[okymeHT npepoctasneH KoHcynbTaHTI10C

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

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

NPUKA3
oT 24 HoA6pA 2021 r. N 1094H

Ob YTBEPXKOEHUN NOPAAKA
HA3HAYEHWA NEKAPCTBEHHbIX NPEMNAPATOB, ®OPM PELENTYPHbIX
B/IAHKOB HA NEKAPCTBEHHbIE NMPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, X YYETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COAEPHALWMNX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOMHDbIX BELLECTB, MOPAAKA UX USTOTOB/IEHUA,

PACNPEAENEHUA, PETUCTPALUUN, YYETA U XPAHEHUA,

A TAKXKE NPABW/1 OPOPMJIEHUA BZTAHKOB PELIENTOB,

B TOM YUC/NE B POPME IJIEKTPOHHbIX OKYMEHTOB

B cooTBeTcTBMM C NYHKTOM 16 YacTu 2 ctatbk 14 ®egepasibHOro 3akoHa ot 21 HoabpAa 2011 r. N 323-
®3 "0O6 ocHoBax oxpaHbl 340p0BbA rpaxkaaH B Poccuitckont depepaummn” (CobpaHmne 3akoHOAaTENbCTBA
Poccuitckoit depepauymm, 2011, N 48, c1. 6724; 2017, N 31, c1. 4791), nyHKTOM 2 cTaTbM 26 deaepanbHoro
3aKoHa oT 8 AsHBaps 1998 r. N 3-d3 "O HapKoTUYECKUX CpeacTBax U NcuxoTponHbix Bewecteax" (CobpaHue
3aKoHogaTenbcTBa Poccuiickolt deapepauymm, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyHKTamu
5.2.177, 5.2.178 n 5.2.179 nyHkTa 5 MonoxeHna o MUHUCTEpPCTBE 34paBOOXpPaHeHMA Poccuinckom
Pepepaunn, yTBepKAeHHOro noctaHosaeHnem [pasutenbctBa Poccuitickon depepauum o1 19 uioHA
2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuiickonn deaepauymm, 2012, N 26, ct. 3526; 2015, N 23,
cT. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT. 7258), npuKasbiBato:

1. YTBEpauTh:
MNopAaAoK Ha3HaYeHWA NeKapCTBEHHbIX MPenapaToB COr1acHo npuaoxexuo N 1;
bopmbl peLenTypHbix 61aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npuaoxkenuto N 2;

MopsfoK odopmaeHus peuenTypHbiX 6N1aHKOB Ha /JEKapCTBEHHble npenapatbl, UX yyeTa W
XpaHeHWA CornacHo npunoxkeHuto N 3;

dopmbl 61aHKOB peLenToB, coaepKaliux HasHaYeHNe HapPKOTUYECKUX CPeACTB UAN NCUXOTPOMHbIX
BeLLeCcTB, COrnacHo npunoxeuuio N 4;

nOpﬂLI,OK MU3roToBaEHUA, pacnpeaeneHna, perncTtpaunmn, ydaeta n XxpaHeHna peyenTtos, cogepamnx
Ha3Ha4YeHne HapKOTUHECKNX CPEACTB NI NCUXOTPOMNHbIX BELWECTB COrMTaCHO NPUIOKEHUIO N 5;

I'Ipanma 0¢Ole’IEHWr'I peuenTtoB, coepXawux Ha3Ha4YeHMe HaAPKOTUYECKUX Cpeacrts wuan
NCUXOTPONHbIX BELWECTB, B TOM YnNC/ie B d)opme 9NEKTPOHHbIX LOKYMEHTOB COr1acHO NpunoxeHuo N 6.

2. Mpu3HaTb YTPaTUBLUMMM CUAY:

npukas MuHuUcTepcTBa 3apaBooxpaHeHma Poccuiickon ®eaepaumm ot 1 aBrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPNKALUMX Ha3sHAYeHME HAPKOTUYECKUX CPeacTB Mau
NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3rOTOBIEHUSA, pacnpeseneHuns, PermcTpaLmm, y4eta u XxpaHeHus, a
Takxke npasun obopmneHuns" (3apernctpmpoaH MUHUCTEPCTBOM OCTULMKM Poccuiickon ®epepaunm 15
asrycta 2012 r., pernctpaumoHHbiit N 25190);
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npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon ®epgepaumm ot 30 utoHa 2015 r. N 385H "O
BHECEHUM U3MEHEHM B NPMKa3 MuMHMUCTepPCTBA 34paBooxpaHeHma Poccuiickoin ®epepaumm ot 1 aBrycra
2012 r. N 54H "O6 yTBEpPKAeHUM GOPMbl BNAHKOB PELENTOB, COAEPKALLMX HAa3HAYEHME HAPKOTUYECKMX
CPeAacTB UM NCUXOTPOMHbIX BELLECTB, MOPALKA X M3rOTOBNEHUS, pacnpeaeneHuns, perncTpaumm, y4eta u
XpaHeHUs, a Takxe npasun obopmaeHus" (3aperncrtpupoBaH MUHUCTEPCTBOM HOCTULMKN POCCUMCKOW
depepaunn 27 HosbpaA 2015 r., pernctpaumoHHbIn N 39868);

npukas MuHucTepcTea 3apasooxpaHeHma Poccuiickon ®Pepepaunm ot 21 anpens 2016 r. N 254H "0
BHECEHMM M3MEHEHWI B NpuKas MuHWUCTepcTBa 34paBooxpaHeHua Poccuiickoit Pepepauymn ot 20
Aekabpa 2012 r. N 1175H "O6 yTBep*KAEHWN MOPAAKA HA3HAYEHMA W BbINMUCbIBAHUA JIEKAPCTBEHHbIX
npenapaTtoB, a Takxe ¢Gopm peuenTypHbix ONaHKOB Ha /IeKapCTBEHHble MpenapaTbl, MNopAAKa
obopMNEHNA YKa3aHHbIX BNAHKOB, X y4eTa U xpaHeHua" n npunoxerHne N 2 K npukasy MuHucTepcTea
34paBooxpaHeHua Poccuiickoit Pepepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHMM dopmbl
61aHKOB peLenToB, COAEPMKALLMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB MM MCUXOTPOMHbIX BELLECTB,
nopsaaKka WX MW3roTOBNEHWA, pacnpeneneHua, PerucTpauum, yvyeta M XpaHeHMUA, a TaKkKe npaBun
odopmneHuns" (3apernctpmpoBaH MuHuctepcTBom toctuummn Poccuiickon degepaunn 18 nions 2016 r.,
pernctpaunoHHbiin N 42887);

NYHKT 4 U3MEHEHUI, KOTOPble BHOCATCA B HEKOTOPbIE NPMKasbl MUHMUCTEPCTBA 34PaBOOXPAHEHMSA
M coumanbHoro passutua Poccuiickoint ®epepaumm n MuHuUcTepcTBa 3apaBooxpaHeHus Poccuiickol
depepaunn no Bonpocam ob6paLLEHMA NEKAapCTBEHHbLIX MPEenapaToB, COAEPrKALLMX HapKOTUYECKMe
CpencTBa, NCUMXOTPOMHbIE BELWLECTBA M WX MNPEKYPCOpbl, WU JIEKAPCTBEHHbIX CPeAcTB, MNOASeXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY Y4YeTy, YTBEPXKAEHHbIX MNpPUKasoM MMUHUCTEPCTBA 34paBOOXPAHEHMA
Poccuiickolt degepaumn ot 31 okTabpa 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM OCTULMUK
Poccuiickolt depepaumm 9 aHBapa 2018 r., pernctpayoHHbin N 49561);

npukas MuHucTepcTBa 34paBooxpaHeHus Poccuiickot Pegepaumn ot 11 gekabpa 2019 r. N 1021H
"O BHeceHUM wm3meHeHuli B npunoxeHna N 2 u 4 K npukasy MuUHUCTEPCTBaA 34paBOOXPAHEHUS
Poccuitckoit ®epepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHuMn dopmbl 6/1aHKOB peLLEnTos,
cofepkalWmx Ha3zHaYeHMe HaAPKOTUYECKMX CPeacTB WAM  MNCUXOTPOMHbIX BELWLECTB, MNopAdKa WX
W3roTOBNEHMUA, pacnpefeneHusn, PerucTpaummn, yyeta M XpaHeHusa, a TakkKe npasua odpopmneHuma”
(3apeructpuposaH MuHUcTepcTBOM tocTUuMKM  Poccuiickon  depepaumm 28 saHeapa 2020 r.,
pernctpaunoHHbii N 57293);

npuka3 MuHucTepcTBa 34paBooxpaHeHma Poccuiickoit Pepepauun ot 8 oktabpa 2020 r. N 1076H
"O BHeceHWW U3MeHeHW B MMopALOK perncrTpaumm, yyeta U XpaHEHUA CheuuanbHblX peuenTypHbIX
61aHKOB Ha HApPKOTMYECKME CPeacTBa MM MCUMXOTPOMHbIE BELLECTBA, YTBEPXKAEHHbIA MNPUKa3oM
MuHKcTepcTBa 34paBooOXpaHeHmaA Poccunitickoin deaepaumm ot 1 asrycta 2012 r. N 541" (3apernctpmupoBaH
MuHUCTEPCTBOM oCTULMKM Poccuiickoit Pepepaumm 13 Hoabps 2020 r., perucTpaumnoHHbiid N 60898);

npukas MuHuUcTepcTBa 34paBooxpaHeHns Poccuinckoit Pepepaunm ot 14 ansaps 2019 . N 4H "06
YTBEPXKAEHUN MOPAAKA HA3HAYEHWUA JIEKAapCTBEHHbIX npenapatoB, GOpmM peuenTypHbiXx 61aHKOB Ha
JIeKapCTBEHHbIE Npenapatbl, Nopsaka OPOPMIEHUs YKasaHHbIX O/1aHKOB, MX yyeTa W XpaHeHus"
(3apeructpuposaH MuHucTepcTBOM tOCTUUMKM  Poccuitickoit  depepaummn 26 mapta 2019 r,
pernctpaunoHHbii N 54173);

npukas MuHucTepcTBa 34paBooxpaHeHus Poccuiickoit Peaepaumn ot 11 gekabpa 2019 r. N 1022H
"O BHeceHMW U3MEeHeHWI B NpuKa3 MuHUCTepCTBa 3a4paBooxpaHeHusa Poccuinickon Pepepaumn ot 14
AHBapsa 2019 r. N 4H "O6 yTBepKAeHMM NopsaKa Ha3HAYEHWUs NEeKapCTBEHHbIX MpenapaTos, ¢opm
peLenTypHbIXx 6/1aHKOB Ha JIeKapCTBEHHbIE NpenapaTbl, NopsAAKa opopMAEHUA YKa3aHHbIX 61aHKOB, UX
yyeTa u xpaHeHus" (3apeructpupoBaH MuHUCTepcTBOM tocTUumMK Poccuiickoit Peaepaumm 28 aHBaps
2020 ., peructpaymoHHbii N 57292);

npukas MmnHUCTepCcTBa 3apaBooxpaHeHma Poccuiickoit ®eaepaumm ot 8 okTAbps 2020 r. N 1075H
"O BHECEeHMM W3MEHEHWIr B MOPAAOK HA3HAYEHMA JIEKAPCTBEHHbIX MNPenapaToB, YTBEPXKAEHHbIN
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npuMkasom MuHUCTepCTBa 34paBooxpaHeHma Poccuiickoit Pepepaummn oT 14 sHeapsa 2019 r. N 4n"
(3apeructpupoBaH MwuHUCTepcTBOM tOCTUUMKM  Poccuitckoit  depepauum 22 aekabpsa 2020 r.,
perucTpaumnoHHbiii N 61695);

NYHKT 3.8 MHCTPYKUMM O MOpAZKe BbIMUCbIBAaHMA NEKAPCTBEHHbIX MPenapaToB M opopmaeHUA
peuentoB n TpeboBaHWN-HaKAAAHbIX, YTBEPXKAEHHOM NpUKazom MUHUCTEPCTBA 34PaBOOXPaHEHMA U
counanbHoro pas3sutma Poccuiickoin Peagepaumm ot 12 despana 2007 r. N 110 "O nopsgKe HasHaYeHUA U
BbINMUCbIBAHUA  NEKAPCTBEHHbIX  MPenapaToB,  M34eANin  MeAWMUMHCKOrO  HasHayeHus "
CNeLManmn3mpoBaHHbIX NPOAYKTOB fieyebHoro nutaHus" (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitckoit ®epgepaumm 27 anpena 2007 r., pernctpaumoHHbin N 9364);

npukas MUHUCTEPCTBA 34PaBOOXPAHEHUA U COLMANBHOIO pa3BuTmA Poccuiickon ®epepaunm ot 17
Mman 2012 r. N 562H "06 yTBepaeHnu NMopagKa oTnycka GM3MYECcKUM INLAM NeKapCTBEHHbIX NpenapaToB
ONA MeOUUMHCKOTO NMPUMEHEHUA, COAEprKaLLMX KPOME MasblX KOJIMYEeCTB HApPKOTUYECKUX CPpeacTs,
MCUXOTPOMHbIX BELLECTB W WX MPEKYPCOPOB Apyrne ¢dapmMaKonormyeckme akTMBHble BelecTBa"
(3apeructpupoBaH MuHuUcTepcTBOM  tOCTUUMKM  Poccuiickon  ®depepaumm 1 uoHs 2012 r,
perucTpaunoHHbiii N 24438);

MYHKT 2 MU3MEHEHW, KOTOPbIE BHOCATCA B HEKOTOPbIE NPMKasbl MUHUCTEPCTBA 34paBOOXPaHEHMA
M coumanbHoro passutuA Poccuiickoit @Pepepaumu, yTBEPKAEHHbIX MNpUKasom MuHUCTepCTBa
3paBooxpaHeHua Poccuitickoir depepaumm ot 10 wmwoHA 2013 r. N 369H (3apernctpupoBaH
MuHKcTEpPCTBOM tocTULMKM Poccuiickoit Pepepaumm 15 niona 2013 r., peructpaumoHHbiii N 29064);

npukas MmnHucTepcTBa 34paBooxpaHeHmna Poccuitckon Pepepaunm ot 21 asrycta 2014 r. N 465H "O
BHECEHUM M3MEHEHWN B MOPALOK OTNyCcKa (GU3MYECKMM /MUAM NEeKApCTBEHHbIX MNpenapaTtoB AnA
MEONLMHCKOTO MPUMEHEHUA, COAEP)KALLMX KPOME MasbiX KOJIMYECTB HAPKOTUYECKMX CPesCTs,
NCUXOTPOMHBIX BELLECTB W UX NPEKypcopoB apyrve GapmaKonorMyeckme akTMBHble BeLLECTBa,
YTBEPKAEHHbIA MPUKa3om MuHUCTepCTBA 34paBOOXPaHEHMA M COLMANbHOFO pPasBuTUA Poccuiickon
depepaunn ot 17 maa 2012 r. N 562H" (3apeructpupoBaH MUHUCTEPCTBOM HOCTUUMK Poccuinckol
depepaunn 10 ceHTabpa 2014 r., pernctpaumoHHbin N 34024);

NYHKT 1 U3MEHEHUI, KOTOPble BHOCATCS B HEKOTOPbIE NPMKasbl MUHMUCTEPCTBA 34PaBOOXPAHEHMSA
M coumanbHoro passutua Poccuiickoir ®egepaumm u MuHUCTepcTBa 34paBOOXpaHeHMsa Poccuiickol
depepaunn, yTBepKRAEHHbIX NpMKazom MuUHMUCTepPCTBA 34paBoOXpaHeHusa Poccuitckoit ®egepaumm ot 10
ceHTabpa 2015 r. N 634H (3aperucTpupoBaH MuHKUcTepcTBOM tocTULUMK Poccuiickoint depepaummn 30
ceHTabpa 2015 r., perncTpaumoHHbii N 39063);

MYHKT 3 M3MEHEHWIN, KOTOPble BHOCATCA B HEKOTOPbIE NpMKasbl MUHUCTEPCTBA 34pPaBOOXPAHEHMUA
M coumanbHoro passuTua Poccuitickon dPepepaumm M MuHUCTEpPCTBA 34paBOOXpaHeHnsa Poccuinckoi
depepauumn no Bonpocam 0b6paleHUs JIEKAPCTBEHHbIX MpPenapaToB, COAEPKALMX HAPKOTUYECKMe
CpencTBa, MNCUXOTPOMHbIE BELLECTBA M UX MPEKYPCOPOB, M NEKAPCTBEHHbIX CPEACTB, MOA/EMKALLUX
NpeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXKAEHHbIX MNpPUKasoM MMUHUCTEPCTBA 34paBOOXPAHEHMA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpuposaH MUHUCTEPCTBOM HOCTULIUK
Poccuitckoit Pepepaumm 9 aHeapa 2018 r., peructpaumoHHbin N 49561).

3. PeuenTypHble 6naHku ¢opmbl N 107/y-HIM, mM3roToBreHHble A0 AHA BCTYNJEHUA B CUAY
HACTOALLEro NpMKasa, MoryT 6bIiTb MCNOAb30BaHbI 40 1 mapTa 2023 roaa.

4. Hactoawmi npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n gencreyet Ao 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO
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MpunoxkeHne N 1

K NpuKasy MuHUCTepCTBa 34paBOOXPAHEHMA
Poccuiickoin Pepepaumn

oT 24 HoAb6pA 2021 r. N 1094H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
I. O6wume nonoxeHns

1. HasHayeHMe /eKapCTBEHHbIX MpenapaToB ANA MeAMUMHCKOro MpuMeHeHusa (Janee -
NIeKapCTBEHHbIE MPenapaTbl) OCYLLECTBAAETCA Nevalumm Bpadom, denbaliepom, aKyWepKon B cayyae
BO3/IO’KEHUS Ha HWUX MOSIHOMOYMI Nevallero Bpaya, NPU OKa3aHUM MeAMUMHCKOW MNOMOWM B
MEOVLUMHCKMX OpraHusaumax <1>, B nopAagKe, YyCTaHOBAEHHOM npuKasom MwuHuUcTepcTBa
3/1paBOOXPaHEeHMA U coumanbHoro passutua Poccuiickon degepaunm ot 23 mapTta 2012 r. N 252H "06
yTBEpKAeHUN [lopagka BO3M0XKeHUA Ha denbawepa, aKywepKy pyKoBoauTenem MeanuUMHCKON
OpraHusaumMm npu OpraHM3auMuM OKa3aHUA MNepBUYHON MeOMKO-CAHUTApPHOM MOMOLWM W CKOPOM
MEOVLMHCKON MOMOLUM OTAENbHbIX QYHKUWMI fledaulero Bpaya No HenocpencTBEHHOMY OKas3aHWHo
MeANUMHCKON MOMOLLM MAUMEHTY B Nepuog HabnogeHWs 33 HAM U ero JiedyeHuns, B TOM 4yucie no
Ha3HAYeHMIO N NPUMEHEHMIO NIEKAPCTBEHHbIX NMPENapaToB, BKAOYAA HAPKOTMYECKUE JIEKAapCTBEHHbIE
npenaparbl " MCUXOTPOMHbIE  JIEKAPCTBEHHbIE npenapatobl” <2>, WHOVBUAYANbHBIMU
npeAnpUHUMATENS MKW, OCYLLECTBAAIOWUMA MEAULMHCKYI0 AeAaTe/IbHOCTb (Janee - MeAUUMHCKUE
paboTHUKM).

<1> NyHKT 11 cTatbym 2 PegepanbHOro 3akoHa ot 21 Hosbpa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
3[0poBbA rpaxkaaH B Poccuinckoit Pepepaunn (CobpaHue 3akoHogaTenbcTsa Poccuiickon deaepaumu,
2011, N 48, cT. 6724, 2019, N 52, cT. 7796) (aanee - deaepanbHbiit 3akoH N 323-93).

<2> 3apeructpmpoBaH MuHucTepcTBom toctnumm Poccuinckon Pepepaummn 28 anpena 2012 r.,
pernctpaunoHHbiit N 23971 ¢ usmeHeHMAMM, BHECEHHBIMU NPUKa3omM MUHUCTEPCTBA 34paBOOXPaHEHMUA
Poccuiickolt degepauun ot 31 okTabpa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuiickolt depepaumm 9 aHeapa 2018 r., pernctpaymoHHbin N 49561).

MeauumMHCKMiA paboTHUK, OPOPMMBLUMIA peLenT C HapyleHUMem HacCTOoAWEero nopafka, wau
pykoBoauTenb MeAMUMHCKOW opraHusaumm obecneymBaloT cBOeBpeMeHHoe nepeodopmaeHme
Tpebyemoro Ana naumeHTa peLenTa.

2. CBefeHMA O Ha3HAYEeHHOM NEKapCTBEHHOM npenapaTte (HaMMEHOBaHI/Ie NEKAPCTBEHHOIO
npenaparta, A031UPOBKa, cnocob BBeAEHUA U NPUMEHEHUA, PeEXUM A03UPOBaHNA, NPOAO/THKUTENBHOCTb
NleyeHna n obocHoBaHUE Ha3HayeHun NNIeKapCTBEHHOIO npenapaTa) BHOCATCA MeANLMHCKUM pa60THMKOM
B MeAUNLMHCKYIO JOKYMEHTAUNIO NaUuneHTa.

