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MWHUCTEPCTBO 3[PABOOXPAHEHNSA POCCUNCKON ®EQEPALIUN
NMPUKA3
OT 24 HOABPA 2021 TOAA N 1094H

Ob YTBEPXOEHUU NOPANKA HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELIEMNTYPHbIX
BINNAHKOB HA NEKAPCTBEHHbLIE MPENAPATDI, MOPAOKA O®OPMIIEHUA YKA3AHHbLIX BJIAHKOB, UX
YYETA U XPAHEHUA, POPM BJTAHKOB PELIEMTOB, COAEPXALLWX HASHAYEHVE HAPKOTUYECKUX
CPENCTB U NCUXOTPOIMHbLIX BELWECTB, NOPANKA UX U3rOTOBIEHUA, PACMPEOENEHUA,
PET'MCTPALINN, YHETA U XPAHEHWUA, A TAKXE NPABUIT OPOPMITEHUA BJIAHKOB PELIENTOB, B TOM
YUCIIE B ®OPME 3JIEKTPOHHbIX JOKYMEHTOB

B cootBeTcTBUM C nyHKTOM 16 Yactu 2 ctatbm 14 PenepanbHoro 3akoHa ot 21 Hosbps 2011 . N 323-d3 "O6 ocHoBax
OXpaHbl 340p0Bbs rpaxaaH B Poccunckon ®enepaummn” (CobpaHue 3akoHogatensctBa Poccuiickon ®egepauun, 2011, N 48,
cT.6724; 2017, N 31, c1.4791), nyHKTOM 2 cTaTtbu 26 PenepansHoro 3akoHa oT 8 aHBapa 1998 . N 3-®3 "O HapkoTU4eckux
cpeacTBax v NcuMxoTponHbix BewlectBax” (CobpaHne 3akoHopaTenbctBa Poccuiickon ®egepaunm, 1998, N 2, ct.219; 2017, N
31, c1.4791), nognyHkTamn 5.2.177, 5.2.178 n 5.2.179 nyHkta 5 MonoxeHua o MUHUCTEPCTBE 3apaBOOXpPaHeHUss Poccumnckon
denepaumu, yTBEPKOEHHOrO NocTaHoBneHnem MNpasuTtenscrea Poccunckon Penepatimm ot 19 nona 2012 . N 608 (CobpaHne
3akoHogatenbctBa Poccuiickon depepauun, 2012, N 26, c1.3526; 2015, N 23, c1.3333; 2017, N 52, c1.8131; 2021, N 43,
CT.7258),

nprKasbIBato:
1. YTBEpPOUTD:

MopaOok HazHaYeHWs1 NeKapCTBEHHbBIX MpenapaToB cornacHo npunoxexuo N 1;

CbOprI peuenTypHbIX OnaHKoB Ha JNIeKapCTBeHHbIe npenapartbl CornmacHO NpuiioXeHuto N 2;

Mopsagok odopMneHns peuenTypHbiX OnaHKoOB Ha rekapCTBEeHHble npenapaTthl, WX Yy4yeTa W XpaHeHusi COrnacHo
npunoxenuto N 3;

cdopmbl BrnaHKoB peuenToB, coaepKaliMx HasHa4YeHWe HapKOTMYECKMX CPeaCTB UMM NCUXOTPOMHbIX BELLEeCTB, COrnacHo
npunoxenuto N 4;

rlOpﬂ,D,OK N3roToBleHnA, pacnpegeneHua, peruncrtpaumn, ydeta U XpaHeHuAa peuenTtoB, coaepXalwuxX Ha3HadeHue
HapKOTUYECKNX CPEACTB UIM NCUXOTPOMHbBIX BELLECTB COrnacHo npunoxeHuto N 5;

MpaBuna oopMneHus peLenToB, cogepXallmx HasHa4YeHne HapKOTUYECKUX CPEACTB UMK NCUXOTPOMHbIX BELECTB, B TOM
yucne B (popme 3NeKTPOHHbBIX JOKYMEHTOB COrflacHo npunoxeHuto N 6.

2. lNpusHaTb yTpaTUBLLUMM CURY:

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®enepaumm ot 1 aBrycta 2012 . N 54H "O6 yTBEepxaeHun hopMbl
ONaHKOB peLienToB, COAEMKAaLLMX Ha3Ha4YeHUe HapKOTUYECKUX CPEeACTB  WAW  MCUXOTROMHbIX BELIECTB, Nopsaka  ux
V3roTOBMNEHUSA, pacnpeneneHuns, perucTpaumu, ydeTa 1 XpaHeHud, a Takke npasun odopmneHus” (3apernctpupoBaH
MuHucTepcTBoM toctuumm Poccuiickon ®epepaumm 15 aBrycta 2012 r., pernctpaumoHHsii N 25190);

npuka3s MuHuctepcTBa 3apaBooxpaHenus Poccunckon Penepaumm ot 30 noHa 2015 . N 385H "O BHECEHUW N3MEHEHUN B

ONaHKOB peLenToB, COAEemKaLIMX Ha3HaYeHWEe HapKOTUYECKUX CPEACTB  WNW  MCUXOTPOMHbIX BELLECTB, MOPSAka WX
W3rOTOBMEHUS, pacnpefeneHunsi, perncTpauum, ydera WM XpaHeHus, a Takke npasun odopmneHus” (3aperMcTpyvpoBaH
MuHuctepcTBom tocTuummn Poccunckon ®epepaumm 27 Hos6pa 2015 r., pernctpaumoHHbin N 39868);
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npukas MuHmncTepcTBa 3apaBooxpaHenunsa Poccuickon ®epepaumm ot 21 anpena 2016 r. N 254H "O BHeceHUW n3MeHeHun
B npuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon Pepepauumn ot 20 aekabpsa 2012 . N 11754 "O6 yTBEpxaeHUu
nopsaka HasHa4YeHUsa 1 BbINUChIBAHUSA NEKAPCTBEHHbLIX NMPenapaToB, a Takke hopM peLienTypHbIX 6NaHKOB Ha NIEKAPCTBEHHbLIE
npenaparbl,_Nopaaka 0hopMIeHnsa yYKkasdaHHbIX OrnaHKoB, ux yvyeTa u xpaHeHus" u npunoxexdve N 2 k npukasly MuHuctepctea
3apaBooxpaHeHnsa Poccuiickon Penepaumm ot 1 aBrycta 2012 . N 541 "OG_yTtBepxaeHun copmbl OGrnaHKOB peLienToB,
coaepXalliMx HasHaYeHNe HapKOTUYECKUX CRPEACTB MW NCUXOTPOMHbIX BELECTB, NOPSAKa UX U3roTOBMNEHUS, PacnpeaeneHus,
pervucTpaLum, y4era 1 XpaHeHud, a Takke npasun odopmnexus” (3apeructpuposaH MuHucCTepcTtBoM tocTuummn Poccumnckon
depepauun 18 nonsa 2016 r., pernctpaumoHHbin N 42887);

OYHKT 4 U3MEHEHUN, KOTOPble BHOCATCH B HEKOTOPbIE NpuKasbl MUHWCTERCTBA 3APaBOOXPAHEHNS U COLIMANbHOro pasBmTus
Poccuickon ®Penepaumm . MuHuctepctBa 3apaBooxpaHenuns  Poccunckon  ®depepaumy 0o Bompocam obpalleHus
NeKapCTBeHHbIX Mpenaparos, CcoAepXallinx HapKOoTUYecKMe CpencTBa, MNCUMXOTPOMHbIE BeLlecTBa U MX MNPEKYPCcopbl,_u
7IeKapPCTBEHHbIX CPeacTB,  noanexauinx NpeaMeTHO-KONMYECTBEHHOMY YYeTy, YTBEePXKAEHHbIX fpukasom MwuHucTepcTBa
3aopaBooxpaHeHus Poccunckon Penepauum ot 31 oktabpa 2017 . N 882H (3apeructpupoBaH MWHMCTEPCTBOM HOCTUMLMM
Poccuiickon denepauun 9 aHeaps 2018 r., peructpaumoHHein N 49561);

npukas MuHucTepcTBa 3apaBooxpaHennsa Poccuiickort Penepaumm o1 11 paekabpsa 2019 . N 1021H "O BHeceHuu
uameHeHui B npunoxenna N 2 n 4 k npukady_MuH1cTepcTBa 3apasooxpaHennsa Poccuiickon Penepauun ot 1 asrycta 2012 r.
N 54H "O6 yTBERXKAEHMU HOPMbI BNAaHKOB PELIENTOB, COAEpXKaLLMX Ha3HAaYeHNEe HAPKOTUYECKMX CPEACTB UMW MNCUXOTPOMHbLIX
BELLECTB, MOpAAKa WX W3roTOBMEHMWS, pacnpedeneHund, perncrpaumm, yy4eta M XpaHeHus, a Takke npaswun odopmaeHus”
(3apeructpuposaH MuHuctepcTeom toctuummn Poccunckon ®epepaumm 28 ausapa 2020 r., peructpauunoHHbsin N 57293);

npukas MuHucTepcTBa 3apaBooxpaHeHmnsa Poccuinckon ®eaeparimm ot 8 oktabpa 2020 . N 1076H "O BHeCEHUU n3MeHeHUN
B [lopsaok perucrpauumu, yy4eTa U XpaHeHus chneumanbHbIX PeLenTypHblx OraHKoB Ha HapKOTUYeckMe cpeactBa  unu
NCUXOTPOMHbIE BEWIECTBA, YTBEMKAEHHbIN Npuka3oM MuHucTepcTBa 30paBooxpaHenna Poccurickon Penepaumm ot 1 aBrycra
2012 r. N 54H" (3apeructpupoBaH MuHuctepctBom toctuumm Poccuiickon ®enepaumm 13 Hoa6psa 2020 r., permctpauynoHHbin N
60898);

npuka3 MunncTepcTBa 3apaBooxpaHeHusa Poccunckon Penepaumm ot 14 aneapa 2019 . N 4H "O6 yTBERXAEHUN Nopgaka
HasHaYeHVs MeKkapcTBEeHHbIX MpenaparoB,  d)opM peLienTypHbIX 6naHKoB Ha feKkapcTBeHHble npenapatbl, nopsaaka
odhopMneHus ykasaHHbIX OGnaHKoB, uMX ydeTa W xpaHenua" (3apeructpupoBaH MwuHucTepcTBoM tocTuumm Poccuiickom
depepauun 26 mapta 2019 r., pernctpaumoHHbii N 54173);

npukas MuHucTepcTBa 3apaBooxpaHennsa Poccuiickont Penepaumm ot 11 aekabpsa 2019 . N 1022H "O BHeceHuu
u3MeHeHu B npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®enepaumu ot 14 aHeapa 2019 ©. N 44 "O6 yTBERKASHUM
nopsaKka HasHayYeHWs NekapCTBEHHbIX NpenapartoB, hopM peulenTypHbix 6naHKoB Ha NekapCTBEHHble Mpenapartbl,_nopsaka
odhopMneHus ykasaHHbIX OnaHKoB, uMX yyeTa U xpaHeHnusa" (3apeructpupoBaH MuHuCTEpCTBOM tocTuUmMmM Poccuiickom
depnepauun 28 aHeapsa 2020 r., peructpaumoHHein N 57292);

npuka3 MuHucTepcTBa 3apaBooxpaHeHmnsa Poccuinckon ®enepauum ot 8 oktsabpsa 2020 . N 1075H "O BHECEHUN N3MEHEHUN
B NOPSAOK Ha3HaYeHWs NeKkapcTBEHHbIX Npenaparos, YTBERXAEHHbIN npukazomM MuUHUCTERCTBa 3ApaBooxpaHeHns Poccumnckon
Denepaumun ot 14 aueapsa 2019 r. N 4H" (3apeructpmpoBaH MuHUCTEpCTBOM OCTUUMKM Poccuiickon ®epepauun 22 nekadps
2020 r., peructpaumnoHHbin N 61695);

OyHKT 3.8 VHCTRYKLMK O NOpsSAKEe BbINUCHIBAHUA NIEKAPCTBEHHbLIX NPENapaToB 1 ochopMaeHusa peLenToB U TpeboBaHum-
HaknagHbIX, YTBEPXXAEHHON Npuka3oM MUHMCTERCTBA 30paBOOXPaHEHNS 1 coLmanbHoro passutus Poccuiickon ®enepavimm ot
12 cheepana 2007 r. N 110 "O nopsake HasHayYeHVA WM BbINUCbIBAHUA NEKAPCTBEHHbLIX MPenaparoB, n3aenui MeauuuHCKOro
HasHayYeHVs W cneunanuavpoBaHHbIX NPOAYKTOB rievyebHoro nuTtaHus" (3apernctpupoBaH MUWHMCTEPCTBOM  HOCTULMK
Poccuinckon ®eanepaumm 27 anpens 2007 r., pernctpaumoHHbii N 9364);

npuka3 MUHUCTEPCTBA 3pPaBOOXPaHEeHUst U coumanbHoro pas3putua Poccuinckon Penepaumm ot 17 maa 2012 . N 562H
"O6 yTBepxaeHun lNopsaka oTnycka IU3NYEeCcKUM NuLiaM NEeKapCTBEHHbLIX MpPenapaToB ANs MEAWLIMHCKOrO MNPUMEHEHMS,
cofepkallmx KpoMe ManbiX KOMWYECTB HApPKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELIeCTB M UX MPEKYPCOROB Apyrue
chapmakonorvyeckme akTvBHblE BellecTBa” (3apeructpmpoBaH MuHuctepcTBoM tocTtuummn Poccuiickon depepauumn 1 mioHA
2012 r., pernctpauuoHHbii N 24438);

NYHKT 2 N3MEHEHWN, KOTOPbIE BHOCATCH B HEKOTOPbIE NpuKasbl MMHUCTEPCTBA 34RABOOXRPAHEHUS U COLIMAIbHOIO Pas3BUTUS
Poccuickon ®enepalmm, yTBepxaeHHbIX nNpuvkasoM MuHucTepcTBa 3apasBooxpaHeHus Poccunckon depepaumm ot 10 uioHA
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2013 . N 369H (3apeructpupoBaH MuHuctepctesoMm toctuumm Poccuiickon ®egepauum 15 mniona 2013 r., pernctpaumoHHsii N
29064);

npukas MuHucTepcTBa 3apaBooxpaHeHus Poccurickon Penepauuu ot 21 asrycta 2014 . N 465H "O BHeceHUN n3MeHeHun
B NMOPSAOK OTNyCcKka hn3MYECKMM NnLiaM NEeKapCTBEHHbIX NPenapaToB AN MEeAULIMHCKOIO NMPUMEHEHUs, coaepXallmx Kpome
ManbIX KONMYECTB HAPKOTUYECKUX CREACTB, NMCUXOTROMHbLIX BELLECTB U UX NPEKYRCOPOB ApYrne hapMakonormyeckne akTmBHbIe
BeLLeCcTBa, yYTBEPXAEHHbIN Npukasom MuHWCTEpPCTBa 34paBOOXPaHEHNS 1 coLManbHOro passutuga Poccurickon denepaium ot
17 mas 2012 r. N 562H" (3apeructpupoBaH MuHucTepctBom toctuumm Poccuinckon depepaumm 10 ceHtsdpa 2014 r,
pernctpaumoHHbin N 34024);

OyHKT 1 M3MEHEHUN, KOTOPbIe BHOCATCH B HEKOTOPbIE NpuKasbl MUHUCTERCTBA 31PABOOXPAHEHNS U COLIMANbHOro PasBmTus
Poccuinckon ®Pepepaumm  n  MuHUCTEpPCTBA  3a4paBooxpaHennsa  Poccuinckon  Penepaumn, YTBEPXKAEHHbIX MPUKA30M
MuHucTepcTBa 3apaBooxpaHeHns Poccunckon Penepaumm ot 10 centabpa 2015 . N 634H (3apernctpupoBaH MUHUCTEPCTBOM
tocTmumm Poccunckon ®epepaumm 30 ceHTabps 2015 ., peructpaumoHHbin N 39063);

OYHKT 3 N3MEHEHWUN, KOTOPbIE BHOCATCHA B HEKOTOPbIE MpUKasbl MUHUCTERCTBA 3/1PABOOXPAHEHNS U COLIMANbHOrO PasBUTUs
Poccuiickonn  ®Penepaumm . MuHucTepcTBa 3apaBooxpaHenus  Poccunckont  ®Pefepaumy  no  Bompocam obGpalleHus
NeKapCTBEHHbIX NpenaparoB, CoAeKalliMX HapKOTUYeCcKMe CPeacTBa, MCUMXOTPOMHbIE BELeCTBa U UX MPEeKypcopoB, W
NeKapCcTBEHHbIX CpeacTB, noanexawmux npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, YTBEPXKAEHHbIX Mpukasom MwuHUCTepcTBa
3nopaBooxpaHenus Poccuiickonn @enepauum o1 31 oktabpa 2017 . N 882H (3apeructpupoBaH MWHMUCTEPCTBOM HOCTUMLUM
Poccuickon ®enepaumm 9 aHsaps 2018 r., peructpaumnoHHbin N 49561).

