MpunorkeHune N 2

K NpuKasy MUHUCTepPCTBA 340aBOOXPAHEHMUSA
Poccuiickoin Pepepaumm

OT 24 HosbpA 2021 r. N 1094H

®OPMA PELLENTYPHOIO B/IAHKA N 107-1/Y

MuHUCTEepPCTBO 34paBooXpaHeHma Poccuiickon Koa dopmbl no OKY/,
depgepaunm Kog yupexageHna no OKMNO

MeAauLuMHCKana AOKYMeHTaLmMA

HavmeHoBaHMe (wtamn) dopma N 107-1/y

MeAMULMHCKOW OpraHM3aLmm YTBEPKAEHA NPUKA3OM
MUHUCTEPCTBA 34PaBOOXPAHEHMSA
Poccuiickoit depepaumm

oT 24 HoA6pA 2021 r. N 1094H
HanmeHoBaHMe (WTamn) UHAUBUAYANbHOTO

npegnpvHMmartens (yKasaTtb agpec, Homep u
4aTy IMLEH3MK, HAMMEHOBAHME OpraHa
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rocyapCcTBeHHON BAACTH, BblAABLIEro
NINLEH3UIO)

PELIENT
(B3pOCAbIN, AETCKUI - HYXKHOE NOAYEPKHYTD)
"t 20 .

damunua, UHUUManbl UMEHU N OTHECTBA (nocne,u,Hee -npun HaﬂVI‘-iMVI)
nauyneHTa

[aTa poxaeHua

damnnuns, MHMLMANbI UMEHW M OTYeCTBa (nocneaHee - NPU HaANYUK)
Nevallero Bpaya (denbawepa, akywepKu)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Mognucb M.I.

M neyaTb sieYallero Bpaya
(noanuck dpenbgliepa, akyLepKn)

Peuent npemcrBuTesieH B TeueHue 60 mHewm, mo 1 roma ( )
(HyXHOE IOOUEPKHYTH) (yxazaTb
KOJIMUECTBO IHEl)

O60poTHas CTOpOHa

OTMeTKa 0 HazHaYeHWW IeKaPCTBEHHOIo
npenapara no peLleHnto BpayebHoi Kommccum

Mpurotosun Mposepun OTnyctun




®OPMA PELIEMNTYPHOIO B/TAHKA N 148-1/Y-88

MWHUCTEPCTBO 34paBooXpaHeHMa Poccuiickoi
depepaunu

HavmeHoBaHue (wTamn)
MeANUNHCKOW OpraHM3aumm

HavmeHoBaHMe (WTamn) MHAMBUAYANbHOIO
npegnpuHumaTens

(ykasaTb agpec, Homep 1 AaTy ANLEH3UMU,
HavMeHOBaHMe opraHa rocygapcTBeHHOM
BNACTW, BblAABLUETrO INLEH3UIO)

Koa ¢opmbl no OKY/, 3108805
MegMumMHCKan AOKYMeHTauua
dopma N 148-1/y-88
YTBEpKAEHA NPUKA3OM
MuHUCTEPCTBA 34paBOOXPAHEHNA
Poccuiickoit depepauymm

oT 24 HoAbpA 2021 r. N 1094H

o [ ] L)L UL L L) LD L

PELENT "

20 .

(naTa opopmneHua-peuenTa)

(B3poCAbIiA, AETCKMI - HYXKHOE NOAYEPKHYTD)

damunua, UHNUMNanbl UMEHUN N OTHECTBA (nocnep,Hee -npun Ha}'IW-IMM)

nauneHTa

[aTa poxaeHua

Appec mecta xutenbctea mam N MEAMLI,MHCKOIZ KapTbl aM6ynaTopHoro naumeHTa, noay4yatowiero

MeANLMNHCKYIO NoMOLLLb

B

ambynaTopHbIX

damunusn, MHUUMANbI UMEHU M OTYECTBa (nocieaHee - NPU HaAnuuu)

Nevaulero Bpayva (denbgluepa, akylepku)

Moanucb 1 NeyaTb sievallero Bpaya
(noanuce dpenbvawepa, akywepKku)

M.M.

ycnosumax
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PeuenT pencreuteneH B TedeHune 15 gHen

060poTHas CTOpoHa

OTMmeTKa 0 Ha3Ha4YeHuu NNeKapCTBEHHOIo
npenapara no peleHnto BpayedbHoM Komuccum

Mpurotosun MNposepun OTnyctun
®OPMA PELLENTYPHOIO BNNIAHKA N 148-1/Y-04(/1)
MMUHUCTEPCTBO 34paBOOXPAHEHNA YTBEPXAEHA
Poccuinckoit epepaumn MECTO A1 an:a3:QAo|;ﬂXM::ZT:::TBa
LUTPUXKOZ, APABOOXP
A <*> Poccuiickoin depepaumm

WTamn

Kog

MeANLNHCKOW opraHM3aumm

WTamn

Kog,

MHAUBUAYANbHOIO NpeanpuHUMmaTena

oT 24 HosbpAa 2021 . N
1094H

Koz ¢dopmbl no OKY/, 3108805

dopma N 148-1/y-04(n)

Koa Kopa, Ho30n0rMueckom
KaTeropum dopmbl (no MKB)
rpakaaH

MNCTOYHMK dUHAHCUPOBAHUA:

(noayepKHyTb)

% onnatbl:

1. denepanbHbiii brogxeT (noauepKHyTb)

2. BroaxeT cybbekTa Poccuiickoi
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depepauunm 1. becnnaTHo
3. MyHUUMNanbHbIN 6roaxKeT 2.50%
3. nHoN %




PELLENT Cepusa N [ata obopmneHus: 20 r.

damunns, UHUUMANBI MMEHW U oT4yecTBa (mocneaHee - npwm
HaNMYMK) NaumeHTa [aTa poxaeHus

CHMUNC

N nonuca
obs3arenbHoOro
MeaNLMHCKOro
CTpaxoBaHuA:

Homep MEAMLI,VIHCKOVI KapTbl nauneHTa, nosy4darowero meanumHCKyo noMmoulb B aN\6ynaTopr|x
ycnosumax

damununs, MHUUMANbI UMEHM M OTYECTBa (NocneaHee - NpU HaAn4YuK)
Nevauwero Bpaya (dbenbgluepa, akyLepKu)

Py6. Kon. 2 o PSP




Moanncb n neyatb nevaw,ero spava
(noanuce dpenvawepa, akywepKku)

PeuenT aeicteuteneH B TeyeHue 15 aHeir, 30 aHei, 90 aAHen (HyKHOE NOAYEPKHYTDL)

OTnyweHo no peuenTy: Toprosoe HaMMeHOBaHWE 1 A03MPOBKa:
Jata otnycka: "__ " 20 . Konunyecrso:
MpuroTtosunn: Mposepwun: OTnyctun:

(nMHMA oTpbiBa)

Kopelwok peuenTtypHoro 6naHKa Cnocob npumeHeHus:

n XuUTenbHoCT Hel
HanmeHoBaHwne POAO/IKNTENBHOCTD [oHe

NEeKapCTBEHHOTIO nNpenaparta:

Jo3nposkKa: Konnyectso npnemos B AeHb: pas3

Ha 1 npuem: ea.

<*> B c/yyae M3roToBNEHUSA peuenTypHoro 6naHKa C WCNONb30BaHMEM KOMMbIOTEPHbIX
TeXHONOMUN.

O6opoTHas CTopoHa

OTMeTKa 0 Ha3HaYeHUN NeKapCTBEHHOro
npenapara no peLleHnto BpayebHoi Kommccum

Mpurotosun MNposepun OTnyctnn

MpunnoxkeHme N 3



K NpuKasy MUHUCTepCTBa 34paBOOXPaHEeHMs
Poccuinckoit epepaumm
oT 24 HoAbpA 2021 r. N 1094H

norPAAOK
O®OPMJIEHNA PELLEENTYPHbIX BJIAHKOB HA IEKAPCTBEHHbIE NMPEMAPATDI,
MX YYETA N XPAHEHUA

I. OpopmneHue peuenTta Ha 6ymaKHOM HocuTene

1. Ha peuenTtypHbix 61aHKkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B neBOM BepxHem
yray NPOCTaBAAETCA WTaMN MEeOMLMHCKOM OpraHM3auum C yKasaHMemM ee HauMeHOBAHWA, agpeca wu
TenedoHa c 4aTon BbIMUCKM (AaTol opopmaeHus) peLenTta Ha IeKapCcTBEHHbIM npenapar.

[dononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npocrasnfercs Kog
MEAVLMHCKON OpraHusaumMm B COOTBETCTBMM C OCHOBHbLIM TOCYAAPCTBEHHbIM PErucTpaLMOHHbIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BKAYaeT Koa cybbekta Poccuitckon
depepaumnn, cOOTBETCTBYIOLNIN ABYM NepBbiM Undpam Ob6LLEPOCCMIACKOrO KnaccudurKaTopa 06BbEKTOB
aAMWHUCTPATUBHO-TEppPUTOPUaNbHOro aeneHua (aanee - OKATO).

PaspeluaeTca nsrotasnusatb peuenTtypHble 6naHkn popmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
MOMOLLLbIO KOMMbIOTEPHbIX TEXHO/IOTU.

PeuentypHble 6naHkn ¢opmbl dopmbl N  148-1/y-88 M3roTaBAMBAEIOTCA UCKAOUYUTESIBHO
TMnorpadpckmm cnocobom.

2. Ha peuentypHbix 6n1aHKax, 0dOPMAAEMbIX WHAMBUAYANbHLIMW NpPeanpPUHUMATENAMM,
UMEIOWMMM JINLLEH3NIO Ha MEAMUMHCKYIO AEeATeNbHOCTb, B BEPXHEM /I€BOM Yray TUNOrpadCcKum
cnocobom MAM NyTEM MPOCTaB/AeHUA LWTamna [AO/KeH ObiTb yKasaH agpec MHAMBMAYANbHOIO
npegnpuHMmaTens, HOMep M AaTa AWUUEH3MWM, HaMMEeHOBaHWe oOpraHa roCyfapCTBEHHOM BAacTy,
BblAABLUErO /IMLEH3MIO.

3. PeuentypHble 6naHKkM ¢dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHawoTcA
MeANLMHCKMM PabOTHUKOM YepHUIAMMN U LUAPUKOBOW PYYKOM.

4. NonyckaeTca opopmMaeHne BCeX PEKBU3UTOB (3a UCKAOYeHMeM pekBu3uTa "Moanuck neyalsero
Bpaya (nognucb denbaluepa, akylwepkn") peuentypHbix 61aHKos dopmbl popmbl N 107-1/y, dopmbl N
148-1/y-88 v dopmbi N 148-1/y-04(n) c ncnonb3oBaHWEM MeYyaTatoLmX YCTPOMNCTB.