B cnyuyaax, yKasaHHbIX B MyHKTax 8 - 11 Hactoawero [MopagKka, MeauMLMHCKMA PaboTHUK,
Ha3Ha4YMBLUMIA NIeKapPCTBEHHbIM NpenapaT, opopMAAeT HasHaYeHMe IeKaPCTBEHHbIX NPenapaTtos, B TOM
yucae NoAanexalmx WU3roTOBAEHMIO M OTMYCKY anTeYHbIMW OpraHusaumamMu (4anee - NeKapCTBEHHble
npenapaTtbl UHAWBUAYANIbHOTO M3rOTOB/IEHUA), HA peLenTypHOM 6a1aHKe, 0pOPMIEHHOM Ha BymarkHOM
HocuTesle 3a CBOEl NoAanucblo (Aanee - peuent Ha BymaxkHOM HocuTene), u (Man) ¢ cornacusa naumeHTa
WM ero 3aKOHHOTo NpeAcTaBUTeNst <3> Ha peuenTypHom bnaHKe B dopmMe 3/1eKTPOHHOTO AOKYMEHTA C
MCMO/NIb30BaHNEM YCUTIEHHOW KBAAIMPUUMPOBAHHOM 3/1EKTPOHHOW MOANUCU MEeAULMHCKOTO paboTHMKA
(manee - peuent B popme 3N1€KTPOHHOIO AOKYMEHTA).



consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6CD93F9EDFD0283866AA381F0D914B8BC6CD53B1DE4290C55FAE221ACDAC4BEE9FF693r9CEE
consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD23E99D2DB283866AA381F0D914B8BC6CD53B4D710CAD55BE77712D3A957F09FE8939AE7rCC4E

<3> MNyHKT 2 cTaTbk 20 PegepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHoAaTenbcTBa Poccuinckoi
depnepaunn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

Peuent B ¢dopme 3/1EKTPOHHOrO AOKYMEHTA, COAEPKALMIA HasHAYeHNEe HAPKOTUYECKMX CPeacTs
WAN MCUXOTPONMHbIX BELLEeCTB, NOAMUCLIBAETCA C MCNO/b30BAaHUEM YCUAEHHOW KBanUULMPOBAHHOM
3NEeKTPOHHOM NognNucK Nevallero Bpaya uam penbalepa, akywepKkn, Ha KOTOPbIX BO3/I0XKEHbI GYHKLUK
Jleyallero Bpaya, U COOTBETCTBYHOLLLEN MeAMLMHCKOM OpraHu3aumm <4>,

<4> MNyHKT 1 cTatbn 26 PegepanbHOro 3akoHa oT 8 AHBaps 1998 r. N 3-®3 "O HapKOTUYECKMX
cpencTBax u NCMXoTponHbIx BewecTtsax" (CobpaHune 3akoHogaTenbcTBa Poccuiickon deaepaumnn, 1998, N
2, cT. 219, 2017, N 31, cT. 4791) (nanee - PepepanbHblnt 3akoH N 3-93).

OdopmneHne peLenToB B GOpmMe 3NEKTPOHHbIX AOKYMEHTOB OCYLLECTBASAETCA B C/ly4ae NPUHATUA
YNOJHOMOYEHHbIM OPraHOM UCMNONHUTENLHOW BacTM cybbekTa Poccuiickoin degepauunm B COOTBETCTBUM
C NyHKTOM 4 cTatbh 6 ®PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d#3 "O6 ob6palweHum
JNIeKapCcTBEHHbIX cpeactB” <5> peweHua o6 UCNO/b30BaHUM Ha TeppuTopun cybbekta Poccuitckomn
depepaunmn Hapagy C peuenTamy Ha JIeKapCTBEHHble npenapatbl, 0GOpPMIEHHBIMX Ha OymaKHOM
HOoCUTeNe, PeLLEenToB Ha /IeKAPCTBEHHble MpenapaTbl, CHOPMUPOBAHHLIX B GOPME 3INEKTPOHHbIX
[OKYMEHTOB.

<5> CobpaHune 3akoHogaTenbcTBa Poccuiickoit depgepaumm, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Mpu BbINMCKe NauMeHTa W3 MEeAMUMHCKOM opraHuM3auuu, B KOTOPOM emy OKasblBasacb
MeAMUMHCKasA MOMOLLb B CTaLMOHAPHbLIX YCAOBMAX, MPU HEOBXOAMMOCTU NPOLO/MKEHUA Npuema
JIeKapCTBEHHOIO NpenapaTta B ambynaToOPHbIX YC0BUAX AAHHOMY NauMEHTY NO PeLEHMIO pyKOBOAUTENA
MeAVLIMHCKOM opraHM3aumm Ha3HavatoTca ¢ opopmaeHnem peuenTta B Gopme 3/1eKTPOHHOIO AlOKYMeEHTa
n (Mnn) Ha BymaxkHom HocuTene (3a WUCKAYEHWEM OQGOPMNEHUA PELLENTOB Ha JIeKapCTBEHHble
npenapatbl, NoAjexalme oTnycKy 6ecnnaTHO WAM CO CKMAKOW) NMBO BblaatoTcsa (NauMeHTy Uan ero
3aKOHHOMY nNpeACTaBUTE/N) OLHOBPEMEHHO C BbIMMCKOM M3 WUCTOpUM 6ONe3HU JNieKapCcTBEHHbIE
npenapatbl, B TOM YMC/€ HAPKOTUYECKME N MCMXOTPOMHbIE JIeKAPCTBEHHbIE NMpenapaTtbl, BHECEHHbIE B
cnnckun |l n 1l nepeyHAa HAPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELWLECTB U X MPEKYPCOPOB, NoANeXKaLumx
KOHTpoto B Poccuinckoit depepauum, yteepxaeHHoro lMNpasutensctsom Poccuitickoit Pepepaumm <6>
(manee - NepeyeHb), cUbHOAEMNCTBYIOLME NEKAPCTBEHHbIE MPENapaThl, HAa CPOK MPMEMA NALUEHTOM A0
5 oHein.

<6> MyHKT 2 cTatbn 2 dPepepanbHoro 3akoHa N 3-d3 (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit
depepaunn, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHauyeHWe /IeKapCTBEHHbIX MpenapaToB MNpU OKa3aHMM MeAMLMHCKOW MOMOLM B
CTaUMOHApPHbIX  YC/IOBUAX MOMKET OCYLLEeCTBAATbCA NOCpencTBOM  TpeboBaHUI  MegULMHCKOM
opraHv3auuMW,  HanpasAsAemblX B  anTeyHble  OpraHM3auMu,  ABAAOWMEcA  CTPYKTYPHbIMU
noapasgeneHuamm meguuMHCKOM opraHnsayum. <7>

<7> MNyHKT 54 cTtatbmn 4 PepepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 obpalieHum
NeKapcTeeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenscTBa Poccuiickoit depepaunn, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - deaepanbHbit 3aKkoH N 61-P3).
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5. HasHauyeHWe neKkapCTBEHHbIX NpPenapaTtoB OCYLLECTBAAETCA MEeAMLMHCKMM pPaboTHMKOM no
MeXAyHapoaHOMY HenaTeHTOBAaHHOMY HaMMEHOBAHUIO, @ NPU ero OTCYTCTBUMU - FPYNAUPOBOYHOMY WU
XMMUYECKOMY  HaMmmeHOBaHuio. B cayyae  OTCYTCTBMA  MeXAYyHapoOAHOro  HenaTeHTOBAaHHOro
HaMeHOBaHMA W TPYNNUPOBOYHOIO WMAM XMMMYECKOro HauMMeHOBaHWA JIeKapCTBEHHOro npenaparta
JNIeKapCTBEHHbIM NpenapaTt Ha3HA4YaeTcA MegULMHCKMM PabOTHUKOM MO TOProBoMy HauMeHOoBaHMIO. Mpwu
HaNYMMU MEONUMHCKUX NOKa3aHui (MHAUBMAYaNbHAA HEMNEPEHOCUMOCTb, MO XU3HEHHbIM NOKA3aHUAM)
no peleHuo BpavyebHOM KOMUCCUM MEeAMULMHCKON opraHm3aunmn <8> ocyLlecTBAAETCA Ha3HavyeHue U
odopmMNeHNEe Ha3HaYeHMA NEKAPCTBEHHbIX MPENApPaToB, He BXOAALWMX B CTAHAAPTbl MeAMULMHCKOMN
nomoLLm, pazpaboTaHHble B COOTBETCTBUK C NYHKTOM 14 ctaTbn 37 PegepanbHoro 3akoHa N 323-93 <9>,
UAN He NpPefyCMOTPEHHbIX COOTBETCTBYHOLLEN KAMHWYECKOW pekomeHaauueln, nmbo no Toprosbim
HaumeHoBaHMAM. PeleHne BpayebHOM KOMMCCUM MEOMLMHCKOM oOpraHu3aumm Qukcupyetca B
MeANUNHCKON JOKYMEHTALMN NAUMEHTa U B XKypHane BpadebHO Komnccum.

<8> MpuKaz MMHUCTEPCTBA 340aBOOXPAHEHMA U COLMANbHOIO pa3BMTUA Poccminckon deaepaunm
oT 5 man 2012 r. N 5021 "O6 yTBEp)KAEHUN MOPSAAKa CO34aHMA U AeATE/IbHOCTM BpayebHOM KoMnccum
MeAULMHCKOM opraHusaumn” (3apeructpmpoBaH MuUHUCTEPCTBOM tOCTULMKM Poccuiickon deaepaumm 9
nioHsa 2012 r., peructpaumoHHbit N 24516) ¢ M3MeHeHUAMM, BHECEHHbIMU MPUKasoM MUHKUCTEpPCTBa
3paBooxpaHeHua Poccuiickon Pepepaumm ot 2 aekabpa 2013 r. N 886H (3apernctpuposaH
MuHKcTEpPCTBOM toCTUUMKM Poccuitickont Pepepauun 23 gekabpsa 2013 r., pernctpayoHHbin N 30714).

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

Echm npu oOKasaHUM nNauMeHTy MeAMUMHCKON noMowM B MeAMUMHCKOW opraHusaumMmM B
CTALUMOHApPHbIX YCAOBUAX NO pPelieHUto BpayvebHOW KOMUCCUM OCYLLECTBAAIOTCA Ha3HadeHue U
nNpUMeHeHe NeKapcTBEHHOro npenapaTta ¢ KOHKPETHbIM TOProBbiM HaMMeHOBaHMEM, TO MPU OKa3aHUK
OAaHHOMY NaUMeHTy MeAMUMHCKON NOMOLWM B WMHOW MeAULMHCKOM OpraHvM3aumm B CTaLuMOHapPHbIX
YCNOBUAX, a TaKXe B ambynaTopHbIX YCAOBMAX OCYLLECTBAAETCA Ha3HauyeHUe emy NeKapCTBEHHOro
npenapara c TeM e TOProsbiM HaumeHoBaHem <10>.

<10> MyHKT 2 noctaHoBneHuAa lMpasuTtenbctBa Poccuitckont ®eaepauymm ot 30.06.2020 N 965 "O
BHECEHUM U3MmeHeHUI B MNpaBuaa GopMUPOBaHMA NEepeYHsA NEeKapCTBEHHbIX CPEACTB, 3aKyMKa KOTOPbIX
OCYLLECTBNIAETCA B COOTBETCTBMMU C UX TOPrOBbIMM HaMMEHOBAHMUAMM, U O NPUMEHEHUUN TIEKAPCTBEHHbIX
NpenapaToB C KOHKPETHbIMW TOProBbiIMK HaumeHoBaHMAMMK" (CobpaHue 3akoHo4aTeNbCTBa Poccuiickoi
depepaunn, 2020, N 28, cT. 4422).

6. HasHauyeHMe neKkapcTBEHHOro Mpenaparta B peuenTe Ha ByMa)KHOM HOCUTene WAM peuente B
bopme 3M1eKTPOHHOro AOKYMeHTa O0GOPMAAETCA Ha MMA NauMeHTa, ONA KOTOpPOro npeaHasHayeH
NleKapcTBeHHbIV Npenapar.

Peuent Ha BymaskHOM HocuTene, obopMIeHHbIM Ha peuenTypHom 6aaHke ¢popm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBep*AeHHbIX HACTOALMM MPMUKA30OM, MOXKET BbITb MOAyYEH
NaLMeHTOM, ero 3aKOHHbIM NpeacTaBUTENEM UK IULLOM, MMeLWMM 0DOPMAEHHYO B COOTBETCTBUN C
rpa)gaHCKMM 3aKoHOZaTenbcTBOM Poccuitickoint depepaumm AOBEPEHHOCTb OT MaUMEHTa Ha MpaBo
noJsiydeHuA TaKoro peuenTa (ganee - ynoHOMOYEHHOE ANLO).

MpeacTaBneHve AOBEPEHHOCTM He TpebyeTca B Ciydyae MoJyyeHus peulenTa Ha NeKapCTBEHHbIN
npenapar Ans MHKypabenbHoro 601bHOIo Ha 3aBepLUaloLLEM 3Tane ero XM3HM IMLLOM, OCYLLECTBAAIOLLUM
YXOZ 33 TakKMM WHKypabesbHbiM 60abHbIM. B Takom c/iyyae MeaMLUMHCKMA paboTHMK BblOAeT auuy,
OCYLLECTBAAIOLLEMY yX04 33 MHKYpabenbHbiM 60bHbIM, AOKYMEHT, NOATBEPKAAOLWMIA MHKYpabenbHoe
cocTosiHMe 60/bHOro, codep:Kalmii cBeaeHuUAa O Auue, KoTopoe byaeT nonyyaTb J€KapCTBEHHble
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npenapartbl No peuenty (bamuama, MMms, oTYeCTBO (NocneaHee - NpU HannumMm), Bua, cepus u (Mnn) Homep
AOKYMEHTa, YA0CTOBEPAIOLLErO IMYHOCTL), 3aBEPEHHbIA MOANUCHIO W NeYaTbio 4aHHOMO MeAMLMHCKOro
paboTHMKa, a TaKXKe NnevyaTbio MeaANUMHCKON OpraHn3auuu.

JoKkymeHT, noaTeepxaatowmii MHKypabenbHoe coctosiHMe 60abHOro, OCTaeTcA B anTeyHoun
opraHusaumm.

Peuent B popme 3/71eKTPOHHOrO AOKYyMeHTa GOpPMMPYEeTCA C UCMONb30BAaHMEM rOCYAapPCTBEHHOM
MHPOPMaLUMOHHON cucTembl B cdepe 3apaBooXpaHeHMs cybbekTa Poccuitickon depepaumu,
MeANUNHCKON MHOOPMALMOHHOM cUCTeMbl MeAMLMHCKOM opraHnsaumm <11>.

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

daKkT BblgauM peuenTa Ha JIeKapCTBEHHbIM MpenapaT 3aKOHHOMY MNPeACTaBUTENO UK
YNOJIHOMOYEHHOMY /ULy GUKCUMPYETCs B MEAULMHCKOM AOKYMEHTALMM NaLMeHTa.

7. MeanumHckum paboTHMKam 3anpewiaeTtca opopmaAaTb peuenTtbl NPM OTCYTCTBUM Yy MaLMeHTa
MEANUMHCKMX MOKA3aHWM; Ha He3aperncTpupoBaHHble JIeKapCTBEHHble npenapaTbl <12>; Ha
JIeKapCTBEHHbIE NpenapaThbl, KOTOPbIE B COOTBETCTBMMU C MHCTPYKUMEN NO MEeSULMHCKOMY NPUMEHEHMIO
npesHasHavyeHbl 41 NPUMEHEHUSA TOIbKO B MEAMULIMHCKUX OPraHU3aumsaX; Ha HAPKOTUYECKME cpeacTBa U1
MCUXOTPOMHbIE BELWECTBA, BHECeHHble B cnucoK Il epeyHs, 3aperucTpupoBaHHble B KayecTse
NIeKapPCTBEHHbIX NPENapaToB, B LEAAX NPUMEHEHNUA A1A NeYEHNA HAPKOMaHUN.

<12> PeweHne CoseTa EBpasunitckoit akoHOomM4YecKon Komuccumn oT 3 HoAabpa 2016 r. N 78 "O
MpaBuaax perucTpaunm M 3KCNepTM3bl JIEKAPCTBEHHbIX CPEeACTB A1A MeAWUUMHCKOro npumeHeHus"
(oduumanbHbIi caliT EBPasMIicKOro sKoHOMKUYecKoro cotosa http://www.eaeunion.org/, 21 Hoabpa 2016
r.). Ctatbs 13 ®egepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickoit deaepaumy,
2010, N 16, cT. 1815; 2020, N 14, cT1. 2028).

NHaouBMAyanbHbIM  NpeanpUHUMATENSAM, OCYLLECTBAAIWMM  MeAUUUHCKYI0  OeATeNbHOCTb,
OOMNOJIHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3alie NMepBOM HACTOAWEro MyHKTa, 3anpeliaeTca
obopmMNATL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CMUCKMU Il 1
Il NepeuHs (panee - HapKOTUYECKME M MCUXOTPOMHbIE NEeKapCTBEHHble npenapatbl crnvckos Il un Il
Mepeyns).

8. MpK Ha3HAYeHUM HAPKOTUYECKMX M MNCUXOTPOMHBIX /IEKAPCTBEHHbIX MpenapaTtos cnucka I
MepeyHs, 32 UCK/OYEHWEM JIeKAapPCTBEHHbIX NPEnapaToB B BMAE TPAHCAEPMaJbHbIX TePaneBTUYECKNX
CUCTEM W JIEKApPCTBEHHbIX NpPenapaToB, COAEpPXKalMX HapPKOTUYECKOoe CPeAaCTBO B COYETAHMM C
aHTAaroOHUCTOM OMWOWAHBIX PEeLEenToOpPoB, pPeuenTbl Ha 6yma)KHOM HocuTene 0QpOpPMAAIOTCA Ha
peuenTypHom 6aaHke popmbl N 107/y-HIN.

9. PeuenTypHbi 61aHK dopmbl N 148-1/y-88 odbopmaseTcsa Npu HasHaveHuK:

1) HapKOTUYECKMX WM MCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaTtoB cnucka |l MNepeuHa B Buae
TpaHCAEePManbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUUYECKUX JIEKApCTBEHHbIX MpenapaTtosB cnucka Il
MepeyHs, coaepaLmMx HAPKOTUYECKOE CPeACTBO B COYETAHNN C aHTAaroHMCTOM ONMMOUAHBIX PeLenTopos,
NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTos cnucka lll NepeyHs;

2) KOMBUHMPOBAHHbIX IEKAPCTBEHHbIX NPENApPaTOB, COAEPMKALLMX:

a) Ko4eWH nnn ero coaun (B nepecyerte Ha 4YNCToe BeLI.I,eCTBO) B Konnyectse A0 20 Mr BKAOYUTENBHO
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(Ha 1 no3y TBepAO NeKapCTBEHHOM popMbl) UK B Konndectse A0 200 mr BKAtounTenbHo (Ha 100 ma unu
100 r *KMAKOW NekapcTBeHHOM GopMbl 419 BHYTPEHHErO NPUMEHEHUA);

6) ncesgoadespnHa rMApPOXN0pPMA B KOANYecTse, npesbiwatolem 30 mr, 1 40 60 Mr BKAHOUYUTENBHO
(Ha 1 po3sy TBEPAON NEKAapPCTBEHHOMN GopMbl);

B) NnceBao3deapuHa rmapoxaopug B Konndectse, npesbiwatowem 30 Mr, M 40 60 Mr BKAOYNTENIbHO
B COYETAHMM C AeKcTpomeTopdaHOM r’MapobpoMmMaom B KonmyecTse, npesblwatowem 10 mr, n go 30 mr
BK/IlOUMTENIbHO (Ha 1 403y TBEPAOWN IeKapcTBEHHOM GOpMbl);

r) aekctpomeTtopdaHa ruapobpommg, B Konmdyectse Ao 200 mr BKAtounTenbHo (Ha 100 ma nnam 100
I *KUOKOW NekapcTBeHHOM hopMbl 417 BHYTPEHHErO NPUMEHEHMUS);

4) abeapuHa rugpoxnopua B Koanyecrse, npesbiwatowem 100 mr, n go 300 mr BKAOUYMTENbHO (Ha
100 mn mnnm 100 r kuAaKoM nekapcTBeHHOW GopMbl 419 BHYTPEHHEr0 NPUMEHEHUSA);

e) sadegpuHa ruapoxnopua B Konmdectse Ao 50 mr BkawouutenbHo (Ha 1 po3y TBepaoi
JleKapCcTBEHHOM GopMbl);

X) ¢deHunnponaHonamuH B KoAMyecTBe A0 75 mr BKAuuTenbHo (Ha 1 po3y TBepaol
NiekapcTBeHHon dopmbl) Man go 300 mr BKAoUMTENbHO (Ha 100 ma uamn 100 1 3KMAKOW NeKapCTBEHHOM
$opMbl g1 BHYTPEHHETO NPUMEHEHWUA);

3) deHobapbuTan B Koamyectse A0 15 Mr BKIIOUMTENbHO B COYETaHWUM C KOAEMHOM (MM ero
CONSIMM) HE3aBUCMMO OT KoanyecTsa (Ha 1 403y TBepAoi NeKapCTBEHHOM GopMbl);

n) deHobapbutan B KoauyectBe A0 20 Mr BKAKOYUTENbHO B COYeTaHUMM C 3peapuHOmM
rMOPOXJI0PUAOM HE3AaBUCUMO OT KosindecTBa (Ha 1 o3y TBepaoit IeKapcTBeHHOW GopMbl);

K) XflopAmasenokcua B KonnyecTse, npesbiwatowem 10 mr, u go 20 mr BkAoUUTENbHO (Ha 1 oo3y
TBEPAOWN IeKapCcTBEHHON GOPMbI);

3) neKapcTBEHHbIX MPenapaTos UHAMBUAYANbHOIO W3rOTOB/IEHUA, COAEPMKALMX HAapPKOTUYECKoe
CpPeacTBo MM MNCUXOTPOMHOE BelecTBo cnucka |l MepeyHa, n apyrme dapmaKoiormyeckme akTMBHble
BelecTBa B [03e, He MpPEeBbllWAOWEN BbICWIYHO pPa3oByl A[03y, W MpU  YCNOBUW, 4YTO ITOT
KOMOWHWPOBAHHbIN NIEKAPCTBEHHbIN MpenapaT He ABASETCA HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka |l MepeyHs;

4) nNeKapcTBEHHbIX NPenapaToB, BKJOYEHHbIX B MNepeyYeHb JIEKAPCTBEHHbIX CPEACTB Af
MEAMUMHCKOTO  NPUMEHEHUs, MoAJeXKallMx NpeAMETHO-KONMYecTBeHHOMY ydyeTy (panee -
NleKapcTBeHHbIe Npenaparhbl, BKAoYeHHble B nepedeHb MKY) <13>.

