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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBepxaeHuM lMopsiaka Ha3HauYeHWs nekapCTBEHHBIX NpenapaTos, GopMm
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

3apeructpupoaHo B MuHocte Poccum 30 Hosi0pst 2021 r. N 66124

MUHUCTEPCTBO 3APABOOXPAHEHMA POCCUNCKOW ®EQEPALINU

NMPUKA3
oT 24 HosA6psA 2021 r. N 1094H

OB YTBEPXXOAEHUU NMOPAOKA
HA3HAYEHUA NIEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELENTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHbIE NMPENAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, ®OPM BITIAHKOB
PELENTOB, COOEPXALUMNX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPONMHbLIX BEWECTB, MOPAOKA UX N3rOTOBJIEHNA,
PACNPEOENEHUA, PETUCTPALIUKN, YHETA N XPAHEHUA,
A TAKXE NMPABUT O®OPMIIEHNA BINTAHKOB PELIENTOB,
B TOM YNCIE B ®OPME 3JIEKTPOHHbIX AOKYMEHTOB

B cootBetcTBUM ¢[nyHKTOM 16 YacTn 2 cratbu 14|®enepansbHoro 3akoHa oT 21 Hosbps 2011 r. N 323-03
"O6 ocHOBax oxpaHbl 340p0Bbs rpaxaaH B Poccunckon ®egepaunn” (CobpaHne 3akoHogaTtenbcTBa Poccuiickon
depnepaumu, 2011, N 48, ct. 6724; 2017, N 31, cT. 4791),[nyHKTOM 2 cTaTby 26|PeneparnbHoro 3akoHa oT 8 asHBapst
1998 r. N 3-®3 "O HapkoTM4yeckux cpenctBax M NCUMXOTponHbix BellectBax" (CobpaHwe 3akoHOoAaTenbCTBa
Poccuickon degepaummn, 1998, N 2, cr. 219; 2017, N 31, cr. 4791), [nognyHktamu 5.2.177]]5.2.178|n [5.2.179 |
MonoxeHus o MwuHUCTepcTBe 3apaBooxpaHeHusi Poccuiickoit  deaepaunn,  YTBEPXKAEHHOrO
noctaHoeneHunem [lpasButensctBa Poccunckon Pegepaumm ot 19 wumwoHa 2012 r. N 608 (CobpaHue
3akoHogartenbcTBa Poccuiickon ®egepaunn, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333; 2017, N 52, cT1. 8131;
2021, N 43, cT. 7258), npukasbiBato:

1. YTBEpPAUTD:
Mopsnok HasHayYeHWst NekapCTBEHHbLIX NpenapaToB cornacHo npunoxenuo N 1;
dopMbI peLienTypHbIX GITAaHKOB Ha NeKapCTBEHHbIE NpenapaThl CornacHo npunoxexuio N 2;

Mopsaok odopmneHns peuenTypHbix OnaHKOB Ha NekapcTBEHHble npenapaTtbl, WX ydyeTa U XpaHeHus
cornacHo npunoxexuto N 3;

(*)OprI OGnaHkoB peuenTtoB, coaepXawunx Ha3Ha4YeHne HapPKOTUYECKMX CpeactB WM TNMCUXOTPOMHbIX
BeLecCTB, corflacHo npunoxexuo N 4;

MopsiAOK W3roTOBMEHUS, pacnpedernieHnsl, permcTpaumun, ydeta M XpaHeHUs1 PeLenToB, CoAepKalimx
HasHa4YyeHe HapKOTUYECKUX CPEACTB UMM NCUXOTPOMHbLIX BELLECTB COrnacHo npunoxexuto N 5;

I'Ipanma O(bOpMJ'IeHI/IFI peuenTosB, cogepXawnx Ha3HavYeHune HapKOTU4eCKUX cpenctB UM NCUXOTPOMHbIX
BellecTB, B TOM 4ucrne B (bopme QNEeKTPOHHbIX JOKYMEHTOB COITaCHO NMpUioXXeHuw N 6.

2. [Tpu3HaTh yTpaTMBLLMMU CUNY:

npukas| MuHuctepcTBa 3gpaBooxpaHeHuss Poccuiickon ®epepauum ot 1 aerycta 2012 r. N 54 "O6
yTBEPXAEHUN (hOpMbl BNaHKOB peLenToB, coaepXallux HazHavYeHne HapKOTUYECKUX CPEeACTB UMW NMCUXOTPOMHBLIX
BELLECTB, Mnopsiaka WX W3roTOBMEHWS, pacnpefenieHvs, peructpaumu, yd4yeta U XpaHeHus, a Takke npaBun
odopmneHusn” (3apeructpuposaH MuHuctepctBom toctuumm Poccunckon depepauun 15 asrycta 2012 r.,
perncTpaumoHHbin N 25190);

npukas|MuHucTepcTBa 3apaBooxpaHeHms Poccuickon Pegepaumm ot 30 noHsa 2015 r. N 385H "O BHeceHun
nameHeHnn B npukas MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 1 asrycta 2012 r. N 541 "O6
yTBepXaeHnn ¢opmbl 61aHKOB peLienToB, CoAepXKallnx Ha3HayeHWe HapKOTUYECKUX CPeACTB MMM NCUXOTPOMHbIX
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBE eHun lMNMopsaka HasHaYeHUs NekapCTBeHHbIX NpenapaTtos, opM
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

BELLEeCTB, MNOpsiika WX W3roTOBIIEHUS, pacnpefeneHnsd, perucTpaumm, ydeta W XpaHeHus, a TaKke Mnpasun
odopmrieHus” (3apermctpupoBaH MwuHucTepcTBoM tocTnumm Poccuiickonn degepaumm 27 Hosiopss 2015 .,
perncTpaumoHHbin N 39868);

npukas| MuHuctepctea 3apaBooxpaHeHusa Poccuiickon ®Pepepauumn ot 21 anpena 2016 r. N 254H "O
BHECEeHUM n3meHeHun B npukas MuHncrtepcTtea 3gpaBooxpaHeHus Poccuiickon ®egepaunn ot 20 gekabpa 2012 r.
N 1175H "O6 yTBEpPXAEHUM MOPsiAKa HasHa4YeHUst N BbIMUCbIBAHWUST NEKAPCTBEHHbIX MpenapaTtoB, a Takke opm
peLenTypHbIX O6MaHKOB Ha NekapCTBEHHble npenaparbl, nopsigka opopMeHnss ykasaHHbiX 6naHKoB, nx yyeta u
XpaHeHusa" u npunoxexue N 2 kK npukasy MuHuctepcTea 3gpaBooxpaHeHus Poccunckon depepaumm ot 1 aBrycta
2012 r. N 54H "O6 yTBeEpxOeHUN popMbl BNaHKOB PeELIENTOB, COAEPXKALLNX HAa3HAYEHNE HAPKOTUYECKMX CpeacTB
WUNU NCUXOTPOMHBIX BELLECTB, NOPSAKa WX WU3roTOBMEHWs, pacnpeferneHus, perncrpaumm, ydeta M XpaHeHus, a
Takke npaeun odopmreHus” (3apernctpmpoBaH MnHmuctepcTesom toctnunm Poccuiickon ®egepauun 18 nrons 2016
r., perucrpaumoHHbin N 42887);

NYHKT 4| U3MeHeHWA, KOoTopble BHOCATCA B HeKoTopble npukasbl MuHUCTepcTBa 34paBOOXpaHEeHus U
counanbHoro pas3sutna Poccunckon ®egepauumn n MuHuctepctea 3gpaBooxpaHeHnsa Poccuinckon degepauum no
BOMpocaMm oOOpalleHns NeKapCTBEHHbIX MNpenapaToB, COAEPXalUMX HapKOTMYEeCKUEe CPeacTBa, MCUXOTPOMHbIE
BeLlecTBa M UX MPEKypcopbl, N JeKapCTBEHHbIX CPeAcTB, MnoAanexalwimx npegMeTHO-KONMYECTBEHHOMY Y4YeTy,
YTBEPXAEHHbIX Npuka3om MuHucTepcTBa 3apaBooxpaHeHunss Poccunckon ®epepaunmm ot 31 oktsidps 2017 r. N
882H (3apeructpmpoBaH MuHuctepctBoM toctuumm Poccuinckon ®epgepaunn 9 aHsaps 2018 r., permcTpaunoHHbIn
N 49561);

npukas| MuHuctepctBa 3gpaBooxpaHeHus Poccunckon ®epepauum ot 11 gekabpsa 2019 r. N 1021+ "O
BHECEHUM u3MeHeHun B npunoxeHns N 2 u 4 Kk npukasy MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon
depepaumm ot 1 aerycta 2012 r. N 54H "O6 yTBEpXaAeHUM popMbl BrIaHKOB pPeLIENTOB, codepXallmMx HasHa4YeHne
HapPKOTUYECKUX CPEACTB UMY NCUXOTPOMHbLIX BELLECTB, Nopsaaka UX U3roTOBMEHUs, pacnpefeneHns, permctpauum,
yyeTa U XpaHeHus, a Takke npasun odopmneHua” (3apernctpupoBaH MuHUCTepcTBOM tocTuumn Poccunckon
depepaumm 28 aHBaps 2020 r., pernctpaumoHHbii N 57293);

npukas| MuHuctepctea 3gpaBooxpaHeHus Poccuiickon ®egepaummn ot 8 oktabpa 2020 r. N 1076H "O
BHECEHMM M3MeHeHun B [lopsaok permctpauuun, ydyeta U XpaHeHusi cneuunarnbHblX peuenTypHbiX GnaHkoB Ha
HapkoTMdeckme CpeactBa UMM MCMXOTPOMHbIE  BELeCTBa, YTBEPXAEHHbIM  npuka3om  MwuHucTepctBa
3apaBooxpaHeHna Poccuiickon Pepepaumm ot 1 asrycta 2012 r. N 54H" (3apeructpmpoBaH MWHUCTEPCTBOM
toctuumnmn Poccuiickon ®epgepaumm 13 Hos16pst 2020 r., permctpaumoHHbii N 60898);

npukas| MuHuctepctBa 3gpasBooxpaHeHunss Poccunckon Pegepaumm ot 14 gausaps 2019 r. N 4H "O6
yTBEPXAEHUN MopsgKka Ha3HayeHus neKkapcTBEeHHbIX npenapaTtoB, ¢OpM  peuenTypHbix 6mnaHkoB Ha
nekapcTBeHHble npenapaTbl, nopsaka oPopMIeHUs ykasaHHbIx 6naHKoB, X y4eTa n xpaHeHus" (3aperncTpupoBaH
MuHucTtepcTBom tocTuumm Poccuinckon ®egepauum 26 mapta 2019 r., pernctpaunoHHbii N 54173);

npukas| MnHuctepcTBa 3gpaBooxpaHeHusi Poccuickon depepaumm oT 11 gekabps 2019 r. N 1022H "O
BHECEHUM M3MEHEHNI B npuka3 MuHucTepcTBa 3gpaBooxpaHeHnsa Poccuickon depepaumm ot 14 aHBaps 2019 r.
N 4H "O6 yTBepXAeHUU Mopsifka Ha3Ha4YeHUs FeKapCTBEHHbIX NpenapatoB, OPM peLenTypHbIX GnaHkoB Ha
nekapcTBeHHbIE MpenapaTbl, Nopsaka oopMIIEHUs yka3aHHbIX 6NaHKoB, X y4eTa 1 XxpaHeHna" (3aperncTpnpoBaH
MuHucTepcTBom tocTuummn Poccuickon ®egepauun 28 aHsaps 2020 r., peructpaunoHHbin N 57292);

npukas| MuHuctepctea 3gpaBooxpaHeHusi Poccuiickon ®epepauumn oT 8 oktaAbpss 2020 r. N 1075H "O
BHECEHMM W3MEHEHWA B MNOPSAOK Ha3HaYeHMs1 JeKapCTBEHHbIX MNpenapaTtoB, YTBEPXOEHHbI MNpuUKazoM
MuHuctepctBa 3apaBooxpaHeHus Poccuiickon ®epepaunm ot 14 gauapa 2019 r. N 4H" (3apermctpmpoBaH
MuHucTepcTBoM tocTuumm Poccuiickon ®enepaumm 22 gekabpsa 2020 r., pernctpaumoHHbii N 61695);

NyHKT 3.8|VIHCTpyKUMM O NopsiaKe BbINMUCbIBAHUS NEKApPCTBEHHLIX MpenapaTtoB U O0OPMIIEHUS PELIENTOB U
TpeboBaHW-HAKNAAHbIX, YTBEPXOEHHOW Mpuka3oMm MUHUCTEpCTBa 30pPaBOOXPAHEHUS M COLUMANIbHOINO Pas3BUTUS
Poccuiickon ®egepaumm ot 12 dhespansa 2007 r. N 110 "O nopsiake HasHa4yeHMs U BbIMUCLIBAHWS NEKAPCTBEHHbIX
npenapaToB, U3AenUn MEeOULMHCKOTO Ha3Ha4YeHUs WU CneunanuanpoBaHHbIX MNPOAYKTOB rne4vyebHoro nutaHus”
(3apeructpuposaH MuHuctepctBoM toctuumm Poccuiickon ®epepauumn 27 anpens 2007 r., peructpaunoHHbii N
9364);
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MNpuka3 MuH3gpasa Poccun o1 24.11.2021 N 1094H [IOKyMEHT ripe OCTaBneHlKOHc anaHTﬂmoc|
"06 yTBepxaeHuM Mopsaka Ha3HauyeHUs ieKkapcTBEHHbIX NpenapaTos, GopM Y pea -
peLenTyp... [aTta coxpaHeHus: 07.12.2021

MuHucTepcTBa 34paBoOXpaHeHnsa 1 couuwansHoro passutua Poccuinckon depepaumm ot 17 mas
2012 r. N 562H "O6 yTtBepxaeHun lopsigka oTnycka OU3NYECKUM NULAM JEeKapCTBEHHbIX MpenapaToB Anis
MEeAMLMHCKOro NPUMEHEHUS, coAepXalMx KpoMe MarnblX KONMYECTB HapKOTUYECKUX CPedcTB, MNCUMXOTPOMHbIX
BELECTB W UX MPeKypcopoB Apyrme apmMakornormyeckme akTvMBHble BellecTBa"  (3apeructpupoBaH
MuHuctepcTBoMm tocTuummn Poccuickon ®epepauun 1 noHs 2012 r., pernctpaumoHHsin N 24438);

NYHKT 2| U3MEHEeHWA, KOTopble BHOCATCSA B HeKoTopble npukasbl MuHUCTepcTBa 34paBOOXpPaHEeHus U
coumanbHoro passutua Poccuiickorn degepaunn, yTBepXAeHHbIX npukasom MuHUCTepcTBa 34paBOOXpPaHEHUS
Poccuiickon ®epepaunn ot 10 mioHa 2013 r. N 369H (3apernctpmpoBaH MuHUCTEPCTBOM tOCTULMK Poccumnckom
depepaumm 15 nronsa 2013 r., peructpaumoHHbin N 29064);

npukas| MuHuctepctBa 3gpaBooxpaHeHust Poccuiickon ®epepaumm ot 21 asrycta 2014 r. N 465H "O
BHECEHMM U3MEHEHUN B MOPSAOK OThnycka (PU3NYECKMM MMLaM NeKapCTBEHHbIX npenapatoB Ans MeOMLMHCKOro
NPUMEHEHMNS, codepXallmMx KpOMe MarbiX KONMYECTB HApKOTUYECKMX CPeacTB, NCUMXOTPOMHbIX BELLECTB U UX
NPeKkypcopoB Apyrve dapmakonormyeckne akTuBHble BeLllecTBa, YTBEPXOEHHbIM npukazom MuHucTepcTBa
34paBoOXpaHeHnMsa u couunanbHoro passutus Poccunckon ®epgepaumm ot 17 maa 2012 r. N 562H"
(3apeructpupoBaH MuHnctepcteom toctuumm Poccuiickon ®eagepaumm 10 ceHTabpsa 2014 r., perncTpaumoHHbii N
34024),

NYHKT 1| n3MeHeHu, KOTopble BHOCSATCA B HEKOTOpble npukasbl MuHWCTEpPCTBa 30paBOOXPaHEHUs WU
coumnanbHoro passutnsa Poccuiickon ®egepaummn n MunuctepctBa 3gpaBooxpaHeHus Poccuiickon ®egepaumu,
yTBEpPXAEHHbIX Npukaszom MuHucTepcTBa 3apaBooxpaHeHus Poccunckon depepaumm ot 10 ceHTA6pa 2015 r. N
634H (3apeructpupoBaH MuHuctepctBom toctuuum  Poccuiickon depepaumm 30 ceHTtabpa 2015 .,
pernctpaumoHHbii N 39063);

NYHKT 3| n3MeHeHu, KOTopble BHOCATCA B HEKOTOpble npukasbl MuHWCTEpPCTBa 30paBOOXPaHEHUs Wt
coumnanbeHoro passutua Poccuinckon ®degepaumm n MuHnctepctea 3gpaBooxpaHenns Poccuinckon ®egepauun no
BONpocaMm obpalleHns nekapCTBEHHbIX NpenapatoB, COAepXaluMX HapKOTMYeCKue CpeacTBa, MCUXOTPOMHbIE
BELleCTBa M UX MPEKypCOpPOB, WU JEeKapCTBEHHbIX CPEACTB, noanexawux npegMeTHO-KONMMYECTBEHHOMY YYeTy,
YTBEPXAEHHBIX Npuka3om MuHucTepcTBa 3apaBooxpaHeHust Poccunckon ®epepaumm ot 31 oktsibpa 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBom toctuumm Poccuiickon ®epepauuun 9 sHeaps 2018 r., pernctpaumoHHbIN
N 49561).

3. PeuentypHble 6naHku cpopmbl N 107/y-HI, n3rotoBneHHble A0 AHA BCTYMNMEHWMS B CUIY HacTOSLLEro
npukasa, MoryT ObiTb ucnons3oBaHbl o 1 mapTta 2023 roga.

4. Hactosawmn npukas sctynaeT B cuny ¢ 1 mapta 2022 r. v gericteyet go 1 mapta 2028 r.

MwuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npukady MuHucTepcTBa 3gpaBooxpaHeHus
Poccuiickon ®epgepauun

OT 24 Hos16psa 2021 r. N 1094H

norPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
|. O6wme nonoxeHus
1. HasHauyeHne rnekapcTBEHHbIX NpenapaTtoB AN MeAWUMHCKOrO MpUMeEHeHMs (danee - rekapCTBEHHble

npenapaTbl) OCYLLIECTBMSETCS NevyawyMm BpayvyoM, denbAliepoM, aKylIepkoih B criyyae BO3NOXKEHUS Ha HUX
MONMHOMOYMI Nevallero Bpaya, NpU OKasaHUM MeOULMHCKON MOMOLUM B MEAMLMHCKUX opraHusauusx <1>, B
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nopsiike, YCTaHOBNEHHOM npukasoM MuHUCTEpCTBa 34paBOOXPaHEHUs U couuanbHoOro passutus Poccumnckon
depepaumm ot 23 mapta 2012 r. N 252H "O6 yTBepxaeHun Nopsiaka BO3NOXEHUS Ha doenballepa, akyllepky
pykoBoauTeneM MeguuMHCKON opraHn3aumy npu opraHusauum okasaHus nepBUYHON MeAMKO-CaHUTapHOW NOMOLLN
N CKOPOM MEOMLIMHCKOM MNOMOLUM OTAEenNbHbIX (PYHKLUMMA nedallero Bpaya MO HEemnocpeacTBEHHOMY OKa3aHwuio
MEeLMLIMHCKON MOMOLLM MaLMeHTy B nepuod HabnogeHnst 3a HUM U ero NneYveHunsl, B TOM YUcne no HasHayeHuo un
NPUMEHEHMUIO NEKAPCTBEHHbIX NpenapaToB, BKNOYas HAPKOTUYECKNE NeKapCTBEHHbIe npenapaTthbl U NCUXOTPOMHbIE
nekapcTBeHHble npenapatbl” <2>, uHauBMAyanbHbIMW NpeanpUHUMaTENSMU, OCYLLECTBASIOWNMN MEOULIMHCKYIO
OeatenbHOCTb (fanee - MeguuuHckue paboTHUKN).

<1>|yHkT 11 craTtbu 2| PegepanbHoro 3akoHa oT 21 Hosidopa 2011 r. N 323-03 "O6 ocHoBax OXpaHbl
3gopoBba rpaxaaH B Poccuiickon ®epepaummn” (CobpaHue 3akoHogaTtensctsa Poccunckon ®epepauun, 2011, N
48, cT. 6724, 2019, N 52, cT. 7796) (nanee - ®egepanbHbin 3akoH N 323-03).

<2> Q3apeructpupoBaH MuHuctepctBom toctumm Poccunckon &degepaumm 28 anpens 2012 r.,
permctpaumoHHbin N 23971 C W3MEHEeHUsIMW, BHECEHHbIMKM MpuKkasoM MuHucTepcTBa 34paBOOXpPaHEHUS
Poccuiickon ®egepaunm ot 31 oktsbpa 2017 r. N 882H (3apernctpupoBaH MUHMUCTEPCTBOM tOCTULMKN Poccuinckom
®epnepaumu 9 aHBaps 2018 r., pernctpaunoHHbii N 49561).

MeamuuHckmn paboTHUK, 0POPMMBLLMI PeLenT C HapyLIEeHUWEM HacTOSLWero nopsaka, Unu pykoBoauTenb
MeOMLMHCKOW opraHmsaumMm obecneuymBaloT CBOeBpeMeHHoe nepeodopmrieHve Tpebyemoro Ans naumeHTa
peuenTa.

2. CBegeHMs 0 HasHayYeHHOM fNeKkapcTBEHHOM rMpenapate (HauMeHOBaHWe IeKapCTBEHHOro npenapara,
[03MpOBKa, Cnoco6 BBEAEHUSI W MNPUMEHEHWS, PEXUM [03MPOBaHWSl, MNPOAOIIKUTENBHOCTL JeYeHUs U
060CHOBaHMWe Ha3Ha4eHWs1 NeKapCTBEHHOro npenapata) BHOCATCA MeOUUMHCKUM paboTHUKOM B MEeOULMHCKYH
AOKYMEHTaLMI0 NaumeHTa.