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

LndposBoe KoampoBaHMe yKasaHHbIX PeLenTypHbIX 6N1aHKOB BKAOYAET:

1) Koa meaumuMHCKoM opraHusauum (OTPH) uau Kop wHAMBMAYaNbHOrO nNpeanpuHMMaTens B
cooTBeTcTBUM € OCHOBHbIM TOCYAApPCTBEHHbIM PErucTpauyMoHHbIM  HOMEPOM MHAVBWUAYAJbHOTO
npeanpuHumatens (ganee - OFPHUM), npocTaBasaemblii NPU U3rOTOBNEHUUN PeLenTypPHbIX 61aHKOB;

2) KoA KaTeropuu rpaxkgaH, MMeKLMX NPaBO Ha NOJyYeHWe NEeKapPCTBEHHbIX MpenapaTos B
COOTBETCTBUM €O cTaTben 6.1 PepepanbHOro 3akoHa ot 17 mntons 1999 r. N 178-®3 "O rocygapcTBeHHOM
coumanbHoM nomowm" <1>, n Kop Ho3lonornyeckon ¢opmbl No MeXAyHapoOAHOM CTaTUCTUYECKOM
Knaccudukaumm b6onesHelt M npobnem, cBAsaHHbIX cO 3a0poBbem (10-i nepecmoTp) (ganee - MKB),
3aMo/IHAeMble N1eYalLMM BPAYOM MyTEM 3aHECEHMUA KaXKAoW LMdpbl B NYCTble AYEMKKU, NPU 3TOM TOYKa
NPOCTaBNAETCA B OTAE/IbHOM AYeliKe;
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<1> CobpaHune 3akoHogaTenbcTBa Poccuiickoit Pegepaumm, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 UCTOYHUKe PuHaHcMpoBaHuA (deaepanbHbit GrogxkeT [1], 6roarKeT cybbekTa
Poccuitckoit epepaumm [2], myHuumnnanbHbii 6toaxkeT [3]) M npoueHTe onnatel peuenta (6ecnnatHo [1],
50% [2], uHoin % [3]);

4) WTPUX-KOA, - AONONHUTE/IbHbIN PEKBU3IUT (B CAy4ae M3roTOBAEHUA Ha TepPUTOPUKN cybbekTa
Poccuitckoii deaepaumm pelentypHoro 61aHKa ¢ UCNO/b30BaHUEM KOMMbIOTEPHbIX TEXHO/IOTUNA).

6. B peuentypHbix 6n1aHKax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "damunus,
MHULMAbl UMEHM M OTYECTBA (NociedHee - NPU HaAnYMKM) naumeHTa" yKasblBaloTca GaMuana, MHUUMANbI
MMEHU M 0TYecTBa (MocneaHee - NPU HaMYUK) NaLMEHTa.

7. B peuentypHbix 6naHKkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[ata
poxaeHna" yKasbiBaeTca AaTta poXKAeHMA naumeHTa (Umcno, mecau, roa).

JononHutensHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n ¢popmbl N 107-1/y ana geten 8
Bo3pacTe A0 1 roga B rpade "[ata poxKaeHUAa" yKasbiBaeTcAa KOJIMYECTBO MOJIHbIX MECALEB.

8. B peuenTypHbix 6naHkax popmbl N 148-1/y-04(n) 8 rpacdpax "CHUNC" n "N nonunca obsasartesibHOro
MEAMUMHCKOTO CTpaxoBaHMA" YKasbiBalOTCA CTPAxOBOW HOMEP MHAMBUAYaNbHOIO JIMLEBOro cyeTa
rpaxgaHuHa B MNeHcMoHHOM doHae Poccuiickolt ®egepaumm (CHUNC) (npu Hannumu) n Homep nonuca
06s3aTeNIbHOro MeAMLMHCKOro CTPaxoBaHuA.

9. B peuenTtypHbIx 61aHKax popmbl N 148-1/y-88 B rpade "Agpec mecTta KUTeNbCTBA UAN HOMEp
MeANUMHCKON KapTbl MaLMeHTa, NOJYYaAoWEro MeAMUMHCKYIO NMOMOLLL B ambynaTopHbIX ycnosuax”,
yKa3blBAaeTCs NOYTOBbLIA aApec MecCTa KUTenbCTBa (mecta npebblBaHUA MAM MecTa (GaKTUYECKOro
NPOXKMBaAHMA) MaLMEHTA MAM HOMEP MEAMUMHCKOW KapTbl MaLMeHTa, NOAYYAOWEro MeAMUMHCKYHO
NMOMOLLLb B aMBYNATOPHbIX YCNOBUAX <2>.

<2> MpuKaz MuHUCTepcTBa 34paBooxpaHeHna Poccuiickon Pepepaumm ot 15 gekabps 2014 r. N
834H "O6 yTBEPHKAEHUN YHUOULMPOBAHHBLIX GOPM MEAULMHCKON AOKYMEHTALMWU, UCMONb3YEMbIX B
MEANLMHCKMX OpPraHM3aumax, OKasblBAlOWMX MEAMLMHCKYIO NMOMOLLb B aMOynaTOPHbIX YC/NOBUAX, W
nopaaKoB No ux 3anosHeHuto" (ganee - Mpukas N 834H) (3apernctpnpoBaH MUHUCTEPCTBOM OCTULMUM
Poccuitckoit depepaumm 20 pespana 2015 r., peructpaumoHHbii N 36160) ¢ UISMEHEHUAMM, BHECEHHbIMU
npukasamm MuHUCTepcTBa 34paBoOXpaHeHMA Poccuiickon Pepepaumm ot 9 aHeaps 2018 r. N 2
(3apernctpupoBaH  MwuHUcTepcTBOM  tocTMumMM  Poccuiickor  ®epepaumn 4 anpens 2018 r,
pernctpaunoHHbiii N 50614), ot 2 HosbpAa 2020 r. N 1186H (3apeructpmposaH MUHUCTEPCTBOM HOCTULUK
Poccuitckoit ®epepaumm 27 Hosbpa 2020 r., perucTpalMoHHbin N 61121).

YKasaHue 1 agpeca mecta XuTtenbCTBa U HOMepPa Me,/.'l,MLI,MHCKOI\;I KapTbl NauneHTa, noay4vakowero
MeaANLNHCKYO NOMOLLb B aM6y!'IaTOprIX YCNoBUAX, He ABNAETCA OLUNBKOMN.

B peuentypHbix 61aHKkax dopmbl N 148-1/y-04(n) B rpade "Homep meaMLMHCKOM KapTbl NauueHTa,
NOJIy4YatoLLero MeAMLMHCKYIO NMOMOLLb B aMbynaTOPHBIX YCA0BUAX" YKa3blBaeTCA HOMep MeaMULUHCKOM
KapTbl NaLMEHTA, NOYYatoLLEro MEANLMHCKYHO MOMOLLb B aMOByNaTOPHbIX YCI0BUAX <3>.

<3>lMpunkKas N 834H.
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10. B rpade "damunus, MHUUMAAbI UMEHU M OTYECTBA (NoCNeaHee - MTPU HAIMYMK) eYallero Bpaya
(benbaluepa, akywepku)" peuentypHbix 6naHkoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3bIBalOTCA MONHOCTbIO damuanA, WMHULMANbI MMEHW, OoTyecTBa (nocnegHee - NpU  HaAU4YUK)
MeAMLMHCKOro paboTHMKA, Ha3HAYMBLLErO IeKapCTBEHHbIE NpenapaTtbl U 0GOPMUBLLETO pPeLenT.

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

1) HauMmeHOBaHWE NEKapCTBEHHOro npenapaTa  (MeXayHapogHoe  HenaTeHTOBaHHoe
HanmeHoBaHWe, rpynnnMpoBovyHOEe WUIN XUMMUYECKOe HaumeHOBaHWe, Toprosoe HaMMGHOBaHVIe) Ha
JNIATUHCKOM f3blKe WM Ha PYyCCKOM n3blke, Gopma BbIMyCKa, A03MPOBKa, KOAMYecTBO (yKasbiBaeTcs
nponucbto Ha peuentypHom 6naHke dopmbl N 107/y-HM);

2) cnocob nNpuUMeHeHWs NeKapcTBEHHOTO NpernapaTa Ha rocygapcTBeHHOM fA3blke PoccuiicKkoi
desepaumm UM Ha rocydapcTBeHHOM fA3blke Poccuiickolt Peaepauun M rocyaapCTBEHHOM A3biKe
pecnybaunK 1 MHbIX A3blKax HapogoB Poccuiickon Peaepaumn <4>,

<4> Yactb 1 ctatbm 15 3akoHa Poccuiickolt Pegepaumm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoB Poccuiickont Pepepaunn' (aanee - 3akoH N 1807-1). (BeaomocTn cbesga HapoaHbIX AenyTaTos
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3aKoHOZaTe/IbcTBA Poccuiickom
depepaunn, 1998, N 31, ct. 3804).

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma nyHKTOB AaHa B COOTBETCTBUM C OPULIMANbHBIM TEKCTOM SOKYMEHTA.

13. Mpu odopmaeHnn peuenTypHbIX 61aHKOB 3anpeLLaeTcs OrpaHMYMBATLCA OOLLMMM YKa3aHUAMM,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

14. Peuent, opopmaeHHbIN Ha peuentypHom 6a1aHke ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTcd MeAULMHCKUM PabOTHUKOM M 3aBEPSIETCA €ro nevaTtbo.

PeuenTt, opopmaeHHbIN Ha pelentypHom 6naHke dopmbl N 148-1/y-88 u dopmbl N 148-1/y-04(n),
OOMNOJIHUTENBHO 3aBEPAETCA NeYaTblo MeMLMHCKOW opraHusaumm "Ona peuenTos”.

[na peuenta, opopmaeHHOro Ha peuentypHom 6aaHke dopmbl N 107-1/y, Hanuume nedyatn "Ana
peLenToB" He ABNsAeTCs 06a3aTe/IbHbIM.

15. Ha ogHom peuentypHom 6aaHke dopmbl N 148-1/y-88 u dopmbi N 148-1/y-04(n) paspelwaetca
OCYLLECTBNIATb Ha3HaYeHne TO/IbKO 04HOIr0 HAaMMEHOBAHMA IeKapCTBEHHOIO Npenapara.

Ha ogHom peuentypHom 6naHke ¢opmbl N 107-1/y paspelsaercs OCyLECTBAATb Ha3HayeHue
TOJIbKO O4HOr0 HAMMEHOBaHWA IEKapCTBEHHOrO Npenapara, oTHocAweroca No ATX K aHTUNCUXOTUYECKUM
cpeactBam (kog NO5A), aHkcuonutukam (Kog NO5B), CHOTBOPHbIM U ceaaTUBHbIM cpeacTBam (Kog NO5C),
aHTugenpeccaHTam (Kog NO6A) m He noasiexallero npeaMeTHO-KO/IMYECTBEHHOMY YYeTy, U 40 Tpex
HAaMMEHOBaHMMN NIeKapCTBEHHbIX MPENAPATOB - A/1A MHbIX IEKAPCTBEHHbIX NPEnapaToB, HE OTHECEHHbIX K
BblleyKas3aHHbim ATX.