<13> MoanyHKT 5.2.171(1) nyHKkTa 5 noctaHoBneHun MNpasuTenbctsa Poccuitickoit depepaunn ot
19.06.2012 N 608 "O6 yTBep:aeHUM MonoxeHns o MUHUCTEpPCTBE 3ApaBoOXpaHeHUa Poccuinckol
depepaunn" (ganee - MonoxeHne o MwuHuctepctse) (CobpaHme 3akoHopaTenbcTBa Poccuiickoit
depepaunn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

10. PeuentypHbiii 6naHk popmbl N 148-1/y-04(n) odopmaseTcs Npu HasHaYEHUN NIEKAPCTBEHHbIX
npenapaToB rpakAaHam, UMeoLWUM NPaBo Ha becnaaTHoe NoJlyyeHue IeKapCTBEHHbIX NpenapaTos Uau
noJlyyeHue NeKapCTBEHHbIX MPENapaToB CO CKUAKOM.

11. PeuenTypHbili 61aHK popmbl N 107-1/y odpopmnseTcs Npu HazHaYeHU:

1) neKapcTBEHHbIX MPENapaToB, He YKa3aHHbIX B MyHKTax 8, 9 HacTosAwero MopsaKa;
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2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX NPENAPATOB, COAEPHKALLMX:

a) sprotamMuHa rMApoTapTpaT B KoAuyectTBe A0 5 mr BKAlouuTenbHo (Ha 1 gos3y TBepaow
JleKapcTBeHHOM GopMbl);

6) adeapuHa ruapoxnopua B Konndectse A0 100 mr BkAoUMTENbHO (Ha 100 ma uam 100 r xKuakou
NleKapcTBeHHON popmbl A5t BHYTPEHHEro NpUMeHeHus);

B) NncesaoadeapuHa rmapoxnopua B Konndyectse, He npesbiwatowem 30 mr (Ha 1 o3y TBepaom
JNIeKapcTBeHHOMN GpopMbl);

r) ncesgosdenpuHa rMApoOXnopusg B Koaudectse, He npesblwatowem 30 Mr, B COYETaHUU C
AekcrpometopdaHom rmapobpommnaom B Konmyectse, npesbiwatowem 10 mr, n 4o 30 mr BKAOUYMTENBbHO
(Ha 1 po3sy TBEPAON NEKapCcTBEHHOMN GopMbl);

A) AekctpomeTopdaHa ruapobpommug B Kosvuyectse, npesbiwatowem 10 mr, 1 go 30 mr
BK/IOUMTENbHO (Ha 1 403y TBEpA0oW ieKapcTBeHHOW GopMbl);

e) ¢peHobapbuTan B Konmndectse, npesbiwatowem 20 mr, 1 go 50 mr BrkaounTeNnbHO (Ha 1 o3y
TBEPAOWN IeKapcTBEHHON GOPMbI);

X) ¢eHobapbutan B KonuuyectBe A0 20 Mr BK/AOYMTENbHO B COYETAHMM C 3ProTaMMHOM
rMapoTapTPaTOM HE3aBMCMMO OT KoAMYecTBa (Ha 1 03y TBepAOoM NekapcTBeHHON GOpMbI);

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

12. Mpu HasHaYeHUU NeKapCTBEHHOro npenapaTta UHANMBMAYAIbHOTO U3roTOBJAEHMA B peLenTe Ha
6ymarkHOM HocuTene U (Mamn) peuente B ¢GoOpme 3/EKTPOHHOrO [AOKYMEHTa HaMMeHOBaHuA
NeKapcTBEHHbIX CpeacTB (BELWECTB), BKAKOUYEHHbIX B nepedyeHb [MKY, yKasbiBaloTca B Hayane peLenTa,
3aTeM - BCE OCTa/IbHble UHFPEANEHTbI.

13. MNpn HasHauyeHUW SIEKAapPCTBEHHOrO MpenapaTa B pelente Ha bymaxkHOM Hocutene u (mMnu)
peuente B popme 3N1EKTPOHHOrO AOKYMEHTa 3anpeLlaeTcA MnpeBbiwaTb KOAMYECTBO HAPKOTUYECKUX
CPEeACTB MW NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXKET ObITb BbINUCAHO B O4HOM PELLENTE, YCTAHOBAEHHOE
npunoxkeHnem N 1 K HacTtoAawemy MNopagKy, 3a UCKAKYEHMEM CAyYaeB, YKA3aHHbIX B NyHKTax 15 u 24
HacToAwwero MopaakKa.

14. MNpwn Ha3Ha4YeHUN NeKapCTBEHHbIX NpenapaTos, BKAKYEHHbIX B nepeyeHb [MKY, Ao3a KOToOpbIX
MPeBbIWAET BbICWWA OAHOKPATHbIA Npuem, MeaUUMHCKMI paboTHMK 0603HayaeT [03y 3Toro
NIeKapCTBEHHOrO MpenapaTa B peuente Ha OymMaXHOM HoOcCUTene NPOMUCbID C MPOCTaBAEHUEM
BOCK/IMLLATE/IbHOTO 3HAKa W (M/IM) NPOCTaBAAET BOCKAMLATE/IbHBIN 3HaK Mpu opopmIeHUN peLenTa B
bopme 3N1eKTPOHHOIrO AOKYMEHTa.

15. KonnyectBo Ha3HAYeHHbIX SIeKapCTBEHHbIX NPenapaToB, BKAKOYEHHbIX B nepeyveHb [MKY, npu
OKasaHMW MauMeHTaM, HY)KAAWMMCA B OJAMTE/IbHOM Je4YeHUU, NepBUYHON MeaMKO-CaHUTapHOM
NMOMOLLM W MANMATUBHON MEAMLIMHCKOW MOMOLLM MOMKET OblTb YBE/IMYEHO C YYETOM K/IMHUYECKMX
peKoMeHAaUmMi He bosiee YeM B 2 pasa MO CPABHEHWUIO C KOJIMYECTBOM HapPKOTUYECKUX CPenCTB UM
NMCUXOTPOMHbIX BELWECcTB, KOTOPOe MOMKeT ObiTb BbIMMCAHO B OZHOM peuenTe, YCTaHOB/EHHbIM
npunoxenmem N 1 K HacToawwemy Mopagky.

B cnyyasx, npeaycMoTpeHHbIX ab3alem nepsbiM HACcTOALLEro NyHKTa, Ha peLenTax Ha bymaxkHOM
HocuTeNle NpousBoAMTCA Haanucb "Mo cneunanbHOMY HasHayeHUIo", oTAeNbHO 3aBepeHHas NoAnuchbio
MeaULMHCKOro paboTHMKa M MneyaTblo MegMUMHCKOM opraHusaumu "[ns peuentos”, Ha peuentax B
dbopme 3NEeKTPOHHOro JOKYMeHTa npoussBoguTca oTmeTKa "Moo cneumanbHOMY HasHayeHuo" ¢
NPOCTaBNEeHNEM YCUNEHHOW KBaNNPULMPOBAHHOW 3NEKTPOHHOM NOANUCU MeAULUHCKOTO paboTHUKA.



16. CocTaB NleKapCTBEHHOrO npenapaTa, NekapcTBeHHaa ¢opma M obpalleHne MeaUULUHCKOro
paboTHUKa K dapmaueBTMYeCKOMY paboTHUKY 06 OTNyCKe /IeKapCTBEHHOrO NpenapaTta Ha Byma)KHOM
HocuTene oGoOpPMAAOTCA Ha NATUHCKOM UAN PYCCKOM A3bIKE B POAUTENIbHOM MAAENKE, 33 UCKAHOUYEHMEM
odopmneHus peuentos B GOPMeE 3/1EKTPOHHOIO AOKYMEHTA, OCYLLLECTBAAEMOTO Ha PYCCKOM A3bIKE.

Mpn odopmaeHMM peuenTypHbiXx 6NaHKOB  OOMYCKAaeTCcs WMCMNO/JIb30BaHWE  COKpaLleHui
(npunoskeHune N 2 K HacToAwemy MopagKy).

Mpy Ha3HauyeHMM NEeKapCTBEHHOro npenaparta He [AOMyCKaeTca COKpalleHWe HaumeHOoBaHUM
WHIPeAneHTOB, COCTaBAAIOLLMX IeKapCTBEHHbIN NpenapaT, He N03BONAILMX YCTAHOBUTb, KaKo MMEHHO
NIeKapCTBEHHbIN NpenapaT Ha3HayeH.

17. Cnocob npumeHeHNa neKkapcTBeHHOro npenapaTa 0603Ha4YaeTca ¢ yKasaHUeM NyTu BBeAeHUs,
[03bl, 4aCTOTbl, BpEMEHU MPUema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M ero AJUTeNbHOCTU, a ANA
JIeKapCTBEHHbIX MPenapaTos, B3aMMOAENCTBYIOWMX C MULLEN, - BpEMEHU UX YyNoTPebNeHNs OTHOCUTE/IbHO
npuema nuwm (40 eapl, BO Bpema efbl, Nocsie eabl).

18. Mpyu HEOBXOAMMOCTU HEMEAIEHHOTO UM CPOYHOTO (B TeyeHMe AByX pabounx gHei) oTnycka
JIeKapCTBEHHOTIO NpenapaTta NnauMeHTy B BepXHel 4acTu peuenTa Ha 6ymarkKHOM HocuTe e NpoCcTaBAAoTCA
0603HaueHus "cito" (cpouHo) nam "statim" (HemeaneHHo). AHanorMyHble 0603HaYeHMA NPOCTaBAAOTCA B
BMAE OTMETOK Npu odopMIeHMM peLenTta B Gopme 3N1eKTPOHHOTO AOKYMEHTa.

19. Npun odopmNeHNN HazHaUYEHUA FOTOBOrO IEKAPCTBEHHOTO NpenapaTta B peuenTe Ha ByMarkHOM
HocuTene wauM peuente B GopmMe 3/1EKTPOHHOrO OOKYMEHTa KO/AMYECTBO AEWCTBYIOWMX BeLLECTB
YKa3blBaeTCA B COOTBETCTBMM C WHCTPYKUMEN MO MEAUUMHCKOMY MNPUMEHEHUIO NEKAPCTBEHHOro
npenapata. [JonycTMmMo yKasblBaTb 403MPOBKY IeKapPCTBEHHbIX NPenapaToB CUCTEMHOIO AeACTBUA (ans
pe3opbTUBHOro Npuema) B TBEpAbIX NEKAPCTBEHHbIX popmMax (Hanpumep, TabneTkun, NOPOLLKK, Kancybl)
KaK copepraHue OAHOro WAWM HECKO/IbKMX AeMCTBYIOWMX BEWecTB B eAMHMLAX macchl (B rpammax,
Muaanrpammax). onyctumo yKasbiBaTb AO3MPOBKY JIEKAPCTBEHHbIX MPEnapaToB CUCTEMHOIO AENCTBUA
(ana pe3opbTUBHOTO MPUMEHEHMS) B XMUAKWUX JIEKAPCTBEHHbIX Qopmax (Hanpumep, pacTBOPbI,
CYCMEH3MU) KaK COAEp)KaHWe OAHOTO MM HECKOIbKMX LEWCTBYIOLLMX BELLECTB B e4MHULAX Maccbl Ha
eanHuLy o6bema (Hanpumep, MUAAUTPaMM/MUANMANTP) C YKasaHuem obLiero obbema nNekapcTBeHHOM

dopmbl.

Mpn obopmNeHUN Ha3HAYeHUA NEeKapCTBEHHOro npenapaTta MHAUBUAYANbHOTO U3roTOBAEHUA B
peLenTe Ha 6ymaxHOM HocuTene nnun peuente B opme 31eKTPOHHOTO AOKYMEHTA KOIMYECTBO TBEPAbIX
M cbinyunx dapmaueBTUYECKUX cybCTaHUMIA yKasbiBaeTca B rpammax (0,001; 0,5; 1,0), *Kuakux - B
MUAZIMANTPAX, FPAaMMax U Kannsax.

20. PeuenTbl Ha BymaxkHOM HocuTene, B popme 3/1eKTPOHHOIo AOKYMeHTa, opopmM/eHHbIE Ha
peuenTypHom 6naHke ¢opmbl N 148-1/y-88 M npeaHasHayeHHble AR OTMYCKA J/IeKAapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoANyHKTaMun 1 - 3 NyHKTa 9 HacToAwero Mopsaka, AeACTBUTENbHbI B
TeyeHue 15 gHel co aHA obopMaeHUA.

21. PeuenTtbl Ha Byma)kHoOmM HocuTene, B popme 3NEeKTPOHHOTO AOKYMeHTa, 0odOpPMAEHHbIe Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) M npeAHasHayYeHHble A1A OTNYCKa JIEKaPCTBEHHbIX
npenapaToB rpaxgaHam, YKasaHHbIM B NyHKTe 10 HacToAwero MNopaaka, AencTBUTeNbHbI B TedyeHne 30
AHel co AHA 0bOpMIEHUSA, 33 UCKNOUYEHUEM CyvaeB 0GOPMIEHUA peLenTa B COOTBETCTBUM C MYyHKTAMM
38 1 39 HacToAwero Mopsaka, NPU KOTOPbIX OH AeUCTBUTENEH B TeyeHme 15 aHel co gHs odbopmaeHus.

22. PeuenTtbl Ha Byma)kHom HocuTene, B popme 3N1eKTPOHHOTO AOKYMeHTa, 0odOpPMAEHHbIE Ha
peuentypHom 6naHke ¢dopmbl N 148-1/y-04(n) M npegHasHayeHHble AN OTMYCKa JI€KapCTBEHHbIX
npenapaToB rpaxgaHam, AOCTUTLWMM MEHCMOHHOIO BO3pacTa, MHBaZMZAM MNepPBOM TPynnbl, AETAM-
WHBanMAaMm, a TaKKe rpaxgaHam, CTpajalowum XPOHUYECKMMM 3aboneBaHUAMM, Tpebyrowmmu
O/IMTENbHOFO KYPCOBOrO /leYeHUs, AencTButenbHbl B TedeHne 90 aHen co AHA odopmaeHua, 3a



MUCKNIOYEHUEM C/lydaeB, YKasaHHbIX B MNyHKTax 38 u 39 Hactoawero [lopAagka, nNpuM KOTOPbIX OH
aenicteuTeneH B TedeHue 15 aHel co gHA odopmaeHus.

Ona neyeHuAa XpoHUYecKMX 3aboseBaHWM yKasaHHbIM KATErOPUAM TparKAaH NEeKapCTBEHHbIE
npenapatbl ¢ obopMAEHNEM PeLLEenTOB Ha BymMaxKHOM HocuTene Maum peLenToB B Gopme 3N1eKTPOHHOTO
AOKYMeHTa MOryT Ha3zHayaTbCA Ha Kypc ieyeHuns ao 180 aHen.

23. PeuenTtbl Ha BymarKHOM HocuTene, B popme 31EeKTPOHHOTO AOKYMeHTa, opopmaeHHble Ha
peuentypHom 6naHke popmbl N 107-1/y M npeaHasHauYeHHble 414 OTNYCKa NeKapCcTBEHHbIX NPenapaTos,
npeaycMoTpeHHbIX MyHKTom 11 HacToswero MNopsgKa, AencTBUTENbHbl B TedeHne 60 AHeN co AHA
odopmaeHus.

Mpy HasHayeHMM TOTOBbIX JIEKAPCTBEHHbIX MNPENnapaToB M JIeKapCTBEHHbIX MNpenapaTos
WHAMBUAYANAbHOrO U3roTOBAEHUS NaUMeHTam ¢ 3aboseBaHMAMM, TPEDBYIOWMMN ASIUTENBHOTO KYPCOBOro
neveHus, c obopmneHmem Ha peuentypHom 6naHke dopmbl N 107-1/y peuenta Ha BymarkHOM HocuTene
nan B GopMe 3/1EKTPOHHOTO AOKYMEHTA YCTaHAB/IMBAETCA CPOK AEUCTBMA PELENnTa B Npeaenax A0 04HOro
roga.

B cnyyae ycTaHOBNEHMA CpOKa AeNCcTBMA peuenta B npegenax A0 OAHOro roga B peuente
npoussoauTca Hagnucb: "lMo cneymanbHOMY HasHayeHuo", 0603HaYaeTca CPOK AencTBUA peuenTa U
NepuoaMYHOCTb OTMNYCKA IEKAPCTBEHHbIX MPenapaToB U3 anTe4yHoM OpraHn3aLUnmn NAn NHAUBUAYANbHbLIM
npeanpuHMmaTenem, MMeLMM TULLEH3NIO Ha papMaLeBTUUYECKYIO AeATeNbHOCTb <14> (exeHeaenbHo,
e)XeMeCAYHO M UHble nepuoabl). JONoNHUTENbHO 3TO YKasaHWe 3aBepsaeTcs NoAnUCbio MeAULMHCKOro
paboTHMKa, a TaKXKe neyaTbio MeaAnLMHCKON opraHm3auum "Ons peuentos” (Ana peuenTta Ha BymaxkHOM
HocUTeNe) K YCUNEHHOWN KBaANGUUMPOBAHHOWM 31EKTPOHHOW NOANNCHI0O MeANLMHCKOro paboTHMKa U
N1ua, YNOAHOMOYEHHOTO 3aBepATb AOKYMEHTbI OT MMEeHU MeAMLMHCKOW opraHusauum (ana peuenTa B
dbopme 31eKTPOHHOro AOKYMEHTA).

<14> MyHKT 47 vactm 1 cratbum 12 depepanbHoro 3akoHa oT 4 mas 2011 r. N 99-©3 "O
JIMLLEH3UPOBAHMUM OTAENbHbIX BUAO0B AeaTenbHocTn" (ganee - eagepanbHblin 3akoH N 99-93) (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 2011, N 19, cT. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha NeKapCTBeHHble npenapaTtbl, BKAIOYEHHble B nepedveHb [MKY, ana nedveHuA
NaLMeHTOB C XpOHUYECKUMUK 3a60neBaHMAMM MOTYT 0GOPMAATLCA Ha KypcC nedeHuna Ao 60 gHewn.

B cnyyae, Korga Kypc fnedyeHus coctasnfeT 6onee 30 AgHei, AOMNOAHUTENbHO B peuenTax Ha
B6yMaXKHOM HocUTe e Npou3BoAUTCA Hagnuch "MNo cneunanbHOMY HazHadYeHUIo", 3aBepeHHasn NoANUCHIo
MeANLMHCKOTO PaboTHUKA M MeyaTbio MeAMLMHCKON opraHusauum "[Ons peuentos", Ha peuenTax B
dbopme 3N1EKTPOHHOrO [OKYMeHTa npoussoauTca oTmeTKa "Moo cneumanbHOMY HasHadeHuo" ¢
NPOCTaBAEHNEM YCUNEHHOW KBAaANPULMPOBAHHOM 3/1EKTPOHHON NOANUCU MEAULMHCKOro paboTHUKA U
MLUa, YNOJIHOMOYEHHOTO 3aBePATb AOKYMEHTbI OT MMEHU MeANLMHCKON OpraHn3auuu.

25. PeuenT Ha 6ymaxkHOm HocuTene B GOPME 3/1EKTPOHHOrO AOKYMeHTa, OPOPMJIEHHBIN C
HapyLweHMEeM YCTaHOB/IEHHbIX HAaCTOALLMM MNopAaaKom TPeboBaHWM, CYUMTAETCA HELENCTBUTETbHBIM.

Il. HasHauyeHue neKapCcTBEHHbIX NPenapaTos NpU OKasaHUu
MeAULMHCKON NOMOLLMU B CTAaLMOHAPHbIX YCAOBUAX

26. Mpu oKasaHUK NauUMEHTY MeAMUMHCKON MOMOLWM B CTaUMOHAPHbIX YCIOBUAX Ha3HayeHue
IeKapCTBEHHbIX Mpenapatos npoussoauTca 6e3 odpopmaeHua peuenta MeAULUHCKUM PaboOTHUKOM
eAUHONNYHO, 33 UCKIOHEHNEM CyYaeB, YKasaHHbIX B MyHKTe 27 HacToAwlero MNopsaaka.