B cnyyasix, ykasaHHbIX B MyHKTax 8 - 11 HacTosiwero MNopsigka, MeaVMUMHCKUIA paboTHUK, HasHaYMBLUWIA
neKapcTBEHHbIN npenapaTt, oopMsieT HasHauyeHue FeKapCTBEHHbIX NpenapaToB, B TOM 4ucrie noanexalimx
M3rOTOBMEHWIO M OTMYCKY anTeYHbIMU OpraHu3auusimu (Oanee - riekapcTBeHHble npenapaTtbl MHAMBUAOYanbHOro
N3roTOBMEeHus1), Ha peLenTypHoOM GraHke, oopMIIeEHHOM Ha ByMaXHOM HocuTene 3a CBOel noanucbio (aanee -
peuenT Ha GymakHOM HocuTene), U (UnM) c cornacus nauMeHTa WM ero 3akoHHOro npeacTaBuTens <3> Ha
peLenTypHoM GnaHke B ¢hopMe 3M1eKTPOHHOrO JOKYMEHTa C WUCMONb30BaHWEM YCUITEHHOWN KBanmMduLMpoBaHHOM
3MEKTPOHHON NOANMCH MeaULMHCKOro paboTHUKa (aanee - peuenT B (hOpMe 3MEKTPOHHOIO AOKYMEHTA).

<3> |OyHkT 2 cTatbk 20| ®egepanvHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickoi
depepaumm, 2011, N 48, cT. 6724; 2021, N 27, c1. 5159).

Peuent B (popme 3MeKTPOHHOro [AOKYMEHTa, coAepKaluih HasHadeHue HapKOTUYEeCKUX CpeacTs Unu
NCUXOTPOMHbIX BELLECTB, MOANUCLIBAETCA C MCMOMNb30BaHMEM YCUNEHHOW KBanuMUUMPOBAHHOMW 3MEKTPOHHOM
nognucy nedvailero Bpada vnu dernbillepa, akylepku, Ha KOTOPbIX BO3MNOXeHbl (YHKLMM nevallero spaya, u
COOTBETCTBYIOLLEN MEAULIMHCKOW OpraHnsaumnm <4>,

<4> TyHKT 1 cTatbn 26 GegepansbHOro 3akoHa ot 8 aHBaps 1998 r. N 3-d3 "O HapkoTU4YecKkMx cpedcTBax u
ncuxoTponHbix BellecTBax" (CobpaHue 3akoHogaTenbctBa Poccunckon depepaumm, 1998, N 2, ct. 219, 2017, N
31, cT. 4791) (nanee - ®enepanbHbin 3akoH N 3-$3).

OdopmnieHne peuentoB B (poOpMe SMEKTPOHHbLIX [JOKYMEHTOB OCYLIECTBNAETCA B Criyyae MNPUHATUS
YNONTHOMOYEHHbLIM OpPraHoOM UCMOMHUTENbHON Bnactu cybbekta Poccunckon depepaumm B COOTBETCTBUM C
nyHkToMm 4 cTtatbmn 6 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn neKapCTBEHHbIX
cpenctB” <5> peweHuss 00 Mcnonb3oBaHMM Ha TeppuTopum cybbekTa Poccunckon ®depepaumy Hapsgy C
peLenTaMM Ha neKapcTBeHHble npenapaTbl, OMOPMIIEHHbIMX Ha OymMaXHOM HocuTene, peuenToB Ha
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riekapcTBeHHble npenapaTbl, CHOPMUPOBaHHbLIX B (hOpMe 3NEKTPOHHbIX LOKYMEHTOB.

<5> CobpaHune 3akoHogaTenbcTBa Poccuiickon Pegepaumm, 2010, N 16, cT. 1815, 2019, N 52, cT1. 7793.

3. Mpn BbINUCKE nauMeHTa M3 MEeOMLUHCKOW OpraHusauum, B KOTOPOW eMy oKasblBanacb MeauuuHcKas
MOMOLLb B CTaUMOHAPHbIX YCIOBMSX, NPU HEOOXOAMMOCTM MPOAOIMKEHUS NMpUeMa NekapcTBEHHOro npenapaTta B
amMOynaToOpHbIX YCMOBUSAX [OAHHOMY MAUWEHTY MO pPELIEeHN0 PYKOBOAMTENA MEOUUMHCKOW OpraHu3auuun
Ha3HayalTca ¢ oopMmneHnem peuenTta B (oopMe 3NEKTPOHHOrO AOKYMeHTa 1 (unu) Ha GymaxkHom Hocutene (3a
ncknioveHneM oopMreHns peLenToB Ha fekapCTBEHHbIE npenapaThbl, nognexaiime oTnycky 6ecnnatHo unm co
ckuakown) nnbo BblgaoTcsa (MaUMEHTY UM ero 3aKOHHOMY NpeacTaBUTEN0) OAHOBPEMEHHO C BbIMUCKON U3 UCTOPUM
Oones3Hn nekapcTBeHHbIe NpenapaTbl, B TOM YNCe HapKOTUYECKME U NCUXOTPONHbIE NeKapCTBEHHbIE npenaparhl,
BHeceHHble B cnucku Il u Il nepevHss HapKOTUYECKMX CPencTB, MCUXOTPOMHbLIX BELLECTB U UX NPEeKypCcopoB,
noanexawmx koHtponto B Poccuiickon depepaumun, yteepxkaeHHoro lNMpaButensctBoMm Poccuiickon depepauuu
<6> (panee - lNepeyeHb), CUNBHOAENCTBYIOLWME NEKApCTBEHHbIE NMpenapatbl, Ha CPOK NMpvemMa MnauueHTom Ao 5
OHen.

<6> TlyHkT 2 cratbn 2 ®depepanbHoro 3akoHa N 3-@3 (CobpaHune 3akoHogaTenbcTBa Poccuickon
depepaumm, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHaudeHue JNNIEKapCTBEHHbIX MpenapaTtoB MNpu OKa3aHun MEAMLMHCKOM MnoMoLn B CTaunoHapHbIX
YCNoBUAX MOXET OCYLeCTBIIATbCA nocpeancTtsoM Tpe6OBaHI/Il71 MeANLMNHCKOMN opraHmsauunmn, HanpaseJid€MbIX B
anTteyvyHble opraHnsauunmn, AeBnArOWNECA CTPYKTYPHbIMKU nogpa3aeneHnamm MeaNLMHCKOM opraHusauuu. <7>

<7> TlyHkT 54 cTtatbm 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpallieHun
nekapcTBeHHbIx cpeacTB” (CobpaHue 3akoHogaTtenbcTBa Poccunckon deapepaumm, 2010, N 16, cT. 1815; 2019, N
31, cT. 4456) (nanee - PegepanbHblii 3akoH N 61-03).

5. HasHaueHve nekapCTBEHHbIX MpenapaTtoB  OCYLIECTBMAAETCA  MEeAMUMHCKUM  paboTHUKOM  No
MeXOyHapoOHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWIO, a Mpu ero OTCYTCTBMM - [PYNMUMPOBOYHOMY MNK
XMMUYECKOMY HauMeHOBaHWo. B cnyyae OTCYyTCTBUS MeEXOyHapOOHOrO HEenaTeHTOBAHHOINO HauMEHOBaHWUA W
FPYNNMPOBOYHOIO MIIN XMMUYECKOTO HaMMEHOBaHUS IEeKapCTBEHHOro mnpenapaTta NeKkapCTBEHHbIN npenapaT
Ha3Ha4aeTcs MeOUUMHCKMM paboTHWKOM MO TOProBOMY HaMMeHOBaHwto. [py HanUuuM MeLULMHCKUX MOKasaHuin
(MHauBUAOYyanbHas HeNepeHOCUMOCTb, MO XKM3HEHHbIM MOKa3aHWsM) MO pelleHnto BpavebHoW  komuccum
MEOULMHCKOM OpraHuM3auumM <8> OCYLUEeCTBMSIeTCS HasHavyeHue U opopMreHMe Ha3HaYeHWUs! NeKapCTBEHHbIX

_

npenapaTtoB, He BXOASLWMWX B CTaHAApPTbl MEAULMHCKOM NMoMoLuM, pa3paboTaHHble B COOTBETCTBUU C
ctatbn 37| degepanbHoro 3akoHa N 323-O®3 <9>, unum He NpeayCMOTPEHHbIX COOTBETCTBYHOLLEN KIMHUYECKON

peKomer,au,VleVl, nmbo no TOproBbiMm HaMMeHOBaHUAM. PewweHune Bpaqe6H0|7| KOMUCCUN  MEeAWNLMNHCKOMN
opraHmnsauunmn d)MKCVIpyeTCFI B MEANLMHCKOM OOKyMeHTauumn naumeHTa n B XypHarne BpaLIGGHOVI KOMUccun.

<8> [1pnka3 MuHucTepcTBa 34paBoOOXpaHEHNSA N coumanbHoro passutusa Poccunckon degepaumm ot 5 mas
2012 r. N 502H "O6 yTBEpXOEHUU MOpsiAKa CO3OaHWS U OEeATeNbHOCTU BpavyebHOW KOMUCCUMM MEOULMHCKON
opraHusaumn” (3apernctpmpoBaH MuHuctepctBoM toctuumm  Poccuinckon depepaumm 9 uwoHa 2012 r.,
pernctpaumoHHein N 24516) € W3MEHEeHUsIMM, BHECEHHbIMW Mpukas3om MwuHMCTEpCTBa 34paBOOXPaHEHMS
Poccuickon ®egepauun ot 2 gekabpsa 2013 r. N 886H (3apernctpuposaH MuHucTepcTBOM tocTuumm Poccumnckom
®epepaumu 23 gekabpsa 2013 r., pernctpaumnoHHsin N 30714).

<9> CobpaHue 3akoHodaTtenbcTBa Poccuiickonn ®egepaumm, 2011, N 48, cT. 6724,

Ecnn npn OkKasaHun nauyneHTy MEONLMHCKOA MOMOLUN B MEeOULMHCKON opraHmsaumm B CTauNOHapHbIX
ycnosuAax no peweHunto Bpaqe6H017| KOMUCCUN OCYLUECTBIIAKTCA Ha3Ha4deHune un rnpumMeHeHune nekapCTtBeHHOro
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npenaparta C KOHKPETHbIM TOProBbiM HaMMeHOBaHMEM, TO MNpun OKa3aHun OaHHOMY MNauneHTy MeaNLMHCKOM
NOMOLLM B MHOMN MEAWMLUHCKOMN opraHnsauunm B CTauMOHaApPHbIX YCIIOBUAX, a TaKXe B aM6ynaTopr|x YCnoBuUAX
OCYLLIECTBMNAETCA Ha3Ha4YeHne emy JiekapCTBEHHOrO npenapara C TEM XXe TOProBbiM HanmMmeHoBaHuem <10>.

<10> lyHKT 2 nocTtaHoBneHus lMNpaBuTtenbctBa Poccuinckon Peagepaumm ot 30.06.2020 N 965 "O BHeceHuMn
nameHeHu B NpaBuna opMMpoOBaHNS NEPEYHs NEKAPCTBEHHbBIX CPEACTB, 3aKynka KOTOPbIX OCYLLECTBMASIETCSA B
COOTBETCTBMU C UX TOProBbIMM HAMMEHOBAHWUSIMU, U O MPUMEHEHUN NIEKAPCTBEHHBIX NPenapaTtoB C KOHKPETHLIMU
ToproBbiMy HaumeHoBaHusMn" (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®enepauunn, 2020, N 28, c1. 4422).

6. HasHauyeHne nekapCTBEHHOro npenaparta B peuente Ha GymaxHOM HocuTene wunu peuente B cdopme
3ANEKTPOHHOro AOKYMeHTa OdopMMseTcs Ha WMMA nauueHTa, And KOTOpOoro npefHasHayeH nekapcTBEeHHbIN
npenapar.

Peuent Ha BymaxxHOM HocuTene, ooopMIIeHHbIN Ha peuenTypHoM 6naHke coopm N 107/y-HI1, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXOEHHbLIX HACTOSILLUMM MpPUKA30M, MOXET ObITb MOMy4YeH NauMeHTOM, ero
3aKOHHbIM npegcTaBuTeneM uUAM  NUUOM, WUMEWNUM OMOPMIIEHHYI0 B COOTBETCTBUM C  rpaKaaHCKUM
3akoHofdaTtenbcTBoM Poccuickon Peaepaumm AOBEPEHHOCTb OT MauueHTa Ha npaBoO NOMyYEeHUs Takoro peuenTa
(mnanee - ynonHOMOYEHHOE NULLO).

MNpeacTtaBneHve AOBEpPEeHHOCTM He TpebyeTcs B Criyyae MonyveHus peuenTa Ha fekapcTBeHHbIM npenapar
Ans MHKypabenbHoro 60MbLHOMO Ha 3aBepLualoleM 3dTane ero XW3HW NULOM, OCYLLECTBASIOWMM YXO4 33 TakuM
nHKypabenbHbIM 60MbHbIM. B Takom cnyvae meavumHCkuii paboTHMK BbldaeT fuuy, OCYLLECTBALWEMY yXof 3a
nHKypabenbHbIM G0MbHBIM, AOKYMEHT, MOATBEpXAalowmnin MHKypabenbHoe cocTosiHMe 6G0MbHOro, codepKaluuii
CcBeAeHusa O nuue, koTopoe OyadeT nonyvaTb fekapCcTBEHHble npenapatbl No peuenTy (dhamunus, UMs, OT4EeCTBO
(nocnegHee - nNpu Hanuuuw), BUA, cepus U (MnNM) HOMEpP AOKYMEHTa, YAOCTOBEPSIOLWErO NMMYHOCTL), 3aBEPEHHbIN
MOANUCBIO N NeYaTbio AaHHOrO MeAULMHCKOro paboTHKKa, a Takke nevaTbio MeanLMHCKON opraHu3aumu.

[oKyMeHT, noaTBepXaatoLmn nHKypabenbHoe COCTosiHNe BOMbHOro, OCTaeTCs B anTe4yHOW opraHu3aumu.
Peuent B dopme 3NeKTPOHHOIO [AOKyMeHTa (OopMUPYeTCs C  WCMONb30BaHUMEM rOCY4apCTBEHHOM

MHOPMaLMOHHON cucTtembl B cdepe 3OpaBooxpaHeHuss cybbekta Poccuiickon ®epepaunn, MeauLMHCKOW
MHOPMAaLIMOHHOW CUCTEMbl MEeOULIMHCKON opraHu3aumm <11>.

<11> |Ctatbu 91| n [91.1]| depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epgepaumu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT BblgAYM peLenTa Ha NeKkapCTBEHHbIA npenapaTt 3akoHHOMY MpeAcTaBUTENO0 UMK YNOMHOMOYEHHOMY
nuuy pmkenpyeTcst B MeQULIMHCKON AOKYMEHTaLUumn nauneHTa.

7. MeguumHCKMM pa6OTHI/IKaM 3anpeljaeTcd Od)OpMﬂFITb peuenTtbl npu OTCYTCTBMM Yy nNauuneHta
MEAMLUMNHCKMUX MOKasaHun; Ha He3aperncTpupoBaHHbIE JeKapCTBEHHblE MpenapaTtbl <12>; Ha feKapCTBEHHbIe
npenapartbl, KOTOpble B COOTBETCTBUMN C I/IHCprKU,I/Ieﬁ no MegunumHCKOMY MpUMEeHEeHUIo npeHadHaYeHbl O514
NPUMEHEHUNA TOJIbKO B MEAUUMNHCKMX OopraHn3auunax; Ha HapKOTUYeCKne cpeactea M NCUXOTPOMNHblIE BeLWECTBa,
BHeCeHHble B cnucok I I'IepeqHﬂ, 3aperncTpmpoBaHHble B Ka4yeCTBe JIE€KapCTBEHHbIX MNpenapaTtoB, B Uendax
npumMmeHeHna ana nevyeHna HapkoMaHun.

<12> PeweHne CoBeTa EBpa3nmnckon akoHOMMYECKon komuccum ot 3 HoAbpsa 2016 r. N 78 "O lMpaBunax
perMcTpaumMm M 3KCNepTU3bl NEeKapCTBEHHbIX CPeacTB AN MeOULUMHCKOrO MnpuMeHeHus" (oduumanbHbIi canTt
EBpasuickoro akoHoMuyeckoro cotoda http://www.eaeunion.org/, 21 Hos6psa 2016 r.). Ctatba 13 degepanbHoOro
3akoHa N 61-®3 (CobpaHue 3akoHogatenbcTtBa Poccunckon ®epepaumn, 2010, N 16, cr. 1815; 2020, N 14, cT.
2028).
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MHaveuayanbHeIM npeanpuHUMaTensam, oCyLweCcTBASOWUM MEOULNHCKYIO AEATENbHOCTb, JONONHUTENBHO K
TpeboBaHMAM, yka3aHHbIM B ab3ale MNepBOM HACTOSLIEro MNyHKTa, 3anpellaeTca ogopMnsaTb peuenTtbl Ha
HapKoTMYeckMe CpeAcTBa WM MCUMXOTPOMHbIE BewlecTBa, BHeceHHble B crucku || u Il TNepeyns (panee -
HapKOTUYECKME M NCUXOTPOMNHbIE NekapCTBEHHbIE nNpenapaTbl cnuckos Il u Il MNepeyHs).

8. lMpu Ha3Ha4YeHUM HaAPKOTUYECKMX W MCUXOTPOMHbLIX JIEKapCTBEHHbIX MpenapaTtoB cnucka Il Mepeuns:, 3a
UCKIIOYEHMEM FEeKapCTBEHHbIX MpenapaTtoB B BuAe TpaHcOAepMarbHbiX TepaneBTUYECKUX CUCTEM U
NeKapCTBEHHbIX MpenapaToB, coAepXaliux HapKOTUYECKOe CPEeACTBO B COYETaAHWMU C aHTAroHUCTOM OMUOWUAHbLIX
peLenTopoB, peLenTbl Ha OymMaXkHOM HocuTene opopMIIsoTCs Ha peLenTypHom 6narke dopmbl N 107/y-HI.

9. PeuentypHbin 6naHk dpopmbl N 148-1/y-88 ochopmnsaeTca npu HasHaYeHUn:

1) HapKOTMYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapatoB cnucka |l TlepeyHa B Buae
TpaHcAepMarnbHbIX TepaneBTUYECKMX CUCTEM, HapKOTUYECKUX NeKapCTBeHHbIX npenapatoB cnucka Il lNMepeyHs,
coAepxalmx HapkoTU4eckoe CpedcTBO B COYETaHUM C aHTaroHUCTOM OMUOWMAOHBLIX PeLenTopoB, NCUXOTPOMHbLIX
nekapcTBeHHbIX npenapatos cnucka lll MNepeyHs;

2) KOMBOVHUPOBAHHBIX NEKAPCTBEHHbIX MpenapaToB, CoAepXKalluX:

a) KoJevH unu ero comnu (B nepecyeTe Ha YMCTOE BELLeCTBO) B konuvectee Ao 20 Mr BkNountensHo (Ha 1
003y TBEPAON NekapCTBEHHOW dhopMbl) Un B Konmdectse Ao 200 mr BkntoumnTenbHo (Ha 100 mn nnu 100 r Xuakon
nekapcTBEHHON hopMbl ANSt BHYTPEHHErO NPUMEHEHMS);

0) ncesgoadhenpuHa rmgpoxnopus B Konuyectee, npesbiwatowem 30 mr, u 4o 60 mr BknouutensHo (Ha 1
003y TBEPAON NekapCTBEHHON POPMbI);

B) nceBOoadenpuHa rmapoxnopug B KonmvectBe, npesbiwatowem 30 mr, 1 go 60 Mr BKIOYMTENBHO B
coYeTaHMM C JekcTpomeTopdaHoMm ruapobpommuaom B konmyecTBe, npesbiwawowem 10 mr, u go 30 wmr
BKMNOYNTENBLHO (Ha 1 403y TBEpAOW NekapcTBEHHON hOpMbl);

r) AekctpomeTtopdaHa rmgpobpomug B konnyectse Ao 200 mr BkntountenbHo (Ha 100 mn nnm 100 r xuakon
nekapcTBeHHON POopMbl AN BHYTPEHHEro NpUMEHeHs);

) achegpuHa rmgpoxnopua B Konmyectse, npesbiwatowem 100 mr, u go 300 mr BknountensHo (Ha 100 mn
unu 100 r Xnakon nekapcTBeHHON hopMbl AN BHYTPEHHETO NPUMEHEHUS);

e) adhegpuHa rugpoxrnopus B konuyectse A0 50 Mr BknounTenbHO (Ha 1 03y TBEPAOMW NEKapPCTBEHHOM
thopmb);

X) deHunnponaHonamMuH B KonMmM4yecTBe A0 75 Mr BKMOYUTENbHO (Ha 1 [03y TBEpOOW NEeKapCTBEHHOM
cdopmbl) unu go 300 mr BknounTensHo (Ha 100 mn unu 100 r Xnakon nekapcTBeHHOM POpMbI A5 BHYTPEHHEro
NpUMEHeHNs);

3) peHobapbuTan B konmnyectBe A0 15 Mr BKMOYUTENBHO B COYETAHUU C KOAEWMHOM (MMM ero consimm)
He3aBUCMMO OT Konuyectsa (Ha 1 o3y TBepaon nekapCTBEHHON PopMbl);

n) deHobapbutan B konmyectBe 00 20 Mr BKMIOYMTENBHO B COYETAHUU C 3hEeOpUHOM TFMAPOXNOopUOO0M
He3aBMCMMO OT konuyecTBa (Ha 1 o3y TBepAoun nekapCcTBeHHOW OPMbl);

K) xropamasenokcug B Konuyectse, npesbiwatowem 10 mr, u go 20 Mr BkouMTENBHO (Ha 1 [03y TBEepaow
nekapcTBeHHoOW opMbl);

3) nekapCTBEHHbIX NpenapaTtoB MHAMBWAYANbHOIO M3rOTOBMIEHUS, COOEPXKALLUX HapPKOTUYECKOE CPEACTBO
UM NCMXOTPOMHOE BelecTBo cnucka |l Mepeyns, n gpyrve apMakonormyeckme akTUBHbIE BELLECTBA B [03€, He
NpeBbILIAOLLEN BbICLUYIO Pa30oBYO A03Y, M MPU YCMOBMU, YTO STOT KOMOMHMPOBAHHbLINA NEKAPCTBEHHBIN NpenapaT
He SIBNSETCS1 HAPKOTUYECKUM UK NCUXOTPOMHBLIM flekapcTBEHHbIM Npenapatom cnucka |l Mepeyns;

4) NNeKapCTBEHHbIX MNpenapaTtoB, BKIOYEHHbLIX B MNepedyeHb J1eKapCTBEHHbIX cpeacTtB And MeauMuMnMHCKOro

NPUMEHeEHUs, noAanexawmnx npegMeTHO-KONMYECTBEHHOMY Y4yeTy (Janee - nekapCTBeHHble npenaparthl,
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BKITOYEHHbIe B nepeyeHsb NMKY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 nocTtaHoBneHus [lpaBuTenbctBa Poccuiickon Pepepaumm oOT
19.06.2012 N 608 "O6 yTtBepxaeHuu lNMonoxeHnss 0 MuHncTepcTBe 3gpaBooxpaHeHus Poccuinckon Pepepaumm”
(nanee - MNonoxeHne o MuHuctepctee) (CobpaHne 3akoHoaaTenbcTBa Poccuiickon Pegepaumm, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbin 6naHk dopmbl N 148-1/y-04(n) ocbopMnsieTcs nNpuv Ha3HaAYeHUU NEeKapCTBEHHbIX
npenapaTtoB rpaxgaHam, WMelLlWwmMM npaBo Ha 6OecnnaTtHoe mMofnydYeHue IneKapCTBEHHbIX MpenapaTtoB Wnu
nony4yeHne nekapcTBeHHbIX NpenapaTtoB CO CKUAKOWN.