16. cnpaeneHus B peLenTe He AOMYCKaoTCA.

17. Npu odbopmneHun peuenTypHbix 6aaHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NleKapcTBeHHble MpenapaTbl, Ha3HAYeHHble MO peleHuo BpayebHoW Komuccun, Ha obopoTe
peuenTypHOro 61aHKa CTaBUTCA cnewmasbHas OTMeTKa (wTtamn).
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18. Ha peuenTtypHom 6naHke dopmbi N 148-1/y-04(n) BHU3Y MMeeTcAa IMHUA OTPbIBA, Pa3aensatowas
peuenTypHbIi 61aHK M KOPEeLLOK.

Kopelwok oT peuenta, opopMNEHHOIO Ha yKasaHHOM peLenTypHom bnaHKe, BblAaeTcs NauneHTy
(ero 3akoHHOMY npeacTaBMTENO) B aNTEYHOW OPraHM3aLMM, Ha KOpelKe Aenaercs OTMeTKa o
HauMeHOBaHUK NeKapPCTBEHHOTO NpenapaTa, A403MPOoBKe, KoMYecTse, cnocobe NpUMeHeHus.

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

19. PeuenT B popmMe 3/1IeKTPOHHOTO AOKYMEHTA, NOANUCAHHOIO YCUIEHHON KBanUPULMPOBAHHOM
3NIEeKTPOHHOM noAanucbto, GopmUpyeTca MeaULMHCKMM PabOTHUKOM, CBEAEHMA O KOTOPOM BHECEHbI B
desepanbHbIit  perucTp MeauUMHCKUMX PaboTHUKOB <5>, a TaKXe npu yCI0BUWU peructpauumm
MeAMLMHCKOM opraHM3aumm, B KOTopoi odpopmaneTca peuenT, B deaepasibHOM peectpe meanUUHCKUX
OpraHusaLnn <6> egMHOM rocyfapcTBeHHON MHPOPMALMOHHON cucTeMbl B chepe 34PaBOOXPAHEHUA U
NOAKNIOYEHMA TAaKOM MeAMLMHCKOM OpraHusauum K rocygapcrBeHHOM MHPOPMALMOHHOM cucTteme B
chepe 3apaBooxpaHeHmMna cybbeKkTa Poccuiickon ®epepauum <7>.

<5> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<6> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHme 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<7> Ctatbn 91 n 91.1 depepanbvHoro 3akoHa N 323-®3 (CobpaHue 3aKoHoAaTeNbCTBa Poccuninckoi
depepaumm, 2011, N 48, cT. 6724).

20. Npu opopmaeHnn peLenta B opmMe 31eKTPOHHOTO AOKYMEHTA Ha IEKapCTBEHHbIE NpenapaThbl,
yKasaHHble B nNyHKTax 9 u 11 lopaaka HasHayeHMA NEKApCTBEHHbIX NPEnapaTtoB, YTBEPXKAEHHOro
HaCTOALLMM NPUKA30M, U OTMNYCKaeMble 3a MOJIHYI0 CTOMMOCTb, 3aM0HAIOTCA C/ieayloL e PEKBU3UTDI:

1) Kop cybbekta Poccuitickon ®Pepepaumm no OKATO, onpeaensowmin  rocynapCTBeHHyO
MHbOPMaALUMOHHYIO cucTemy B chepe 34paBooxpaHeHns cybbekTa Poccuitickoit Pepepaunn, B KOTOpoun
chopmmpoBaH peuenT B GOpMe 3/1EeKTPOHHOTO AOKYMEHTA;

2) HaMMeHOBaHMe MeaULMHCKOM opraHM3aumu, agapec, TenedoH unm dbamuana, MHULUMaNbl UMEHU
M oT4YecTBa (nocsiegHee - NPy HaIMYUU) UHANBUAYANBHOTO NPeANPUHUMATENS, UMEIOLLETO JINLEH3UIO Ha
MeNLNHCKYIO AeATeNIbHOCTb, ero aapec;

3) OrPH topuagmyeckoro nvua (MeauumHCcKon opraHusauuu) unm OTPHUNM mnHameuayanbHoro
npegnpuHumartens;

4) pata opopmaeHus peuenTa (yKasblBaeTca Y4Ca0, Mecsal, roa);

5) paTta OKOH4YaHusA geicTeuA peuenta (bpopmupyetca rocyfapcTBeHHON WMHPOPMALIMOHHOM
cuctemoli B chepe 34paBooxpaHeHns cybbekta Poccuiickoii depepalmm B COOTBETCTBMM CO CPOKAMMU
aencreus peuentos: 15 aHeir, 30 aHen, 60 aHen, 90 aHen, o 1 roaa);

6) YHMKaNbHbIN HOMep peuenTta (bopmupyeTca rocyaapcTBeHHON MHGOPMALMOHHOM CUCTEeMON B
chepe 3apaBooxpaHeHus cybbekta Poccuiickoit ®Pepepaumm n  obecneumBaeT OAHO3HAYHYHO
naeHTMdmMKaumo peuenta B dopme 3/EKTPOHHOrO AOKYyMeHTa B coyeTaHun ¢ OKATO, OIPH wmnm
OrPHMM);

7) otmeTkmM '"cito" (cpouHo) uam "statim" (HememaneHHO) Npu HEOHXOAMMOCTU CPOYHOIO UK
HemMeANeHHOro OTMNYCKa NeKapCTBEHHOro Npenaparta NauueHTy;
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8) aapec naumeHTa (yKasbliBaeTcs MOYTOBbIA afpec MecTa KUTeNbCTBa (MecTa npebbiBaHUs Man
MmecTa GaKTUYECKOTO MPOXKMBAHUA) C YKazaHWEeM MHAEKCa, HAaMMeHOBaHWA Kpas, obnactu, pecnybamnku,
aBTOHOMHOIO OKpyra U MHOro cybbeKkTa Poccuiickol Peaepalmm, HAUMEHOBaHUA HAaceNeHHOTo NYHKTa,
HauMeHOBaHUA yauubl (NPOCNeKTa, nNepeynka, npoesga), Homepa AomMa (C yKasaHuem Kopryca, npu
Ha/IMuYMKM), HOMepa KBapTUPBbI);

9) HOMep 3/1eKTPOHHON MeAMLUMHCKOW KapTbl NauMeHTa B rocyAapCTBEHHOM WMHPOPMAaLMOHHOM
cucteme B cdhepe 3apaBooxpaHeHns cybbekTa Poccuiickoin Pepgepaumu;

10) dpamunus, nmsa, oTyecTso (nocneaHee - NpU HaAMYUK) NaLMEHTA NOJHOCTbIO;

11) paTa poskaeHus naumeHTa (yKasblBaeTcs 4YUCNO, Mecal, roa), ana aeten ao 1 roaa
OO0NONIHUTENbHO YKa3bIBAeTCA KOMYECTBO MONHbIX MecALEB;

12) pammnnuma, nHMUMANbI UMEHWN M 0TYeCTBa (NocaeaHee - NPU HaMunmM) MeANUNHCKOro paboTHUKa
NOIHOCTbIO;

13) HaummeHOBaHMe JIeKAapCTBEHHOro npenapata (MexAayHapoAHoe  HenaTeHToBaHHoe
HaUMeHOBaHWe, rpynnMPOBOYHOE WAM XMMMYECKOEe HauMMeHOBaHMe, TOProBoe HaumMeHoBaHue),
[031poBKa, dopMa BbIMyCKa, KOMYECTBO (BCe MO3ULIMM YKa3bIBAOTCA Ha PYCCKOM A3blKe);

14) cnocob npumeHeHMA NeKapCTBEHHOro npenapaTta Ha rocyZapcTBeHHOM A3blKke PocCcUIACKOM
depepaunmn AN Ha rocygapcTBeHHOM fA3blke Poccuitickon deaepaumm U rocyaapCTBEHHOM A3blKe
pecnybanK 1 NHbIX A3blKax HapogoB Poccuiickon depepaumnm <8>;

<8> Yactb 1 ctatb 15 3akoHa N 1807-1 (Begomoctu cbesga HapogHbix genytatoB PCOCP u
BepxosHoro CoseTta PCOCP, 1991, N 50, cT. 1740; CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaunmy,
1998, N 31, cT. 3804).

15) [AOKYMEHT, NOATBEPKAOAMWMIA Ha3HaYeHMe JIEKAPCTBEHHOrO Mpenapata Mo peleHuto
BPayebHOM KOMUCCUM MEANLMHCKON OpraHM3aumy;

16) oTMeTKa O Ha3HayeHWW JIeKAapPCTBEHHOTO MpenapaTa Mo peLeHUto BpavebHON Komuccum
MeANUNHCKON OpraHM3aumMM B Cay4danx, yKasaHHbIX B ab3aue BTOPOM NyHKTa 6 Mopsaka HasHayeHus
JIeKapCTBEHHbIX NPenapaToB, YTBEPKAEHHOIO HAaCTOALLMM MPUKa30M;

17) oTmeTKa O crneumanbHOM HasHayeHWM NEeKapCTBEHHOTO Mpenaparta (3anonHAeTca B C/ay4yanx,
yKasaHHbIX B MNyHKTax 15 u 24 [opsAka HasHAauYeHUA NEeKapCTBEHHbIX MPEnapaToB, YTBEPXKAEHHOro
HaCTOALLMM NPUKaA30oM);

18) oTmeTKa 0 cneunanbHOM HasHaYeHMM IeKapcTBEHHOIO NpenapaTa nauMeHTy ¢ 3ab6onesaHnem,
TpebyoLWMM AUTENLHOTO KYPCOBOTO IeYeHUs (3aMoIHAETCA B C/ly4Yae, yKasaHHOM B NyHKTe 23 MNopAaaka
Ha3HauYeHWs NIeKapPCTBEHHbIX MPenapaToB, YTBEP:KAEHHOr0 HACTOALWMM MPUKA3OM) C MPOCTaB/eHNEM
NepuoaNYHOCTM OTMNYCKA JIEKAPCTBEHHOTO Npenapara;

