3apeructpuposaHo B MuHiocte Poccnn 30 Hosibpst 2021 1. N 66124

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUUCKOWN ®EOEPALINU

NMPUKA3
OT 24 HOA6ps 2021 r. N 1094H

OB YTBEPXOEHUU NOPAOKA
HA3HAYEHUA NEKAPCTBEHHbLIX MPENAPATOB, ®OPM PELIENTYPHbIX
BNAHKOB HA NEKAPCTBEHHbIE NPEMNAPATbI, MOPAOKA O®OPMITEHNA
YKA3AHHbIX BITAHKOB, UX YYETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COOEPXALLNX HABHAYEHUE HAPKOTUYECKUX CPELCTB
N NCUXOTPOMHbIX BELLECTB, MOPAOKA UX U3rOTOBINEHUA,
PACNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA,
A TAKXE NPABUIT O®OPMINNIEHMNA BNNAHKOB PELIENTOB,
B TOM YUCIE B ®OPME JJEKTPOHHbIX AOKYMEHTOB

B cootBeTCcTBMU C NyHKTOM 16 YacTu 2 ctatbn 14 degepansHoro 3akoHa ot 21 Hosbps 2011 . N 323-d3 "O6
OCHOBax OxpaHbl 340poBbsA rpaxgaH B Poccuiickon ®epepaummn” (CobpaHue 3akoHogaTtenbctBa Poccumnckon
®epnepauun, 2011, N 48, ct. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbk 26 defeparnbHOro 3akoHa ot 8 sHBaps
1998 . N 3-®3 "O HapKkoTMYeckux CpPeacTBax M MNCUXOTPOMHbIX BewecTtBax" (CobpaHue 3akoHoOaTenbCcTBa
Poccuinckon depepaumn, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), noanyHktamu 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 T[lonoxeHns o MuHucTepcTBe 3gpaBooxpaHeHus Poccuinckon ®depepaunu, YTBEPXOEHHOro
noctaHoeneHvem [paButenbctBa Poccuickonn ®egepaumm ot 19 wmwoHa 2012 . N 608 (CobpaHue
3akoHogatenscTBa Poccunckon ®epgepaunn, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, cT. 8131;
2021, N 43, ct. 7258), npukasbiBato:

1. YTBEpauTh:
Mopsaok HasHayYeHUs NekapCcTBEHHbIX MpenapaToB cornacHo npunoxeHuto N 1;
dopMbl peulenTypHbIX BN1aHKOB Ha NleKapCTBEHHbIE NMpenaparkl cornacHo npunoxexHuo N 2;

Mopsaok odopmneHns pelenTypHbIX OnaHKOB Ha NeKkapCTBEHHble MpenapaTtbl, WX y4YeTa W XpaHeHus
cornacHo npunoxenuto N 3;

('*)OprI onaHkoB peuenToB, cogepXxalnx HasHa4eHne HapKoTU4eCKUX cpeacTB UMM NCUXOTPOMNHbIX BELWECTB,
cornacHo npunoxeHuio N 4;

I'Iopst,OK N3roToBIlEeHNA, pacnpeneneHua, perncTtpauumn, ydeta un XpaHeHuA peuentoB, coaepXkawunx
Ha3Ha4YeHne HapKOTUYECKNX CpencTB U NCUXOTPOMHbLIX BELECTB COIMacHO NMpuUnoXXeHuto N 5;

MpaBuna odopmMIieHNs peLenToB, CoAepXalliMX HasHa4YeHMe HAPKOTMYECKUX CPeacTB UITM MCUMXOTPOMHbLIX
BELLECTB, B TOM YnCre B hOopMe 3NEKTPOHHbBIX JOKYMEHTOB COrnacHo npunoxeHumio N 6.

2. lNpusHaTb yTpaTMBLLIMMU CUNY:

npuka3d MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon Pepepauum ot 1 aerycta 2012 . N 54H "O6
yTBEpXaeHun opmbl BnaHKoB peuenToB, CoaepXalnx Ha3HaYeHNe HaApKOTMYECKUX CPedcCTB UIN MCUXOTPOMHbIX
BELLEeCTB, Mnopsigka WX W3roTOBMEHUs, pacnpeferneHvs, perncrpauun, yvyera M XpaHeHus, a Takke npasun
odopmneHus" (3aperncrtpuposaH MwuHuctepctBoMm toctuummn Poccuiickon ®epepauun 15 asrycta 2012 r,
peructpaumoHHbin N 25190);

npuka3 MuHuctepcTBa 3gpaBooxpaHeHnsa Poccunckon ®egepauum ot 30 mnoHst 2015 . N 385H "O BHeceHun
n3MeHeHnn B npunka3d MuHucTepcTBa 3gpaBooxpaHenns Poccuiickon Pepepauum ot 1 aerycta 2012 . N 54H "O6
yTBEpXAeHUN opmbl ONaHKoB peuenToB, CoaepXalux HasHaYeHUe HapKOTMYECKUX CPedCTB MIN MCUXOTPOMHbIX
BELLECTB, Mnopsigka WX W3roTOBMEHUs, pacnpeferneHvsi, perncrpauun, yvyera M XpaHeHusl, a Takke npasBun
odopmneHus" (3apernctpupoBaH MwuHucTepcTBom toctuumm Poccuiickon ®epepaunm 27 Hosbps 2015 r,
pervctpaumoHHbin N 39868);



npukas MuHucTepcTBa 3gpaBooxpaHeHust Poccunckon ®egepaumm ot 21 anpena 2016 . N 2541 "O
BHeCeHUM u3ameHeHun B npukas MuHucrtepctea 3gpaBooxpaHeHus Poccuiickon ®egepaunm ot 20 aekabpsa 2012 r.
N 11751 "O6 yTBEepXAeHuUM Mopsifka Ha3Ha4YEeHUS U BbINMUCLIBAHUSA NIEKAPCTBEHHLIX MpenapaToB, a Takke opm
peLenTypHbIX BraHKOB Ha NekapCcTBEHHblE Npenapartbl, nopsaka oopMeHnst ykasaHHbIX OnaHKoB, MX ydeTa U
xpaHeHusa" n npunoxerHne N 2 k npukasy MuHuctepctsa 3gpaBooxpaHeHus Poccuiickon ®epepauun ot 1 aBrycta
2012 . N 541 "O6 yTBEepxaeHMM opMbl BNaHKOB PeLEenToB, COAEpPXaLMX HAa3HAYEeHNEe HAPKOTUYECKUX CPELCTB
U NCUXOTPOMHbIX BELLECTB, MOPSAKa MX M3TOTOBMEHWS, pacrnpedeneHus, perncrpauumn, y4eta u XpaHeHus, a
TakKke npaeun ogopmneHusa” (3apernctpmpoaH MuHnctepcTeom toctnumm Poccuickon ®epepaumm 18 mtona 2016
., permctpaumoHHbii N 42887);

NYHKT 4 W3MEHEeHWN, KOTOpble BHOCHATCSA B HEKOTOpble npukasbl MuHUCTEpCTBa 340paBOOXpPaHEHUs U
coumansHoro passutus Poccuiickon ®enepauun n MuHuctepcTBa 3apasooxpaHeHusi Poccuiickon ®egepauumn no
Bonpocam obpalleHnsi NeKapCTBEHHbIX MpenapaTtoB, COAEPXAaLUMX HapPKOTUYECKUE CPEACTBa, MCUXOTPOMHbIE
BELLECTBA W WX MPEKypcopbl, U NEKAPCTBEHHbIX CPEACTB, MoAnexawnx npegMeTHO-KONIMYECTBEHHOMY YYETY,
YyTBEPXKAEHHBIX Mpukasom MuHucTepcTBa 3gpaBooxpaHeHunst Poccuiickon ®epepauum ot 31 oktabpsa 2017 . N
882H (3apernctpupoBaH MuHuctepcteoM toctuumm Poccuickon ®egepauun 9 saHeapst 2018 r., permcTpauuoHHbIv
N 49561);

npukas MwuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaummn ot 11 gekabps 2019 . N 10211 "O
BHeCceHun nameHeHun B npunoxeHusa N 2 n 4 k npukasy MuHuctepcTa 3gpaBooxpaHeHus Poccuinckon ®enepaumm
or 1 aerycta 2012 . N 54H "OO6 yTtBepxaeHun popmbl OrMaHKOB PeLIENTOB, COAEPXALLMX Ha3HayYeHue
HaPKOTMYECKMUX CPeACTB UIN NCUXOTPOMHbIX BELLECTB, NopsaKa UX U3rOTOBIEHWS, pacnpeiernennsi, permctpaumm,
yyeTa M XpaHeHus, a Takke npaBun odopMmreHus” (3apermctpupoBaH MuHUCTEPCTBOM tOCTMLMKM Poccuinckomn
denepauun 28 ausaps 2020 r., pernctpaumnoHHbii N 57293);

npukaz MuHucTepctBa 3apaBooxpaHeHus Poccunckon ®epepaumm ot 8 oktsabpa 2020 . N 10761 "O
BHECEHUM n3MmeHeHul B [lopsgok perucTtpauuu, yvyeta U XpaHeHus cneumnanbHbiX peuenTypHbiX OnaHkoB Ha
HapKkoTMYeCKkue CpeacTBa UMM MCUXOTPOMHbIE  BELWeCTBa, YTBEPXKAEHHbIM  npukasom  MuHucTepcTea
3npaBooxpaHeHusa Poccunckon depepaumm ot 1 asrycta 2012 . N 54H" (3apeructpupoBaH MuHUCTEPCTBOM
tocTrumm Poccuiickon ®epepaumm 13 Hosbpst 2020 r., pernctpauunoHHbii N 60898);

npuka3d MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickonn ®egepaumm ot 14 gueapst 2019 . N 4H "O6
yTBEPXKAEHUN MOpsigKa HasHayeHusl feKkapCTBEHHbIX npenapatoB, ¢OPM  peuenTypHbix 6raHKoB Ha
rnekapcTBeHHble npenapaTbl, Nopsiaka opopMMeHnst ykasaHHbIX BriaHKoB, UX yveTa U XpaHeHus" (3aperncTpupoBaH
MuHuctepcTBom tocTuumm Poccuiickon ®epepauun 26 mapta 2019 r., peructpaumorHbin N 54173);

npukas MwuHucTepcTBa 3gpaBooxpaHeHuss Poccuiickonn Pepepauum ot 11 gekabpsa 2019 r. N 10224 "O
BHECEHMM N3MeHeHu B npmka3 MuHnctepcTBa 3gpaBooxpaHeHnsa Poccuiickon ®egepauum ot 14 aHeapsa 2019 . N
41 "O6 yTBEpXAEeHMU Mopsidka HasHa4YeHWs NeKapCTBEHHbIX MpenapaTtoB, hopm peuenTypHbiX ONaHKoB Ha
nekapcTBeHHble Mpenaparbl, Nopsaka opopMIIeHnst ykadaHHbIX BraHKoB, NX yveTa u XxpaHeHus" (3apernctTpupoBaH
MuHuctepcTBoM tocTuumm Poccuiickon ®epepaunn 28 siiaps 2020 r., pernctpaumoHHbin N 57292);

npukas MuHucTepctBa 3apaBooxpaHeHus Poccunckon depepaumm ot 8 oktabpa 2020 r. N 1075H "O
BHECEHUM UW3MEHEHWA B MOPSLOK Ha3HaAYeHUs feKapCTBEHHbIX MNpenapaToB, YTBEPXOEHHbIW MNpuKasom
MuHucTepcTBa 3apaBooxpaHeHust Poccuiickon ®depepauun ot 14 auBapa 2019 r. N 4H" (3apeructpupoBaH
MuHucTepcTBoMm tocTuuum Poccunckon ®egepauun 22 gekabps 2020 r., pernctpaunoHHbin N 61695);

nyHkT 3.8 VHCTpyKUMM O Mopsifke BbINWCbIBAHMS NIEKAPCTBEHHbIX MpenapaToB U OPOPMIEHUS peLenToB u
TpeboBaHWI-HaKNaaHbIX, YTBEPXKOEHHOMW MNpuka3om MuHUCTEpCTBA 30paBOOXPAHEHUS U COLMArNIbHOIO PasBUTUS
Poccunckon degepaumm ot 12 cdespanda 2007 r. N 110 "O nopsigke HasHaYeHUs1 U BbINUCbIBAHUSA NEKapPCTBEHHbIX
npenapaTtoB, W34ENMN MEOWLMHCKOrO HasHayeHus 1 Ccrneunann3vpoBaHHbIX MNPOAYKTOB rfeyebHoro nutaHmns"
(3apeructpupoBaH MuHuctepcteom toctuumm Poccuiickon depepauumn 27 anpensa 2007 r., pernctpaumoHHsii N
9364);

npukas MmHucTepcTBa 34paBOOXpaHEHNs U colmanbHOro passntusa Poccurckon ®epepaumm ot 17 masa 2012
rr N 5624 "OO6 yrBepxaeHum [lopsiaka oOTnycka U3NYECKMM §uuaM JIeKapCTBEHHbLIX MpenapatoB Afis
MEeOMUMHCKOTO MPUMEHEHUS, cogepXalux KpoMme MarbiX KONMMYECTB HapKOTMYECKUX CPEeACTB, MCUXOTPOMHbIX
BELLECTB WM WX TMPEKYpCOpOB Apyrve dapmakonormyeckne akTuBHble BewecTsa"  (3aperncTpyMpoBaH
MuHuctepcTBom tocTuumm Poccuiickon ®egepauun 1 noHs 2012 r., pernctpaumoHHbin N 24438);

NYHKT 2 N3MEHEeHUN, KOTOpbleé BHOCATCA B HEKOTOpPblE NpUKa3bl MMHMCTepCTBa 3apaBooOXpaHeHna wu



coumanbHoro passutusa Poccuiickon ®epepaunn, yTBepXOEHHbIX npuvkasoM MuHuCTepcTBa 34paBOOXPaHEHUS
Poccuinckon ®enepaumm ot 10 uwoHa 2013 . N 369H (3apeructpuposaH MuHuctepcTBoM tocTuLmmM Poccunckon
denepauuu 15 nons 2013 r., peructpauunoHHeii N 29064 );

npuka3d MuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon Pepepauum ot 21 aerycta 2014 r. N 465H "O
BHECEHUN M3MEHEHUN B MOPSAOK OTNycKa hU3MYECKUM NULAM feKapCTBEHHbIX MpenapatoB Ans MeauUMHCKOro
NPUMEHEHNS], codepXalimMx KpOMe MarblX KONMMYECTB HAPKOTUYECKMX CPeacTB, MCUMXOTPOMHbIX BELLECTB U KX
NPeKypcopoB Apyrve dapmakonormyeckne akTuBHble BELLECTBa, YTBEPXOEHHbIM npukasoMm MuHucTepcTBa
30paBOOXpaHEeHUs Uu coumanbHoro passutus Poccuiickon ®depepaumm ot 17 maa 2012 r. N 562H"
(3apeructpupoBaH MuHnctepcteom toctuumm Poccuiickon Pepepauumn 10 ceHTsbpsa 2014 r., pernctpaumoHHsin N
34024);

NyHKT 1 W3MEHEHWW, KOTOpble BHOCHATCA B HEKOTOpble Mpukasbl MuHWCTEpCTBaA 34paBOOXPAHEHUS U
coumanbHoro passutusi Poccuiickon Pegepaumm n MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon degepaumm,
YTBEPXAEHHbIX Mpuka3om MuHucTepcTBa 3gpaBooxpaHennsa Poccuiickon ®epepaumm ot 10 ceHTsiopa 2015 . N
634H (3apernctpupoBaH MwuHuctepcteom toctuuum  Poccunckon  ®depepaummn 30  ceHTtabpa 2015 .,
peructpaumoHHbin N 39063);

NyHKT 3 W3MEHEHWUW, KOTOpble BHOCATCA B HeEKOTOpble Mpukasbl MuHWCTEpCTBaA 34paBOOXPAHEHUS U
coumanbHoro passutusa Poccuiickon depgepaunn n MuHuctepcTBa 3apaBooxpaHeHus Poccuinickon degepauumn no
BOMpocamMm obpallleHns1 fIeKapCTBEHHbIX MpenapaTtoB, coAepXallMx HapKOTUYeCcKMe cpeacTBa, MCUXOTPOIMHble
BELLECTBA N UX MPEKYPCOPOB, M NEKAPCTBEHHbIX CPeacTB, noanexalimx NpeaMeTHO-KONMYECTBEHHOMY Y4eTY,
YTBEPXXOAEHHbIX NpukasoM MuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon ®epepaumm ot 31 oktsab6ps 2017 r. N
882H (3apeructpupoBaH MuHnctepcteoM toctnumm Poccuinckon ®epepaumm 9 siHeapsa 2018 r., perncTpaumoHHbIN
N 49561).

3. PeuentypHble 6nadHku cdopmbl N 107/y-HIN, n3rotoBneHHble OO OHSA BCTYMMEHUS B CUITYy HacCTOSILLErO
npukasa, MoryT 6biTb ucnonb3oBaHbl Ao 1 mapta 2023 roga.

4., Hactosiwmi npukas BcTynaet B cuny ¢ 1 mapta 2022 r. n genctayeT o 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npukady MyHucTepcTBa 3gpaBoOXpaHeHus
Poccuinckon ®epepaunm

oT 24 Hos10ps 2021 . N 1094H

NOPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPEMAPATOB
|. O6Lwme nonoxeHus

1. HasHayeHne nekapCTBeHHbIX MpenapartoB ANs MeaULUMHCKOro NpuMeHeHus (ganee - nekapcTBEHHble
npenapaTbl) OCYLLECTBMSIETCS fevalMMm BpayoM, penbalepoM, aKylepkon B Crydae BO3MOXEHMS Ha HUX
MOMTHOMOYUIA Nevallero Bpaya, Npy OKa3aHWM MELMUUMHCKOMW MOMOLLM B MELMLUHCKMX opraHuMsaumsix <1>, B
nopsigke, yCTaHOBIEHHOM Mpuka3om MuHWCTepCcTBa 30paBOOXPAHEHMS U couuanbHOro passBuTus Poccuinckon
depepauun ot 23 mapta 2012 . N 252H "O6 yTBepxaeHun lNMopsigka BO3NOXEHUS Ha denbaliepa, akyLlepky
PyKOBOAMTENEM MEAMLIMHCKOW OpraHM3auny npu opraHn3aummn okasaHusi NePBMYHON MeOUKO-CaHUTapHON MOMOLLM
M CKOpOW MEAMLMHCKOM MOMOLLWM OTAEmNbHbIX (PYHKUMI nevawlero Bpaya nNo HEenoCpeAcTBEHHOMY OKa3aHWUK
MEOMLMHCKON NMOMOLLM NauMeHTy B Nepuog HabnogeHus 3a HAM U ero fiedeHnsi, B TOM Y1Ce Mo HasHa4YeHUo U
NPUMEHEHNIO NEKAPCTBEHHbIX NPenapaToB, BKIHOYas HAapKOTMYECKNE NEKapCTBEHHbIE NpenapaTtbl U NCUXOTPONHbIE
nekapcTBeHHble npenapatbl” <2>, nHaMBUAyanbHbIMU NPEANnPUHUMATENSIMA, OCYLLECTBASOWUMU MEOULMHCKYHO
OeAaTenbHOCTb (fanee - MeguuMHCeKne paboTHUKN).




<1> MyHkT 11 cTatbm 2 PegepanbHoro 3akoHa oT 21 Hos6pa 2011 . N 323-®3 "O6 ocHoBax oOxpaHbl
3p0opoBbs rpaxaaH B Poccuiickon ®enepauun” (CobpaHne 3akoHogatensctea Poccunckon degepaumm, 2011, N
48, cT. 6724, 2019, N 52, c1. 7796) (nanee - ®eaepanbHbiin 3akoH N 323-03).

<2> BapeructpuypoBaH MwuHucTtepcTBom toctuumm Poccuiickon ®epepaumm 28 anpena 2012 r,
pernctpaumorHHbin N 23971 C UW3MEHEHWsMW, BHECEHHbIMM Npuka3om MwuHMCTepcTBa 3OpaBOOXpPaAHEHWUS]
Poccuickon ®egepauun ot 31 okts6pa 2017 r. N 882H (3apermnctpupoBaH MuHuctepctBom toctuummn Poccuiickon
®enepauunn 9 ansaps 2018 r., pernctpaumnoHHbin N 49561).

MeaumuuHckmn paboTHYK, OPOPMMBLLMIA PELENT C HapyLUEeHUWEM HacTosAWero nopsgka, UM pykoBOAMTENb
MEeAULIMHCKON opraHusauumn obecneumBaloT CBoeBpeMeHHoe nepeodopmieHne Tpebyemoro ANnNsS nauueHTa
peLenrTa.

2. CBegeHuss 0 HasHaA4YeHHOM JIeKapCTBEHHOM Mpenapate (HauMeHOBaHWe NeKapCTBEHHOro npenapara,
[031POBKa, CNoco6 BBEAEHMSI U MPUMEHEHWS, PEXM L03VPOBAHMS, NPOAOIHKUTENBHOCTL JledeHus 1 06ocHOBaHKe
Ha3Ha4YeHnA nekapCTBeHHOro npenapaTa) BHOCATCA MeaUUUHCKUM pa6OTHI/IKOM B MeOMLUHCKYIO OOKYMeHTauuko
naumneHTa.