11. PeuenTypHbin 6nank oopmbl N 107-1/y odhopmnsieTcs Nnpy HasHa4YeHWM:
1) nekapCTBEHHbIX NPenapaToB, HE yka3aHHbIX B NyHKTax 8, 9 HacToswero Mopsaaka;
2) KOMBVMHUPOBAHHbBIX JIEKAPCTBEHHbBIX NPENapaToB, COAEPXKaLLNX:

a) aprotaMuHa ruapoTapTpaT B KONMMYecTBe A0 5 Mr BKMOUMTENbHO (Ha 1 [o3y TBEepAoW NekapCTBEHHOIA
thopmbl);

0) adbeppuHa rmgpoxnopug B konmdectse o 100 mr BkmwouuTenbHo (Ha 100 mn wvnm 100 r Xugkomn
nekapcTBEeHHON popMbl AN BHYTPEHHEro NpMMEHeHs);

B) nceBgoadedpvHa ruapoxnopug B KonudectBe, He npesbiwatwem 30 mr (Ha 1 gosy TBepgon
nekapcTBeHHon opmbl);

r) ncespoadenpuHa ruapoxnopug B KonudecTBe, He npesBblwawwem 30 Mr, B codeTaHunm C
OekcTpomeTopcaHom rmapobpoMmnaom B konuyecTse, npesbiwatowem 10 mr, n go 30 Mr BkmouMTensHo (Ha 1
003y TBEpAOW NnekapcTBeHHON hopMbl);

4) AekctpomeTopdaHa rmgpobpomug B konudecTse, npesbiwatowem 10 mr, n o 30 Mr BknrounTensHo (Ha 1
003y TBEPAON NekapCTBEHHON hOPMbI);

e) deHobapbuTan B konu4yecTtBe, npeBbiwatowem 20 mr, 1 go 50 mr BKMOYUTENBLHO (Ha 1 [O3y TBEpPAOM
nexkapcTBeHHon opMmbl);

X) beHobapbutan B konunyectse A0 20 Mr BKMOYUTENBHO B COYETaAHMM C 3ProTaMUHOM rMapoTapTpaTom
He3aBMCMMO OT konuyecTsa (Ha 1 o3y TBepAoMn nekapcTBeHHOW OPMbl);

3) xropauasenokcua B konuvectse Ao 10 Mr BkNUMTENbHO (Ha 1 403y TBEpPAON NekapCcTBEHHOW hOPMBbI).

12. MNpwn Ha3Ha4YeHUN NekapCcTBEHHOro npenaparta UHAMBNAYanbHOro U3roToBMeHns B peuenTte Ha BymMaxHOM
HocuTene w (unu) peuente B (POPME INEKTPOHHOTO AOKYMEHTa HaWMEHOBaHMS NEeKapCTBEHHbIX CpeacTs
(BewecTB), BKMYEHHbIX B nepedeHb [1KY, ykasbiBaloTCs B Havane peuenta, 3aTem - BCe OCTalnbHble
WHIPeanEHTHI.

13. Mpy Has3Ha4YeHWM NekapcTBEHHOro npenaparta B peuenTe Ha GymMakHoM HocuTene u (Unun) peuenTte B
dopMe SNEKTPOHHOrO AOKYMEHTa 3anpellaeTcsi MNpeBblllaTb KONMMYECTBO HApKOTMYECKUX CPeacTB  UNn
MCMXOTPOMHbIX BELLECTB, KOTOPOE MOXET GbiTh BbINMMCAHO B OOHOM peLenTe, ycTaHoBNeHHoe npunoxeHnem N 1 kK
HacTosieMy MopsiaKy, 3a UCKMOYEHEM CryyYaeB, ykasdaHHbIX B MyHKkTax 15 u 24 HacToswero Mopsaaka.

14. Tlpn Ha3Ha4YeHMM neKapCTBEHHbIX MpenapaToB, BKIYEHHbIX B nepedeHb [MKY, pfosa KoOTopbIX
NpeBbIlaeT BbICWIMIA OOHOKPATHbLIA MpUeM, MeOUUMHCKUM paboTHMK obo3HavaeT [03y ITOro NeKapCTBEHHOro
npenapaTta B peuente Ha OGymMaxHOM HOCUTENe MPOMUCbI0 C MPOCTaBMEHWEM BOCKNIMUATENbHOro 3Haka u (unw)
NpocTaBnseT BOCKNUUATENbHLIA 3HAK Npy odpopMieHun peLuenTta B opMe 3NEKTPOHHOIO JOKYMEHTA.

15. Konu4yecTtBO HasHa4eHHbIX NekapcTBEHHbIX npenapaToB, BKMIOYEHHbIX B rnepedeHb KY, npu okasaHuu
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naumeHTaMm, HyXaawoLlmMcs B ONIUTENbHOM NeYeHUn, NEPBUYHON MEAMKO-CaHUTapHOW MOMOLUM U NannunaTUBHOW
MeAULIMHCKOM NMOMOLLM MOXET OblTb YBENMYEHO C YHETOM KIMHUYECKUX pEKOMeHJaunin He 6onee yem B 2 pasa no
CPaBHEHUIO C KONMYECTBOM HAPKOTUYECKUX CPEACTB UMM NCUXOTPOMHBIX BELLECTB, KOTOPOE MOXET ObITb BbIMMCAHO
B OOHOM peLenTe, yCTaHOBNeHHbIM npunoxeHnem N 1 k HacTosilemy MNopsaaky.

B cnyyasix, npeaycMoTpeHHbIX ab3auem nepBbiM HAaCTOSILLEro NyHKTa, Ha peLenTax Ha 6ymMaXkHOM HocuTerne
npomseoguTca Hagnucb "o crneuvanbHOMY HasHayeHuio", OTAENbHO 3aBepeHHas MoAMUCHI MeaUUMHCKOro
paboTHMKA M MeyaTblo MeaWUMHCKOM opraHusaumu "[Ons peuenTtoB”, Ha peuentax B (POPME INEKTPOHHOrO
JOKyMeHTa npou3Bogutca oTMeTka "o  cneunanbHOMY HasHayYeHui" ¢ NPOCTaBfEHUMEM  YCUIEHHOM
KBanunpuUMPOBaHHON 311EKTPOHHOW NOANMCY MEAMUMHCKOrO paboTHUKA.

16. CocTtaB nekapCTBEHHOro npenapara, nekapcteeHHas opma u obpalieHme MeauumHCcKoro paboTHMKa K
dapmavreBTnyeckomy paboTHUKY 06 OTNyCcKe NekapCTBEHHOro npenapara Ha BymMaxxHOM HocuTene oopMnATCS
Ha NaTUHCKOM MIM PYCCKOM $i3blke B POAUTENbHOM nagexe, 3a MCKMYeHnem odhopmrieHus peuentoB B chopme
3ANEKTPOHHOIo JOKYMEHTa, OCYLLEeCTBNAEMOro Ha PYCCKOM SA3blKe.

Mpu odopmneHnn peuenTypHbIX ONaHKOB OOMyCKAeTCsl UCMONb30BaHWe cokpalleHun (npunoxerHne N 2 K
HacTosiweMmy Nopagky).

I'Ipvl Ha3Ha4YeHnn NeKapCTBeHHOro npenaparta He OonyCckaeTCd COKpalleHune HanMeHoBaHui MHIpeauneHToB,
CoCTaBnAanWnx J'IeKapCTBeHHbIVI npenapart, He MNO3BONAWNX YCTAaHOBUTD, KaKo MMEHHO HeKapCTBeHHbIVI
npenapart Ha3Ha4eH.

17. Cnocob npumeHeHus nekapCTBEHHOro npenaparta obo3HayaeTcs C ykasaHuem NyTu BBeAeHUd, 403bl,
YacTOTbl, BPEMEHU NpMemMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) U €ro ANUTENbHOCTU, a ANs feKkapCTBEHHbIX
npenapaToB, B3avMOAENCTBYOLWMX C MULLEN, - BPEMEHU UX YyNoTpebneHus OTHOCUTENbLHO npuema nuwm (8o eapl,
BO Bpems efpl, Nocne eabl).

18. Tpn HeOOGXOAMMOCTU HEMEANIEHHOrO WM CpPOYHOro (B TedyeHue [AByX pabounmx [Hew) oTnycka
NeKkapCTBEHHOro npenapata nauuMeHTy B BEPXHEM YacTu peuenta Ha OyMakHOM HOCMTeNe NpOoCTaBMsATCS
0003HayeHus "cito" (cpo4yHo) unm "statim" (HemeaneHHo). AHamnorumyHble 0603HayYeHMst MPOCTaBNAKTCA B BUAe
OTMETOK Npu ochopmIieHnn peuenTta B POpMe 3NEKTPOHHOIO JOKYMEHTA.

19. lNpu ocopMneHnn Ha3HA4YeHUs TrOTOBOrO J1EKAPCTBEHHOro npenapata B peuente Ha OymaKHOM
HocuTene unu peuente B hopme 3MNEeKTPOHHOrO AOKYMEHTa KONMUYeCTBO AEVCTBYIOLMX BELLECTB yKa3blBaeTcs B
COOTBETCTBMU C UHCTPYKLMEN NO MEANLIMHCKOMY NPUMEHEHUIO NleKapCTBEHHOro npenapara. [lonyctumo ykasbiBaTb
AO3NPOBKY JEeKapCTBEHHbIX NpenapaTtoB CUCTEMHOrO AencTBus (ons pe3opbTMBHOrO npuema) B TBepAOblX
nekapcTBeHHbIX hopmax (Hanpumep, TabneTku, MOPOLUKM, Kancymbl) Kak COAepaHwe OOHOrO WM HECKOSbKMX
OeNCTBYIOWMX BeLWecTB B eAuHMUax Maccel (B rpammax, munnurpammax). JonycTumo ykasbiBaTb [03VPOBKY
riekapCTBEHHbIX NpenapaTtoB CUCTEMHOro AeNCTBUSA (NS pe3opbTMBHOIO NPUMEHEHWS) B XUOKUX NeKapCTBEHHbIX
dopmMax (Harnpumep, pacTBOpbI, CYCMEeH3UN) Kak coaepXXaHne OOHOro UMM HECKONMbKUX AECTBYIOLUMX BELLECTB B
eQMHMUax Maccbl Ha eguHuuy obbema (Hampumep, MUNAUIPaMM/MUNNWAWUTP) C ykasaHuem obuiero obbema
nekapcTeeHHon opMbl.

Mpn opopMneHnn HasHaYeHUsa nekapcTBEHHOro npenapaTta UHAMBUAYaNbHOro N3roTOBNEHUs B peuenTte Ha
OyMaxxHOM HocuTene unu peuente B opme 3NEKTPOHHOIO [OKYMEHTA KONMUYECTBO TBEpPAbIX M ChIMyyYnx
dhapmMaLeBTMYeCKUX CcyGCcTaHuMi ykasbiBaeTcs B rpammax (0,001; 0,5; 1,0), Xugkvx - B MUNNUAUTpax, rpaMmmax u
Kannsx.

20. PeuenTtbl Ha 6yMaxxHOM Hocutene, B hOpMe 3MEKTPOHHOrO AOKYMEHTA, OPOPMIIEHHBbIE HA PeLEenTypPHOM
6naHke cpopmbl N 148-1/y-88 1 npegHasHadeHHble AN OTNycKa NekapCTBEHHbIX MpenapaToB, NpegyCMOTPEHHbIX
nognyHktamu 1 - 3 nyHkTa 9 HacTosawero Nopsagka, AeNcTBUTENbHbI B TedeHne 15 AHen co AHA ohopmneHus.

21. PeuenTbl Ha GyMaxxHOM HocuTerne, B hopMe SMeKTPOHHOrO AOKYMEHTa, 0OOOPMIIEHHbBIE HA PELLENTYPHOM
6naHke cpopmbl N 148-1/y-04(n) » npefHasHa4YeHHble AN OTMNycka NeKapCTBEHHbIX MpenapaToB rpaxgaHam,
ykasaHHbIM B nyHKkTe 10 HacTtoswero lopsagka, gencteutenbHel B TedyeHne 30 AHeW cO OHA OodopMIeHus, 3a
UCKIoYeHMEM criydaeB ohopMIieHus peuenta B COOTBETCTBMM € nyHkTammn 38 n 39 HacTtoswero lMNopsagka, npu
KOTOPbLIX OH AencTBuTeneH B TedeHme 15 aHen co aHA opopMneHus.
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peuenTyp...

22. PeuenTtbl Ha GyMaxxHOM Hocutene, B OpMe 351EKTPOHHOIO AOKYMEHTa, OpOPMIIEHHbIE HA PeLenTypHOM
6naHke ¢opmbl N 148-1/y-04(n) M npegHasHayeHHble AN OTMyCKa JIeKapCTBEHHbLIX MpenapaToB rpaxgaHam,
OOCTUIMUMM MEHCUOHHOro BO3pacTa, MHBanuMgam MepBoOW rpynnbl, AEeTAM-MHBanMaaMm, a Takke rpaxgaHam,
CcTpagaloLwumM XpoHNn4eckumm 3abonesaHnamm, TpedyowmMMn ANUTENbHOrO KypcoOBOro neyeHnsi, 4eNCTBUTENbHbI B
TedeHve 90 gHen co OHA OhOpMIIEHUS, 3a UCKMIOYEHMEM CriyyaeB, ykasdaHHbIX B nyHkTax 38 u 39 HacTosLlero
Mopsigka, Npu KOTOpbIX OH AEUCTBUTENEH B TedeHne 15 gHen co gHs 0hopMneHms.

[nsa neyeHust xpoHuyecknx 3aboneBaHWI ykasaHHbIM KaTeropusiM rpaxzgaH fekapCcTBeHHble npenapaTbl C
odopmIieHneM peLenToB Ha GyMaxXHOM HocuTene unu peuentoB B OpMe 3MEKTPOHHOrO OOKyMeHTa MOoryT
Ha3Ha4aTbCs Ha Kypc nevexHna o 180 gHen.

23. PeuenTtbl Ha 6GyMaxxHOM Hocutene, B hOpMe 3MEKTPOHHOrO AOKYMEHTa, OpOPMIEHHbIE HA peLenTypHOM
6naHke cdopmbl N 107-1/y n npefHasHayeHHble Ons OTNYCKa NeKapCTBEHHbIX NpenapaToB, NpeayCMOTPEHHbIX
nyHkTOM 11 HacToswero Nopsaka, AencTBUTENbHBI B TedeHne 60 aHen co aHA ohopMIeHus.

Mpy Ha3Ha4YeHWM FOTOBbIX NEKAPCTBEHHLIX MpPenapaToB M JIeKapCTBEHHbIX MpenapaTtoB UHAWBUAYAlbHOMO
M3roTOBMEHUs NauueHTam ¢ 3aboneBaHUAMU, TPEGYIOWNMM OANMTENBHOIO KYPCOBOro fievyeHusi, ¢ ohopMiIeHeM Ha
peuenTypHom GraHke dhopmbl N 107-1/y peuenTta Ha GyMaHOM HocuTerne Unn B hopme 3MeKTPOHHOTO JAOKYMeHTa
yCTaHaBMn1BaeTCA CPOK AeNCTBUA peLenTa B npeaenax 4o 04HOMo roaa.

B cnyyae yctaHoBneHusi cpoka AENCTBMA peuenTa B npegenax 4O OO4HOro rofa B pelenTe Npous3BoanuTcs
Hagnuck: "o cneunanbHOMy Ha3HaveHuo", obo3HavyaeTca CpoK AEWCTBUS peuenTa U NepuoAMYHOCTb OTnycka
NeKapCTBEHHbIX MpenapaToB U3 anTeyHOW OpraHm3auun UM MHAMBUAYanbHbIM NpeanpuHUMaTenemM, UMeLUm
NULEH3NI0 Ha apMaueBTUYECKYID OeATenbHOCTb <14> (exeHedenbHO, E€XEeMEeCSYHO W WHble Nepuopbl).
JononHuTensHO 3TO ykaszaHue 3aBepsAeTcs MOANUCHI0 MEAULMHCKOro paboTHMKA, a TakkKe neyvyaTtblo MeAULMHCKON
opraHmsaumn "[nsa peuentoB" (Ans peuenta Ha OymMaXHOM HOCUTENE) WM YCUITEHHOW KBanMduUMpOBaHHON
3NEKTPOHHON NOAMNUCHID MEeOMULMHCKOro paboTHMKa M nuua, YNONMHOMOYEHHOro 3aBepsTb AOKYMEHTbl OT MMEHU
MeLMLMHCKON opraHm3aumm (4nsa peuenta B hopMe 3NeKTPOHHOIO JOKYMEHTA).

<14> TyHKT 47 Yactn 1 ctatbmn 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-93 "O nuueH3npoBaHmu
OTAenbHbIX BMAOB AestenbHocTn" (ganee - depepanbHbii 3akoH N 99-03) (CobpaHue 3akoHogaTenbCcTBa
Poccuinckon ®egepauun, 2011, N 19, cT. 2716; 2021, N 27, c1. 5177).

24. PeuenTbl Ha nekapcTBeHHble npenapaTbl, BKNOYEeHHble B nepedeHb [KY, ona nevyeHus naumeHToB C
XPOHMYecknMn 3abonesaHnsiMmM MOryT OPOPMIATLCH Ha KypeC neyeHns 4o 60 gHen.

B cnyyae, korga kypc nedeHus coctaBnseT 6onee 30 AgHeln, JOMOMHUTENbBHO B peuenTtax Ha GymaxHowm
HocuTene npomu3BoauTCcA Hagnuck "Mo cneumanbHOMY HasHayeHuo', 3aBepeHHas Moanucblo MeAULUHCKOro
paboTHMKaA M neyaTbld MeAMUMHCKOW opraHu3aummn "Ons peuentoB”, Ha peuentax B (QOPMe 3NEKTPOHHOro
OOKYMeHTa npoussBoauTca oTmeTka "[lo  crneuwanbHOMY Ha3Ha4YeHU" C  MpPOCTaBNeHneM  YCUINeHHOW
KBanMUUUPOBAHHON 3MEKTPOHHOW MOAMUCU MEAMLMHCKOro paboTHMKa W fvua, YNONHOMOYEHHOro 3aBepsATb
OOKYMEHTbI OT UMEHN MeAMLIMHCKOW opraHu3aLmu.

25. Peuent Ha ByMaHOM HocuTenie B popMe 3M1eKTPOHHOrO AOKYMeHTa, ODOPMIIEHHbIA C HapylueHWeM
YCTaHOBIEHHbIX HacToALMM [Mopsakom TpeGoBaHui, cunTaeTcs HeleNCTBUTENbHBIM.

Il. HasaHauyeHuMe nekapcTBEHHbLIX NpenapaToB NpPU oKkasaHUU
MeaULIMHCKOM MOMOLLM B CTaLMOHapHbIX YCNOBUAX

26. Npun okasaHUM NnaumMeHTy MeanLMHCKOM NOMOLLUN B CTaUMOHAPHbIX YCIIOBUAX Ha3HaYeHne nekapCTBeHHbIX
npenapaToB npou3eoguTca 6e3 ohopmnenns peuenta MeAUUMHCKMM paboOTHUKOM €OUHOSTMYHO, 3a UCKITHYEHNEM
cny4yaes, yKa3aHHbIX B NyHKTe 27 HacTosdwero Nopsaaka.

27. CornacoBaHve HasHa4yeHus NleKapCTBeHHbIX npenapatoB C 3aBeaywouwmMm  oTaefnieHnemMm  unm
OTBETCTBEHHbIM [OeXYypHbIM Bpa4yoM nm6o opyrum  nmuoMm, YNOJIHOMOYEHHbIM MPUKa3oM [MaBHOMO Bpada
MEANLNHCKOMN opraHunsauunm, a TakxKe, npm Hann4ymm, C¢ BpayvyomMm - KIMMHUYECKUM cbapmakonorom HeobxoouMmo B
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cryyasx:
1) 0o4HOBPEMEHHOIO Ha3Ha4YeHUs NATU U Bornee NekapCcTBEHHbIX NpenapaToB OAHOMY MaUUEHTY;

2) HasHayeHMsl J1eKapCTBEHHbIX MpenapaToB, HE BXOASLWMX B MepeyvyeHb KW3HEHHO HeobXxoauWMbIX U
BaKHEWMLUUX NEKapCTBEHHbIX MpenapatoB <15>, Npu HETUNUYHOM TeyeHWUM 3aboneBaHusl, HanmMunuM OCIOXKHEHUIA
OCHOBHOro 3aboneBaHus U (MNn) COMyTCTBYOLMX 3a60fieBaHWi, Npu HasHaYeHUW JieKapCTBEHHbIX Mpenapartos,
0COBGEHHOCTY B3aMOAENCTBUS Y COBMECTUMOCTM KOTOPbIX COTMAaCcHO MHCTPYKLUMSIM MO UX MPMMEHEHUIO NMPUBOAAT K
CHWKeHUO 3adbcpekTBHOCTM 1 Be3onacHoCcTH hapMakoTepanuu u (Unun) co3haroT noTeHUMarbHYH OnacHOCTb Ans
XKM3HU 1 300POBbSA NaLMeHTa.