19) npu odpopmneHun perenta B Gopme 3/1eKTPOHHOTO JOKYMEHTA Ha IEKAPCTBEHHbIE NpenaparTbl,
YKa3aHHble B NoANyHKTax 2 - 5 nyHKTa 9 n nyHKTe 11 MNopaaKa HazHayeHMA NeKapCTBEHHbIX NPenapaTos,
YTBEPXKAEHHOMO HACTOALLMM NPUKA30M, FpakgaHam, MMelWwum npaBo Ha becnnaTtHoe nosydeHue
NIeKapCTBEHHbIX MPenapaToB WKW MONyYeHWEe NEeKapCTBEHHbIX MPenapaToB CO CKUAKOW, 3aMONHATCA
PEKBM3UTbI, NPEnYyCMOTPEHHble noAnyHKTamm 1 - 18 HacToAwero NyHKTa, a TaKXe ciepyowme
PEKBU3UTDI:

a) KaTteropus rpaK4aH, MMelLWMXx MpaBoO Ha MOJAyYEeHME NEeKapCTBEHHbIX MNpenapaToB B
COOTBETCTBMM CO CcTaTbel 6.1 PeaepasibHOro 3akoHa ot 17 ntona 1999 r. N 178-$3 "O rocygapcTBeHHOM
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coumanbHol nomowm" <9>;

<9> CobpaHune 3akoHogaTenbcTBa Poccuiickoit degepaumm, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

6) Ko, Ho3onornyeckon popmbl no MKB;

B) UCTOUYHUK dMHaHcMpoBaHuA (1 - deaepanbHblit BroaxKeT, 2 - bloaxeT cybbekTa Poccuinckol
depepaunmn, 3 - MyHMLMNANbHBIN BIOAXKET);

r) paamep onnatbl (1 - 6ecnnatHo, 2 - 50%, 3 - UHOI %);

[l) CTpaxoBoi HOMEpP MHAMBMAYa/NbHOrO NMUEBOrNO CYeTa rpakAaHWHa B [leHCMOHHOM ¢oHAe
Poccuitckoit ®egepaunm (npu Hanmumnm) (CHUNC);

e) Homep nosrca 06A3aTeNbHOro MeAULMHCKOrO CTPaxoBaHus.

21. MNpu NpocTaBNeHUN OTMETKM, YKasaHHOM B noAnyHKTe 16 nyHKkTa 20 HactoAwero Mopasaka,
peuent B ¢GOpPME 3JIEKTPOHHOINO [OKYMEHTA MOAMUCLIBAETCA YCUIEHHOW KBaiUPULMPOBAHHOM
3/IEKTPOHHOM MOoANUCbIO NpeacepaTens WAWM  cekpeTapsa BpayvyebHOM KOMMCCUKM  MeaMULMHCKOM
OpraHu3sauunm, Npu NPocTaBNeHNUM OTMETOK, YKasaHHbIX B noanyHkTax 17 n 18 nyHkTa 20 HactoAwero
MopAagKa, - YCUNEHHBIMW KBanMOUUMPOBAHHBIMW 3NEKTPOHHBIMU MNOAMUCAMU  COOTBETCTBYHOLLUX
MeANUNHCKUX PabOTHUKOB.

22. Mo TpeboBaHMIO NauMeHTa WAM ero 3aKOHHOro NpeAacTaBUTeNs oPpOPMIAETCA 3K3eMNAAp
peuenta B (GOpMe 3NEKTPOHHOIO JAOKYMeHTa Ha O6ymMarKHOM HocuTene c oTmeTkon "[Aybaukat
3/IeKTPOHHOIO AOKYMeHTa".

l1l. YueT peuenTypHbIX 61aHKOB (32 UCKNIOUEHUEM PeLLenTypPHbIX
6naHkos no ¢popme N 107/y-HI "CneumnanbHbiii peuentypHblii 6aaHK")

23. VYuer peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wm N 148-1/y-04(n),
M3roTasnnBaembix Tunorpadpckum cnocobom (manee - peuenTypHble GaHKKM, nogjexalume yyerty),
OCYLLECTBNAETCA B XypHaiax yyeta, MPOHYMEPOBaHHbIX, MPOLIHYPOBAHHbIX U CKPEMN/IEHHbIX NOANUCLIO
pykoBoaAmMTENss M nevyaTbld MeAWMUMHCKON opraHvM3aumMuM WMAWM  MNOAMMCHIO  WHAWBMAYaNbHOMO
npeanpuHUMaTENA, UMEIOLLETO NNLEH3NIO HA MEAULMHCKYIO AeATENbHOCTb.

24. ypHan yyeTa peuenTtypHbix 61aHKoB dopmbl N 107-1/y coaeput cneayrolme rpadbi:
1) Homep No NopAAKy;

2) B pasgene "Mpuxoa":

a) AaTa perncTpauun OKyMeHTa, NOATBEPKAAIOLErO NOCTYNAEHWE;

6) Homep ¥ gaTa AOKYMeHTa, NOATBEPKAAOLIEro NOCTyNaeHne, HAMMeHOBaHNe NOCTaBLUUKa;
B) 0bLLEee KONNYECTBO NOCTYNMBLUMX PeLEenTypHbIX 61aHKOB;

I') d)amvmmn, UHNUUMaNbl UMEHU N OTHECTBA (nocnep,Hee -npu Hanwmm) M noanncb OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nonyyumsLlero peuenTtypHble 61aHKM OT NOCTaBLWWKa;

3) B pasgene "Pacxon'":

a) AaTa BblAauM peuenTypHbIX 61aHKOB;
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6) KOJ/IN4ECTBO BblAAdHHbIX peLenTypPHbIX 6ﬂaHKOB,'

B) d)ammnvm, nHUUManbl MMeHM wn 0OT4ecTBa (nocne,u,Hee - npu HaﬂM‘-IMM) OTBETCTBEHHOIO
MeanunHCKOro pa6OTHVIKa, nosyymseLllero peuenTtypHble 6I'IaHKVI;

r) nognucb OTBETCTBEHHOTO MeANLMHCKOTO PaboTHMKA, MONYYMBLUETO PeLLENTYPHble B61aHKuY;

4) bamunnns, MHULUMaAbl UMEHW U OTYEeCTBa (MocneaHee - NPU HaIMYUK) U NOANUCL OTBETCTBEHHOTO
MeaNLMHCKOro paboTHUKa, BblAABLLIEro peLenTypHble 61aHKK;

5) ocTaToK peuenTypHbiXx 6/1aHKOB.

25. XypHan ydyeTa peuenTypHbix 6naHkoB ¢dopm N 148-1/y-88 u N 148-1/y-04(n) copepskut
cnepytowme rpadol:

1) Homep no NopAAKY;

2) B pa3gene "Mpuxoa":

a) AaTa perncrpaumm 4OKYMeHTa, NoOATBEPKAAIOWEro NocTynieHue;

6) HOMep 1 AaTa AOKYMeEHTa, MOATBEPKAA0LLEr0o NOCTYNNeHNe, HAMMEHOBaHWe NOCTaBLLMKa;
B) ob6liee KoNMYeCTBO NOCTYNUBLLIMUX PELLENTYPHbIX 61aHKOB;

r) cepun n Homepa peuenTypHbIX 61aHKOB;

A1) KONMYECTBO peuenTypHbIX 61aHKOB MO CEpPUAM;

6) (I)aMVII'IMFI, MHUNUUManbl UMEHU N OTHECTBA (nocnep,Hee -npu Ha}'IMLIMM) n noanncb OTBETCTBEHHOTO
MmeanunHCKOro pa6OTHVIKa, nosyymseLlero peuenTtypHble 61aHKKU OT NOCTaBLWHMKa;

3) B pasgene "Pacxon:

a) fiaTa BblAauM peLenTypHbIX 6/1aHKOB;

6) cepun n Homepa BblAAHHbIX PeLEenTyPHbIX 6/1aHKOB;
B) KOJIMYECTBO BblAAHHbIX PELEeNTYpPHbIX 6/1aHKOB;

I') d)aMM/'IVIFl, MHUUManbl MMeHN U OTHECTBa (I'IOCI'IELI,HEE - npu Hal'IMLIMM) OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nosyymseLllero peuenTtypHble 6J'IaHI-(M,'

ﬂ,) noanncb OoTBETCTBEHHOIO MeaANLUNHCKOIo pa6OTHMKa, nonyymseLlero peuenTypHble 6J'IaHKM;

4) d)aMMJ'IWr'I, MHUUManbl UMEHUN N OTHECTBA (nocnep,Hee -npu HaflVI‘-IVIM) nnoanncCb OTBETCTBEHHOTO
MeagnunHCKOro pa6OTHVIKa, BblAaBLUEro peuenTtypHble 6ﬂaHKM,‘

5) ocTaToK peLenTypHbIX 61aHKOB.

26. YueT peuentoB, 0popmMeHHbIX B GOPME 3/EKTPOHHOrO [OKYMEHTA, OCYyL,ecTBASETCS B
rocygapctBeHHon WHMOpPMaUMOHHOW cucteme B cdepe 34paBoOXpaHeHUs cybbekTa Poccuitckoit
denepaumnn NnocpeacTBOM BEAEHMA €ANHONO peecTpa peuenTos, opopmMaeHHbIX B GOpPMeE 3N1EKTPOHHbIX
OOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (33 UCKNIOYEHMEM PeLLenTypPHbIX
6nankoB no ¢popme N 107/y-HI "CneymanbHblil peuenTypHblii 6naHK")



27. MeguuMHCKMe OpraHM3aumnmn noayyatoT Heobxoammble peuenTypHble 61aHKKM, obopmMaeHHble
TMnorpadckMm crnocobom, yepes TeppuUTOpMasbHble OpPraHbl YMNpaB/ieHMA 34paBOOXPaHEHMEM WAU
OpraHusaummn, yrnosHOMOYEHHbIE Ha 3TO OpraHamMu MCMOJIHUTENbHOM BnacTu cybbekToB Poccuitckol
depepaunn.

28. PeuenTtypHble 6AaHKK, Nog/eKalime yyeTy, XpaHATCA OTBETCTBEHHbIM JINLLOM, Ha3HAYeHHbIM
pyKoBoauTENEM MEOMUMHCKOM OpraHvM3auMu, B 3anMpaeMoM MeTas/Myeckom wkaoy (celride) nam
MEeTaNINYECKOM ALLLMKeE.

29. UHgmBuayanbHbi NpegnpuHUMaTeNb, UMEIOLLMA NNLEH3UIO HA MEAULMNHCKYIO AEATENbHOCTD,
XPaHUT peLenTypHble 61aHKK, NogaexKalme yyeTy, B 3annMpaemMom MeTaaanyeckom wrkaoy (cerde) nam
METANINYECKOM AILLMKE.

30. MNpoBepKa COCTOAHMA XpPaHeHUs, ydyeTa, GaKTUUECKOro Ha/iMuMA M pacxofa pPeuenTypHbIX
671aHKOB, NoOA/EeXKaWmX y4yeTy, OOAMH pa3 B KBApTa/l OCYLLECTBAAETCA KOMMUCCMeH, CO3haHHOM B
MeAMLMHCKOW OpraHM3aLmu.