3. PeuenTtypHble 6nankm chopmbl N 107/y-HI, M3roToBNEHHbIE A0 OHS BCTYMIIEHUS B CUITYy HacTOSILLEro npukasa, mMoryTt
ObITb Mcnonb3oBaHbl 40 1 mapTa 2023 roga.

4. HacTtosawmn npuka3 Bctynaet B cuny ¢ 1 mapta 2022 r. n gencrteyet oo 1 mapta 2028 r.

MwuHncTp
M.A.Mypaluko

3apernctpupoBaHo

B MuHuctepcTBe tocTuumm
Poccuinckon denepaumu
30 Hos16psa 2021 roaa,
permctpaumnoHHbin N 66124

NMpunoxexnne N 1

K NnpuKasy MMHMCTE%CTBa 34paBoOXpaHeHus
occuuckou depepaumm

oT 24 Hosa6psa 2021 ropga N 1094H

NnoPAAOK HASHAYEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB

I. OBLUME NMOJTOXXEHUA

1. Ha3HaueHune nekapCTBEHHbLIX MpenapaTtoB AN MeOULMHCKOTO NPUMeHeHus (manee - rnekapcTBeHHble npenaparbl)
OCYLLECTBMSETCS fleyallmMm BpayoM, (henbaepoM, akyLepKon B Criydyae BO3MOXEHUS Ha HUX MOSIHOMOYMIA fevallero Bpaya,

NPV OKasaHUM MEAULMHCKOM MOMOLUM B MEAULMHCKMX OpraHmMsaumuaxl, B nopsake, YCTaHOBEHHOM MpUKasom MuHMCTEpCTBa

30,paBOOXPaHEHNS 1 coLmanbHoro pasesuTns Poccuiickon Penepauum ot 23 Mapta 2012 . N 2521 "O6 yTBepxaeHun MNopsaka
BO3NOXeHUA Ha dhenbAllepa, akylepKy pykoBoauTenem MeauLMHCKOW OpraHusaumu npy opraHusaumn okasaHus nepBrYHON
MeOnKOo-CaHNTapHOW MOMOLLN U CKOPOW MEAULIMHCKOW NOMOLLIM OTAENbHbIX (hYHKLIMI fevallero Bpada no HenocpeaACcTBEHHOMY,
OKasaHW MeAWLIMHCKOW MOMOLLM NaumMeHTy B nepuos_HabnioaeHusa 3a HUM U ero fneveHus, B TOM Yuche MO HasHaYeHWo u
NPUMEHEHNI0 NEKAPCTBEHHbLIX MPENnapaToB, BKMAKYMAa HAPKOTMYECKMEe NEeKapCTBEHHble Mpenapartbl U NCUXOTROMHbIE
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feKapcTBeHHble npenapatbl” 2, HAMBMAYaNbHLIMW NPEANPUHUMATENSMM, OCYLLECTBAWMMA MEANLIMHCKYIO AEATENbHOCTb
(banee - meguuMHCKUE PabOTHUKM).

1 Nyukr 11 cratbn 2 PenepanbHoro 3akoHa ot 21 Hosbpsa 2011 . N 323-93 "O6 ocHoBax OXpaHbl 340POBbS rpaXaaH B

Poccuiickon Penepauun” (CobpaHue 3akoHopatensctBa Poccuiickon ®epepauun, 2011, N 48, c1.6724, 2019, N 52, c1.7796)
(oanee - ®epepanbHbin 3akoH N 323-93).

2 BapeructpuposaH MuHucTepcTBOM tocTULMK Poccuiickon deaepauun 28 anpens 2012 r., peructpaumoHHslin N 23971 ¢

N3MEHEeHUsIMU, BHECEHHbIMN Npuka3oM MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon Penepaumm ot 31 oktabpa 2017 . N
882H (3apeructpuposaH MuHuctepcTBom toctuuumn Poccuinckon ®egepaumm 9 ausaps 2018 r., peructpauymnoHHsin N 49561).

MeguunHckun paGOTHI/IK, O(bOpMI/IBLLII/IIZ peuenTt C HapyLieHnemMm HacTtodAwero nopdaka, unnn pykoBoguTersb MeANLNHCKOMN
opraHusauunmn obecneumsatoT cBOeBpeMeHHoe nepeoqoopMneHme Tpe6yeM0ro ana nauneHTta peuenTa.

2. CBefleHVsi O Ha3HaA4YeHHOM JleKapCTBEHHOM MpenapaTe (HanMMeHOBaHWE FeKapCTBEHHOro npenapaTa, A03UPOBKa,
cnocob BBEOEHUSS U MPUMEHEHUS, PEXUM [O3MPOBAHUS, MPOOOIKUTENBHOCTL nedYeHnst M 0BOCHOBaAHUE Ha3HaYeHust
neKkapCcTBEHHOro npenapara) BHOCATCA MeANUMHCKUM paBoTHMKOM B MEeAULMHCKYO AOKYMEHTaUMIO naumeHTa.

B cny4yasx, ykasaHHbIX B OyHkTax 8-11 HacTtodulero lMopsaka, MeauuuHCKMA pabOoTHUK, Ha3HAYMBLUUIA NEKAPCTBEHHbIN
npenapat, 0opMnsieT Ha3Ha4YeHWe JNEKAPCTBEHHbIX MpenapatoB, B TOM 4uCne Moanexawmx M3roToBfIEHUO WM OTMYCKY
anTevyHbIMY OpraHu3aumamm (ganee - nekapCTBeHHbIE Npenaparbl MHAMBUAYaNbHOIO U3rOTOBIEHMS), HA peLenTypHOM GnaHke,
ohopMneHHOM Ha ByMaKHOM HOcUTerne 3a CBOeW Moanuchbio (garnee - peuenTt Ha BymaxHOM HocuTene), n (unu) ¢ corrnacus

nauneHta wunnm ero 3aKOHHOIo I'Ipeﬁl,CTaBl/ITeJ'lﬂ3 Ha peuenTtypHom OnaHke B d)opme QNEeKTPOHHOINo [OOKyMeHTa C

MCMOMb30BaHMEM YCUIIEHHOW KBanMULMPOBAHHON 3MEeKTPOHHOW MoANMMCKM MeAMLMHCKOro paboTHMKa (ganee - peuent B
hopmMe 3MeKTPOHHOIO AOKYMEHTA).

3 OyHkr 2 cTathu 20 denepansHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenscTea Poccuiickon ®enepauun, 2011, N
48, c1.6724; 2021, N 27, c1.5159).

Peuent B daopme OINEKTPOHHOINo OOKYMEHTa, co,qepmau.mﬁ Ha3Ha4YeHne HapKOTUYEeCKMX CcpeacTtB Ui NCUXOTPOMHbIX
BewecTB, NoANMNCbIBAETCA C UCNONIb30OBaHNEM yCI/IJ'IeHHOIZ KBaJ'II/I(bI/ILI,I/IpOBaHHOIZ 3]'IeKTpOHHOI7I noanncu nedvawero Bpa4va unum
daenbp,Luepa, aKYyLLUEepKn, Ha KOTOPbIX BO3JTOXXEHbI (bYHKLI,VII/I nevyaiwlero Bpaya, un COOTBeTCTByIOLIJ,eVI MeANLNHCKOMN opraHmnsauumn
4,

4 MynkT 1 cTaTbn 26 PenepansHoro 3akoHa ot 8 aHeapsa 1998 r. N 3-®3 "O HapKOTMYECKMX CPeacTBax M NCMXOTPOMHbIX

BeulectBax" (CobpaHue 3akoHopaTenbcTBa Poccunckon ®Pepepauun, 1998, N 2, ct.219, 2017, N 31, ct.4791) (nanee -
®depnepanbHbin 3akoH N 3-03).

OdbopmneHmne peLentoB B (POpMe 3MEKTPOHHbLIX AOKYMEHTOB OCYLLECTBASETCA B Cryyae NPUHATUSA YNONTHOMOYEHHbIM
OopraHoMm McnonHUTensHon Brnactu cybbekta Poccuiickon degepaumm B COOTBETCTBUM C NyHKTOM 4 cTaTtbn 6 PeaepanbHoro

3akoHa oT 12 anpens 2010 . N 61-®3 "O6 obpallieHnuy NeKkapcTBEHHbIX cpeacTs”’? pelleHns 06 MCnonb3oBaHuM Ha

Tepputopumn cyobekta Poccuiickot ®egepaunn Hapsigy C peuentamu Ha JekapCTBEHHble npenapatbl, 0pOpMIEeHHbIMKU Ha
OyMaXkHOM HocuTene, peLenToB Ha NEKapCTBEHHbIE NpenapaThl, COOPMMUPOBaHHLIX B POPME 3EKTPOHHBIX JOKYMEHTOB.

5 CobpaHue 3akoHogaTenscTea Poccuiickon ®enepaumn, 2010, N 16, c1.1815, 2019, N 52, c1.7793.

3. Mpu BbiNMCKe nNauMeHTa U3 MEOMLMHCKOM OpraHusauuu, B KOTOPOM €My okKasblBanacb MeAWLMHCKasi Momollb B
CTauUMOHapHbIX YCINOBUSIX, NP HEOOXOOUMOCTU MPOAOIHKEHNSA NPUeMa NekapCTBEHHOIO Npenaparta B aMOynaTopHbIX YCIOBUSIX
AaHHOMY MauMEeHTY MO PeLLeHNI0 PyKOBOAMTENSA MEQULIMHCKON opraHu3aumnm HasHavarTces ¢ opopmneHnem peuenTa B hopme
SMEKTPOHHOIO AOKYMeHTa M (Mnu) Ha BGymakHOM HocuTene (3a UCKMYeHUeM OOPMIIEHUSI PELIENTOB Ha JEKapCTBEHHbIE
npenapatbl, nognexawiue OoTnycky OGecnnaTHO WM CO  CKMAKOW) nmMbo BblgalTCA (MAuUWEHTY WM ero  3akOHHOMY

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902339307
http://docs.cntd.ru/document/902312609#7DA0K5
http://docs.cntd.ru/document/542611776
http://docs.cntd.ru/document/727251258#7DG0K9
http://docs.cntd.ru/document/727251258#7DI0K8
http://docs.cntd.ru/document/902312609#8P80LV
http://docs.cntd.ru/document/9056021#7EO0KL
http://docs.cntd.ru/document/902209774#BP00P1

06 yTBepxaeHun Mopsiaka HasHauYeHUs NekapcTBEHHbIX NpenapaTos, GOpM peLenTypHbIX 6NaHKoB Ha NekapcTBEHHbIe npenapathbl, Ctpanuua 5
Mopsigka ocopmneHns ykasaHHbIX 6naHKoB, UX yyeTa u xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKalLmx HasHavYeHne

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB

lNpuka3 Mu+3sdpasa Poccuu om 24 Hos6ps 2021 a. Ne 1094+

I'Ipeﬂ,CTaBI/ITeJ'IIO) OAHOBPEMEHHO C BbIMMCKON 13 ncTopumn ©onesHn JNeKapCTBEeHHble npenapaTtbl, B TOM YUCI€ HapKoTU4YeCckmne mn
NMCUXOTPOMNHbIE NeKapCTBEeHHblEe MnpenapaTtbl, BHECEHHbIE B CMUCKU Il n lll nepeyHa HapPKOTUYECKUX CREACTB, MCUXOTPOMHbIX
BELLECTB WM WX NPEKYPCOPROB, MNOoANexaliux KOHTpomw B Poccunckon d)e,uepaum, yTBEPXOEHHOIo npaBI/ITeJ'IbCTBOM

Poccuiickoin ®Pepepaummnt (nanee - [epeyeHb), CUMBHOAENCTBYIOLLME NEKApCTBEHHbIE npenapaTthl, Ha CPOK npuema

nauneHTom Ao 5 gHen.

& MyHkT 2 cTatbn 2 PenepanbHoro sakoHa N 3-93 (CobpaHue sakoHoaaTensctsa Poccuiickon ®enepauumn, 1998, N 2,
cT.219; 2016, N 27, c1.4238).

4. HasHauyeHue NNeKapCTBEHHbIX npenapartoB Npu OKa3aHuu MEANLNHCKOM MomMOoLu B CTauMOHapPHbIX YCNOBUAX MOXET
OCYLUECTBNATLCA NOCpPeancTBoOM Tpe6OBaHVII7I MEANLNHCKOMN opraHusauumun, HanpasndaemMmblX B anTeYHble OopraHn3auuu,

ABNAOLIMECH CTPYKTYPHLIMW NOAPAa3AENeHNSIMI MEAULIMHCKON OpraHnsaumm 7 .

T TyHkT 54 cratbu 4 PenepansHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpallieHnn NekapcTBEHHbIX cpeacTs”

(Cobpanue 3akoHopaTensctBa Poccunckon degepauun, 2010, N 16, ct.1815; 2019, N 31, c1.4456) (nanee - ®eanepanbHbiv
3akoH N 61-93).

5. HasHauyeHne nekapCTBEHHbIX nNpenapaToB OCYLUECTBASETCA MEeOULMHCKMM pPabOoTHMKOM NO MeXayHapogHOMY
HenaTeHTOBaHHOMY HAaMMEHOBAHWUIO, a MPU ero OTCYTCTBUU - TPYNMUPOBOYHOMY UMM XMMMUYECKOMY HaumeHoBaHui. B cnyyae
OTCYTCTBUSA MeEXOyHapOAHOro HenaTeHTOBAaHHOMO HaMMEHOBAHMA W TPYMMNUPOBOYHOMO WM XUMUYECKOr0 HaMMeHOBaHWS
NeKapCTBEHHOro npenaparta JIeKapCTBEHHbIA npenapar HasHadaeTcsa  MeauUMHCKMM  paboTHMKOM MO TOProBOMY
HanMeHoBaHWUK. [pn HanMuMM MeQULMHCKUX MOKa3aHui (MHAMBUAYanbHAas HENEPEHOCMMOCTb, MO XU3HEHHbIM MOKa3aHWsIM)
Mo peLleHnio BpayeBbHON KOMUCCUN MEOMLIMHCKON OpraHusaumMmne ocyLLeCTBRSAETCS HaszHadeHne n oopMreHre HasHauyeHus!
NeKapCTBEHHbIX NpenapaToB, He BXOASLWMUX B CTaHAAPTbl MEAULMHCKOM NOMOLLN, pa3paboTaHHble B COOTBETCTBMU C MYHKTOM
14 craTbu 37 denepanbHoro 3akoHa N 323-03 7, unu He NpeayCMOTPEHHbLIX COOTBETCTBYIOLLEN KIMHUYECKON pekoMeHaaLmei,

nmbo no TOpProBbIM HauMMeHOBaHuAM. PelweHne BpadebHOM KOMWUCCUMM MEOMLMHCKOWM oOpraHu3auum QUKCupyeTcss B
MELMLMHCKON AOKYMEHTaLUM NaumeHTa 1 B XXypHarne BpadebGHoi KoMuccuu.