<15> Yactn 1 crtatbm 60 PepepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depepauyuu, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B ykasaHHbIX cnyyasx HasHayeHuMe INeKapCTBEHHbIX MpenapaToB uUKCUpyeTcs B MeOULMHCKON
AOKYMEHTaLuMn nauuMeHTa W 3aBepsieTcs MoAnuCbio MeAWLMHCKOro paboTHMKA W 3aBeayloLwero oTaefneHueM
(OTBETCTBEHHOrO AEXYPHOro Bpaya Wnm Apyroro ynorHOMOYEHHOro nuua).

28. MeouuuHCKMn  pabOTHMK  MeOWUMHCKOWM  opraHusaumMn (ee  CTPYKTYpHOro  nogpasgeneHust),
PacrosiOXKEHHON B CENIbCKOM HaceneHHOM MyHKTe, OCYLLIECTBNAET HasHayeHWe NeKkapCTBEHHbIX NpenapaToB B
crnyyasx, ykasaHHbIX B MyHkTax 27 u 29 HacTosiwero MNopsiaka, eauHoNMYHo.

29. o peweHnto BpayebHOM KOMWUCCUM MaUMEHTaM nNpW OKasaHUM UMM MEOULUHCKOM MOMOLM B
CTaLMOHapHbIX YCIMOBUSIX Ha3HA4YalTCA NEKapCTBEHHbIE npenapartbl, He BKIMOYEHHbIE B MepeyYeHb XU3HEHHO
HeoOX0OMMbIX W BaXKHEWLUMX JIEKAPCTBEHHbLIX MNpenapaToB, B Cry4yae MX 3aMeHbl M3-3a WHAMBUAOYaIbHOW
HenepeHoOCUMOCTH, MO XN3HEHHBLIM NMOKa3aHUSAM.

PeweHne BpayebHOM KOMMCCUWM DUKCUMPYETCA B MEOWMUMHCKOW AOKyMEHTauuu naumeHTa W >KypHane
BpayebHoOM koMmccum.

30. B cnyydaax obcnepoBaHnst N NeveHus rpaxgaHnHa B CTauMOHapHbIX YCIOBUAX B paMKax
npegocrtaBiieHnda MeOUUUHCKUX YCnyr Ha BO3ME34HOM OCHOBE 3a CYEeT JNYHbIX cpencTB rpaxaaH, cpeacts
ropnandeckmx nuy M UHbIX CpeacTtB Ha OCHOBaHWM [Ooroeopa, B TOM 4ucne p[goroesopa LI,O6pOBOJ'IbHOI'O
MeOULMHCKOro CTpaxoBaHus <16>, eMy Moryt OblTb Ha3Ha4eHbl NeKapCTBEHHbIE MpenapaTtbl, HE BXoAdllue B
nepe4vyeHb XW3HEeHHO HeobXoOMMbIX W Ba)KHEMLLMX NNeKapCTBEHHbIX TMpenapaTtoB, €Clih WX Ha3Ha4YeHne u
npuMeHeHune O6YCJ'IOBJ'IeHO MeaANLUNHCKUMK NOoKa3aHnAMN.

<16> [loctaHoBneHune [MpaButenbctBa Poccuiickon ®depepaumm ot 4 okTtabps 2012 r. N 1006 "O6
yTBepxaeHun [lpaBun npegocTtaBneHnss MeAWUMHCKUMW  OpraHM3auMsaMu  MnAaTHbIX  MegUUMHCKUX — yenyr"
(CobpaHwne 3akoHogaTenbcTBa Poccuiickont ®egepaumm, 2012, N 41, cT. 5628).

Ill. HasHayeHMe NeKapCcTBEeHHbIX NpenapaToB NPy oKkasaHUU
nepBUYHON MeAUKO-CaHUTapPHOM NOMOLLU, CKOPON MESULIUHCKOMN
noMoLLM ¥ NannmMaTuBHOW MeAULIMHCKOW MOMOLLU

31. Mpu okasaHMM NEepPBUYHON MeOUKO-CaHUTAPHOW MOMOLLM W NannMaTUBHON MeOULIMHCKON NOMOLLU B
ambynaTopHbIX YCIOBUAX Ha3HA4YeHWe NeKapCTBEHHbIX NpenapaToB OCYLLECTBNAETCA MeAULUMHCKMM paboTHMKOM
B CNy4asx TUMMYHOTO TeyeHus 3aboneBaHnsa NaumeHTa UCXoas U3 TSKeCTU U XxapakTepa 3abonesaHus.

32. HasHauyeHwne nekapCcTBEHHbIX NpenapaToB MO peLueHnto BpadebHOM KOMUCCUN NPy OKa3aHWU NepBUYHON
MeOMKO-CaHUTapHOW NOMOLLM, NanInMaTMBHON MEeAMLMHCKOM MOMOLUM B amBynaTopHbIX YCNOBUSIX MPOU3BOAUTCH B
cny4vasx:

1) OoHOBPEMEHHOINo HadHa4YeHnAaA O4HOMY NauMueHTy NATHn U bonee JNIeKapCTBEHHbIX NpenapaTtoB B Te4eHue
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OOHUX CYTOK U CBblllE OECATU HauMeHOBaHWI B TeYeHne TpnauaTtun OHen;

2) Ha3HayeHUs neKapcTBEHHbIX NpenapaToB NPY HETUNNYHOM TeYeHUn 3aboneBaHns, HanNnMYum OCNOXHEHUN
OCHOBHOro 3abonesaHus 1 (Mnn) conyTcTBYHOLIMX 3aboneBaHui, NpU Ha3HaAYEeHUU NEKapCTBEHHbIX MpenapaTtos,
0COBEHHOCTN B3aUMOLENCTBUSA Y COBMECTUMOCTM KOTOPbIX COMMACHO MHCTPYKUMSAM MO UX NPUMEHEHWNIO MPUBOAAT K
CHWXEHMIO 3PEeKTUBHOCTU 1 6e30NacHOCTM NedYeHns naumeHTa u (Mnum) cosgarT NoTeHUManbHy OnacHOCTb Ans
XKW3HW 1 300pOBbS NALMEHTA;

3) NepBUYHOro Ha3HaYeHNs NaLMeHTy HAPKOTMYECKNX U MCUXOTPOMHbIX NIeKAapCTBEHHbIX NpenapaToB CNUCKOB
Il n Il NepeyHsa (B cnyyae NpUHATUSA PYKOBOAMTENEM MEOULUHCKOW OpraHu3aluu pelleHus o HeobxoommocTu
COornacoBaHus HasHa4YeHWs1 TaKNX NeKapCTBEHHbIX NpenapaToB ¢ BpadebHom kommuccuen).

33. lNoBTOpHOE Ha3HayYeHne HaPKOTUYECKMX M MCUXOTPONMHbLIX SieKapCTBEHHbLIX npenapaTtosB cnuckos Il u I
lMepeyHs nNpom3BOAMTCA MEOULMHCKUM pabOTHMKOM CaMOCTOSATENbHO UMW eQMHONMMYHO 0e3 yyacTus BpavebHou
KOMMCCUM MauMeHTaM C BbIpaXXeHHbIM BOMNeBbIM CMHAPOMOM FHOOOro reHesa, HapyLleHUMeM CHa, CyOOpPOXHbIMU
COCTOSHUSIMW, TPEBOXHBIMW paccTponcTBammn, obusiMm, NCUXOMOTOPHBIM BO30YXKOEHMEM.

34. MNpun okazaHMM CKOPON MEeOULMHCKON MOMOLUM feKkapCTBeHHble npenapaTbl Ha3HavyalTCa MeguUMHCKUM
paboTHVMKOM Bble3gHoW Bpuragbl CKOpPOW MOMOLUM, MEOULMHCKUM PaboTHMKOM MEeOULMHCKOW opraHusauuu npu
OoKasaHWM MeguLMHCKON NOMOLLM rpaxkgaHam npuv 3aboneBaHusX, HeCHaCTHbIX CryYyasax, TpaBMax, OTPaBAEHUNAX U
APYrMx COCTOAHMAX, TPEDYOLWUX CPOYHOro MEQULIMHCKOIO BMeLLaTeNbCTBA.

IV. HasHauyeHMe neKkapcTBEHHbIX NpenapaToB rpaxgaHam,
MMEeKLWMM NpaBo Ha 6GecnnaTHoe NofyyYyeHue NieKapCTBeHHbIX
npenapaTroB UMy nony4veHue fieKapcTBeHHbIX Npenaparos
CO CKMAKOM, NPX OKa3aHMU NepBUYHOMN
MeOUKO-CaHUTapHOW NomMoLm

35. lNpn okasaHWM NEPBUYHON MEAWMKO-CAHUTAPHOW MOMOLLM Ha3Ha4YeHne MeauUMHCKUM paboTHMKOM Ha
OCHOBE KMWHUYECKMX PpEeKoMeHJauum M C y4eTOM CTaHAapToB MEeOULMHCKOW MomowmM <17> nekapCTBEHHbIX
npenapaToB, OTMyckaeMblx ©ecnnatHO MM CO CKUAKOW, rpakgaHam, uMelowum npaBo Ha obecneveHue
nekapCTBEHHbIMW npenapatamum 3a CYyeT CPeAcTB OIMKEeTHbIX accurHoBaHuMm degepanbHoro 6Giogxetra u
GropxkeToB cyobekToB Poccuickon deaepaumm, OCyLLECTBRASIETCA Ha peuenTypHoM bnaHke N 148-1/y-04(n).

<17>[Cratba 37|PenepanvHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTensctBa Poccuickon depepaumm,
2011, N 48, cT1. 6724; 2021, N 27, cT. 5186).

Mpu odpopmneHun peuenta Ha 6naHke popmbl N 148-1/y-04(n1) Ha GymakHOM HocuTene odopMnstoTCs ABa
aK3emnnsipa, OOMH M3 KOTOPbIX OCTAeTcd B anTe4YHOW opraHv3auun, BTOPOW - B MEOMUUHCKOW OOKYMeHTauuu
naumeHTa.

36. MNpaBo Ha3Ha4aTb NekapCTBEHHbIE NpenapaThbl rpaxaaHam, MMerLmMM NpaBo Ha 6ecnnaTtHoe nonyyeHue
NeKapCTBEHHbIX NpenapaToB MK NOMy4YeHne NekapCTBEHHbIX NPenapaToB CO CKUAKOW, TaKkKe UMEIOT:

1) MmeguumnHckne paboTHMKKM, paboTatoLme B MEANLMHCKOW OpraHM3aLumm No COBMECTUTENLCTBY (B Npeaenax
CBOEW KOMMNETEHLNN);

2) MeauuMHCKMe paboTHMKM CTaLMOHAPHBIX OpraHu3auMii couManbHOro OBGCMYXUBAHUS MPU  HamMuUK
JIMLUEH3MN Ha OCYLLECTBMEHME MeOWULMHCKON aeaTensHocTM <18>, npedycMaTpuBaloliei BbiNonHeHne paboT
(okasaHue ycnyr) no okasaHuio NEPBUYHON MeaMKO-CaHUTAPHON NMOMOLLM B amBynaTopHbIX YCHOBUAX (HE3aBUCUMMO
OT BeJOMCTBEHHOWN NPUHAANEXHOCTH);

<18> TlyHkT 46 yactn 1 ctatbn 12 depepanbHoro 3akoHa N 99-®3 (CobpaHue 3akoHogaTeNbCTBA
Poccuiickon ®egepauum, 2011, N 19, cT. 2716; 2021, N 27, cT1. 5159).
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3) MeauuMHCcKMe pabOTHMKM MEAMUMHCKUX OpraHun3aluvi, OKasbiBaKLWMX MEPBUYHYD MEeOMKO-CaHUTapHYH
MOMOLLIb, NOABEAOMCTBEHHbLIX dhedeparnbHbiM OpraHaM MCMOMHUTENbHOW BracTU MM opraHam WUCMNOSIHUTENbHOWN
BnacTtun cybbektoB Poccuickon depepauumu;

4) nHonBunayanbHble npeanpuHnMarternn, ocyuecTenarowimne MegununHCKY0 OeATeNIbHOCTb U BKITKOYEHHbIE B
peectp MeanUuNHCKNX OpFaHMSGLJ,MVI, ocyuwlecTBndarWNX OeATelIbHOCTb B ccbepe 06s3aTeENbHOr0 MEeaULIMHCKOrO
CTpaxoBaHwus.

37. lNpn Ha3HayYeHUn nekapCTBEHHbIX NpenapaToB rpaxgaHam, MMetoLL MM NpaBo Ha GecnnaTtHoe nonydeHune
NeKapCcTBEHHbIX npenapaTtoB UNM NosyYeHWe fekapCTBEHHbIX NpernapaToB CO CKMAKOW, B peLenTe ykasblBaeTcd
Homep TenedoHa, MO KOTOPOMY pabOTHMK anTeYHOW opraHusauuMum npu HeobBXoAMMOCTU MOXeT cornacoBaTb C
MeaMLMHCKMM paboTHUKOM 3aMeHy nekapCTBEHHOro npenaparTa.

38. HasHauyeHue HapKOTMYECKMX W MCMXOTPOMHbIX feKapcTBeHHbIX npenapaTtoB cnucka |l MNepevns (3a
NCKIMIOYEHMEM FEeKapCTBEHHbIX MpenapaToB B BuAe TpaHcAepMalbHbIX TepaneBTUYECKMX CUCTEM, a Takke
rnieKkapCTBEHHbIX MpenapaToB, COAepXaluMxX HapKOTUYecKoe CPeAcCTBO B COYETaHWWM C aHTaroHMCTOM OMUOWAHbIX
peLenTopoB) rpaxaaHaMm, MMeKWMM npaBo Ha OecnnaTtHoe MofyyYyeHue neKapCTBEHHbIX MNpenapaTtoB Wnn
MonyyYeHns1 NeKkapCcTBEHHbIX MpenapaTtoB CO CKUOKOMW, OCYLLEeCTBRSeTCs Ha peuentypHom 6naHke dopmbl N
107/y-HI1, k koTOpOMY AONONHUTENBHO OPOPMISETCHA peuenT Ha peuenTypHom 6naHke dopmbl N 148-1/y-04(n) (B
ABYX 3K3emnnsapax npy opopmMmreHmn Ha ByMaxkHOM HocuTerne).

39. HasHauyeHne HapKOTMYECKMX M NCUXOTPOMHBLIX NeKapCTBEHHbIX npenapaToB cnucka Il MNMepeyHsa B Buae
TpaHcaepMarbHbIX TepaneBTUYECKUX CUCTEeM, HAapKOTUYECKUX FeKkapCTBEHHbIX npenapatoB cnuvcka |l MNepeyns,
cogepalux HapKoTU4Yeckoe CpefdcTBO B COYMETaHMM C aHTarOHWCTOM OMUOWAHbLIX PeLenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnucka Il TlepeyHsi, nekapCcTBEHHbIX MpenapaToB, BKIOYEHHbIX B nepeveHb [KY,
cogepXawmxca B nognyHkte 2 nyHkta 11 Hactoswero [lopsgka, npegHasHayYeHHble AN feyYeHus rpaxaaH,
nmelowmnx npaso Ha 6GecnnaTHOe MonyyYeHMe neKapCTBEHHbIX MpenapaToB UMM MNOMNyYeHne neKkapCTBEHHbIX
npenapaToB CO CKMAKOW, OCYyLLEeCTBNSeTCA Ha peuenTypHbix 6naHkax dopm N 107-1/y n N 148-1/y-88, k KOTOpbIM
AONONHUTENLHO odhopMNAeTCs peuenTt Ha peuenTypHoM GrnaHke cdopwmbl N 148-1/y-04(n) (B OBYX 3k3emnnsapax
npu ocpopmneHnn Ha GymakHOM HocuTene).

MpunoxexHne N 1

k Mopsiaky Ha3HavYeHus
nekapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKA3OM
MwvHucTepcTBa 3apaBoOXpaHeHmns
Poccuiickon ®epgepauun

OT 24 Hos16psa 2021 . N 1094H

KOJNMMYECTBO
HAPKOTUYECKUX CPEACTB UM NCUXOTPOIMHbLIX BELWECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OOHOM PELIEMNTE

N MexayHapoaHoe HenaTeHTOBaHHOE dopma BbInycka u Konuyectso
n/n HavMeHOBaHWe HapKOTUYECKOro U Ao31poBKa
NCUXOTPOMHOrO fIeKapCTBEHHOIO
npenapaTta
1. BynpeHopduH + HanokcoH Tabnetkn 60 TabneTok
cybnuHreaneHble 0,2 Mr + | (ynakoBka, kpaTHast N
0,2 mr 20)
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2. BynpeHopduH PacTtBop ans nHbekumin, 30 amnyn
0,3 mr/mn 1 mn (wnpwy-TOOMKOB)
3. BynpeHopduH TpaHcoepManbHbIn
nnacTbipb
35 mkr/yac 20 nnacTtblpen
52,5 mkr/uac 10 nnactbipen
70 mkr/yac 5 nnacTtbipen
4. MopduH PacTtBop ans nHbekumin, 20 amnyn
pacTBop ANns NOAKOXHOro (WINPUL-TIOBUKOB)
BBeaeHnsa 10 mr/mn 1 mn
5. KogenH + MopduH + HockanuH + PacTtBop 4519 NOgKOXHOro
ManaBepuH + TebaunH BBeLEeHNSA
0,72+575+2,7+0,36 + 20 amnvn
0,05 mr/mn 1 mn y
1,44+115+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnguH Tabnetkn 25 mr 50 TabneTok
7. TpumenepnanH PacTtBop ansa nHbekunin 20 amnyn
10 mr/mn 1 mn (wnpuy-TIo6UKOB)
20 mr/mn 1 mn pru
8. MopduH TabneTku (kancynbl) 180 TabneTtok
NPOSIOHIMPOBAHHOIO (kancyn)
AencTeuns 60 TabneTok (kancyn)
10 mr 40 tabneTok (kancyr)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopduH TabneTkn
5wmr 100 TabneTtok
10 mr 100 TabneTtok
10. MopduH Kannu gna npnema
BHYTpb 20 mr/mn 20 mn 4 cpnakora
11. MopduH PactBop ansa npuema
BHYTPb (MOHOA03bl)
2 Mr/mn 5 mn 100 amnyn n/a
6 Mr/mMn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcukoaoH + HanokcoH TabneTtkn
NPOJSIOHIMPOBAHHOIO
nencTeuns
5mr+2,5wmr 100 TabneTtok
10 mr+ 5 mr 60 TabneTok
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20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. | MponuoHnndeHunaTokcnaTunnunepuamH | TabneTkn 3aweyHsle 20 50 TabneTtok
mr
14, deHTaHunN lMnacTtbipb
12,5 mkr/yac 20 nnacTtblpen
25 Mkr/yac 20 nnactblpen
50 mkr/yac 10 nnacTteipen
75 mkr/yac 10 nnacTtbipen
100 mkr/yac 10 nnacTtbipen
15. deHTaHunN Cnpeli Ha3anbHLIN
®nakoH 50 mkr/gosa
2,0 mn (10 poa3) 24 donakoHa
3,2 mn (20 po3) 12 conakoHoB
5,0 mn (40 po3) 6 dhnakoHoB
®dnakoH 100 mkr/go3a
2,0 mn (10 po3) 12 chnakoHoB
3,2 mn (20 po3) 6 dhnakoHoB
5,0 mn (40 po3) 3 dhnakoHa
®dnakoH 200 mkr/go3a
2,0 mn (10 po3) 12 chnakoHoB
3,2 mn (20 po3) 6 dhnakoHoB
5,0 mn (40 poa3) 3 donakoHa
MpunoxeHne N 2
K MNopsagky HasHaveHus
nekapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKA30M
MwuHMnCcTEpCTBa 34paBOOXpPaHEHMS
Poccuiickon ®epgepauun
OT 24 Hos16psa 2021 r. N 1094H
CnpaBo4HO
PEKOMEHOOBAHHBIE K NCMOJIb3OBAHUKO COKPALLUEHUA
NP OPOPMJIEHUU PELIENTOB
N CokpalleHne lMonHoe HanucaHue MNepeBog
n/n
1 aa ana no, NMOPOBHY
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2. ac., acid. acidum Kucnorta

3. aer. aerozolum aspo3orb

4. amp. ampulla amMnyna

5. ag. aqua Boda

6. ag. purif. agua purificata BOJa ouuLLEeHHas

7. but. butyrum macno (TBepaoe)

8. caps. capsula Kancyna

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

10, D. Da (Detur, Dentu) Beinah (yore peigaro, flyers GyaeT

11. D.S. Da, Signa Detur, Signetur Bb'p‘ii;ﬂ%i%ﬁ”g;ggﬁ;:gyﬂm

12. D.t.d. Da (Dentur) tales doses Boinan (Tycte 63’5:; BblfaHbl) Takve

13. dil. dilutus pasBedeHHbIV

14, Div. in p. aeq. Divide in partes aequales Pasgenun Ha paBHble 4YacTu

15. emuls. emulsio aMyrnbecus

16. extr. extractum 3KCTPaKT, BbITSXKKA

17. in enem. in enemas B MUKPOKNU3Max

18. F. Fiat (fiant) MycTb obpasyeTtca (obpasyoTcs)

19. gran. granulum rpaHynbl

20. gt., gtt gutta, guttae Kanns, Kkanmm

21. gtt. peror. guttae peroralis Kannu ans npvema BHYTpb

22. inf. infusum HacTom

23. in amp. in ampullis B amnynax

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

25. | intab. prolong. in tab(u)lettis prolongatis & Ta6mg§é;gg;’;§:;”§;%HHb'M

in tab. prolong, _ _ _ _ B TabneTkax ¢ NPONOHMMPOBaHHbLIM

26. obd. in tab(u)lettis prolongatis obductis BbICBOOOXAEHNEM, NOKPBITBIX
060104KOM