31. PeuenTypHble 6n1aHKM, odpopmasemMble Ha OyMarKHOM HoOcUTesNe W nogjexalime y4yety,
BbIAAOTCA MEeAUUMHCKMM paboTHMKaM, MMeloWUM NpaBo opopMIEHNA PELENTOB, NO PACNOPAKEHUIO
rNaBHOro Bpaya Wau ero 3aMecTuTens.

MonyyeHHble peuenTypHble O6/1aHKM Ha OyMarKHbIX HOCUTENAX XPaHATCA MeaULUUHCKUMMU
paboTHUKamM B MOMeELLEHMAX, 0becneymBaoLmUX UX COXPaHHOCTb.

32. MNporpaMmHO-TEXHUYECKME CPeaCcTBa roCyAapCTBEHHbIX MHPOPMALMOHHBLIX cuctem B chepe
3paBoOOXPaHEHNA, MeaULMHCKUX MHOOPMALMOHHbIX CUCTEM MeAULMHCKMX OpraHu3aLmii obecneymsator
XpaHeHMe 3/1eKTPOHHbIX peuentoB, 0GOPMIEHHbIX B GOpMe 3NEeKTPOHHbIX AOKYMEHTOB B TeyeHue
CPOKOB, YCTaHOBAEHHbIX ANA XpaHeHua peuentoB, OGOPMIEHHbIX Ha COOTBETCTBYOLWMX dopmax
peuenTypHbIX 61aHKOB Ha BymaxKHOM HocuTene <10>.

<10> NoanyHKT 5.2.169 MonoxeHna o MuHuctepctee (CobpaHune 3akoHogaTeNbCTBA PoccuincKoi
depepauun, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

MpunoxeHune N 4

K NpuKasy MuHUCTepcTBa 34paBoOOXpPaHeHMUA
Poccuiickoin Pepepaumm

oT 24 HoAbpA 2021 r. N 1094H

®OPMA CMNELMANBHOIO PELLENTYPHOIO B/TAHKA N 107/Y-HN

MuHUCTEepPCTBO 34paBooOXpaHeHma Poccuiickon Koa dopmbl no OKY/,
depepauuu MeauunHCcKaa 4oOKyMeHTaumaA
dopma N 107/y-HN,
yTBEpPXAEHHaA NPUKa3om
MwuHucTepcTBa 34paBOOXPaHEHNA
Poccuiickoin Pegepaumm

0T 24.11.2021 N 1094H

WwTamn MeAMLLMHCKOVI OopraHmnsauunun
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PELIENT

Cepun N

v 20 .
(maTa BbINUCKM peuenTa)

(B3poOCAbIi, 4ETCKUN - HYXKHOE NOAYEPKHYTb)

damunus, nms, otyectso (nocneaHee - NPU HaANYUK)
naumeHTa

Bospact

CepMﬂ M HOMEP NoJsincCa obA3aTenbHOro MegnuUnNHCKOro CTpaxoBaHuA

Homep meguLMHCKOM KapTbl

damunus, nms, oT4ecTso (NocnegHee - NPU HaanMumm)
Nevallero Bpaya (denbaepa, akywepKu)

20 o LA PP PPPPPNE

Moanncb n AMYHaAA neyaTb Bpaya
(noanuce dpenbvawepa, akywepKku)

damunus, Ums, oT4ecTso (nocieaHee - NPU HaANYUK) U NOANMUCH YNONHOMOYEHHOTO ANLA
MeAULMHCKOMN opraHM3aumnm

OTmeTKa anTe4yHol opraHnsauunmn ob oTnycke

damunus, Mms, oT4ecTBo (NocaegHee - NPU HaMuMKM) U NOANNCb PABOTHUKA anNTeYHOM
opraHusaumm

Cpok gelicteuA peuenTta 15 gHei

M.1.

M.1.

MpunoxkeHne N 5
K NpuKasy MuHMUCTepcTBa 34paBOOXPaHEHMA
Poccuinckoit epepaumm



oT 24 HoAb6pA 2021 r. N 1094H

norPAAOK
M3roToBJIEHUA, PACNPEAENEHUA, PETUCTPALUN, YHETA U XPAHEHUA
PELLENTOB, COAEPHKALLUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NNU NCUXOTPOMHDbIX BELLECTB

I. MopAaoOK U3roToBNAEHUA, pacnpeaeneHus cneyuabHbIX
peuentypHbix 61aHkos no ¢popme N 107/y-HN

1. OpraHu3aumio U3roToB/AEHUA U pacnpeaeneHuns peuentypHbix 6naHkos no ¢opme N 107/y-HM
"CneumanbHblii peuenTypHbi 6aaHK" (nanee - cneumanbHbI peuenTypHbid 6naHK) ocyllecTeaseT
MuHUCTepCTBO 3apaBooxpaHeHna Poccuiickoit deaepauum (aanee - MUHUCTEPCTBO).

2. CneumnanbHble peuenTypHble 6NaHKM ABNAIOTCA 3aLUMULLEHHOW noaurpaduyeckon npoaykumemn
ypoBHsa "B", nsrotaBnneaemoi Ha bymare po3oBoro useta pasmepom 10 cm x 15 cm, A0NXKHbI UMETb
CEPUIO U HOMeEp, a TaKXKe COOTBETCTBOBaTb TPebOBaHMAM, yKasaHHbIM B MpuKasze MuHUCTepcTBa
¢duHaHcoB Poccuiickon deaepaumm oT 29 ceHTabpsa 2020 r. N 217H "O6 yTBepXaeHUU TexXHUYeCcKux
TpeboBaHMI U YCNOBUA WM3rOTOB/JEHMA 3alLMLWEHHOMW OT Nogaesnok noavrpaduyeckon npoaykumn'
(3apeructpupoBaH MuHUcTepcTBOM tocTUuMKM  Poccuitickoit  depepaunm 16 Hosbpa 2020 .,
pernctpaunoHHbiii N 60930).

3. B uensax opraHM3auuu M3roToB/EHUSA W pacnpeaenieHns cneyuanbHbIX peuenTypHbIX 61aHKoB
MeaNUMHCKME OpraHM3auMn, UMeloWMe NpPaBoO OCYLLECTB/AATb BblAayy PeLenToB Ha HapKOTUYecKue
CpeAcTBa MAW MCUMXOTPOMHble BeliecTBa cnucka Il MepeyHs u 3apernctpupoBaHHbie B Poccuiickoi
depepaummn B KayecTBe JIEKApCTBEHHbIX MpenapaToB A8 MeAMUMHCKOro npumeHeHua (ganee
COOTBETCTBEHHO - MeAMLMHCKaa OpraHmM3aums, HapKOTMYECKUI (NMCUXOTPOMHbIN) IeKapCTBEHHbIN
npenapar), COCTaBAAIOT 3aABKM Ha peLenTypHble 61aHKU.

4. B cpoK o 1 oKTAGpA TeKyLero roaa 3aaBKM MeAMLMHCKMX OpraHuMsauuii Ha cneupmasbHble
peLenTypHble 61aHKM NpeacTaBAAOTCA:

1) MeaUUNHCKUMU  OpraHnsaumAamMmmn, HaxogAauwmmmca B BeOeEHUU cbep,epaanblx opraHoBs
WCNOJIHUTENIbHOM BNacTy, - B cooTBeTCTBYHOLWMNE d)ep,epaanble OopraHbl NCNO/IHUTENbHOM BNaCTy;

2) MeOMUMHCKMMW OpraHusauusmu, HaxogAwMmUcAa B BejeHuM cybbekToB Poccuiickoi
depepaumn, MeAULMHCKMMW OPraHU3aLUAMN MYHULMMANBHOW WU YacTHON CUCTEM 31 paBOOXPAHEHUA - B
opraHbl MUCNONHWUTENBbHOW BNacTU cyb6bekToB Poccuiickort Pepepaumm B chepe oxpaHbl 340pOBbA
rpa)kaaH, Ha TEPPUTOPUM KOTOPbIX OHU PACMOJIONKEHbI (Janee - OpraHbl UCMOJIHUTENbHOW BAACTU
cybbekToB Poccuiickol ®eaepaumm).

5. B 3aABKe mMeAMLMHCKOM OpraHusauMu Ha cneuuMasnbHble peuenTypHble 61aHKM yKasbiBaloTcA
cneaytoume cBeaeHus:

1) cBegeHMsa 0 MeAMLMHCKON opraHusaluMuK, noAaslield 3asBKy Ha creuunanbHble peuenTypHble
61aHKK (NONHOE HaMMeHOBaHMe, afpec MecTa HaxoXaeHus);

2) KOZIN4eCTBO CneunanbHbIX peuenTypHbIX 6ﬂaHKOB, MN3PaCXoa0BaHHbIX Meﬂ,VILl,VIHCKOﬁ
opraHM3aL|,14e171 Ha 1 AHBapA npeALwecTBYOWEro roga;

3) KoAnYecTBO cneumnanbHbIX PeLenTypHbIX 61aHKOB, HEOBXOAMMbBIX MEANLMHCKOW OpraHM3aumnm
Ha c/ledyloLWnii roa,.

3anaBKa MEAMLLMHCKOVI OpraHnsaumMn Ha cneymnasnbHble peuenTypHblie 6.1aHKK noanuncbiBaeTcAa
pyroBoauTeENnEM Me,ﬂ,MLLMHCKOVI OpraHu3auum, KOTOprlL/'I HeCeT NnepCoHa/ibHYHO OTBETCTBEHHOCTb 3a
060CHOBaHHOCTbL U AO0CTOBEPHOCTb YKA3aHHbIX CBE,EI,EHVII‘;I.
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6. d>e,u,epaanb|e OpraHbl WUCNONHUTENIbHOM BNacCTu, B Be4EeHUN KOTOPbIX HAaXo4ATCA megnunHCKune
opraHunsauunu (,u,anee - q)e,qepaanue OopraHbl NCNONHUTENbHOM Bl'IaCTVI), M OpraHbl NCNONHUTENbHOW
BN1actn Cy6'beKTOB Poccuiickol CDe,u,epau,MM Ha OCHOBAHWU 33aABOK MEOAUNUUNHCKUX OpFaHM3aLI,Mﬁ Ha
cneunanbHble pelenTypHble 61aHKK d)opMMpwa CBOAHblIE 33aABKM HaA cCneunasibHble peuenTypHble
61aHKM N B CpoOK Ao 1 AEKaﬁpH TEKYyLWero roga npeacrasaaoT nx B MMHMCTepCTBO.