B cnyyasx, ykasaHHbIX B nyHktax 8 - 11 Hactoswero [Nopsigka, MeguUMHCKUIA paboTHWUK, Ha3HaYMBLLMN
NeKapCcTBEHHbIN MpenapaTt, oOpMIISAET Ha3HAYEHWE NeKapCTBEHHbIX MpenapaTtoB, B TOM 4MCRe MNOAMNEXaLmX
W3roTOBMEHUIO U OTMYCKY anTeYHbIMWM OpraHu3auusmu (ganee - nekapcTBEHHble npenapaTtbl UHAMBUOyanbHOrO
N3roToBMeHUd), Ha peuenTypHoM BraHke, ohopMIeHHOM Ha BymakHOM HOcuTerne 3a CBOelr noanuchbio (Janee -
peuent Ha GymaxxHOM HocuTene), um (Unu) c cornacusi nauMeHTa WM ero 3aKOHHOro npeacTtaBuTensa <3> Ha
peuentypHoM 6GnaHke B (bopMe 3MEKTPOHHOrO AOKYMEHTa C MCMONb30BaHMEM YCUMEHHOW KBannuLuMpoBaHHON
3NEKTPOHHON NOANMUCY MEANLIMHCKOTO paboTHMKa (aanee - peuent B pOpMe 3NEKTPOHHOIO AOKYMEHTA).

<3> llyHkT 2 ctatbnm 20 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuickom
denepaumn, 2011, N 48, ct. 6724; 2021, N 27, cT. 5159).

Peuent B dhopme 3NEKTPOHHOIO AOKYMEHTA, COAEpXXalUMA Ha3Ha4YeHWe HapKOTMYECKUX CPeacTB unum
NMCUXOTPOMHbLIX BELLECTB, NOAMUCHLIBAETCS C WUCMNOMNb30BAaHWEM YCUIIEHHOW KBanuMULUUMPOBAHHOW 3rEKTPOHHOM
noanuMcy nevawlero Bpaya unu denbgllepa, akyllepku, Ha KOTOPbIX BO3MOXeHbl OYHKLUMWM Nnevallero Bpaya, u
COOTBETCTBYIOLLEN MEANLIMHCKOW OpraHn3aumm <4>.

<4> TyHKT 1 cTaTthn 26 PegepanbHoro 3akoHa ot 8 aHBaps 1998 r. N 3-93 "O HapkoTuyeckunx cpegcreax u
ncuxoTponHbix BellectBax" (CobpaHue 3akoHopatenbctBa Poccuinckon ®epepaumm, 1998, N 2, ct. 219, 2017, N
31, cT. 4791) (nanee - ®egepanbHbin 3akoH N 3-D3).

OdopmneHne peuentoB B ¢popmMe 3neKTPOHHBIX [JOKYMEHTOB OCYLUECTBMSAETCA B Cryvae MNpUHATUA
YNONTHOMOYEHHBIM OPraHOM WCMOMHUTENbHON Bnactu cybbekta Poccunckon Pepepaumm B COOTBETCTBUMU C
nyHKTOM 4 ctatbm 6 PegepanbHoro 3akoHa oT 12 anpenst 2010 . N 61-®3 "O6 obpalleHun nekapCTBEHHbIX
cpeactB" <5> pelweHuss 00 wucnonb3oBaHMM Ha TeppuTopun cybbekta Poccuiickon dPepepauumn Hapsgy cC
peuenTaMM Ha IeKapCTBeHHble npenapaTbl, OMOPMIIEHHbIMM Ha OymMaxHOM HocuTene, peuenTtoB Ha
nekapcTBeHHble npenaparbl, ChopMUPOBaHHbIX B (HOPME 3NEKTPOHHBIX JOKYMEHTOB.

<5> CobpaHwue 3akoHogaTtenbcTBa Poccuiickon ®Pegepauun, 2010, N 16, cT. 1815, 2019, N 52, cT. 7793.

3. MNpun BbINUCKE MauMeHTa M3 MeUUMHCKOW OopraHu3auuu, B KOTOPOW €My OKasblBasiacb MeauuumHcKasd
MOMOLLb B CTaLUMOHAPHbIX YCIOBUSAX, NMPU HEOOXOAMMOCTU MPOOOIMKEHNA Npuema NeKapCTBEHHOro npenapara B
aMmOynaTopHbIX YCMOBUSIX AaHHOMY MaUMEHTY MO pEeLeHuo PyKoBOAMTENS MEOMLMHCKON OpraHusaumm
HasHa4valTcs ¢ odopmMneHmeM peLenta B hopMe 3MEKTPOHHOro JOKyMeHTa un (Mnu) Ha BymakHOM HocuTene (3a
UCKrtodeHeM oopMIeHns peLenToB Ha NeKapCcTBEHHbIE NpenapaThl, nognexalyue oTnycky GecnnaTHO unm co
ckuakon) nnbo BelgatoTcs (MauMeHTy UM ero 3aKOHHOMY NpeacTaBUTEN0) OAHOBPEMEHHO C BbIMMCKON U3 UCTOPUU
©OonesHn nekapcTBeHHble NpenapaTtbl, B TOM YMCINe HapKoTUYeCcKUe U NCUXOTPOMNHbIE NeKapCTBEHHbIe npenaparTsl,
BHeceHHble B cnucku 1l u lll nepeyHss HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB,



nognexaiumx KoHTponio B Poccuickon depepaumun, yteepxaeHHoro [lNMpasutensctBoM Poccunckorn depepaumm
<6> (panee - lNepeyeHb), CMNbLHOOEWNCTBYIOLME MNEeKapCTBEHHbIE Npenaparbl, Ha CPOoK nNpvemMa nauueHTom Jo 5
OHen.

<6> [MlyHkTt 2 cTtatbm 2 depepanbHoro 3akoHa N 3-®3 (CobpaHue 3akoHopaTenbcTBa Poccuinckon
®depnepauun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHaueHune NNEKapPCTBEHHbIX MpenapatoB Mnpu oOKa3aHun MEAMLMNHCKOM MOMOLLN B CTaunoHapHbIX
YCNoBuAX MOXET OCYLLEeCTBINATbCA NOoCpencTBOM TpeGOBaHMVI MEANLMNHCKOM opraHnsauun, HanpaBnAeMbIX B
anTeYyHble OopraHn3auun, asndaroWmnecd CTPYKTYPHbIMU nogpasaerieHnamm MeANLNHCKOMN opraHunsauun. <7>

<7> TlyHkT 54 ctatbm 4 PepepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpaweHum
nekapcTBeHHbIX cpeacts” (CobpaHue 3akoHopatenscTBa Poccuiickon ®epepaumm, 2010, N 16, ct. 1815; 2019, N
31, cT. 4456) (nanee - ®egepanbHbi 3akoH N 61-D3).

5. HasHauyeHue nekapCTBEHHbIX MpenapaTtoB OCYLLECTBNSAETCA MEeOULUHCKUM  paboTHMKOM MO
MEeXOyHapO4HOMY HEnaTeHTOBaHHOMY HaMMEHOBaHWMIO, a Mpu €ero OTCYTCTBUMM - [PYNMNMPOBOYHOMY WK
XUMUYECKOMY HauUMeEHOBaHMK. B crnyyae oOTCYyTCTBMSI MEXOYHAPOAHOr0 HEMaTeHTOBAHHOIO HAUMEHOBaHUS U
rPyNMNMPOBOYHOIO UMM XMMWUYECKOTO HaMMEHOBAHUSA NeKapCTBEHHOrO mnpenapata JfeKapCTBEHHbIM npenapar
Ha3Ha4yaeTcsa MeaUUUHCKMM pabOTHUKOM MO TOProBOMY HaMMeHOBaHWMi0. [pu Hannumu MeguuuHCKMX NoKasaHuin
(vHaMBMAyanebHas HENepeHOCUMOCTb, MO J>KU3HEHHbIM MNOKa3aHuMsM) MO pelleHnto BpadebHom Komuccum
MEOMLMHCKON opraHm3aumm <8> OCyLLeCTBNAETCA Ha3HayeHwe u odopMIIeHNe Has3Ha4YeHUs! NeKapCTBEHHbIX
npenapaToB, He BXOASALLUMX B CTaHOapTbl MEOULMHCKOW MOMOLLW, pa3paboTaHHble B COOTBETCTBUM C NMyHKTOM 14
ctatbn 37 ®epepanbHoro 3akoHa N 323-03 <9>, mnn He NpegyCMOTPEHHbLIX COOTBETCTBYIOLLEN KIMHUYECKOW
pekomeHaaumnen, nnbo No ToproBbIM HAaMMeHOBaHUAM. PelleHne BpadeOHOM KOMUCCUN MEOAULIMHCKOW OpraHn3aumm
duKCHMpyeTcs B MEOMLUHCKON JOKYMEHTaLMM NauMeHTa 1 B XXypHane Bpa4yebHOn KOMMCCHm.

<8> [Mpuka3z MunHucTepcTBa 30paBoOOXpaHEHUsS U coumanbHoro passutua Poccurickon ®egepaumm ot 5 mas
2012 . N 502H "O6 yTBepxOeHWM nopsigka Co3daHus U OesTENnbHOCTM BpadebHOW KOMMCCUM MELULMUHCKON
opraHusaumun” (3apeructpmpoBaH MuHucTtepcTtBoM toctuuum  Poccuiickon ®epepaumm 9 wmoHa 2012 .,
pervctpaumoHHbin N 24516) C M3MEHeHusMW, BHECEHHbIMW npuka3oM MuHUCTEpPCTBa 34paBOOXPaHEHNUS
Poccuinckon ®epepaumm ot 2 gekabpsa 2013 r. N 886H (3apermnctpmpoBaH MyUHUCTEPCTBOM HOCTUMLMK Poccuickon
depnepauun 23 gekabpsi 2013 r., pernctpaumnoHHsin N 30714).

<9> CobpaHue 3akoHogaTenbcTBa Poccuickon Pepepaumm, 2011, N 48, cT. 6724.

Ecnn npu okasaHuM nauuMeHTy MeAMLMHCKOW MOMOLLUM B MEOWULIMHCKOW OpraHusauuMm B CTaUMOHApPHbLIX
YCMOBUSIX MO PELUeHU0 BpayeGHON KOMUCCUM OCYLLECTBIISIOTCA HasHayeHue U MpYMEHEHWEe NeKapCTBEHHOro
npenapata C KOHKPETHbIM TOProBbIM HauMeHOBaHWEM, TO NPV OKasaHUW OaHHOMY MauuMeHTy MeaWLMHCKON
MOMOLLM B WMHOW MEAULIMHCKOW OpraHusauuy B CTaUMOHaPHbIX YCIOBUSX, a Takke B aMOYynaTopHbIX YCIOBUSIX
OCYLLECTBIISIETCS HAa3HaYeHNe eMy NeKapCTBEHHOMO NpenapaTa ¢ TeM e TOProBbIM HaMMeHoBaHeM <10>.

<10> MNMyHKT 2 noctaHoBneHus MNpasutensctBa Poccurickon ®epgepaumm ot 30.06.2020 N 965 "O BHeceHMM
n3ameHeHun B MNpaBuna popMUPOBaAHUSA NEPEYHST NEKAPCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYLLECTBISIETCS B
COOTBETCTBUMN C MX TOProBbIMM HaMMEHOBAHMUSIMU, U O NMPUMEHEHUN JNTIEKApCTBEHHbIX NPENapaToB C KOHKPETHbIMU
TOProBbIMK HanmeHoBaHuaMK" (CobpaHne 3akoHogatenbcTBa Poccuiickon ®epepauun, 2020, N 28, cT. 4422).

6. HasHaueHue nekapCTBEHHOro npenaparta B peuente Ha OymaxHOM HocuTene unu peuente B dopme
ONEeKTPOHHOINo [OOKyMeHTa OCbOpMJ'IﬂeTCFl Ha UMA nauueHTa, And KOToporo npeaHas3HadveH J'IeKapCTBeHHbIVI
npenapar.

Peuent Ha BymMaxxHOM HocuTene, oopMIEHHbIV Ha peuenTypHom 6raHke opm N 107/y-HIT, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEpPXOEHHbIX HACTOSALIMM MNPUKA30OM, MOXET ObiTb MOMyyYeH NauMeHToOM, €ero



3aKOHHbIM  MpeAcTaBUTENEM WM JIMLOM, VMEHLWMM O(OPMIIEHHYHD B COOTBETCTBUM C  TPaOaHCKUM
3aKkoHogaTtenscTBoM Poccuiickoii defepaumn OOBEPEHHOCTL OT MauMeHTa Ha NpaBo MNofyyYeHusl Takoro peuenTa
(banee - ynonHoMo4YeHHoOe Nn1uo).

MpenctaBneHne foBepeHHOCTN He TpebyeTcs B cryyae nornydeHuns peuenTta Ha NekapCTBEHHbIV npenapat
Ans nHkypabenbHoro 60nNbHOrO Ha 3aBeplualoleM 3Tane ero XM3Hu NULOM, OCYLLECTBASIOWMM YXO4 3a Takum
WHKypabenbHbiM 60nbHbIM. B Takom criyyae meamumHCKniA paboTHMK BblOAET Muvuy, OCYLLECTBASIOWEMY yxo4 3a
WHKypabenbHbIM OOMbHBIM, LOKYMEHT, MOATBEPXAAKLWMIA UHKYpabenbHOe COCTOosiIHME OONbHOro, codepxalymin
cBedeHus o nuue, KoTopoe ByaeT nonyvaTb NekapCcTBEHHble npenapaTbl No peuenty (dhamunus, UMs, OT4ECTBO
(nocnegHee - Npu Hanuuuu), BUA, cepus un (MNn) HoMep AOKYMEHTa, YAOCTOBEPSIOLEro JIMYHOCTL), 3aBEPEHHbIN
NoanMChbio U NeYaTblo AaHHOro MeanLMHCKOro paboTHMKA, a Takke nevyaTbio MEeAMLMHCKOW OpraHm3aLui.

[okymeHT, nogTeepxaarLwmn nHkypabenbHoe cocTosHne BonbHOro, OCTaeTCs B anTeYHON opraHnsaumm.
Peuent B opme OneKkTPOHHOro [OKymMeHTa OopMUpyeTCs C  MCNOMb30BaHWEM FOCYAapCTBEHHOM

WH(OPMALMOHHONW CuUCTEMbl B cdpepe 3apaBooxpaHeHus cybbekta Poccuickon degepaumu, MeauLMHCKON
MHOPMALMOHHON CUCTEMbI MEANLIMHCKON opraHmsaumnmn <11>.

<11> Cratbm 91 n 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuickomn
denepauun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

dakT Bblda4yn peuenTa Ha NeKkapCTBEHHbIN npenapaTt 3aKOHHOMY NpeacTaBUTEN0 UMK YNONTHOMOYEHHOMY
nnuy UKCUpYeTcs B MeAMUMHCKON OKYMEHTaUMmM naumeHTa.

7. MeguumnHckum paboTHUKam  3anpelaeTcs oopMiATb peuenTbl MpyM  OTCYTCTBUM Yy  MauMeHTa
MEOULIMHCKUX MOKa3aHWi; Ha He3aperncTpupoBaHHbIE NEeKapCTBEHHble npenapaTtbl <12>; Ha neKapCTBEHHbIe
npenaparbl, KOTOpble B COOTBETCTBMM C MHCTPYKUMEA MO MeOMLMHCKOMY MPUMEHEHWMIO NpeaHasHadveHbl Ans
NPUMEHEHU TOMbKO B MEOMLIMHCKUX OpraHM3auusx; Ha HapkoTUYecKkMe CpeacTBa W MCUXOTPOMHbIE BellecTBa,
BHeceHHble B cnucok |l MepeyHs, 3aperncTpyMpoBaHHble B KayecTBe IeKapCTBEeHHbIX MpenapaTtoB, B Lensax
NpUMeHeHUs AN NeYeHUs HapKoMaHWUu.

<12> PeweHve Coseta EBpasuinckon akoHoMmyeckon komuccum ot 3 Hosbpsa 2016 . N 78 "O lNpasunax
peructpaumm M 3KCNepTu3bl NEeKapCTBEHHbIX CPeacTB ANA MeAWMUMHCKOro npumeHeHus" (oduumnanbHbli canT
EBpa3swuiickoro akoHomuueckoro cotosa http://www.eaeunion.org/, 21 Hos6psa 2016 r.). Ctatbs 13 ®egepanbHoro
3akoHa N 61-®3 (CobpaHue 3akoHogatensbctBa Poccuinckon degepaumm, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

VHavBmayanbHeIM NpegnpyHUMarensiM, ocyLLeCTBNALWNM MEAULNHCKYI0 AeATENbHOCTb, JOMNONHUTENBHO K
TpeboBaHMAM, yka3aHHbIM B ab3aue MNepBOM HACTOSLIEro MyHKTa, 3anpeliaercs odopMIATb peuenTbl Ha
HapKOTUYeCKMe CpPeACTBa M MCUXOTPOMHbIe BellecTBa, BHeceHHble B cnucku Il un 1l TMepeuHs (panee -
HapKOTUYECKME M NCUXOTPOMHbIE NeKapCTBEHHbIE Npenapatbl cnuckos |l u 11l MepeyHs).

8. lNpn HasHa4YyeHUN HapKOTUYECKUX U MCUXOTPOMHbLIX NeKapCTBEHHbIX npenapatoB cnucka |l MepeyHs, 3a
UCKITIOYEHMEM  NeKapCTBEHHbIX MpenapatoB B BuAe TpaHcAepManbHbIX TepaneBTUYEeCKUX CUCTEM U
NeKapCcTBEHHbIX MpenapaToB, COAEPKALLUMX HAPKOTUYECKOE CPeACTBO B COYETAHUM C aHTaroHWCTOM OMMOWOHbLIX
peLenTopoB, peuenTbl Ha BymMaxxHoM HocuTene odhopMISIOTCS Ha peLenTypHom 6naHke gopmbl N 107/y-HIT.

9. PeuenTypHbi 6nank doopmbl N 148-1/y-88 odhopmnsieTcs npy HasHaYeHuu:

1) HapkoTMYeckux W MNCUXOTPOMHBLIX NEeKapCTBeHHbIX npenapatoB cnucka |l lMepeyHa B Buae
TpaHcaepMarbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX JeKapCTBEHHbIX npenapaTtoB cnucka |l MNepeyns,
cofepXalux HapKOTUYecKoe CPeACTBO B COYETAHUM C A@HTArOHUCTOM OMMOWAOHBLIX PELIENTOPOB, MCUXOTPOMHbIX
nekapcTBeHHbIX nNpenapaTos cnucka Il MNMepe4yns;

2) KOMBUHMPOBAaHHbIX NTEKAPCTBEHHbIX MpenapaToB, CoaepXKaLlmnX:

a) KodevH unu ero conu (B NepecyeTe Ha YMCTOE BeLLecTBO) B konudectse 00 20 Mr BKNouMTenbHO (Ha 1
003y TBepaon nekapctBeHHoW dopmbl) unm B konndectse o 200 mr BkntountensHo (Ha 100 mn unm 100 1 xxuakom



nekapcTBeHHON PopMbl AN BHYTPEHHEro NpUMeHeHus);

6) nceBgoadhenpuHa rugpoxnopua B konnyecTee, npesbiwatowem 30 mr, 1 go 60 mr Bkm4MTeENbHO (Ha 1
003y TBEpPOOW NeKapCTBEHHON hopmbl);

B) ncesdoadbenpuHa ruapoxnopug B Konudectse, npesbiwatowem 30 mr, 1 go 60 Mr BKMOYUTENBHO B
coyeTaHun ¢ pgekctpometropdaHom ruapobpommaom B Konudectse, npesbiwatowem 10 mr, m1 go 30 wmr
BKMOUYUTENBHO (Ha 1 Jo3y TBEPAON NekapCTBEHHON hopMbl);

r) aekctpomeTtopdaHa rugpobpomug B konmdectse go 200 mr BknounTensHo (Ha 100 mn nnn 100 1 xngkon
nekapcTBeHHOM oOpMbI A1151 BHYTPEHHETO NPUMEHEHUS);

4) acbenpuHa rmgpoxnopug B konudectse, npesbiwatowem 100 mr, u go 300 mr BknoumTensHo (Ha 100 mn
unu 100 r xnakor nekapcTBeHHOM POPMbI 1151 BHYTPEHHEr0 NPUMEHEHUS);

€) adegpuHa rugpoxnopug B KonmdectBe Ao 50 mMr BkMwouMTenbHO (Ha 1 Jo3y TBEpOOW feKkapCTBEHHON
opmbl);

X) beHunnponaHonaMmuvH B KONMu4ecTBe A0 75 Mr BkNouuTeENbHO (Ha 1 o3y TBEpOOM NekapCTBEHHOMW
dopmbl) unu go 300 mr BkntounTenbHo (Ha 100 mn munu 100 r xuakon nekapCTBeHHOW opMbl A4St BHYTPEHHETO
NPUMEHEHUS);

3) ceHoGapbuTtan B kommyectBe 00 15 Mr BKIOYMTENBHO B COYETAHUW C KOOAEUHOM (MM ero consiMmu)
He3aBUCKMMO OT KonmyecTsa (Ha 1 403y TBepAow NnekapCTBEHHOM hopMbl);

n) cpeHobapbutan B konmnyectBe Ao 20 Mr BKIMOYMTENbHO B COYETaHUU C 3edpvHOM TMAPOXITOPUAOM
He3aBUCMMO OT KonnyecTsa (Ha 1 Ao3y TBepaon nekapCTBEHHOW (POpMbl);

K) Xxnopamasenokcug B Konmyectse, npesbiwatowem 10 mr, n go 20 mr BknoumTensHo (Ha 1 gosy TBepaomn
nekapcTBeHHOM opMbl);

3) J1IeKapCTBEHHbIX MnpenapaTtoB MHOAMBMAYyarnbHOIO M3roTOBIIEHUA, coAepXallnx HapKOoTU4ecCkoe CcpeactBo
NN NCMXoTpornHoe BELLECTBO CrMcKa Il I'IepeqHﬂ, n gpyrune d)apmakonorwqecme akKTuBHbIE BellecTBa B J03€e, He
ﬂpeBbILIJaPOLLI,eIZ BbICLUYO Pa3oByto 003y, U NMpn yCrioBUKM, 4TO 3TOT KOM6MHMpOBaHHbIl7| ﬂeKapCTBeHHbIVI npenapart He
ABNAETCA HAPKOTUYECKUM U NCUXOTPOMNHbIM JIeKapCTBEHHbIM MpenapaTtoM Cnncka Il I'IepeHHﬂ;

4) nekapCTBEHHbIX MpenapaToB, BKIIOYEHHbIX B MepeyeHb JIEKapCTBEHHbIX CPeacTB ANA MEeAMLMHCKOro
NPMMEHeHWs, nognexawux npegMeTHO-KONMYECTBEHHOMY Yy4yeTy (Janee - IeKkapCTBEeHHble npenaparsl,
BKITIOYEHHble B nepeyeHb [MKY) <13>.