2 MNpukas MUHUCTEPCTBA 3[PaBOOXPAHEHNS U coLmanbHoro passutus Poccuiickon Peaepaumm oT 5 masg 2012 . N 5024

"O06 yTBEPXAESHUWN NOpPSAAKA CO3AaHWUS U AeATENbHOCTU BRPaYeOHOM KOMUCCUN MEONLIMHCKOW opraHm3aummn” (3apernctpupoBaH
MuHuctepcTBoM tocTuummn Poccuickon ®egepaumm 9 nioHa 2012 r., pernctpaunoHHbin N 24516) ¢ M3aMeHeHNsiMU, BHECEHHBIMUN
npukasoMm MwuHucTepcTBa 3apasBooxpaHennsa Poccurickon Penepaummn ot 2 aekabpsa 2013 r. N 886H (3apermctpupoBaH
MuHuctepcTBom tocTuummn Poccuinckon ®enepaumm 23 gekabpst 2013 r., pernctpaumoHHbin N 30714).

¥ Co6paHue 3akoHogaTenscTea Poccuiickon ®enepaumu, 2011, N 48, cT.6724.

Ecnu npv okasaHuyM naumMeHTy MeaMLMHCKOM MOMOLM B MeAMUMHCKOWM opraHM3auumM B CTauMOHapHbIX YCIOBUSX MO
peLleHnto BpavyebHON KOMUCCUM OCYLLECTBISIIOTCS HAa3Ha4YeHWe U MPYMEHEHWE feKapCTBEHHOro npenapaTta C KOHKPETHbLIM
TOProBbIM HaVMeHOBaHWEM, TO NPW OKasaHUM AaHHOMY NauMEeHTY MEeAULMHCKOWM MOMOLLM B MHOW MeQULIMHCKON opraHusauum B
CTaUMOHapHbIX YCIOBUSIX, @ Takke B amBynaTopHbIX YCIOBUSIX OCYLLECTBNSETCS HasHavYeHne emy nekapcTBEeHHOro npenapaTa

C TeéM Xe ToOproebiIM HanMeHOBaHUEM 1o,

10 MynkT 2 noctaHoBneHus MpaBuTtenbctBa Poccuiickon ®enepaumm ot 30.06.2020 N 965 "O BHECEHUU M3MEHEHWI B

MpaBuna chopMrpoBaHUA NepeYHsl NeKapCTBEHHbIX CPEeACTB, 3aKynka KOTOPbIX OCYLIECTBMAAETCA B COOTBETCTBUM C UX
TORIOBLIMU HaUMEHOBAHUSMUW, U O MPUMEHEHUW NEeKapCTBEHHbLIX NPENapaToB C KOHKPETHLIMU TORFOBLIMY HavMeHOBaHUAMK"
(CobpaHue 3akoHogaTtenscTBa Poccuiickon depepaumu, 2020, N 28, cT.4422).

6. HasHaueHue JNIeKapCTBEHHOro npenapara B peuente Ha 6yMa)KHOM HocuTene unn peudente B cbopme ANEKTPOHHOIo
OOKyMeHTa O(*)OpMJ'IﬂeTCﬂ Ha MMA nNauneHTa, And KoToporo npeaHasHayvyeH J'IeKapCTBeHHbIIZ npenapar.

PeuenT Ha BymaxkHOM HOcuTene, oopMIIEHHbIM Ha peuenTypHoM GnaHke dhopm N 107/y-HIM, N 107-1/y, N 148-1/y-88, N
148-1/y-04(n), yTBEP>KOEHHbBIX HACTOSALLMM MPUKA30M, MOXET ObITb MOMy4YeH NauMEHTOM, ero 3aKOHHbIM NPeacTaBUTENEM Un
NUUOM, UMeLWMM  OOPMIIEHHYIO B COOTBETCTBMM C TpaXdaHCKMM 3akoHogaTenbcTBoMm Poccuiickor  Pepepaunn
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0OBEPEeHHOCTb OT NauneHTa Ha npaBo Nofy4YeHua Takoro peuenta (,u,anee - YNOJIHOMOYEHHOE J'II/ILI,O).

MpenOcTaBneHve OOBEPEHHOCTM He TpebyeTca B crnydae MonydyeHus peLenTa Ha NeKapcTBeHHbl npenapaTl Aans
MHKYpabenbHOro 6oMNbLHOro Ha 3aBeplualolleM dTane ero XW3HW NMLOM, OCYLLEeCTBNALMM YXO4 3a TakuM WMHKypabenbHbIM
GonbHbIM. B Takom cnyyae MeauUMHCKUIA pabOoTHWK BblOAET ULy, OCYLUECTBMALEMY YXO4 3a WUHKypaberbHbIM 6OMbHbIM,
[OKYMEHT, NoaTBepKaatoLLmniA MHKypabernbHoe cocTosiHve BonMbHOro, codepallmii cBeieHus o nuue, KoTopoe GyaeT nonyyarb
neKkapcTBEHHble npenapaTtbl No peuenTy (pamunusa, UMs, OTYECTBO (NOCNeaHee - NpU HanuMuum), BUA, cepusi U (Mnn) Homep
AOKYMEHTa, YOOCTOBEPSIOLLErO NIMYHOCTL), 3aBEPEHHBIA MOANUCHID M MeYaTblo AaHHOrO MeaULMHCKOro paboTHUKA, a Takke
neyaTbio MEAULIMHCKOW OpraHn3aumu.

[lokyMeHT, noaTBepXaatoLLmnii MHKypabenbHoe CoCcTosiHMe GONBHOMo, OCTAeTCs B anTeYHOW opraHu3aumn.

Peuent B popme 9neKTpOHHOro AoKymeHTa (opMUpyeTcs C MCMNOMb30BaHMEM OCy4apCTBEHHOMW MHGOPMaLMOHHON
cuctembl B cdpepe 3gpaBooxpaHeHusi cybbekta Poccunckon ®degepaumm, MEOULUMHCKOA MHGOPMALNOHHOW CUCTEMBI

MeaULIMHCKO opraHmaauumll

11 Cratbu 91 1 91.1 denepansHoro 3akoHa N 323-d3 (CobpaHue 3akoHomaTtenscTea Poccuiickon ®enepaumm, 2011, N
48, cT.6724; 2021, N 27, ct.5141).

dakT BbldauM peLenTa Ha EeKapCTBEHHbLIN npenapaT 3aKOHHOMY NPeAcTaBUTEND WM YNOMHOMOYEHHOMY ULy
hUKCUpyeTCcs B MEAULIMHCKON AOKYMEHTauun naymeHTa.

7. MeguumHckMm paboTHMKaM 3anpeLLaeTcs oQopMIsATb pPeLenTbl NPYU OTCYTCTBUM Y NauueHTa MeauuUMHCKUX NokasaHui;
Ha HesaperucTpupoBaHHble NeKapcTBeHHble npenapaTthil?; Ha nekapcTBeHHble npenapathbli, KOTOpble B COOTBETCTBUM C

I/IHCprKLI,VIeIZ no MeguUNHCKOMY MPUMEHEHUI0 npeaHa3Ha4eHbl ONnA NMPUMEeHEeHUA TOJIbKO B MEOMLIMHCKUX OpraHn3auunax; Ha
HapKoTu4yeckne cpenctBa M MNCMXOTPONHbIe BelleCTBa, BHECEeHHble B CMNUCOK Il Mepeyns, 3aperncTpmnpoBaHHble B Ka4decTtBe
NeKapCTBEeHHbIX npenapartoB, B LUeNndaxX npuMeHeHna and nev4yeHna HapkoMaHun.

12 Pewenne CoBera EBpasviickoii 3KOHOMMYECKOW koMuccum oT 3 Hos6ps 2016 . N 78 "O [MpaBunax perncrpaumm u

9KCNepTU3bl NEKAPCTBEHHbIX CREeACTB ANS MEeAULIMHCKOro npuMeHeHus” (oduumnansHbelin cauT EBpasninckoro aKOHOMMUYECKOro
cow3sa http://www.eaeunion.org/, 21 Hosiopa 2016 r). Cratba 13 ®enepanbHoro 3akoHa N 61-®3 (CobpaHwue
3akoHogatenbcTBa Poccunckon ®egepaunn, 2010, N 16, c1.1815; 2020, N 14, c1.2028).

MHavBmayanbHblM - NpeanpuHUMaTtensM,  OCYLLECTBISIOWMM  MEOUUMHCKYI  AesiTeNlbHOCTb,  [OMOSNHUTENbHO K
TpeboBaHMAM, yka3aHHbIM B ab3ale NepBOM HaACTOsILLEro MyHKTa, 3anpeljaetcs oopMnsaTb PeLenTbl Ha HapKoTUYeckue
CpeacTBa U MCUXOTPONHbIE BellecTBa, BHeceHHble B cnucku Il n [l MNepeyHa (oanee - HapKOTUYECKME U MCUXOTPOMHbIE
nekapctBeHHble npenapatbl cnvckos |l u [l MNepeyHs).

8. MNpw HazHa4YeHUN HaAPKOTUYECKMX U MCUXOTPOMHBLIX NEKapCTBEHHbIX npenapaTtoB cnuvcka |l MepeyHs, 3a MUCKIoYeHeM
neKapCTBEHHbIX MpenapaToB B BMAE TpaHcAepMarbHbIX TepaneBTUYECKMX CUCTEM W NeKapCTBEHHbIX MpenapaTos,
cogepXalnx HapKOTUYECKOE CPEeACTBO B COYETAHUM C AHTArOHUCTOM OMWOWAHbLIX PELENTOPOB, peuenTbl Ha OBymaxHOM
HocuTene oopMIIATCA Ha peuenTypHoM bnanke dhopmbl N 107/y-HIT.

9. PeuenTypHbin 6rnaHk chopmbl N 148-1/y-88 odopmnsieTcst Npy HazHaYeHWU:

1) HapKOTUYECKMX W MCUMXOTPOMHbLIX JEeKapCTBEHHbIX npenapaTtoB cnucka |l lMepeyHs B Buae TpaHcOepMarbHbIX
TepaneBTU4YeCKMX CUCTEeM, HAPKOTUYECKMX INeKapCTBEHHbIX MnpenapatoB Crucka Il _MNepeyHs, coaepxalwmx HapKoTunyeckoe
cpeacTBo B co4veTaHMn C aHTaroHMCToM OnMoOMAHbIX peuenTopoB, MNMCUMXOTPOMHbLIX JIEKAapCTBEHHbIX MpenapatoB cCrhucka 1l
[epeyns;

2) KOMBMHMPOBAHHBIX NIEKAPCTBEHHbIX NPenapaToB, coaepXKallmX:

a) KOOEWH nnn ero conu (B nepecyeTe Ha YNCTOE BELLECTBO) B konuyectee A0 20 Mr BKNtounTenbHO (Ha 1 go3y TBepaon
nekapcTBeHHoW opmbl) unu B konudectse o 200 mr BkntountensHo (Ha 100 mn unu 100 r Kugkon nekapcTBeHHOW hopmbl
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OnA BHYTPEHHero I'IpI/IMeHeHVIﬂ);

©) nceBnoadbegpuHa rmapoxnopug B konuvectee, npesbiwatowem 30 Mr, u oo 60 mr BknouMTensHO (Ha 1 go3y TBepaon
nekapcTBeHHON popmbl);

B) nceBp,oacbe,quHa rmgpoxnopua B Konn4ecTtBe, npesBblillakollem 30 mr, 1 oo 60 Mr BKNIOYUTENLHO B COYETAHUWN C

AekctpomeTtopcaHom rugpobpommaom B konudectee, npesbiwatowem 10 mr, n go 30 mr BknounTensHO (Ha 1 oo3y TBepaomn
nekapcTBeHHOW hopMbl);

r) pekctpometropgaHa rugpobpomua B komnmdectBe o 200 mr BkmwoumutenbHo (Ha 100 mn wunu 100 r xugkowm
nekapcTBEHHOW hOpMbl 411 BHYTPEHHETO NPUMEHEHWS);

) adegpuHa rmgpoxnopug B kKonnyectse, npesbiwatowem 100 mr, u go 300 mr BknoumTtensHo (Ha 100 mn nnm 100 r
XNOKOW NeKkapCTBEHHOM (hOPMbI AN BHYTPEHHETO NPUMEHEHNS);

e) aceapviHa rMapoxnopua B konuvecTtse 0o 50 Mr BKIMHOUUTENBLHO (Ha 1 403y TBEPAON NEKapCTBEHHON hopMbl);

X) dpeHMnNponaHonamMmuH B KONMYECTBE 0 75 Mr BKIIOUUTENBHO (Ha 1 003y TBEpAON nekapcTBeHHon dopmbl) nnu go 300
Mr BkroumnTensHO (Ha 100 mn nnm 100 rxmakon nekapcTBeHHOW PopMbl A5 BHYTPEHHEro NpUMEHeHNs);

3) dpeHObapbuTan B KonmMyecTtBe A0 15 Mr BKMOUMTENBHO B COYETAHUM C KOOEUHOM (MM ero corsiMu) He3aBUCUMO OT
KonuyecTtBa (Ha 1 4o3y TBepAoW nekapcTBeHHOW OPMbI);

n) cbeHobapbutan B konuyectBe A0 20 Mr BKIIOMUTENIBHO B COYETAaHUMU C 3MEAPUHOM MMOPOXIIOPUMOAOM HE3aBUCUMO OT
KonuyecTtBa (Ha 1 403y TBepAoOW NekapCTBEHHOW OPMbI);

K) xnopamasenokcug B konnyectse, npesbiwatowwem 10 mr, n 4o 20 Mr BKAUUTENBLHO (Ha 1 403y TBEPAOW NEKapCTBEHHOM
hopMb);

3) nekapcTBEHHbIX NpenapaToB WHAMBMAOYaNbHOTO W3roTOBIIEHUSI, COAEPXALUMX HAPKOTUYECKOe CpPeacTBO UMK
ncuxoTpornHoe BewecTBo cnucka Il Mepeynd, u apyrne dapmakonorMyeckme akTvBHble BelecTBa B [03€e, He NnpeBbillatoLlen
BbICLLYHO pa3oByl0 4O3Y, U MPU YCNOBWU, YTO STOT KOMOMHMPOBAHHLIN NEKapCTBEHHLIN Npenapar He ABMSETCS HAPKOTUYECKUM
WITN NCUXOTPOMHbIM JIEKAPCTBEHHbLIM NpenapaTtom cnucka Il MNepeyns;

4) nekapCTBEHHbIX NpernapaToB, BKMHYEHHbLIX B NMEpeYeHb JNIEKAPCTBEHHbIX CPEACTB AN MEQULMHCKOTO MpUMEHEHUS,
noanexalumx NpeaMeTHO-KONMMYECTBEHHOMY YUeTy (farnee - nekapcTBeHHbIe npenaparbl, BKNoYeHHbIe B nepedeHs MKY)13 |

13 MopnyHkr 5.2.171(1)_nyHkTa 5 nocraHosneHus Mpasutensctea Poccuiickon denepaumm ot 19.06.2012 N 608 "O6

yrBepxaeHun [MonoxeHna o MuHUCTepcTBe 3apaBooxpaHeHus Poccuinckon ®depepaumn” (ganee - [llonoxeHune o
MuHuctepctBe) (CobpaHue 3akoHopatenbcTBa Poccuickon ®epepaumm, 2012, N 26, ¢1.3526; 2013, N 16, ¢c1.1970).

10. PeuentypHbin ©Onavk chopmbl N 148-1/y-04(n) ocbopmnsieTca npyv Ha3Ha4YeHUM neKapCTBEHHbIX MNpenapaToB
rpaxgaHam, UMelLuM npaBo Ha GecnnaTHoe nonyvyeHWe NeKapCTBEHHbIX NPEenapaToB UMM MOMyvYeHWe NEeKapCTBEHHbIX
npenapaToB CO CKUAKOWN.