27. CornacoBaHne HasHa4yeHMUA NeKapCTBeHHbIX MpenapaTtoB C 3aBeAylOWMM oTaeneHnem uaun
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OTBETCTBEHHbIM AEXYPHbIM BPauyom NM60 APYrMM ANLLOM, YNOJHOMOYEHHbBIM NPUKA30M FaBHOro Bpaya
MEANLMHCKON OpraHu3aLmMM, a TakKe, MPW HaauyMu, C BPavyoM - KAUHUYECKMM GapMaKonorom
HeobxoaMMO B C/lyyasx:

1) oAHOBPEMEHHOIO Ha3HaYeHMA NATU U 6oslee NeKapPCTBEHHbIX MPENapaToB O4HOMY NALUEHTY;

2) Ha3HaYeHMA NeKapCTBEHHbIX MPEnapaTos, He BXOAALLUX B MepeyeHb }XU3HEHHO HEOBX0AUMBIX U
Ba)KHEMLIMX NeKapCTBEHHbIX npenapaToB <15>, NpuM HETUNMYHOM TeyeHMM 3aboneBaHUA, HaAU4YUM
OCNOXHEHUI OCHOBHOro 3aboneBaHMA W (MAKM) conyTCcTBYOLWMX 3aboneBaHUl, NpuM HasHAYEHWUU
NIeKapCTBEHHbIX NpenapaToB, 0COH6EHHOCTM B3aMMOAENCTBMA U COBMECTMMOCTM KOTOPbIX COrNAacHo
MHCTPYKUMAM MO WX MNPUMEHEHWUIO MNPUBOAAT K CHUXEHU0 3bdeKTMBHOCTM UM Be3onacHocTU
dbapmakoTepanuu 1 (Maum) co3aatoT NOTEHUMANbHYIO ONacHOCTb ANA }KU3HM U 340Pp0BbA NaLUeHTa.

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

B yKasaHHbIX C/Nyyasx HasHayeHWe JIeKapCTBEHHbIX MPenapaTtoB GUKCUMPYEeTca B MeAULIMHCKOMN
OOKYMEHTaUMM naumeHTa W 3aBepAeTca NoAMNMCbI0 MeAUMUMHCKOro paboTHMKa W 3aBeayiowero
oTaenieHnem (OTBETCTBEHHOrO AEeXYPHOro Bpaya Wam Apyroro ynosHOMOYEHHOro 11ua).

28. MeaMUMHCKNA paboTHUK MeAMLMHCKOW OpraHvsauuu (ee CTPYKTypHOro nogpasgeneHus),
PacrnoNOXKEeHHOMW B CENbCKOM HAaCENEHHOM MyHKTE, OCYLLEeCTBASET Ha3HaYeHMe JleKapCTBEHHbIX
npenapaToB B Cy4asX, YKasaHHbIX B NyHKTax 27 1 29 HacToswwero MNopaaka, eGMHONNYHO.

29. Mo pelleHno BpauyebHON KOMUCCUKM NaUMEHTaM NpPU OKasaHUU UM MeAULUHCKON NMomoLLM B
CTaUMOHApPHbIX YCNOBUAX Ha3HAYalOTCA JIeKapCTBEHHblEe NpenapaTbl, HE BK/OYEHHble B MepeyeHb
MU3HEHHO HeobBXOAMMbIX W BaXKHEMLIMX JIeKapCTBEHHbIX MPenapaTtos, B C/Ay4yae MX 3aMeHbl M3-3a
NHANBMAYANbHON HEMEPEHOCUMOCTH, MO KU3HEHHbIM NOKa3aHUAM.

PeweHne BpayebHOM KomMMCCUM PUKCUMpPYETCA B MEAMUMHCKON AOKYMEHTAUMM MauMeHTa u
JKypHane BpavyebHOM Komuccum.

30. B cnyyasax obcnenoBaHMA M IeUEHUA TPaXKAaHWHA B CTALMOHAPHbLIX YC0BUAX B paMKax
npeaocTaBneHna MeanLUMHCKUX YCIYT Ha BO3Me34HOM OCHOBE 3a CYET /IMYHbIX CPeACTB rparkaaH, CpeacTs
IOPUANYECKUX UL, U UHbIX CPeACTB HA OCHOBaHUW AOroBOpa, B TOM YMcne A0rosopa J06pOBOALHOMO
MeAMLMHCKOrO CTpaxoBaHUA <16>, emy MOryT OblTb Ha3Ha4yeHbl JIEKAapCTBEHHble npenapaTbl, He
BXOAALLME B NEepeveHb *KU3HEHHO HEOOXOAMMBbIX U BaXKHEMLIMX IeKapcTBEHHbIX NPenapaToB, ecan ux
Ha3HayYeHue 1 NpMMeHeHue 06yCNOBNEHO MEANLIMHCKUMU NOKa3aHUAMM.

<16> MNocraHoBneHue MpaButenbcTea Poccuinckoit Pepepaumm ot 4 okTabpa 2012 r. N 1006 "06
yTBEpPX)AeHWUM MpaBua NpesocTaBAeHUA MeANLNUHCKMMU OPraHM3aUMAMM NAATHbIX MeULMHCKMX yeayr"
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoit depepaumm, 2012, N 41, cT1. 5628).

lll. HasHaueHMe nekapCcTBEHHbIX NpenapaTos NP OKasaHUU
nepBUYHON MeAUKO-CaHUTAPHO NOMOLLM, CKOPOIi MegULUHCKOM
NOMOLLU U NAN/INAaTUBHON MeAULUHCKO NOMOLLU

31. MNpu OKasaHMM MEPBUYHON MEAUKO-CAaHUTAPHOW MOMOLM M MNaNANATUBHON MeAMLUHCKON
MOMOLM B amMbynaTopHbIX YCNOBMAX Ha3HaYeHWe JIeKapCTBEHHbIX MPenapaTtoB OCYLLECTBASETCA
MeANLMHCKMM PabOTHUKOM B CNyYasaX TUMUMYHOIO TeyeHMa 3abonesaHmaA NnaumMeHTa UCXOAA U3 TAXKECTU U
XapakTepa 3abonesaHus.
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32. HasHauyeHne NeKapcTBEHHbIX NPEenapaToB NO peleHuto BpayebHoM KOMUCCUM NPU OKasaHuK
NepBUYHON MeaMKO-CaHUTAPHOM MOMOLLN, MaN/IMATUBHOM MeAWMLMHCKOMW nomowm B ambynatopHbIX
YCNOBUAX MPON3BOAMTCA B C/IyHaAAX:

1) ogHOBPEMEHHOIO Ha3HAYeHWUs O4HOMY NaALMEHTY NATU U Bosiee IeKapCTBEHHbIX MPenapaTos B
TEeYEeHWEe OAHMX CYTOK MU/IM CBbILE AECATU HAMMEHOBAHWUI B TEYEHME TPUALATU AHEN;

2) Ha3HayeHMA IeKapCTBEHHbIX NpenapaTtoB MPU HETUNUYHOM TeyeHUM 3aboneBaHus, HaNMUuUK
OCNOXHEHUM OCHOBHOro 3aboneBaHMA W (MnKM) conyTcTByOWMX 3aboneBaHUi, NpUM HasHaYeHUU
NIeKapCTBEHHbIX NpenapaToB, 0COH6EHHOCTM B3aMMOAENCTBMA U COBMECTMMOCTM KOTOPbIX COrNAacHo
MHCTPYKLUMAM MO UX MPUMEHEHUIO NPUBOAAT K CHUMKEHMUIO 3GPEKTUBHOCTM U 6e30nacHOCTU NedeHunn
nauMeHTa 1 (MAKn) co3aatoT NoTEHUMANbHYIO ONacHOCTb A1A XU3HU U 340P0BbA NaLMEHT];

3) nepBMYHOrO Ha3HaYeHWs MNaALMEHTY HAPKOTUYECKMX U MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX
npenapatoB cnvckoB |l u lll MepeyHa (B cryyae NPUHATUA PyKOBOAUTENEM MEAMLIMHCKOW OpraHu3aLmm
peleHnA 0 Heob6x04MMOCTU COrNacoBaHMA Ha3HAYEHUA TAaKUX IEKAPCTBEHHbIX NPenapaTos ¢ BpayebHo
Komuccuen).

33. lNoBTOpPHOE HAa3HAYEeHNE HAPKOTUYECKMX U NCUXOTPOMHbLIX JIEKAPCTBEHHbIX NPenapaTos CUCKOB
Il v 1l MepeyHA npou3BOAMTCA MEAMUMHCKMM PAaBOTHMKOM CamMOCTOATE/IbHO WKW eAMHOAUYHO 6e3
y4acTma BpayebHOM KOMWUCCUMM NaUMEHTaM C BblpaKeHHbIM 60neBbiIM CUHAPOMOM Ntoboro reHesa,
HapylweHMeM CHa, CYAOPOXHbIMW  COCTOAHWUAMMK, TPEBOXHbLIMW  paccTporcTBamu, ¢obuamu,
NMCUXOMOTOPHbBIM BO3OYKAEHUEM.

34, Tpy OKasaHUM CKOPOW MeAULMHCKOM NOMOLLM fNleKapCTBeHHble npenapaTbl HasHavaloTcA
MeANUMHCKMM  paboTHUKOM Bble3aHOW 6puragbl CKOPOM MNOMOLLM, MEAULMHCKMM pPaboTHUKOM
MeANLUNHCKON OpraHu3aLMM Mpy OKasaHMM MeAMLMHCKOM NOMOLM rpakaaHam npu 3abonesaHuAx,
HEeCYaCTHbIX CAy4Yanx, TpaBMax, OTPaBAEHUAX U APYTUX COCTOAHMSAX, TPEBYIOLWMNX CPOYHOrO MeAULMHCKOro
BMellaTe bCcTBa.

IV. HasHaueHMe neKapCcTBEHHbIX NPenapaTos rpaXaaHam,
MMeloLWMM NpaBo Ha 6ecnaaTHoOe NonyyYeHUe NeKAPCTBEeHHbIX
npenapaTos UM NONy4eHMEe IeKapCTBEHHbIX NpenapaTos
CO CKUAKOMN, NPpU OKa3aHUU NepPBUYHOMN
MeAUKO-CaHUTApPHOW NOMOLLM

35. Mpn OKasaHMM NEepPBUYHON MEAMKO-CAHUTAPHOM MOMOLLM HA3HAYEeHUE MeAUUMHCKUM
paboOTHMKOM Ha OCHOBE KAMHUYECKUX PEKOMEHAALMA U C Yy4eTOM CTAaHLAPTOB MeAMUMHCKON MOMOLUM
<17> neKapcTBeHHbIX NPENAPaTOB, OTNYCKaeMbIXx 6ECNAATHO WM CO CKUAKOM, rpaxaaHam, MMeLWwmm
npaBo Ha obecneyeHWe SeKapCTBEHHbIMKW MpenapaTtaMmm 33 CYeT CPeAcTB OtoAKEeTHbIX acCUrHOBaHMIA
depepanvHoro 6Gtogyketa M HlogKeToB cybbekToB Poccuiickoit ®degepaumu, OcCylLecTBAseTcA Ha
peuentypHom 6naHke N 148-1/y-04(n).

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

Mpn odopmneHmn peuenta Ha 6naHke ¢opmbl N 148-1/y-04(n) Ha BymarkHom Hocutene
opopmMAAIOTCA ABa 3K3eMNsApa, OAMH M3 KOTOPbIX OCTAeTCs B anTe4YHOW OpraHu3auuu, BTOPOW - B
MeAMLMHCKOW SOKYMEHTAL MM NauneHTa.

36. I'IpaBo Ha3Ha4aTb ZIEKAPCTBEHHbIE NpenapaTbl rpaxgaHam, MMerLWnm npaBo Ha b6ecnnatHoe
nosy4yeHune NeKapCrtBeHHbIX NpenapaToB Nan noayv4yeHme neKapCTBeHHbIX NPenapaTos CO CKVI,EI,KOVI, TaKXe
NMeLoT:
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1) meanumHcKkue paboTHUKK, paboTatowme B MeAMLMHCKOW OpraHM3aLmm no COBMecTUTeNbCTBy (B
npeaenax cBoOe KOMMeTeHUum);

2) MeauUMHCKME pPabOTHWKM CTalMOHapHbIX OpraHM3auuii CouManbHOro OBCAYXKMBAHUA NpU
Ha/IMUUM NIMLLEH3UM Ha OCYLLECTBAEHME MeAMLMHCKOW aeAaTenbHOCTM <18>, npeaycmaTtpusatoLleit
BbiNONHEHWe paboT (oKasaHWe ycnyr) MO OKa3aHUI MepBUYHOW MeAMKO-CaHUTAPHOW MNOMOLLM B
ambynaTopHbIX ycnoBuMAx (HeE3aBUCMMO OT BEJOMCTBEHHOW NPUHAANEKHOCTH);

<18> MNyHKT 46 yactu 1 ctatbmn 12 PegepanbHoro 3akoHa N 99-d3 (CobpaHme 3aKoHOAaTeNbCTBA
Poccuitckoit ®epgepaumn, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MeANUMHCKME PabOTHUKM MeAULMHCKUX OpraHM3almiA, OKasbiBalOLWIUX MEPBUYHYIO MeAMKO-
CaHMTapHylO MNOMOLLb, NOABEAOMCTBEHHbIX ¢eaepasnbHbIM OpraHaM WCMOJHUTENIbHOW BAAcTU WU
opraHam UCMNOJIHUTENbHOM B1acTn cybbeKToB Poccuitckon ®epepaumu;

4) wHauBMAayanbHble MNPeAnpUHUMAETENM, OCYLLECTBAAIOWMNE MEAMUMHCKYIO AeATeNbHOCTb U
BK/IOYEHHbIE B peectp MeAMLMHCKMX OpraHu3aumii, OCYLLECTBAAIWMX AeATEeNbHOCTb B Ccdepe
0683aTe/IbHOr0 MeAMLMHCKOro CTPaxoBaHuA.

37. MNpu Ha3HaYeHUN NIEKAPCTBEHHbIX NPenapaToB rpaxkgaHam, MMetLmMm npaBo Ha becniaTHoe
Noay4YeHUe NeKapCTBEHHbIX MPenapaToB MAW NOJYYEHME NEKAPCTBEHHbIX MPEnapaToB CO CKUMAKOW, B
peuenTte YyKasblBaeTcA Homep TenedoHa, MO KOTOPOMY pPabOTHMK anTeyHol opraHuM3auuu npwu
HEeoHX0AMMOCTU MOXKET COr/1lacoBaTb C MeANLUHCKMUM PabOTHMKOM 3aMeHy JIEKapCTBEHHOTO npenapara.

38. HasHayeHne HapKOTMUYECKMX U MCUXOTPOMHbIX NEKAaPCTBEHHbIX NpenapaToB cnucka Il NepeyHa
(3@ uCKNtoUEeHWEM NIeKAPCTBEHHbIX MPENApPaToB B BUAE TPAHCAEPMAJIbHBIX TEPANeBTUYECKUX CUCTEM, A
TaKXe NeKapCTBEHHbIX NPenapaTos, CoAepXalnX HAPKOTUYECKOe CPeACTBO B COYETaHUM C aHTaroHMCTOM
ONWOUAHbIX PELLenTOPOB) rparkaaHam, MMELWMM NpaBo Ha becniaTHoOe NoJiyYeHWe JIeKAPCTBEHHbIX
npenapaToB UAW NOJYYEHUA NEKAPCTBEHHbIX NPENAapaToB CO CKUAKOM, OCYLLECTBAAETCA HA peLLenTypHOM
6naHKke popmbl N 107/y-HIM, K KOTOpoMy A0NOIHUTEIbHO 0OPOPMAAETCA PeLenT Ha peLenTypHom BiaHKe
dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaapax npu opopmaeHnn Ha BymaxkHOM HocuTene).

39. HazHayeHne HapKOTUYECKMX U NCUXOTPOMHbIX 1eKaPCTBEHHbIX NpenapaTos cnucka Il NepeyHa B
BUAE TPaHCAEPMabHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX IEKapCTBEHHbIX NpenapaToB CNucKa
Il TMepeyHAa, coaepxKalwmx HapPKOTUYECKOe CpeacTBO B COYETAHMU C aHTAaroHUCTOM OMUOUAHbIX
peuenTopoB, MCUXOTPOMHbLIX ANeKapCTBEeHHbIX npenapatoB cnucka |l TlepeyHsa, neKapcTBEHHbIX
npenapaTtos, BKAOYEHHbIX B nepedeHb [KY, coaepxawmxca B noAnyHKTe 2 nyHKTa 11 HacroAuwero
MopaaKa, npegHasHayYeHHble A/1A /IeYeHUs TparkKaaH, MMeloWMX NpaBo Ha bHecnnaTHoe MoJiydeHue
JIeKapCTBEHHbIX MPenapaToB UM NOAYyYEeHUE NEeKAPCTBEHHbIX NMPENAPATOB CO CKUAKOM, OCyLLecTBAAETCA
Ha peuenTypHbix 6naHkax dopm N 107-1/y n N 148-1/y-88, K KOTOpbIM AOMNOAHUTENBHO 0dOPMAAETCA
peuenTt Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) (B AByx sK3emnaapax npu opopmaeHnn Ha
H6yMarKHOM HocuTene).

MpunoxkeHne N 1

K NMopAaaKy HasHayeHuA
NeKapCTBEHHbIX NpPenapaTos,
YTBEPXKAEHHOMY NMPUKA30M
MuHMCTepCTBa 34paBOOXPaHEHNSA
Poccuiickoin Pepepaumn
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0T 24 HoAbpAa 2021 r. N 1094H

KOJIMYECTBO
HAPKOTUYECKMX CPEACTB U/IU MCUXOTPOMHbIX BELWECTB, KOTOPOE
MOMET BbITb BbIMUCAHO B O4HOM PELLENTE

N MexayHapoAHOe HenaTeHTOBaHHOE dopma BbInycKa u KonnyecTso
n/n HaMMeHOBaHWE HAPKOTUYECKOTO U [,031MpOoBKa
NCUXOTPOMHOTO NEKAPCTBEHHOIO
npenapara
1. bynpeHop¢dumH + HanokcoH Tabnetku 60 TabneTok
cybnuHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHas N
0,2 mr 20)
2. BynpeHopduH PactBOp Ans MHbEKLUN, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TI06UKOB)
3. bynpeHopduH TpaHcaepmasnbHbIN
nAacTblipb
35 mKr/uac 20 nnactbipei
52,5 MKr/vac 10 nnacTbipeit
70 mKr/uac 5 nnactbipei
4, MopouH PacTBOp ANA MHDBbEKLUN,
pacTteop gnA 20 amnyn (wnpuu-
NOAKOXHOro BBEAEHMUA TI0bMKOB)
10 mr/mn 1 mn
5. KoaeuH + MopduH + HockanuH + Pacteop gna
ManasepuH + TebanH NOAKOXHOro BBeAeHUA
0,72+5,75+2,7+0,36 + 20 amnvn
0,05 mr/mn 1 mn y
1,44+11,5+5,4+0,72 +
0,12 mr/mn 1 mn
6. TpumenepuamH Tabnetku 25 mr 50 Tabnetok
7. TpumenepunanH PactBOp AN MHBEKLUI 20 amny (wnput-
10 mr/mn 1 mn TO6KOB)
20 mr/mn 1 mn
8. MopduH TabneTku (Kancynbl) 180 TabneTok (Kancyn)
NPOJIOHIMPOBAHHOIO 60 TabneTokK (kancyn)
Aencrems 40 TabneTok (Kancyn)
10 mr 20 Tabnetok (kancyn)
30 mr 20 Tabnetok (kancyn)
60 mr
100 mr
200 mr
9. MopduH Tabnetku

5mr

100 TabneTtok




10 mr 100 Tabnetok
10. MopduH Kanauv gna npuema
4
BHYTPb 20 mr/mn 20 mn p/1aKoHa
11. MopouH PactBop gna npuema
BHYTPb (MOHO403bI)
2 Mr/Mn 5 mn 100 amnyn n/3
6 mr/mn 5 mn 80 amnyn n/3
20 mr/mn 5 mn 30 amnyn n/3
12. OKcuKoaoH + HanokcoH Tabnetku
NPONOHIMPOBAHHOIO
nencremn
5mr+2,5mr 100 TabneTtok
10 mr + 5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTtok
13. | MponuoHundbeHnNsToKCnaTUANMNEpUaunH | TabneTku 3awedHble 20 50 Tabnetok
mr
14. deHTaHUN Mnactbipb
12,5 mKr/uac 20 nnacTbipen
25 mKr/uac 20 nnacTbipen
50 mKr/yac 10 nnacTbipeit
75 mKr/uac 10 nnacTbipei
100 mKr/yac 10 nnacTbipei
15. deHTaHUN Cnpei HazanbHbIN

®dnakoH 50 mKr/po3a

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

®nakoH 100 mKr/po3a

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

®nakoH 200 mkr/po3a

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

24 dnakoHa
12 ¢naKkoHoB
6 pnakoHoB

12 ¢dnaKkoHoB
6 ¢pnakoHoB
3 ¢pnakoHa

12 ¢dnakoHoB
6 dnakoHoB
3 pnakoHa




MpunorkeHue N 2

K MNopaaKy HazHavyeHuA
JIeKapCTBEHHbIX NPENapaTos,
YTBEPKAEHHOMY NPUKA3OM
MWHUCTEPCTBA 34,paBOOXPAHEHMS
Poccuiickoin Pepepaumn

oT 24 HoAb6pA 2021 r. N 1094H

CnpaBoyHO

PEKOMEHAOBAHHBbIE K NICNOJ/Ib30OBAHUIO COKPALLLEEHNA
nPU O®OPMJIEHMU PELLEENTOB

N CokpaweHue MNonHoe HanuncaHune Mepesog
n/n

1. aa ana no, NOpPoOBHY

2. ac., acid. acidum KucaoTa

3. aer. aerozolum asposonb

4. amp. ampulla amnyna

5. ag. aqua BOAQA

6. aqg. purif. aqua purificata BOAa OYMLLEHHAsA

7. but. butyrum macno (Teepgoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) BolAai (nyCTbBi:;p'aiZc;' Myers Gyaer
11. D.S. Da, Signa Detur, Signetur Bb"u'zzl’ﬂc;iﬁ?;Z3:ézTebHiyAET
12. D.t.d. Da (Dentur) tales doses Beiaait (Myco ByAyT sbinakbi) Takve