<13> MognyHkT 5.2.171(1) nyHkTa 5 noctaHoBneHus Mpasutensctea Poccuinckon ®egepauun ot 19.06.2012
N 608 "O6 yteepxaeHun lNonoxeHns o MuHucTepcTBe 3gpaBooxpaHeHus Poccuiickon depepauun” (ganee -
MonoxeHue o MuHuctepctee) (CobpaHune 3akoHogaTenbcTBa Poccuickon ®enepaummn, 2012, N 26, cT. 3526; 2013,
N 16, cT. 1970).

10. PeuentypHbii GnaHk ¢opmbl N 148-1/y-04(n) ocdopmnsieTca nNpyM HasHaAYeHUW JeKapCTBEHHbIX
npenapaToB rpaxgaHaMm, WMEKLWUM npaBo Ha OecnnaTtHoe MoOMyYeHWe JEKapCTBEHHbIX MpenapaToB WIu
norny4yeHne NnekapcTBEHHbIX NPenapaToB CO CKUOKON.

11. PeuenTtypHbin 6nank dpopmbl N 107-1/y odhopmnaeTcsa npn HazHa4YeHUn:

1) nekapcTBeHHbIX NpenapaToB, He YKa3aHHbIX B NyHKTax 8, 9 HacTosiwero Mopsaaka;

2) KOMBVHMPOBaHHbIX NTEKAPCTBEHHBIX NpernapaToB, COAePXKaLLUX:

a) aprotaMmvHa rmgpotapTpaTt B KONMMYeCcTBe A0 5 Mr BKMOUUTENbHO (Ha 1 o3y TBepaow nekapCTBEHHOW
hopMbl);

6) adeopuHa rmagpoxnopug B KonmdectBe o 100 mr BkmoumTensHo (Ha 100 mn wnmn 100 r xngkon
nekapcTBeHHOM oOpMbI 1151 BHYTPEHHETO NPUMEHEHUS);



B) ncesBgoadedpuHa ruapoxnopua B KonuyecTtBe, He npesbiwatowem 30 mr (Ha 1 go3y TBepaon
nekapcTBeHHoW oopMbl);

r) nceesgoadedpuHa rmMapoxnopug B konuyecTBe, He npesBblwatwem 30 Mr, B COYETAHMM C
[ekcTpomeTopdaHom rmgpobpommuaom B Konnvectse, npesbiwatowem 10 mr, u go 30 Mr BknroumMTensHo (Ha 1 gosy
TBEPAOW NekapCTBEHHOM hOpMbl);

4) AekctpomeTopdaHa rugpobpomua B konuvecTtee, npesbiwatowem 10 mr, u go 30 Mr BKMHOYMTENBLHO (Ha 1
003y TBEpOoN nekapcTBEHHON hOpMblI);

e) cheHobapbutan B KonmnyecTtBe, npesbiwatowem 20 mr, 1 go 50 Mr BknYMTENBHO (Ha 1 003y TBepOown
nekapcTBeHHOM opMbl);

X) peHobapbutan B konunuyectse A0 20 Mr BKMAOYUTENBHO B COMETAHUM C 3ProTaMMHOM rMapoTapTpaTtom
He3aBUCMMO OT KonnyecTsa (Ha 1 Ao3y TBepaon nekapCTBEHHOW (POpMbl);

3) xropauasenokeug B konndectee 4o 10 Mr BKIUNTENBHO (Ha 1 403y TBEpAOW flekapCTBEHHOM (DOPMbI).

12. Tpw Ha3Ha4YeHUn nekapCTBEHHOro Npenapara UHAMBUAYanbHOrO U3rOTOBNEHUS B peuenTte Ha ByMakHOM
Hocutene u (unn) peuente B OPME 3MEKTPOHHOIO [OKYMEHTa HauMMEHOBaHWS FeKapCTBEHHbIX CPeacTB
(BeLecTB), BKNOYEHHbIX B nepeveHb MKY, ykasbiBaloTcs B Havane peuenta, 3aTeM - BCe OCTarlbHble UHIPEeaNEHTHI.

13. lNpu Ha3HadYeHUn NekapCTBEHHOrO npenaparta B peuente Ha GymaxHOM HocuTene u (Mnu) peuenTe B
dopmMe 3NEeKTPOHHOro [OKyMEHTa 3anpeljaeTcd npeBblaTb KOMMYECTBO HAPKOTMYECKMX CPEACTB WU
NMCUXOTPOIMHbIX BELLECTB, KOTOPOE MOXET ObITb BbIMMCAHO B OOHOM peLenTe, yCTaHOoBNEHHoe npunoxeHnem N 1 k
HacTodAweMy Mopsaaky, 3a UCKINIYEHNEM CryvaeB, yKasaHHbIX B MyHKTax 15 n 24 HacToswero MNopsagka.

14. Mpw Has3HaYeHUN NekapCTBEHHbIX NpPenapaToB, BKIOYEHHbIX B nepeyeHb [KY, [o3a KoTopbIX NpeBbillaeT
BbICLUMI OAHOKPaTHbIA Mpuem, MeguUMHCKUA paboTHMK 0BGo3HavyaeT [03y 3TOro JfieKapCTBEHHOro npenapaTa B
peuente Ha GymMakHOM HOCWUTENeE MPOMUCHI0 C MPOCTABIIEHWEM BOCKIMUATESIbHOTO 3Haka M (Unv) nNpocTaBnsieT
BOCKNMLATENbHbIN 3HaK Npu opopMIIeHUN peLenTa B hopMe 3NEKTPOHHOIO JOKYMEHTA.

15. Konun4ecTBo HasHayeHHbIX NeKapCTBEHHbIX NpenapaTos, BKMYEHHbIX B nepedeHb 1KY, npu okasaHum
nauveHTaMm, Hyxgalwmnumcsa B AMUTENbHOM NeYeHUn, NEPBUYHON MEeOMKO-CaHUTAPHOW NOMOLUM M NannuaTtuBHON
MEAMLMHCKOW MOMOLLM MOXET ObITb YBENNYEHO C YYETOM KMMHUYECKUX pekoMeHaaumin He bornee yem B 2 pasa no
CpaBHEHUIO C KONMMYECTBOM HApPKOTUYECKUX CPEACTB UMW MCMXOTPONHbIX BELLECTB, KOTOPOe MOXET ObiTb BbIMMCAHO
B OOHOM peLenTe, yCTaHoBMeHHbIM npunoxernmem N 1 k HacToswemy MNopaaky.

B cnyyasx, npeaycMoTpeHHbIX ab3auem nepebiM HACTOSLLErO MyHKTa, Ha peuentax Ha BymaxxHOM HocuTene
npoussoauTca Hagnuceb “"lNMo cheumanbHOMY HasHayYeHWK", OTAEeNbHO 3aBepeHHad noanucbld MeAMLUHCKOro
paboTHVKa W nevaTbld MeaMUMHCKOW opraHu3aumm "[Ona peuentoB", Ha peuentax B oOpMe 3neKTPOHHOro
OOKyMeHTa npoussBoauTcs oTmeTka "o chneunanbHOMY HasHayeHW" C  NPOCTaBfieHMEM  YCUITEHHOM
KBannMUUMPOBaAHHOWN 3NEKTPOHHON NOANMCY MEOULMHCKOrO paboTHUKa.

16. CocTtaB nekapCcTBeHHOro npenapara, fliekapcTBeHHasi hopmMa 1 obpalleHne MeauumnHcKoro paboTHMKa K
hapmaueBTYeckoMy paboTHUKY 06 OTNycke fekapCTBEHHOrO npenaparta Ha GymakHOM HocuTernie ohopMAsAoTCS
Ha NaTVHCKOM WM PYCCKOM $i3blke B pPOAMTENIbHOM Madexe, 3a UCKIoYeHeM OopMIIeHUsl peuenToB B cdhopme
3MEKTPOHHOIO JOKYMEHTA, OCYLLECTBISIEMOIO Ha PYCCKOM SI3bIKE.

Mpu odopmneHnn peLenTypHbIX GNaHKOB OOMYyCKAeTcsi UCMONMb30BaHUE cokpalleHuii (npunoxexHue N 2 k
HacTosilemy Nopagaky).

Mpy HasHa4YeHWM NeKapCTBEHHOrO MperapaTa He AOMyCKaeTcsl CoKpalleHne HauMeHOBaHU MHIPEeONEHTOB,
COCTaBNSAOWMNX JIeKapCTBEHHbIM Mpenapat, He MO3BOSSIOWMX YCTAHOBWUTb, KakOM WMEHHO reKapCTBEHHbIN
npenapar Ha3HaueH.

17. Cnoco6 NPpUMEHEeHNA NeKapCTBEHHOIO npenapara obo3HavaeTcs ¢ YKasaHuem nyTtm BBeaeHUNA, O03bl,
4acToTbl, BpeMeHn npmnema OTHOCUTEJIbHO CHa (yTpOM, Ha HO‘-Ib) n ero AnnTenbHOCTU, a ONnA JeKapCTBEHHbIX
npenapartos, B3al/IMO,D,eIZCTBYIOLLI,VIX C nuwen, - BpeEMEHN NX yI'IOTpe6J'IeHVIﬂ OTHOCUTEITBbHO MNMpuema nuilin (,D,O ebl,
BO BpeMA eabl, nocre e,El,bI).

18. lMpn HeobXoAMMOCTU HEMEANEHHOro WM CPOYHOro (B TevyeHue [AByx pabounx aHewn) oTnycka



NeKapCTBEHHOro npenapara nauMeHTy B BEepXHEM 4YacTu peuenta Ha OyMaxHOM HOCUTene npOoCTaBMSTCA
o6o3HaveHnst "cito" (cpoyHo) mnm "statim" (HemegneHHo). AHanornyHble 0603HaYeHWsi MPOCTaBNSATCA B BUAe
OTMETOK Npu ohopMreHumn peLienTta B hopMe 3NEKTPOHHOIO AOKYMEHTA.

19. lNpun odhopmMNEHNN Ha3HAYEHWSI TOTOBOIO JIEKAPCTBEHHOIO Npenapara B peuenTte Ha ByMaxxHOM HocuTerne
unn peuente B OPME IMEKTPOHHONO [OOKYMEHTa KOnuM4ecTBO [EWCTBYIOLIMX BeLIeCTB YyKasblBaeTcs B
COOTBETCTBUM C MHCTPYKLUMEN NO MEAULIMHCKOMY NMPUMEHEHWIO NeKapCTBEHHOrO npenapara. [JonycTMmo ykasbiBaTb
O03MPOBKY feKapCTBEHHbIX MNpenapartoB CUCTEMHOrO OEeWcTBusA (ans pe3opbTMBHOrO npuema) B TBepAbIX
neKkapCTBEHHbIX hopmax (Hanpumep, TabneTku, NOPOLLKWU, KaMnCymnbl) Kak COO4EepXaHWe OLHOro UIM HECKOMbKUX
OEeVCTBYIOWMX BeELWEeCTB B eduHuuax maccbl (B rpammax, munnurpammax). JonycTumMo ykasblBaTb AO3MPOBKY
nekapcTBeHHbIX NpenapaToB CUCTEMHOIO AeNCTBUSA (ANs pe3opOTUBHOMO NPUMEHEHWS) B XUOKUX NeKapCTBEHHbIX
dopmax (Hanpumep, pacTBopbl, CYCMEH3NN) Kak CoAep)KaHWe OOHOro UM HECKOSbKUX AENCTBYIOLUX BELLECTB B
eQuHMLax Maccbl Ha efguHuuLy obbema (Hanpumep, MUNAUrpamm/MUNIUIUTP) € ykasaHnem obuwiero obbema
nekapcTBeHHon opmbl.

Mpn ohopmIieHUN Ha3Ha4YeHUs NEKAPCTBEHHOrO npenaparta MHANBUMAYaANbHOIO U3roTOBMNEHNS B peLenTe Ha
OymakHOM HocuTene wunu peuente B (pOpMe 3MEKTPOHHOrO AOKYMEHTa KOMWYECTBO TBEPAbIX W CbIMy4ymx
dapmavueBTMyecknx cybcraHumm ykasbiaetcs B rpammax (0,001; 0,5; 1,0), xugkmx - B MUNNMAMTpax, rpammMax u
Kannsax.

20. PeuenTbl Ha ByMaxkHOM HocuTene, B (oopme 3NEeKTPOHHOIO JOKYMEHTa, 0pOpMIIEHHbIE HA pPeLenTypHOM
onaHke cdopmbl N 148-1/y-88 n npegHasHayeHHble NSt OTNyCKa NEeKapCTBEHHbIX NpenapaToB, NPeayCMOTPEHHbIX
nognyHktamu 1 - 3 nyHkTa 9 HacToswwero Nopsagka, AencTBuTenbHbl B TedeHne 15 gHen co gHA odhopMneHus.

21. PeuenTtbl Ha ByMmaxxHOM HocuTene, B (popMe anekTPOHHOro AOKYMeEHTa, 0POPMIIEHHbIE Ha peLenTypHOM
onaHke copmbl N 148-1/y-04(n) n npegHa3HayYeHHble ANA OTNycKa JIeKapCTBEHHbLIX NPenapaToB rpaxgaHam,
ykasaHHbIM B nyHkTe 10 HacTtosiwero lNopsaka, gencrsutensHbl B TedyeHue 30 gHen co OHA odopmneHus, 3a
WCKITIOYEHMEM CNydaeB OhOPMIIEHUS peLienTa B COOTBETCTBMM C NyHkTamu 38 n 39 Hactoswero lMopsgka, npu
KOTOpbIX OH AENCTBUTENEH B TedeHne 15 gHen co gHs odopMneHus.

22. PeuenTbl Ha BymaxkHOM HocuTene, B (hopme 3NEeKTPOHHOIO JOKYMeEHTa, 0pOpMIIEHHbIE HA peLenTypHOM
onaHke copmbl N 148-1/y-04(n) v npegHasHadeHHble Ons OTMycKa IeKapCTBEHHbIX NpenapaToB rpaxagaHam,
OOCTUMLMM MEHCMOHHOIO BO3pacTa, WHBanMaam NepBOW Tpynnbl, AETAM-UHBANMAaM, a Takke rpaxpaHam,
CcTpagaroLmmM XpoHM4eckumn 3abonesaHnsmu, TpebyrowmnmMmn anMTenbHOr0 KypcoBOro neveHusl, 4eNCTBUTENbHbI B
TedyeHne 90 oHen co AHS OhOpPMNEHUs, 3a UCKMOYEHNEM Crny4daeB, yKasaHHbIX B nyHkTax 38 n 39 Hacrtoswero
Mopsiaka, Npu KOTOPbIX OH OENCTBUTENEH B TeveHne 15 gHen co gHa odopMneHust.

[ns neyeHns XpoHMYeckMx 3aboreBaHU yKka3aHHbIM KaTeropusiM rpakgaH nekapcTBeHHble npenaparbl C
odbopMreHnem peuLentoB Ha OymakHOM HocuTene wmnu peuentoB B POPME IMEKTPOHHOTO AOKYMEHTa MOryT
Ha3Ha4aTbCsa Ha Kypc neyenns go 180 gHen.

23. PeuenTbl Ha ByMaxxHOM HocuTene, B (oopme 3reKTPOHHOIO JOKYMEHTA, 0hOpMITEHHBLIE HA PELLENTYPHOM
onarHke dopmbl N 107-1/y n npegHasHayYeHHble AN OTNyCKa NeKapCTBEHHbIX NPenapaTtoB, NpeayCcMOTPEHHbIX
nyHkToM 11 HacToswero Nopsaka, AencTBUTENbHbI B TedeHne 60 aHeln co AHS ohopMIieHUS.

Mpn HasHa4yeHUM roToBbIX JIEKAPCTBEHHbIX NMPEnapaToB WM JNEKAPCTBEHHbIX NpenapaToB MHAMBUAYANbHOMO
W3roTOBMEHMS NauueHTam ¢ 3abonesaHnsiMu, TPeOYOLWUMM ONUTENBHOIO KYPCOBOTMO NieveHusi, ¢ 0oopMIeHMEM Ha
peuentypHoM 6naHke cdopmbl N 107-1/y peuenTta Ha BymaxxHOM HocuTene unv B oopMe 3NEKTPOHHOIO JOKYMEHTa
yCTaHaBnmBaeTCs CPOK AENCTBUS peuenTa B npeaenax Ao O4HOro roga.

B cnyyae yctaHOBNeHus cpoka OencTBus pelenTa B npedernax A0 OAHOMo roga B pelenTte NpousBoguTcs
Hagnuck: "To crneumanbHOMY HasHadeHuio", ob6o3Ha4YaeTcs CpoK OENCTBUSA peuenTa U NepuoaMyHOCTb OTnycka
NEeKapCTBEHHbIX MpernapaTtoB M3 anTe4yHOW OpraHMsaumMm Uinn MHAUBMAYanbHbIM NpeanpuHMMaTtenem, UMEHLUM
NMUEH3NIO Ha papMaueBTUYECKYD AeSATENbHOCTb <14> (eXeHeOenbHO, eXeMecsyHO M WHble nepuoabl).
[ononHuTensHO 3TO yKasaHWe 3aBepsieTCs NOAMMCbI0 MeAUUMHCKOro paboTHUKA, a Takke neyaTbio MeguuUHCKON
opraHmnsaumm "Ona peuenTtoB" (gns peuenta Ha OYMaXHOM HOCUTENE) UMM YCUNEHHOW KBanvduunMpoBaHHOW
3MNEKTPOHHOW MOAMNUCHI0 MEeOULMHCKOro paboTHMKa M Nuua, YNONHOMOYEHHOTO 3aBepPsiTb OOKYMEHTbI OT MMEHWU
MeOMLMHCKOW OpraHn3aumm (ans peuenta B (opMe 3NEKTPOHHOTO AOKYMEHTA).

<14> TyHkT 47 vactn 1 ctatbn 12 degepanbHoro 3akoHa ot 4 masa 2011 r. N 99-03 "O nuueH3uposaHum



OTAeNbHbIX BUAOB AedtenbHocTn" (ganee - ®depepanbHbli 3akoH N 99-03) (CobpaHue 3akoHopaTenbCTBa
Poccuickon degepaumm, 2011, N 19, c1. 2716; 2021, N 27, cT. 5177).

24. PeuenTtbl Ha nekapCTBEHHbIE Mpenapartbl, BKIOYEHHble B nepeyeHb [MKY, ona nevyeHns nauneHToB C
XPOHUYECKUMM 3aboneBaHMsaAMN MOryT ohOpPMAATLCS Ha Kypc neveHns Jo 60 gHew.

B cnyyae, korga kypc nedvenus coctaensiet 6onee 30 gHen, OOMONMHUTENBHO B peuentax Ha BGymMakHOM
HocuTene npousBoanTca Hagnucb "lNo cneuwanbHOMY HasHavyeHuK", 3aBepeHHas noAnuCbld MEOULMUHCKOro
paboTHVKa W nevaTblo MeaMUMHCKOW opraHu3aumm "[Ona peuentoB", Ha peuentax B opMe 3reKTPOHHOro
OOKyMeHTa npomssBoauTcs oTmeTka "lMo  chneunanbHOMY Has3HayeHW" C  NPOCTaBfEHWEM  YCUITEHHOM
KBanM@ULUMPOBAHHOW 3MEKTPOHHON MNOANWCYA MELAULMHCKOrO paboTHMKA M nuua, YNOrHOMOYEHHOro 3aBepsTb
OOKYMEHTbI OT UMEHWN MEAULIMHCKOW opraHn3aLuu.

25. Peuent Ha GymakHOM HocuTene B (popMe 3MEKTPOHHOIO OOKyMeHTa, OOPMIIEHHLIN C HapyLUEHUEM
YyCTaHOBIEHHbIX HacTosAWwmMM Nopsgkom TpeboBaHWI, cuMTaeTca HedenCTBUTENBHBIM.

Il. HazaHayeHune nekapcTBEHHbIX NpenapaToB NPU OKa3aHUU
MeAULIMHCKOW NOMOLLM B CTaLlMOHapPHbIX YCIOBUAX

26. I'Ipvl OKasaHun nauneHTy MEANLNHCKOW NOMOLLN B CTalUMOHapPHbIX YCNOBUAX Ha3dHa4YeHne NnekapCTBEeHHbIX
npenaparos nNpon3BoaAnTCA be3 Od)OpMJ'IeHI/IFl peuenta MeguUuMHCKUM paGOTHMKOM €O0VUHOINMN4YHO, 3a UCKITK4YEHNEM
Chny4aeB, YKa3aHHbIX B MYHKTE 27 HacTosLLero I'Iopﬂp,Ka.