11. PeuenTtypHbii 6naHk ¢oopmbl N 107-1/y ochopMnisieTcs Npu Ha3Ha4YeHUn:

1) nekapcTBEHHbIX NpenapaToB, He yKasaHHbIX B NyHKTax 8, 9 HacTosaulero Mopaaka;

2) KOMBUHMPOBAHHBIX NIEKAPCTBEHHbIX NMPenapaToB, CoAepXKaLLmX:
a) aproTamuHa ruapoTapTpaT B KONMYECTBE 40 5 Mr BKMOYMUTENBLHO (Ha 1 O3y TBEPAON NeKapCTBEHHON hopMbl);

0) adpeapwuiHa rugpoxnopua B konuvectee go 100 mr BknoumntensHo (Ha 100 mn unu 100 1 xngkon nekapcTBeHHoOM opmbl
AN BHYTPEHHErO NPUMEHEHUS);
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B) NnceBaoadeaprHa ruapoxnopus B kKonmyecTtse, He npesbiwatowem 30 Mr (Ha 1 o3y TBepaon nekapCTBeHHOW opMbl);

r) nceesgoadedpvHa rMapoxnopua B Konmyectse, He npeBbiwatowem 30 Mr, B COYMETaHUN C OEKCTpoMeTopdaHoM
rmgpobpomuaom B KonuyecTtBe, npesbiwatowem 10 mr, 1 go 30 mr BkAwumuTensHO (Ha 1 403y TBEpPAOM NeKapCTBEHHON

hopmbi);

n) AekctpomeTopdhaHa rmgpobpomug B KonuyecTtse, npesbiwatowem 10 mr, n go 30 mr BkntounTenbHO (Ha 1 4o3y TBepaomn
nekapcTBeHHOW hopMbl);

e) cbeHoGapbutan B KonnyecTtse, npesbiwatowem 20 mr, n o 50 mr BknouMTenbHO (Ha 1 403y TBEPAON NeKapCTBEHHON
opmbl);

X) dbeHobapbuTan B konmyecTBe A0 20 Mr BKMOYUTENBHO B COYETAHUU C 3PrOTaMUHOM MMAPOTAPTPATOM HE3aBMCUMO OT
Konu4yecTtBa (Ha 1 403y TBepAoW NekapCTBEHHOW OPMbI);

3) xnopauasenokcug, B konnyectee Ao 10 mr BknountenesHo (Ha 1 o3y TBepAov NekapCTBEHHOW DOPMbl).

12. MNpwn Ha3Ha4YeHUN NeKapCTBEHHOIO npenapaTta UHAMBMAOYarbHOIO U3roTOBMEHUs B peuente Ha BymakHOM HocuTene u
(unun) peuente B ¢popme 3MEKTPOHHOMO [OKYMEHTa HauMEHOBaHMS NEeKapCTBEHHbIX CPEeACTB (BELLECTB), BKMOYEHHbIX B
nepedeHb MKY, ykasbiBatoTcs B Havarne peuenTa, 3aTeM - BCe OCTallbHble UHIPeaNeHTbI.

13. Mpu HasHayeHWM nekapcTBEHHOro npenaparta B peuente Ha OGymMaxHOM HocuTene u (Mnu) peuente B dopme
3MNEKTPOHHOTO [OKYMEeHTa 3anpellaeTcs MpeBbillaTh KONMUYECTBO HapKOTUYECKUX CPEACTB WMM MCUXOTPOMHbLIX BELLECTB,
KOTOpOE MOXEeT OblTb BbIMMCAHO B OOHOM peLenTe, ycTaHoBneHHoe mnpunoxernveM N 1 k HacToduwemy [opsaaky, 3a
UCKIIOYEHMEM CrnyYaeB, yKa3aHHbIX B NyHkTax 15 n 24 HacTosulero MNopsaka.

14. Tpwn HasHa4YeHUN NEKapCTBEHHbIX MpenapartoB, BKIHOYEHHbIX B nepedeHb [KY, ao3a KoTopbiX NPeBbILLAET BbICLUMA
OOHOKPATHbIN NpyYeM, MeauUMHCKUA paboTHMK 0Bo3HaYaeT Ao03y 3TOro NekapCTBEHHOrO npenaparta B peuenTte Ha ByMakHOM
HOCcUTENne npPOMUCLI0 C MPOCTaBfieHWEM BOCKNULATENBHOMO 3Haka M (MnM) NpOCTaBnsieT BOCKNMLUATENbHbIA 3HAK nNpuv
ocopmsieHnmn peuenTta B hopMe 3NEKTPOHHOIO JOKYMEHTA.

15. KonnyecTBo HasHa4YeHHbIX fEeKapCTBEHHbLIX MpenapartoB, BKMHOYEHHbIX B nepedeHb 1KY, npu okasaHun naumeHTam,
HY>XOAOLWMMCA B AMMTENbHOM NeYeHUM, NEPBUYHON MeAMKO-CaHUTapHOW NMOMOLM U NannMaTtMBHOW MeOULMHCKON MOMOLLM
MOXeT ObITb YBEMNMYEHO C YYETOM KIMHWYECKUX peKkoMeHAauun He Boree 4Yem B 2 pas3a MO CpPaBHEHUIO C KONMUYECTBOM
HapPKOTMYECKUX CPELCTB UMM MCUXOTPOMHbBIX BELLECTB, KOTOPOE MOXET ObiTb BbINMMCAHO B OOHOM peLlenTe, YCTaHOBMEHHbLIM
npunoxexnveM N 1 k HacTosawemy Mopaaky.

B cnyyasix, npeoycMOTpeHHbIX ab3auem MepBbiM HACTOSILLEro MyHKTa, Ha peuentax Ha OymaxHOM HocuTene
npomu3BoanTcst Hagnucb "o cneumanbHOMY Ha3HaYeHW", OTAENbHO 3aBepeHHasl MOAMUCHID MEeAULIMHCKOro paboTHMKa U
neyaTtbld MeaMUMHCKOM opraHusauumn "[na peuentoB", Ha peuentax B OpMe INEKTPOHHOro LOKYMEHTa Mpou3BOAMTCA
otmetka "lo cneumanbHOMY Ha3HadyeHu" C MNpPOCTaBNEHWEM YCUNEHHOW KBanuuULMPOBAHHOW 3NEeKTPOHHOW MOANUCK
MeOULNHCKOro paboTHMKa.

16. CocTtaB nekapCTBEHHOro npenapara, IekapcTBeHHass dopma un obpallieHne MeguuMHCKoOro paboTHMKa K
hapmaueBTn4eckomy paboTHMKY 0O OTnycKe nekapCTBEHHOro npenapata Ha OymaxHOM HocuTene odopMnsoTCa Ha
NaTUHCKOM WM PYCCKOM A3blke B POAUTENbHOM Najexe, 3a UCKMYeHMeM opopMneHns peuenToB B hopMe 3MeKTPOHHOIO
[OKYMEHTa, OCYLLECTBMNSAEMOro Ha PYCCKOM 5i3bIKe.

Mpn odopmneHnn peLenTypHbiX OraHKOB OOMNYCKAETCs UCMONb3oBaHME COKpalleHun (npunoxeHne N 2 Kk HacTosemy.
Mopsaky).

Mpv HasHayeHuM reKapCTBEHHOro MpenapaTta He [JOMyckaeTcs COKpalleHMe HavMEHOBaHW  UHIPeaWeHTOB,
COCTaBNSOLWMX JTEKAPCTBEHHbIV Npenapat, He NO3BOSIAIOLLMX YCTAaHOBUTb, KaKo MMEHHO NeKapCTBEHHbIN NpenapaTt Ha3HayeH.

17. CnocoG npuMeHeHWsi nekapcTBEHHOro npenapata obo3HayaeTcsi C ykasaHWeM NyTW BBEAEHWs, [03bl, 4YacToThl,
BPEMEHU MpUEMAa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) W €ro ANUTENbHOCTU, a Ans JIeKapCTBEHHbIX MpenapaTtos,
B3aVMOAENCTBYIONX C MULLEN, - BPEMEHM MX YNOTPEONeHNss OTHOCUTENBHO Npuema nuwM (4o eabl, BO BPeEMs efbl, nocne
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enbl).

18. lNpn HeoBXOOUMOCTM HEMEANEHHOro WMNU CPOYHOro (B TeyeHWe AByX paboyumx AHEn) OTnycka JleKapCTBEHHOro
npenapata naumeHTy B BepxHeW 4YacTu peuenta Ha ByMaxHOM HocuTene npocTaenstoTcs ob6o3HaveHus "cito" (CpoyHo) unu
"statim" (HemegneHHo). AHanormyHble 0603HaYeHs NPOCTaBNATCA B BUAE OTMETOK Mpu odopmneHun peuenta B hopme
3MNEKTPOHHOro AOKYMEHTA.

19. MNpu odhbopMneHnn HasHavyeHNs roTOBOrO fieKapCTBEHHOMO nNpenapara B peuenTe Ha ByMaXHOM HOcuTene unu peuenTte
B popMe 3MNeKTPOHHOro AOKYMEHTa KOMWYEeCTBO AENCTBYIOLUMX BELLECTB YKasblBAae€TCS B COOTBETCTBUM C MHCTPYKUMEWN MO
MeAVLIMHCKOMY MPUMEHEHUIO NeKkapCTBEeHHOro npenaparta. [JonycTMMo ykasbiBaTb AO3MPOBKY NEKapCTBEHHbIX npenapaToB
CUCTEMHOro AencTBus (ans pe3opOTMBHOrO npuema) B TBEPAbLIX NEKAPCTBEHHLIX opmMax (Hanpumep, TabneTku, MOPOLLKM,
Karncynbl) Kak coaepXXaHvue OQHOro UM HEeCKOSNbKUX OEeNCTBYIOLLMX BELEeCTB B eQuHMLAaX Macchl (B rpammax, MunnMrpamMmmanx).
HdonycTumo ykasbiBaTb LO3MPOBKY NEKAPCTBEHHbIX NpenapaToB CUCTEMHOrO AeNcTBusA (ANns pe3opOTMBHOIO NPYMEHEHWs) B
XMOKUX NeKapcTBEHHbIX hopmax (Hanpumep, pacTBOPbl, CYCNEH3UN) Kak coAepXXaHne OOHOrO MIM HECKOMNbKUX AENCTBYHOLLNX
BELLECTB B eAMHMLAx Maccbl Ha eavHuuly obbema (Hampumep, MUNAUrpaMm/MUNNUANTP) C yKasaHueM obuiero obbema
nekapcTBeHHon opMbl.

Mpu odopmneHMn Ha3Ha4yeHUs NeKapCTBEHHOro npenapata WMHAOMBWUAYanbHOrO M3roTOBMNEHMS B pelenTte Ha OymaxHoM
HocuTene unu peuente B OpMe 3MEKTPOHHOIO AOKYMEHTa KONMUYECTBO TBEPAbIX M ChiMyunx dhapMaLleBTUYecKknx cybcTaHumi
ykasbiBaetcd B rpammax (0,001; 0,5; 1,0), Kuakux - B MUANUAUTPAXx, rpaMmmax 1 Kannsx.

20. Peuentbl Ha BymaxHoM HocuTene, B hopme 3MeKTPOHHOro AOKYMEHTa, OOpPMIIEHHbIE Ha peLenTypHOM OGnaHke
copmbl N 148-1/y-88 1 npegHasHayeHHble AnA OTMycka NeKkapcTBEHHbIX npenapaToB, NPeAyCMOTPEeHHbIX noAanyHkramu 1-3
nyHkTa 9 HacTogulero MNopgaka, AeNcTBUTENbHbI B TedeHne 15 gHen co gHa oopMieHms.

21. Peuentbl Ha BymaxHOM HocuTene, B (bopMe 3neKTPOHHOrO0 AOKYMEHTa, OhOpMIeHHblE Ha peuenTypHom GnaHke
chopmbl N 148-1/y-04(n) v NnpegHasHayYeHHble AN OTMyCKa NeKkapCTBEHHbIX NpenapaToB rpaxgaHaMm, ykasaHHbIM B nyHkTe 10
HacToduwlero Mopgaka, AencTButenbHbl B TedeHne 30 AHeW co OHA OPOpPMIEHUsd, 3a UCKIIYEHNEM cryyaeB oopmMneHus
peuenTta B COOTBETCTBMM C nyHkTamun 38 n 39 HacTosaulero Mopaaka, Npy KOTOPLIX OH AENCTBUTENEH B TedeHne 15 oHen co gHA
oopMIIEHMS.

22. Peuentbl Ha OymaxHOM HocuTene, B (hopMe 3neKTPOHHOINO0 AOKYMEHTa, OhOpMIIEHHblE Ha peuenTypHOM OnaHke
chopmbl N 148-1/y-04(0) v npegHasHayeHHble ANSA OTnycka NekapcTBEHHbIX NpenapaToB rpaxaaHam, A0CTUMLUM NEHCUOHHOIO
BO3pacTa, UHBanvaam nepBow rpynnbl, AETAM-UHBaNMAaM, a Takke rpaxaaHam, CTpaatoLLmMM XpoHNYeckMmn 3aboneBaHusamu,
TpebyLWmMMN ANUTENBHOIO KYpCOBOrO NeyeHusl, AencTBUTENbHbl B TedeHne 90 aHen co OHA 0hOpMMEHUs, 3a UCKHYEHNEM
cny4yaeB, ykasaHHbIX B OyHkTax 38 1 39 HacTogulero lNopaaka, npu KOTOpbIX OH AeWCTBUTENeH B TedeHne 15 gHen co AHsa
ocopmMIieHms.

[nsa neyeHus xpoHU4Yecknx 3aboneBaHUn yka3aHHbIM KaTeropusiM rpaxaaH riekapcTBeHHble npenapaTbl ¢ 0opMIIeHMEM
peLenToB Ha BymakHOM HOCUTerne Unu peLenToB B hOpMe SMEKTPOHHOIO JOKYMEHTa MOTYT HasHayaTbCsl Ha Kypc NeveHnst 4o
180 gHen.

23. Peuentbl Ha BymaxHoM HocuTene, B (bopMe 3neKTPOHHOro0 AOKYMEHTa, OOpMIEeHHblE Ha peuenTypHoM GnaHke
copmbl N 107-1/y n npegHa3HadYeHHble AnS OTNycKa NekapCcTBEHHbIX NpenapaToB, NPeayCMOTPEeHHbIX OyHKTOM 11 HacTogLero
Mopsaaka, AencTBUTENbHbI B Te4eHne 60 aHen co aHs odhopMITEHNS.

Mpn HasHayeHWM roTOBbIX NEKAPCTBEHHbLIX NMPenapaToB U NEeKapCTBEHHbIX NpenapaToB WHAMBUAYaNbHOMO WU3roTOBMEHUs
nauvMeHtTam ¢ 3abonesaHuaAMK, TpebyloWUMN ANUTENBHOrO KypCOBOrO NeyeHus, ¢ oopmrneHMemM Ha peuenTtypHom 6GnaHke
chopmbl N 107-1/y peuenTta Ha BymakHOM HocUTENe uUnu B opMe 3NEKTPOHHOIO AOKYMEHTa YCTaHABMBAETCSA CPOK AENCTBUSA
peuenTa B npeaenax 4o 04HOro roga.

B cnyyae yctaHoBnNeHus cpoka OenCTBMS pelenTta B npegenax 40 OAHOro roga B peuenTe npon3soamtcs Hagnucb: "o
crneunanbHOMY Ha3HavyeHuo", 0b603Ha4YaeTcs CPoK AENCTBUS peLenTa U NepuoanyHOCTb OTMYCKa NeKapCTBEHHbIX NpenaparToB
M3 anTe4yHoW opraHu3auMvM Wnu WHAMBMAYanbHbIM MNpeanpuHUMaTeneM, UMEKLMM IULUEH3NI0 Ha dapMaueBTUYECKYHO

ﬂeﬂTeﬂbHOCTb14 (emeHe,u,eano, eXXeMeCA4YHO N WHble ﬂepVIO,D,bI). [ononHuteneHo 31O YKa3aHune 3aBepsAeTcAa noanucbro

MeauUMHCKOro paboTHMKa, a Takke neyaTbd MeOMLMHCKOM opraHusauuu "Ona peuentoB" (4ns peuenta Ha OGymaxHOM
HOCUTENE) WMM  YCUMNEHHOW  KBanMUUWMPOBAHHOW  3MNEKTPOHHOW MNOAMUCHI  MEOMUMHCKOro paboTHMka W nuua,
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YMONMHOMOYEHHOIO 3aBepsATb AOKYMEHTbl OT WMMEHU MeAVLMHCKOW oOpraHusauuu (ans peuenta B dopme 3neKTPOHHOro
OOKYMeHTa).