7.B CBO,CI,HOﬁ 3aABKe Ha cneuunanbHble peuenTtypHble 61aHKM YKa3blBalOTCA cnegytowme ceegeHunAa:

1) cBeaeHusa o deaepanbHOM opraHe UCMOJIHUTENbHOW BAacTu (opraHe UCNOAHUTENLHOW BAACTU
cybbeKkTa Poccuiickon deaepaumm), npeacTaBMBLLIEM CBOAHYIO 3aABKY Ha cneuuanbHble peuenTypHble
61aHKM (NONHOE HaMMeHOoBaHUe, aipec MecTa HaxoXaeHus);

2) KONMYecTBO cneumnanbHbIX peuenTypHbIX 61aHKoB, pacnpeaeneHHbix denepanbHbiM OpraHoOM
WCNO/IHUTENbHOWN BNACTM (OPraHOM MCNONHUTENbHOM BRacTn cybbeKta Poccuitickon deaepaumnm) Ha 1
AHBaAPA NpeALecTBYIOLLEro roAa Mexay MeaANUUHCKUMWN OpraHM3aumnamm;

3) Ko/AMYecTBO cneumanbHbIX peuenTypHbiX 6naHKoB, HeobxoaumbIXx ¢eaepanbHOMy OpraHy
MCMONHUTENbHOW BNacTM (opraHy WMCNONHWUTENbHOW BAacT cybbekTa Poccuitickoit depepaumu) Ha
cneylowWwmii rog ana pacnpeneneHms Mexay MeguuMHCKMMN OpraHn3aumnamm;

4) cBegeHMA O NoABEAOMCTBEHHOW OpraHM3auuu, YNoJHOMOYEHHON deaepanbHbiM OpPraHom
NCMNOJIHUTENbHOM BAacTU (OpraHoM WCMONHUTENIbHOM BnacTM cybbekTa Poccuiickoit deaepaunm)
OCYLLECTBNATb MOMYYEHUE CheuMasnbHbIX peuenTypHbiX 6aaHKoB OT MUHWUCTEPCTBA, MX XPaHEHME U
BblAauyy MeAMLMHCKMM OpraHm3aumam (nosiHoe HaumeHoBaHMe, agpec mecta HaxoxaeHus, MHH/KNM,
OKTMO opraHusaumu, GpakTUYECKUI apec NOCTaBKM).

8. Ha o0CHOBaHMM MNO/YYEHHbIX CBOAHbLIX 3aABOK Ha CMneuManbHble peuenTypHble 6/aHKK
MMWHUCTEPCTBO €XEerogHo B CPoK A0 15 AHBaps cineaytowero roga GopMmupyeT v yTBEPXKAAET MAaH
pacnpeaeneHus cneumanbHbIX peuenTypHbIX 6/1aHKOB, B KOTOPOM OTpakaeTcA rogosas noTpebHoCTb
Poccuiickolt degepauymn B cneumanbHbiX peuenTypHbiXx 6naHKax (ganee - nnaH pacnpepeneHvs
MuHUCcTepcTBa).

9. B nnaHe pacnpegeneHma MUHUCTEPCTBA YKa3biBatOTCA CAeAyloLMe CBeAeHNA:
1) nopsAAKoBbI HOMEP 3anncK;

2) HaumeHoBaHWe ¢eaepanbHOro OpraHa MCMOAHUTENbHON BAAcTU (OpraHa MCMOAHUTENbHOM
Bnactm cybbekta Poccuitckor ®depepaumu), nNpeacTtaBMBLUEro CBOAHYIO 3aABKY Ha CreumasbHble
peuenTypHble 6NaHKK;

3) Heob6x04MMOE KONNYECTBO CreumnanbHbIX peLenTypHbIX 61aHKOB.

10. HanpaBneHue cneumanbHbIX peuenTypHbIX 61aHKOB dpeaepasnbHbiM OpraHam UCMOAHUTENbHOM
B/1aCTW, OpraHam MWCNOJHUTENbHON Bnactu cybbekToB Poccuiickon ®depepaumy  ocyllecTBaseTcs
MMWHUCTEPCTBOM B KOJIMYECTBE, NPeayCMOTPEHHOM NIAHOM pacnpeaeneHms MUHUCTepCTBa.

11. MuHUCTEPCTBOM [OMONHUTENIBHO K KOAMYECTBY CReumanbHbIX peLenTypHbiX 61aHKOB,
npesycMOTPeHHOMY NaaHOM pacnpegeneHva MuHucTepcTBa, dopmupyeTca pe3epsBHbIM  3anac
CNeumanbHbIX peuenTypHbiX O1aHKOB B KoJiMyecTBe, He npesbiwatowem 150 000 cneumanbHbIxX
peLenTypHbIX 61aHKOB.

12. B cayyae yBenndyeHusa notpebHOCTM B crneumasnbHbIX PeuenTypHbix 6aaHkax ¢eaepanbHble
OpraHbl UCNOIHUTEIbHOM BAAcTU (OpraHbl MCNONHUTENLHOM BAAcTU cybbekToB Poccuitickoit degepaunm)
HanpasnaAlT B MMWHUCTEPCTBO CBOAHbIE 3aABKM Ha [AONOJHWUTENbHOE KOJIMYeCTBO CcheumanbHbIX
peuenTypHbIX 61aHKOB (C 06OCHOBaHMEM YyBe/NMYEHMA MOTPEBHOCTM B CMeuManbHbIX peuenTypHbIX
6naHKax), KoTopble npedocTaBaatoTcA MWUHUCTEPCTBOM M3  pe3epBHOrO 3amaca  cneumanbHbIX



peLenTypHbIX 6/1aHKOB.

13. depepanbHble opraHbl UCNONHUTENbHOM BNACTM (OpraHbl UCNONHUTENbHOW BAACTU CybbeKkToB
Poccuiickolt denepaumnn) pacnpedenstoT NosyyYeHHble cneumanbHble peuenTypHble BnaHKuM mexay
MEAMLMHCKMMM  OPraHM3aumMaMM Ha OCHOBAaHMM MAAHOB pacnpegeneHvs, cHOPMUPOBAHHbLIX B
COOTBETCTBUM C 3aBKaMM MeAMLMHCKMX OpraHn3aumii Ha cneumanbHble peuenTypHble 6aaHKu.

Il. MopaaoK peructTpauunm, yueta U XxpaHeHUa cneumnanbHbIX
peuenTypHbIX 6naHKoB no ¢popme N 107/y-HIM

14. MwuHWCTEpPCTBO, WHble ¢eaepanbHble OpraHbl WMCMOAHUTENLHOW BAACTU M OpraHbl
WCMOJIHUTE/IbHOW BAacTU cybbekToB Poccuitckont Pepepaumm OpraHU3YOT XpaHEHWEe CcheunasnbHbIX
peuenTypHblx 613aHKOB B NOABEAOMCTBEHHbLIX OpPraHM3aumaAX, YMNOJHOMOYEHHbIX OCYLLECTBAATb
nojsly4eHMe cneuuanbHbIX peuentypHbiXx 671aHKOB OT MWHUCTEPCTBA, WX XpaHeHWe W  Bblgady
MeANUMHCKMM OpraHu3aLmam (ganee - ynoJHOMOYEHHasA opraHM3aums).

15. B ynoNHOMOYEHHOW OpraHn3aumm U MeguuMHCKOM opraHunsaumumn, NoayyunsLiein cneumnanbHble
peuenTypHble 61aHKM, OpraHU3yeTcA perucrTpauma, ydeT M XpaHeHue cneumanbHbIX pelenTypHbIX
6/1aHKOB.

PerncTpauma, yyeT M XpaHeHMe pes3epBHOro 3amaca CcneuManbHbiX peuenTypHbiX 6naHKoB
MuHUcTepcTBa ocywecTensetca deaepanbHbIM  FOCYAAPCTBEHHbIM  BIOAMKETHLIM  YUPEKAEHUEM,
HaxogAawMMmcAs B  BefeHMM MuHucTepcTBa (ganee  COOTBETCTBEHHO -  pe3epBHbIM  3anac,
noaBeAOMCTBEHHOE yUuperKaeHue).

16. PabOTHWMK, Ha3HAYeHHbIA MNPUKA3OM PYKOBOAMTENA YMNOJHOMOYEHHOW OpraHusauum
(ynonHomouyeHHoI opraHusauumn, NoaBeAOMCTBEHHOTO yYpeXKAeHWA) OTBETCTBEHHbIM 33 PerMcTpaumio,
XpaHeHWe W y4yeT CcneuuanbHbIX peuenTypHbix 61aHKOB (ganee - OTBETCTBEHHbIM PabOTHWK), Ha
OCHOBaHMM f0BEPEHHOCTU, OPOPMIEHHON B NOPAAKeE, YCTaHOBEHHOM 3aKOHOA4aTeNbcTBOM Poccuminckoit
depepaunn  (c  nognNUCbIO  PYKOBOAMTENS  YNOJIHOMOYEHHOW OpraHusaumMmM  (YynoaHOMOYEHHOM
opraHu3aumm, NoABEAOMCTBEHHOIO YUPEKAEHMWSA), ITAaBHOTO Byxrantepa, 3aBePEeHHbIX KPYTr/10i NeYaTbio),
noJsiy4aeT cneumanbHble peuenTypHble 61aHKN U OCYLLECTBAAET BEAEHME KYPHaAIa PErUCTPaLUN U yyeTa
CneumManbHblX PeuenTypHbiXx 6/1aHKOB, K KOTopomy npuobuiaet ¢oto- u (uaum) BuaeomaTepuanbl,
noateepxaatowme ¢aktT opopmaeHma peLenTypHbix 61aHKOB Ha AoMY (NPU Haanuum).

17. MypHan perucTpaummM M y4yeTa CreumanbHblX PeuenTypHbiX 6/1aHKOB AOMKeH 6bITb
NPOHYMEepOBaH, MPOLHYPOBaH, MMETb Ha NOCAeAHElN CTPaHWLE 3anuncb, COAEP’Kallyl KOAUYEecTBO
CTpaHWL, NOJHOE HauMMeHOBaHMEe YMO/NHOMOYEHHOW OpraHu3aumMmM (MeguUMHCKOM OpraHusaumuy,
NOABEAOMCTBEHHOIO YUYPEXKAEHMA), A TaKXKe CKpensieH TMOAMUCbID PYKOBOAMTENS U MeyaTbto
YNOJIHOMOYEHHOW OpraHu3aLmm (MeauuUHCKOM opraHn3aumnm, NoABeLOMCTBEHHOTO yUpeXaeHns).

ypHan peructpauum M yyeTa CneuManbHbIX PeuenTypHbiXx 6/1aHKOB pe3epBHOro 3arnaca
MUHUCTEPCTBA CKPENIAETCs TaKXKe MOANUCHI0 AMPeKTopa (B cC/iyyae ero OTCYTCTBMS - 3amecTUTens
AvpekTopa) [lenapTamMeHTa peryinpoBaHua OOpaLLeHUs JIeKApCTBEHHbIX CPEeACTB UM MeLUUMHCKUX
nsgennii MmHucTepcTea v nevatbio MuHMUCTEpPCTBA.