27. CornacoBaHne HasHayeHWsl I1eKapCTBEHHbIX MNpenapaTtoB C 3aBedyloluM OTAENeHWeM  unu
OTBETCTBEHHLIM AEXYPHbIM BpadYoM nMbO JpyrUM FfULOM, YMOSITHOMOYEHHbIM MPMKa3oM [MaBHOTO Bpada
MEOULIMHCKOW opraHusauum, a Takke, npyv HamMyuu, ¢ BpavyoM - KIMHWYECKMM (hapMakornorom Heobxogumo B
cnyyasix:

1) OHOBPEMEHHOIo Ha3Ha4YeHNA NATUN n bonee NNeKapCTBEHHbIX npenaparoB OAHOMY NaUNEHTY;

2) HasHavyeHus neKapCTBEHHbIX MpenapaTtoB, He BXOOAWMUX B MNEpPeYeHb >XU3HEHHO HeobxooumbIX U
Ba)XXKHEMLUMX JEeKapCTBEHHbIX MpernapaTtoB <15>, NpyM HETUMUYHOM TeveHMn 3aboneBaHnd, HanMuYUN OCIOXHEHUN
OCHOBHOrO 3aborneBaHus u (Mnu) conyTcTByOWMX 3abonesBaHni, NpU HasHaYeHWU NeKapCTBEHHbIX Mpenaparos,
0COBEHHOCTU B3aUMOAENCTBUS U COBMECTUMOCTU KOTOPbIX COMMAacHO MHCTPYKUMSAM MO UX MPUMEHEHUIO NPUBOOAT K
CHWXeHMo adhdeKTUBHOCTU 1 Be3onacHOCTN hapmMakoTepanuv u (Unu) cosgarT NoTEHUUANbHY ONacHOCTb ANs
XW3HW U 300pOBbS NauueHTa.

<15> Yactn 1 cratbu 60 degepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTBa Poccuickon
®epnepauun, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B YKa3aHHbIX ClyYdadx Ha3Ha4d4eHue neKapCTBEeHHbIX npenapartoB (*)I/IKCVIpyeTC‘il B MeauUMHCKON
OOKyMeHTauun nauneHta un 3aBepdeTcda noanncbid MeguuUNHCKOro pa6OTHMKa n 3asegywuiero orageneHnem
(OTBeTCTBeHHOFO LOEXYPHOro Bpada unu gpyroro ynoyiHoMO4eHHOoro nwu,a).

28. MeguuuHckMn  pabOTHWMK  MEOVUMHCKOW  OpraHu3daumm (ee  CTPYKTYpHOrO  noapasgeneHus),
pacrnonoXeHHON B CENbCKOM HACEeNeHHOM MYHKTe, OCYLLEeCTBASieT HasHavyeHWe neKkapCTBEHHbIX MnpenapaTtoB B
cnyyasx, ykasaHHbIX B NyHKTax 27 un 29 HacTtosdwero Nopsgka, eauHONNYHo.

29. Tllo pelleHuio Bpa4yebHOM KOMWUCCMM MauMeHTam npu OKasaHUM UM  MeaUUMHCKOA MOoMOoWM B
CTaLMOHapHbIX YCIMOBUSX Ha3HA4alTCHA JleKapCTBEHHbLIE Mpenaparbl, HEe BKIYEHHbIE B MepevYeHb XU3HEHHO
HEeOOXOAMMBIX W BaXXKHEWLWMX J1EKapCTBEHHbIX MpenapartoB, B CryYyae MX 3aMeHbl M3-3a WHAWBWAYaNbHON
HENnepeHOCMMOCTH, MO XKM3HEHHbLIM MOKa3aHNSIM.

PelweHne BpayebHOM kOMMCCUMM (UKCUMPYETCA B MEOMLMHCKOM [OOKYMEHTauMu nauueHTa W KypHane
BpayYebHom kKoMmUccuu.

30. B cnyyasx obcrneqoBaHUsi UM JleYeHWsl TpadaHWHa B CTaUMOHapHbIX YCIOBUAX B pamkax
NpegocTaBrieHnsi MEAMLMHCKUX YCIyr Ha BO3ME3OHOW OCHOBE 3a CYET NNYHbIX CPeACTB rpaxdaH, CpeacTs
IOPUOMYECKUX NUL, M MWHBIX CPeACTB Ha OCHOBaHUM [JOroBOpa, B TOM u4uUcre [oroBopa [AoGpOBOSIbHOMO
MEAMLMHCKOrO CTpaxoBaHua <16>, eMy MoryT OblTb HasHayeHbl NEKApCTBEHHbIE MpenapaTbl, He Bxodsline B



nepe4vyeHb >XW3HEHHO HEOOXOAMMBIX U BaXKHEMWLIMX NIeKapCTBEeHHbIX MnpenapaTtoB, e€Ccnn KMX Ha3HadeHne U
npuMmeHeHune o6ycnoaneHo MeaNnUNHCKUMU NOKa3aHNAMMW.

<16> T[loctaHoBnenve [lpaBuTtenbsctBa Poccuickon ®depepaumm ot 4 oktabpa 2012 . N 1006 "O6
yTBepxaeHun MNpasun npegocTaBneHns MegULMHCKUMU OpraHn3aunsaMuy nnaTHeIX meguumHekunx yenyr" (Cobpanue
3akoHogatenbcTBa Poccuiickon ®egepaumm, 2012, N 41, ct. 5628).

lll. HasHayeHWe nNneKapCTBeHHbIX NpenapaToB NpuU OKasaHuu
nepBUYHOM MeAUKO-CaHUTAPHOMN NOMOLLU, CKOPOW MeaULIMHCKOMN
NOMOLUU U NanMaTMBHOM MeAULIMHCKOW NOMOLUU

31. MNpn okasaHMM NEepPBMYHON MEOUKO-CaHUTaApPHOW MOMOLUM W NanfaMaTtMBHOW MeOULMHCKON MOMOLLM B
amMOynaTopHbIX YCINOBUSAX Ha3HaA4YeHNe NeKapCTBEHHbIX NMpenapaToB OCYLLECTBNSETCAS MeQULMHCKUM PabOTHUKOM B
cny4vyadax TUNMYHOro Te4eHna 3aboneBaHu4 nauneHTa ncxoga n3 TaXXeCcTtn 1 Xxapakrtepa 3aboneBaHus.

32. HasHaueHue J1eKapCTBEHHbIX nNpenapaTtoB No peLleHnto BpaqeGHon KOMUCCUN NPU OKa3aHnn HepBMLIHOVI
Me,EI,I/IKO-CQHI/ITapHOIZ nomMoLUM, NannnaTMBHON MeOULMHCKON MOMOLLN B aM6ynaTopr|x ycnosuax npom3soanTcd B
cny4vadax:

1) OOHOBPEMEHHOIO Ha3HaYeHWs OOHOMY NauMeHTy NATM U Bornee NekapcTBEHHbLIX NpernapaToB B TeYeHue
OOHMX CYTOK UM CBbILLE AECATU HAMMEHOBaHWIA B TEYEeHNe TpuauaTn QHen;

2) Ha3Ha4YeHNA NeKapCTBEeHHbIX npenapartoB nNpu HETUMMYHOM TEYEHUU 3aboneBaHunsi, HarnM4YMn OCNOXHEHUIA
OCHOBHOro 3aboneBaHusi u (I/IJ'II/I) CconyTCTBYHOLNX 3aboneBaHui, npn Ha3Ha4YeHUn nekapcCTtBEeHHbIX MnpenapaTtos,
0COBEHHOCTM B3aMOAENCTBUS U1 COBMECTUMOCTH KOTOPbIX COMMacHO UHCTPYKUNAM MO UX MPUMEHEHUIO NMPUBOOAT K
CHMXEHUIO Sq)d)EKTVIBHOCTVI 1 6e30MacHOCTM NeYeHUs nauneHTa n (VIJ'IVI) co34aloT NoTeHUunanbHYO ONacHOCTb ANA
XN3HU N 300POBbA NaUUNEHTa,

3) NepBUYHOrO Ha3Ha4YeHUs NaLNEHTY HAPKOTUYECKUX U NCUXOTPOMHBIX NEKapCTBEHHbIX NpenapaToB CUCKOB
Il n 1l MepeyHs (B crnyvyae NPUHATUS PYKOBOAUTENEM MEOWMLMHCKOW OpraHu3aumm pelueHus o HeobxoammocTu
COrNacoBaHUsl HA3HAYEHWsT TaKUX JIEKAPCTBEHHbIX NpenapaToB ¢ BpayebHOM KOMUCCHEN).

33. lNoBTOpHOE Ha3HayeHne HaPKOTUYECKMX U MCUXOTPOMHbLIX SIeKapCTBEHHbIX npenapaTtoB cnuckos |l v
MepeyHs Npou3BOAUTCS MEAULMHCKMM PabOTHUMKOM CaMOCTOSATENbHO MMM eAMHONMYHO 6e3 yyactma BpadebHon
KOMUCCUW MaumeHTam C BblpaXKeHHbIM 60reBbiM CMHOPOMOM OOOro reHesa, HapyLleHUEM CHa, CyAOPOXHbIMU
COCTOSIHUSIMU, TPEBOXHBIMW paccTporncTBamu, hobrsimu, MCUXOMOTOPHBIM BO30YXAEHNEM.

34. Mpun oKkaszaHUM CKOPON MeOULIMHCKON MOMOLLM NeKapCTBEeHHbIe npenapaTthbl Ha3HavYalTcsa MeaULUHCKUM
paboTHUKOM Bble3HON Gpuragbl CKOPO MOMOLLM, MEAMLMUHCKUM PaBGOTHUKOM MEAMLMHCKOW opraHusauum npu
OKazaHWN MEeOVLIMHCKOM MOMOLLM rpaxkaaHaMm npuv 3aboreBaHusiX, HECYaCTHbIX Cryyasix, TpaBMax, OTPaBIEHUsAX U
OPYrMX COCTOSHUSX, TPEOYIOLLMX CPOYHOTO MEAULIMHCKOrO BMeLLaTeNnbLCTBA.

IV. HazHayeHMe nekapcTBeHHbIX NpenapaToB rpaxaaHam,
MMeloLWMM NpaBo Ha 6ecnnaTtHoe nosyyYyeHue NneKapCcTBEeHHbIX
npenapaTtoB uUnu Nony4vyeHue reKkapcTBeHHbIX NpenapaTtoB
CO CKMAKOW, NpU OKasaHUN NepBUYHOMN
MeaAWKO-CaHUTAPHOW NOMOLLM

35. lNpn okasaHWM NEPBUYHON MEAMKO-CAaHUTAPHOW MOMOLLM Ha3HaYeHWe MeOUUMHCKUM paboTHMKOM Ha
OCHOBE KIMHWYECKUX PEKOMEHZauui U C Y4eToOM CTaHOapTOB MEAMUMHCKOW nomMowm <17> nekapCTBEHHbIX
npenapaTtoB, OTMNyCKaeMblX OGecnnaTHO WM CO CKUOKOW, rpagaHam, MMelwuMM npaBo Ha obecnedeHue
nekapcTBEHHbIMM NpenapaTaMm 3a CYET cpeacTB BroaKeTHbIX acCUrHoBaHWiA dhegepanbHoro Grogxkera n 6ro4keTos
cybbekToB Poccuiickon ®egepaunn, ocywectenseTcd Ha peuentypHom 6naHke N 148-1/y-04(n).

<17> Cratbs 37 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogatensctBa Poccuiickon ®enepaunn,
2011, N 48, c1. 6724; 2021, N 27, cT. 5186).



Mpu odhopmnenun peuenta Ha GnaHke dopmbl N 148-1/y-04(n) Ha BymaxkHOM HocuTene oopMnaTCa ABa
3K3emnnsapa, OAMH M3 KOTOPbIX OCTaeTcs B anTe4yHOW opraHusaumu, BTOPOW - B MEOWMLMHCKOW AOKyMeHTauun
naumeHTa.

36. MpaBo HasHa4yaTb NeKkapCTBEHHbIE NpenapaTtbl rpaxxaaHaM, MMerLWUM NpaBo Ha GecnnaTtHoe nonyyeHne
NeKapCTBEHHbIX MpenapaToB MU MoslyYeHne NiekapCTBEHHbIX NPenapaToB CO CKUAKON, Takke MEIOT:

1) meguunHckne paboTHUKM, paboTaloLwme B MEANLIMHCKOM OpraHn3aumm no COBMECTUTENLCTBY (B Npeaenax
CBOEW KOMMNEeTeHLUN);

2) MeguuuHCcKMe pabOoTHUKM CTauMOHAPHbIX OpraHM3auuin couMarnbHOrO OOCMYXMBAHMS MNPU  HanMM4uu
NNLUEH3MM Ha OCYLLECTBIEHME MeLMLMHCKOM aeaTenbHoCcTM <18>, npepycmarpuvBalollent BbIMONTHEHWE paboT
(okasaHue ycnyr) No OKa3aHWto NEPBUYHON MEOUKO-CaHUTAPHOM MOMOLLM B aMOynaTopHbIX YCNOBUAX (HE3aBMCUMO
OT BEOOMCTBEHHOW MPUHALIEXHOCTI);

<18> [llyHkT 46 4vactm 1 crtatbm 12 PepepanbHoro 3akoHa N 99-O&3 (CobpaHue 3akoHogaTenbCcTBa
Poccunckon ®epepaumn, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) mMeguumHckme pabOoTHUKM MEOULMHCKUX OpraHu3aumii, oKasblBaloLMX NEPBUYHYH MEOMKO-CaHUTaPHYHO
NOMOLLb, NOABEAOMCTBEHHbIX dhefeparnbHbIM OpraHaM WUCMOMHUTENBHOW BNacTU UMM opraHaMm WCMNOMHUTENbHOMN
Bnactun cybbektoB Poccuinckon denepaumu;

4) nHavBuayanbHble NpeanpYHUMAaTENK, OCYLLECTBASALIME MEeONLMHCKYIO AESTEeNIbHOCTb U BKIHOYEHHbIE B
peecTp MeOULMHCKUX OpraHu3auuii, OCYLLEeCTBRSALWINX AeATENbHOCTb B cdepe 06A3aTenbHOro MeauLMHCKOro
CTpaxoBaHus.

37. I'Ip|/| Ha3Ha4YeHMn riekapCTBEeHHbIX npenaparoB rpaxgaHam, MMerLnm npaBo Ha becnnatHoe nony4yeHune
NNeKapCTBEHHbIX npenaparoB UM nony4vyeHne nekapCTtBeHHbIX npenaparoB CO cKngkon, B peuenTe ykasbliBaeTcA
HOMEpP Teﬂe(bOHa, no KOTopoMmy paGOTHI/IK anTevHom opraHmsaudun npu HeobXoAMMOCTN MOXET cornacoBaTb C
MeaANLUNHCKUM paGOTHI/IKOM 3aMeHYy NleKkapCTBEeHHOro npenapara.

38. HasHauyeHne HapKOTUYECKMX W MCUXOTPOMHBLIX JIEKAPCTBEHHbLIX MnpernapatoB cnucka |l MNepeynsa (3a
WCKITIOYEHMEM FEKApPCTBEHHLIX MPenapaToB B BuAe TpaHCAepMasibHbIX TepaneBTUYECKUMX CUCTEM, a Takke
NeKapCTBEHHbIX MpenapaTtoB, coaepKallMx HapKOTUYECKOe CPeaCcTBO B COYETAHUM C aHTArOHUCTOM OMUOWMAOHBLIX
peuenTopoB) rpaxgaHam, WMMelLlWwMM npaBo Ha ©OecnnatHoe nonyvYeHuve feKapCTBEHHbIX npenapaTtoB unuv
nony4YeHns NnekapcTBEHHLIX NpenapaToB CO CKUOKOW, OCYLLECTBNSETCHA Ha peuenTypHoM OGnaHke cdopmbl N 107/y-
HI1, K koTopoMy AOMONHUTENBLHO ObOpMIISETCA peuenT Ha peuenTypHom 6naHke dopmbl N 148-1/y-04(n) (B ABYX
ak3emnnsipax npu ocpopmneHnn Ha BymaxHom HocuTene).

39. HasHayeHne HapKOTUYEeCKMX M MCUXOTPOMHbLIX NeKapCTBEHHbIX npenapaTtoB cnucka Il MNepevHs B Buae
TpaHcaepMarbHbIX TepaneBTUYECKUX CUCTEM, HapKOTUYECKMX JeKapCTBEeHHbIX npenapaTtoB cnucka |l MNepeyns,
cogepxawux HapKoTUYeckoe CPeacTBO B COMETAaHUM C aHTarOHUCTOM OMMOMAOHbLIX PeLenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnucka |l MMepeyHs, nekapcTBeHHbIX NpenapaToB, BKMOYEHHbIX B nepedeHb [KY,
copepxawmxca B noanyHkTe 2 nyHkta 11 HacToswero [lMopsgka, npegHasHadeHHble Ans NevYeHus rpaxagad,
UMeloWmMx npaBo Ha GecnnatHoe nonyYeHWe IeKapCTBEHHbIX NPenapaTtoB MNU MOMyvYeHue IeKapCTBEHHbIX
npenapaToB CO CKWAKOM, OCYLLECTBNAETCA Ha peLenTypHbix 6naHkax copm N 107-1/y u N 148-1/y-88, k koTOpbIM
OOMONHNTENBHO 0GPOPMIISIETCS peLenT Ha peuenTypHoM onaHke popmbl N 148-1/y-04(n) (B ABYyX ak3emnnsipax npu
odhopMneHun Ha BymaxHOM HocuTerne).

Mpunoxexue N 1

k MNopsagky HasHayeHus
nekapCcTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY MPUKA30OM
MuHucTepcTBa 30paBoOXpaHeHUs
Poccuinckon degepauum



OT 24 Hos6pa 2021 r. N 1094H

KONUYECTBO
HAPKOTUYECKUX CPEACTB UITN NCUXOTPOMHbLIX BELWWECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAHOM PELIENTE

N MexayHapogHoe HenaTeHTOBaHHOe dopma BbInycka u KonnyecTtso
n/n HaVMeHOBaHWE HAPKOTUYECKOIO U 003MpoBKa
NCUXOTPOIMHOTO NIEKapCTBEHHOTO
npenapata
1. BynpeHopduH + HanokcoH TabneTku 60 TabneTok
cybnuHreansHble 0,2 mr + | (ynakoska, kpatHasa N
0,2 mr 20)
2. BbynpeHopduH PacTtBop onga nHbekumn, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn THOOMKOB)

3. BynpeHopduH TpaHcaepmanbHbIn
nnacrbipb
35 mkr/uac 20 nnacTtbipen

52,5 mkr/uac 10 nnactbipen

70 mKr/yac 5 nnactbipen

4, MopduH PacTtBop onga nHbekummn,

20 amnyn (wnpwvu-
pacTBOp ANs NOAKOXHOIO

BBegeHusa 10 mr/mn 1 mn TiobukoB)
5. KogeuH + MopdwuH + HockanuH + PactBop Ans NoaKOXHOro
ManaBepuH + TebGanH BBegeHud
0,72+575+2,7+0,36 + 20 amavn
0,05 mr/mn 1 mn y
1,44 +11,5+54+0,72 +
0,1 mr/mn 1 mMn
6. TpumenepuamH Tabnetku 25 mr 50 TabneTtok
7. TpymenepugmH PacTtBop onsa nHbekummn
10 mr/mn 1 Mn 20 a:"}gé’;&u;p”u_
20 mr/mn 1 mn
8. MopduH Tabnetkn (kancynbl) 180 TabneTok (kancyn)
NPOMOHIIMPOBAHHOIO 60 TabneTok (kancyn)
OencTeus 40 Tabnetok (kancyn)
10 mr 20 Tabnetok (kancyn)
30 mr 20 tabnetok (kancyn)
60 mr
100 mr
200 mr
9. MopdunH Tabnetkn
5 wmr 100 TabneTok
10 mr 100 Tabnetok
10. MopduH Kannu gnsa npuema 4 cpnakoHa

BHYTpb 20 mr/mn 20 mn

11. MopduH PacTtBop Ansa npuema




BHYTPb (MOHOA03bI)

2 mr/mn 5 mn
6 mr/mn 5 mn
20 mr/mn 5 mn

100 amnyn n/a
80 amnyn n/a
30 amnyn n/a

12. OkcumkoaoH + HanokcoH Tabnetku
NPONOHIMPOBAHHOIO
nencTeus
5wmr+2,5wmr 100 Tabnetok
10 mMr+ 5 wmr 60 Tabnetok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 Tabnetok
13. | MponnoHnndeHunatTokcuaTunnunepnanH | TabneTkn 3awleyHble 20 50 TabneTok
Mr
14. PeHTaHNN MnacTbipb
12,5 Mmkr/vac 20 nnacTblpen
25 MKr/vac 20 nnacTblpen
50 mkr/yac 10 nnactbipen
75 mkr/yac 10 nnacTbipen
100 mkr/vac 10 nnacTbipen
15. ®eHTaHnn Cnpeit Ha3anbHbIN

dnakoH 50 mkr/no3a

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

®dnakoH 100 mkr/go3a
2,0 mn (10 pos)
3,2 mn (20 po3)
5,0 mn (40 po3)

dnakoH 200 mkr/gosa
2,0 mn (10 gos)

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

24 cnakoHa
12 cpnakoHoB
6 donakoHoB

12 cpnakoHoB
6 donakoHoB
3 donakoHa

12 cpnakoHoB
6 donakoHoB
3 donakoHa

Mpunoxexune N 2

K MNMopsiaky HasHayveHus
nekapCcTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY MPUKA30OM

Poccun

MI/IHI/ICTepCTBa 34paBOOXpaHEHNA

ckon depepaunn

oT 24 Hosi6ps 2021 . N 1094H

CnpaBo4HO



PEKOMEHAOBAHHBIE K UICIMONb30OBAHUIO COKPALLEHUA
nPU O®OPMIEHUU PELIENTOB

N CokpalieHve MonHoe HanucaHue Mepesopa

n/n

1. aa ana o, NOPOBHY

2. ac., acid. acidum Kucnota

3. aer. aerozolum aspo3orb

4. amp. ampulla amnyna

5. aq. aqua BoAa

6. aq. purif. aqua purificata BoJa ouvLLeHHas

7. but. butyrum macro (TBepgoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Beipnait (nyCTbBi:ii';(;’ flycte Gyaer