14 NyukT 47 yactun 1 cratbn 12 PenepanbHoro 3akoHa ot 4 Mas 2011 . N 99-93 "O nuueH3MpoBaHUM OTAENbHbIX BUOB

aestenbHocTn" (nanee - ®egepanecHbin 3akoH N 99-03) (CobpaHue 3akoHogatenbcTBa Poccuiickon ®egepaumm, 2011, N 19,
CcT.2716; 2021, N 27, c1.5177).

24. PeuenTbl Ha NekapCTBEHHbIE Npenaparbl, BKMOYeHHble B nepeyeHb MKY, ong nevyeHus naumMeHToB C XPOHWUYECKMMMU
3aboneBaHMAMM MOTyT 0hOPMIIATLCS Ha Kypc neveHuns o 60 gHen.

B cnyyae, korga kypc neyeHus coctaenger 6onee 30 AHen, OOMONHUTENbHO B peuenTax Ha OymaxHoOM HocuTene
npounsBoanTca Hagnuchb "lMo cneumanbHOMY Ha3HaYeHMIO", 3aBepeHHas NoAMUCbI MEeAMLMHCKOro paboTHWMKa M neyaTtbio
MeaVLUMHCKON opraHu3auumn "Ona peuentoB”, Ha peuenTax B )OpMe 3EKTPOHHOIO0 JOKYMEHTa npomsBoguTca oTMmeTka "llo
cneynanbHOMY HasHadeHuto" C NPOCTaBflIEHMEM YCWUITEHHOM KBanuUUMPOBAHHOM 3MEKTPOHHOM noanucu MeguuMHCKOro
paboTHMKa 1 nuua, yrnormHOMOYEHHOTO 3aBepsTb JOKYMEHTbI OT UMEHU MEAMLVHCKON OpraHv3aunu.

25. PeuenT Ha BymaxHOM HocuTene B oopMe 3rEKTPOHHOTO AOKYMEHTa, OPOPMIEHHbIN C HAPYLLUEHWEM YCTaHOBMEHHbIX
HacTosAwmM Nopsakom TpeboBaHWIA, CHNTAETCH HEAENCTBUTENbHBIM.

Il. HASHAYEHUE NNEKAPCTBEHHbIX MPEMAPATOB NPU OKA3AHUN MEOULWHCKOW NOMOLLM B
CTALMOHAPHbBIX YCNOBUAX

26. Npun okasaHMM NaUMEHTY MEOULMNHCKOWM NMOMOLLM B CTALMOHAPHBIX YCITOBUSAX HA3Ha4YeHMEe NEeKapCTBEHHbIX NpenapaToB
npousBoanTcst 6e3 odopmneHms pelenta MegUUUHCKUM PabOTHUKOM €4MHOMMYHO, 3a UCKIIOYEHMEM CMy4YaeB, YKa3aHHbIX B
nyHkTe 27 HacTosulero Nopsaka.

27. CornacoBaHne Ha3Ha4YeHusi JNIEKapCTBEHHbIX NnpenapaToB C 3aBeayrLwnmMm otaerneHnem ninm OoTBeTCTBEHHbIM OEXYPHbIM
Bpayom nnéo apyrum nmuoM, ynosiIHOMOYEHHbIM TMPUKa3oM [TaBHOIMo Bpada MEANLNHCKOMN opraHmnsauunmn, a TakKke, npu
Hann4nu, ¢ Bpa4oMm - KnMHN4YeCKnm q)apmakonorom HeO6XO,EI,I/IMO B Cly4yadax:

1) OAHOBpPEeMEHHOIro HasHa4YeHna NATN n bonee NeKapCTBEHHbIX npenapaTtoB O AHOMY NaUNEHTY;

2) HasHayeHUs JeKapCTBEHHbIX MpernapaToB, He BXOASLMX B MEPEYEeHb >XUBHEHHO HEOBXOAUMBIX W  BaXKHEMLLUX
nekapcTBeHHbIX npenapaTtoBl® | npu HETMNUYHOM TedeHuy 3aBoneBaHusi, HanMYMM OCRIOXKHEHWII OCHOBHOMO 3abornesaHus u

(VIJ'II/I) ConyTCTBYHOLNX 3aboneBaHui, npu Ha3Ha4YeHuUn neKapCTBEHHbIX npenapartos, 0COBGEHHOCTM B3aMMOAENCTBUSA U
COBMECTUMOCTU KOTOPbIX COrmacHO UHCTPYKUUAM MO UX NPUMEHEHUIO NPpUBOOAT K CHUXXEHUIO S(bd)eKTMBHOCTVI n 6esonacHocTn
cbapmaKOTepanMM n (MJ'IM) Co3aatoT noTeHUuManbHy0 OnNacHOCTb AJA XU3HW U 300pOBbsA NauueHTa.

15 Yactun 1 cratem 60 denepansHoro 3akoHa N 61-©3 (CobpaHnue 3akoHopatenscTea Poccuiickoit ®egepauum, 2010, N
16, c1.1815; 2020, N 29, cT.4516).

B ykasaHHbIX criy4Yasix HasHa4yeHWe NeKapCTBEHHbIX NpenapaToB (PUKCUMPYETCS B MEAMLIMHCKOW AOKYMEHTaUMKN nauueHTa u
3aBepsieTcsl NOANUCHI0 MeauUMHCKOro paboTHWKa WM 3aBedyroLwero oTaeneHuemM (OTBETCTBEHHOTO AEXYpPHOro Bpada unu
APYroro ynorHoMo4YeHHoro nuua).

28. MegnumHcknii paboTHMK MEOMLIMHCKOWM opraHuM3auuy (ee CTpyKTypHOro nogpasneneHust), pacroroXeHHON B CENbCKOM
HaCerneHHOM MyHKTE, OCYLLECTBMSIET Ha3HayYeHue INeKapCTBEHHbIX MpenapaTtoB B Cry4yasXx, YKasaHHbIX B OyHkTax 27 u 29
HacTosulero [Nopsaka, eaMHONUYHO.

29. MNo peweHunto Bpaqe6H0|7| KOMUCCUN naunueHTam npu okasaHnnm v MEANLMHCKON NOMOLLM B CTauMOHapHbIX YyCIToOBUAX
Ha3Ha4YakwTCA JeKapCTBeHHble npenapatbl, He BKIOYEeHHble B MNepedyeHb XNW3HEeHHO HeO6XO,EI,I/IMbIX M BaXXHENLWmnx
NNeKapCTBEHHbIX Npenaparos, B Cliy4ae X 3aMeHbl n3-3a I/IHHI/IBI/I,D,yaJ'IbHOIZ HenepeHoCMMOCTHU, NO XKXN3HEHHbIM NOKa3aHUAM.

PelueHne BpayebHOM kKOMUCCUN PUKCUPYETCA B MEAMLIMHCKON OOKYMEHTaUMN NaumeHTa 1 XypHane BpadyebHon kommccuu,
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30. B cny4yadax OGCJ’IG,EI,OBaHI/IFl N JnedeHunda rpaxgaHuHa B CTauMOHapHbIX YCNOBUAX B paMKax MnpeaocTtaBlieHnA
MEONLNHCKUX YCIyr Ha BO3ME3HON OCHOBE 3a CYET NMUYHbIX cpeacTB rpaxpaH, cpencts ropnagny4ecknx nmu n MHbiX cpencTtB Ha

OCHOBaHWK [0roBOpa, B TOM 4YMCrie [0roBopa [06pOBONbHON0 MEAMLMHCKOTO cTpaxoBaHuald | emy MoryT 6biTb HaszHaueHbI

JNIeKapCTBeHHblIe npenapartbl, He BXoasdline B nepevyeHb XXN3HEeHHO HeO6XOD,I/IMbIX N BaXKHENLWnx JleKapCTBEeHHbIX npenapartos,
€CIn X Ha3Ha4vyeHune n npuMmeHeHne O6yCJ'IOBJ'IeHO MeaANUNHCKMMU NOKa3aHUAMMN.

16 Mocranosnenune lMpasutenbcrea Pocouiickon Penepaumm ot 4 oktabpa 2012 . N 1006 "O6 ytBepxaeHun MNpasun

NPEfOCTaBNeHNss MEAWLIMHCKMMY QpraHvM3aumnsMu nnaTHbiX meauumHckmx yenyr" (CobpaHune 3akoHopatensctBa Poccuiickon
depepauun, 2012, N 41, c1.5628).

. HASBHAYEHUE NIEKAPCTBEHHbIX NMPENAPATOB MPU OKA3AHUMN HEEBVI‘—IHOVI MEDMISO-CAHVITAPHOVI
nomoLin, CKOrpom MEAUMLIMHCKOU NOMOLLKX U NATINTMATUBHOU MEAULUMHCKOU NMOMOLLA

31. lNpn okaszaHUM NEepBUYHON MEOUKO-CaHUTAPHOM MOMOLLUM M NananaTMBHOW MEeAULMHCKOM MOMOLUM B amMbBynaTopHbIX
YCNOBUSIX Has3HauYeHue meKapCTBEHHbLIX MpenapaTtoB OCYLECTBASETCA MEeOUUUHCKMM pPaboTHMKOM B ClyyYadx TUMUYHOMO
TeyeHus 3aboneBaHnsa NnaumeHTa CX0Aa U3 TSHKECTU M xapakTtepa 3abonesaHus.

32. HasHayeHve NNeKapCTBEHHbIX npenapaTtoB Mo pelleHuto BpaqeGHoﬁ KOMUCCuMnN npmn okKkasaHuu I'IepBM‘-IHOVI MeaunKo-
CaHMTapHOVI NOMOLLM, NannIMaTMBHON MEOULVNHCKOW MOMOLLM B aM6ynaTopr|x yCnoBuAax npon3BognTCcAd B Cliyydasax:

1) OAHOBPEMEHHOro HasHa4yeHuUsl OJIHOMY MaUMeHTY NATU U Goree NeKkapCTBEHHbIX NpenapaToB B TeYeHUe OfHMX CYTOK
WN CBbILLIE AECATM HAUMEHOBAHMWI B TeYeHUe TpUaLaTh AHEN;

2) Ha3Ha4yeHUs1 NeKapCTBEHHbIX NpenapaToB Npu HETUMUYHOM TeYeHUW 3aboneBaHusl, HANUYUU OCMOXHEHWUI OCHOBHOMO
3aboneBaHMs ”n (Unu) CONyTCTBYHOLWMX 3aboNeBaHU, MNpuM Ha3HAYEeHMM JeKapCTBEHHbIX MpenapatoB, 0COBGEHHOCTU
B3aUMOJENCTBAS M COBMECTMMOCTM KOTOPbIX COMMAacCHO WHCTPYKUUSM MO WX MPUMEHEHUIO MPUBOOAT K  CHWDKEHUIO
apdekTUBHOCTN M 6E30MacHOCTM NeYeHns nauueHTa v (Mnu) co3garT MOTEeHUMarnbHyl ONacHOCTb AMS XW3HU U 300pPOBbS
naumeHTa;

3) NnepBUYHOIo Has3Ha4eHuA nauneHTYy HapPKOTUHECKUX U NCUXOTPOMNHbIX JIeKapCTBEHHbIX npenapatoB CrYCKOB Il wn
@peqHﬂ (B cnyvyae TMpUHATUA pyKoBOoOUTENEM MEANLNHCKOMN opraHmn3auunm peweHna o HeO6XOD,I/IMOCTI/I cornmacoBaHuA
Ha3Ha4YeHnA Takmnx nekapCTtBeHHbIX npenapaTtoB C Bpaqe6H0|7| KOMI/ICCI/IeIZ).

33. lNMoBTOpHOE Ha3HayYeHWe HapPKOTMYECKMX WM MCUXOTPOMHbLIX fleKapCTBeHHbIX npenapatoB cnuckoB Il u |l MepeyHs
NpPoOn3BoANTCA MEOULUUNHCKMM PabOTHUKOM CaMOCTOATENBbHO MM eAnHONMYHO 6e3 yyacTus BpadyebGHOM KoMMCCUM naumeHTam ¢
Bblp@XXE€HHbIM 60NneBbIM CUMHOPOMOM NOOOro reHesa, HapylWeEHWEeM CHa, CYOOPOXHBIMW COCTOSHUAMW, TPEBOXHbLIMU
pacctponcTeamu, pobmsiMm, NCUXOMOTOPHBIM BO3BY>KOEHNEM.

34. Mpu oKa3aHWN CKOPO MeAMUMHCKOM NMOMOLLM fieKapCTBEHHblE MpenapaTbl HazHavalTca MeauUUMHCKMM paboTHUKOM
Bble3gHoN Gpuragbl CKOpPOW MOMOLLM, MEAMLMHCKUM PabOTHUKOM MEAMUMHCKOW OpraHusauuy npu oKasaHuM MeaMLUMHCKOW
MoMoLLM rpaxkgaHam npu 3aboneBaHusiX, HECHACTHBIX Crlyyasix, TpaBmax, OTPaBMEHUSX U OPYrMX COCTOSHUSIX, Tpebyrowmx
CPOYHOTO MEAULIMHCKOIO BMELLaTENbCTBa.

IV. HASBHAYEHUE NEKAPCTBEHHbIX MPEMAPATOB NPAXXOAHAM, UMEIOLLMM NPABO HA BECMNNATHOE
NONYYEHUE NEKAPCTBEHHbIX MPEMAPATOB UITU NONYYEHUE NEKAPCTBEHHbIX MPEMAPATOB CO
CKMOKOW, NPU OKA3AHUU NEPBUYHOWN MEOUKO-CAHUTAPHOMN MOMOLLIU

35. Tpn okasaHUM NEPBUYHON MEAMKO-CAHUTAPHOW MOMOLUM Ha3HaYeHNne MEeOUUUHCKMM paboTHMKOM Ha OCHOBE
KMUHUYECKUX PEKOMEHOaLmMiA U C Yy4eToM CTaHOapToB MeavuuHckon nomowml? nekapcTBeHHbIX npenapaTos, OTMycKaembixX

GecnnaTHO UNN CO CKUAKOW, rpaxaaHam, MMeLMM npaBo Ha obecneyeHne riekapCTBEHHbIMI NpenapaTaMmy 3a cdeT cpeacTs
OlomKETHBIX acCUrHOBaHWIA doedepanbHoro dtomkerta u GrogxkeToB cybbektoB Poccuiickon denepauunn, OCyLIECTBSETCS Ha
peuentypHoMm 6naHke N 148-1/y-04(n).

17 Cratba 37 denepansHoro sakoHa N 323-®3 (CobpaHue 3akoHomatenscTea Poccuiickon ®enepaumn, 2011, N 48,
cT.6724; 2021, N 27, c1.5186).
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Mpu odhopmneHun peuenta Ha brnaHke ¢hopmbl N 148-1/y-04(n) Ha BymaxkHOM HocuTene oopMIISIOTCA ABa 3K3EMNnspa,
OOWH M3 KOTOPbIX OCTAETCS B anTe4YHOW OpraHn3aLmmn, BTOPON - B MEQULIMHCKON AOKYMEHTaLMn nauueHTa.

36. lNpaBo HasHayaTb feKapCTBEHHble MpenapaTbl rpaxgaHam, WMelWMM npaBo Ha 6OecnnaTHoe nonyyeHue
neKapCTBEHHbIX NpernapaToB UK NoMy4YyeHne nekapcTBEHHbIX NpenapaToB CO CKUAKOW, Takke UMELOT:

1) mMeauumHckme paboTHMKKM, paboTawwme B MEOULMHCKON OpraHvM3auuum no COBMECTUTENbCTBY (B Npeaenax CBOen
KOMMNEeTEHLUUN);

2) MeauumHckne paboTHUMKM CTauMOHApHbIX OpraHu3auuii couuanbHOro O6CNYXMBaHUS MPU HanMuMu NMLEH3UM Ha
OCYLLECTBNEHNEe MeaULMHCKON aeaTenbHocTUlE | npemycmartpuBarollein BhiNonHeHne paboT (oKasaHue YCryr) Mo OKasaHuo
NnepBUYHON MEMKO-CaHUTaPHOW NOMOLLIM B amBynaTopHbIX YCIOBUSAX (HE3aBUCMMO OT BEAOMCTBEHHON NPUHAAMNEXHOCTH);

18 MNyHkT 46 Yactu 1 craTtbn 12 denepansHoro 3akoHa N 99-®3 (CobpaHue 3akoHodaTenscTea Poccuiickoin deaepauum,
2011, N 19, c1.2716; 2021, N 27, c1.5159).