27. in tubul. in tubulis B THOOMKax
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MNpuka3 MuH3gpasa Poccun o1 24.11.2021 N 1094H
"06 yTBepxaeHuM Mopsaka Ha3HauyeHUs ieKkapcTBEHHbIX NpenapaTos, GopM

[JokymeHT npepocTasneH|KoHcynbtanTlmoc)

[ata coxpaHenus: 07.12.2021

peuenTyp...
28. lin. linimentum JIMHUMEHT

29. lig. liquor XNOKOCTb

30. lot. lotion NOCbLOH

31. m. pil. massa pilularum nunionbHas Macca

32. membr. bucc.

membranulae buccales

NreHKn 3aLleYvHble

33. M. Misce, Misceatur (MycTb %ﬁi?iﬂemam)
34. mixt. mixtura MUKCTYpa

35. N. numero YMCIriom

36. ol. oleum mMacrno (kuakoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUIoN4, NUNIn
39. p. aeq. partes aequales paBHble YacTu

40. ppt., praec.

praecipitatus

OCaXXOEeHHbIN

41, pulv. pulvis MOPOLLIOK

42. g.s. guantum satis CKOnbKO NoTpebyeTcs, CKONbKO Hado

43. r., rad. radix KOp€eHb

44, Rp. Recipe Boabmu

45, Rep. Repete, Repetatur MoeTopu (MNycTb GyaeT NOBTOPEHO)

46. rhiz. rhizoma KOPHeBWLLIE

47. S. Signa, Signetur 06032222£232:Z)6yﬂm

48. sem. semen cems

49. simpl. simplex npocToun

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cripen

53. spr. nas. spray nasale crnpewn HasasbHbIN

54. supp. suppositorium cBeYa, Cynno3vTopumn

55. susp. suspensio CyCreH3us, B3BeCb
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MNpuka3 MuH3gpasa Poccun o1 24.11.2021 N 1094H

"06 yTBepxaeHwM lMopsiaka Ha3HauYeHWs NekapCTBEHHDBIX NpenapaTos, GopMm

[JokymeHT npepocTasneH|KoHcynbtanTlmoc)

[ata coxpaHenus: 07.12.2021

peuenTyp...
56. tab. tab(u)letta Tabnetka
57. t-ra, tinct. tinctura HacTomka
58. tubulis tubulis TIOOMKK
59. STT Systema Therapeutica Transcutanea TpaHcaepmankHas
TepaneBTudeckasa Cucrema
60. ung. unguentum Masb
61. vitr. vitrurn CKNsHKa

Mpunoxexue N 2

K npukady MuHucTepcTBa 3apaBoOxXpaHeHus
Poccuiickon ®epepauun

OT 24 Hos16psa 2021 r. N 1094H

®OPMA PELIEMNTYPHOI'O BNAHKA N 107-1/Y

MwuHucTepcTBO 3apaBooxpaHeHnss Poccumnckon
depgepauymm

HanmeHoBaHue (wtamn)

Kog cbopmbl no OKY[
Kop yupexaenusa no OKINO

MeauvumMHcKkas oKyMeHTauus

MeULMHCKOW opraHuaaLmm

HaumeHoBaHuve (WTamn) nHAMBMAYanbHOro
npegnpyvHumaTtens (ykasatb agpec, HoMep U
AaTy NMUeH3nu, HaMMeHOBaHWe opraHa
rocygapCTBEHHON BracTu, Bbli4aBLLErO

TNNLUEH3MIO)

dopma N 107-1/y

YTBEpxaeHa npukasom
MwvHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon ®egepauun

OT 24 Hos16psA 2021 r. N 1094H

PELUENT
(B3pOCnbIN, AETCKUI - HY>KHOE NOAYEPKHYTb)

20 .

damunus, nHumansl UMEHN N OTYECTBa (nocnep,Hee - npun HaJ'IW-II/IM)

nauneHTa

[aTa poxageHus

damunus, nHMUManb UMEHU N OT4YeCTBa (MOCNeaHee - NPy HanNnyun)

nevaulero Bpaya (denbaluepa, akyLepkm)
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py6.|kon.| Rp.

Moanuck M.T1.
1 nevaTb nedvawero Bpaya
(nognuck henbalwepa, akyLepkm)

Peunent medicrBuTesieH B TeueHme 60 nuett, mo 1 roma ( )]
(#yxHOE NONUEPKHYTH) (yxazars
KOJIMYECTBO IHEIL)

O6opoTHaga cTopoHa

OTmeTKa 0 HasHa4YeHun NekapCTBeHHOro
npenapaTta no peLleHnto BpavyebHom Komuccum

MpuroToBun Mposepun OtnycTtun

®OPMA PELENTYPHOI'O BJIAHKA N 148-1/Y-88

MwuHucTepcTBO 3apaBooxpaHeHns Poccumnckon Koa cdopmbl no OKY[] 3108805
depepauymu MeguuunHckas AOoKyMeHTauus
®opma N 148-1/y-88
HanmeHoBaHue (LIJTaMI'I) yTBepmeHa npukasom
MeZMLMHCKON opraHusaumm MwuHncTepcTBa 34paBooxXpaHeHus

Poccuiickon ®egepauun
OT 24 Hosi6psA 2021 r. N 1094H

HanmeHoBaHue (LuTamn) MHAMBUAOYanNbHOro
npeanpuHumarens

(ykasaTb agpec, HOMep v gaTy nuMueH3nw,
HaumeHoBaHWe opraHa rocy4apCTBEHHON
BMacTy, BblAABLUErO NNLIEH3MIO)
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBE eHun lMNMopsaka HasHaYeHUs NekapCTBeHHbIX NpenapaTtos, opM
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

= | | [] L) UvL) O L) L L

PELENT v 20 T
(baTa opopmneHusa-peLienTa)

(B3poCrblil, AETCKUM - HY>XHOE NOAYEPKHYTb)

damunus, nHuuuansl UMeHn n otyecTsa (NocneaHee - Npy HanMyunn)
nauueHTa

[aTa poxageHus

Au,pec MecTa XutenbctBa unnm N MeguuUMHCKON KapTbl aM6ynaTopHoro nauneHTa, nolny4arLiero
MeaNLNHCKYHO NOMOLLb B aM6ynaTopr|x YyCnoBuUAxX

damunus, nHMUManb UMEHN 1 0T4YeCTBa (NocneaHee - NPy Hanu4un)
nevauero Bpaya (denbgliepa, akyLuepkm)

Mognuck 1 nevaTtb nevawlero Bpaya M.IT.
(moanuck henbAliepa, akyLepkin)

PeuenT gencreuteneH B TeyeHne 15 aHen

O6opoTHasga cTopoHa

OTMeTKa 0 HasHauYeHWW NeKapCTBEHHOIO
npenapara no peLueHnio BpayeGHol kKoMuccum

MpuroTtoBun Mposepun OtnycTtun

®OPMA PELUENTYPHOIO BNAHKA N 148-1/Y-04(I1)
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MNpuka3 MuH3gpasa Poccun o1 24.11.2021 N 1094H
"06 yTBepxaeHuM Mopsaka Ha3HauyeHUs ieKkapcTBEHHbIX NpenapaTos, GopM
peuenTyp...

[JokymeHT npepocTasneH|KoHcynbtanTlmoc)

[ata coxpaHenus: 07.12.2021

MVIHVICTepCTBO 34paBoOOXpaHEeHNA

Poccuiickon depepauymm MECTO
anA
WTPUXKO
DA <*>
LWramn
Kopn,

MeOMLMHCKON opraHM3aumm

LLramn
Kopn

nHOnBMAOyanbHOro npeanpnHuMarTena

YTBEP>XOEHA
npukasom MuHucTepcTea
3[paBOOXpaHeHMs
Poccuinickon degepaunm
OT 24 Hosi0ps 2021 1. N
1094+

Koa dopmbl no OKY[] 3108805

®opma N 148-1/y-04(n)

Kop, Kop Ho3omornyeckomn M CTOYHMK brHaHCUpPOBaHUS:
KaTeropuu dopmbl (no MKB) (NnoavepKHyTb)
rpaxagaH

1. ®epepanbHbin GrogxeT

depepauum
3. MyHuumnaneHbIn GrogpxeT

2. bropxeT cybbekTa Poccuiickon

% onnatsl:
(nog4epKHyTb)

1. BecnnaTtHo
2.50%
3. nHoM %

PELEMT  Cepus N [aTa odbopmneHus:

20 .

damunus, uHMUManbl MMEHM U oTvecTBa (nocnep,Hee - npu
HaJ'IVI‘-IVIVI) naumeHTa HaTta poxaeHusa

CHMNC

N nonuca
obszaTenbHOro
MeOULIMHCKOro
CTpaxoBaHUs:

Homep MeOULMHCKON KapTbl NauneHTa, nony4vawowero MegumunHCKyr nomMoLlb B aM6ynaTopr|x
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBE eHun lMNMopsaka HasHaYeHUs NekapCTBeHHbIX NpenapaTtos, opM
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

YCINOBUSX

damunus, nHuumnansl UMeHU 1 otyecTsa (NocneaHee - Npy HanMunn)
nevaulero Bpaya (henbaliepa, akyLlepkm)

Py0. Kon. ] SRR
528 2o PP OTPPRPRPPPRPN
S0 T P PP PTUPPPPPPPPPPPPPTN

Mopnuck 1 Neyatb nevawlero Bpaya M.

(noanucb penbaliepa, akylwepku)

PeuenT genictButeneH B TeveHne 15 gHen, 30 gHen, 90 gHen (HY>KHOE NOAYEPKHYT)

OTnyLeHo no peuenTy: ToproBoe HaMMeHOBaHWe 1 OO3NPOBKa:
[ata otnycka: "__ " 20 T Konnyectso:
Mpurotosun: Mposepun: OTnycTun:

(NUHKUA oTpbIBA) ----

KopeLwuok peuenTypHoro 6rnaHka Cnoco6 npumeHeHus:

HaumeHoBaHue npOD,OJ'I)KMTeJ'IbHOCTb OHeNn

JNIEKapCTBEHHOrIO npenaparta:

[oauposka: Konn4yecTtBo NpnemoB B AeHb: pa3

Ha 1 npuem: en.

<*> B cnyyae W3roTOBMEHUS peuenTypHoro ©OnaHka C WCNOoNb30BaHWEM KOMMbIOTEPHbIX
TEXHOMNOIMN.

O6opoTHasi cTopoHa

OTmeTKa 0 Ha3HaYeHUn NleKapCTBEHHOIo
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBE eHun lMNMopsaka HasHaYeHUs NekapCTBeHHbIX NpenapaTtos, opM
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

npenapaTta no peLleHnto Bpa4ebHOn KoMmuccum

MpurotoBun MNpoBepun Otnyctun

MpunoxeHue N 3

K npukady MuHucTepcTsa 3apaBoOXpaHeHus
Poccuiickon ®epepauun

OT 24 Hos16psa 2021 r. N 1094H

NnoPAOOK
O®OPMINEHUA PELENTYPHbIX BIIAHKOB HA JIEKAPCTBEHHbBIE MNMPEMAPATbI,
MX YYETA U XPAHEHUA

|. OcbopmneHue peuenTta Ha 6yMmaXHOM HocuTerne

1. Ha peuentypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEpPXHEM Yriy
NpoCTaBnseTCcs WTamn MegULMHCKON OpraHnM3aumm ¢ ykasaHneMm ee HaMMeHOBaHus, agpeca n TenedoHa ¢ gaToun
BbINWUCKW (JaTon odhopMreHmns) peuenTa Ha NekapCTBEHHbIM nNpenapar.

HononHuTenbHO Ha peuenTypHoM ©OnaHke dopmbl N 148-1/y-04(n) npocTaBnsieTcs KoA4 MeOULMHCKOWN
opraHm3aumm B cooTBeTCTBUM ¢ OCHOBHbLIM rOCY4apCTBEHHBIM PErMCTPaLMOHHBIM HoMepoMm (ganee - OIPH).

Cepust peuentypHoro 6naHka copmbl N 148-1/y-04(n) BknoyaeT koh cybbekta Poccuiickon depepaumm,
COOTBETCTBYHOLL NI OBYyM nepBbIM umdpam O6Lwepoccuinckoro KnaccugukaTopa 00bekToB
aAMUHUCTPaTUBHO-TEppUTOPUanbLHoro genexuvs (aanee - OKATO).

Paspeluiaetcs umarotaBnuBaTb peuenTypHble 6raHkm dopmbl N 107-1/y n cdopmbl N 148-1/y-04(n) ¢
MOMOLLIbHO KOMMBIOTEPHBLIX TEXHOMOTMNA.

PeuentypHble 6naHkn ¢opmbl dopmbl N 148-1/y-88 M3rotaBnmMBalOTCH WCKMOYUTENBHO TUNorpadyCkum
cnocobom.

2. Ha peuenTypHbIX bGnaHkax, Od)OpMJ'IFIeMbIX nHamenagyarnibHbiIM  npegnpuHnMartendaMmy, MMerLwmnmmn
NIMUEH3N0 Ha MeOUUUHCKYK OeATesIbHOCTb, B BepXHeM J1eBOM YIny TI/II'IOFpa(bCKI/IM cnocobom umnu nytem
npocTaBlieHna LWTamMna AOJDKeH ObITb YKa3aH apgpec uHaueBuayanbHOro npeanpuHumartend, HoMep W AaTta
nnueHsnn, HanmeHoBaHue opraHa FOCy,EI,apCTBeHHOVI BnacTu, BbigaBLuero JIiMueH3unto.

3. PeuenTypHble 6naHkm cdopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) 3anonHsOTCA MEOULMHCKUM
pabOTHNKOM YEPHUIAaMU UIN LLAPUKOBON PYYKOW.

4. Oonyckaetcs oopmneHne Bcex pekBM3UTOB (3a MCKNOYeHneM pekBusuTa "lognvcb nevawero Bpaya
(nognuck dhenbawepa, akywepkn') peuenTypHbix 6naHkoB dopmbl popmbl N 107-1/y, cdopmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(n) ¢ ncnonb3oBaHNeM nevaTarLLmx YCTPONCTB.

5. OchopmneHne peuenTypHbix 6naHkoB popmbl N 148-1/y-04(n) BkNtoYaeT LMdpOBOE KOANPOBaHME.

LindppoBoe koamMpoBaHue ykaszaHHbIX peLenTypHbiX GriaHKOB BKIOYaET:
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1) kog meguuuHckon opraHusaummn (OIPH) unn kog nHaMBMAayaneHOro NpeanpuHUMaTterns B COOTBETCTBUM C
OCHOBHbIM TOCY0apCTBEHHBIM PErMCTPaLUOHHBIM  HOMEPOM WHAMBWMAYaNbHOrO nNpeanpuHumarens (ganee -
OI'PHWI), npocTaBnsemblin Npy U3roTOBSIEHWUM peLenTypHbIX 6N1aHKOB;

2) Ko4 KaTeropun rpaxaaH, UMerLLMX NpaBo Ha NofyvYeHue nekapcTBEHHbIX NpenapaToB B COOTBETCTBUN CO
ctatbeln 6.1 depepanbHoOro 3akoHa oT 17 uwonsa 1999 r. N 178-®3 "O rocyaapCTBEHHOW coumanbHON nomoLun'
<1>, 1 KOA Ho3onorn4eckor popmbl No MexayHapoaHOW CTaTUCTUYECKON Krnaccudumkaumm 6onesHen n npobnem,
CBSA3aHHbIX cO 3gopoBbeM (10-n nepecmoTp) (ganee - MKB), 3anonHaemMble nevaiwimMm Bpayom nyTeM 3aHeceHus
Kaxxaomn undpbl B NyCTble A4ErKK, NpyM 3TOM TOYKa NPOCTaBMASETCSA B OTAENbHON SYENKe;

<1> CobpaHue 3akoHogaTenbcTBa Poccuiickon Peagepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT. 8577.

3) oTmMeTKy 06 MCTOYHMKEe hbrvHaHcuMpoBaHus (degepanbHbin GromkeT [1], 6rogxkeT cybbekta Poccuinckon
depepauuu [2], MyHMumnanbHbin GrompkeT [3]) 1 npoueHTe onnatkl peuenta (6ecnnaTHo [1], 50% [2], nHon % [3]);

4) WTPUX-KOA - AOMOMHUTENbHbBIA PEKBM3UT (B Cryyae M3roTOBMEHUsSI HA TeppuTopun cybbekta Poccuickon
depepauymm peuentypHoro 6naHka ¢ MCMorb30BaHNEM KOMMBIOTEPHBIX TEXHOIOTUNR).

6. B peuenTtypHbix 6naHkax cpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpadcpe "damunus, numumansi
UMEHM N oTYecTBa (NocneaHee - NpU HanNMyun) NauyueHTa" ykasbiBaloTca haMunus, MHULMaNbl MIMEHN 1 OT4YEeCTBa
(nocnegHee - Npu HanM4MM) NauueHTa.

7. B peuentypHbix 6naHkax c¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpadpe "[darta poxgeHus'
YKa3bIBaeTCs JaTa poXaeHusa naumeHTa (41Mcno, Mmecsy, roq).

JononHuTenbHO B peuenTypHbiX 6naHkax dopmbl N 148-1/y-88 n dopmbl N 107-1/y ans aeten B Bo3pacTe
po 1 roga B rpacbe "[laTta poxaeHns" ykasblBaeTCs KONMMYECTBO MOSHbIX MECALEB.

8. B peuenTypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpacdax "CHWUIIC" n "N nonuca obsasatenbHoro
MeOMLUMHCKOrO CTpaxoBaHMA" yKa3biBalOTCS CTPaxOBOW HOMEP MHAMBMAYANbHOrO NULEBOrO cyeTa rpaxgaHvHa B
lMeHcnoHHoMm dhoHae Poccuickon depepaumm (CHUIC) (npyu Hanumumm) M HomMep nonuca o6s3aTenbHoro
MEeOMLIMHCKOrO CTpaxoBaHusl.

9. B peuentypHbix 6GnaHkax copmbl N 148-1/y-88 B rpade "Agpec MecTa XuTenbCTBa WAM HOMEpP
MeOMUMHCKOW KapTbl NauueHTa, nonyyawwero MeguumMHCKYo NoMoLLb B aMBynaTopHbIX yCroBusix", ykasbiBaeTcs
MOYTOBbLIN agpec MecTa xuTenbctBa (MecTta npebbiBaHMA M MecTa (hakTMYecKoro NPoXmMBaHWS) nauueHTa unm
HOMep MeOULMHCKOWN KapTbl NauMeHTa, Nony4yaooLero MeanuUMHCKY0 NOMOLLL B aMBOynaTopHbIX YCROBUSAX <2>.

<2> lNpwuka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaummn ot 15 gekabpsa 2014 r. N 834H "O6
YyTBEPXAEHUN YHUDUUMPOBAHHBIX (OPM  MEAMUUHCKOM [OKYMEHTauuW, WCMOMNb3yeMblX B MeOMUMHCKUX
opraHm3aumsx, okasbliBaloLwmX MegMLUHCKYO NOMOLLL B amMBynaToOpHbIX YCAOBUSX, U MOPALKOB MO MX 3anofTHEeHMI"
(nanee - MNpukas N 834H) (3apernctpmpoBaH MuHuctepcTeom ocTrumm Poccunckon ®egepaummn 20 despans 2015
r., pernctpaumoHHein N 36160) C M3MEHeHUsMW, BHECEHHbIMU npukasamy MuHuCTepcTBa 34paBOOXPaHEHUS
Poccunckon depepaumm ot 9 aHBapsa 2018 r. N 2 (3apeructpmpoBaH MuHUCTEPCTBOM HOCTMLMKM Poccuickon
depepaummn 4 anpenst 2018 r., pernctpaumoHHbin N 50614), oT 2 Hosi6pst 2020 r. N 1186H (3apeructpupoBaH
MuHuctepcTBoM tocTnumm Poccuickon ®egepaunn 27 Hosbps 2020 r., pernctpaumnoHHbin N 61121).

YKkasaHMe W agpeca MecTa XUTeNMbCTBa W HOMepa MEAMUMHCKOW KapTbl MauueHTa, noryyatoLlero
MeOMLMHCKYH NMOMOLLb B aMBynaTopHbIX YCNOBUSIX, HE SIBMSIETCS OLLUMOKOWN.

B peuentypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpade "Homep MeOuMUMHCKOW KapTbl NauMeHTa,
nomnyyarwLero MeauUMHCKYyI0 MOMOLLb B ambynaTOpHbIX YCMOBUSX" yKasblBAETCA HOMEP MEOMULIMHCKOM KapThbl
nawumeHTa, Nony4yaoLLero MeanLUMHCKY0 MOMOLLL B aMOyNnaTopHbIX YCIOBUSIX <3>.
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<3> lNpwukas N 834H.

10. B rpace "®amunusg, nHuuManbl MMeHUM U OT4yecTBa (nNocriefHee - NpyY Hanuuum) nedvaiwlero Bpaya
(dbenbawepa, akywepkn)" peuentypHbix 6naHkoB copm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) ykasbiBaroTCA
MOMHOCTBIO hamMunud, MHUUMAaNbI MMEHW, oTyecTBa (nocregHee - MpU HanMuuM) MeAWLMHCKOro paboTHuKa,
Ha3Ha4MBLLErO NleKapCTBEHHbIE Npenapatbl 1 0hOPMMBLLETO peLenT.