11. D.S. Da, Signa Detur, Signetur Bblﬂii;ﬂ%i%?Hg;;;);iTengmeT

12. D.td. Da (Dentur) tales doses Beinatt (TycTe GyAyT Beinakb)) Takue
[03bl

13. dil. dilutus pa3BefeHHbIn

14. Div. in p. aeq. Divide in partes aequales Pazgenun Ha paBHble YacTu

15. emuls. emulsio 3aMyrnbcus

16. extr. extractum 3KCTPAKT, BbITSXKA

17. in enem. in enemas B MUKPOKIN3Max

18. F. Fiat (fiant) MycTb 0bpasyeTcs (obpasyroTcs)

19. gran. granulum rpaHynbl

20. gt., gtt gutta, guttae Kanng, kannu

21. gtt. peror. guttae peroralis Kannu ans npMema BHyTpb

22, inf. infusum HacTon

23. in amp. in ampullis B amnynax

24, in tab. in tab(u)lettis B TabneTkax

25. | intab. prolong. in tab(u)lettis prolongatis ® Ta6neT;:éB%gg?KJ;Z:r§3BaHHb'M

26. | intab. prolong, in tab(u)lettis prolongatis obductis B TabneTkax C MPOSIOHIMPOBAHHbIM




BbICBOOOXAEHNEM, MOKPbITbIX

obd. obonoukon
27. in tubul. in tubulis B TtoOMKax
28. lin. linimentum NUHUMEHT
29. liq. liquor XNOKOCTb
30. lot. lotion NOCbLOH
31. m. pil. massa pilularum nuntonbHas Mmacca
32. membr. bucc. membranulae buccales NIEeHKN 3aleyHble
33. M. Misce, Misceatur (MycTs %ﬁi?izemam)
34. mixt. mixtura MUKCTYpa
35. N. numero 4ncnom
36. ol. oleum Macno (>kugkoe)
37. past. pasta nacrta
38. pil. pilula, pilulae NUIONS, MUK
39. p. aeq. partes aequales paBHble YacTn
40. ppt., praec. praecipitatus OCaXXOEHHbIN
41. pulv. pulvis NOPOLLOK
42. g.s. quantum satis CKOMNbKO noTpebyeTcs, CKONbKO Hago
43. r., rad. radix KOPEHb
44, Rp. Recipe Bosbmu
45, Rep. Repete, Repetatur MoBTopw (MycTb GyaeT NOBTOPEHO)
46. rhiz. rhizoma KOpHeBwULLE
47. S. Signa, Signetur 0603:%125'23;:2)6ynm
48. sem. semen cems
49, simpl. simplex npocTtomn
50. sir. sirupus cupon
51. sol. solutio pacTteop
52. spr. spray cnpen
53. spr. nas. spray nasale Crnpewn HasanbHbIN
54, supp. suppositorium cBeva, Cynno3nTopum




55. susp. suspensio CyCMeH3usl, B3BECb

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTomnka

58. tubulis tubulis TIo6MKN

59. STT Systema Therapeutica Transcutanea Tepazpeasi?/ﬂee?:r::?maciema
60. ung. unguentum Ma3sb

61. vitr. vitrurn CKMsHKa

Mpunoxexune N 2

K npukasy MuHncTepcTBa 3apaBoOXpaHeHns
Poccunckon ®epepauum

OT 24 Hos16psa 2021 r. N 1094H

®OPMA PELIEMTYPHOIO BINAHKA N 107-1/Y

MwuHucTepcTBO 3apaBooxpaHeHns Poccumnckon
denepauunmn

HaumeHoBaHue (wtamn)

Kog doopmbl no OKY[]
Koa yupexaenusa no OKIMO

MepgmuunHckas JoKyMeHTaums

MeVLMHCKOW opraH13auum

HaumeHoBaHuWe (Wwtamn) MHANBMAYanbHOro
npegnpvHumatens (ykasatb agpec, Homep 1
Aaty nNMueHs3nmn, HaMMeHoBaHWe opraHa
rocyaapCTBEHHOW BNacTu, BblAaBLUErO
NNLUEH3MIO)

dopma N 107-1/y

YTBepxaeHa npukasom
MwuHuncTepcTBa 3gpaBoOXpaHeHNs
Poccunckon ®enepaunmn

oT 24 Hos6psa 2021 r. N 1094H

PELIENT

(B3pocnbin,

OETCKUN - HY>XHOE NOAYEPKHYTh)

20

damunus, nHmumarnsl UMEHN N OTYeCTBa (nocnep,Hee - npu HaJ'IVI‘-IVIVI)
naumeHTa

[aTa poxaeHus

damnnus, nHuumanbsl UMeHn 1 oTdecTBa (NocnegHee - Npy Hanuyunm)
nevatlero Bpada (denbliepa, akyLepkum)

py6.|kon.| Rp.



Moaonucb M.IM.
W neyaTb neyvailero Bpava
(mognuck chenbaliepa, akyLepku)

PeuenT memcrTBUTeJIeH B TeueHue 60 mHel, mo 1 roma ( )
(HyXHOE NIOOYEPKHYTH) (yxaszsarTob
KOJIMUECTBO IHEel)

O6opoTHasa cTopoHa

OTmMeTKa 0 HasHa4YeHUn NeKapCTBEHHOro
npenaparta no peLueHnto BpadyebHon kommccum

MpuroTtosun Mposepun Otnyctun

®OPMA PELIEMTYPHOIO BJIAHKA N 148-1/Y-88

MwuHuncTepcTBO 3apaBooxpaHeHns Poccumnckomn Kog dpopmbl no OKY[] 3108805
denepaumu MeguunHckasa gokymeHTaums
®opma N 148-1/y-88
HaunmeHoBaHue (wtamn) YTBep¥aeHa npukasom
MEAMLMHCKON opraHu3aumm MwuHuncTepcTBa 3gpaBoOXpaHeHns

Poccuickon degepaumu
oT 24 Hos6ps 2021 r. N 1094H

HavnmeHoBaHue (LiTamn) MHAMBMAYanbHOro
npeanpuHumaTens

(ykasaTb agpec, HoMep 1 aaTy JMLEeH3uu,
HauMeHOBaHWe opraHa rocyjapCTBeHHOM
BacTW, BblAaBLUEro JINLEH3MI0)

= [ ][ L) DNU) L) L) L) L



PELENT " 20__r

(nata odhopmneHunsa-peuenta)

(B3pOCnbIN, AETCKUN - HY)KHOE NMOAYEPKHYTh)

damunus, nHumansl UMEHN N OTY4eCcTBa (nocne/J,Hee - npu HaJ'IW-IMI/I)
naumeHTa

[aTa poxgeHns

A,El,peC MecTa xutenoctea unm N mMeguMuUMHCKON KapTbl aM6ynaTopHoro nauyneHTa, nony4varouero
MEeONLUNHCKYH NnOoMOLLb B aM6ynaTopr|x yCnoBuax

damnnus, nHuumansl UMeHn 1 otdecTsa (nocnegHee - Npy Hanuyuun)
nevallero Bpada (denbliepa, akyLlepku)

Moanncek 1 neyaTb nNevyawero Bpaya M.IM.
(mognuckb henbalwepa, akyLlepkm)

Peuent gencteButeneH B TedeHne 15 gHen

O6opoTHaga cTopoHa

OTMeTKa 0 Ha3HaYeHUN NeKapCTBEHHOrO
npenapara rno peLueHuno Bpa4ebHON KOMUCCUN

Mpurotosun Mpoeepun Otnyctun

®OPMA PELIEMNTYPHOIO BNNAHKA N 148-1/Y-04(I1)

MwuHnCcTepCcTBO 30paBOOXpaHEHNs YTBEP>XXOEHA
Poccuinckon ®enepaunm MECTO npukaszom MuHuctepcTea
anA 34paBOOXpaHEHNS
WTPUXKOA Poccuinckon ®eagepauum
A <*> oT 24 Hos6ps 2021 . N

1094H




LTtamn
Kog

MEAMLMHCKOW opraHn3aLum

LTtamn
Kog
WHOMBUAYaNbHOro NpeanpuHumarens
Kopg dopmbl no OKY[] 3108805
®opma N 148-1/y-04(n)
Kop, Kop Ho3onorunyeckom NCTOYHMK oMHaHCUPOBaAHUS:
KaTeropum dopwmbl (no MKB) (nogyepKHyTb) % onnaTbl:
rpaxagaH (mogYepKHYTL)
1. ®engepanbHbli OlomkeT
2. BrogxeT cybbekTa Poccuiickon
denepauun 1. BecnnatHo
3. MyHMumMnanbHbIn 6ogxeT 2.50%
3. nHon %
PELUENT  Cepus N Hata odpopmneHus: 20 -

damunug, uHMUManbl UMEHM W oT4yecTBa (nocnegHee - npwm
Hanuynn) nauuneHTa

[ata poxgeHus

CHUIC

N nonuca
obs3aTrenbHoOro
MeaULIMHCKOro
CTpaxoBaHUS:

Homep meamumuHcKol KapTbl NaUueHTa, nony4aroLero MeauLMHCKYo NOMOLLb B aMBynaTopHbIX

YCMOBUAX

damunus, nHMUMarnsl UMEHWU 1 oT4YecTBa (MocregHee - Npu HanMuum)
nevaulero Bpaya (cenbaliepa, akywepku)

Py6. Kon.

] o S




Moanuck 1 nevaTtb nevallero Bpaya
(mognuck chenbaliepa, akyLepku)

M.TT.

Peuent gencreuteneH B TedeHue 15 gHen, 30 gHent, 90 aHen (Hy>XHOe NoAYepPKHYTb)

OTnyLLeHo Mo peuenTy:

ToprOBoe HanMmeHoBaHME N 0O3NPOBKaA:

Oarta otnycka: "_ " 20

KonuyecTBo:

Mpurotosun:

Mposepwn: Otnyctun:

(nMnHKWs oTpbiBa)

Kopeluok peuentypHoro 6naHka

HanmeHoBaHue
nekapcTBEHHOrO nNpenapara:

[osunposka:

Cnocob npnmeHeHus:

npO,D,OJ'I)KVITeJ'IbHOCTb

Konunyectso npunemMoB B E€Hb:

Ha 1 npuewm:

aHen

pa3s

en.

<*> B cny4yae Wu3rotoeleHna peuenTypHoro OnaHka C UCNonb3oBaHWEM KOMMNbKTEPHbIX

TEXHONOr1N.

O6opoTHaga cTopoHa

OTMeTKa 0 HasHaYeHUW NeKapCTBEHHOTO
npenapara rno peLueHunto BpavyebHol kommuccum

Mpurotosun

MpoBepun Otnyctun

Mpunoxexne N 3

K npukady MyHucTepcTBa 3gpaBoOXpaHeHus
Poccuinckon degepauuu



OT 24 Hos6pa 2021 r. N 1094H

NOPALOOK
O®OPMNEHUA PELIENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbDIE MNMPEMAPATDI,
NX YYETA N XPAHEHUA

I. OhopmneHune peuenta Ha GyMaKHOM HOcUTene

1. Ha peuentypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBoM BEpXHEM Yriy
NpPOCTaBnsiETCA WTaMN MeAULMHCKON opraHM3auum ¢ ykasaHMeM ee HauMeHoBaHus, agpeca u TenedoHa ¢ gartow
BbINWCKM (OaTor opopMeHns) peLenTta Ha NekapCTBEHHbIV Npenapar.

HononHutensHo Ha peuenTypHoMm 6naHke dopmbl N 148-1/y-04(n) npocTtaBnsieTcs kog MeOULMHCKON
opraHusaummn B cooTBeTCTBUM ¢ OCHOBHbLIM rOCY4apCTBEHHBIM PErMCTPaLMOHHBIM HOMepoMm (ganee - OI'PH).

Cepus peuentypHoro onaHka dgopmbl N 148-1/y-04(n) Bkntovaet kog cybbekta Poccunckon depepauum,
COOTBETCTBYOWMA ABYM nepBbiM uudpam Obliepoccuinckoro knaccudgukatopa ob6bekToB agMUHUCTPATUBHO-
TeppuTopuaneHoro aeneHus (aanee - OKATO).

PaspellaeTca usrotaBnvBaTth pelenTypHble 6naHkn ¢opmbl N 107-1/y n dopmbl N 148-1/y-04(n) c
MOMOLLIbIO KOMMbIOTEPHBIX TEXHOMOTUIA.

PeuentypHble GnaHkn dopmbl dopmbl N 148-1/y-88 um3roTaBnuBaloTCs WMCKMOYUTENBHO TUNOrpadckum
cnocobom.

2. Ha peuenTypHbIX onaHkax, OCbOpMﬂﬂeMbIX nHanenagyanbHbiMM - NpeanpuHuMarendavm, umMerowmnmMmmn
JIMUEH3NK Ha MeOUUMHCKYH OeATeNIbHOCTb, B BEpPXHEeM JieBOM YIny TVII'IOFpa(bCKVIM crnocobom umnu nytem
npocTaBneHna wramna [OOJIKEeH ObITb YKa3aH agpec wuHamBuayanbHOro npeanpuHumartend, HoMep W pgarta
JIMLUEeH3nn, HanMmeHoBaHMe opraHa I'OC)/,CI,apCTBeHHOPI BNacTu, BblaaBLUero JIMUeH3uto.

3. PeuentypHble 6naHkmn copm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHAwTCA MeQULMHCKUM
paboTHMKOM YepHUMAMMN UNW LLIAPUKOBOMN PYYKOMN.

4. [onyckaeTca odopMieHMe BCEX PEKBU3MTOB (3a UCKMYeHMeM pekBuauTa "lognuch nevallero Bpaya
(mognucb enballepa, akywepkn") peuentypHbix 6naHkoB dopmbl dopmbl N 107-1/y, doopmbl N 148-1/y-88 u
dopmbl N 148-1/y-04(n) ¢ ncnonb3oBaHMEM NnevyaTakoLwmnx YCTPOWCTB.

5. OpopmneHue peuenTypHbix 6naHkoB chopmbl N 148-1/y-04(n) BkntoyaeT LUMdpoBoe KoanpoBaHue.
LincdppoBoe kogmpoBaHue ykasaHHbIX peLenTypHbIX O1aHKoOB BKITHOYAET:

1) kog MeguumHckon opraHusaummn (OMPH) unu kog nHanBuayansHOro npegnpuHnuMarenst B COOTBETCTBUU C
OCHOBHbIM FOCY0ApCTBEHHbLIM PErncTPpauLuoHHLIM HOMEPOM WHAMBUAYaNbHOro npeanpuHuMarens (ganee -
OIPHWIMT), npocTaBnsieMbIin Mpu N3roTOBMEHNN peLenTypHbIX GaHKoB;

2) Kop, kaTeropvm rpaxgaH, MMetLLMNX NpaBo Ha MoNy4YeHUe NeKapCTBEHHbIX NpenapaToB B COOTBETCTBMU CO
ctaTtbert 6.1 PegepanbHoro 3akoHa oT 17 nonga 1999 r. N 178-93 "O rocygapcTBeHHONM coupnanbHOM noMowm™ <1>,
N Kog HO305ornyeckon dopmbl no MexayHapooHOW CTaTUCTUMYECKOM Knaccudmkaumm GonesHen u npobnem,
cBsA3aHHbIX co 3popoBbemM (10-11 nepecmoTp) (aanee - MKB), 3anonHsemMble fievawumM BpavyoM NyTeM 3aHeCeHust
KaXkgon undppbl B NyCTblE SSHENKM, NP 3TOM TOYKa MPOCTABNAETCS B OTAENbHON A4YENnKe;

<1> CobpaHwue 3akoHogaTtenbcTBa Poccuiickon ®Pepepauun, 1999, N 29, ct. 3699; 2020, N 52, cT. 8577.

3) oTmeTky 06 MCTOYHMKE brHaHcuMpoBaHusa (dedepanbHbin OrompkeT [1], GrogxkeT cybbekta Poccuinckom
®enepauun [2], myHuuunanbHbin 6opxet [3]) n npoueHTe onnaTtel peuenTta (6ecnnatHo [1], 50% [2], nHon % [3]);

4) WTpMX-KoQ - OOMNOSHUTENbHLIN PEKBM3UT (B ClyYae M3roTOBMEHUs Ha Tepputopun cybbekTa Poccuiickoii
depepaumn peLenTypHoro GraHka ¢ UCMorb30BaHUEM KOMIbIOTEPHbIX TEXHOMOTUIA).

6. B peuentypHbix 6naHkax dpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpadpe "®amunus, nHnumans



UMEHM 1 oTYecTBa (NocnegHee - NPy HanNMyYMM) naumeHTa" ykasbiBaloTCs haMunus, UHMLManb UMEHU 1 oT4ecTBa
(nocneaHee - Npy HanNMUUKM) NauueHTa.

7. B peuentypHbix 6naHkax c¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpace "Oata poxgeHusa"
yKasblBaeTCs Aata poXxaeHust naumeHTa (4mcno, mecsu, rod).

HononHutensHO B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n copmbl N 107-1/y ana geten B BospacTe
0o 1 roga B rpade "[ata poxaeHus" ykasblBaeTCs KONMMYECTBO MOSHbIX MECALEB.

8. B peuenTypHbix GnaHkax copmbl N 148-1/y-04(n) B rpacdax "CHWIC" n "N nonnca ob6sa3atenbHoro
MEAMLMHCKOrO CTpaxoBaHMs" yKasblBalOTCS CTPaxoBOW HOMEpP MHOMBUAYaNbHOrO NMUEBOIO cYeTa rpaxgaHuHa B
MeHcnoHHoM coHae Poccuiickon depepaummn (CHWUIIC) (mpu Hanmmummn) M HOMep nonuca 06s3aTenbHoro
MeOMLMHCKOrO CTPaxoBaHusl.

9. B peuentypHbix GnaHkax dopmbl N 148-1/y-88 B rpade "Agpec MecTa XUTENbCTBA WM HOMEP
MEeOMLMHCKOWN KapTbl NauMeHTa, nonyyatoLwero MegULMHCKY0 NOMOLLb B aMOynaTopHbIX YCNOBUSIX", yKkasbiBaeTCs
MOYTOBBIN apec MecTa XUTemnbCTBa (MecTa NpebbiBaHMA UMM MecTa PakTUHECKOTO NMPOXMBAHUA) NauMeHTa unm
HOMEpP MeOULMHCKON KapThbl NauMeHTa, NornyyarLwero MeQULIMHCKYH MOMOLLb B aMOynaTopHbIX YCHOBUSIX <2>.

<2> lNpukas MuHucTepcTBa 3apaBooxpaHeHnss Poccuiickon ®enepaunm ot 15 aoekabps 2014 r. N 834H "O6
YTBEPXKAEHUN  YHUPUUNPOBAHHBLIX (OPM  MELMUUHCKOW OOKYMEHTauuW, WCMOMNb3yEMbIX B  MEAWLIMHCKMX
opraHu3aumsax, okasbliBaLWNX MEQNLIMHCKYHO MOMOLLb B ambynaTopHbIX YCIOBUSX, U MOPSAKOB MO MX 3amnoriHEHM"
(nanee - MNpwukas N 834H) (3apeructpmpoBaH MuHucTepcTBom tocTuumm Poccuiickon ®enepaunm 20 dpespans 2015
r., permctpaunoHHbin N 36160) ¢ M3MEHEeHUSMKW, BHECEHHbIMM MpuKazamu MUHUCTEPCTBA 34PaBOOXPAHEHMS
Poccunckon depepaumm ot 9 ganeapsa 2018 r. N 2 (3apeructpmpoBaH MuHMCTEPCTBOM HOCTMLMK Poccuickon
®epepauun 4 anpens 2018 r., peructpaumnoHHein N 50614), ot 2 Hosbpsa 2020 . N 1186H (3apeructpupoBaH
MuHucTepcTsom toctuuum Poccunckon ®egepauun 27 Hosbpa 2020 r., permctpaumonHbin N 61121).

YkasaHue u agpeca MecCTa XutenbCtBa U HOMepa MEANLNHCKOMN KapTbl nNauueHTa, nony4yatouiero
MEeONLNHCKYH NMOMOLLb B aM6ynaTopr|x yCnoBuAx, He ABNAETCA OLUNOKON.

B peuentypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpade "Homep MeOMUMHCKOW KapTbl MNauMeHTa,
nonyyawoLwero MegMUUHCKYI0 MOMOLLb B amMOynaTopHbIX YCMOBUSAX" yKasblBAE€TCA HOMEpP MEeOWLMHCKOW KapThbl
nauveHTa, nornyyaroLwero MeanUMHCKYH0 NOMOLLb B aMOynaTOpHbIX YCROBUAX <3>.

<3> NMpwukas N 834H.

10. B rpade "damunua, nHuumanbel MMEHM WM OTYecTBa (nocregHee - NpU HanuuMM) redvaiwiero Bpava
(cbenbalwepa, akywepkn)" peuentypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBatoTcs
MOMHOCTbIO (baMunus, WHWUMAanNbl MMEHW, OoT4YecTBa (NocrnegHee - MpPU HanmuuuMn) MeguuUMHCKOro paboTHUMKa,
HasHa4YMBLLEro nekapcTBeHHble npenapaTtbl 1 0POPMUBLLETO peLenT.

11. B rpade "Rp" peuenTypHbix 6naHkoB popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTcsi:

1) HammeHOBaHMe IneKapCTBEHHOro npenapaTta (MexgyHapodHOe HenaTeHTOBaHHOE HauMeHOBaHue,
rpynnUMPOBOYHOE UMM XUMWYECKOEe HauMeHOBaHMe, TOProBOE€ HaMMEHOBaHWE) Ha MNaTUHCKOM A3blke WM Ha
pycckom f3blke, hopma BbiMycka, OO3MPOBKAa, KONMMYECTBO (yKasblBaeTcs MPOMNMCbI0 Ha peuenTypHoM BnaHke
dopmbl N 107/y-HIT);

2) cnocob NpuMeHeHUs NeKapCTBEHHOMO MpenapaTta Ha rocyaapcTBeHHOM si3blke Poccunckon Pepepauun
UIM Ha rocyaapcTBeHHOM s3blke Poccuiickonn ®egepaumm 1 rocygapCTBEHHOM SI3blKe pecnyBrnnK 1 UHbIX Si3blkax
HapogoB Poccuiickon ®egepaunm <4>,

<4> Yactb 1 ctatbk 15 3akoHa Poccuiickon Pegepaumm ot 25 oktabpst 1991 . N 1807-1 "O g3bikax HapodoB
Poccuiickon ®epepauun” (ganee - 3akoH N 1807-1). (Begomoctn cbe3ga HapogHbix genytatoB PCOCP wu
BepxoBHoro Coseta PCPCP, 1991, N 50, c1. 1740; CobpaHune 3akoHogaTtenocTtBa Poccuiickon ®enepauun, 1998,



N 31, cT. 3804).