3) MeauumHcKkne pabOoTHUKM MEAUMLIMHCKUX OpraHu3auui, OKasbiBaloWMX MNEPBUYHYI0 MeOMKO-CaHMTapHYH MOMOLLb,
NoABEAOMCTBEHHbIX dhedeparbHbiM OpraHaM WCMONMHUTENbHOW BMacTM MMM opraHaM WCMONHUTENbHOW Bnactu CyObekToB
Poccuinckon ®enepaumu;

4) vHOuBMAyanbHble MPEeanPUHUMATENW, OCYLLECTBASIOWMNE MEOULMHCKYI0 OeATeNbHOCTb W BKIOYEHHblE B pPeecTp
MELMLMHCKMX OpraHn3aLuii, OCyLLECTBSIOWUNX AesTeNbHOCTL B cdhepe 06s13aTenbHOro MeanLMHCKOro CTpaxoBaHus.

37. TMpu HasHayeHUM TeKapCTBEHHbIX MpenapaToB rpaxhaHaMm, WMelWwuM fpaBo Ha 6GecnnatHoe nony4YeHue
nekapCTBEHHbIX MpenapaToB WM MOMyYeHUe NeKapCTBEHHbIX MpenapaToB CO CKUAKOW, B peuenTte ykasblBaeTcs Homep
TernedoHa, Mo KOTOPOMY PabGOTHUK anTeYHOW opraHuMsauMum Mnpu HeobXOAMMOCTU MOXET COorfacoBaTb C MELULUMHCKAM
paboTHNKOM 3aMeHy NeKkapCTBEHHOTO NpenapaTa.

38. HasHayeHne HapKOTMYECKMX M MCUMXOTPOMHLIX JeKapCTBEHHbIX MpenapatoB cnucka |l lMepeyHsa (3a MUCKNoYeHUeM
nekapcTBeHHbIX MpenapaTtoB B BWAe TpaHCAepMalbHbIX TepaneBTUYECKUX CUCTEM, a TaKke NeKapCTBEHHbIX npenapaTos,
cofepxXalmux HapKoTUYecKkoe CPeacTBO B COMETAaHUM C aHTarOHUCTOM OMMOUAHbLIX PeLenTopoB) rpaxaaHam, UMerLmMM nNpaBso
Ha ©GecnnatHoe nonyyeHWe IneKapCTBEHHbIX MNpenapaToB WKW MOMYYeHUs NeKapCTBEHHbIX MpenapaToB CO  CKUOKOW,
ocyllecTBNsAeTcA Ha peuentypHoMm 6naHke copmbl N 107/y-HI, k KOTOpoMy AOMOMHUTENbHO OQOPMISETCA PeuenT Ha
peuenTtypHoM 6naHke dhopmbl N 148-1/y-04(n) (B ABYX aKk3emnnsipax npu opopmneHmmn Ha BymakHOM HocuTene).

39. HasHayeHMe HapKOTUYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbLIX npenapatoB cnucka |l [epeyHa B Buae
TpaHcaepMarnbHbIX TepaneBTUYECKMX CUCTEM, HAPKOTMYECKUX NeKapCTBEHHbIX npenapatoB cnucka |l MNepeyHsa, cogepxalumx
HapKOTMYeCcKoe CpeacTBO B COYETAHUM C aHTArOHNCTOM OMUOWMAHBLIX PELEenTOPOB, NCUXOTPOMHbLIX NEeKapCTBEHHbIX NpenaparTos
cnvcka lll MNepeyHd, nekapcTBEHHbIX MpenapaTtoB, BKMOYeHHbIX B nepedeHb KY, cogepxawmxca B noanyHkre 2 nyHkta 11
HacToduero Mopgaka, NpegHasHayYeHHbIe AN NeYeHns rpaxaaH, MMeLLMX NpaBo Ha BecnnaTHoe nonyyeHme nekapcTBEHHbIX
npenapaToB U1 MonyvyeHne NeKapCTBEHHbIX MpenapaTtoB CO CKMOKOW, OCYLLECTBMSIETCS Ha peuenTypHbix GraHkax dhopm N
107-1/y n N 148-1/y-88, k KOTOPbIM AONOMHUTENBHO OhOPMIISETCA peLenT Ha peuenTypHoM bnaHke dhopmbl N 148-1/y-04(n) (B
OBYX 3K3emnnsipax npu oopmrneHmmn Ha GymaxHOM HocuTene).

MpunoxeHue N 1

K Mopsaaky Ha3HavYeHus
neKapcTBEeHHbIX NpenapaTos,
yTBEpPXAEHHOMY NMPUKa3oMm
MuHucTepcTBa 34paBoOXpaHeHUs
Poccuinckon ®epepaummn

oT 24 Hos6ps 2021 roga N 1094H

KONMNYECTBO HAPKOTUYECKUX CPELOCTB UJTN MCUXOTPOINHbIX BELLWECTB, KOTOPOE MOXET BbiTb
BbIMMCAHO B OAHOM PELIENTE
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N n/n MexayHapogHoe HenaTteHTOBaHHOE HauMeHoBaHWe dopma Bbinycka un Konunuyectso
HapKOTUYECKOro U NCUXOTPOMHOMO NeKapCTBEHHOIo [03MpOoBKa
npenapata
1. BynpeHopduH+HanokcoH TabneTku cybnmHreanbHble 60 TabneTok
0,2mr+0,2wmr (ynakoBka, KpaTHasi
N 20)
2. BynpeHopdumH PacTBop Anst MHBbEKLWIA, 30 amnyn
0,3 mr/mn 1 mn (wnpuu-TOO6UKOB)
3. BynpeHopduH TpaHcoepManbHbIn
nnacTbipb
35 mKr/yac 20 nnacTbipen
52,5 mkr/vac 10 nnacTbipen
70 mkr/yac 5 nnacTblpen
4, MopduH PacTtBop ona nHbekumn, 20 amnyn
pacTBOp AN NOAKOXHOro (wnpuu-ToO6UKOB)
BBEAEHWS
10 mr/mn 1 mn
5. KogenH+MopdmH+HockannH+lManaBsepuH+TebanH PacTtBop 4ns nogKoXXHOro 20 amnyn
BBEAEHMS
0,72+5,75+2,7+0,36+0,05
mr/mMn 1 mn

1,44+11,5+5,4+0,72+0,1

mr/mn 1 mn
6. TpumenepuauH Tabnetku 25 mr 50 Tabnetok
7. TpumenepuamH PacTBop Ansa MHLeKUMi
10 mr/mn 1 mn 20 amnyn

(wnpuu-TO6UKOB)
20 mr/mn 1 mn

8. MopduH Tabnetkn (kancynbl)
NPOMOHrMPOBAHHOIO
AencTeuns
10 mr 180 TabneTok
(xancyn)
30 mr 60 TabneTok
(kancyn)
60 mr 40 TabneTtok
(kancyn)
100 mr 20 Tabnetok
(xancyn)
200 mr 20 TabneTok
(kancyn)
9. MopduH Tabnetkn
5wmr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kannu gnsa npuema BHYyTpb
20 mr/mn 20 mn 4 dnakoHa
1. MopduH PacTtBop onsa npuema
BHYTPb (MOHOA03bl)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mMn 5 mn 30 amnyn n/a
12. OkcmkoaoH+HanokcoH Tabnetku
NMPOMOHIMPOBAHHOIO
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06 yTBepxaeHun Mopsiaka HasHauYeHUs NekapcTBEHHbIX NpenapaTos, GOpM peLenTypHbIX 6NaHKoB Ha NekapcTBEHHbIe npenapathbl,
Mopsigka ocopmneHns ykasaHHbIX 6raHKoB, UX yyeTa n xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKallmx HazHaveHve

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,
a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
lNpuka3 Mu+3sdpasa Poccuu om 24 Hos6ps 2021 a. Ne 1094+
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MpunoxeHune N 2

CnpaBo4HO

nencreuns
5 mMr+2,5 mr 100 TabneTok
10 Mr+5 mr 60 TabneTok
20 mr+10 mr 40 Tabnetok
40 mr+20 mr 20 Tabnetok
13. MponNMOHUNEHUNITOKCUITUNNNNEPUANH Tabnetkn 3awe4vHble 20 mr 50 Tabnetok
14. deHTaHun MnacTbipb
12,5 mkr/vac 20 nnacTbipen
25 MKr/yac 20 nnacTbipen
50 mkr/yac 10 nnacTblipen
75 MKr/yac 10 nnacTbipen
100 mkr/yac 10 nnacTbipen
15. ®eHTaHUN Cnpelt HasanbHbIi
dnakoH 50 mkr/no3a
2,0 mn (10 go3) 24 dnakoHa
3,2 mn (20 po3) 12 conakoHoB
5,0 mn (40 pos) 6 cbnakoHoB
®nakoH 100 mkr/go3a
2,0 mn (10 po3) 12 conakoHoB
3,2 mn (20 pos) 6 cbnakoHoB
5,0 mn (40 po3) 3 cbnakoHa
dnakoH 200 MKr/gosa
2,0 mn (10 po3) 12 cnakoHoB
3,2 mn (20 pos) 6 cbnakoHoB
5,0 mn (40 po3) 3 cbnakoHa
K I'Iopﬂp,Ky Ha3Ha4YeHus
JNIeKapCTBeHHbLIX npenapaTtos,
yTBepXXaeHHOMY NMPpUKa3om
MMHMCTepCTBa 34paBooxpaHeHusA
Poccuinckon Penepauumn
oT 24 Hos6pA 2021 roga N 1094H
PEKOMEHOOBAHHBIE K UCIMOJIb3OBAHUIO COKPALLEHUA NPU OPOPMITIEHX PELEENTOB
N n/n CokpalueHue MonHoe HanucaHue MepeBog
1. aa ana no, NOPOBHY
2. ac., acid. acidum Kucnora
3. aer. aerozolum aspo30nb
4, amp. ampulla amnyna
5. aq. aqua BOOa
6. aq. purif. aqua purificata BOJA OYULLEeHHas
7. but. butyrum macno (Teepgoe)

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/

06 yTBepxaeHumn Mopsaaka HasHaYeHUs NekapcTBEHHbIX NpenapaTos, (POpM peLenTypHbIX B6r1aHKOB Ha NeKkapCTBeHHbIE Npenaparts,
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8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CMOXHbIV
10. D. Da (Detur, Dentur) Bolgani (MycTb BblaaHo,
MycTb ByneT BbiAaHO)
11. D.S. Da, Signa Bbigan, o6o3Haub
Detur, Signetur MycTb GyaeT BblgaHo,
O6o3HayeHo
12. D.t.d. Da (Dentur) tales doses Bbigan (Mycte ByayT
BblfaHbl) Takune 403bl
13. dil. dilutus pa3BedeHHbI
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTu
15. emuls. emulsio aMyrnbcus
16. extr. extractum AKCTPaKT, BbITSDKKA
17. in enem. in enemas B MMKPOKIM3Max
18. F. Fiat (fiant) MycTb obpasyetcs
(oBbpasytotcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanns, Kkannm
21. gtt. peror. guttae peroralis Kanmnu gnsa npyuema BHyTPb
22. inf. infusum HacTon
23. in amp. in ampullis B amnyrnax
24, in tab. in tab(u)lettis B TabneTkax
25. in tab. prolong. in tab(u)lettis prolongatis B TabneTkax c
NPOMOHIMPOBAHHbLIM
BbICBOOOXOEHMEM
26. in tab. prolong. obd. in tab(u)lettis prolongatis obductis B TabneTkax ¢
NPOMOHMMPOBAHHBLIM
BbICBOOOXAEHNEM,
NOKPbITbIX 060M04YKOMN
27. in tubul. in tubulis B ToOMKax
28. lin. linimentum NUHUMEHT
29. liq. liquor XNOKOCTb
30. lot. lotion NOCbLOH
31. m. pil. massa pilularum nunonbHas macca
32. membr. bucc. membranulae buccales MNreHKM 3aLleyHble
33. M. Misce, Misceatur Cwmelwwan (MycTb 6yoert
CMeLLaHo)
34. mixt. mixtura MUKCTYpa
35. N. numero 4yucrnom
36. ol. oleum macrno (kugkoe)
37. past. pasta nacta
38. pil. pilula, pilulae NS, NN
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaXAEHHbIN
41. pulv. pulvis NOPOLLIOK
42, qg.s. quantum satis ckonbko notpebyetcs,
CKOnbKO Hago
43. r., rad. radix KOpeHb
44, Rp. Recipe Bo3bmu
45, Rep. Repete, Repetatur Mostopwm (MycTb Byner
MOBTOPEHO)
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46. rhiz. rhizoma KOpHeBwLLEe
47. S. Signa, Signetur 0O603Haub (MycTb byaer
0603Ha4YeHo)

48. sem. semen cems

49, simpl. simplex npocTomn

50. sir. sirupus cupon

51. sol. solutio pacteop

52. Spr. spray cnpen

53. Spr. nas. spray nasale cnpen Ha3anbHbI

54, supp. suppositorium cBeya, CynnosuTopumn

55. susp. suspensio CYCreH3usi, B3BECb

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTovka

58. tubulis tubulis THOOWKK

59. STT Systema TpaHcaepmanbHast
Therapeutica TepanesTuyeckas
Transcutanea Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrum CKNgaHKa

NMpunoxeHne N 2
K NpuKasy MMHMCTE%CTBa 34paBooOXpaHeHus
occuuckou depepaummn

oT 24 Hoa0psa 2021 ropa

®OPMA PELUENTYPHOI'O BTAHKA N 107-1/Y

MuHUCTEPCTBO 30paBOOXpaHeHNs Kog dopmbl no OKY[
Poccuiickoin Penepaumm

Kog yypexaeHnns no OKIMNO

MegaunumHckas gokymeHTauums

HavmeHoBaHwve (wtammn) ®opma N 107-1/y
MeOMLIMHCKON opraHm3aumm

YTBEpKaeHa npukasom
HaumeHoBaHue (Lutamn)
MHOVBUAYaNbHOIo
npegnpuHumartens (ykasaTtb agpec,
HOMep 1 AaTy nuueH3uu,
HanMeHoBaHWe opraHa
rocyAapCTBEHHOM BNacTH,

BbIABLLErO NULIEH3NIO)

denepauymu
oT 24 Hosibps 2021 roga N 1094H

PELENT
(B3pOCNbIN, AETCKUI - HYXXHOE NOAYEPKHYTb)
n n 20_ r.
damunus, HULMarbl UMEeHU U oT4yecTBa (nocnegHee - Npu Hanuymn)

naumeHTta

MuHncTepcTBa 3apaBooxpaHeHus Poccuickomn

1094H

[ata poxaeHus

damunug, nHMUManbl UMEHN N OT4YECTBA (nocne,que - npu HaJ'II/I‘-IVII/I)
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HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
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nevaiero Bpaya (dpenballepa, akyLepkm)
py6.|kon.| Rp.

py6.|kon.| Rp.

py6.|kon.| Rp.

Moanucb M.IM.