18. B KypHane peructpauum M ydyeTa CheumanbHbIX peuenTypHbiX 671aHKOB YKasblBalOTCA
cneaytouime ceeaeHus:

1) nopAAKOBbLIN HOMEP 3anNuUCK;
2) Npuxof cneumanbHbIX peLenTypHbIX 61aHKOB:
a) PEKBU3UTBI U faTa PErUCTPaLMM NMPUXOLHOTO AOKYMEHT];

6) obLiee KOAMYECTBO MNOCTYMMUBLUNX CNeLnanbHbIX peLenTypHbiX 61aHKOB;



B) cepua U HoMep cneunanbHoro peuenTypHoro 61aHKa;

r) KoAnYecTBO cneumanbHbIX PpeLenTypHbIX 61aHKOB NO KaXAaok cepuu;

A) damunnma, ums, otyecTso (NnocnegHee - NPy HaAMYMK) U NOANUCH OTBETCTBEHHOIO PaboTHUKA;
3) pacxog cneumanbHbIX peuenTypHbiX 61aHKOB:

a) AaTa BblAauM CreLmanbHbiX peuenTypHbix 61aHKOB;

6) cepum 1 Homepa BblAaHHbIX creuuanbHbIX peuenTypHbIX 61aHKOB;

B) KOZIN4EeCTBO BblAaHHbIX CNeLnasibHbIX peUEeENTYPHbIX 61aHKOB C YKa3aHunem B CKOBKax KosinyecTtsa
cneunanbHbIX PeEUENTYPHbIX 6IIaHKOB, BblAaHHbIX ANA OCI)OpMﬂEHMFI Ha Aomy,

r) ¢amumnua, umsa, oTtyectBo (mocnegHee - NpU HaAnMuMM) M NOAMUCL NKULA, NOAYYMBLLETO
cneumanbHble peuenTypHble 61aHKY;

A1) KONNYECTBO CreumnasbHbIX peLenTypHbiX 61aHKOB, 0GOPMAEHHbIX Ha AOMY;

e) damunuA, uMmaA, OT4eCTBO (nocneaHee - MpUM HaAMuMKM) UM NOANUCL AWMUA, OPOPMMBLLETOD
cneumanbHble peuenTypHble 61aHKM Ha ZoMY;

4) pamunus, nma, otyecTso (nocnegHee - NPU HAANUUK) M NOANUCL OTBETCTBEHHOTO PABOTHUKA;
5) ocTaToK cneumnanbHbiX peLenTypHbiX 61aHKOB.

19. CneumanbHbli peuenTypHbiit BAaHK ABAAETCA AO0KYMEHTOM CTPOroi OTYETHOCTM. 3anac
cneumanbHbIX peLenTypHbIX 61aHKOB B MeANLNHCKON OpraHn3aLmm A0MKEH XPAaHUTBCA B CNeLManbHbIX
nomeLlleHusx, ceridax nam B cneLmanbHO N3rOTOB/EHHbIX WKadax, 0OUTbIX OLIMHKOBAHHbBIM Kene30M, C
HA4EHbIM BHYTPEHHUM UM HABECHbIM 3aMKOM.

MomeuieHun, celdbl, WKadbl, B KOTOPbLIX XPAHATCA CcNeumanbHble peuenTypHble 6aaHKK, AOMKHbI
ObITb 3aKpbITbl Ha 3aMKM M NOCAEe OKOHYaHWA paboTbl oneyaTaHbl Me4yaTbid YMNOJAHOMOYEHHOW
opraHunsaumm (MeamLMHCKOM opraHM3aummn) uam onaombmpoBaHbl.

20. B MegMUMHCKMX OpraHM3auuMax 3amnac chneumasnbHbiX peuenTypHbiXx 6/71aHKOB He AOJXKeH
npeBbILLaTb FOA0BOM NOTPEOHOCTH.

21. Paspewaetcs BblgaBaTb MeAULMHCKOMY pPabOTHUKY, MMelLWemMy nNpaBo HasHauyaTb
HapKOTUYEeCcKMe (NCUXOTPOMHbIE) NIeKapCTBEHHbIe MpenapaTbl, eAnMHOBpPeMeHHO He 6osee ABaauLaTu
cneLmanbHbIX peLenTypHbiX 6/1aHKOB.

MepguunHckmne pa6OTHMKM, BbliMUCbIBalOWMeE peLenTtbl Ha HaAPKOTUYeCKUe (I'ICMXOTpOI'IHbIe)
NNeKapCTBEHHbIE NpenapaTbl, HA OCHOBaAaHWKN NPUKa3a PyKoOBOAUTENA MeAMLI,VIHCKOﬁ OpraHunsaunmn HecyTt
JINYHYIO OTBETCTBEHHOCTb 3a COXPAHHOCTb MOJIy4EHHbIX CheunaabHbIX peuenTypHbIX 61aHKOB.
CneumanbHble peuenTtypHble 6}'IaHKM, nonyyeHHblie megUUUNHCKUM pa6OTHMKOM, XPaHATCA No4 3aMKOM B
cef&cbax, MeTaNNn4yecKnx LUKad)aX NN MeTannnvyeCkmnx ankKax.

22. B MeAMLUMHCKOW OpraHM3aLMy CO34aeTc NOCTOAHHO AENCTBYIOWLAA KOMUCCUA, KOTOpas He
pexe 1 pasa KBapTan (No pelleHWno PYKoBOAMUTEN MeAMLMHCKOW OpraHuM3alMy BO3MOMKHO Yalle)
OCYLLECTBNSAET NPOBEPKY COCTOAHMA perncTpauum 1 ydeTta cneumnanbHbIX peuenTypHbiXx 61aHKoB, B TOM
yucne NyTem CBEPKMU 3anuceit KypHana perucTpauumn U ydyeta crneuuanbHbIX peuenTypHbIX 61aHKoB, C
baKTUYECKMM HanuumMem cneumanbHbIX peuenTypHbiX 61aHKOB, a TaK:Ke NPOBEPKY COCTOAHUA XPaHeHUs
cneumanbHbIX peuenTypHbIX 61aHKOB.

Mo pe3ynbTaTamM NPOBEPKM B KypPHae PerncTpauum 1 yyerta cneumasnbHbiX peLenTypHbix 61aHKoB



AenaeTca 3annCb O pe3ysibTaTaxX NpoBeaeHnNA CBEPKU OAHHbIX, 3aKpeEN/1EHHaA NOANNCAMUK BCEX YNEHOB
KOMUCCUU, NN CO3aaeTCA CI'IELI,VIa}'IbeIﬁ AKT NPOBEPKU.

23. depgepanbHble opraHbl UCNONHUTENIbHOW BAACTU M OPraHbl UCNOIHUTENIbHOM BNAcTU CyObeKTOB
Poccuiickolt desepaunmn oCyLWECTBASIOT KOHTPO/Ib 33 OPraHU3auMein perucTpaumu, yyeta M XpaHeHus
cneumanbHbIX peLenTypHbIX 61aHKOB B YNOJHOMOYEHHbIX OPraHM3aumMax 1 MeauLMHCKUX OpraHM3aLusX.

24. Bblgaya creumasibHbIX peuenTypHbix 6/1aHKOB M3 pesepBHOro 3anaca MwuHucTepcTBa
denepanbHbiM OpraHam WCNOJIHUTENIbHOMW BNacTU M OpraHam MCMOSIHUTENIbHOW B/IAaCTU CYOBEKTOB
Poccuitckoit  depepaupmm  OCyw,ecTBAAETCA  OTBETCTBEHHbIM  PabOTHMKOM  NOABEAOMCTBEHHOIO
yYperKaeHMa Ha OCHOBaHUK pelleHns 06 oTNycKe cneuunasnbHbIX peuenTypHbIX 61aHKOB, 0pOPMIEHHOTO
B BMAE NUCbMa, MNOAMNUCAHHOTO AMPEKTOPOM (B CAyyae ero OTCYTCTBMA - 3aMecTUTeNIeM AMPEKTopa)
JenaptameHTa peryinpoBaHus o0OpalleHNs /NeKapCTBEHHbIX CPeAcTB U MeAMUMHCKUX U3aennin
MwuHucTepcTBa.

MpoBepKa AeATeNbHOCTU NOABEAOMCTBEHHOIO YUPEXAEHUA NO perncTpaumm, y4ety n XxpaHeHuto
pe3epBHOro 3anaca ocyuiecTeideTcA [enapTameHTOM peryanpoBaHua obpalleHua eKapCTBeHHbIX
CPeacTs M MeANUMHCKMX u3gennin MuHuctepcTBa 2 pasa B rog He nosgHee 20 uucna mecaua,
cnefyolero 3a UCTEKWNM NOYroAneM.

MpunoxkeHmne N 6

K NpuKasy MuHMUCTepCTBa 34paBOOXPAHEHMA
Poccuinckoin epepaumm

oT 24 HoA6pA 2021 r. N 1094H

NMPABUNA
OdPOPMJIEHUNA PELLENTOB, COAEPKALLMNX HASHAYEHME HAPKOTUYECKUX
CPEACTB UM NCUXOTPOMNHbIX BELLLECTB, B TOM YUC/IE B ®OPME
SNNEKTPOHHbIX AOKYMEHTOB

I. OpopmneHue peuenta Ha 6ymarKHOM HocuTene

1. Ha peuenTypHbix 6n1aHKax ¢opmbl N 107/y-HI B neBoM BepxHem yray NpocTaBAAETCA LTamn
MEOVLIMHCKON OpraHmsaLMm C yKaszaHWMem ee MOJSIHOTO HaMMeHOBaHuA, aapeca u TenedoHa C gaTomn
BbINUCKM (AaTol obopMeHMA) peLLenTa Ha IeKapCTBEHHbIV Npenapar.

PeuentypHble 61aHkn ¢opmbl N 107/y-HIT M3roTaBnMBalOTCA WUCKAOYUTENbHO TUMOrpadCKUm
cnocobom.

2. Ha peuentypHbix 6s1aHKax, 0dOPMAAEMbIX WHAUBUAYANbHLIMU NPeanpUHUMATENAMMU,
UMEIOWMMM JIMLEH3NIO HA MEAWUUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM Yray Tunorpadpckum
cnocobom MM MNyTeM TMPOCTaB/AEHUA LWTamna JO/MKEH ObiTb yKasaH agpec WHAMBMAYA/NbHOIO
npegnpuvHMmaTens, HOmMep M AaTa JWLEH3WMW, HaMMEeHOBaHWe OpraHa roCyLapCTBEHHOM BAacTy,
BblAABLUErO IMLEH3MIO.