MNpumevanwue.
Hymepaunsi nyHKTOB JaHa B COOTBETCTBMM C OpmLManbHbIM TEKCTOM AOKYMEHTA.

13. lMpn odopmneHun peLenTypHbIX OnaHKOB 3anpeLlaeTca OorpaHMyYnMBaTbCA OOLUMM  yKa3aHUSIMMU,
Hanpumep, "BHyTpeHHee", "N3BecTHO".

14. Peuent, odopMneHHbIn Ha peuentypHoM GnaHke cdopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n),
noanucbIBaeTCsl MEAUUMHCKMM PabOTHUKOM M 3aBEPSIETCS Ero Nevarblo.

PeuenT, odopmneHHbIn Ha peuentypHoM OnaHke dopmbl N 148-1/y-88 u dopmel N 148-1/y-04(n),
[ONOSTHUTENBHO 3aBEPSIETCS NeYaTbio MEANLMHCKOM opraHm3aunn "[ns peuentos”.

[nsa peuenTta, odopMreHHOro Ha peuentypHom 6naHke dopmbl N 107-1/y, Hanuune nedatun "Ons peuenTtoB”
He saBnseTca oba3arenbHbIM.

15. Ha ogHom peuentypHom 6naHke d¢opmbl N 148-1/y-88 n copmbl N 148-1/y-04(n) pasperuaetcs
OCYLLECTBMNATb HAa3Ha4YeHne TONbKO OQHOr0 HauMeHOBaHWs eKapCTBEHHOIO npenapara.

Ha ogHom peuenTtypHom 6naHke dopmbl N 107-1/y paspeluaeTcs OCyLEeCTBNASATb HA3HA4YeHMEe TONIbKO O4HOM0
HaMMEHOBaHUA NeKapCTBEHHOTrO npenapara, oTHocswerocst no ATX k aHTuncuxotndeckum cpeacteam (kog NO5SA),
aHkcnonutukam (kog NO5B), cHoTBOpHBIM U cegaTmBHbIM cpeacTBam (kog NO5SC), aHtuagenpeccaHTam (kog NOGA)
W He noanexalliero NpegMeTHO-KONMYECTBEHHOMY YYETY, U OO TPEX HaVMEHOBaHWUM NeKapCTBEHHbIX NpenapaTos -
ONSA VHbIX NeKkapCTBEHHbIX NpenapaToB, HE OTHECEHHbIX K Bbilleyka3aHHbIM ATX.

16. NcnpaBneHus B peLienTe He A0MyCcKalTCs.

17. lMpu odopmneHmn peuenTypHbix 6naHkoB ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
neKapCTBEHHbIE Mpenaparbl, Ha3Ha4YeHHbIE NO peLleHnto BpadyebHon komucenm, Ha obopoTe peuenTypHoro braHka
CTaBUTCA crneumanbHasa oTMeTKa (Ltamn).

18. Ha peuentypHom 6naHke copmbl N 148-1/y-04(n) BHU3Yy MMeeTCs NUHMA OTpbIBa, pasgensiollas
peLenTypHbIA BriaHK U KOPELLOK.

Kopellok oT peuenta, oOpMIEHHOIO Ha yka3aHHOM peuenTypHoM 6naHke, BblAaeTcs nauueHTy (ero
3aKOHHOMY NpPEACTaBUTENIO) B anTeYHOW OpraHv3auuW, Ha Kopellke [enaetcs OTMEeTKa O HavMeHOBaHUM
nNekapcTBEHHOro npenapara, A03MPOBKe, KONMYECTBE, CNOCO6e NpUMeHEHUS.

Il. OcbopmneHue peuenta B popme 3INIEKTPOHHOro AOKYMEHTa

19. Peuent B (opme SneKTPOHHOro [OKYMEHTa, MOAMUCAHHOMO YCWUMEHHOW KBanuuumMpoBaHHOM
SMEKTPOHHOW MOAMNUChI0, (OPMMPYETCA MEOULUMHCKUM pabOTHUKOM, CBEOEHMS O KOTOPOM BHECEHbl B
degepanbHbIi PeErMcTp MeauuMHCKMX paboTHMKOB <5>, a Takke MpuU YCroBUWM perucTpaumm MeLuLUHCKON
opraHmsaumm, B KOTOPOM ohopMaeTCs peuenT, B heaepanbHOM peecTpe MeguUMHCKMX opraHmM3aumin <6> eguHon
rocyaapCTBeHHON MHAOPMAaLMOHHON CUCTEMbI B Chepe 34paBOOXPaHEHUS M NOAKMNIOYEHUS Takon MeAMLUHCKOM
opraHusaumun K rocygapCTBeHHOW MHOPMaLUMOHHON cucteMe B cdepe 3apaBooxpaHeHus cybbekta Poccumnckon
depnepauun <7>.

<5> Yactb 4 crtatbu 91.1 depepanbvHoro 3akoHa N 323-d3 (CobpaHue 3akoHogatenbcTBa Poccuinckon
depepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crtatbu 91.1 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epnepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Ctatbk 91 n 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenbcTBa Poccuickom
depepauun, 2011, N 48, cT. 6724).

20. lMpu odopmneHun peuenta B OPME INEKTPOHHONO OOKYMEHTa Ha NekapCTBEHHble npenaparbl,



yKkasaHHble B nyHkTax 9 u 11 lNopsgka HasHayeHus NeKapCTBEHHbIX MpenapaToB, YTBEMKAEHHOMo HacToSALWMM
NpuKasoM, U OTNycKaeMble 3a NOMHY CTOMMOCTb, 3anOfHAIOTCS Creayrolme PeKBU3UTDI:

1) kog cybbekta Poccuiickon degepaumm no OKATO, onpenensiiowmini rocygapCcTBEHHY0 MHAOPMALIMOHHYHO
cuctemy B cdepe 3apaBooxpaHeHusi cybbekta Poccuiickon depepaumu, B KOTOPOW CHOPMUPOBAH peLEenT B
dopmMe 3MeKTPOHHOIO AOKYMEHTA;

2) HauMmeHoBaHVWe MeOWLMHCKOW opraHv3auuv, agpec, TenedoH MNU amMunus, UHUMUMansl UMEHU W
oTyecTBa (MocrniegHee - MpU  HanNWuMK) WHAOMBUAYANbHOTO NpearnpuHMMaTens, WMEeOLWero IUUEH3N Ha
MEOULIMHCKYI0 OeATeNbHOCTb, Ero aapec;

3) OIPH topuanyeckoro nuua (MeguumHckonm opranmsaumm) wnm  OFPHUIM  nHamBuayanbHoro
npegnpuHuMarens;

4) nata ocopmMneHus peLenTa (ykasblBaeTcs YACNO, Mecsl, roa);

5) pata okoHuaHusi gencTBus peuenta (POpMMPYETCS rocyaapCTBEHHONM WMHMOPMAaLMOHHOM CUCTEMOWN B
chepe 3gpaBooxpaHeHus cybbekTa Poccuiickon degepaumm B COOTBETCTBUM CO CpoKamMm AeNCTBUS pelenToB: 15
oHen, 30 gHen, 60 gHen, 90 gHewn, go 1 roga);

6) yHuMKanbHbI HOMep peuenTta (opMupyeTcsl rocyaapcTBEHHON MHAOPMALMOHHOW CUCTEMOWN B cdepe
3a0paBooxpaHeHus cyobekta Poccuiickon depepaumm n obecnedmBaeT O4HO3HAYHYIO MaeHTUdmKaumo peuenTa B
dopMe aneKTPOHHOro AokyMmeHTa B coveTanHnm ¢ OKATO, OI'PH unn OFPHUIMN);

7) oTmeTkmM "cito" (cpodHo) unu "statim" (HemeaneHHo) NpyM HEOBXOAMMOCTU CPOYHOIO MM HEMEOJIEHHOTO
OTMnycKa NeKapCTBEHHOrO npenapara naumneHTy;

8) agpec nauveHTa (ykasblBaeTcs MOYTOBbLI aApec MecTa XWTenbCcTBa (MecTa NpebblBaHUs MNU MecTa
(haKTUYECKOro MPOXMBaHWSA) C YKasaHMEM MHOeKca, HauMeHOBaHWs kpasi, obnactu, pecnybnuku, aBTOHOMHOIO
okpyra U nHoro cybbekta Poccuiickoii denepauny, HaMMEHOBaHWS HacENEHHOro NMyHKTa, HauMeHOBaHUS YruLbI
(npocnekTa, nepeyrika, Nnpoesaa), Homepa goMa (C ykazaHWeM Kopryca, Npu Hanm4umn), HoMepa KBapTupbil);

9) HOMep aneKTPOHHOW MEeAWMUMHCKOW KapTbl naumeHTa B rocygapCTBEHHON WMH(OPMALMOHHON cucTeme B
chepe 3gpaBooxpaHeHns cybobekta Poccuinckon denepaumuy;

10) hamunus, uMs, oTYECTBO (NocrnedHee - NPU HanU4MKn) NauneHTa NoMHOCTbIY;

11) parta poxgeHus naumeHTta (ykasblBaeTCsl YMCno, Mecsu, rod), and geren o 1 roga AoNOMHUTENBHO
yKa3sblBaeTCS KONMMYECTBO MOSHbIX MECALEB;

12) cdamunusa, uHMUManbl UMEeHW W oT4ecTBa (MocrnegHee - NPU HaMMuUKM) MEOMLMHCKOro paboTHMKa
MOMHOCTbIO;

13) HaumeHoOBaHMEe neKapCTBEHHOro npenapaTta (MexagyHapodHoe HenaTeHTOBaHHOEe HauMeHOoBaHue,
rpynnUMPOBOYHOE UMM XMMWUYECKOEe HauMMeHOBaHue, TOpProBoe HauvMeHOBaHWe), O03MpoBKa, hopMa BbIMycka,
KOnmM4ecTBO (BCE NO3MLUN YKa3bIBAKOTCA Ha PYCCKOM SA3bIKE);

14) cnoco® npuMeHeHus1 eKapCTBEHHOTO Npenapara Ha rocyaapcTBeHHOM A3blke Poccuiickon ®enepaunmn
UIM Ha rocyaapcTBeHHOM s3blke Poccuiickonn ®egepaumm 1 rocygapCTBEHHOM SI3blKe pecnyBrnnK 1 UHbIX Si3blkax
HapogoB Poccuiickon ®egepaunm <8>;

<8> Yactb 1 ctatbun 15 3akoHa N 1807-1 (BegomocTn cbe3na HapogHbix genytatos PCOCP n BepxoBHoro
CoBeta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTtenbctBa Poccunckon ®eapepaumm, 1998, N 31, cT.
3804).

15) OOKYMEHT, noaTBEPXAAKLWMN Ha3HA4YeHWe NeKapCTBEHHOro npenapara Mo peleHnio BpavebHon
KOMUCCUM MEAUNLIMHCKOW OpraHn3aumy;

16) OTMETKa O Ha3Ha4YeHUn NeKapCTBEHHOro npenapara no peleHuto Bpaqe6H0|7| KOMUCCUN MEeONLIMHCKOMN
opraHmsauunm B Cly4dadx, YKa3aHHbIX B absaue BTOPOM NYHKTa 6 I'Iopﬂ,u,Ka Ha3Ha4eHnA JeKapCTBEHHbIX



npenapaToB, YTBEPXAEHHOIO HACTOSALLUMM NPUKa30M;

17) oTMeTKa O creumanbHOM Ha3Ha4YeHWUW NeKapCTBEHHOTO Npenapata (3anosfHAeTCs B cryyasix, yka3aHHbIX
B NyHKTax 15 n 24 Mopsaka HazHa4YeHWs NeKapCTBEHHbIX NpenapaToB, YTBEPXKAEHHOMO HACTOSALWMUM NMPUKa3oMm);

18) oTmeTka O cheuwanbHOM HasHaYeHWM feKapCcTBEHHOro mnpenapata naumeHTy ¢ 3aboneBaHuem,
TpebylLWwmumM AnNUTENBHOTO KypCOBOro fnedYeHus (3anonHaeTcs B cnyyae, yka3aHHoM B nyHkTe 23 [lopsgka
HasHa4yeHUs1 NeKapCTBEHHbIX MpenapaToB, YTBEPXKOEHHOIO HaCTosAWMM  MpPUKasoM) C  MpocTaBneHuem
NnepuoanYHOCTM OTMYCKa NekapcTBEHHOIo nNpenapara;

19) npu odopmneHnn peuenta B (OpMe SMEKTPOHHOrO OOKYMEHTa Ha JleKapCTBEHHble npenaparhbl,
yKasaHHble B nognyHktax 2 - 5 nyHkta 9 m nyHkte 11 lopsigka HasHa4YeHWs IeKapCTBEHHbLIX Mpenapartos,
YTBEPXKOEHHOIO HACTOALLMM NPUKA30oM, rpaxkgaHam, MMELLMM NpaBo Ha GecnnaTHOe NofnyveHne NeKapCTBEHHbIX
npenaparoB nnn nony4yeHune J1eKapCTBEHHbIX npenaparos CcO CKI/I,EI.KOVI, 3anosiHArTCA PEeKBU3NTHI,
npeaycMOTpeHHble NoanyHkTamu 1 - 18 HacTosILLEro NyHKTa, a Takke cneayrLlimne pekBusnTbI:

a) KaTeropusi rpaxaaH, UMeLLMX NpaBo Ha MofyvyeHWe feKapCTBEHHbLIX NMpenapaToB B COOTBETCTBMU CO
ctatben 6.1 ®egepanbHoro 3akoHa oT 17 uons 1999 r. N 178-93 "O rocygapcTBeHHON coumanbHoM nomomn™ <9>;

<9> CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®Pegepauun, 1999, N 29, c1. 3699; 2020, N 52, cT. 8577.
6) kog Ho3onorudeckon dopmbl no MKB;

B) MCTOYHMK dhnHaHCcUpoBaHua (1 - dheaepanbHbi GroaxerT, 2 - GrogxkeT cydbekta Poccuiickon degepaumm, 3
- MyHMUMNanbHbIA BIOLKET);

r) paamep onnatsl (1 - 6ecnnatHo, 2 - 50%, 3 - nHon %);

) CTpaxoBOW HOMEp MHAMBUAYaNbHOIO NULIEBOrO CyeTa rpaxaaHuHa B [leHcuoHHoM coHae Poccuiickon
®egepauun (npy Hannuun) (CHAIC);

e) HOMEP nonuca 0bs13aTenbHOro MeauLMHCKOro CTpaxoBaHuA.

21. MNpwn npocTaBneHnM OTMETKM, yKalaHHOM B nognyHkTe 16 nyHkta 20 Hactosiwero lMopsagka, peuent B
dopme 3NEeKTPOHHOro AOKYMEHTa MOAMUCLIBAETCS YCUNEHHOW KBanvuMUMpPOBaHHOM SMEKTPOHHOW MNO4NUCKIO
npeacenarens unuM cekpetapsi BpayebHOM KOMUCCUU MEAULMHCKOW OpraHu3auun, npu npocTaBneHMn OTMETOK,
yKasaHHbIX B nognyHktax 17 u 18 nyHkta 20 HacToswero [Mopsgka, - YCUMAEHHbIMUM KBanMduuMpoBaHHbIMU
3MNEKTPOHHbIMY NOAMUCAMU COOTBETCTBYHOLLUMX MEANLNHCKMX PAaBOTHUKOB.

22. Mo TpeboBaHMO NaumMeHTa WM ero 3akOHHOro npeacTaBuTens oopMIISETCA IK3EeMMnsp peuenta B
dopMe 3reKTPOHHOro JOKYMeHTa Ha BymaKHOM HocuTene ¢ oTMeTKon "[lybnukaTt afekTpoOHHOro AOKyMeHTa".

lll. YyeT penenTypHbIX 6MaHKOB (3a UCKITHOYEHUEM peLenTypPHbIX
6naHkoB no ¢ropme N 107/y-HIM "CneunanbHbIN peuenTypHbIi 6naHk")

23. Yyet peuenTypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), nsrotaBnMBaemMbix
Tunorpadpckum cnocobom (ganee - peuentypHble GnaHkW, nognexaiwime yyeTy), OCYyLLEeCTBNSAETCA B KypHanax
y4yeTta, NPpOHyMepOBaHHbIX, MPOLLIHYPOBAHHBLIX U CKPENEHHbIX NOANMUCHI0 PYKOBOAUTENS U NevaTbio MeaULMHCKOM
opraHusaumMu unu MNOANUCBHID WMHAOUBUAYarNbHOrO MpeanpuHUMaTens, MMeLWero nUUEeH3NI0 Ha MeOULUMHCKYH0
0eATenbHOCTb.

24. XypHan yyeTa peuenTypHbix 6rnaHkoB coopmbl N 107-1/y cogepxuT criegyrowme rpadbi:

1) HoOmMep no NopsaaKy;

2) B pasgene "lMpuxoa™:

a) AaTta perucTpauumn JoKyMeHTa, NOATBEPKAAOLLErO NOCTYNeHnE;

6) HoMep ¥ gaTa JOKyMeHTa, NoATBepXKAatoLLero nocTyneHne, HaMMeHoBaHNe NOCTaBLLMKa;



B) o6LLee KONMYEeCTBO MNOCTYNMBLUNX peLenTypHbIX BNaHKoB;

r) (*)aMVIJ'II/IFI, nHUUnanbol MMeHM n oT4ecTBa (nocnep,Hee - npu HaJ'IVI‘-IVIVI) n noannmcb OTBETCTBEHHOIO
MeanLUNHCKOro pa60Tan<a, nonyymseLlero peuenTtypHblie OnaHKM OT NOCTaBLUUKA;

3) B pasgene "Pacxon":
a) JaTta BblAauun peuenTypHbIX GaHKoB;
6) KONMYEeCTBO BblAaHHbLIX peLenTypHbIX baHKoB;

B) d)aMI/IJ'II/Iﬂ, MHUUnanbl MMeHn n oT4ecTBa (nocne,u,Hee - npun HaJ'II/I‘-II/II/I) OTBETCTBEHHOIoO MeaunLUnHCKOro
pa60THl/|Ka, nony4mseLiero peuenTtypHblie OnaHku;

r) NOANMUCb OTBETCTBEHHOTO MeAMLMHCKOTO paboTHMKA, NOMyYMBLLErO peuUenTypHble BraHKkuy;

4) (*)aMI/IJ'II/lﬂ, MHUUnanbl UMEeHMN W1 OT4vecTBa (nocnep,Hee - npu HaJ'II/I‘-II/II/I) N noanncb OTBETCTBEHHOIo
MeaNLUNHCKOro pa6OTHI/IKa, BblAaBLUEro peuenTtypHblie GnaHku;

5) octaTtok peLenTypHbIX GraHKoB.

25. XypHan y4erta peuenTypHbix 6naHkoB dopm N 148-1/y-88 u N 148-1/y-04(n) cogepxut cnegytowme
rpadbl:

1) Homep no nopaaky;

2) B pasgene "lMpuxoa":

a) gata perucrpaummn AOKyMeHTa, NoaTBEPKAatoLero NocTyneHne;

6) HoMep 1 gaTa AOKyMeHTa, NOATBEPXKAALWEro NOCTynfeHne, HauMeHoBaHMe NOCTaBLUUKE;
B) o6LLee KONMYeCcTBO MOCTYMMBLUNX peLenTypHbIX BNaHKoB;

r) cepum n Homepa peLenTypPHbIX BNaHKOB;

A) KOnM4ecTBO peLenTypHbIX BriaHKoB Mo cepusiM;

e) (*)aMVIﬂVIFI, MHUgnanbl UMEeHU W1 oT4yecTBa (nocnep,Hee - npu HaJ'Il/I‘-Il/II/I) N noanncb OTBETCTBEHHOIO
MeaNUNHCKOro pa60Tan<a, nony4ymseLlero peuenTtypHblie OnaHKM OT NOCTaBLUUKA;

3) B pasgene "Pacxon":

a) JaTta Bblgauun peuenTypHbIX GaHKoB;

6) cepuun 1 HomMepa BblAaHHbIX peuenTypHbIX BnaHKoB;
B) KOMNMYECTBO BblAaHHbIX peLenTypHbIX GNaHKoB;

r) hamunusi, MHULMansl UMEHU WU OTYecTBa (MocredHee - NPy HanuyumM) OTBETCTBEHHOTO MEOULIMHCKOrO
paboTHMKa, NOMNy4YMBLLErO peuenTypHble BnaHku;

D,) noanncb OTBETCTBEHHOIO MeaAMLIMHCKOIo pa60THM|<a, nony4ymeLlero peuentypHblie onaHku;

4) cbamunusa, vHUUMaNbl UMeHW W oTyecTBa (MocregHee - MpW HanMuMM) M NoAMUCh OTBETCTBEHHOTO
MeOMLMHCKOro paboTHMKA, BblOaBLLEro peLenTypHble BraHKu;

5) ocTatok peuenTypHbix BnaHKoB.