1 nevaTb nevallero Bpaya

(noanuck chenbaluepa, akyLwepku)

PeuenT penictButeneH B TedeHne 60 gHen, oo 1 roga ( )
(Hy>KHOe noAYepKHYTb) (ykasaTb KONM4ecTBO OHeW)

O6opoTHas cTopoHa

OTmeTKa 0 Ha3Ha4YeHUM NekapCTBEHHOMo
npenapaTta no peLLeHnio BpayeGHoM KOMUCCUN

MpurotoBun | MpoBepun | Otnyctun |

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

MuHncTepCTBO Kog dopmbl no OKY[1 3108805
30paBOOXPaHEHUs!
Poccwiickon
degepaumu

MeamumHckas JoKyMeHTaums!
HanmeHoBaHne
(wtamn)
MEeOULIMHCKON ®opma N 148-1/y-88
opraHu3aumm
HaunmeHoBaHue YTBEpxaeHa nprkasom
(wramn) MuHMCTEpCTBA 34paBOOXpPaHEHMS
MHAMBMAYANbHOrO Poccuiickon ®enepavmn
npeanpuHumarTens oT 24 Hos16pst 2021 roga N 1094H

(ykasaTb agpec,
HOMep 1 aaTy
nmueH3uu,
HanMeHoBaHue
opraHa
rocygapcTBeHHOW
BNacTu, BbiAABLLETO
NMLEH3MIO)

PELENT v 20 -
(naTa ocbopmneHus peuenTta)
(B3pOCNbIN, OETCKUI - HYXXHOE NOOYEPKHYTb)
damunus, HULMarbl UMEeHU U oT4yecTBa (nocnegHee - Npu Hanuymn)
nauueHTa
[ata poxgeHus
Anpec mecta xutenscTea unv N MeguLMHCKON kapTbl amBynaTopHOro nauueHTa, nonyyarLLero MeaMLUHCKYHO
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Mopsiaka 0hopMIEHNs yka3aHHbIX BaHKOB, MX y4eTa U XpaHeHUsi, popmM BriaHKOB PeLenToB, CoAEpXKaLLUMX HasHa4YeHNe
HapKOTMYEeCKMX CPedCTB UMW NCUXOTPONHbIX BelecTs, [Mopsiaka vx U3roTOBNEHUs!, pacnpeaeneHuns, permctTpaumnm, yyeta n xpaHeHusl,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
lNpuka3 Mu+3sdpasa Poccuu om 24 Hos6ps 2021 a. Ne 1094+

rnomolLLb B
yCnoBumsx

ambynaTopHbIX

damunus, nHMUManbl UMEHM 1 0TYeCTBa (NocrneaHee - Npu Hanu4yum)

nevaulero Bpaya (enbawepa,
aKyLuepku)

Py6. Kon. Rp:

Mognuck n neyatb neyatlero
Bpaya
(noanuck chenbaluepa, akyLwepku)
PeuenT genctButeneH B TedeHne 15 gHen

O6opoTHast cTopoHa

M.IM.

OTMeTKa 0 Ha3HaYeHWM NeKapCTBEHHOTO
npenapara no peLLeHnto BpayeBHon KoMUCCUM

MpurotoBun | MpoBepun | Otnyctun |
®OPMA PELUENTYPHOI'O BNTAHKA N 148-1/y-04(11)
MuHucTepcTBO 3gpaBooxpaHeHns Poccuiickon MECTO ONA WTPUXKOOA* YTBEPXOEHA

denepauun
3paBOOXpaHeHUs

Lliramn [ I N

Kon
MeOULMHCKON opraHM3aumm

Liramn [ I I

Kon
VHOMBUAYaNbHOIO NpeanpuHUMaTens

npukasom MuHucTepcTea
Poccuickon ®epepavuu
oT 24 Hos6ps 2021 roga N 1094H

Koa dopmbl no OKY[] 3108805

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

Kog karteropuu rpaxaaH Koz Hosonorunyeckoi McTouHmk
dopwmel (no MKB) 1HaAHCMPOBaAHUS:
(nopvepkHyTb)

1. ®epepanbHbli BrogxeT

2. bropxeT cybbekTa
Poccuiickon ®enepavumm

3. MyHuMUMnansbHbIN

% onnaTbl: (MOAYEPKHYTH)
1. BecnnaTHo

2.50%

3. nHon %

20 .

OtomxkeT
PELIEMT Cepwus N Harta
obopMIIEHMS:
damunusi, uHMLMansl UMeHN 1 0TYecTBa (NocrnegHee - Npu Hanmumm)
naumeHTa Hata
poXaeHus
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Mopsigka ocopmneHns ykasaHHbIX 6raHKoB, UX yyeTa n xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKallmx HazHaveHve

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
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CHUNC

N nonuca
obsizatenb-
HOro
MeauLUnH-
CKOro
cTpaxoBa-
HUSA:

Homep MEANLNHCKOMN KapTbl NauneHTa, nony4yarwero MeguunHCKyo nomMmoLlb B aM6ynaTopr|x

yCroBuax

damunusi, uHMLMansl UMeHN 1 oTYecTBa (NocrnegHee - Npu HanmMumm)
nevatlero Bpada (penbaliepa, akyLuepku)

Py6. Kon. Rp:
D.t.d.
Signa:
Moanuck 1 nevaTb Nevallero Bpada M.M.

(nognuck henbaliepa, akyLwepkn)
Peuent gevicteuteneH B TedeHne 15 gHen, 30 gHen, 90 gHel (Hy>kHOe NoAYEepPKHYTb)

——————————— (3anonHsieTcs cneumManucToM anTe4yHoM OpraHu3aummn) - - - - - - - - - - - -

OTnyuleHo no peLenTty: ToproBoe HaMMeHOBaHWE 1 0O3NPOBKA:
Oarta otnycka: " " 20 r. KonunyecTtBo:
MpurotoBun: Mposepwn: Ortnyctun:

——————————— (MvMHKMg oTpbIBA) - - - = - == - - - - -

KopeLwuok peuenTtypHoro 6naHka Cnocob npuMeHeHus:
HavmeHoBaHWe nekapcTBEHHOro nNpenapara: MpooomKknUTENbHOCTD
OHen

[osuposka: KonnyecTtBo npnemMoB B AeHb:
pa3

Ha 1 npuewm:
en.

* B crniyyae U3roToBrneHusi peLenTypHoro bnaHka ¢ Mcronb30BaHUEM KOMMbHOTEPHbLIX TEXHOMOMUA.

O6opoTHas cTopoHa

OTmeTKa 0 Ha3Ha4YeHUU NekapCTBEHHOIO
npenaparta no peLeHnto BpadebHom Kommccum

MpurotoBun MpoBepun Otnyctun |

MpunoxeHne N 3

K NpuUKasy MMHMCTG%CTBa 34paBoOXpaHeHus
occunckon Pepepaummn

oT 24 Hos6pAa 2021 roaa N 1094H
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HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,
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NOoPAAOK O®OPMINIEHUA PELENTYPHbIX BJIAHKOB HA NNIEKAPCTBEHHbBIE NMPEMAPATbI, UX, YHETA U
XPAHEHUA

. O®POPMIEHUE PELEENTA HA BYMAXXHOM HOCUTENE

1. Ha peuentypHbix 6naHkax chopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NEBOM BEPXHEM YINy NPOCTaBMAETCS
WTaMn MeOUUMHCKOM OpraHM3auunm C yKasaHMeM ee HauMeHOBaHus, agpeca W TenedoHa C [aTod BbIMMCKU (gaTown
odhopMneHunst) peLienTta Ha NekapCTBEHHbIN Npenapar.

HononHutenbHO Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npocTaBnsaeTcs Kog MEOMLUUHCKOW OopraHu3auuu B
cooTBeTcTBUM ¢ OCHOBHbIM rOCY4AapCTBEHHbLIM PErMCTPALMOHHBIM HOMepoMm (ganee - OI'PH).

Cepuss peuentypHoro ©OnaHka dopmbl N 148-1/y-04(n) BkniovaeT koA cybbekta Poccuiickon ®epepauun,
COOTBETCTBYWOLMA OBYM nepBbiM  undpam  OOulepoccunckoro  knaccudhmkatopa  oO6bEeKToB — aAMWHUCTRATUBHO-
TepputopuanbHoro Aenenusa (ganee - OKATO).

PaspellaeTca usrotaBnuBatb peulentypHble ©OnaHku chopmbl N 107-1/y n chopmbl N 148-1/y-04(n) ¢ nomoLlbto
KOMMbIOTEPHbLIX TEXHOMOTMUA.

PeuenTypHble 6nankn dopmbl hopmbl N 148-1/y-88 n3rotaBnmBaroTCa UCKMOMUTENBHO TUNorpadckum cnocobom™.

* TekcT OOKyMeHTa COOTBETCTBYET opurmHany. - I'Ipmvleanme narotosutens 6a3bl AaHHbIX.

2. Ha peuenTtypHbix GraHkax, ogopMisieMblX WHAMBUAYaNbHBIMU NpPeanpUHUMAaTENaMU, WMEKLUMMIA NIMLEH3NI0 Ha
MeOMLMHCKYI0 AesTeNlbHOCTb, B BEPXHEM NEBOM YNy TuUNorpaddCckum crnocobom Unim nyTeM MPOCTaBMEHUs LiTamna AOMMKEH
ObITb YKa3aH agpec MHAMBUAOYaNbHOro NpeanpuHMMaTens, HoMep 1 gaTta JMUEeH3UW, HaMMEHOBaHWe opraHa rocyaapcTBeHHOW
BACTW, BblAABLLETO JMLIEH3UIO.

3. PeuentypHble 6naHkm copm N 107-1/y, N 148-1/y-88 u N_148-1/y-04(n) 3anonHsitOTCS MEOMLUHCKAM paboTHUKOM
YepHUNamMmn UnNm LWapuKoBON Py4KOWN.

4. [lonyckaeTcs ocbopmIiEHME BCEX PEKBM3UTOB (3a MCKNoYeHneM pekBusnTta "lMognuck nevailero Bpaya (nognuchb
denbalepa, akylepkn") peuentypHbix 6naHkoB ¢gopmbl hopmbl N 107-1/y, chopmbl N 148-1/y-88 u chopmbl N 148-1/y-04(n) ¢
MCMOMNb30BaHNEM MeYaTarLLMX YCTPONCTB™.

* Tekct OOKyMeHTa COOTBETCTBYET opurmHany. - an/IMe‘-IaHI/Ie n3rotoBuTens 6asbl JaHHbLIX.

5. OpopmneHune peuenTypHbix 6naHkos chopmbl N 148-1/y-04(n) BkntovaeT LncdpoBoe KogupoBaHue.

LindppoBoe KoaMpoBaHue ykaszaHHbIX peLenTypHbIX 6raHKoB BKIIOYaET:

1) kog meamumHckon opraHmsaumm (OMPH) nnn kog wHouBMAayanbHOro npeanpuHumaTtens B cooTBeTcTBun ¢ OCHOBHbLIM
rocygapCTBEHHbIM pPerncTpaumoHHbIM HOMEPOM MHAMBUAYaNbHOro npeanpuHumarens (ganee - OMPHWI), npoctaBnsieMbin
npw N3roToBNEHNN peLenTypHbIX GraHKoB;

2) Kop, KaTeropum rpaxgaH, MMetoLMX NpaBo Ha NonyyYeHne nekapCcTBEHHbIX NpenapaTtoB B COOTBETCTBMM CO cTaTben 6.1
PefepanbHoro 3akoHa ot 17 uona 1999 . N 178-®3 "O rocyaapcTBEHHON coumanbHol nomown"l, n kog Hosonornyeckon

dopmbl No MexayHapoaoHoW CTaTUCTUMYECKOW knaccudukaumn BonesHen u npobnem, CBA3aHHbIX €O 3a0poBbeM (10-n
nepecmotp) (ganee - MKB), 3anonHAeMble nevalym Bpadom nyTeM 3aHEeCeHUsl KaXaow LMdpbl B NyCTble AYENKX, Npu 3TOM
TOYKa NPOCTAaBMAETCH B OTAENbLHOMN S4elike;

1 Co6paHnue 3akoHoaaTenscTBa Poccuiickon ®enepauun, 1999, N 29, ¢1.3699; 2020, N 52, ¢1.8577.

3) oTmeTKy 06 ncTtouHuke dmHaHcupoBaHus (denepanbHein GlomxeT [1], GromxeT cybbekTta Poccuiickon ®epepaumm [2],
MyHULMNanebHbIA 6roaxeT [3]) n npoueHTe onnatel peuenTa (becnnatHo [1], 50% [2], nHon % [3]);
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4) WTPUX-KOA - AONOSHUTENbHbLIA PEKBU3UT (B CryYae U3roTOBIMEHWUst Ha Tepputopun cybbekTa Poccuickon denepaumm
peuenTypHoro 6rnaHka ¢ MCMONb30BaHUEM KOMMbIOTEPHbBIX TEXHOMOMNNR).

6. B peuenTypHbix 6naHkax copm N 107-1/y, N 148-1/y-88 n N_148-1/y-04(n) B rpache "d®amunusa, nHuumansl UMeHU 1
oT4yecTBa (MocriegHee - NpU HanM4uMm) naumeHTa" ykasblBalTcs haMunus, UHULMansl UMEeHU U oT4YecTBa (nocrnegHee - npu
HanMuum) naumeHTa.

7. B peuentypHbix 6naHkax chopm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n) B rpace "Oata poxgeHus" ykasbiBaeTcH
AaTa poxaeHusi nauneHTa (4Mcno, Mecsu, rod).

[ononHuTenbHO B peuenTypHbIX 6naHkax dopmbl N 148-1/y-88 u dhopmbl N 107-1/y ansa aeten B Bo3pacte go 1 roga B
rpadgpe "[Jata poxaeHus" ykasbiBaeTCsa KONMYeCTBO MOSHbIX MECSLEB.

8. B peuenTtypHbix 6rnaHkax ¢opmbl N 148-1/y-04(n) B rpacdhax "CHWUIIC" n "N nonuca obasatenbHOro MeAMLIMHCKOro
CTpaxoBaHus" YKasblBalOTCA CTPaxoBOW HOMep WHAMBUAYanbHOrO MWUEBOro cyeta rpaxgaHvHa B [leHcuoHHOM hoHae
Poccuiickon depepauun (CHWUJIC) (npu Hanuumm) 1 Homep nomnmca o6s13aTenbHOro MEAMLMHCKOrO CTPaxoBaHUS.

9. B peuenTypHbix 6naHkax copmbl N 148-1/y-88 B rpache "Agpec MecTa XWUTenbCTBa MM HOMEP MEAMLMHCKON KapTbl
nauveHTa, nornyvyarLwero MeaMUMHCKYH0 MOMOLb B amOynaTopHbIX YCNoBMSIX", YKas3biBAaeTCsl MOYTOBLIA agpec MecTa
XutenbctBa (Mecta npebbiBaHUS wnyu MecTa (PaKTUYECKOro MPOXMBAHMS) MauueHTa UM HOMep MELMUUHCKON KapTbl

nauuneHTa, nony4atowiero MeamunHCKyr rnomMoLlb B aM6ynaTopr|x ycnoBsuax 2,

2 Mpukas MuHuctepcTBa sapasBooxpaHeHus Poceunckoin denepaumn ot 15 gekabps 2014 r. N 8344 "O6 yTBepxaeHUu

YHUOULIMPOBaHHbLIX (hopM MEAULIMHCKOW [OKYMEHTaLUW, UCOOMNb3yeMbIX B MeOMULIMHCKUX OpraHv3auunsax, OKasbiBaloLLNX
MeOMLIMHCKYI0O MOoMOLb B amBynaTtopHbIX YCAOBUAX, M MNOPSAKOB MO ux 3anonHeHuw" (ganee - [lMpukaz N 834H)
(3apeructpuposaH MuHuctepcTsom toctuumm Poccunckon depepaumm 20 despansa 2015 r., peructpaumoHHeii N 36160) c
U3MEHeHNsIMU, BHECEeHHbIMU Npukasamu MuHucTepcTBa 3apasBooxpaHeHmsa Poccunckon Penepauun ot 9 gueapd 2018 . N 2
(3apeructpuposaH MuHuctepctsom toctuumumn Poccuiickon ®epepauun 4 anpensa 2018 r., perncrtpaumoHHsii N 50614), ot 2
Hoabps 2020 r. N 1186H (3apeructpupoBaH MwuHucTepcTtBoM tocTuumm Poccuinckon ®depepaumm 27 Hosbps 2020 .,
pernctpaumoHHbin N 61121).

YkasaHve 1 agpeca MecTa XUTeNnbCcTBa U HoMepa MELULMHCKON KapTbl NaumneHTa, Nony4yatoLlero MeauLmMHCKyo NoMoLLb B
amMOynaTopHbIX YCITOBUSX, HE ABMSIETCS OLLUNOKON.

B peuentypHbix 6naHkax gopmbl N 148-1/y-04(n) B rpade "Homep MeauLMHCKOW KapTbl NauueHTa, nofy4aoLLero
MELMLMHCKYIO MOMOLLb B ambynaTopHbiX YycroBusx" yKasblBaeTCs HOMEP MEOMLMHCKOM KapTbl MauueHTa, Mony4varoLero

MEONLINMHCKYH NMOMOLLb B aM6ynaTopr|x yCJ'IOBl/IﬂX3 .