11. B rpache "Rp" peuenTtypHbix 6naHkos popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTcs:

1) HauMMeHOBaHWe JeKkapCTBEHHOrO npenapaTta (MeXxayHapoaHOe HenaTeHTOBaHHOE HauMeHOBaHMWE,
rPYNNMPOBOYHOE WM XMMWUYECKOE HaMMEHOBaHWE, TOProBOE HaMMEHOBAHME) Ha FAaTMHCKOM $3blke MNKU Ha
pycckom si3blke, ¢hopma BbIMycka, AO3MPOBKA, KONMMYECTBO (YKasblBAaeTCs MPOMUCHID Ha peuenTypHoMm 6naHke
dopmbl N 107/y-HIT);

2) cnocob npuMeHeHWs1 NeKapCTBEHHOro npenapara Ha rocyaapcTBeHHOM sA3blke Poccunckon deaepaumm
Unn Ha rocygapcTBeHHOM s3blke Poccunckon Pegepaumm n rocygapCTBeHHOM s3blke pecnybrnvk v MHbIX A3blkax
HapogoB Poccuiickon degepaumm <4>,

<4> Yactb 1 cratbum 15 3akoHa Poccuiickon ®epepaumm ot 25 oktabpsa 1991 r. N 1807-1 "O asbikax
HapogoB Poccuiickon ®epepaumn” (nanee - 3akoH N 1807-1). (Begomoctn cbesga HapogHbix genytatos PCOCP
n BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTenbctBa Poccunckon denepauum,
1998, N 31, cT. 3804).

KoHcynbTaHTlntoc: npumeyaHue.
Hymepauusa nyHKTOB JaHa B COOTBETCTBUM C OOULMarnbHBIM TEKCTOM [JOKYMEHTA.

13. TMpu odopmrieHUn peLenTypHbIXx OGraHKOB 3anpellaeTcsl OrpaHMYMBaTbCA OGLMMK  yKasaHUsSIMU,

Hanpumep, "BHyTpeHHee", "13BeCTHO".

14. PeuenTt, odopMneHHbIN Ha peuenTypHoM GrnaHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n),
noAanucbIBaeTcst MeaULUHCKMM paboTHNKOM 1 3aBepsieTCs ero neyarbio.

PeuenTt, odopmneHHbIn Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88 u cdopmbl N 148-1/y-04(n),
OOMONHNUTENBHO 3aBEpSIETCA NeYaTbio MEOULIMHCKON opraHu3aumm "Ons peuenTtoB".

Ons peuenTa, oopmneHHOro Ha peuenTypHoM 6naHke dopmbl N 107-1/y, Hanuyme neyatn "Onsa peuentos”
He aABnseTca oba3aTenbHbIM.

15. Ha opgHom peuenTtypHom OnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaercs
OCYLLECTBMATb HAa3HA4YeHNe TOMbKO OAHOr0 HaMMEHOBAHUS NEKapCTBEHHOrO Npenapara.

Ha ogHom peuentypHoMm ©OnaHke c¢opmbl N 107-1/y paspeluaeTcs OCYLWECTBNATb Ha3HaYeHUEe TOSbKO
O[HOrO0 HauMeHOBaHWS fekapCTBEHHOro npenaparta, oTHocswerocs no ATX K aHTUNCUXOTUYECKMM cpeacTBam
(kog NO5A), aHkcnonuTtukam (kog NO5B), cHoTBOpHBIM M ceaaTtuBHbiM cpedcteam (kog NO5SC), aHTugenpeccaHTam
(kog NOBA) 1 He nognexawero NpegmMeTHO-KONMYECTBEHHOMY YYeTy, U A0 TPeX HaUMEHOBAaHWUIN NeKapCTBEHHbIX
npenapaToB - AMsi MHbIX NeKapCTBEHHbIX MpenapaToB, HE OTHECEHHbIX K Bbilleyka3aHHbIM ATX.

16. NcnpaBneHwns B peLenTe He AONYCKalTCs.
17. Mpu odopmneHnn peuenTypHbix GnaHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha

nekapcTBeHHble NpenapaTbl, Ha3Ha4YEeHHbIE MO PeLUEHMI0 BpayebHOM KoMuccmm, Ha obopoTe peuenTypHoOro bnaHka
CTaBWTCA creumanbHasa oTMeTka (Lramnm).
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18. Ha peuentypHom 6naHke copmbl N 148-1/y-04(n) BHM3Y MMeEETCS NMHUS OTpbIBa, pasgensiouias
peLenTypHbIN BNaHK N KOPELLOK.

Kopellok oT peuenTta, OQOPMMEHHOr0 Ha YKa3aHHOM peLenTypHOM 6naHke, BbloaeTca nauueHTy (ero
3aKOHHOMY TMpEeACTaBUTEN0) B anTeyHOW opraHuM3auuM, Ha Kopellke OenaeTcs OTMeTKa O HauMeHOBaHWK
nekapcTBEHHOro rnpenapara, A03UPOoBKe, KONMM4YecTBe, crnocobe npuMeHeHus.

Il. OchopmneHue peuenta B hopMe 3NEKTPOHHOrO AOKYMEHTa

19. Peuent B oOpMe SMEKTPOHHOrO [JOKYMEeHTa, MOoAMNMCAHHOIO YCWUIEHHOW KBanuguUMpoBaHHON
9MNEKTPOHHOW MOoANUCblo, OpPMUPYETCA MEeOUUMHCKMM paboTHUKOM, CBeOeHWss O KOTOPOM BHECEHbl B
defepanbHbIl perucTp MeguuuHCKMX paboTHMKoB <5>, a Takke Mpu YCMNOBUWM peructpaumm MeLvLMHCKON
opraHusauumm, B KOTOpon odhopmnsieTcs peuent, B deaepanbHOM peecTpe MeOULUHCKMX opraHusauum <6>
€VHON roCyAapCTBEHHON WHGOPMALMOHHON cucTeMbl B cdepe 34paBOOXpPaHEHUs W MOLKIHOYEHUS TaKoun
MEeLMLIMHCKON OpraHn3aumm K rocyaapCTBeHHOW UHOpMaLIMOHHOM cucteme B cepe 3apaBooxpaHeHus cybbekTa
Poccuiickon ®epepaumm <7>.

<5>|[Yactb 4 cratbu 91.1| denepanvHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbctBa Poccuiickon
®epepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<6>[Yactb 4 cratbu 91.1| PegepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> |Ctatbu 91| n |91.1]| ®epepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epnepaumu, 2011, N 48, cT. 6724).

20. Mpun odpopmneHun peuenta B (POPME INEKTPOHHOTO AOKYMEHTa Ha NekapCTBEHHble npenapartbl,
yKasaHHble B nMyHkTax 9 u 11 lNopsgka Ha3HavyeHWs nekapCTBEHHbIX MpenapaTtoB, YTBEPXOEHHOro HacTOALMM
MpPUKa3oM, 1 OTMycKaeMble 3a NOSIHYK CTOMMOCTb, 3aMOSHAITCA CreayoLmne PeKBU3NTbI:

1) kop cybbekTa Poccuinckon ®epepauun no OKATO, onpenensaiowmin rocyaapCTBEHHYH MHOPMaLMOHHYHO
cuctemy B cdepe 3gpaBooxpaHeHusi cybbekta Poccuiickon ®Pepepaummn, B KOTOpor cHOpMMpOBaH peuent B
opmMe ANEKTPOHHOIO JOKYMEHTA;

2) HauMeHOBaHME MeOULMHCKOMN OopraHusauumn, agpec, TeJ'Ie(bOH nnn cbaManm, MHUUnanbl MMEHU W
oT4yecTBa (nocnep,Hee - npu HaJ'II/I‘-IVIVI) nHanBuayanbHOro npegnpuHuMartend, umerwero JUMUeH3UKo Ha
MEONUNHCKYK O0eATelNIbHOCTb, ero agapec;

3) OIPH iopuanyeckoro nuvua (MeguumHckonm opranmsauun) wnu  OFPHUM  uHguBmayanbHoOro
npeanpuHUMaTens;

4) pata ocopmneHus peuenTa (ykasblBaeTcsa YMcno, Mecsu, roq);

5) paTta okoH4yaHwst genctBusa peuenta (PopmmupyeTcsi rocyaapCTBEHHOW WMHMOOPMALMOHHOW CUCTEMOW B
cdepe 3npaBooxpaHeHns cybbekTa Poccuickon ®epepauumn B COOTBETCTBMM CO CpOKaMu AENCTBUSA peuenTtos: 15
aHen, 30 gHen, 60 gHen, 90 gHewn, po 1 roga);

6) yHUKanbHbLIA HOMep pelenTa (chopMupyeTcs rocygapcTBEHHOM WHAOPMAaLMOHHOW cucTemMon B cdepe
3[paBooxpaHeHust cydbekta Poccuickon ®egepauum n obecnedmBaeT 0gHO3HAYHYO MAeHTUUKaLMIO peuenTa B
dopMe 3NeKTPOHHOro AokymeHTa B codeTtaHum ¢ OKATO, OM'PH nnn OrPHUNM);

7) oTmeTKM "cito" (CcpoyHo) unu "statim" (HemenneHHo) nNpyv HeOBXO4MMOCTM CPOYHOrO UM HEMEAJSIEHHOro
OTNycKa feKapCTBEHHOro npenapaTa NaunueHTy;

8) agpec nauueHta (yKa3bIBaeTCﬂ NoOYTOBbLIN agpec MecTa XWUTellbCTBa (MeCTa ﬂpe6bIBaHI/IF| nnn mMecta
d)aKTVI‘-IeCKOFO ﬂpO)KI/IBaHI/Iﬂ) C ykKasaHuem unHaeKkca, HaumMeHOBaHuA Kpasd, obnacTty, peCFIy6ﬂMKM, aBTOHOMHOIO
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OKpyra u nHoro cybbekta Poccuiickont ®egepaummn, HauMeHOBaHWS HACEeNEHHOTO NMyHKTa, HavMeHOBaHWS yruLbl
(npocnekTa, nepey’sika, Nnpoesaa), Homepa Aoma (C ykasaHuem Kopnyca, Npy HanuymMmn), Homepa KBapTupbl);

9) HOMep 9MNEeKTPOHHOW MeAMLUMHCKOW KapTbl NauneHTa B rocygapCTBEHHOW MHAOPMALMOHHOW CUCTEME B
cepe 3gpaBooxpaHeHus cybbekta Poccunckon degepaunn;

10) cbamumnus, nmsi, 0T4eCTBO (MOCneaHee - NPU HanM4Mn) NaumeHTa NosIHOCTbIO;

11) pata poxaeHusa naumeHTa (ykasblBaeTcs 4ucrno, mecsu, rog), Ans geterm Ao 1 roga OOMONHUTENbHO
yKa3blBaeTCA KONMYECTBO NOSHbLIX MECALEB;

12) chamunusa, MHMUMANbl MMEHW W OoT4yecTBa (nocrnedHee - MpW HanMyMu) MeguLMHCKOro paboTHuKa
MOJSIHOCTbIO;

13) HavMMeHOBaHWe reKkapCTBEHHOro npenapata (MexayHapodHOe HenaTeHTOBaHHOE HaWMeHOBaHUe,
rPYNNMPOBOYHOE UMW XUMWUYECKOE HAMMEHOBAHWE, TOProOBOE HaMMEHOBaHWE), O03UpOBKa, hopmMa BbiNycka,
KONM4ecTBO (BCE NMO3NLUM YKa3bIBAOTCS Ha PYCCKOM SA3bIKE);

14) cnocob npuMeHeHUs fiekapCTBEHHOro Npenaparta Ha rocygapcTBeHHOM s3blke Poccuiickon ®egepauunm
WNN Ha rocyaapCcTBEHHOM si3blke Poccuitickon ®egepaunn n rocyaapCTBEHHOM A3blke Pecnyonnk U MHbIX A3blKax
HapogoB Poccuiickon ®enepaunm <8>;

<8> YacTtb 1 ctatbk 15 3akoHa N 1807-1 (BegomocTn cbesna HapoaHbix aenytatoB PCPCP n BepxosHoro
Coseta PCPCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTtenbctBa Poccuiickon ®egepaumn, 1998, N 31, cT.
3804).

15) OOKYMeHT, noaTBEpPXAaloWWiA HasHayeHWe INEeKapCTBEHHOro rnpenapata Mo pelleHuo BpavyeGHoM
KOMUCCUM MEONLIMHCKOWN OpraHn3aumy,

16) oTMeTKa O HasHa4yeHUU NIeKapCTBEHHOro npenaparta no pelleHnto BpayebHOM KOMUCCUM MELMLMHCKOW
opraHusaumMum B Ccnyyasx, ykasaHHblx B ab3aue BTOpOM MyHkTa 6 [Mopsigka HasHayeHusl JeKkapCTBEHHbIX
npenapaTtoB, yTBEPXXOEHHOIO HAaCTOALMM NPUKa30M;

17) oTMeTka O crneumanbHOM Ha3Ha4YeHWM NekapCcTBEHHOrO npenapaTta (3anofHsaeTca B criydasx, ykasaHHbIX
B nyHkTax 15 n 24 MNMopsiagka Ha3Ha4YeHUs NekapCTBEHHbIX NpenapaToB, YTBEPXAEHHOTO HACTOSLLMM NPUKa3oMm);

18) OTMEeTKa O crneunaribHOM Ha3Ha4YeHun JeKapCTBEHHOro npenapara nauneHty C 3aboneBaHnem,
Tpe6yrou.w|M ONMNTENTIbHOro KypCoBOIro JevyeHud (3aﬂOJ'IHF|eTCﬂ B Cly4yae, yKa3aHHOM B MYHKTe 23 I'Iopﬂp,Ka
Ha3Ha4YeHuna 1neKapCTBEeHHbIX npenapatoB, YTBEPXAEHHONo HacTodAlnm Flpl/IKa3OM) C npocTaBJieHNeEM
nepnmoan4HOCTM OTNyCkKa NekapCTBEeHHOro npenapara,

19) npu odopmreHun peuenta B (POpMe 3MEKTPOHHOrO [OKYMeHTa Ha IleKkapCTBeHHble Mpenaparthbl,
yKasaHHble B noAnyHktax 2 - 5 nyHkta 9 u nyHkTe 11 [Mopsigka HasHayeHUsl NeKkapCTBEHHbIX MpenapaTtos,
YTBEPXXOEHHOrO HACTOSILLMM MPUKA3oM, rpaxaaHam, UMEIOLLMM NpaBo Ha GecnnaTHoe MosyyYeHne NekapcTBEHHbIX
npenapaTtoB WM  MOJMyYEHUE JIEKApCTBEHHbIX MpPenapaTtoB CO  CKUAKOMW, 3arofiHATCA  PEeKBU3WTHI,
NpeaycMOTPEHHbIe NoAnyHKTaMu 1 - 18 HacTosILero NyHKTa, a Takke Crieayolmne peKBUSUTDI:

a) Kateropus rpaxgaaH, MMewLLMx NpaBo Ha MofydYeHne NeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBMM CO
ctatben 6.1 depepanbHoro 3akoHa ot 17 utona 1999 r. N 178-d3 "O rocyaapCTBEHHOW coumanbHOM nomoLym'
<9>:

<9> CobpaHune 3akoHogaTenbcTBa Poccuiickon depgepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT1. 8577.

©0) koa Hosonorudeckon dopmbl No MKB;
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peuenTyp...

B) UCTOYHMK cbmHaHcupoBaHusa (1 - dbegepanbHbin BrogxeT, 2 - 6rompkeT cybbekTa Poccunckon degepaumm,
3 - MyHUUMNanbHbIN BIODKET);

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

[) CTpaxoBOW HOMEpP MHAMBMAYANbHOrO NMLEBOro cyeTa rpaxaaHnHa B [NeHcMoHHOM doHae Poccuickon
depepauymm (npu Hanuumm) (CHUJIC);

€) Homep nonuca 06s3aTenbHOr0 MeAULMHCKOrO CTpaxoBaHUS.

21. MNpwn npocTaBneHnn OTMETKW, yKa3aHHOM B nognyHkte 16 nyHkta 20 Hactosdwero lMopsiaka, peuent B
dopMe SNEKTPOHHOrO AOKYMEHTa MOAMUCLIBAETCA YCUMEHHOW KBanuduUMPOBAHHOW SMNEKTPOHHOW MNOAMUCHI0
npegcenatens wunu cekpetapsi BpadebHOM KOMMCCUMM MEOMUMHCKON OpraHusauuu, npu nNpocTaBfieHUn OTMETOK,
yKasaHHbIXx B nognyHktax 17 u 18 nyHkta 20 Hactosiwero [lopsaka, - YCUMEHHbIMU KBannpuuumpoBaHHbIMM
3MNEKTPOHHBIMW NOAMUCSMM COOTBETCTBYIOLNX MEAULMHCKUX PabOTHUKOB.

22. Mo TpeboBaHMIO MauMeHTa Unu ero 3aKOHHOTrO npeacTaBuTens oopMMSETCH 3K3eMnnsAp peuenta B
dopme 3NEKTPOHHOTO AOKYMEHTa Ha DymMaxxHOM HocuTene ¢ oTmeTkon "[ybnmkaT anekTPOHHOro AOKyMeHTa".

lll. YyeT peuenTypHbiXx ONMaHKOB (3a UCKIOYEeHUEeM peuenTypHbIX
6naHkoB no c¢opme N 107/y-HIM "CneunanbHbi peuenTypHbIA 6naHkK")

23. YuyeT peuentypHbix 6naHkoB cdopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), m3rotaBnMBaemMbIX
Tunorpadckum crnocobom (ganee - peuenTypHble OnaHku, nogrnexailime yyeTy), OCYLEeCTBASIeTCA B XKypHanax
yyeTa, MPOHYMEPOBAHHbIX, MPOLUHYPOBAHHBIX U CKPEMNIEHHbIX NOAMUCLI0 PYKOBOAUTENS U NeYaTbid MEeLULIMHCKON
opraHusaumm wunu noAnuUCb0 MHAMBUAYANbHOMO MNPeAnpUHMMATENs, MMEIOLWEro JUUEH3NI0 Ha MeOMULMHCKYHO
OEeATenbHOCTb.

24. YXypHan y4eTa peuenTypHbix 6naHkoB cdopmbl N 107-1/y coaepxuT criegytowime rpadbi:
1) HomMep No NopAaKy;

2) B pasgene "lpuxoa™

a) JaTta perucrpaumm AOKyMeHTa, NoATBEPKAAOLLEro NoCTyneHue;

©) Homep 1 faTa AOKYMEHTa, NoATBEPXKAAoLEro NoCTynneHme, HaMMeHOBaHNe NOCTaBLLMKA;
B) obLLee KONMYEeCTBO NOCTYMMBLLMX PeLLENnTYPHbIX OraHKOoB;

F) cpamvmvm, MHUUnanbl UMeHun n oT4yecTBa (nocne,u,Hee - nNpu HaJ'II/NI/II/I) N noanncb OTBETCTBEHHOIO
MeaULIMHCKOro pa60THI/IKa, nony4ymeLlero peuenTtypHble OnaHKM OT NOCTaBLUMKA;

3) B pasgene "Pacxon™:
a) AaTta Bblgayu peLenTypHbiX 6r1aHKoB;
0) KONMYeCTBO BblAaHHbLIX PeLEenTyPHbIX OraHKOoB;

B) dhamunus, uHMUMansl MMeHn 1 oTyecTBa (NOcCrnegHee - MpU HanMynun) OTBETCTBEHHOro MegMLUUHCKOro
paboTHWKa, MONyYMBLLErO peLenTypHble BnaHku;

F) noanncb oTBETCTBEHHOIO MeANLIMHCKOIo pa60THl/IKa, nony4ymeLlero peuenTtypHbie OnaHku;

4) (baMl/IJ'II/Iﬂ, nWHYnanoel MMeHun K1 ot4vyecTtBa (nocnep,Hee - npu HaﬂVI‘-II/IM) M noanncb OTBETCTBEHHOIo
MeaNLIMHCKOIro pa6OTHl/IKa, BblaaBLlero peuenTtypHblie GnaHku;

5) ocTaTok peLenTypHbIX GrIaHKOB.
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25. XKypHan y4yeTa peuentypHbix 6naHkoB c¢opm N 148-1/y-88 u N 148-1/y-04(n) cogepxuT criegyowme
rpadbl:

1) Homep No NopsaaKy;

2) B pasgene "lpuxoa™

a) Jata perucrpaumm AOKyMeHTa, NoATBEPKAAIOLLEro NocTynneHue;

6) Homep 1 JaTa AOKyMEeHTa, NoATBEPXKAaloLero nocTynieHne, HaMMeHoBaHNE NOCTaBLUMKa;
B) o6Llee KONMYecTBO NOCTYNUBLUNX peLenTypHbIX 6NnaHKoB;

r) cepum 1 HoMepa peuenTypHbiX 6NaHKoB;

[) KOnM4ecTBO peuenTypHbIX 61aHKoB No cepusiv;

e) damunusa, mHMuManbl MMeHW K oTvyecTBa (mocrnegHee - NpU HanmMyuMM) UM MNOANUCH OTBETCTBEHHOTO
MeaMUMHCKOro paboTHUKa, NoNy4YMBLLErO peLenTypHble BnaHku OT NOCTaBLUMKA;

3) B pasgene "Pacxon™

a) AaTta Bblgayn peLenTypHbiX 6r1aHKoB;

©0) cepun 1 HoMepa BblAaHHbIX PELENTYPHbIX OM1aHKOB;
B) KONIMYECTBO BblAaHHbIX peuenTypHbiX 6naHKoB;

r) damunus, nHMumnansl UMEHNn n oTyecTBa (NocnegHee - Npy HanmyMm) OTBETCTBEHHONO MeOMLUHCKOro
paboTHWKa, MONyYMBLLErO peLenTypHble BnaHku;

,D,) noanmcb OoTBETCTBEHHOIO MeEANLIMHCKOIo pa60THl/IKa, nony4vyumseLlero peuentypHblie OnaHku;

4) damunusa, mHMuManbl MMeHW K oTvyecTBa (mocrnegHee - MpyM HanmMyuMM) M MNOANUCH OTBETCTBEHHOTO
MeaunumMHCKoro paboTHuKa, BblAaBLUEro peuenTypHble GnaHku;

5) ocTaTok peuenTypHbIX GnaHKoB.

26. YyeT peuentoB, OMOPMIIEHHbIX B (OpPMe OneKTPOHHOro [OOKYMEeHTa, OCYyLecTBnseTca B
rocyaapCTBEHHOW WMH(OPMALMOHHON CUCTEME B cdpepe 3apaBooxpaHeHusa cybbekta Poccunckon depepauun
nocpeacTBOM BeAeHWs eQUHOro peecTpa peuenToB, 0POPMMAEHHbIX B (hOpMe 3NEeKTPOHHBIX 4OKYMEHTOB.