26. VYyeT peuenTtoB, O0OCOPMIIEHHbIX B (POPME 3MEKTPOHHOTO [JOKYMEHTa, OCYLLEeCTBMsSeTCA B
rocygapcTBeHHOM MHGOPMAaLMOHHOM cucTeMe B cdepe 3apaBooxpaHeHusi cyobekta Poccuiickon depepaumm
nocpeacTBOM BEAEHUS eQNHOro peecTpa peuenToB, 0POPMITEHHBLIX B POPME SMEKTPOHHbBIX AOKYMEHTOB.

IV. XpaHeHu1e peuenTypHbIX 6MMaHKOB (3a UCKNIOYEHUEM peLenTYPHbIX



6naHkoB no popme N 107/y-HIN "CneunanbHbIn peuenTypHbIA 6GnaHk")

27. MeguumHckne opraHmzauumm nony4arT Heobxoanmble peuenTypHble GnaHku, Od’)OpMﬂeHHble
TVIﬂOFpa(bCKMM cnocobowm, yepes3 TepputTopuaribHble opraHbl ynpasneHnua 34paBOOXpPaHEHNEM U opraHmn3auuu,
YNOJTHOMOYEHHbIE Ha 3TO OpraHamMmu WCNOMHNTENBHOM BNacTn CY6'beKTOB Poccuiickon CDeD,epaLl,I/II/I.

28. PeuenTypHble 0naHkM, nognexawme y4veTy, XpaHSTCs OTBETCTBEHHbIM INULOM, Ha3Ha4YeHHbIM
pyKoBoguTenem MeguLMHCKON opraHM3auum, B 3anmpaemMoM MeTannmMyeckom wkady (cende) nnm Mmetannmyeckom
AILLMKE.

29. MnoueuayanbHbI NpeanpuHumaTernb, UMEeLWM NIMUEH3NI0 HA MeOULMHCKYIO OeSTeNbHOCTb, XpaHUT
peuenTypHble BnaHku, noanexaluve y4ety, B 3anMpaeMoM MeTannMyeckoM LKady (ceiide) unm metanmyeckom
ALLMKE.

30. lMpoBepka COCTOAHMA XpaHeHus, y4yeTa, PaKTUYEeCKOro HanmuMyuusa U pacxoga peuenTypHbix GrnaHkos,
noanexatumx y4eTy, OguH pa3s B KBapTan OCYyLLECTBMSETCA KOMUCCUEN, CO3OaHHON B MEOULMHCKOW OpraHu3aumm.

31. Peu,enTyprle OnaHku, O(*)OpMﬂFleMble Ha 6yMa)KHOM HOCUTENne un noanexawmue y4dety, BbloakTCA
MeaANLNHCKUM pa6OTHVIKaM, nMerLmnm npaBso OCbOpMJ'IeHVIﬂ peuenToB, NO pacnopAXeHuo rMaBHOro Bpada 1 ero
3amMecTuTend.

Mony4yeHHble peuenTypHble GnaHkM Ha OyMadkHbIX HOCUTENAX XPaHATCA MeaULUMHCKMMKW paboTHMKamMu B
nomeLleHnsx, obecrneunBaroLLMX X COXPaHHOCTb.

32. [lporpamMHO-TEXHMYECKME CpeacTBa rOCYAapCTBEHHbIX WHMOPMALMOHHBLIX CUCTEM B  cdepe
30paBOOXpPaHeHUs1, MeAULMHCKUX MHAPOPMALIMOHHBIX CUCTEM MEOULIMHCKUX OpraHn3auun obecnevynBatoT xpaHeHne
3MNEKTPOHHbIX peLenToB, 0POPMNEHHbIX B (DOPME 3NMEKTPOHHbLIX JOKYMEHTOB B TEYEHME CPOKOB, YCTAHOBMEHHbIX
AN XpaHeHus peuentoB, OOPMIIEHHBIX HAa COOTBETCTBYIOLUX (POPMax peuenTypHbiX OnaHkoB Ha OGymaxkHOM
HocuTtene <10>.

<10> TMlognyHkT 5.2.169 TllonoxeHusa o MuHuctepctee (CobpaHue 3akoHogartenbcTBa Poccuickon
denepauun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Mpunoxexne N 4

K npukady MyHucTepcTBa 3gpaBoOXpaHeHus
Poccuinckon degepauum

oT 24 Hos10ps 2021 . N 1094H

®OPMA CIMEUMANBHOIO PELIEMTYPHOIO BNTAHKA N 107/Y-HI

MwWHUCTEPCTBO 3apaBoOXpaHeHnsa Poccmimnckon Kog dpopmbl no OKY[]
denepaumu MeguunHckas JoKyMeHTaums
®opma N 107/y-HIM,
yTBEPXXAEHHASA NPMKA30OM
5 MuHucTepcTBa 3apaBoOXpaHeEHs
wrTamn MeauumHCKon opraHmsauum Poccumnckon q)ep'epau'v”/l
oT 24.11.2021 N 1094H

PELIEMT

Cepus N




n n 20_ r.
(maTa BbINUCKM peuenTa)

(B3pOCHbIN, AETCKUN - HY)KHOE NOAYEPKHYTh)

damnnus, UMsi, 0T4ECTBO (NocrnegHee - Npu Hanu4um)
naumeHTa

Bospact

Cepvm M HOMEP nonnca 00s3aTenbHOr0 MeanLMHCKOro CTpaxoBaHuA

Homep meanumHcKon KapThl

damunus, ums, oT4ecTBO (NocnegHee - NpU Hanuynm)
nevaltiero Bpadva (denbglepa, akyLepkum)

R ettt e e e e e e e e e e e aaeaaaaaaaaaaeeeeeerre e ——————————————

Mognuck 1 NyHas nevaTb Bpada
(nognuck henbaliepa, akyLepku)

M.TT.

damunus, ums, oT4ecTBO (MocrnenHee - NPu HanMynMmn) U NOANUCb YNorTHOMOYEHHOIO NnLa
MEAMLNHCKOW opraHn3aLum

M.TT.

OTtmeTKa anTte4Homn opraHnsauumn 006 oTnycke

damunus, nms, oT4ECTBO (nocnep,Hee - npun HaJ'II/I‘-II/II/I) 1 noanncb pa60TH|/||<a anTevHom opraHnauunmn

M.TT.

Cpok gerncteus peuenta 15 gHen

MpunoxexHne N 5

K npukasy MuHucTepcTBa 3gpaBoOXpaHeHus
Poccunckon ®epepauum

OT 24 Hos16pa 2021 r. N 1094H

NOPAAOK
N3roToBlneEHUA, PACNPEOENEHUA, PETUCTPALUN, YHETA U XPAHEHUSA
PELENTOB, COOEPXALUNX HABHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOIHbIX BELLECTB

I. MopAaoK n3rotoBneHusA, pacnpeaeneHns cneymanbHbIX
peuenTypHbIx 6naHkoB no hopme N 107/y-HI



1. OpraHusaumio W3roTOBMEHWS W pacnpegeneHns peuenTypHbix 6GnaHkoB no dopme N 107/y-HIM
"CneumnanbHblii peLenTypHbI 6naHk" (aanee - cneumanbHbI peLenTypHbIi 6naHk) ocywectenaer MUHNCTEPCTBO
3gpaBooxpaHeHus Poccuiickon Pegepaumm (aanee - MMHUCTEPCTBO).

2. CneuuanbHble peLenTypHble 6raHku SBNSTCA 3aLUULLIEHHON nonurpadryeckon Nnpoaykumen yposHs "B,
nsrotasnvueaemow Ha ymare po3osoro Leeta pasmepoMm 10 cm X 15 cM, JOMKHbI UMETL CEPUI0 U HOMEP, a Takke
COOTBETCTBOBaTL TpeboBaHMAM, yKka3aHHbIM B npukase MuHuctepcTtBa pmHaHcoB Poccuickon ®egepauun ot 29
ceHTabpsa 2020 r. N 217H "O6 yTBepxgeHun TexHnyecknx TpeboBaHMM 1 YCROBUA U3FOTOBMEHUS 3aLLMLLEHHOW OT
nogaenok nonurpadudeckon npoaykummn" (3aperncrpmposaH MuHuctepctBoM tocTuumm Poccuiickon ®epepaumm
16 Hos6ps 2020 r., pernctpaumnoHHbin N 60930).

3. B uensx opraHMsauum MW3roTOBMIEHUS W pacnpefeneHns cneumanbHblX peuenTypHbIX OraHKoB
MeaMUMHCKME OpraHu3aumu, MMEeLMe NpaBo OCYLLECTBNATb BblAady PeLenToB Ha HAapKOTUYECKME CPEACTBa MIu
ncuxoTpornHble BewecTBa cnucka |l lMepeyHs n 3apeructpupoBaHHble B Poccuiickon degepaumm B KavecTBe
feKkapCTBEHHbIX MNpenapatoB ANS MEAMUMHCKOro MNpUMEHEeHWs (ganee COOTBETCTBEHHO - MeauuMHCKas
opraHusaumsi, HapKoOTUYECKUA (NMCUXOTPOMHbLIV) NIEKapCTBEHHbIM Npenapar), COCTaBNAT 3asBKU Ha peuenTypHble
OnaHku.

4. B cpok 0o 1 oKTA6psa Tekyllero roga 3asBkv MeOULUMHCKMX OpraHu3auuii Ha cneuunarnbHble peuenTypHble
GnaHkK NpeacTaBnAlTCS:

1) MEOULUMHCKUMK OpraHu3auusiMun, HaxoOswyMuUcs B BedeHUn dpedeparbHbiX OpraHoB MCMONMHUTENLHOWN
BIacTy, - B COOTBETCTBYIOLIME hedeparbHble opraHbl UCMONHUTENbHONM BNacTy;

2) MeauMUMHCKUMW OpraHmsauusMy, Haxogsdwumucs B BegeHun cybwbektoB Poccuiickon ®egepauun,
MEOMUMHCKUMW  OpraHu3aumMsamMm  MyHUUMNAnbHOM UM YAacTHOW CUCTEM 30pPaBOOXPAHEHWst - B OpraHbl
MCMNONHUTENBHON BriacTn cyobekToB Poccuiickon degepaummn B cpepe oxpaHbl 300pOBbS MPaXaaH, Ha TeppuTopum
KOTOPbIX OHW PacronoXeHbl (danee - opraHbl MCNOMHMTENBHON BracTu cyobekToB Poccuiickon degepaumn).

5. B 3asBke MeAMLMHCKOW OpraHu3aummn Ha creumnarnbHble peuenTypHble OnaHku ykasbiBaloTCs criegyroLlme
cBeaeHus:

1) cBegeHUst O MedMUMHCKOW opraHusauuu, nopaBllel 3asiBKy Ha crneuuanbHble peuenTypHble GraHku
(nonHoe HaMmeHoBaHWe, agpec MecTa HaxoXOeHNs);

2) KONUYeCTBO creuuarnbHbIX peuenTypHbIX BnaHKoB, n3pacxogoBaHHbIX MEAMLUHCKON opraHusaumen Ha 1
AAHBaps NPeALIeCcTBYOLLEro roaa;

3) Komm4yecTBO cneumanbHbIX peLenTypHbIX OnaHkoB, HeOoOXOoOAMMbIX MEOWMLMHCKOW OpraHm3auun Ha
cnenyoLwmin rog.

3asBka MeaMLMHCKOWM opraHM3aumm Ha cneumanbHble peuenTypHble briaHku NognuckbiBaeTcs pykoBoguTenem
MEOMUMHCKON OpraHu3auuu, KOTOpPbIA HECET MNepcoHarbHyld OTBETCTBEHHOCTb 3a OOOCHOBaHHOCTbL U
[OCTOBEPHOCTb YKa3aHHbIX CBEAEHUNA.

6. depepanbHble oOpraHbl MWCMOMHUTENBHOM BRAcTW, B BeOEHUM KOTOPbIX HAaXOAAaATCs MeAMUMHCKME
opraHusaumm (ganee - degepanbHble OpraHbl MCMONHUTENBHOW BracTu), U OpraHbl UCMOMHUTENbHOW BracTu
cybbektoB Poccuiickon ®Penepaumm Ha OCHOBaHMM 3asiBOK MELMLMHCKMX OpraHuM3auuin Ha chneuuarnbHble
peuenTypHble GnaHk1 hOpMUPYHOT CBOAHbIE 3asiBKM Ha crieLmarnbHble peuenTypHble 6naHkm 1 B cpok Ao 1 aekabps
TeKyLero roga npeacraBnsaoT ux B MMHUCTEpPCTBO.

7. B cBOOHON 3asiBKe Ha cneumarnbHble peuenTypHble BnaHky yKasbiBaloTCs criegytolime CBeaeHNs:
1) cBegeHnst o oegepanbHOM OpraHe UCMOMHUTENBHOM BNacTu (OpraHe UCMNONHUTENBHON BNacTn cyObekTa
Poccuiickon ®degepaummn), NnpeactaBMBLLIEM CBOAHYK 3asiBKy Ha cneumanbHble peuenTypHble BnaHku (nomHoe

HanMeHoBaHWe, aapec MecTa HaxoxaeHus);

2) KONMMYeCTBO cneuMnarnbHbIX peuenTypHbiXx OnaHkoB, pacnpedeneHHbix dedepanbHblM — OpraHom
WCMOSMHUTENBHON BnacTu (OpraHomMm WCMONHUTENbHOW BRactu cybbekta Poccuiickon Pepepauun) Ha 1 sHBaps
npeaLwwecTBYOLLEro roga Mexay MeauLUMHCKMMU OpraHn3aumamu;

3) konuuyecTBO cheumanbHbiX  peuenTypHbiX  6GnaHkoB, Heobxogumblix  begepanbHOMYy — opraHy



WCMNONMHUTENBLHON BnacTu (opraHy NCNONHUTENBHOW BnacTn cybbekta Poccunckon degepaummn) Ha cnegyowmnin rog
Anda pacnpegeneHvs Mexay MeavLMHCKUMU opraHn3aumsamu;

4) cBegeHWss O MOOBEOOMCTBEHHOW  OpraHusauuu,  yrnorHOMOYEHHOW  bedeparnbHblM — OPraHoMm
WCMONHUTENbHOM BriacTu (OpraHoM MCMONTHUTENbHOM BRacTn cyobekta Poccuiickonn depepauumn) oCcyLeCTBRSTb
nonyyYeHve cneumanbHbIX peuenTypHbiXx GmaHkoB oT MwuHMCTEpCTBa, WX XpaHeHWe W Bbigady MeauUMHCKUM
opraHusauusam (MorHoe HauMMeHoBaHue, agpec mecta HaxoxgeHus, WHH/KMM, OKTMO opraHusaumm,
hakTu4eckui agpec nocTaBku).

8. Ha ocHoBaHUM MornyYeHHbIX CBOAHbLIX 3asiBOK Ha crneuuanbHble peuenTypHble 6naHku MuHUCTepcTBO
€XXerogHo B Cpok Ao 15 sHBaps crneaytollero roga OpMUpYeT U yTBepXXaaeT NiaH pacrnpeaeneHnst cneumanbHbiX
peuenTypHbIX GraHKoB, B KOTOPOM OTpakaeTcs rogoBasi notpebHocTs Poccuiickoit dedepaunm B cneumanbHbiX
peuenTypHbIX GrnaHkax (ganee - nnaH pacnpegenenvs MuHUcTepcTBea).

9. B nnaHe pacnpegenenna MyHMcTepcTBa yKasblBalOTCs crieayolime CBeaeHNS:
1) NOpsSAKOBBIN HOMEP 3anuciy;

2) HaumeHoBaHve (efepanbHOro OpraHa WCMOSHUTENbHOM Bnactu (opraHa WCMOMHUTENbHOW BRacTu
cybbekta Poccuinckon degepaumu), npeactaBmBLLETO CBOAHYIO 3asiBKY Ha cneumarnbHble peuenTypHble BnaHku;

3) HeobXoaMMoe KONMYEeCTBO crielmarbHbIX peuenTypHbIX OnaHKoB.

10. HanpaBneHue cneumanbHbIX peuenTypHbix 6naHkoB dpeaepanbHbIM opraHaM UCMOSMHUTENbHOW BIaCTH,
opraHam MCMonHWTeNbHOW BracTu cybwektoB Poccuiickon ®Pepepaummn ocyuwiectensetrca MuHWCTepcTBOM B
Konm4yecTBe, NPeayCMOTPEHHOM NnaHoM pacnpegeneHns MuHuctepcTea.

11. MuHWCTEpPCTBOM  [OMOSMHUTENBHO K  KONMUYECTBY  cheuunarnbHbiX  peuenTypHbix  BraHkos,
NpeoycMOTpPeHHOMY nnaHoM pacnpegeneHmss MuHucTepctBa, OpMUpPYETCA pe3epBHbIA 3anac cneumanbHbIX
peLenTypHbIX BNaHKoB B konnyecTee, He npesbiwatowem 150 000 cneumanbHbiX peuenTypHbIX 6naHKoB.

12. B cnyvae yBenuyeHus MOTpeBGHOCTM B creumanbHbiX peuenTypHbiX brnaHkax degepanbHble OpraHbl
WCMNOMHUTENBLHON BnacTu (opraHbl MCNONHUTENBHOW Bnactu cybbektoB Poccuiickon depepaumm) HanpaensioT B
MWHUCTEPCTBO CBOAHbIE 3asBKM Ha [OOMONMHUTENbHOE KOMWMYECTBO crheumanbHbiX peuenTypHbiXx 6raHkoB (c
obocHOBaHMEM yBenuyeHus NOTPeBGHOCTU B cneumanbHbliX peuenTypHbiX GnaHkax), KoTopble MpPeaoCTaBnsoTCS
MUWHMCTEPCTBOM M3 pe3epBHOrO 3anaca creuunanbHbIX peLenTypHbiX 6GnaHKoB.

13. ®depepanbHbie oOpraHbl WUCMOMHUTENBHOM BRacTM (OpraHbl WCMNOSHUTENBHOM BracTM CyObekToB
Poccuiickon ®egepaunn) pacnpegenstor NonyyYeHHble cneunanbHble peuenTypHble BnaHku mexagy MeguuuHCKUMM
opraHmzaunamm Ha OCHOBaHMM NNaHOB pacnpeneneHus, C(*)OpMI/IpOBaHHbIX B COOTBETCTBUM C 3adBKaMu
MeOMLMHCKUX OpraHM3aLmin Ha cneunanbHble peuenTypHble 6naHku.

Il. Mopsapok perucTpauum, yyeta n xpaHeHus cneumanbHbIX
peuenTypHbIX 6naHkoB no bopme N 107/y-HI

14. MunHUCTEpCTBO, MHble denepanbHble OpraHbl MCNOMHUTENbHOW BRacTM W opraHbl WMCMNOSNHUTENBHOM
Bnactn cybwektoB Poccuiickon ®Pepepauum OpraHuMsyloT XpaHeHMe creumanbHbiX peuenTypHbiX OnaHkoB B
NOABELOMCTBEHHbIX OpraHuM3auusix, YMONMHOMOYEHHbIX OCYLLECTBMATL MOMyYeHue cneumanbHbIX peuenTypHbIX
fnaHkoB OoT MwuHMCTEpPCTBa, MX XpaHEHUEe W Bblgayy MEeOWLMHCKMM OpraHusauvsam (ganee - ynosIHOMOYEHHas
opraHusaums).

15. B ynormHOMOYEHHOW OpraHu3aumMn W MeAUMLUMHCKOM OpraHuM3aumu, MonyYvBLUEN cneumanbHble
peLenTypHble BnaHk1, OpraHN3yeTCca perucTpauusi, y4eT u xpaHeHue cnevumarnbHbIX peLenTypHbIX 6n1aHKoB.

Peructpaums, yvyeT 1 XpaHeHue pesepBHOro 3anaca crneuuarnbHbIX peuenTypHbix 6naHkoB MuHucTepcTsa
OCyLLEeCTBNAETCH peaepanbHbiM OCYAapCTBEHHbIM GHOMKETHLIM  YUPEXKOEHWEM, HaxXOOALWMMCA B BedeHUM
MwuHucTepcTBa (Oanee COOTBETCTBEHHO - Pe3epPBHbI 3amnac, NoABeAOMCTBEHHOE yUpexaeHue).

16. PaboTHUK, Ha3HaA4YeHHbIN NPUKaA30M PYKOBOAWUTENS YMOMHOMOYEHHOW OpraHusaumum (YnoriHOMOYEHHOW
opraHusaumu, nOABEOOMCTBEHHOIO YYpeXOEeHUs) OTBETCTBEHHbIM 3a perncrpaumio, XpaHeHne wu y4er
cneumanbHblX peuenTypHbiXx OnaHKkoB (Janee - OTBETCTBEHHbIN pPabOTHMK), Ha OCHOBaHWM [OBEPEHHOCTW,
odbOpMIMEHHOW B nopsigke, YCTaHOBMEHHOM 3akoHogatenbcTBoM Poccuiickon ®depepaumm  (C NOAMUCHIO



pyKOBOOMTENS  YMNOMHOMOYEHHOW  OpraHu3aumMu  (YNorHOMOYEHHOW  opraHu3auun,  nogaBeAOMCTBEHHOrO
yypexaeHus), rmaBHoOro OyxranTepa, 3aBepeHHbIX KPYrnow nedvatbio), nonyyaer cneuumarnbHble peuenTypHble
OnaHkM M ocyLlecTBnsieT BedeHVe XypHana perucrpaumm M yyeTa cneumarnbHbIX peuenTypHbiXx OnaHKoB, K
koTopomy npuobLiaer doTto- U (Unu) BuaeomaTepuansl, noaTBepxaakoLlme HakT oOPMIIEHUS peLenTypHbIX
©naHkoB Ha goMy (Npy Hanu4uu).