£[03bl

13. dil. dilutus pa3BeaeHHbIN

14, Div. in p. aeq. Divide in partes aequales Paspenu Ha paBHble YacTn
15. emuls. emulsio 3IMybcuA

16. extr. extractum IKCTPAKT, BbITAXKKA

17. in enem. in enemas B MUKPOKIN3MaX

18. F. Fiat (fiant) MycTb 0bpasyetca (obpasytoTca)
19. gran. granulum rpaHynbl




20. gt., gtt gutta, guttae Kanna, Kanam
21. gtt. peror. guttae peroralis Kaniun gna npmema BHYTPb
22. inf. infusum HacToMl
23. inamp. in ampullis 8 amnynax
24. in tab. in tab(u)lettis B TabsieTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6neTBK:zBCOEZT::$2;BaHHbIM

. 8 TabneTKax C NPOSIOHIMPOBAHHbIM
2. | " tab(.)kr:;olong, in tab(u)lettis prolongatis obductis BbICBODOOKAEHNEM, MOKPbLITbIX

' 060/104KOM
27. in tubul. in tubulis B TIO6MKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor UOKOCTb
30. lot. lotion NIOCbOH
31. m. pil. massa pilularum NUAONbHAA Macca
32. membr. bucc. membranulae buccales NAEHKN 3alleYHble
33. M. Misce, Misceatur Cmewa
(MycTb 6yaeT cmelwaHo)

34. mixt. mixtura MUKCTYypa
35. N. numero yncnom
36. ol. oleum macno (uaxoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUAANSA, MUK
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaKAEHHbIN
41. pulv. pulvis NOpPOLLOK
47, as. quantum satis CKONbKO I'IOTpHea6AyOETCFI, CKO/IbKO
43, r., rad. radix KOpEeHb
44, Rp. Recipe Bo3bmu
45, Rep. Repete, Repetatur MNosTopwu (MycTb ByaeT NnoBTOPEHO)
46. rhiz. rhizoma KOpHeBuLLe




47. S. Signa, Signetur 060322:Z£ZZ;LZ;5V'D'€T
48. sem. semen cema

49. simpl. simplex npocToi

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. spr. nas. spray nasale cnpei HasaNbHbIN
54. supp. suppositorium CBeyva, Cynnosutopui
55. susp. suspensio CycrneH3us, B3BecCb
56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HaCcTolKa

58. tubulis tubulis TIOOUKM

59. STT Systema Therapeutica Transcutanea TepaT:s:Tcieeir::?:lac:ema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKa

MpunoxeHune N 2

K NpuKasy MUHUCTePCTBA 34PaBOOXPAHEHNSA
Poccuitckoit ®epepaumm

OT 24 Hosb6pA 2021 r. N 1094H

®OPMA PELLIENTYPHOIO BJIAHKA N 107-1/Y

MWHUCTEPCTBO 34paBooXxpaHeHMa Poccuiickoit Kog dopmbl no OKY/,
depepaunu Kog yupexageHna no OKMNO

MeAauLuMHCKana AOKYMeHTaLmMA

HanmeHoBaHue (wTtamn) dopma N 107-1/y

MeANUNHCKOW OpraHM3aumm YTBEpKAEHA NPUKA3OM
MUHMCTEPCTBA 34PaBOOXPAHEHNS
Poccuiickoin Pegepaumm

oT 24 Hoab6pAa 2021 r. N 1094H
HanmeHoBaHMe (WTamn) MHAMBUAYANbHOTO

npegnpuHMmartens (yKasaTtb agpec, Homep u
AaTy MUEH3MU, HAMMEHOBaHMeE OpraHa
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rocyapcTBeHHOM BNAaCTH, BblAaBLIEro
NNUEH3UIo)

PELLENT
(B3pOCAbIi, AETCKUIA - HYXKHOE NOAYEPKHYTD)
o 20 .

damuana, MHMLMaNbl UMEHW U OTYECTBa (nocnegHee - NPy HaANYmmn)
nauueHTa

[ata poxaeHua

damunus, MHUUMANbLI UMEHU M OTYECTBa (nocieaHee - NPu HaAnuuK)
Neyvallero Bpaya (dpenbaliepa, akywepkn)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Moanucb M. .

M neyaTb sievallero Bpaya
(noanuce dpenbvawepa, akywepKku)

Peuent npemcrBuTesieH B TeueHue 60 mHewm, mo 1 roma ( )
(HyXHO€ MNOOUEPKHYTH) (yxazaTb
KOJIMUECTBO IHEW)

060poTHas CTOpoHa

OTMeTKa 0 Ha3HaYeHWUW IeKapCTBEHHOro
npenapara no peLeHnto BpayebHo Kommccum

Mpurotosun MNposepun OTnyctnn




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

MWHUCTEPCTBO 34paBooXpaHeHMa Poccuiickoi
depepaunm

HanmeHoBaHue (wTtamn)
MeANLUNHCKOW opraHM3aumnm

HavmeHoBaHMe (WTamn) UHAMBUAYANBHOMO
npeanpuHUmaTens

(ykasaTb agpec, Homep 1 AaTy ANLEH3MUM,
HaMMeHOBaHMe opraHa rocyaapcTBeHHoM
BNACTW, BblAABLUErO ANLEH3UIO)

Koa ¢opmbl no OKY/, 3108805
MeanuMHCKas A0KyMeHTaLmA
®opma N 148-1/y-88
YTBeprKaeHa NpuKkasom
MuWHUCTEepPCTBA 340aBOOXPAHEHNA
Poccuiickoin Pepepaumm

oT 24 HoA6pA 2021 r. N 1094H

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

PELENT non

20 .

(naTa opopmneHma-peuenTa)

(B3pOCNbIf, AETCKUI - HYXKHOE NOAYEPKHYTb)

damunus, MHUUMANbI UMEHU U OTYECTBa (nocieaHee - NPU HaAnuuu)

naumeHTa

[ata poxaeHua

Appec mecTa Kutenbctea Mam N MeAMUMHCKOM KapTbl aMbynaTOPHOro NaumeHTa, Nosydatowero

MeAULMHCKYHO NOMOLLLb

B

ambynaTopHbIX

damunua, UHUUMNanbl UMEHU N OTHECTBA (nocnep,Hee -npun Ha}'IW-IMM)

Nevalero Bpaya (denbauepa, akywepKu)

MoAanuch 1 NeyaTb fevallero Bpaya
(noanuck dpenbaliepa, akyLlepKn)

M.1.

yCnoBuaAx
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PeuenT geicrteuTeneH B TedeHne 15 gHel

Ob6opoTHasA cTopoHa

OTMeTKa 0 HasHaYeHWW eKaPCTBEHHOro
npenapara no peLeHnto BpayebHo Kommccnm

Mpurotosunn MNposepun OTnyctnn
®OPMA PELLENTYPHOIO B/TAHKA N 148-1/Y-04(/1)
MunHNCTEPCTBO 34PaBOOXPAHEHMA YTBEPKOEHA
Poccuiickon depepauunmn MECTO AN npm:asgg/\olg/lxmz:ceTHe;:TBa
WTPUXKOA p'pu o P
A <*> Poccuiickon ®epepaumm

WTamn

Kog,

MeAULMHCKOMN opraHM3aumnm

WTamn

Kog,

MHONBUNAYANbHOIO NpeanpnuHNMaTenA

oT 24 HoAbpAa 2021 . N
10941

Koz ¢dopmbl no OKY/, 3108805

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

Kog, Kopa Ho3on0rnyeckom
KaTeropum dopmbl (no MKB)
rpaxkaaH

MCTOUYHMK GUHAHCUPOBAHUA:

(noauepKHyTb)

% onnartbl:

1. depepanbHbliii brogKeT (noauepKHyTb)

2. BrogykeT cybbekTa Poccuiickoi
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depepauunm 1. becnnaTHo
3. MyHUUMNanbHbIN 6roaxKeT 2.50%
3. NHoMN %




PELENT Cepwua N JaTta opopmneHuns: 20 .

damunna, MHUUMANbI MMEHW KU oTdyecTBa (mocneaHee - npwm
HaNMYMK) NnaumeHTa [aTta poxaeHua

CHUAC

N nonuca
obnasaTenbHOro
MeAMLNHCKOTO
CTpaxoBaHuA:

Homep MeaMUMHCKOMN KapTbl MaLMeHTa, Noy4atolero MegmumHCKyo Nomollb B ambynaTopHbIX
yCnoBuAxX

damnnmna, MHULMaANbl UMEHW M OTYecTBa (NociegHee - NPU HaANYUK)
nevallero Bpaya (penbawepa, akywepKm)

Py6. Kon. 2o LSRR




Moanucb 1 neyaTb nevawero Bpaya

M.IM.
(noanuck dpenbgliepa, akyLepKun)

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

OTnyweHo no peuenTy: Toprosoe HaMmeHoOBaHWE U A03MPOBKa:
Oata otnycka: "__ " 20 . Konunuectso:
Mpurotosun: Mposepwun: OTnyctun:

(nMHMA oTpbiBa)

Kopelwok peuenTtypHoro 6naHKa Cnocob npumeHeHus:

HavMeHoBaHMe MpoaonxKnTenbHOCTb AHEN

NeKapCcTBEHHOro npenapara:

Jo3unposka: Konnyectso npmnemos B AeHb: pas3

Ha 1 npuem: ea.

<*> B c/nyyae W3roTOB/NEHMSA peLenTypHOoro 61aHKa C WMCMONb30BaHMEM KOMMbIOTEPHbIX
TeXHONOMuUN.

O60poTHas CTOpoHa

OTMeTKa 0 HazHaYeHWW IeKaPCTBEHHOro
npenapara no peLleHnto BpayebHoi Kommccum

Mpurotosun Mposepun OTnyctun

MpunnoxkeHne N 3



K NpuKasy MuHuUcTepcTBa 3/1paBoOXpaHeHuUs
Poccuiickoin Pepgepaumm
oT 24 HoA6pA 2021 r. N 1094H

NoPAA0K
ODOPM/IEHUA PELEENTYPHBIX IAHKOB HA JIEKAPCTBEHHbBIE NPENAPATbI,
MX YYETA U XPAHEHUA

I. OpopmneHue peuenTta Ha BymaKHOM HocuTene

1. Ha peuenTtypHbix 6n1aHKax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B neBom BepxHem
YyrAy MNPOCTaBAAETCA LWTaMM MEeAMUMHCKON OpraHM3auMy C yKasaHMeM ee HaMMeHOBaHMusA, agpeca u
TenedpoHa c JaToN BbINUCKM (AaTol opopmaeHna) peLenTta Ha IeKapCTBEHHbIM npenapar.

OdononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasnseTca Kog,
MEeOVLMHCKON oOpraHusaumm B cOOTBETCTBMM C OCHOBHbIM TOCYAApPCTBEHHbIM PErMcTpaLMOHHbIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BKAYaeT Koa cybbekta Poccuitckoi
depepaunm, COOTBETCTBYOWMN ABYM NepBbiM UMdppam O6LLEPOCCUMNCKOro KnaccudpuKkaTopa o6BbEKTOB
aAMUHUCTPATUBHO-TEpPPUTOPUANbHOro aeneHua (aanee - OKATO).

PaspeluaeTca nsrotasnusatb peuenTtypHble 61aHkn popmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
MOMOLLbIO KOMMbIOTEPHbIX TEXHOIOTUA.

PeuentypHble 6naHkn ¢opmbl dopmbl N 148-1/y-88 M3roTaBAMBAIOTCA UCKNHOUYUTENBHO
TMnorpapckum cnocobom.

2. Ha peuentypHbix 6n1aHKax, 0dOPMAAEMbIX WHAMBUAYANbHLIMW NpPeanpPUHUMATENAMM,
UMEIOLWMMM JIMLEH3UIO Ha MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM Yray Tunorpadckum
cnocobom MM MNyTeM MPOCTAB/AEHUA LITamna [JO/MKEH OblTb yKasaH agpec WHAMBUAYA/bHOTO
npeanpuvHMMaTens, Homep M gaTa JIMUEH3UKM, HaMMEHOBaHWE OpraHa rocyAapCTBEHHOW BAacTy,
BbIABLUErO /IMLEH3MIO.

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

4. [lonyckaeTcs opopMIeHNe BCEX PEKBU3UTOB (3a MCKAOYEHMEM pekBM3MTa "Moanuch nevalero
Bpaya (nognuce denbaliepa, akywepkun'") peuentypHbix 6naHkos dopmbl dopmbl N 107-1/y, dopmbl N
148-1/y-88 n dopmbl N 148-1/y-04(n) c ncnosb3oBaHMEM NeyaTaroLLMX YCTPONCTB.

5. OdopmneHne peuenTypHbix 6aaHkos dopmbl N 148-1/y-04(n) BKAo4aeT uudposoe
KoAupoOBaHue.

Lindposoe KopgmpoBaHMe yKa3aHHbIX PeLenTypHbIX 61aHKOB BKIOYAET:

1) Koa meaumuMHCKoM opraHusauum (OTPH) uau Kop wHAMBMAYaNbHOrO nNpeanpuHMMaTens B
cootBeTcTBMM C OCHOBHbIM rOCYAAPCTBEHHbIM PErnCTPALMOHHBIM  HOMEPOM WHAMBUAYANBHOIO
npeanpuHumarens (aanee - OTPHUN), npocTtaBasembli NPy U3roTOBAEHUM peLenTypHbIX 6/1aHKOB;

2) KoA KaTeropuu rpaxkgaH, MMeKLMX MPaBO Ha MNOJYYEeHWE JNIEKAPCTBEHHbIX MPenapaTtos B
COOTBETCTBUM CO cTaTben 6.1 PeaepanbHOro 3akoHa oT 17 nons 1999 r. N 178-d3 "O rocygapcTBeHHOM
coumanbHoM nomowm" <1> M Koa HO30/I0rMYeckoin Gopmbl Mo MexayHapoaHOM CTaTUCTUYECKOM
Knaccudukauum bonesHel M npobnem, cBAsaHHbIX cO 3a0poBbem (10-1 nepecmoTp) (ganee - MKB),
3an0/IHAEMble NevallMm BPAYOM MyTeM 3aHECEHUA KaxKAOW LMdpbl B NYCTble AYEMKMU, NPU 3TOM TOUKa
NPOCTaBNAETCA B OTAE/IbHON AYENKE;
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<1> CobpaHue 3akoHoaaTenbcTBa Poccuiickoint ®epepaumn, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 UCTOUYHUKe duHaHcupoBaHUA (deaepanbHbliit GoaxeT [1], 6roaXKeT cybbekTa
Poccuitckoii depepaumm [2], MyHmMumnanbHbii 6toaxkeT [3]) u npoueHTe onnatel peuenTa (becnnaTtHo [1],
50% [2], uHoin % [3]);

4) WTpUX-Koa, - AONONHUTENbHbIA PEKBM3UT (B C/Nyyae M3rOTOBNEHUA Ha TeppuTopuu cybbeKTa
Poccuiickolt depepaumm peuenTypHoro 61aHKa ¢ UCNoib30BaHMEM KOMMbIOTEPHbIX TEXHOMOTUIA).

6. B peuentypHbix 6n1aHKax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "damunus,
MHULMANbl UMEHN M 0TYecTBa (MociegHee - NPy HanyMmM) NaumeHTa" yKasbisatotca Gamuana, MHULMaNbI
MMEHM 1 0TYeCTBa (nocneaHee - NPU HaAMYUK) NaLMeHTa.

7. B peuentypHbix 6naHkax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[ata
poxaeHuMA" yKasblBaeTca AaTa PoXKAeHUs nauneHTa (YMcno, mecsau, roa).

JononHutensHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n ¢popmbl N 107-1/y ana geten 8
Bo3pacTe Ao 1 roga B rpade "[aTta poxKaeHMA" yKasblBaeTca KOIMYECTBO MOJIHbIX MECALLEB.

8. B peuenTypHbix 6naHKkax popmbl N 148-1/y-04(n) B rpacdax "CHUC" u "N nonunca obssatenbHoOro
MEAMLMHCKOrO CTPaxoBaHMA" yKas3blBalOTCA CTPAxXOBOM HOMEP WHAMBMAYa/NbHOTO /MLEBOrO CcyeTa
rpaxkgaHunHa B NMeHcMoHHom ¢oHae Poccuiickoint ®egepauynn (CHUC) (Nnpy HanuMumm) n Homep noauca
06s3aTeNIbHOro MeAMLMHCKOro CTPaxoBaHuA.

9. B peuenTtypHbix 61aHKax dopmbl N 148-1/y-88 B rpade "Aapec mecTa KUTeNbCTBa WU HOMEpP
MEANUMHCKON KapTbl MauMeHTa, MoJy4Yalowero MeamUMHCKYO NMOMOLLL B ambynaTopHbIX yciosuax”,
yKa3blBaeTCA MNOYTOBbLIA aApec MecTa KUTeNbCTBa (mecTa npebbiBaHMA uAM mecTa (aKTUYECKOro
NPOXKMBaHUA) MaUMEHTa WMAM HOMEP MEAULMHCKOW KapTbl MaLMeHTa, MOy4Yalowero MeanUUHCKYH
NMOMOLLLb B aMBYyNaTOPHBIX YCNOBUAX <2>.

<2> MpuKas MuHUCTepcTBa 34paBooxpaHeHMa Poccuiickon deaepaunmn ot 15 aekabpa 2014 r. N
834H "O6 yTBEPXKAEHUU YHUOULMPOBAHHLIX POPM MEOMLMHCKOM [OKYMEHTALMU, UCMONb3YyEeMbIX B
MEANUMHCKMX OPraHM3aumax, OKasblBAOWMX MEOMLMHCKYIO MOMOLLb B aMOyNnaTopHbIX YC/OBUAX, U
nopaaKoB No ux 3anonHeHuto" (ganee - Npukas N 834H) (3apernctpmposaH MUHUCTEPCTBOM tOCTULMM
Poccuiickolt degepauunn 20 pespans 2015 r., peructpaumnoHHbiii N 36160) ¢ U3MeHEeHUAMMW, BHECEHHbIMM
npukasamum MuHUCTEpPCTBa 34paBooxpaHeHuns Poccuitickoit depepaumm oT 9 anBapsa 2018 r. N 2
(3apernctpupoBaH MuHUcTepcTBOM  tOCTUMUMM  Poccuiickolt  ®depepaummn 4  anpens 2018 r,
pervcTpaumnoHHbiidi N 50614), ot 2 Hos6pAa 2020 r. N 1186H (3apermuctpmupoBaH MUHUCTEPCTBOM HOCTULNN
Poccuiickolt ®epepaumm 27 Hoabpa 2020 r., pernctpayMoHHbid N 61121).

YKasaHue un agpeca mecrta XUTebCTBa U HOMEPa MEAMLLMHCKOﬁ KapTbl nauneHTa, noay4vakowero
MeONLMHCKYHO NOMOLLb B aN\6ynaTopr|x YCNoBUAX, HE ABNAETCA OLUNOKOMN.

B peuentypHbix 61aHKkax dopmbl N 148-1/y-04(n) B rpade "Homep meaMLMHCKOM KapTbl NauueHTa,
NONYYaloLLero MeaMLMHCKY0 NoMOLLb B amMbynaToOpHbIX YCA0BUAX" yYKasblBaeTcA HOMep MeAMLMHCKOM
KapTbl NaLMeHTa, NOAYYaloWwero MeAnLMHCKYO NOMOLLb B aMbBynaTOPHbIX YCA0BUAX <3>.

<3> lMpunKas N 834H.
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10. B rpade "damunmna, MHALMaNbI MMEHU 1 OTYeCTBa (nocneaHee - NpU HaMYMK) Nedallero spaya
(benbaluepa, akywepku)" peuentypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3blBalOTCA MOMHOCTbIO GamuanA, MHUUMAAbI MMEeHW, OoTyecTBa (mociegHee - MpPU  HaAUYMK)
MeAMLMHCKOro paboTHMKa, Ha3HAYMBLLEro IeKapCTBEHHbIE npenapaTthl 1 0GOPMUBLLETO PeLenT.

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

1) HauMmeHOBaHWE NEKapCTBEHHOro npenapaTa  (MeXayHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHMe, FPYNMUMPOBOYHOE WAN XMMMUYECKOE HAMMEHOBAHWE, TOProBoe HauMMeHOBaHWE) Ha
NATUHCKOM f3blKE WM HA PYCCKOM A3blke, Gopma BbIMyCKa, A403UMPOBKA, KOAMYECTBO (yKasbiBaeTca
NPONMCbIo Ha peuenTypHom baaHke popmbl N 107/y-HNM);

2) cnocob NpUMMeEHEHWs NIeKapCTBEHHOro Npenapata Ha rocyfapCTBEHHOM A3blke PocCcUMCKoW
depepaunn MAN Ha rocynapcTBeHHOM A3blke Poccuitckoint Pepepaumm U rocyaapCTBEHHOM A3bIKe
pecnybanK 1 NHbIX A3blKax HapoaoB Poccuiickon Peaepaumm <4>,

<4>Yactb 1 ctatbm 15 3akoHa Poccuiickoit Pegepaumm ot 25 okTabpa 1991 r. N 1807-1 "O sa3bikax
HapoaoBs Poccuiickon Pepepaunn (ganee - 3akoH N 1807-1). (BegomocTn cbesga HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCHCP, 1991, N 50, ct. 1740; CobpaHune 3akoHoaaTenbcTBa Poccuninckoli
depepaunn, 1998, N 31, cT. 3804).