3. PeuentypHble 61aHKu popmbl N 107/y-HI 3anonHATCA MeAMLMHCKUM paboTHUKOM YepHUAaMK
WU LIAaPUKOBOM PYYKON.

4. fonyckaeTtca odopMaeHME BCeX PEKBU3UTOB (3a MCKAtOUEHWeM pekBusnTa "Mognuck nevawero
Bpauya (moanuch denbawepa, akylwepkn)') peuentypHbix 6naHkos ¢opmbl N 107/y-HN ¢
MCMNO/Ib30BaHWEM MeYyaTatoLmMX YCTPOMNCTB.



5. B peuentypHom 6naHKe ¢popmbl N 107/y-HN B cTpoKkax "damumnns, nms, ot4ectso (nociegHee -
npu Hannumm) naumnenTa" n "Bospact” yKasbIBatOTCA NOSHOCTbIO pamuama, MMa, oT4ecTBo (nocneaHee -
Npv HaAMYMK) NaLMEHTa, ero BO3pacT (KOANYECTBO NOAHbIX NET).

JonycTmMo yKasaHue AaTbl POXKAEHUA NALMEHTa.
6. B peuentypHom 6naHke dopmbl N 107/y-HI:

1) B cTpoke "Cepua 1 Homep nosivca 065a3aTesIbHOro MeAUUMHCKOTO CTPaxoBaHUA" yKasblBaeTcs
HoMep noaunca 06a3aTesIbHOro MeANLMHCKOTO CTPAaX0BaHWA NaumeHTa (Mpu Haanuum);

2) B cTpoke "Homep meAMUMHCKOW KapTbl" yKasbliBaeTcs HOMep MeAMUMHCKON KapTbl NaLMEHT],
NOJIyYaloLLero MeaMLUMHCKY0 NOMOLWb B ambynaToOpHbIX YCIOBUAX, UM UCTOPUKM BONE3HM MNauMeHTa,
BbIMMUCbIBAEMOIO M3 MEANLMHCKON OpraHn3aunm;

3) B cTpoKe "®amunua, uma, otyecTBo (NocneagHee - NpU HaNMUYMK) Nevallero Bpaya (penbalepa,
aKywepkn)" yKasbiBaeTcA MNOMHOCTbIO GaMuaMA, MMSA, OTYECTBO (NocnegHee - Npy HaaMuMK) Bpava
(benbawepa, akywepKu), BbINMCABLIErO peLenT Ha HAaPKOTUYECKMIM (MCUMXOTPOMHbLINA) NeKapCTBEHHbIN
npenapar.

7. B rpade "Rp" peuentypHoro 6narHka popmbl N 107/y-HIM yKkasbisaeTca:

1) HauMmeHoOBaHME  JIEKAPCTBEHHOro  mnpenapata  (MeAyHapogHoe  HemnaTeHTOBaHHOe
HaMMeHOBaHMe, FPYNMUMPOBOYHOE WAW XMMMUYECKOE HAMMEHOBAHWE, TOProBoe HauMMeHOBaHWE) Ha
NATUHCKOM f3blKE WM Ha PYCCKOM A3blke, GOopmMa BbIMyCKa, AO3MPOBKA, KOAMYECTBO (YKasblBaeTcA
NPOMMCbIO Ha peuenTypHoM baaHke popmbl N 107/y-HI);

2) cnocob nNpuUMeHeHWs NeKapcTBEHHOro NpenapaTa Ha rocygapcTBeHHOM fA3blke PoccuiicKkoi
desepaumn UAM Ha rocydapcTBeHHOM A3blke Poccuidickolt Pepepauun U rocyaapCTBEHHOM f3blKe
pecnybaunK 1 MHbIX A3blKax HapodoB Poccuiickon Pegepaumn <1>.

<1>Yactb 1 ctatbm 15 3akoHa Poccuinckoin Pepepaumm ot 25 okTabpa 1991 r. N 1807-1 "O s3bikax
HapogaoB Poccuiickoi ®epepaunn” (aanee - 3akoH N 1807-1). (BegomocTn cbesga HapogHbIX AenyTaToB
PC®CP un BepxoHoro CoseTta PCHCP, 1991, N 50, cT. 1740).

8. Npu odopmneHmm peLenTypHbIX 61aHKOB 3aMNpeLaeTca OrpaHNYMBaTLCA OBLMMM YKa3aHUAMMU,
Hanpumep, "BHyTpeHHee", "MU3BecTHO".

9. Mpu odopmaeHUN naumeHTy peuentypHoro 6naHKa ¢popmbl N 107/y-HIM Ha HapKoTUYeCcKuit
(NCcUXOTPONHBINA) NEKAPCTBEHHbLIM MpenapaT B pPaMKax OKA3aHWA MeSMLMHCKOM MOMOLLM  Npu
onpeaeneHHom 3abosieBaHNM TaKoM peLenT 3aBepsaeTca:

1) noAnNMCbIO U IMYHOM NeYaTbio Bpaya Mbo noanucbio denbaluepa (akylwepku);

2) neyatblo MeAMLMHCKOW OpraHuM3aumu, NMbO CTPYKTYPHOro NoApasAeseHus MeauLMHCKOW
opraHuzaumm "Ans peuenToB", KOTOpas MPOCTABAAETCA JIMLOM, YNOJHOMOYEHHbIM PYKOBOAWUTENEM
MEeAMLMHCKOW OpraHM3aummn ¢ ykasaHuem Gpamuanmn, MMeHu, oTyecTBa (nocnedHee - NPU HaAnunm) u
NpOoCTaB/iieHNeM ero IMYHOM NoANUCH.

B cayyaax HeobxoAMmoCTM OQOpMIEHMA peuenTa Ha HAPKOTUYECKMI (MCUMXOTPOMHBLIN)
NeKapcTBEHHbI MpenapaT Ha AOMYy B pPamKax OKasaHuWAa NanivaTMBHOW MEAMUMHCKON NOMOLLM
[AOMNyCKaeTca npeaBapuTebHOE 3aBepeHMe peuenTa LTamnom MeAUMLMHCKOW opraHuM3aumu, neyatbio
MeAMLMHCKOW opraHusaumm nMbo CTPYKTYPHOrO noApasfaeneHus mMeauuMHCKOM opraHusaummn "[ns
peuenToB", KoTOpasA MPOCTaBAAETCA /IMUOM, YMNOJHOMOYEHHbIM PYKOBOAUTENEM MEAULMHCKOM
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OpraHM3aLmm, ¢ yKasaHvem GpaMmuamm, UMeHu, OT4ecTBa (nocneaHee - NPU HaAMYUKU) U NPOCTaBAEHUEM
€ro IM4yHoM nognucu. Mpu 3TOM B XKypHaie perucTpauumn 1 yyeTa peuenTtypHbix 61aHKOB B COOTBETCTBUM
c NopagKom pernctpaumm, ydyeta v XpaHeHUs crneumanbHbIX peuenTypHbIX 6/J1aHKOB HAa HapKOTUYECKMe
CPeACTBa UM NCUXOTPONHbIE BELLECTBA, YTBEPKAEHHbBIM HACTOALLMM NPUKA30M, Ae1aeTCA OTMETKA O ero
Bblgaye Ana oGOPMIEHMS Ha [AOMY, a TaKXKe OTMETKa, YyA0CTOBEpeHHas noAnucbio Bpava Anbo
denvawepa (aKywepkn), opopmuBlIErO peLenT, o ¢akTe ero oPpopmMeHUs, KOTOPbIN MOXKeT BbiTb
AOMONHUTENBHO NOATBEPKAEH GOTOo- U (MK) BUAEOMaTEPUANAMM.

B cTpoke "OTmeTKa anTe4yHoM opraHu3aumm ob otTnycke" cTaBUTCA OTMETKA anTe4HOM opraHusaumm
06 OTMyCKe HapPKOTUYECKOro (NCUXOTPOMHOIOo) IeKapCTBEHHOIO NpenapaTa (C yKasaHMeM HauMeHOBaHUs,
KO/IMYECTBA OTMYLLEHHOrO HAapPKOTUYECKOro (NCUXOTPOMHOrO) NEKapCTBEHHOrO MpenapaTta W AaTbl ero
OTMyCKa), KOTOpas 3aBepseTca noAnucbio pPaboTHMKA anTeyHoM oOpraHusauuu, OTMYCTUBLLErO
HapKOTUYECKUIA (NCUXOTPOMHbBII) NIeKAapCTBEHHbIM npenapat (C ykasaHMemM ero ¢Gamuanun, UMeHM,
oTyecTBa (nNocnegHee - NpU HaAMUMK), @ TaKKe KPYr/IoW neyaTbio anTeyHOM OpraHusauuu, B OTTUCKE
KOTOPOW A0/XKHO ObITb MAEHTUDULMPOBAHO NOJIHOE HAMMEHOBAHWE anTe4YHOM OpraHn3aumm.

10. Ha ogHom peuentypHom 6aarke dopmbl N 107/y-HIM pa3peluaetca ocywecTBAATb Ha3HaYeHne
TO/IbKO OAHOTr0 HaMMeHOBaHUA NeKapCTBEHHOro nNpenaparTa.

11. UcnpasneHunA B peuente He AOMYCKAOTCA.
Il. OpopmneHue peuenTta B popme 3/IEKTPOHHOTO AOKYMEHTa

12. PeuenT B popMe 3/IEKTPOHHOTO AOKYMEHTA, NOANUCAHHOIO YCU/IEHHON KBaMPULMPOBAHHOM
3JIEKTPOHHOM noAnucblo, GopmmnpyeTca meamuMHCKUM PaboTHMKOM, CBEAEHUA O KOTOPOM BHECEHbI B
desiepanbHbIit  PerucTp MeaMLUMHCKUMX PaboTHUKOB <2>, a TaKXe Mpu YCNOBUW perucTpauumm
MeAULMHCKOM opraHM3aumm, B KOTopoi odpopmaeTca peuenT, B deepasibHOM peecTpe meanuUHCKUX
opraHmMsauni <3> egMHOM rocyaapCcTBEHHOM MHPOPMALMOHHOM cucTembl B chepe 34paBOOXPaHEHUS U
NOAKNOYEHUA TAKOM MEAMUMHCKOMW OpraHmMsauum K rocygapcTBeHHOM MHGOPMALMOHHOW cucteme B
chepe 34paBooxpaHeHuns cybbekTa Poccuinickol Pepepaumm <4>,

<2> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaummn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOAATENbLCTBA
Poccuiickolt depepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4> Cratbu 91 1 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHoaaTenbCcTBa Poccuiickoi
depepauun, 2011, N 48, cT. 6724).

13. Mo TpeboBaHUIO MALMEHTA WMAM €ro 3aKOHHOro npeacTaBuTens opoOpMASETCA 3K3eMnasp
peuenta B ¢opme 3NEeKTPOHHOTO AOKYMEHTa Ha OymMaxKHOM HocuTene c OTMeTKoW "[ybaukar
3/IEKTPOHHOIO AOKYMeHTa".
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