17. XKypHan peructpaumm u y4veta cneumanbHbiX peuenTypHbiX GnaHkoB AOMKEH ObiTb MPOHYMEpPOBaH,
MPOLIHYpOBaH, WMeTb Ha MOCMeAHen CTpaHuue 3anucb, COoAepXallyld KOMWYeCcTBO CTpaHuu, MNOrHoe
HavMeHOBaHWe YNONTHOMOYEHHOW opraHn3auumn (MegMuUMHCKON opraHn3aummn, NoaBeAOMCTBEHHOTO yupexaeHus), a
TaKKe CKpenmneH Noanncbio PyKOBOAUTENS U NeYaTblo YNONHOMOYEHHOW opraHn3aummn (MeguunHCKON opraHnsauum,
NOABEAOMCTBEHHOTO YUYPEXAEHNS).

XKypHan peructpauum n yyeta crneumanbHbiX peuenTypHbIXx GnaHkoB pe3epBHOro 3anaca MuHucTepcTBa
CKpennseTca Takke NOANUCHIO AMpeKkTopa (B Crnydvae ero OoTCYTCTBUS - 3aMmecTutens avpekTtopa) JenaptameHTa
perynupoBaHus obpalleHns neKapCTBEHHbIX CPEACTB W MeauUMHCKUX u3genui MuHucTepcTBa M nevatbio
MwuHucTepcTBa.

18. B XypHane perncrtpaumn n ydeta cneuumalrnbHbIX peuenTypHbIX GnaHkoB YKa3blBakOTCA crneagywuine
cBeEeHUA:

1) NnopsiaKkoBbIV HOMEP 3anucy;

2) npuxoA cneumanbHbIX peuenTypHbiX 6riaHKoB:

a) PekBM3nUTbI 1 AaTta perncTpaummn NnpuxogHoro AOKYMEHTa;

6) obLlee KoNMMYeCcTBO NOCTYNMBLLMX CreuuanbHbIX peuenTypHbIX 6naHKoB.;

B) cepuvs 1 HOMEP creLmanbHOro peuenTypHoro briaHka;

I) KONMYECTBO creuunarnbHblX peLenTypHbIX 6riaHKOB MO KaXXaon cepun;

) dhamunus, nmsi, oTYECTBO (NOCcNeaHee - NPy HaNM4YUM) U NOAMNUCbL OTBETCTBEHHOTO PabOTHUKA;
3) pacxog cneumanbHbIX peuenTypHbIX OriaHKoB:

a) Aata Bblgaun crneumnanbHbIX peuenTypHbIX 6naHKoB;

6) cepuun 1 HomMepa BblAaHHbIX cneynarnbHbIX peuenTypHbIX 6raHKoB;

B) KONMMYECTBO BblAaHHbIX CreuManbHbIX peuenTypHbIX OnaHKOB C ykasaHMeM B CKOOKax KonudecTBa
crneymanbHbIX peuenTypHbIX 6naHKoB, BblgaHHbLIX 5151 0DOPMIIEHMS Ha [OMY;

r) dbamunus, umsa, oT4ecTBO (MocregHee - NPV HanmMuuM) U NOAMUCH Nvua, MosfyyYMBLUEro creuunanbHble
peuenTypHble BnaHku;

[) KONMYeCTBO crneuunanbHbIX peLenTypHbiX 6naHkoB, 0POPMIEHHBIX HA AOMY;

e) hamununsa, ums, oTYecTBO (nocrnedHee - NPV HanMuMKM) U NOANMUCb Nuua, oPOPMUBLLETD creuuasbHble
peuenTypHble GraHk/ Ha JoMmy;

4) chamunus, nms, oT4eCTBO (NOCNeaHee - NPy HanMyuKn) 1 NOANNCb OTBETCTBEHHOIO PabOTHUKA;
5) ocTatok cneymnanbHbIX peuenTypHbIX 6naHKoB.

19. CneumanbHbI peuenTypHbI OraHK sIBNSETCA OOKYMEHTOM CTPOroM OTYETHOCTWU. 3anac crneumanbHbIX
peuenTypHbIX OnaHKoB B MEAMLMHCKOW OpraHvM3auuv OOMMKEH XPaHWUTbCHA B crieuvarnbHbIX NOMELLeHnsX, cerndax
nnn B cneunanbHO U3roTOBJIEHHbIX LIJKaCbaX, 0bUTbIX OUMHKOBaHHbIM Xene3om, C HaaeXHbIM BHYTPEHHUM WU
HaBeCHbIM 3aMKOM.

MomelleHus, celdbl, LWKagbl, B KOTOPbIX XPaHSATCS chneumanbHble peuenTypHble GrnaHku, OOMmKHbl ObiTb
3aKpblTbl Ha 3aMKM M MOCNe OKOHYaHusl paboTbl onevaTaHbl NevaTbio  YNONTHOMOYEHHOW opraHu3auum
(MegMUUHCKOM opraHmnsauum) unm onioMoupoBaHbI.



20. B mMeouumHCKMX opraHuMsaumsx 3anac crneumanbHbiX peuenTypHbiX GnaHKoB He [OMmKeH npeBbiwaTb
rooBon noTpebHocTH.

21. PaspellaeTtca BblgaBaTb MeAWLUMHCKOMY pabOTHWUKY, MMENLLeMY MpaBO HasHayaTb HapKOTMYECKUe
(NcMxoTponHble) NekapcTBEHHbIE MpenapaTtbl, eQUHOBPEMEHHO He Gonee ABaauaT crneumanbHbiX peuenTypHbIX
6naHkKoB.

MeguumnHckune paGOTHMKI/I, BbIlMCbIBawLne peuenTtbl Ha HapKoTU4eckne (I'ICI/IXOTpOI'IHbIe) NleKapCTBEHHbIE
npenaparbl, HaA OCHOBaHUWM NpuKasa pykoBoanTeENA MEANLNHCKOMN opraHmsauunmn HecCyT JINYHYHK OTBETCTBEHHOCTb 3a
COXPaHHOCTb NOJNy4eHHbIX chneunanbHbIX peuenTypHbIX 6naHkoB. CneumanbHble peuenTypHble OnaHku,
nony4yeHHble MeauuMHCKNM pa6OTHVIKOM, XpaHATCA nog 3aMKOM B ceﬁcbax, MeTann4ecknx LIJKa(baX nnn
MeTanmn4ecknx Almnkax.

22. B meguumnHcKonm opraHm3almm co3gaeTtcsi MOCTOsIHHO AeNCTBYOLLAas KOMUCCUS, KOTopasi He pexe 1 pasa
KBapTan (Mo peLleHuo pyKoBoaWUTENs MeOULMHCKOW OpraHumsauum BO3MOXHO Yalle) OCyLeCTBNSAEeT MNpOBEpPKY
COCTOAHNA perncTtpaunn n ydeta cneuunanbHbIX peuenTypHbIX 6J'IaHKOB, B TOM 4ucne nytem CBEPKU 3anuncemn
XypHana permcrpauum n yyeta cneumarnbHbiX peuenTypHbiX 6naHkoB, ¢ hakTUYeCcKMM HanmMunem crneumnanbHbIX
peLenTypHbIX BNaHKoOB, a Takke NPOBEPKY COCTOSIHMS XpPaHEHUs crneumanbHblX peLenTypHbIX 6raHKoB.

Mo pesynbrataM NPOBEPKM B XXypHarne perncrpaumm n yyeta crneumarnbHbIX peuenTypHbix 6rnaHkoB genaetcs
3annMcb O pesynbratax MNPOBEAEHUA CBEPKW [aHHbIX, 3aKpensieHHas noanucsaMm BCeX YSIEHOB KOMWUCCUW, WUIK
cosfgaeTca cneumanbHbIA akT NPOBEpPKN.

23. <Dep,epaanb|e opratbl NCMONMHUTENBbHOM BMactTu W opraHbl NCMONMHUTENbLHON BRacTu Cy6'beKTOB
Poccuiickon CDep,epau,MM OCyLLUEeCTBNAKT KOHTPONb 3a OpFaHM3aLI,I/IeIZ permctpauummn, ydeta U XpaHeHus
cneynanbHbIX peuenTypHbIX OnaHKoB B YNOJTHOMOY€EHHbIX OpraHn3aundax n MeguunHCKMX opraHmn3aundx.

24. Bbigaya cneumanbHbIX peuenTypHbiX GnaHkoB M3 pe3epBHOro 3anaca MuHucTepctBa degepanbHbiM
opraHam WCMONTHUTENBHOW BnacTyM WM OpraHam WCMNONHUTENbHOW BriacTu cybbekToB Poccuiickon depepaumm
OCYLLECTBISAETCA OTBETCTBEHHbIM PabOTHMKOM MNOABEOOMCTBEHHOIO YYPEXAEHWS Ha OCHOBaHWMM pelueHus o6
OTNyCKe crneuunanbHbliX peuenTypHbIX BnaHkoB, O(OPMIIEHHOrO0 B BMAE NUCbMA, MOANWCAHHOTO AMPEKTOPOM (B
cryyae ero OTCyTCTBMS - 3amecTuTenem avpekTtopa) [enaptrameHTa perynvpoBaHus obpalleHns nekapCTBEeHHbIX
cpeacTs M MeanUMHCKUX ngenuii MuHuctepcTsaa.

MpoBepka AesATeNbHOCTY NOABEAOMCTBEHHOMO YYpEXAeHMs! MO PerucTpaumnn, y4YeTy u XpaHeHnto pe3epBHOO
3anaca ocyuecTtensietcs [lenapTaMeHTOM perynupoBaHns obpalleHusi IEKapCTBEHHbIX CPEACTB U MeAMLMHCKMX
nsgenuin MuHucTepcTea 2 pasa B roa He nosaHee 20 yicna Mecsua, creayoLero 3a UCTEKLIUM MOMYroanem.

Mpunoxexne N 6

K npukady MyHucTepcTBa 3gpaBoOXpaHeHus
Poccuinckon degepauum

oT 24 Hos10ps 2021 . N 1094H

NMPABUIA
O®OPMINEHUA PELIENTOB, COAEPXALWWUX HABHAYEHME HAPKOTUYECKUX
CPEAOCTB UIN NCUXOTPOINHbIX BEWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbLIX AOKYMEHTOB

l. OcbopmneHue peuenta Ha GymMaXHOM HocuTene
1. Ha peuentypHbix 6GnaHkax d¢opmbl N 107/y-HI1 B neBoM BepxHem yriy MpocCTaBnseTca LiTamn
MEOMLMHCKON OpraHu3aLun C yKasaHMeM ee MOMHOro HaMMeHOBaHWuA, agpeca U TenedoHa C AaToOW BbIMMCKU
(maTon odhopMneHus) peuenTta Ha NNekapCTBEHHbIN Npenapar.

PeuenTypHble 6naHkun popmbl N 107/y-HI nsrotaBnuearoTca UCKMHOYUTENBHO TUNOrpadckum cnocobom.

2. Ha peuenTypHbIX onaHkax, OCbOpMﬂﬂeMbIX nHaneunayanbHbiMM  npeanpuHuMartendavm, mumMerwmnmMmn



JIMUEeH3NKD Ha MeOUUMHCKYH0 OeATENbHOCTb, B BEpPXHEeM JieBOM YIrny TVII'IOFpa(bCKVIM cnocobom unu nytem
npocTaBneHna LwrtamMmna [AoJpKeH ObITb YKa3aH agpec wuHamBuayanbHOro npennpuHumMarend, HomMep W aarta
NMUeH3nn, HammeHoBaHne opraHa I'OCWJ,apCTBeHHOIZ BnacTu, BblaaBLUEro JIMueH3uto.

3. PeuentypHble GnaHkm cdopmbl N 107/y-HIN 3anonHsAwTCs MEOUUUHCKMM pabOTHUKOM YepHunamu wunm
LLIapUKOBOW PYHKON.

4. [onyckaeTcs ohopmrieHne BCEX PEKBU3UTOB (3a MCKMYeHWeM pekBusuta "lloanvce nevawero Bpava
(nognuckb cbenbpliepa, akywepkn)") peuenTypHbix 6naHkoB dopmbl N 107/y-HIT ¢ ncnonb3oBaHnemM nevartarooLLmx
YCTPOWCTB.

5. B peuentypHom 6naHke cdopmbl N 107/y-HIN B cTpokax "®damunusa, ums, oT4ecTBO (nocrnegHee - npu
Hanuumm) nauueHTa" n "Bo3pacTt” ykasbiBalOTCsl MOMHOCTLIO haMuUIvs, UMs1, OTYECTBO (MOCNegHee - MPU Hanmyum)
naumneHTa, ero Bo3pacT (KONMYeCTBO MOMHbIX NET).

[onycTMo ykasaHue gatbl poXaeHns naumneHTa.
6. B peuentypHom 6naHke copmbl N 107/y-HI:

1) B ctpoke "Cepusa n Homep nonuca obsasaTenbHOro MeOULMHCKOro CTpaxoBaHus" ykasblBaeTcsl HOMep
nonuca obs13aTenbHOr0 MeANLIMHCKOrO CTPaXoBaHWsA NaumeHTa (Npy Hanuvmn);

2) B cCcTpoke "Homep MeauMUMHCKOM KapTbl" YyKas3blBAaeTCA HOMEP MEOMLMHCKOW KapTbl MNauMeHTa,
nonyyawLwero MeAWLUMHCKYI0 MOMOLWb B amOynaToOpHbIX YCMOBUSX, WU MCTOpUM BOMnesHW naumeHTa,
BbIMMCbLIBAEMOrO U3 MEANLMHCKOW OpraHM3aumm;

3) B cTpoke "damunusa, MMsi, OTYECTBO (MocrnegHee - MNpWU Hanuuuu) nevauwlero Bpaya (denbaluepa,
akyLepkm)" ykasblBaeTcsl NOMHOCTbIO hamMunug, ums, oT4ECTBO (NocnegHee - Npu Hanuuuu) Bpada (penballepa,
aKyLuepKku), BbiNMCaBLUEro peuenTt Ha HapKOTUYECKUIA (MCMXOTPOMHBIN) NekapCTBEHHbIN Npenapar.

7. B rpadpe "Rp" peuentypHoro 6naHka popmbl N 107/y-HI1 ykasbiBaeTcs:

1) HavmeHOBaHWe nekapcTBEHHOro npenaparta (MeXxayHapoaHoe HenaTeHTOBaHHOe HauMeHOoBaHue,
rpynnMpPOBOYHOE WMU XMMWYECKOE HaMMEHOBaHWE, TOProBOE HAaUMEHOBaHWME) Ha NaTUMHCKOM $3blke WMM Ha
pycckoM fi3blke, hopma BbiNycka, AO3UPOBKA, KOMMYECTBO (yKasblBaeTCs NpPOMUCHI0O Ha peuenTypHoMm GnaHke
dopmel N 107/y-HIM);

2) cnocob npumMeHeHus nekapCTBEHHOro rnpenapaTta Ha rocygapcTBeHHOM s3blke Poccunckon Pepepauun
UNN Ha rocygapcTBeHHOM s3blke Poccuiickon ®egepauum n rocyfapCTBEHHOM s3blke pecnybrnmK U UHbIX s3blkax
HapogoB Poccuiickon ®epepaunn <1>.

<1>Yactb 1 ctatbmn 15 3akoHa Poccuiickon degepaumm ot 25 oktabps 1991 . N 1807-1 "O ga3bikax HapodoB
Poccuinckon ®epepaunn” (ganee - 3akoH N 1807-1). (Begomoctn cbesga HapogHbix AenytatoB PCOCP wu
BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740).

8. lMpu odopMneHnn peLenTypHbIX ONaHKOB 3anpellaeTtcsl OrpaHMYMBaTbCA OOLWUMKU  yKa3aHWUSIMMU,
Hanpumep, "BHyTpeHHee", "N3BecTHO".

9. Tlpu odopmneHnn naumeHTy peuentypHoro OnaHka dopmbl N 107/y-HIMT Ha HapkoTuyeckum
(MCMXOTPONHBIN) NEeKapCTBEHHbIV Npenapar B paMKkax OKa3aHWs MeaMUMHCKOW MOMOLUM NpWU OnpeaerneHHOM
3aboneBaHUK Takow peuenT 3aBepseTcs:

1) nognNncklo 1 NMYHONM NevaTblo Bpada Nubo nognuckbio denbliepa (akyLwepkm);
2) neyaTbld MEOMLMHCKOW opraHu3auuun, nnbo CTPYKTYpPHOro noapasgeneHnst MeauLUHCKOW opraHv3aumu
"[na peuenTtos”, KOTOpasa NPOCTaBNAETCA SIMLOM, YIONHOMOYEHHBIM PYKOBOAMTENEM MEANLNHCKOM OpraHmn3auunmn ¢

yKaszaHmem pamunmm, UMeHKn, oT4ecTBa (nocrnegHee - Npu Hann4Mm) N NPOCTaBNEHNEM €ro JIMYHOM nognucu.

B cnyyasx HeobxoammocTM OodopMIeHUs peuenta Ha HapKOTUYECKMN (MCUXOTPONMHLINA) JNEKAPCTBEHHLIN
npenapaT Ha AOMYy B paMKax OKasaHusl nanfiMaTMBHOM MEeOMLIMHCKOW MOMOLUM AONYyCKaeTcs npeaBapuTenibHoe



3aBepeHMe peulenTta LWTaMnOM MEOUUWHCKOW oOpraHv3auuu, nevaTbld MegUuUUHCKOW opraHusauum nmnbo
CTPYKTYPHOIO noApasgernenHns MeauuMHCKOW opraHusauun "[nsi peuenToB”, koTopasi NPOCTaBMSETCA JINLIOM,
YMNONTHOMOYEHHbIM  PYKOBOAMTENEM MEAMLMHCKOM OpraHuM3aumm, C YykasaHuem daMuimm, VMMEHW, OTYecTBa
(nocnepgHee - Npu HanNMYMM) M NPOCTaBEHMEM €ro NMYHON noanuck. Mpu 3Tom B XKypHare permcrpaumm n ydeta
peLenTypHbIX GaHKoB B COOTBETCTBUM C MopsakoM pernctpaumm, ydyeta u XxpaHeHust creumanbHbiX peLenTypHbIX
OGnaHKOB Ha HapKOTUYECKME CPEeACTBa MU MCUMXOTPOMHblE BELLECTBA, YTBEPXKAEHHLIM HACTOSILLMM NPUKa30M,
Jenaetcst OTMeTKa O ero Bbiaave Ansi ohopMIieHMs1 Ha OMY, a Takke OTMeTKa, yAOCTOBEpPEHHasi NOANMNCHI0 Bpaya
nmbo denbawepa (akywepkun), oopMmMBLUETO peuenT, O dakTe ero 0ogOpMIIEHNS, KOTOPbI MOXET ObiTb
OONOMHUTENBHO NOATBEPXAEH POTO- 1 (UNN) BuaeoMaTepranamm.

B cTtpoke "OTMeTka anTe4yHoW opraHusauum ob oTnycke" CTaBUTCsi OTMETKa anTevyHoW opraHusaumm o6
OTMNycKe HapKoTU4Yeckoro (MCUXOTPOMHOro) NekapCcTBEHHOro npenapaTta (C ykasaHnem HaMMeHOBaHWs, KonnyecTtea
OTMYLLEHHOIO HapKOTU4YecKoro (MCUXOTPOMHOro) feKkapCTBEHHONo npenapata WM AaTtbl ero OoThycka), KoTopas
3aBepseTcs nognucblo paboTHMKA anTevyHOW OpraHu3auuun, OTMYCTMBLUErO HapKOTUYECKUA (MCUXOTPONMHbIN)
nekapCcTBEHHbIN npenapaT (C ykasaHMem ero aMunumu, MMeHW, oT4ecTBa (nocregHee - Npyu Hanuuum), a Takke
KPYrnon neyaTbio anTevyHOW oOpraHusauuu, B OTTUCKE KOTOPOW [JOMKHO ObiTb MOEHTUMUUMPOBAHO MOMHOEe
HaVMeHOBaHWe anTe4yHoWN opraHM3auum.

10. Ha ogHom peuentypHom briaHke copmbl N 107/y-HIT paspeluaetcs ocyLecTBNSATbL Ha3Ha4YeHNe TOMNbKO
OOHOro HaMMeHoBaHWS NekapcTBEHHOIo npenapara.

11. VicnpaBneHus B peuenTe He JOnycKarTCs.
Il. OcbopmneHune peuenTta B (popme 3NIeKTPOHHOIO AOKYMEHTa

12. Peuent B OpmMe SnEKTPOHHONO [OKYMEHTa, MOAMMCAHHOIMO YCWUIEHHOM KBanuuumMpoBaHHOMN
ANEKTPOHHON nognuceblo, OPMUPYETCS  MEOULUMHCKUM  pabOTHUKOM, CBeOEeHUS O KOTOPOM BHECEHbl B
denepanbHbIn  PErucTp MeauUMHCKUX paboTHUMKOB <2>, a Takke Npu YCNOBUM peructpauunm MeauuMHCKON
opraHu3aLmm, B KOTOPon ohopmMIisieTcs peLenT, B oefepanbHOM peecTpe MeQULNMHCKUX opraHmM3aummn <3> eanHoun
rocygapcTtBeHHON MHMOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXPaHEHUSI N MOOKNIOYEHUS Takon MeaWULMHCKOM
opraHusauuun K rocyaapcTBeHHOW MHGOPMaLMOHHON cucteMe B cdepe 34paBooOXpaHeHUss cybbekTta Poccuinckon
denepauunn <4>.

<2> Yactb 4 cratbn 91.1 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbcTBa Poccuickon
®epnepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crtatbu 91.1 depepanbvHoro 3akoHa N 323-03 (CobpaHue 3akoHogatenbcTBa Poccuinckon
depepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Cratbn 91 u 91.1 ®depepanbvHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epnepauun, 2011, N 48, cT. 6724).

13. Mo TpeboBaHWMO MauueHTa UM ero 3aKOHHOro NpeAcTaBuTeENst OPOPMASIETCS 3K3EMMSP peuenTa B
dopMe 3rEeKTPOHHOIo JOKYMEHTa Ha BymMaKHOM HocuTene ¢ OTMeTKoM "[lybnukaTt afekTpoOHHOro AOKyMeHTa".
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