KoHcynbTaHTlAKOC: NpumeyaHue.
Hymepauma nyHKTOB AaHa B COOTBETCTBUM C OPULIMAJIbHBIM TEKCTOM AOKYMEHTA.

13. Mpu odopmaeHnn peuenTypHbIX 61aHKOB 3anpeLLaeTcs OrpaHMYMBATLCA OOLLMMM YKa3aHUAMM,
Hanpumep, "BHyTpeHHee", "MU3BecTHO".

14. PeuenT, opopmneHHbIit Ha peuentypHom 6naHke dopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n), noanucbiBaeTCA MeAULMHCKMM PabOTHUKOM M 3aBEPSAETCA Ero nevaTtbto.

PeuenTt, opopmaeHHbIN Ha pelentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n),
OONONHUTENIbHO 3aBepseTcA NevyaTbio MeanUNHCKOM opraHusaumm "Ana peuentos".

[na peuenta, obopmaeHHOro Ha peuenTtypHom 6naHke ¢popmbl N 107-1/y, Hannumne neyatn "[na
peuenToB" He ABAseTCA 06A3aTeIbHbIM.

15. Ha ogHom peuentypHom 6aaHke dopmbl N 148-1/y-88 u dopmbi N 148-1/y-04(n) paspelwaeTca
OCYLLECTBAATb Ha3HaYeHMe TO/IbKO OAHOr0 HaMMEeHOBaHMA IEKaPCTBEHHOrO Npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaeTca OCYLIECTBAATb Ha3HayeHue
TO/IbKO O4HOr0 HAMMEHOBAHMA NIEKAPCTBEHHOIO NpenapaTta, oTHocALwerocsa no ATX K aHTUNCUXOTUYECKUM
cpeacteam (Kog NO5A), aHkcnonutnkam (Kog NO5B), cHOTBOpHbIM M ceiaTBHbIM cpeacTsam (Koa NO5C),
aHTugenpeccaHTam (Kog NO6A) m He noasiexallero npeameTHO-KO/IMYECTBEHHOMY YYeTy, U 40 Tpex
HaMMeHOBaHMWI NEKAaPCTBEHHbIX NPENapaToB - ANA UHbIX IEKAPCTBEHHbIX NPEenapaTos, He OTHECEHHbIX K
BblleyKasaHHbim ATX.

16. UcnpasneHunA B peuente He JOMNYCKAlOTCA.

17. Npu odbopmneHun peuentypHbix 6n1aHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NeKkapcTBeHHble MpenapaTtbl, Ha3HayeHHble MO peleHno BpadyebHOW Komuccun, Ha obopoTe
peuenTypHOro 61aHKa CTaBUTCA cneumanbHaa OTMeTKa (WTamn).
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18. Ha peuenTtypHom bnaHke dopmbi N 148-1/y-04(n) BHU3Y MMeeTcAa NIMHUA OTPbIBA, Pa3aensaowas
peuenTypHbIi 61aHK 1 KOPELLOK.

Kopeullok oT peuenTta, opopmMIEHHOr0 Ha yKa3zaHHOM peuenTypHOM B/1aHKe, BblAaeTcsa nauueHTy
(ero 3akoHHOMY MpeAcTaBUTENO) B anTeYHOM OpraHU3aLMM, Ha KOpellKke AenaeTcd OTMETKa o
HaMMeHOBaHMM SIeKapCTBEHHOTO Npenapara, 403UPoBKe, Konnyectse, cnocobe npumeHeHus.

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

19. PeuenT B popme 3N1EKTPOHHOFO AOKYMEHTA, NOANNUCAHHOIO YCUAEHHOM KBaNMULMPOBAHHOM
3NEKTPOHHON noanucbto, popmmpyeTca MeaUUNMHCKUM PabOTHUKOM, CBEAEHUA O KOTOPOM BHECEHbI B
depepanbHbIt  perucTp MeguUMHCKMX pPaboTHUMKOB <5>, a TakXe nNpu YyCAOBUMM perncrpauum
MeANUNHCKON opraH13aLmm, B KOTOpon opopmaseTca peuenT, B deaepasbHOM peectpe MeaNLUHCKUX
opraHusaumi <6> eguMHON rocyaapcTBEHHOM MHGOPMALMOHHON cUCTEMbI B chepe 340aBOOXPAHEHMUA U
NOAKNIOYEHUA TaKOM MEAMUMHCKON OpraHM3aumMm K rocygapcrBeHHoOM WMHPOPMALMOHHOM cucTeMe B
chepe 3apaBooxpaHeHus cybbeKkTa Poccuitickol Pepepaumm <7>,

<5> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

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

<7> Cratbn 91 n 91.1 degepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTeNnbcTBa Poccninckoit
depepaunn, 2011, N 48, cT. 6724).

20. Mpu opopmneHumn perenTta B popme 31EKTPOHHOFO AOKYMEHTA Ha JIEKapCTBEHHbIE NpenaparThl,
YKasaHHble B NyHKTax 9 m 11 [lMopAaaka Ha3HayeHMA NeKapCTBEHHbIX NpenapaToB, YTBEPMKAEHHOro
HaCTOALLMM NPUKA3OM, U OTMYCKaeMble 33 NONHYIO CTOMMOCTb, 3aMOJIHAIOTCA Cneaylowme PeKBU3nTbI:

1) koa cybbekta Poccuitickon ®depepaumm no OKATO, onpeaensowmin rocynapcTBeHHYO
MHPOPMALMOHHYIO cucTemy B chepe 34paBoOXpaHeHUA cybbekTa Poccuinickon Pepepaumm, B KOTOpPoOW
cbopmmupoBaH peuenT B popme 3/1EKTPOHHOTO LOKYMEHT];

2) HaMMeHOBaHMe MeaULMHCKOM OpraHM3aLmu, agapec, TenedoH nam Gamuans, MHULMaNbl UMEHU
M 0T4YecTBa (nociegHee - NpU HAMYUK) UHANBUAYANBHOTO NPEANPUHUMATENS, UMEIOLLETO INLEH3MUIO Ha
MeANUMHCKYIO AeATeIbHOCTb, ero aapec;

3) OrPH topuamnyeckoro nvua (MeamuMHCKoOW opraHusauum) uam OTPHUMN mHamBmMAayanbHoro
npegnpuHumaTens;

4) pata odopmaeHma peLenTa (yKasbiBaeTca YMC0, MecAl, rog);

5) paTa OKOHYaHMA pgeictBuA peuenta (popmupyeTtca rocygapCTBeHHOW WHPOPMaLMOHHON
cuctemolt B cdhepe 3apaBooxpaHeHns cybbekTa Poccuiickoint depepaunmn B COOTBETCTBMM CO CPOKAMMU
nencreuns peuentos: 15 aHei, 30 aHen, 60 aHen, 90 aHein, Ao 1 roaa);

6) YHUKaNbHbIA HOMep pelenTta (bopmupyeTca rocyaapCcTBeHHON MHGOPMALMOHHOW CUCTEMOI B
chepe 3apaBooxpaHeHUs cybbekTa Poccuiickoli ®depepaumm n  obecneumBaeT OAHO3HAYHYHO
naeHTMdMKaumnio peuenta B GOpme 3/MEKTPOHHOrO AOKYMeHTa B codeTaHum ¢ OKATO, OFPH uaum
OrPHUN);

7) otmeTku '"cito" (cpouHo) uam "statim" (HememneHHO) Npu HEOBXOAMMOCTU CPOUYHOrO UAU
HemeZNeHHOTro OTMNYCKa IEKAPCTBEHHOrO Npenaparta NauneHTy;


consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD23E99D2DB283866AA381F0D914B8BC6CD53B4D01ECAD55BE77712D3A957F09FE8939AE7rCC4E
consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD23E99D2DB283866AA381F0D914B8BC6CD53B4D01ECAD55BE77712D3A957F09FE8939AE7rCC4E
consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD23E99D2DB283866AA381F0D914B8BC6CD53B2D112CAD55BE77712D3A957F09FE8939AE7rCC4E
consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD23E99D2DB283866AA381F0D914B8BC6CD53B2D017CAD55BE77712D3A957F09FE8939AE7rCC4E
consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD43093D2DC283866AA381F0D914B8BD4CD0BBDD513DF8108BD201FD1rAC8E
consultantplus://offline/ref=F15FE0AD0E2D062A31E36580D3655FAD6AD43093D2DC283866AA381F0D914B8BD4CD0BBDD513DF8108BD201FD1rAC8E

8) agpec naumeHTa (yKasbiBaeTcA NMOYTOBbIM agpec MecTa KUTenbcTBa (MecTa npebbiBaHMA UK
mecTa GpaKTMUYECKOro NPoXnBaHMUA) C yKazaHMeM UHAEKCa, HAMMEHOBaHUA Kpad, obnacTun, pecnybankuy,
aBTOHOMHOIO OKpyra 1 uHoro cybbekTa Poccuiickont Pegepaunm, HAMMEHOBAHUS HACe/IEHHOMO MYHKTa,
HaMMeHOBaHMA yAuLbl (MpocneKkTa, nepeynka, npoesna), Homepa Aoma (C yKasaHMem Koprnyca, npwu
HaAN4MK), HOMepa KBapTMpPbl);

9) HOMep 3/IeKTPOHHOW MEAMLMHCKOM KapTbl MalMeHTa B rocyZapcTBeHHON WMHPOPMALIMOHHOM
cucteme B cdhepe 3apaBooxpaHeHns cybbekTa Poccuiickoin Peagepaunu;

10) dpamunusa, nmsa, otyecTso (nocneagHee - NPU HaANUYUKU) NaLMEHTa NONHOCTbIO;

11) pata poxaeHus nauueHTa (yKasbiBaeTcA 4ucno, Mecaud, roa), Ana geten go 1 roaa
OO0NONIHUTENbHO YKa3bIBAeTCA KOIMYECTBO MO/HbIX MeCcALEB;

12) pamumama, HMLKMANbI UMEHW U OTYeCTBa (Noc/ieHee - NPU HaIMYUK) MeAULMHCKOTo paboTHMKa
MOJIHOCTbIO;

13) HaMmeHOBaHWe NEKapCTBEHHOro npenapata (Me)KayHapoaHoe  HemnaTeHTOBaHHoe
HaUMeHOBaHWe, rpynnMPOBOYHOE WAM XMMMYECKOEe HauMMeHOBaHMe, TOProBoe HaumMeHoBaHue),
[031poBKa, GopMa BbIMyCKa, KOMYECTBO (BCE NO3MLMM YKa3bIBAOTCA HA PYCCKOM A3blKe);

14) cnocob npumeHeHWn NeKapCTBEHHOro npenaparta Ha rocy4apCTBEHHOM A3blke Poccuitckol
desepaumm UM Ha rocyaapcTBeHHOM A3blke Poccuitickolt Pepepauun M rocyaapCTBEHHOM s3blKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Peaepaumn <8>;

<8> Yactb 1 ctatbu 15 3akoHa N 1807-1 (BegomocTu cbesga HapogHbix aenytatoB PCOCP u
BepxosHoro CoseTta PCOCP, 1991, N 50, cT. 1740; CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaunmy,
1998, N 31, cT. 3804).

15) [AOKYMeHT, NOATBEPXKAAMOWMIA Ha3HaYeHMe JIeKapCTBEHHOro npenapata Mo PeleHuto
BpayebHO KOMUCCUM MEANLIMHCKOM OpraHusaumu;

16) oTMeTKa O Ha3HauyeHWW NeKapCTBEHHOrO npenapaTa Mo peleHuto BpadebHoN Komuccum
MEeAMLMHCKOWM OpraHM3aummn B Caydasx, YKasaHHbIX B ab3aue BTOpoM MyHKTa 6 lMopAagka HasHayeHun
NeKapcTBEHHbIX NPenapaTos, YTBEPKAEHHOIO HAaCTOALLMM NPUKA30M;

17) oTmeTKa O cneunanbHOM HasHaYeHWM NIEKApPCTBEHHOTO MpenapaTta (3anonHaeTca B cay4vasnx,
YKa3aHHbIX B NyHKTax 15 u 24 [lopAagka Ha3HayeHUA NeKapCTBeHHbIX NpenapaTos, YTBepKAEeHHOro
HaCTOALLMM NPUKA3oMm);

18) oTmeTKa 0 crneLnanbHOM Ha3HaYeHMM IeKapcTBEHHOTO NpenapaTa NauMeHTy ¢ 3aboneBaHuem,
TpebyoLWMM AAUTENIbHOTO KYPCOBOTO IeYeHUs (3anoIHAeTCA B C/lyyYae, yKasaHHOM B NyHKTe 23 Mopagka
Ha3HaYeHMA NEeKapCTBEHHbIX MPEnapaToB, YTBEPXKAEHHOro HaCTOALWMM MPUKA3OM) C MPOCTaB/ieHneM
NepuoanYHOCTM OTMNYCKa IeKapCTBEHHOro Npenapara;

19) npu odopmaeHun peuenta B Gopme 31€KTPOHHOTO AOKYMEHTA Ha IEKAPCTBEHHbIE NpenaparThbl,
yKa3aHHble B NoAnyHKTax 2 - 5 nyHKTa 9 u nyHkTe 11 MNopaaka HasHaYeHUA IeKapcTBEHHbIX NpenapaTos,
YTBEPKAEHHOIO HACTOAWMM NPWKA30M, rparkaaHam, MMeloWwym npaBo Ha 6ecniaTHoe noJsyyeHue
NeKapCcTBEHHbIX NPenapaToB UMW NOJyYeHUE NeKapCTBEHHbIX MPEnapaToB CO CKUAKOW, 3amOHAOTCA
PEKBU3UTbI, MNpeayCMOTPeHHble noanyHkTammu 1 - 18 HacTosAwero MNyHKTa, a TakXe chegylouime
PEKBU3UTDI:

a) KaTeropusa rpaKAaH, MMelLWMXx MpaBO Ha MOAYYEHME NEeKapCTBEHHbIX MNpenapaToB B
COOTBETCTBUM CO cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 nons 1999 r. N 178-$3 "O rocygapcTBeHHOM
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couyanbHOM nomotn" <9>;

<9> CobpaHue 3aKoHoaaTenbcTBa Poccuiickoint ®epepaummn, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

6) Kog, Ho3o10rnyeckoit popmbl No MKB;

B) UCTOUYHUK dMHaHcMpoBaHuA (1 - deaepanbHbin GroaxKeT, 2 - blogKeT cybbekTa Poccuinckol
depepaunn, 3 - MyHMLMNANbLHBIN BIOAXKET);

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

[) CTpaxoBOlV HOMEp WMHAMBMAYANbHOIO NULEBOTO CYeTa rpakaaHuHa B lMeHCcMOHHOM ¢oHAae
Poccuiickoit depepaumm (npu Hannuum) (CHUAC);

e) Homep nosmca 06A3aTeNbHOro MeAULMHCKOro CTPaxoBaHMs.

21. Mpwn nNpocTaBAeHUM OTMETKM, YKa3aHHOM B nognyHKTe 16 nyHKTa 20 Hactoawero MopAagka,
peuent B Qopme 3NEKTPOHHOIO [JAOKYMEHTa MOAMUCLIBAETCA YCWUIEHHOW KBaanduuMpoBaHHON
3NEKTPOHHOM noAnuCblo NpeaceaaTens WAM  CeKpeTaps BpPayebHOM KOMMUCCUM  MeAWUMHCKOWM
OopraHusaummn, Npu NpPoCTaBleHUM OTMETOK, YKa3aHHbIX B noanyHKTax 17 u 18 nyHkra 20 HacToAuwero
MopAagKa, - YCUNEHHBIMW KBanMOUUMPOBAHHBIMW 3NEKTPOHHBIMU MNOAMUCAMU  COOTBETCTBYHOLLUX
MeAULMHCKMX pabOTHUKOB.

22. Mo TpeboBaHUIO MaUMEHTa WAW ero 3aKOHHOro npeactasutTens opOPMIAETCA IK3EMNAAP
peuenta B ¢oOpmMe 3/IEKTPOHHOrO JAOKYMeHTa Ha 6ymaKHoOM HocuTene ¢ oTmeTkol "[ybaukat
3/IEKTPOHHOIO JOKYMeEHTa".

11l. YueT peuenTypHbIX 61aHKOB (32 UCKNIOUEHUEM peL,enTypPHbIX
6naHkos no ¢popme N 107/y-HI "CneunanbHbiii peuenTtypHblii 6aaHK")

23. YyeT peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rotasanBaemMbIx Tunorpapckum crnocobom (ganee - peuentypHble 6aaHKWM, NoAnexalime ydery),
OCYLLLECTBNAETCA B KypHanax yyera, NPOHYMEPOBaHHbIX, MPOLIHYPOBAHHbIX U CKPEMnAeHHbIX NOAMMUCHIO
pyKoBoauTens W neyatbld MEAMUMHCKOW OpraHvM3auMM  WMAWM  NOAMMCHIO  MHAMBUAYAAbHOIO
npeanpuHUMaTeNs, UMEIOLLETO TNLEH3MIO HA MEANLMHCKYIO AeATeNbHOCTb.

24. ypHan yyeTa peuenTtypHbix 61aHKoB dopmbl N 107-1/y coaep»ut cneayrouime rpadbi:
1) Homep No NopaaKy;

2) B pasgene "Mpuxoa":

a) flaTa perncTpaumm 4OKYMeHTa, NOATBEPKAAIOLErO NOCTYNEHNE;

6) Homep ¥ faTa LOKYMEHTa, NOATBEPKAAOLLErO NOCTYN/1eHUE, HAUMEHOBaHWE NOCTABLUUKA;
B) 0bLLEee KONNYECTBO NOCTYNMBLUMX PeLEenTypHbIX 61aHKOB;

l') d)amvmvm, MHUUManbl UMEHU N OTHECTBA (nocne,u,Hee -npu Hal'll/l‘-ll/ll/l) nnoanncCb OTBETCTBEHHOIO
MegnunHCKOro pa6OTHVIKa, nosyymseLluero peuenTtypHble 61aHKKU OT NOCTaBLWHMKa;

3) B pasgene "Pacxog:

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

B) $amunusa, MHUUMANLI MMEHM WM OTYecTBa (nocnegHee - MNPW HaAMYUKU) OTBETCTBEHHOTO
MeANLMHCKOro paboTHMKA, NONYYMBLLIETO PeLLEnTypHble 6aaHKuY;

r) nognucb OTBETCTBEHHOTO MeANLMHCKOTO PaboTHMKA, MONYYMBLUETO PeLLENTYPHble B61aHKuY;

4) d)alv\wmn, MHUUManbl UMEHUN N OTHECTBA (nocnep,Hee -npu HaﬂM‘-IMM) nnoanncb OTBETCTBEHHOTO
MeanunHCKOro pa6OTHVIKa, BblAaBLUEro peuenTtypHble 6ﬂaHKM,‘

5) ocTaToK peuenTypHbIX 6/1aHKOB.

25. XypHan ydyeTa peuentypHbix 6naHkoB ¢dopm N 148-1/y-88 u N 148-1/y-04(n) comeput
cneayrouwpe rpadol:

1) Homep no NopAAKY;

2) B pasgene "Mpuxon'":

a) AaTa pernctpaumm AOKYMeHTa, NOATBEPKAA0LWEro nocTynaeHue;

6) HOMep 1 AaTa AOKYMeEHTa, MOATBEPKAA0LLEr0o NOCTYNNeHNe, HAMMEHOBaHWe NOCTaBLLMKa;
B) 06LLee KoIMYeCTBO NOCTYNUBLLMX PELLENTYPHbIX 6/1aHKOB;

r) cepun n Homepa peuenTypHbIX 61aHKOB;

A1) KONNYECTBO peLenTypPHbIX 61aHKOB MO CepUAM;

e) bamuaua, MHULMaNbl UMEHW 1 oTYecTBa (NocaeaHee - NPU HaANYUKM) U NOANUCH OTBETCTBEHHOIO
MeAMLMHCKOro paboTHMKa, NoyYMBLIEro peuenTypHble 61aHKM OT NOCTaBLINKA;

3) B pasgene "Pacxon":

a) AaTta BblAaun peLenTypHbix 61aHKOB;

6) cepun n Homepa BblAaHHbIX PeLEenTyYPHbIX 6N1aHKOB;
B) KOJIMYECTBO BblAaHHbIX PeLenTypHbIX 61aHKOB;

I') d)aMM/'IVIFl, MHUUManbl MMeHN U OTHECTBa (I'IOCI'IELI,HEE - npu Ha}'IVILIVIM) OTBETCTBEHHOIO
MegnunHCKOro pa6OTHVIKa, nosyymseLluero peuenTtypHble 6ﬂaHKI/I,'

LI,) noanncb OTBETCTBEHHOIO MeaAULUMNHCKOIo pa60THI/IKa, nonyymsLliero peuenTtypHble 6/'IaHKVI,'

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

5) ocTaToK peuenTypHbIX 61aHKOB.

26. YyeT peuenToB, 0POpPM/EHHbIX B GOPME 31EKTPOHHOTO AOKYMEHTa, OCyLLecTBAAeTCcA B
rocygapcTBeHHoOM WHGOPMAUMOHHOMW cucteme B cdepe 34paBOOXpaHeHus cybbekta Poccuintckoit
denepaumn NocpescTBOM BEAEHMS eOMHOM0 peecTpa peLenToB, 0GOPMIEHHbIX B GOpMe 3/1IEeKTPOHHbIX
[OKYMEHTOB.