IV. XpaHeHune peLenTypHbIX 651aHKOB (3a UCKNIOYEHUEM peLenTypPHbIX
6nankoB no cdopme N 107/y-HIM "CneunanbHbIM peuenTypHbIN 6naHk")

27. MeguumnHCcKMe oOpraHuM3aumM nonyyatT Heobxogumble peuenTypHble  6naHkM, odopMIeHHble
Tunorpadckum cnocobom, Yepes TeppuTopuarnbHble OpraHbl YNpaBfeHUsi 34paBOOXPAHEHNEM UM OpraHu3aumu,
YMOMMHOMOYEHHbIE HA 3TO OpraHamn UCNONHNTENBHOM BNacTu cybbekToB Poccunckon Gegepaumn.

28. PeuentypHble OnaHkW, noAnexawime Y4eTy, XPaHSATCA OTBETCTBEHHbIM JIMLOM, Ha3HaAYEHHbIM
pykoBoauTeneM MeOUUUHCKOW opraHusauuu, B  3anupaeMoMm  MeTanmnumyeckom wkady (cendpe) wunu
MeTanIMyeckoM siLLMKe.

29. NHamBmayanbeHbIA NpegnpuHUMaTtensb, UMEKLWNA ANLEH3NI0 Ha MEeOUUUHCKYI0 OeATeNbHOCTb, XpaHuT
peuenTypHble 6naHkW, noanexaiwime yyeTty, B 3anMpaeMoM MeTanmyeckom wwkady (cende) nnm metanimyeckom
ALLUKE.

30. MpoBepka COCTOAHMSA XpaHeHusl, yyeTa, paKTUYECKOro HanuuMs U pacxoda peLenTypHbIX GrnaHKos,
noanexalumx y4eTy, OAUH pas B KBapTasl OCYLECTBNAETCA KOMUCCUEN, CO3aHHON B MEeAULMHCKOM opraHu3aumm.
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31. PeuenTypHble GnaHku, odopmnsiemble Ha OymMaXKHOM HOcUTene W noarnexalime y4yeTy, BblhatoTcs
MEAVLMHCKUM paboTHMKaM, UMEIOLLMM MPaBo 0POPMIIEHNS PELIENTOB, MO PACNOPSPKEHUIO IMaBHOrO Bpaya WUnn ero
3aMecTuTensl.

I'IonyquHble peuenTypHble OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeaUUWNHCKUMU paGOTHVIKaMVI B
nomeLLeHunsix, obecne4ymBaroLLmx nx COXPaHHOCTb.

32. T[lporpaMMHO-TEXHUYECKME CpeacTBa rOCYAapCTBEHHbIX WHAOPMALMOHHBLIX CcucteM B  cdepe
3[paBOOXPaHEHUS, MEAUNLIMHCKNX MHAPOPMALMOHHBIX CUCTEM MEOULMHCKUX OpraHu3aumn obecneymBaT XpaHeHe
ANEKTPOHHbIX peuenTtoB, OhOPMIIEHHbIX B (hOPME 3MEKTPOHHBLIX AOKYMEHTOB B T€YEHUE CPOKOB, YCTAHOBMEHHbIX
ONs XpaHeHusa peuenToB, OOPMIIEHHBIX HAa COOTBETCTBYIOLLMX (hopMax peuenTypHbix GraHkoB Ha BymMakHOM
HocuTene <10>.

<10> T[lognyHkT 5.2.169 T[lonoxeHua o MwuHuctepctBe (CobpaHune 3akoHopaTenbcTBa Poccuickomn
depepauyuu, 2012, N 26, cT. 3526; 2021, N 43, cT1. 7258).

Mpunoxexne N 4

K npukady MyuHucTepcTBa 34paBOOXpaHeEHs
Poccuickon degepaumm

oT 24 Hos16pst 2021 r. N 1094H

®OPMA CIMELNAIIBHOIO PELENTYPHOIO BINAHKA N 107/Y-HI

MuHucTepcTBO 3apaBooxpaHeHns Poccuickon Kog cpopmbl no OKY[
denepaumm MeauvumnHckas goKyMmeHTauns
®opma N 107/y-HIM,
yTBEPXAEHHAs NpMKa3oM
. MwvHucTepcTBa 3apaBoOXpaHeHus
wramn meguumnHCKoun OpraHM3aLLV|V| Poccumnckom (Deﬂepaumm
0T 24.11.2021 N 1094H

PELIEMT

Cepus N

"o 20 r.
(maTa BbINMCKK peLenTa)

(B3pOCnbIN, AETCKUI - HY>KHOE NOAYEPKHYTb)

damunus, nMs, oT4ECTBO (MocneaHee - NpU Hann4umm)
naumeHTa

BospacTt

Cepusi 1 HoOMep nonuca o6a3aTenbHOro MegULMHCKOrO CTPaxoBaHMWs
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Homep meguumHcKon kapTbl

damunus, ums, 0THECTBO (NOCneaHee - Npy Hann4nMu)
nevailero Bpaya (penballepa, akyLepkm)

] o LA PP

Moanuck 1 nuyHas neyatb Bpada
(mognuckb henbaliepa, akyLepkn)

M.TT.

damunus, ums, oT4ecTBo (MocrnegHee - NPU HanMYMKn) U NOANUCHL YNONMHOMOYEHHOro NnuLa
MeULMHCKOW opraHuaaLmm

M.TT.

OTmeTka anTeyHon opraHu3auumn ob oTnycke

damunus, nms, oT4ECTBO (nocnep,Hee - npun HaJ'II/I‘-IVIl/I) n noanncb pa60Tan<a anTedHon opraHunsauunmn

M.TT.

Cpok genicteus peuenta 15 gHen

MpunoxeHne N 5

K npuka3dy MuHucTepcTBa 3gpaBooxXpaHeHust
Poccuickon degepaumm

OT 24 Hos16pst 2021 r. N 1094H

NoPAQOK
N3roTOBNEHUS, PACMPEAENEHUS, PETUCTPALIMW, YYETA U XPAHEHUS
PELIENTOB, COOEPXALLMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB
WNN NCUXOTPONMHbIX BELLECTB

|. MopsiAoK U3roToBNEeHUA, pacnpeaeneHns cneuvanbHbIX
peuenTypHbIx 6naHkoB no chopme N 107/y-HI

1. OpraHusauuio W3roTOBNEHUS W pacnpegeneHus peuenTypHblx 6GnadkoB no ¢opme N 107/y-HI
"CneumanbHbI peuenTypHbii BnaHk" (ganee - cneyunansHbli peuenTypHbli 6naHk) ocyllecTenseT MUHUCTEPCTBO
3apaBooxpaHeHust Poccuickon ®epepaunn (nanee - MnHucTepcTBo).

2. CneupnanbHble peLenTypHble BnaHku ABMAIOTCS 3alMLWEeHHON nonurpaduyeckon npogykumnen yposHs "B,
n3rotaenmeaemon Ha Gymare po3oBoro Lgeta pasmepom 10 cm X 15 cMm, AOMKHBI UMETb CEpUo 1 HOMEp, a Takke
COOTBETCTBOBaTL TpeboBaHWAM, ykasaHHbIM B npuka3e MuHuctepctBa cmnHaHcoB Poccuiickon Pegepaumm ot 29
ceHTs6pa 2020 r. N 217H "O6 yTBepxxaeHun TexHudeckux TpeboBaHWi 1 YCrOBUIA N3rOTOBIIEHMS 3aLLMLLEHHON OT
nogaenok nonurpadumyeckon npogykumm' (3apernctpmpoBaH MuHuctepctBom toctuumm Poccunckon ®epepaunn
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16 Hosbps 2020 r., peructpaumoHHbii N 60930).

3. B uensax opraHusauum uM3roToBneHWss W pacnpefeneHusl crneumnanbHbIX peuenTypHbiX OGnaHKoB
MeLMLMHCKME OpraHm3auuu, NMetoLLmMe nNpaBo OCyLLECTBNATh BblAayy peLenToB Ha HAapKOTMYECKMe CpeacTBa unm
ncuxoTponHble BewlecTBa cnucka |l lNMepedHs u 3apernctpupoBaHHble B Poccuiickon depepaumm B KavecTBe
NeKapCTBEHHbIX MNpenapaToB [Ans MEOMLUHCKOrO MpuMeHeHus (ganee COOTBETCTBEHHO - MeauuuMHCcKasd
opraHm3aumsi, HapKoTUYeCKUn (MCUXOTPONHBIN) NeKkapCTBEHHbIV Npenapar), COCTaBnAT 3as8BKN Ha peLenTypHbIe
GraHku.

4. B cpok po 1 okTsabpsa TekyLlero roga 3asiBKM MeAMLUHCKMX OpraHM3auuin Ha cneumanbHble peuenTypHble
OnaHKkn NnpeacTaBnsaTCA:

1) MeaNUNHCKUMU OopraHun3aunamiuy, HaxogAdawmMuncda B BedEHUU cbe,qepaanblx opraHoBs NCMNONHNTENBHON
B1acTtu, - B COOTBETCTBYHOLWNE cbep,epaanble OopraHbl MCMNONHNTESTbHOW BRacTw;

2) MeguUMHCKUMM OpraHusaumsamm, Haxogawmmuca B BefeHun cybbektoB Poccuiickon depepaumm,
MEOMLMHCKUMX  OpraHmn3aumsiMm MyHUUUNANbHOM W YaCTHOW CUCTEM 34paBOOXPaHEHUs - B Opradbl
ucnonHutTeneHon Bnactm cybbektoB Poccuiickon Pepepaumm B cdepe OxpaHbl 300pOBbSA rpaxaaH, Ha
TEPPUTOPUN KOTOPbLIX OHWM pPacnofioXeHbl (Oanee - opraHbl UCNOMHUTENBHOM BRacTn cybbekToB Poccuiickon
denepaumn).

5. B 3as1BKe MeANLMNHCKOM opraHm3auunmn Ha cneuuarnbHble peuenTypHble OnaHku YKa3blBaroTCA cregyrouine
cBeaeHunA:

1) cBegeHus O MeOVUMHCKOW OpraHv3aumu, nogasluen 3asBKy Ha crneuunanbHble peuenTypHble GnaHku
(nonHoe HaMMeHoBaHue, agpec MecTa HaXOXAeHWs);

2) KONMM4eCTBO cneuunanbHbIX peuenTypHbIX GnaHKoB, n3pacxogoBaHHbIX MeanLMHCKON opraHM3aume|7| Ha 1
AHBapA npeglecTBylolero roga,;

3) KOmM4ecTBO cneumanbHbIX peuenTypHbiX OnaHKoB, HeOoBXoAMMbIX MEAMUMHCKOW OpraHusaumn Ha
crneayroLLunn roga.

3asBka MeOWUMHCKOW OpraHusauuM Ha creuuanbHble  peuenTypHble OnaHkM  noAanuchbiBaeTcs
PYKOBOAMTENEM  MEOULIMHCKOA  OpraHu3auuu, KOTOpbIA  HEceT MepcoHanbHYyl  OTBETCTBEHHOCTb  3a
060CHOBaHHOCTL U JOCTOBEPHOCTb YKa3aHHbIX CBeAeHUM.

6. ®degepanbHble opraHbl WCMOMHWUTENbLHOW BNacTM, B BeAEHWM KOTOPbIX HaXoAAaTCA MeauLUHCKue
opraHusaumm (ganee - dpegepanbHble opraHbl UCMOMHUTENbBHOW BNacTu), U opraHbl UCMOMHUTENBLHOW BRacTU
cyobekToB Poccuiickoin defepauuy Ha OCHOBaHMKM 3asiBOK MeOWMLMHCKMX OpraHu3auuii Ha crneumarnbHble
peuenTypHble GraHKu (OPMMPYIOT CBOAHblE 3asiBKM Ha creuuanbHble peuenTypHble GnaHkM M B cpok go 1
Aekabps Tekyllero roga npeactaensioT ux B MUHUCTEPCTBO.

7. B cBOOHOM 3asiBKE Ha crieumarnbHble peuenTypHble GraHku ykasbiBaloTcs crneaytowme CBeAeHUs:

1) cBegeHua o doeaeparnibHOM opraHe MCMONHUTENbHON BrnacTy (opraHe UCMONHUTENbHOW BRacTu cyGbekTa
Poccuiickoin degepaunmn), npeacTaBMBLLIEM CBOAHYIO 3asiBKY Ha creuvarnbHble peuenTypHble 6GraHku (nonHoe
HaumMeHoBaHWe, agpec MecTa HaxoXaeHNs);

2) KONMMYecTBO creumanbHbiX peuenTypHbiX 6GraHkoB, pacnpegeneHHblx enepanbHbiM - OpraHoM
ncnonHuTenbHoOW BriactTu (opraHoMm mucrnonHuTenbHOW Bractu cybwekta Poccuiickon ®egepauun) Ha 1 aHBaps
npeaLecTBYOLWEro roga Mexay MeguuuHCKMMM OpraHn3aumsamu;

3) KOnuuyecTBO crneuvanbHblX  peuenTypHbiX OnaHkoB, HeobxoAuMbIX  dedepanbHOMY — opraHy
NCMNONMHUTENbHOW BnacTy (opraHy UCMOMHMTENbHOW BriacTn cybbekTa Poccuiickon depepaunn) Ha crnegyowui
rog Ansi pacnpegeneHvs mexay MeguumuHCKUMU OpraHn3aumnsamu;

4) cBedeHus O NOOBEOOMCTBEHHOW  OpraHmsauuu, YnoriHOMOYEHHOW dbegepanbHbiM — OpraHoMm
NCMNONMHUTENbHOW BNacTu (OpraHoM WCMONHUTENbHOM Bnactu cybbekta Poccuickon ®enepauunn) ocyLLecTBSATb
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nony4eHne creumanbHbiX peuenTypHbiXx 6raHkoB OT MWHWCTEpCTBa, MX XpaHeHMe U Bblaayy MeAULMHCKAM
opraHmusaumsim (NOfIHOE HaMMeHoBaHWe, agpec Mecta Haxoxgenusi, WMHH/KMM, OKTMO opraHunsaumum,
haKTMYEeCKNN agpec NOCTaBKN).

8. Ha ocHoBaHWM nonyyeHHbIX CBOAHbLIX 3a8BOK Ha creuuwanbHble peuenTypHble 6naHku MuHucTepcTBO
eXxerogHo B cpok o 15 aHBapsa cnefytowero roga hopMupyeT 1 yTBepXaaeT nNnaH pacnpeneneHns cneumanbHbIX
peLenTypHbIX B6MaHKoB, B KOTOPOM OTpaxaeTcs rogoBas notpebHocTe Poccuiickon Penepaummn B cneyunanbHbixX
peLenTypHbIX 6naHkax (aanee - nnaH pacnpegeneHns MuHucTepcTea).

9. B nnaHe pacnpegenernms MuUHMCTeEpCTBa yKasblBaloTCs crieytolne CBeaeHus:
1) nopsiAKOBbLIN HOMEp 3anucy;

2) HaumeHoBaHve defeparnbHOro opraHa WCMOMHWUTENbHOW BracTu (opraHa WCMOMHWUTENbHOW BracTu
cyobekTa Poccuiickoinn degepauumn), NpeacTaBUBLLETO CBOAHYIO 3asIBKY Ha crieumarbHble pelenTypHble GraHkuy;

3) HeobXxoaMMOoe KONMYECTBO cneLmnarnbHbIX PeLenTypHbIX OnaHKoB.

10. HanpaeneHue cneunanbHbIX peuenTypHbiX G6raHKoB dpeaeparnbHbiM opraHam MCMOSIHUTENbHOM BnacTy,
opraHaMm WCronHuTenbHoOM Bractu cybbektoB Poccuiickon depepaumm ocywectensieTcs MUHACTEPCTBOM B
KoNnn4ecTBe, NPeayCMOTPEHHOM MnaHoM pacnpeneneHuss MuHucTepcrTea.

11. MuWHUCTEPCTBOM  AOMOSMHUTENbHO K  KONMUYECTBY  CheumarnbHbiX  peuenTypHbix  GnaHKos,
npeaycMOTPEHHOMY NriaHoM pacnpegeneHna MuHuctepctsa, (GOpPMUMPYETCS pPe3epBHbIN 3anac creumarnbHbIX
peuenTypHbIX 6/1aHKOB B KONM4YecTBe, He npeBbiwatowem 150 000 cneunanbHbIX peuenTypHbIX 6naHkoB.

12. B cnyyae ysBenuueHuss nOTpebHOCTM B chneuunanbHbIX peuenTypHbix GnaHkax degepanbHble opraHbl
NCMNONMHUTENbHOW BNacTu (OpraHbl UCMOMHMTENBHOW Bnactu cybbekToB Poccuiickon degepaummn) HanpasBnsioT B
MuHUCTEPCTBO CBOAHbIE 3as8BKM Ha [OOMONHUTENbHOE KOMMYECTBO CcreumanbHbIX peuenTypHbix 6BnaHkoB (C
0BoCHOBaHMEM yBenuYeHus NoTpebHOCTM B crneumanbHbIX peuenTypHbiX GnaHkax), KoTopble npeaocTaBnsAlnTCs
MuHUCTEpPCTBOM 13 pe3epBHOro 3anaca crneumanbHbIX peuenTypHbIX 61aHKoB.

13. depgepanbHble oOpraHbl UCMOMHUTENbHOW BMNacTu (opraHbl WCMOMHUTENBLHON BRAcTU CyObLEKTOB
Poccuiickoin denepaunmn) pacnpenensioT NonyyYeHHble creumarnbHble pelenTypHble 6raHku Mexay MeanLUHCKUMI
opraHM3aUMaAMU Ha OCHOBaHMM MMaHOB pacnpefeneHns, cOPMUPOBaHHLIX B COOTBETCTBUM C 3asBKaMu
MeOULIMHCKUX OpraHn3aumin Ha cneuuanbHble peLenTypHble GnaHku.

Il. Mopsaok perucTpauum, yyeta u XpaHeHUsi cneymarnbHbIX
peuenTypHbIX 6naHkoB no coopme N 107/y-HI

14. MwuHncTepcTBO, WHble (pepeparnbHble opraHbl WUCMOMHUTENbHOW BRnactu W opraHbl UCMNOMHUTENbHOW
Brnactn cybbektoB Poccuickon ®depepauuy OpraHU3yloT XpaHeHue cheumanbHbiX pelenTypHbiXx OnaHKkoB B
NoABEAOMCTBEHHbIX OpraHu3auusax, YNOSTHOMOYEHHbLIX OCYLUIECTBNATbL MONydYeHne creuunanbHbiX peuenTypHbIX
6naHkoB oT MuHWCTepcTBa, MX XpaHeHue U Bblgayy MegUUMHCKMM opraHusaumsm (ganee - ynomHOMOYEHHas
opraHusauus).

15. B ynonHoMoO4YeHHOW opraHus3aumm u MeOULUHCKOW opraHusauuu, nonyYmslUen cneuunansHble
peuenTypHble 6naHku, OpraHM3yeTcs perncTpauns, ydeT u XpaHeHue crneumanbHbIX peuenTypHbIX 61aHKoB.

PeFMCTpaLI,VIFI, yy4eT N XpaHeHne pe3epBHOro 3anaca crneuuanbHbIX peuenTypHbIX ©naHkoB MVIHVICTepCTBa
OCyLlecTBndeTCA d)ep,epaanblm rocygapCTtBeHHbIM OloaXKEeTHbIM yypexgeHmem, HaxooAwnmcAa B BeOeHUU
MI/IHI/ICTepCTBa (p,anee COOTBETCTBEHHO - pe3epBHbIl7I 3anac, nooseaoMCTBeHHOE yqpe»q:l,eHwe).

16. PaboTHMK, Ha3HaA4YeHHbIN NPUKA30OM PYKOBOAWUTENS YMNONHOMOYEHHOW opraHusauumn (YynornmHOMOYEHHOM
opraHusaumn, NOABEAOMCTBEHHOIO YYpPEXOEeHUs) OTBETCTBEHHbIM 3a pPEerncTpauuilo, XpaHeHne wu  yder
cneumanbHbIX peLenTypHbiXx OnaHKoB (ganee - OTBETCTBEHHbI pabOoTHWMK), HA OCHOBaHWM [OBEPEHHOCTH,
oopMInEHHON B MopsiAke, YCTaHOBMNEHHOM 3akoHoAaTenbCcTBOM Poccuiickon ®depepaumn (C  NOANUCHIO
pykoBOAMTENS  YNONMHOMOYEHHOW  opraHuMsauuum  (YNOMHOMOYEHHOW  opraHusauuu, NoABeLOMCTBEHHOMO

[www.consultant.ru| CrpaHuua 34 u3 39

HafeXHas npaBoBas noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBE eHun lMNMopsaka HasHaYeHUs NekapCTBeHHbIX NpenapaTtos, opM
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

yypexaeHus), rnaBHOro OyxranTepa, 3aBepeHHbIX KPYrfoW neyaTblo), MonyyvaeT crneumanbHble peuenTypHble
GnaHkM M OCyLleCTBRSeT BedeHWe >XypHana permctpauum u yyeta cneumanbHblX peuenTypHbIX OnaHkoB, K
KOTOpoMy npuobliaet ¢oTo- 1 (Mnn) BuageomaTepuansl, nNoaTeepxgatowime akt odpopmneHns peuenTypHbIX
6raHKoB Ha QoMY (NpW HanuMyum).

17. XXypHan peructpauuy u yyeta creumasibHbiX peLenTypHbiX GiaHKoOB OOSKEH OblTb NMPOHYMEpPOBaH,
MPOLUHYpOBaH, MMETb Ha MocfiegHei CcTpaHuue 3anucb, COAEepPXKallyld KONMYEecTBO CTpaHuu, MOJSIHOe
HanMeHOBaHWe YNONTHOMOYEHHON opraHM3auum (MeauUMHCKON opraHn3aumm, NoABeAOMCTBEHHOIO yupexaeHuns), a
Takke CKpenneH mMoanuCcbid PYyKOBOAMTENS W NevaTblo  YNOSIHOMOYEHHOW opraHusauuy  (MeauuUHCKOM
opraHusauum, NoaBeaOMCTBEHHOIO YYPEXAEHUS).