IV. XpaHeHue peuenTypHbiX 61aHKOB (3a UCKNOYEHMEM pPeLenTypPHbIX
6naHkos no ¢popme N 107/y-HI "CneumnanbHbiii peuentypHblii 6aaHK")



27. MeAuuMHCKME OpraHM3aumnmn noay4atoT HeobxoamMmble peuenTypHble 61aHKKM, 0bOpMAEHHbIEe
TunorpadpckMm crnocobom, uyepes TeppuTOpMasbHble OpraHbl yMNpaB/ieHMA 3[paBoOXpPaHEeHUEM WAn
OopraHM3auuK, YynosHOMOYEHHbIE Ha 3TO OpraHamMu WMCMOJIHUTENbHOM BAacTU cybbekToB Poccuitckol
depgepaunn.

28. PeuenTtypHble 61aHKKU, NognerKalme yyeTy, XPaHATCA OTBETCTBEHHbBIM JIMLLOM, Ha3HAa4YeHHbIM
pyKoBOAUTENIEM MEOMUMHCKOM OpraHM3auMu, B 3anMpaemMom MeTajnnmyeckom wkady (ceirde) mam
METANINYECKOM AILLUKE.

29. HanBuayanbHbii NpeanpuHMMaTe b, UMELWMN TMLEH3UI0 Ha MEeANLMHCKYIO AeATENbHOCTb,
XPaHUT peLenTypHble 61aHKN, NogaexKalme yyeTy, B 3aNMpaeMoM MeTaNANYeckoM WKaody (cerde) nam
METaIIMYECKOM SILLMKE.,

30. MpoBepKa COCTOAHUA XpPaHeHWA, ydyeTa, (aKTUYECKOro Ha/iuMuMa U pacxoda peuenTypHbIX
6/1aHKOB, nogne)Kawmx y4yeTy, OAMH pa3 B KBapTaa OCYLIECTBASAETCA KOMUCCUEHN, CO34aHHON B
MeANLMHCKON opraHM3aumm.

31. PeuentypHble 6aaHKM, odopmasembie Ha OymaxKHOM HocuTese U nogjexkalme y4eTy,
BbIAAOTCA MEAUUMHCKMM PabOoTHMKAM, MMEIOLWMUM NpaBo 0GOPMIEHNSA PELLENTOB, NO PaCMOPSXKEHUIO
rNAaBHOroO Bpaya Maun ero 3amecTutens.

MonyyeHHble peuenTypHble O6/1aHKM Ha OyMarKHbIX HOCUTENAX XPaHATCA MeaULUUHCKUMMU
paboTHMKaMK B NOMELLEHUAX, 0becrneynBatoLLmMX UX COXPAHHOCTD.

32. MporpaMmHO-TEXHUYECKME CPEeACTBa roCYyAapPCTBEHHbIX MHPOPMALMOHHBIX cucTem B chepe
34,0aBOOXPAHEHMSA, MEANLMHCKUX MHPOPMALMOHHBIX CUCTEM MEAULMHCKUX OPraHn3aumii obecneymsaot
XpaHeHWEe 3/1IEKTPOHHbIX peLenToB, odOPMAEHHbIX B GOPME 3/EKTPOHHbIX JOKYMEHTOB B TeuyeHue
CPOKOB, YCTaHOBJ/IEHHbIX O/1A XpaHEeHMs peuenToB, OGOPMJ/IEHHLIX HA COOTBETCTBYHOLWMX dopmax
peuenTypHbix 61aHKOB Ha BymaxKHOM HocuTene <10>.

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

Mpwunoxkenne N 4

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMSA
Poccuinckoin epepaumm

oT 24 HoAb6pA 2021 r. N 1094H

®OPMA CNELIMANIBHOIO PELENTYPHOIO B/TAHKA N 107/Y-HN

MWHUCTEPCTBO 34paBooXxpaHeHna Poccuinickoit Kog dopmbl no OKRY/,
Penepauun MeanumnHCcKana 4oKyMeHTauma
dopma N 107/y-HN,
YTBEPKAEHHAA NPMKa3om
MuHK1cTepCTBa 34paBOOXPaHEHNA
Poccuiickoit depepaumm

0T 24.11.2021 N 1094H

wTamn MeAMLLMHCKOVI OopraHmnsauunun
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PELENT

Cepun N

v 20 T
(paTa BbINUCKM peuenTa)

(B3poCAbIl, AETCKUI - HY)KHOE NOAYEPKHYTD)

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

Bospact

Cepus 1 Homep nosmca 06A3aTeIbHOr0 MEeANLMHCKOrO CTPaxoBaHMUA

Homep meanuUMHCKOM KapTbl

damunus, Ums, oT4ecTso (nocneaHee - NPU HaANUUK)
Neyvallero Bpaya (dpenbaliepa, akyLwepkn)

20 o LU PPP PO PPRPORPPPPPPIR

Moanncb n AMYHas neyaTb Bpaya
(noanuck dpenbgliepa, akyLepKn)

damunnsa, ms, oT4ecTso (nocieaHee - NPU HaANUYUK) U NOANUCH YNOAHOMOYEHHOTO ANLA
MeANLNHCKOW opraHM3aumm

OTmeTKa anTeyHoM OopraHunsauunun 06 OoTnyckKe

damunua, nms, oT4ecTBo (nocnep,Hee -npu HaﬂM‘-IMM) M nognuncob pa60THI/IKa anTeyHou
OopraHunsauunu

Cpok aeiicteus peuenta 15 gHelt

M.M.

M.M.

MpunoxkeHne N 5
K NpuKasy MUHUCTEpPCTBA 34PpaBOOXPaHeHMA
Poccuiickoin Pepgepaumm



oT 24 HoabpAa 2021 r. N 1094H

NoPAA0K
W3roTOB/IEHUA, PACNPEAENEHWUA, PETUCTPALIUM, YHETA U XPAHEHUA
PELLENTOB, COAEPALLMX HASHAYEHUE HAPKOTUYECKMX CPEACTB
WX NCUXOTPOMHbIX BELLEECTB

I. MopaAaoK M3rotoBneHusa, pacnpegeneHna cneunanbHbIX
peuenTypHbIX 6naHKkoB no ¢popme N 107/y-HIM

1. OpraHM3aumio M3roToBAEHUA U pacnpeaeneHua peuenTypHbix bnaHkos no popme N 107/y-HM
"CneumanbHbiii peuenTypHbi 6naHK" (ganee - cneumanbHbI peuenTypHbId 6naHK) ocyliecTenser
MWHUCTEPCTBO 34paBooxpaHeHna Poccuiickon Peaepaumm (ganee - MUHUCTEPCTBO).

2. CneumanbHble peLenTypHble BAaHKM ABAAIOTCA 3aLMULLEHHON noaurpadpuyeckor npoaykumei
ypoBHsa "B", usrotasnmsaemoi Ha bymare pososoro ugeta pasamepom 10 cm x 15 cm, AONKHBI MMETb
CEepUI0 M HOMEpP, a TaKMKe COOTBETCTBOBATb TPebOBaHMAM, YKasaHHbIM B MpuKase MUHUCTEPCTBA
¢duHaHcoB Poccuiickon deaepaumm oT 29 ceHTabpsa 2020 r. N 217H "O6 ytBepkaeHUU TexHUYecKux
TpeboBaHMIA N YCNOBUIN M3FOTOBJIEHMA 3aLLMLLEHHOW OT MNOAAENOK noaurpadmyeckon npoayKummn"
(3apeructpuposaH MuHUcTepcTBOM tocTUUMKU  Poccuiickoit  depepaummn 16 Hosbpa 2020 .,
pernctpaumnoHHbiii N 60930).

3. B uensax opraHM3aunmn M3roToBAEHUA U pacnpeseneHns cneumanbHbiX peuenTypHbiXx 61aHKoB
MeAMUMHCKME OpraHM3aLmMn, UMerolme MpaBo OCYLLEeCTB/IATL BblAayy PeLenToB Ha HapKOTUYecKue
CpeAcTBa MAW MCUXOTPOMHble BellecTBa cnucka Il MepeyHs u 3apernctpupoBaHHbie B Poccuiickoi
depepaunn B KauyecTBe JIeKAPCTBEHHbLIX MNpPenapaTtoB AN8 MEAMUMHCKOro MpUMeHeHua (ganee
COOTBETCTBEHHO - MeAMUMHCKAs OpraHusauma, HapKOTUYECKMIA (NCUXOTPOMHbIN) NeKapCTBEHHbIM
npenapar), COCTaBAAIOT 3asiBKM Ha peuenTypHble 61aHKK.

4. B cpoK A0 1 oKTABpA TeKyllero roAa 3adABKM MeAULMHCKMX OpraHusaumii Ha cneumasbHble
peuenTypHble 61aHKM NpeacTaBAAOTCA:

1) MeaUUNHCKMMKU  OpraHmsaumammn, HaxogAawnmmmca B BeOeHUU d)ep,epaanblx opraHos
NCNOSIHUTENIbHOWN B/1aCTU, - B COOTBETCTBYOLWMNE d)e,u,epaanble OpraHbl NCNONHUTENbHOM B/1aCTu,

2) MeaVMUMHCKMMM OpraHu3auMaMM, HaxoZAWMMUCA B BedeHUM CcybbekToB PoccuincKoi
denepauynn, MeaULUHCKMMU OPraHM3aLUAMN MyHULMNAIbHOM Y YaCTHOM CUCTEM 34PaBOOXPAHEHNSA - B
opraHbl MUCNONHWUTENBbHOW BNacTU cyb6bekToB Poccuiickort Pepepaumm B chepe oxpaHbl 340pOBbA
rpa)kaaH, Ha TEPPUTOPUM KOTOPbIX OHU PACMONONKEHbl (Janee - opraHbl UCMOAHWUTENLHOW BAACTU
cybbekToB Poccuitckolt Penepaunn).

5. B 3aABKe mMeAMLMHCKON OpraHu3alLuMM Ha crneuuvasnbHble peuenTypHble 61aHKM yKasbiBaloTca
cneaytolime cBeaeHus:

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

2) KONIM4eCTBO CneunanbHbIX peuenTypHbIX 6/'IaHKOB, M3PacxXo40BaHHbIX Meﬂ,MLI,MHCKOﬁ
opraHM3au,v|el7| Hal AHBaApPA npeawecTeyowero rogaa;

3) KO/IMYEeCTBO CneunasnbHbiX peuenTypHbix 6/1aHKOB, HEOBXOANMMBIX MEANLMHCKOW OpraHu3aumnm
Ha cneayrowmin roa,.

3anBKa MGAVILJ,VIHCKOVI OpraHMsaunMn Ha cneymnanbHble peuenTypHblie 61aHKM noanuncblBaeTcA
pyrkosoauTenem MELI,VILI,VIHCKOVI OpraHusauum, KOTOprVI HeceT NnepcoHa/ibHYyHO OTBETCTBEHHOCTb 3a
060CHOBaHHOCTbL U AO0CTOBEPHOCTb YKA3aHHbIX CBe,EI,E‘HVII‘;I.
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6. PepepanbHblie opraHbl UCMOJHUTENBHOM BNACTU, B BEAEHUN KOTOPbIX HAX0AATCA MeAUUMHCKNe
opraHusaumn (ganee - ¢peaepanbHble opraHbl UCNONAHUTENLHOW BAACTU), U OpraHbl UCMONHUTENbHOM
BfacTn cybbektoB Poccuiickoii Pegepaumm Ha OCHOBAHWM 33aABOK MEAMUMHCKMX OpraHM3auuin Ha
cneumasibHble peuenTypHble 6/1aHKM GOPMUPYIOT CBOAHbIE 3asiBKM Ha cneuuainbHble peuentypHble
6/1aHKKN 1 B CPOK A0 1 aekabps Tekylero roga npeactaBastoT ux 8 MUHUCTEPCTBO.

7. B cBOAHOM 3asBKe Ha creuunanbHble peLenTypHble 61aHKM YKa3biBaloTCA Caeayiolme CBeaeHuns:

1) cBegeHus o deaepanbHOM OpraHe MCMONHUTENIbHOM BAAacTU (OpraHe UCMONHUTENbHOMN BAacTU
cybbekTa Poccuiickoi Peaepaumn), npeacTaBMBLIEM CBOAHYIO 3asABKY HA CneumasbHble peuenTypHble
61aHKK (NONHOE HaMeHOBaHMe, aAPec MecTa HaxoXaeHus);

2) KOMYECTBO CneunanbHbIX PeLLEnTypHbIX BAaHKOB, pacnpeneneHHbix deaepasibHbIM OpraHoOM
WCNONIHUTENIbHOW BacTM (OpraHOM MCNONHUTENbHOM BNacTn cybbeKTa Poccuitickoit deaepaumm) Ha 1
AHBaPA NPeALwWecTBYIOWEro roaa mexxay MeauumMHCKMMM OpraHn3aumnsamm;

3) KonuuyecTBO cneumanbHbIX peuenTypHbiX 61aHKoB, Heobxoaumbix deaepanbHOMY OpraHy
WCNONHUTENbHON BRacTu (opraHy WMCNONHUTENbHOW BRacTu cybbekta Poccuiickon depepauum) Ha
cneayrowmii rog, Ansa pacnpeaesieHns mexxay MmeauumMHCKMMM OpraHn3aumnamm;

4) cBegeHMA O NoABEAOMCTBEHHOW OpraHM3auuu, YNoJHOMOYEHHON deaepanbHbiM OpPraHom
WCNONIHUTENbHON BNacTM (opraHomM WCMOJIHUTENbHOM BRacTM cybbekTa Poccuiickon depepauumm)
OCYLLECTBNIATL MOJYYEHUE CheumanbHbIX PeuenTypHbiXx 61aHKoB OT MUHUCTEPCTBA, UX XPaHEHME U
BblAauyy MeAMLUUHCKMM OpraHM3aumMam (nonHoe HaumeHoBaHMe, agpec Mmecta HaxoxaeHus, MHH/KNM,
OKTMO opraHu3saumnm, GakTMYECKUN apec NOCTaBKK).

8. Ha ocHOBaHMWM MOJMIyYEHHbIX CBOAHbLIX 3aABOK Ha cCreuuanbHble peuenTypHble 6aaHKK
MUHWCTEPCTBO €KEerogHo B CPOK A0 15 sAHBapa cieaytowero roga GopmupyeT U yTBepKAaeT NaaH
pacnpegeneHunn cneumanbHbiX peLenTypHbiX 61aHKOB, B KOTOPOM OTParKaeTcs rofosas noTpebHOCTb
Poccuitickolt depepaumm B cneumanbHbiX peuenTypHbix 61aHKax (Janee - naaH pacnpegeneHvs
MuHucTepCTBa).

9. B nnaHe pacnpegeneHna MUHUCTepCTBa YKa3blBaOTCA caeaytoumne cBeeHua:
1) nopsAAKoBbI HOMEP 3anncK;

2) HaumeHoBaHMWe ¢enepanbHOro opraHa MCNOAHUTENbHOM BAAcTU (OpraHa MCNOAHWUTENbHOWN
BAacTM cybbekTa Poccuitickoii ®depepaunn), NpeacTaBMBLIEro CBOAHYHO 3aABKY Ha cCreumasnbHble
peuenTypHble 6NaHKK;

3) HeobxoAMMOe KONNYECTBO CrneuuanbHbIX peLenTypHbIX 61aHKOB.

10. HanpaBneHue cnewmanbHbIX peLenTypHbix 61aHKoB dpeaepasibHbIM OpraHam UCMONHUTEIbHOW
B/1aCTW, OpraHam MWCNOJHUTENbHON Bnactu cybbekToB Poccuiickon ®depepaumy  ocyllecTBaseTcs
MMWHUCTEPCTBOM B KO/IMYECTBE, NPeayCMOTPEHHOM NAaHOM pacnpegeneHma MuHucTepcTBa.

11. MMHUCTEPCTBOM AOMOJHUTENBHO K KO/AMYECTBY CMeLManbHbiX peuenTypHbiX 6/1aHKOoB,
npeaycMoTpeHHOMY MNaHOM pacnpegeneHns MwuHucTepctBa, GopmupyeTca pesepBHbIM  3anac
cneumanbHbiX peuenTypHbiXx 671aHKOB B KosiMyecTBe, He npesbiwatowem 150 000 chneumanbHbIX
peuenTypHbIX 61aHKOB.

12. B cayyae yBenndyeHusa notpebHOCTM B crneumasnbHbIX PeuenTypHbix 6aaHkax ¢eaepanbHble
opraHbl UICNONHUTENIbHOW BacTU (OpraHbl UCNONHUTENbHOM BNacT cybbekToB Poccuiickoit Peaepaunn)
HanpaenalT B MMWHUCTEPCTBO CBOAHbIE 3afBKM Ha [LOMNOJHUTE/NbHOE KOJIMYECTBO CheLuMasibHbIX
peuenTypHbIX 61aHKOB (C 06OCHOBaHMEM yBE/NMYEHWA MNOTPEeBHOCTM B CMeLMaNbHbIX pPeLenTypHbIX
61aHKax), KoTopble NpeaocTaBaAAoTCcA MWHUCTEPCTBOM M3  pPE3epBHOIO 3amaca  CcnewumasbHbIX



peuenTypHbIX 6/1aHKOB.

13. depepanbHblie opraHbl UCNOJIHUTENbLHOM BAACTU (OpraHbl UCMONHUTENbHON BNACTU CyObEKTOB
Poccuiickolt depepaumn) pacnpenensioT MONAyYeHHble crneuManbHble peuentypHble 6aHKK mexay
MEOVNLMHCKMMW OpraHM3auMAMM Ha OCHOBAHWW MAAHOB pacnpegeneHnsa, COOPMMPOBaAHHbBIX B
COOTBETCTBUM C 3aABKAMM MEeANLMHCKUX OPraHU3aLMin Ha cneumanbHble peLenTypHble BaaHKu.

1. MopAAOK pernucTpaumm, yueta u XxpaHeHUs cnewmanbHbIX
peuentypHbix 61aHkos no ¢popme N 107/y-HN

14. MWHWCTEPCTBO, WHble ¢eaepanbHble OpraHbl  WCMOAHWUTENbHOW BNACTM W OpraHbl
MCMNONHUTENBHOW BNacTu cybbekToB Poccuiickoi depepaumy OpraHUsyloT XpaHeHUe chneumanbHbIX
peuenTypHbiX 6/M1aHKOB B MNOABEAOMCTBEHHbLIX OpPraHM3aumax, YMNOJHOMOYEHHbIX OCYLLECTBAATbL
noslyyeHue creumanbHbIX pPeuenTypHbiXx 61aHKOB OT MMUMHUCTEPCTBA, MX XpaHeHMe W Bblgady
MeAMLMHCKMM OpraHnsaumam (ganee - ynoJHOMOYEHHasA opraHmu3aums).

15. B ynoNHOMOYEHHOW OpraHn3aumm U MeguuMHCKOM opraHunsaumumn, NoayyunsLiein cneumnanbHble
peuenTypHble 6/1aHKW, OpPraHU3yeTcs pPerucTpauma, yyeT U XpaHeHue chneumanbHbIX peuenTypHbIX
61aHKOB.

Pernctpauma, yyeT M XpaHeHMe pe3epBHOro 3amaca cneumanbHbiX peuenTypHbiXx 6naHKoB
MuHucTepcTBa ocyuwiecTBnsetca deaepasnbHbIM  FOCYAaPCTBEHHbLIM  BIOAMKETHLIM  YUPEKAEHUEM,
HaxodAlWMMCA B BedeHMM MuHuUcTepcTBa (g4anee COOTBETCTBEHHO -  pe3epBHbIM  3anac,
NoJBeAOMCTBEHHOE yUupexaeHue).

16. PabOTHMK, HasHa4YeHHbIi MPUKA3OM PYKOBOAWUTENS YNOJIHOMOYEHHOM OpraHM3aLmm
(ynonHomoueHHoI opraHvsauuu, NoaBeA0MCTBEHHOTO YUpeXAeHWUA) OTBETCTBEHHbIM 33 PErnCTpaLmio,
XpaHeHWe W y4yeT cneumanbHbiX pPeuenTypHbiX 61aHKOB (Aanee - OTBETCTBEHHbIM PabOTHMK), Ha
OCHOBaHWUW AOBEPEHHOCTM, 0GOPMIEHHON B MOPAAKE, yCTAHOBAEHHOM 3aKOHOAATeNbCTBOM Poccuiickoi
degepauun  (C  nNoagnNUCbIO  PYKOBOAWUTENA  YNOJHOMOYEHHOW OpraHusauuMn  (ynoaHOMOYEHHOM
OopraHunsaumm, NoABeA0MCTBEHHOIO YUPEKAEHUSA), FNaBHOrO byxrantepa, 3aBepeHHbIX KPYr1oi neyaTsbio),
NoJIy4yaeT crneumanbHble peLenTypHble 61aHKN U OCYLLECTBISET BEAEHUE KYPHAA PerucTpauumn n yyeta
cneumasnbHbIX PeuenTypHbix 61aHKOB, K KoTopomy npuobuwaetr ¢oTo- U (Maun) BuaeomaTepuasnsi,
noareepxgatowme ¢aktT opopmaeHUa peLenTypHbIX 61aHKOB Ha AOMY (NPU Haanuum).