KypHan peructpauum 1 yyeta cneumanbHbIX peLenTypHbiX GraHKoB pesepBHOro 3amnaca MuHucTepcTtsa
CKpenndaeTcs Takke MOANUCBIO AnpekTopa (B Cnyyae ero oTCyTCTBMS - 3aMecTuTens ampektopa) [denaptameHTa
perynupoBaHusa obpalleHuss NeKkapCTBEHHbIX CPEeACTB U MeOuUMHCKUX usgenun MuHucTepcTBa M nevatbio
MwuHncTepcTBa.

18. B ypHane perucrpaumMum v y4yeTa crneumasnbHbIX pPeUenTypHbiX GNaHKOB YykasblBaloTCs criegyloline
cBeeHus:

1) nopsiAKoOBbLIN HOMEp 3anucy;

2) NpuxoA cneumanbHblX peLenTypHbIX 611aHKoB:

a) pekBu3nTbl 1 gata pernctpaumm NnpuxoaHoro AOKYMEHTa;

6) obLLee KoNMYeCcTBO NOCTYMMBLLUMX CreumanbHbiX peLenTypHbIX 611aHKoB;

B) Cepvsi U HOMep cneumarnbHOro peLenTypHoro bnaHka;

r) KONMYECTBO cneumanbHbiX peLenTypHbIX 61aHKOB NO KaXaon cepuw;

A) hamunus, nvs, otyecTBo (NocrnegHee - Npu HanUYUKM) 1 NOANNCH OTBETCTBEHHOIO PaboTHWMKA;
3) pacxop cneumanbHbIX peuenTypHbIX 6naHKoB:

a) AaTa BblAauy cneumasnbHbIX peuenTypHbIX 6naHKoB;

0) cepumn 1 HOMepa Bbl4aHHbIX CrieumanbHbIX peuenTypHbIX 6naHKoB;

B) KOINMM4YeCTBO BblAaHHbIX cheunanbHbIX peuenTypHbIX OnaHkoB C YKasaHnem B ckoOKax Konu4yecTBa
cneumnanbHbIX peuenTypHbIX OGnaHKoB, BblAaHHbIX ONs OCbopMJ'IeHVIﬂ Ha OOMY;

r) hammnusa, umsa, oT4ecTBO (MocrnegHee - MpU HanNUuMM) M NOAMMCh Nuua, NOMYYUBLUErO creuvarnbHble
peuenTypHble GraHku;

D,) KOJIM4eCTBO cneunarnbHbIX peuenTypHbIX ©OnaHkoB, OC*)OpMJ'IeHHbIX Ha OOMY;

e) hamunusa, ums, oTYeCTBO (NocrnegHee - NpU HanMMyMM) U NOANUCH NnLA, 0hOPMUBLLETO CreLlnanbHble
peLenTypHble 6naHku Ha Aomy;

4) cbamunus, umsi, oT4ecTBO (NocredHee - Npu HanM4umn) U NOANUCL OTBETCTBEHHOTO PaboTHHUKA;
5) ocTaToK crieumuanbHbIX peLenTypHbIX GraHKoB.

19. CneumanbHbI peLenTypHbIA GraHk sIBNSeTCA AOKYMEHTOM CTPOron OTY4EeTHOCTU. 3anac crneumanbHbIX
peuenTypHbIX 6M1aHKOB B MEOULMHCKOW OpraHM3auuun AOSHKEH XPaHUTBCS B cneumanbHbIX MOMeLLeHusx, cendax
UNn B cneumanbHO M3roTOBMEHHbIX LKadax, 0bUTbIX OLMHKOBAHHLIM >XENe30M, C HaAeXHbIM BHYTPEHHUM UMK
HaBECHbIM 3aMKOM.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H [l0KyMeHT I'Ipe.ClOCTaBJ'IeHlKOHC anaHTﬂmocl
"06 yTBepxaeHuM lMopsiaka Ha3HauYeHWs nekapCTBEHHBIX NpenapaTos, GopMm
YTBEPKA PR P penapatos, ¢op [lata coxpaHeus: 07.12.2021

peuenTyp...

MomeLleHunsi, ceidpbl, WKagbl, B KOTOPLIX XPaHATCS cheuuanbHble peuenTypHble GnaHku, AOSKHbI OblTb
3aKpbITbl Ha 3aMKW W TMOCMEe OKOHYaHMs paboTbl oOnevaTaHbl MevaTbld  YNOMHOMOYEHHONW OpraHusaumm
(MegnuMHCKOM opraHusaumnn) UM onrToMOMpPOBaHbI.

20. B MeOuuMHCKMX OpraHM3aumsix 3anac crneuvanbHbiX peuenTypHbiX OraHKoB He [OSKEH MpeBblllaTb
rogoBsoun noTpebHoCTH.

21. PaspellaeTtcs BblaaBaTb MeAWULMHCKOMY pPabOTHMKY, MMEILLEMY MpaBO HasHa4yaTb HapKOTUYecKue
(NcMxoTponHble) NekapcTBEHHbIE MpenapaTthbl, eAMHOBPEMEHHO He Gornee ABaauaTh crneuuanbHbIX peuenTypHbIX
OaHKoB.

MeguumHckue paGOTHMKVI, BbllMNCbiBawLWmne peuenTtbl Ha HapKoTU4ecCkne (I'ICVIXOTpOI'IHbIe) JNIeKapCTBEHHbIE
npenapartbl, Ha OCHOBaHMN MNMpuKasa pykoBoguUTeNd MeANLNHCKOMN opraHmnsauunm HecCyT JIMYHYHKO OTBETCTBEHHOCTb 3a
COXpPaHHOCTb NOJ1y4EeHHbIX chneunarnbHbIX peuenTypHbIX OonaHkoB. CneuuanbHble peuenTypHble GnaHkn,
nony4yeHHble MeaAnUNHCKUM p860THVIKOM, XpaHATCA noa 3aMKOM B ce|7|cbax, MeTalmIM4eCKmnx LUKa(*)aX nnn
MeTalNIN4YeCKnx dulnkax.

22. B MeOuUMHCKOM opraHM3auumn co3gaeTcs NOCTOSAHHO AEeNCTBYIOLWAa KOMUCCUS, KOTopasa He pexe 1 pasa
kBapTan (Mo peLleHnio pyKOBOAUTENS MEAMLMHCKOMN OpraHusaumum BO3MOXHO 4alle) OCYLLEeCTBSET NPOBEPKY
COCTOAHMA perncTtpaumm n ydyeta cneuumanbHbIX peuenTypHbIX 6J'IaHKOB, B TOM 4ucne nytem CBEPKU 3anucen
XypHarna perucrpaumm n yyeta cneumarnbHbIX peuenTypHbiX 6naHkoB, C (hakTMyeckuM Hanmynem creumanbHbIX
peLenTypHbIX 6NaHKoB, a TaKkke MPOBEPKY COCTOSHUSA XPaHEHMWS cneLmanbHbIX peLenTypHbIX Gr1aHKoB.

Mo pesynbTaTtam NPOBEPKU B XXypHane permctpaumm n yyeTa cneymnanbHblX peuenTypHbix 6naHkoB genaetcs
3annCb O pesynbTaTax npoBefeHnA CBEPKU AaHHbIX, 3aKpenneHHaa noanncAaMnu BCEX YJIeHOB KOMUCCUWU, UNnn
co3gaeTcs cneumarbHbI akT MPOBEPKK.

23. QepneparnbHble opraHbl UCMOSMHUTENbHOW BRAcTM M OpraHbl WCMONHUTENBHOM BNacT CyObekToB
Poccuiickon ®epepaumn  OCYLIECTBNSAOT KOHTPOMNb 3a OpraHuW3auuern peructpauuu, ydyeTa W XpaHeHus
crneumarnbHbIX peLenTypHbIX G1aHKOB B YNONTHOMOYEHHbIX OpraHn3aumsx U MeauLMHCKMX OpraHu3aumsix.

24. Bblgada cneuuwanbHbIX peuenTypHbix 6naHkoB M3 pesepBHOro 3anaca MuHuctepctBa heaepanbHbIM
opraHam WCNOMHUTENBHOM BNAacTM W OpraHamMm WCMNONMHUTENbHOM Bnactu cybwvektoB Poccuinckon depepaumm
OCYLLECTBNSIETCS OTBETCTBEHHbIM PabOTHUKOM MNOABEAOMCTBEHHOIO YUPEXAEHUS Ha OCHOBaHUWM pelueHus o6
OTNyCcKe cneumanbHbIX peLenTypHbIX OnaHkoB, O)OPMIIEHHOrO B BMAE MUCbMA, MOAMUCAHHOIO AMPEKTOpOM (B
crny4yae ero oTCYTCTBUS - 3aMecTuTenem avpekropa) [lenaptaMmeHTa perynmpoBaHus oOpalleHUs feKapCTBEHHbIX
CPeACTB U MeANUMHCKUX n3genun MmHuctepcTea.

[MpoBepka AeaTenbLHOCTV NOABEAOMCTBEHHOMO YUYpEeXAeHWsI No perncTpaunn, y4eTy u XxpaHeHuo pe3epBHOro
3anaca ocyulecTtensieTca [JenapTameHTOM perynupoBaHus obpalleHns nekapCTBEHHbIX CpeacTB Y MeaMUMHCKUX
nsgenun MmnHuctepcTaa 2 pasa B rog He nosgHee 20 yncrna mecsiua, cnegyowero 3a UCTEKLWNM NOonyroguem.

MpunoxeHne N 6

K npukady MuHucTepcTBa 34paBOOXpaHeEHMs
Poccuickon degepaumm

OT 24 Hos16psa 2021 r. N 1094H

NPABUNA
O®OPMINEHUA PELENTOB, COAEPXALUUX HASHAYEHUE HAPKOTUYECKUX
CPEAOCTB UIMN NCUXOTPOIMNHbIX BEWECTB, B TOM YACJIE B ®OPME
ANMEKTPOHHbLIX JOKYMEHTOB

|. OhopmneHue peuenta Ha GymaxXHOM HocuTene
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MNpuka3 MuH3gpasa Poccun o1 24.11.2021 N 1094H [IOKyMEHT ripe OCTaBneHlKOHc anaHTﬂmoc|
"06 yTBepxaeHuM Mopsaka Ha3HauyeHUs ieKkapcTBEHHbIX NpenapaTos, GopM Y pea -
peLenTyp... [aTta coxpaHeHus: 07.12.2021

1. Ha peuentypHbix ©OnaHkax dopmbl N 107/y-HI1 B neBoM BepXHEM Yrny nNpoCTaBnseTcsa LwwTamn
MEeAMLMHCKON OpraHus3auun C ykasaHuMem ee MofHOro HanmeHoBaHus, agpeca u TenedoHa ¢ AaTtor BbIMUCKU
(maTon odbopmreHus) peuenTa Ha NiekapCTBEHHbIN nNpenapart.

PeuenTtypHble 6naHku popmbl N 107/y-HI nsrotaBnuBaroTcst UCKMOYUTENBHO TUNOrpadoCckumM cnocobom.

2. Ha peuenTypHbix GnaHkax, odopMnsieMblX WHAMBUAYaNbHbIMKU NpeanpuHUMaTensMu, MMeLWUmm
JIMLEH3MI0O HAa MEOMUMHCKYI0 [esiTeNIbHOCTb, B BEPXHEM JIeBOM Yriy TunorpadckuMm crnocobom wnm nyTem
MpoCTaBlieHNs WTamna JokeH ObiTb ykasaH afgpec MHAMBUAYanbHOro npeanpuHUMaTens, Homep W AaTa
NMLEH3UKN, HAaUMEeHOBaHWe OpraHa rocy4apCTBEHHON BNacTy, BblAABLUErO MULEH3NIO.

3. PeuentypHble 6naHkm dopmbl N 107/y-HIN 3anonHsAwTCS MeAWUMHCKAM PabOTHMKOM YepHUIamu Wnm
LLAPUKOBOKW PYYKOMN.

4. Jonyckaetcs oopMneHne Bcex PeKBM3UTOB (3a MUCKNoveHuem peksuauta "lognuch nevailero Bpada
(noanuckb cbenbawepa, akywepkun)”) peuenTypHbix 6naHkoB dopmbl N 107/y-HIM ¢ ncnonb3oBaHneM nevyaTaroLmx
YCTPONCTB.

5. B peuentypHom OnaHke dopmbl N 107/y-HIT B cTpokax "®amunus, nms, otyecTBo (nocneagHee - npwm
HanmMumMm) naumeHTa" n "Bo3pacT"” ykasbiBaloTCA NOMHOCTbIO hamMunus, nMsi, OTHECTBO (NOcneaHee - Npy Hanum4mm)
nawumeHTa, ero Bo3pacT (KONMYeCTBO MOMHbIX NET).

HonycTumo ykasaHvne gatbl pOXOeHUSA naumeHTa.
6. B peuentypHom 6naHke doopmbl N 107/y-HIT:

1) B ctpoke "Cepus n HoMep nonuca obssaTenbHOro MeAMLMHCKOro CTpaxoBaHWs" ykasblBaeTcs HOMep
nonuca obs3aTenbHOro MeaULUMHCKOro CTpaxoBaHUs nauneHTa (Npy Hanu4uu);

2) B cTpoke "Homep MeauMUMHCKON KapTbl" yKasbiBaeTCs HOMep MeOMUMHCKOW KapTbl nNauueHTa,
nosly4YaloLlero MeAMUMHCKYI0O TMOMOLb B amOynaTopHbIX YCMOBUSIX, WM ucTopun GonesHu nauueHTa,
BbINUCbIBAEMOTIO M3 MEAMULMHCKOWM OpraHn3aumu;

3) B cTtpoke "®Pamunus, ums, OT4ecTBO (MOcCrnegHee - Mpu Hanuuum) nedawero Bpada (denbawepa,
aKyLlepkmn)" ykasbIBae€TCs MOMHOCTbIO dhamunusl, UMs, oT4ecTBO (NocnegHee - Npy Hanumumm) Bpada (denbawepa,
aKyLepKm), BbiNMCaBLUEro peLenT Ha HapKOTUYECKMI (MCMXOTPONHbIN) NeKkapCTBEHHbIN npenapar.

7. B rpacbe "Rp" peuentypHoro 6naxka dopmbl N 107/y-HI ykasbiBaeTcs:

1) HaumeHOBaHVMe nekapCTBEHHOro nmnpenapaTta (MexayHapogHOe HenaTeHTOBaHHOe HauMeHOBaHue,
rPynNMPOBOYHOE WIMM XUMMWYECKOE HauMeHOBaHWe, TOpProBOe HavMMEHOBaHWe) Ha MaTUHCKOM $3blke WM Ha
pycckoMm s3blke, bopma BbiMyCKa, [O3MPOBKa, KONMMYECTBO (ykasbiBaeTCs MPOMUCBHI0 Ha peuenTypHoMm GnaHke
dopmbl N 107/y-HIT);

2) cnoco® NpMMeHeHWs NekapCTBEHHOrO Mpenaparta Ha rocyaapcTBeHHOM s3bike Poccunckon ®enepauun
UNN Ha rocygapcTBEHHOM fA3blke Poccuinckon Pefepaumm u rocygapCTBEHHOM si3blke pecnybnvK U MHbIX A3blKax
HapogoB Poccuiickon ®enepaunm <1>.

<1> Yactb 1 crtatbu 15 3akoHa Poccuiickon ®egepaumm oT 25 oktsb6psa 1991 r. N 1807-1 "O s3sbikax
HapopoB Poccuickon ®epepaumn” (nanee - 3akoH N 1807-1). (Begomoctu cbhesa HapoaHbIx aenytatos PCOCP
n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740).

8. lpu odopmneHun peuenTypHbix 6MaHKOB 3anpellaeTcs OrpaHMyYMBaTbCa OOLWMMK  yKa3aHusMU,
Hanpumep, "BHyTpeHHee", "13BeCTHO".

9. Mpu odopmneHnn naumeHTy peuenTypHoro 6OnaHka dopmbl N 107/y-HIMT Ha HapKoTU4eckuin
(NCMXOTPONHBINA) NEKAPCTBEHHbIN NpenapaTr B paMkax OKa3aHus MeOULMHCKOW MOMOLLM MNpU ONpenerieHHOM
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3aboneBaHnM Takomn peLenT 3aBepseTcs:
1) noanucero M NMYHOM NevaTblo Bpada nmbo noanuckto denbaliepa (akywepku);

2) ne4vyaTbl0 MEOUUMHCKOW opraHvaauuu, nubo CTPYKTYpHOro nogpasgeneHus MeauLMHCKOW opraHusauuu
"[lns peuenToB", KOTOpas NPOCTABNSAETCH NULIOM, YNOMHOMOYEHHBLIM PYKOBOAUTENEM MEAWULMHCKOW opraHusaumm
C yKasaHueM aMmunumn, UMeHu, ot4yecTaa (nocrnegHee - Npy HanuU4uumn) 1 NPOCTaBneHMeM ero NMYHoM NOANUCH.

B cny4yasax Heobxoaumoctu odopmneHust peuenta Ha HapKOTUYEeCKUA (MCUMXOTPOMHbLIA) NeKapCTBEHHbIN
npenapaTt Ha OOMY B paMKax OKa3aHus nannuatMBHONW MeAMUMHCKOW MOMOLLM AOonyckaeTcs npeasapuTernibHoe
3aBepeHMe peLenTa LWTamMnoM MEeOMLMHCKONW oOpraHu3aumu, nevyatbld MeOUUMHCKOW opraHu3auun nubo
CTPYKTYPHOro noapasfeneHvus MeguuuMHCKOW opraHusauum "Ons peuentoB", koTopasi NPOCTaBMSETCS IULOM,
YMOMHOMOYEHHbIM PYKOBOAUTENEM MeAUUMHCKOW oOpraHusauum, C ykasaHueMm amunun, umMeHn, oTvecTBa
(nocnegHee - Npy HaNM4YUM) 1 NPOCTaBNEHMEM €ro NiM4yHon nognucu. MNpu aToM B XypHarne perucrpauum n ydeta
peLenTypHbIX OraHKOB B COOTBETCTBUM C [lopsagkom perMctpaumy, ydeTa n XxpaHeHus cneumanbHbIX peuenTypHbIX
OraHKOB Ha HapKOTMYECKMe cpeacTBa WM MCUXOTPOMHbIE BELLECTBA, YTBEPXOEHHbIM HACTOSALMM MPUKaA30M,
Jenaetcsa oTMeTKa O ero Bblgadve Ans opopMeHns Ha JOMY, a TaKkke OTMeTKa, YAO0CTOBepeHHas noanuchbio Bpaya
nnbo denbawepa (akywepkun), ocdopmmeliero peuent, o dakte ero odopMIIeHUs, KOTOPbIN MOXeT ObiTb
AOMONHUTENBHO NOATBEPXKAEH POTO- 1 (MNK) BugeomaTepuanamu.

B cTpoke "OTmeTka anTeyHoil opraHusauuy o6 OTnycke" CTaBWTCA OTMETKa anTeyHoi opraHusauum ob
OTNycke HapKoTM4Yeckoro (MCUXOTPOMHOrO) NeKapCTBEHHOrO Npenapara (C ykasaHMeM HaMMeHOBaHUs!, KonnyecTsa
OTNYLLEHHOIrO HapKoTM4Yeckoro (NMCMXOTPOMHOrO) NEeKapCTBEHHOro Mpenapata M AaTbl ero oTnycka), KoTopas
3aBepseTcs MoAanucbilo paboTHMKA anTe4yHOW opraHu3auuu, OTMYCTMBLUETO HapKOTUYECKUA (MCUXOTPOMHbIIA)
neKkapcTBeHHbIN npenapat (C ykazaHveM ero aMunnm, UMeHu, oTyecTBa (NocrnegHee - MpW HanmMuuK), a Takke
KPYrroii neyaTbio anTeYyHoW opraHusaumu, B OTTUCKE KOTOPOW [HOJMKHO ObiTb WMAEHTUMUUMPOBAHO MOJSIHOE
HanMMeHOBaHWe anTe4yHon opraHM3aLmu.

10. Ha ogHom peuenTtypHoM 6naHke dpopmbl N 107/y-HI paspeluaeTcsi ocyLecTBNATbL Ha3HA4YeHMe TONbKO
O[IHOro HAaMMEeHOBaHUA NekapCTBEHHOro nNpenapara.

11. VicnpaBneHus B peLenTe He JOMYCKatTCS.
Il. OchopmneHue peuenTta B chopme 3NEeKTPOHHOro AOKYMEHTa

12. Peuent B @opmMe OneKTPOHHOro [AOKYMEHTa, MNOAMUCAHHOrO YCUIEHHOW KBanmduuupoBaHHON
3MNEKTPOHHOW MOAMNUCBIO, OpPMUPYETCA MeOULMHCKUM paboOTHUKOM, CBeOeHWss O KOTOPOM BHECEHbl B
dedepanbHbIl PerucTp MeauuUHCKMX paboTHMKOB <2>, a Takke Mpu YCMNoBUW peructpaumm MeauLMHCKON
opraHusauum, B KOTOpon odpopMnseTcs peuent, B dedepanbHOM peecTpe MeOUUUHCKMX opraHusauum <3>
€IMHON roCyAapCTBEHHON WHGOPMAaLMOHHON cuUcTeMbl B cdepe 30paBOOXPaHEHUS W MOAKIYEHUs TaKow
MEeOMLMHCKOW OpraHn3aumnmn K rocygapCTBeHHON MHpOpMaLUOHHONM cucteme B cdhepe 3apaBooXpaHeHUs cybbekTa
Poccunckon degepaumm <4>,

<2>|[Yactb 4 cratbu 91.1| PegepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
depepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3>|[Yactb 4 cratbu 91.1| denepanvHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbctBa Poccuiickon
®epgepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4> |Ctatbu 91| n |91.1| ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTtenbcTBa Poccuiickon
®epepauuu, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO NauMeHTa WM ero 3aKOHHOro MnpeacTaBuUTENs OopMIseTcs K3eMnnsap peuenTta B
dopmMe INEKTPOHHOTO AOKYMEHTa Ha DymMaxHOM HocuTene ¢ oTMeTkon "[ybnmkaT anekTPOHHOro AOKyMeHTa".
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