17. XypHan perucTpaumMm U yyeTa CcheuManbHblX peuenTypHbix 6/1aHKOB [0/KeH 6bITb
NPOHYMEPOBaH, NPOLUHYPOBAH, MUMETb Ha MOCNEeAHEN CTpaHWLLe 3anucb, COAEpXKalllyt KOAMYecTBO
CTpaHWL, NOJHOE HauMMeHOBaHMEe YMO/NHOMOYEHHOW OpraHu3aumMmM (MeguUMHCKOM OpraHusaumuy,
NnoABeAOMCTBEHHOrO YUYpeXKAEeHMA), a TaKKe CKpensieH MOoAMUCbI0 PYKoBOAMUTENA W NevaTbio
YNOJIHOMOYEHHOM OpraHu3aLmm (MeauuMHCKON opraHn3aumnm, NoABeLOMCTBEHHOTO yUYpeXRaeH ).

ypHan peructpauuMm M ydeTa CcneuManbHbiX pPeuenTypHbix 61aHKOB pe3epBHOro 3anaca
MMWHUCTEPCTBA CKPENIAeTCa TaKXKe MOoANUCbI0O AMpPeKTopa (B cC/lyyae ero OTCYTCTBMA - 3amecTuTens
AvpekTopa) [lenapTameHTa peryanpoBaHua o6palleHUs eKapCTBEHHbIX CPeACTB M MeAUUMHCKUX
nsaennini MmHmcTepcTea 1 nedatbio MuHuUcTepcTBa.

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

1) nopaKoBbIN HOMEp 3anuncK;
2) Npuxof cneumanbHbIX peLenTypHbIX 61aHKOB:
a) peKBU3UTbI U AaTa PerncTpaumm NPMXoaHOro AOKYMEHTa;

6) obLiee KOAMYECTBO MNOCTYMMUBLUNX CNeLnanbHbIX peLenTypHbiX 61aHKOB;



B) cepua U HoMep cneunanbHoro peuenTypHoro 61aHKa;

r) KOMYECTBO CneumnanbHbIX PELLeNTYPHbIX 6/1aHKOB MO KaXAaoh cepuu;

a) amunusa, ums, otyecTso (NocnegHee - NPy HaM4YMM) M NOANUCL OTBETCTBEHHOTO PabOTHMKa;
3) pacxopg, cneumanbHbIX peLenTypHbIX 61aHKOB:

a) AaTa BblAauM crneumanbHbIX peLenTypHbiX 61aHKOB;

6) cepum 1 Homepa BblAaHHbIX creuuanbHbIX peuenTypHbIX 61aHKOB;

B) KOJINYECTBO BblAaHHbIX CrelManbHbIX peLenTypHbiX 61aHKOB C YKa3aHMeM B CKOBKax Koan4yectsa
cneumasibHbIX peuenTypHbIX 6/1aHKOB, BblAaHHbIX 418 0bOPM/IEHNA HA AOMY;

r) ¢ammnua, umsa, oTtyectBo (mocnegHee - NpU HaAuuMmM) U NOAMUCL NKULA, NOAYYMBLLETO
cneumanbHble peuenTypHble BnaHKkuy;

A1) KONNYECTBO CreumnanbHbIX peLenTypHbIX 61aHKOB, 0POPMAEHHbIX Ha AOMY;

e) damunua, umaA, oT4eCcTBO (nocneaHee - MpUM HaAMuMM) UM NOANUCL AWMUA, OPOPMMBLLEFO
crneumasibHble peuenTypHble 61aHKM Ha A0MY;

4) damununs, Ums, oT4ecTBo (NnocneaHee - NpM HaAMUYUK) U NOANUCH OTBETCTBEHHOIO PaboTHUKa;
5) ocTaToK cneumanbHbIX peLenTypHbIX 6/1aHKOB.

19. CneumanbHbit peLenTypHblM 6naHK ABAAETCA AOKYMEHTOM CTPOroit oTyeTHocTW. 3anac
cneumanbHbIX PeuenTypHbIX 61aHKOB B MeANLMHCKON OpraHM3aummn A0MKEH XPaHUTLCA B CNeunanbHbIX
nomeLLeHunx, cermdax Uam B CNeLmanbHO U3rOTOBAEHHbIX WKadax, 06UTbIX OLMHKOBAHHbIM Keae30Mm, C
HaAEeKHbIM BHYTPEHHUM WM HAaBECHbIM 3aMKOM.

MomeleHus, cerdbl, WKadbl, B KOTOPbIX XPAHATCA CNeLuuanbHble peuenTypHble 61aHKK, A0NXKHbI
6biTb 3aKPbITbl Ha 3aMKM W MOC/NE OKOHYaHMA pPaboTbl oneyaTaHbl Me4YyaTbio YMNOJHOMOYEHHOM
opraHusaumm (MeguLUMHCKOM OpraHn3auum) Manm onnoMbupoBaHbl.

20. B MegMUMHCKMX OpraHM3auuMax 3amnac chneumanbHblX peuenTypHbiX 6/1aHKOB He [OJIKEH
NpPeBbILWATb FOA40BOM NOTPEOHOCTH.

21. Paspelaetca BblgaBaTb MeAMUMHCKOMY PaboOTHUKY, MMelowemy npaBo HasHavaTb
HapKoTUYecKMe (MCUMXOTPOMHbIE) NleKapcTBEHHbIE Mpenapathl, e4MHOBPEMEHHO He 6osnee ABaguUaTH
cneumanbHbIX peuenTypHbIX 61aHKOB.

MepguunHckmne pa6OTHMKM, BbliMUCbIBalOWMeE peLenTtbl Ha HaAPKOTUYeCKUe (I'ICMXOTpOI'IHbIe)
NNEeKapCTBEHHbIE NpenapaTtbl, Ha OCHOBaHWKN NPUKa3a PyKoOBOOAUTENA Meﬂ,MLLMHCKOﬁ OpraHun3saunmn HecyT
JINYHYKO OTBETCTBEHHOCTb 3a COXPAHHOCTb MOJIydEHHbIX CheunanbHbIX peuenTypHbIX 61aHKOB.
CneumanbHble peuenTtypHble 6ﬂaHKI/I, nonyyeHHblie megnunHCKNm pa6OTHMKOM, XPaHATCA NO4 3aMKOM B
ceﬁcbax, METaNNNYECKNX LIJKad)aX U MeTannnvyeCKkunx AaumKax.

22. B MeAMLUMHCKOW OpraHM3aLMM CO343eTca MOCTOAHHO AeMCTBYIOWAA KOMWUCCUA, KOTOpas He
pexke 1 pasa KeapTan (MO pelleHVI0 PYKOBOAWUTENA MEeAMUMHCKON OpraHMsaumm BO3MOXKHO uYalle)
OCYLLECTBAAET NPOBEPKY COCTOAHUA PErncTpaumm 1 yyeta cneumanbHbiX peuenTypHbix 61aHKOB, B TOM
yucae NyTem CBEPKM 3aMMCent KypHana pPerucTpaumm u ydeTa cneumanbHbIX peuentypHbix 61aHKOB, C
baKTUYECKMM HannumMem crneumanbHbiX peLenTypHbIX 61aHKOB, a TaKKe NPOBEPKY COCTOAHUA XpaHeHun
cneumanbHbIX peuenTypHbIX 61aHKOB.

Mo pe3ynbTaTamM NPOBEPKM B KypHae perncTpaumnm 1 ydeta cneumanbHbiX peuenTtypHbix 6aaHKoB



AenaeTca 3annCb O pe3ysibTaTaX NpoBeaeHNA CBEPKU AaHHbIX, 3aKpensieHHaa noanncamm scex 4ieHoB
KOMUCCUN, NN CO3aaeTCA CHELLMaﬂbeIVI adKT NPOBEPKU.

23. depepanbHble opraHbl UCNONAHUTENLHOW BNACTU M OpraHbl UCNONHUTEIbHOM BNAaCcTU CyH6beKToB
Poccuitckoii depepalmm ocylLeCcTBAAIOT KOHTPO/Ib 33 OpraHM3aluen perucTpaumm, ydeta u xpaHeHus
cneumnanbHbIX PpeLenTypHbIX 61aHKOB B YNOJHOMOYEHHbIX OPraHU3aLmax U MeauLMHCKUX OpraHM3aLmsx.

24. Bblgaya creumasibHbIX peuenTypHbix 6/1aHKOB M3 pesepBHOro 3anaca MwuHucTepcTBa
denepanbHbIM OpraHam WCNONHUTE/IbHOM BAACTM W OpraHam WCMNOJIHUTE/NIbHOW BAacTU cybbekToB
Poccuitickoli  degepaumm  OCyWECTBAAETCS  OTBETCTBEHHbIM  PabOTHMKOM  NOABEeAOMCTBEHHOIMO
yupexxaeHusa Ha OCHOBaHMM pelleHmna o6 oTnycKe cneumanbHbiX peuenTypHbix 61aHKOB, 0pOPMAEHHOTO
B BMAE NUCbMa, MNOAMNUCAHHOIO AMPEKTOPOM (B Cayyae ero OTCYTCTBUSA - 3aMeCTUTeNeM AMPEKTopa)
JenapTameHTa peryiMpoBaHus o0bpallleHMa JIeKapCTBEHHbIX CPeAacTB M MeAUUMHCKUMX U3aenuvi
MwuHucTepcTea.

MpoBepKa 4eATENbHOCTU NOABEAOMCTBEHHOIO yUpPEKAEHMA NO PErUCTPaLUM, YYETY N XPaHEHUIO
pe3epBHOro 3anaca ocylwecTsasetcs [lenapTamMeHTOM peryanmpoBaHMA OOpalleHUsa IeKapCTBEHHbIX
CPEeACTB U MeAUUMHCKUX usgenuin MuHuctepctBa 2 pasa B rog He nosgHee 20 uucna mecaua,
cneayroLero 3a UCTEKLWMM NOJIYrognem.

MpunnoxkeHne N 6

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMSA
Poccuiickoin Pepepaumm

oT 24 HoAbpA 2021 r. N 1094H

NMPABUJIA
O®POPM/EHUA PELEENTOB, COAEPKALLNX HASHAYEHME HAPKOTUYECKUX
CPEACTB UM NCUXOTPONHbIX BELWECTB, B TOM YUC/IE B ®OPME
SNNEKTPOHHbIX AOKYMEHTOB

. OpopmneHue peuenta Ha 6ymaKHOM HocuTene

1. Ha peuenTtypHbix 61aHkax ¢opmbl N 107/y-HM B neBom BepxHem yray NpocTaBAseTca WTamn
MeNUNHCKON OpraHmM3aumMmn C yKasaHMem ee NOJIHOFO HauMeHoBaHuA, agpeca u TenedoHa C AaToM
BbINUCKM (HaToi obopMIeHNs) peLienTa Ha NeKapCTBEHHbIV Npenapar.

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

2. Ha peuentypHbix 6naHKax, odOPMAAEMbIX WHAMBUAYANbHLIMW NPeanpPUHUMATENSAMMU,
UMEIOWMMM JINLEH3NIO Ha MEAMUMHCKYIO AEeATeNbHOCTb, B BEPXHEM /IeBOM Yray TUnorpadckum
cnocobom MAM MNyTEM MPOCTaBAEHWA LWTamna [o/KeH ObiTb YyKasaH agpec WMHAMBMAYaNbHOIO
npegnpuHMmaTens, HOMep M AaTa AWUUEH3MWM, HaMMeHOBaHWe opraHa roCcyAapCTBEHHOM BAacTy,
BblAABLUErO IMLEH3MIO.

3. PeuentypHble 6naHkm dopmbl N 107/y-HIM 3anonHATCA MeAULMHCKUM PaboTHUKOM YepHUIaMM
WU LLAPUKOBOW PYYKOM.

4. JonyckaeTca opopMNeHne BCeX PEKBU3UTOB (33 MCKtOUYeHMeM pekBu3uTa "lMoannch nevaliero
Bpaya (moanuch denbaliepa, akywepkn)') peuentypHbix 6aaHkos dopmbl N 107/y-HM ¢
MCNO/Ib30BaHWEM MeYaTaloWwmnx YyCTPOMCTB.



5. B peuentypHom 6naHke popmbl N 107/y-HIN B cTpokax "damuana, ums, otyectso (nocnegHee -
npu Hannumm) naupenta" n "Bospact” yKasbiBalOTCA NOMHOCTbIO pamuama, UMs, oT4ecTBo (nocneaHee -
NpW HaIMYUKM) NaLMEHTa, ero Bo3pacT (KOJIMYECTBO MOJHbIX N1ET).

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

1) B cTpoke "Cepusi u Homep nonmnca ob683aTeNbHOro MegMLMHCKOro CTpaxoBaHMA" yKasbiBaeTcs
Homep noanca 06sa3aTeIbHOro MeAMLMHCKOrO CTPAxoBaHMA NauyeHTa (Mpu HaaMumm);

2) B cTpoke "Homep meaMUMHCKOM KapTbl" yKasblBaeTCcs HOMEp MeAMUMHCKON KapTbl NaLMEHT],
NoJiyyatloLero MeguLMHCKY0 NMOMOLLb B aMByNaTOPHbIX YCNOBUAX, UAN UCTOPUKU BONE3HU MaUMEHT],
BbIMMCbIBAEMOTO U3 MEANLMHCKOM OpraHn3auuy;

3) B cTpoKe "®amunua, uma, ot4ecTBo (NocieaHee - NpU HaAMUYKMK) Nedalllero Bpada (penbaluepa,
aKylwepKn)" yKasbiBaeTcAa MOJHOCTbIO PamMuama, Mms, OTYecTBO (nocsiegHee - NpPU HaAU4YMKU) Bpada
(benbalwepa, akylepkn), BbiNMCcaBLIEro peuenT Ha HapKOTUYECKUN (MCUXOTPOMHbIA) NeKapCTBEHHbIN
npenapar.

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

1) HaMMmeHOBaHWE  JIeKAapCTBEHHOro  npenapata (Me)KAyHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHWE, TPYMMUPOBOYHOE WU XUMUYECKOE HaMMeHOBaHMEe, TOProBoe HauMMeHOBaHMe) Ha
JNIATUHCKOM fi3blKEe WM Ha PYCCKOM A3blke, Gopma BbIMyCKa, A0O3MPOBKA, KONMYECTBO (yKasbiBaeTcA
MPOMMCbIO Ha peuenTypHom baaHke popmbl N 107/y-HIM);

2) cnocob NpuUMeHeHWs NIeKapCTBEHHOTO MperapaTa Ha rocyfapCTBEHHOM fA3blke Poccuiickoi
denepaummn UAM Ha rocyJapcTBEHHOM fA3blke Poccuiickoli Pepepauun M rocyLapCTBEHHOM si3blKe
pecnybamnK 1 UHbIX A3blKax Hapoaos Poccuiickon Peaepaumn <1>.

<1>Yactb 1 ctatbu 15 3akoHa Poccuinckoit Pegepaumm ot 25 oktabpa 1991 r. N 1807-1 "O sa3bikax
HapoaoB Poccuiickon Pepepaunn” (aanee - 3akoH N 1807-1). (BegomocTn cbesga HapoaHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCHCP, 1991, N 50, cT. 1740).

8. NMpu odopmneHmmM peLenTypHbIX 61aHKOB 3aMpeLLaeTca OrPaHNYMBATLCA 0BLLMMK YKa3aHWUAMM,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

9. NMpu odopmneHnMn naumeHTy peuenTtypHoro 6naHka ¢opmbl N 107/y-HM Ha HapKoTUYECKUi
(NcuxoTponHbIN) NeKapcTBEHHbIM MNpenapaT B pPaMKax OKasaHWA MeSUUMHCKOW Momowm npu
onpeaeneHHom 3aboseBaHNM TaKoM peLenT 3aBepaeTca:

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

2) neyatblo MeAMUMHCKOW opraHu3aumu, AMb6o CTPYKTYPHOTO noApasgeneHna mMeanuMHCKON
opraHmsaumm "[ns peuentos", KOTOpas MPOCTaBAAETCA /IMLOM, YNOAHOMOYEHHbIM PYKOBOAMTENEM
MEeAMLMHCKOW OpraHM3aummn ¢ ykasaHuem Gpamuanmn, MMeHu, oTyecTBa (nocnedHee - NPU HaAnunm) u
NPOCTaB/IEHNEM €ro IMYHOMN NOANUCH.

B cnyyaax HeobxoaMMOCTM oOdpOpmMNeHUa peuenTa Ha HapKOTMYECKUit  (NCUXOTPOMHbIi)
NeKapCTBEHHbIM MpenapaT Ha AOMY B PaMKax OKasaHuA MNaa/MaTUBHOW MEeAWMUMHCKON NOMOLLM
AOMyCcKaeTca NpeaBapuUTe/IbHOE 3aBepeHMe peuenTa LTaMnom MeAWLMHCKOW OpraHvM3aumu, neyatbo
MeAMLMHCKOWM opraHusaumm Mbo CTPYKTYPHOTO MNoAapasaeneHus MegvumMHCKOM opraHusauuun "Ons
peuenToB"”, KoTOpas MPOCTaBAAETCA JIMLOM, YNOAHOMOYEHHbIM PYKOBOAMTENEM MEAMULMHCKOM
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OopraHusaumm, ¢ ykasaHnem Gpamuanm, UMeHu, oTyectTsa (nocneaHee - Npu HaANYMK) U NPOCTaBAEHNEM
ero IM4YHol noanucu. MNpu 3Tom B KypHane perucTpaumm 1 yyeTta peLenTypHbIX 61aHKOB B COOTBETCTBUU
¢ Nopagkom perncTpaumnu, ydeta n XpaHeHUs cneumanbHbIX peuenTypHbiXx 6/1aHKOB Ha HapKoTUYecKue
CpeAcTBa UM NCUXOTPONHbIE BELLECTBA, YTBEPKAEHHbIM HAaCTOSALWMM NPUKa3oM, AeNaeTcs OTMETKa O ero
Bblaaye Ana opopmIeHMA Ha AOMY, a TaKKe OTMEeTKa, YAOCTOBEepeHHasa NoAnucbio Bpaya Jnbo
denvawwepa (akywepku), obopmusllero peuent, o dakte ero opopmMIeHUA, KOTOPbIN MOXKeET bBbiTb
AONONHUTENbHO NoATBEPKAEH GOTO- U (M1K) BUAeOMaTepUatamMu.

B cTpoke "OTmeTKa anTe4yHoM opraHusaumm o6 otnycke" cTaBUTCA OTMETKA anTeYHOM OpraHmM3aLmnm
06 OTNyCKe HAPKOTUYECKOrO (NCUXOTPOMHOIo) IeKapCTBEHHOIO NpenapaTa (C yKasaHMeM HauMeHOBaHMs,
KOZIMYECTBA OTMYLLEHHONO HapPKOTMYECKOro (NMCUXOTPOMHOFO) NEKApPCTBEHHOrO Mpenaparta M AaTbl ero
OTMYCKAa), KOTOpasa 3aBepseTcA noAnucbio pPaboTHMKA anTeYyHOM opraHM3auuMu, OTNYCTMBLUErO
HAaPKOTMYECKUI (NCUXOTPOMHbLIA) NEeKapCTBEHHbIM npenapaTt (C yKasaHuem ero Gbamuanun, MMEHM,
oT4yecTBa (NocnegHee - NpU HaAMUUKM), @ TaKKe KPYr/IoW NevyaTbto anTe4yHOM OpraHusauuu, B OTTUCKe
KOTOPOI AOMKHO BbITb MAEHTUPULMPOBAHO NONHOE HAMMEHOBAHWE AaNTEYHOW OpraHM3aLmu.

10. Ha ogHom peuentypHom 6narke dopmbl N 107/y-HI pa3peluaetca ocywecTBAATb Ha3HaYeHne
TOJIbKO OAHOr0 HaMMeHOBaHWUA NNIeKapCTBEHHOrO Npenapara.

11. NicnpasaeHunsa B peuenTte He A4ONYCKakTCA.
Il. OpopmneHue peuenta B popme 3/1€KTPOHHOrO JOKYMEHTA

12. PeuenT B popme 3/1EKTPOHHOrO AOKYMEHTA, NOANNUCAHHOIO YCUAEHHOW KBaNMULMPOBAHHOM
3NEKTPOHHON noanucbio, GopmmpyeTca MeaUUNMHCKMM PabOTHUKOM, CBEAEHUA O KOTOPOM BHECEHbI B
denepanbHbIit  PerucTp MeauUMHCKMX pPaboTHUMKOB <2>, a TaKXe npu YCI0OBUM perncrpauum
MeANUNHCKON opraHu3aLmm, B KOTopok odpopmaseTca peuenT, B deaepasbHOM peectpe MeaNLUHCKUX
opraHu3aumin <3> eguMHON rocyaapcTBEHHON MHOOPMALMOHHON cUCTeMbI B chepe 34paBoOOXPaHEHUA U
NOAKNIOYEHUA TaKOM MEAMUMHCKON OpraHM3aumMm K rocygapcTBeHHoOM WMHPOPMALMOHHOW cucTeMe B
chepe 3apaBooxpaHeHus cybbeKkTa Poccuitickoli Pepepaumm <4>,

<2> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOAATENbCTBA
Poccuiickolt depepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

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

<4> Ctatbn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTeNbCcTBa Poccninckoi
depepaunn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO MaUMEHTA MAN €ro 3aKOHHOro npeactaBuTensa oGOPMAAETCA IK3eMNAsAp
peuenta B ¢doOpmMe 3/IEKTPOHHOIO AOKYMeHTa Ha 6yma)KHoM HocuTene ¢ oTmeTkol "[ybaukat
3/IeKTPOHHOIO JOKYMeHTa".
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