3 Mpukas N 834H.

10. B rpace "®amunus, nHuumanbl MMEHM KU oT4yecTBa (MocnegHee - NpU HanuMuuu) nevawero Bpada (cpenbauwepa,
akywepkm)" peuenTypHbix 6naHkoB chopm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n) ykasblBaloTCS NOMHOCTbIO hamunus,
WHUUManbl MMeHM oTyecTBa (MocrnegHee - MpU  HanNU4uuMM) MeOULMHCKOro paboTHMKA, HasHauMBLUErO rliekapCTBEHHbIe
npenapatbl U 0OPMUBLLEFO peuenT.

11. B rpadpe "Rp" peuentypHbix 6riaHkoB ¢hopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) ykasbiBaeTcs:

1) HanmeHoOBaHWe NeKapCcTBEHHOrO npenapaTa (MexayHapogHoe HenaTeHTOBaHHOE HauMeHOBaHue, rpynnuMpoBOYHOE MIU
XMMUYECKOE HaMMEHOBAHWE, TOProBOE HAMMEHOBAHWE) HA NATUHCKOM $i3blke WM Ha PYCCKOM si3blke, ¢hopMa Bbinycka,
O03UPOBKa, KONMYECTBO (YKa3bliBAaeTCs MPONMCHo Ha peLenTypHom bnaHke chopmbl N 107/y-HIM);

2) cnocob NpuMMeHeHMs1 NeKkapCTBEHHOrO npenapata Ha rocygapcTBeHHOM s3blke Poccuiickon ®depepaumm unm Ha
rocygapctBeHHOM s3blke Poccuickon degepaumm n rocygapcTBEHHOM SA3bIKe pecnyBnunk 1 UHbIX A3blkax HapogoB Poccuinckon
denepaummn 4.
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4 Yactb 1 cratbu 15 3akoHa Poccuiickon Penepaumm ot 25 oktabpa 1991 r. N 1807-1 "O asbikax Haponos Poccuiickon

denepauun” (nanee - 3akoH N 1807-1). (BegomocTtu cbe3ga HapoaHbeix aenytatoB PCOCP n BepxoBHoro Coseta PCOCP,
1991, N 50, cT1.1740; CobpaHue 3akoHogaTenscTBa Poccuiickon Penepauun, 1998, N 31, c1.3804).

13. TMpu ocopmneHnn peuenTypHbIX OnMaHKOB 3anpelaeTcs OrpaHMYMBaTbhCsl OOLWMMM  yKas3aHWsIMKM, Hanpumep,
"BHyTpeHHee", "M3BecTHO".

14. PeuenT, ocdopmneHHbIA Ha peuentypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N _148-1/y-04(n), nognucbiBaeTcs
MELMLMHCKMM pabOTHUKOM 1 3aBEPSETCS ero nevartbio.

Peuent, ocdopMneHHbIn Ha peuenTypHom 6nadke dopmbl N 148-1/y-88 n dhopmbl N 148-1/y-04(n), AONONHUTENBHO
3aBepsieTcd neyaTblo MeguUMHCKON opraHmsaunm "[Ons peuentos”.

[nsa peuenTta, obopMneHHOro Ha peuenTtypHoM 6naHke chopmbl N 107-1/y, Hanudmne nedatu "Onsa peuenTtoB" He ABNSETCS
06sa3aTenbHbIM.

15. Ha ogHom peuentypHom 6naHke chopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaeTcss OCyLLECTBRATb
Ha3Ha4yeHne ToNbKo OAHOro HaMMmeHoBaHUA NeKapCTBEHHOIO npenapara.

Ha opgHoM peuentypHoM OnaHke dcopmbl N 107-1/y paspellaercsl OCYLUECTBNSATb Ha3HAYeHWe TOIbKO OAHOro
HaMMEHOBaHNsSI NEKapCTBEHHOro npenapara, oTHocswerocs no ATX Kk aHTuncuxotudeckum cpeactBam  (kog NOS5SA),
aHkcmonutukam (kog NO5B), cHOTBOpHbIM U cepaTuBHbIM cpeactBam (kog NOSC), aHtugenpeccaHTam (kog NOGA) n He
noanexaiiero npeamMeTHO-KONMYECTBEHHOMY Y4YeTy, U OO0 TpeX HaMMEHOBaHWA JeKapCTBEHHLIX MpenapaToB - ANS MHbIX
neKapCTBEHHbIX NpenapaToB, He OTHECEHHbIX K BbllLeyka3aHHbIM ATX.

16. NcnpaBneHus B peuenTe He JONYCKaTCA.
17. Mpn odopmneHnn peuenTtypHbix 6naHkoB dopm N 148-1/y-88, N _107-1/y n N _148-1/y-04(n) Ha NeKkapCTBEHHblE

npenapartbl, Ha3HaYeHHbIe MO peLleHunto BpavyebHoW Komuccumn, Ha obopoTe peLenTypHoro GnaHka cTaBWUTCH cheumanbHas
oTMeTKa (LwTamn).

18. Ha peuentypHoMm 6naHke chopmbl N 148-1/y-04(n) BHU3Y umMeeTCcHa NUHUA OTpbIBa, pasfdensollas peLenTypHbli bnaHk
N KOPELLIOK.

Kopelok oT peuenTta, OOPMIEHHOTO Ha YKa3aHHOM peLenTypHOM OnaHKe, BblOAeTCs NauueHTy (ero 3akoHHOMY
NpeacTaBuTENo) B anTeYHON opraHu3auuM, Ha Kopellke OdenaeTcsl OTMeTKa O HaMMEHOBaHWMM feKapCTBEHHOro npenapara,
[03VpPOBKeE, KONNYECTBE, CNOCOBE NPUMEHEHMS.

Il. O®POPMITEHUE PELIENTA B ®OPME 3JIEKTPOHHOIO JOKYMEHTA

19. Peuent B popmMe aneKTpOHHOro JOKyMeHTa, MOAMUCaHHOMO YCUITEHHOW KBanMduunMpoBaHHOW 3NeKTPOHHOW NoAMNUChI,
dopmMmpyeTcs MEQULMHCKUM paboTHUKOM, CBEAEHUS O KOTOPOM BHECEHbI B (hefeparbHbI perucTp MeauUmMHCKnX paboTHKOB

3, a TaKkKe NPy YCNoBUM PerncTpaLmn MeaMLIMHCKON OpraHn3aLimm, B KOTOPo oopMIsieTcs peuent, B deepansHoOM peectpe
MEOMLMHCKMX opraHusaumin®  eamHOM rocynapCTBeHHOW WHAOPMALMOHHOW CUCTEMbI B cdiepe 3ApaBoOXpaHeHus |
NOOKITIOYEHNA Takon MEeAULIMHCKOW OpraHu3aumu K rocygapcTBeHHON MHGOpMaUUoHHON cucteMme B cdhepe 3apaBooXpaHeHust
cybbekta Poceuiickoit denepauumn ¥ .

5 Yactb 4 cratbun 91.1 deaepansHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTtenbscTea Poccuiickon denepauum, 2011, N
48, cT.6724; 2020, N 29, cT.4516).

& Yactb 4 cratbn 91.1 denepansHoro 3akoHa N 323-d3 (CobpaHue 3akoHodaTtenbscTea Poccuiickon deaepauum, 2011, N
48, cT.6724; 2020, N 29, cT.4516).
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7 Cratbn 91 n 91.1 denepanbHoro sakoHa N 323-®3 (CobpaHue 3akoHoaaTensctsa Poccuiickon deaepauum, 2011, N
48, c1.6724).

20. Mpwu ochopmneHun peuenta B hopmMe 3MEKTPOHHOIO AOKYMEHTa Ha NlekapCTBEHHbIE Npenaparbl, yka3aHHble B NyHKTax
9 1 11 MNopsaka HasHaYeHWs NEKaRPCTBEHHbIX NPenapaToB, YTBEPXKAEHHOMO HACTOSILLMM NPUKA30M, U OTMNyCKaeMble 3a MOHYH
CTOMMOCTb, 3aMnoNHATCS CreayoLne pekBusmnTbl:

1) kog cybwekta Poccunckon degepauumn no OKATO, onpeaensitownin rocyqapcTBEHHY0 MHAOPMALMOHHYO CUCTEMY B
cthepe 3gpaBooxpaHeHnsa cybbekta Poccuiickon depepauumn, B KOTOPON CHOPMUPOBaH peuent B (POpME 3NEKTPOHHOrO
[OKYMEHTa;

2) HaMeHOoBaHNe MeaULMHCKOWM opraHM3aummn, agpec, TernedoH Unu dpamunms, MHMUmansl UMEHU 1 oTYecTBa (nocrnegHee
- PV HaNM4MKn) UHAMBMAOYaNbHOrO NPeAnpPUHUMAaTENS, UMEIOLLIErO NULIEH3UI0 HAa MEAMULMHCKYIO AeATENbHOCTb, ero agpec;

3) OI'PH topugmdeckoro nuua (MegnumHckon opranmsaummn) nnn OF'PHUIM nHgmeuayanbHOro npeanpuHumaTens;
4) nata ochopmneHus peuenTa (ykasbiBaeTCs YMCIO, MeCSL, rof);

5) pata okoH4YaHus pJencTBust peuenTta (POPMUPYETCS ToCyAapCTBEHHOW WHAOPMALMOHHOM cucTemMon B cdepe
30paBooxpaHeHus cybbekta Poccuiickon ®enepaumm B COOTBETCTBUM CO Cpokamu aencteusa peuentos: 15 gHer, 30 aHen, 60
aHen, 90 gHewn, oo 1 roga);

6) YyHuKanbHbIA HOMep peuenta (cpopmupyeTca rocyaapCTBEHHOW UWH(OPMaUMOHHOM cuctemonm B cdepe
30paBooxpaHeHus cybbekta Poccuiickon depepaummn 1 obecrnevmBaeT O4HO3HAYHYH MAEHTUMUKaLMIO peuenTta B opme
3NEKTPOHHOro fokyMeHTa B codeTaHun ¢ OKATO, OIMPH nnn OrPHUIM);

7) oTmeTkn "cito" (cpoyHo) unm "statim" (HemeaneHHo) npu HEOBXOOUMOCTM CPOYHOIO WM HEMEANIEHHOro OTnycka
nekapcTBEHHOro npenapara nauueHTy;

8) agpec naumeHTa (ykasblBaeTcsi NOYMTOBLIN aApec MecTa XuternbcTBa (MecTa npebbiBaHus unn mecta hakTU4eckoro
NPOXWBaHWA) C yKasaHWeM WHOEKCA, HauMeHoBaHUS kpasi, obnactu, pecny6rnvkvM, aBTOHOMHOIO OKpyra MU MHOro cybbekTta
Poccuiickori ®enepaunm, HaMMEHOBaHWS HACENEHHOro MyHKTa, HaMMEeHOBaHWMSA ynuubl (MpocnekTa, nepeynka, npoesga),
HoMepa goma (C ykasaHMeM Kopnyca, Npy HanMynm), Homepa KBapTupbl);

9) HOMep 9fEKTPOHHOW MEOULMHCKOW KapTbl NauueHTa B roCyAapCTBEHHOW WH(OpMaUMOHHOM cucteMe B cdepe
3a0paBooxpaHeHns cybbekTa Poccuiickon denepauuu;

10) dbamunus, ums, OT4ECTBO (NocneaHee - NPy HanNMyYMK) NauueHTa NoNMHOCTLIO;

11) pata poxaeHus nauueHTa (ykasblBaeTcsi YMcrno, Mecsid, rog), Ans getei go 1 roga OONOMHUTENbHO yKasbliBaeTcs
KOMUYECTBO MOJTHbIX MECALEB;

12) d)aMI/IJ'II/IFI, nHUUnanbl MUMEHU N OTYECTBAa (nocnep,Hee - npu HaJ'II/I'vll/II/I) MeaNUNHCKOro pa60TH|/||<a NONMHOCTbIO;

13) HaMmeHOBaHVEe nekapCTBEHHOrO Mnpenaparta (MexayHapoAHOe HenaTeHTOBaHHOE HaMMEeHOBaHWE, rPynnUpPOBOYHOE
UM XMMWYECKOE HauMeHOBaHWe, TOProBOE HaWMEHOBaHWe), A03MpOoBKa, (hopMa BbliMycka, KOMMYEcTBO (BCe NO3uLUK
yKa3blBaOTCSA HA PYCCKOM S13bIKe);

14) cnocob npumeHeHWs1 NeKapCTBEHHOro Mpenapara Ha rocyaapCcTBeHHOM s3blke Poccuickon Pegepaumm unu Ha
rocygapctBeHHoOM s3blke Poccuickon degepaumm n rocygapcTBEHHOM SA3bIKe pecnyBnmnk 1 UHbIX A3blkax HapogoB Poccumnckon

denepaumn ;

& Yactb 1 crartbun 15 3akoHa N 1807-1 (BegomocTu cbeaaa HapoaHbix aenytatos PCOCP u BepxosHoro Coseta PCOCP,
1991, N 50, c1.1740; CobpaHue 3akoHogaTtenbcTBa Poccuickon ®enepaunm, 1998, N 31, c1.3804).

15) [OKyMEeHT, MOATBEePXOaloWmMii HasHayeHWe IeKapCTBEHHOro npenapara Mo pelleHuio BpadeGHOW  KOMUCCUU
MeZMLIMHCKOWM opraHnsauum;
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16) OTMETKa O Ha3Ha4YeHUn nekapCTBeHHOro npenapara no peleHunto Bpaqe6H0|7| KOMUCCUN MEANLNHCKOMN OopraHnsauunm B
cny4yadX, YKa3aHHbIX B absaue BTOPOM [NYHKTA 6 [lNopaaka HasHayeHus NEeKapCTBEHHbIX NpPenapartos, yTBEPXOEHHOIO
HaCTOALMM NPUKa3oM;

17) oTMeTKa 0 cneumansHOM HasHa4YeHUM NeKapCTBEHHOMo npenapara (3amnornHAeTca B Cryyasx, yKkasaHHbIX B NyHKTax 15
1 24 Mopsaka HasHa4YeHWs NeKapCTBEHHbIX MPENapaToB, YyTBEPXKOEHHOTO HACTOALLMM MPUKA3oM);

18) oTMeTka O cneuuanbHOM HasHaYeHUM IEeKapCTBEHHOrO Mnpenapata nauueHTy ¢ 3aboneBaHueM, TpebytoLimm
ANMUTENBHOTO KYPCOBOIO JFlIeYEHUs (3amnonHseTcs B cryvyae, ykasaHHOM B nyHkTe 23 [Mopsaaka HasHa4yeHWs NeKkapCTBEHHbIX
npenapaToB, yTBEPXXAEHHOIO HACTOSILLMM NPUKa3oM) C NPOCTaBNeHNeM NepUoanYHOCTU OTNYCKa NekapCTBEHHOrO nNpenapaTa;

19) npn odopmrnieHun peuenta B HOPME INEKTPOHHOIO AOKYMEHTA Ha JleKapCTBEHHble Mpenaparbl, ykas3aHHble B
noanyHkTax 2-5 nyHkta 9 u nyHkte 11 [lNopgaka HasHayYeHwsa NeKapCTBEHHbLIX MpPenaparoB, YTBEPXOEHHOro HaCTOALLMM
npvKasoM, rpaxaaHaMm, KMewLMM npaBo Ha OGecnnatHoe nonyyYeHue IneKapCTBEHHbIX MNpenapaToB WNM nonyvyeHue
neKkapCTBEHHbIX MpenapaToB CO CKUAKOW, 3anOfHATCA PEKBU3UTLI, NpedyCMOTPeHHbIe noanyHkTamu 1-18 HacToswero nyHkTa,
a Takke cnegyroLine pekBusnThbI:

a) KaTeropus rpaxgaaH, UMeKLnX NpaBo Ha MNOMy4YeHWe NeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM CO cTatben 6.1
denepanbHoro 3akoHa ot 17 uons 1999 r. N 178-d3 "O rocyapcTBEHHON coLuarnbHoM noMowmn"? ;

¥ CobpaHue sakoHogaTenscTea Poccuiickon ®enepaumm, 1999, N 29, ¢1.3699; 2020, N 52, c1.8577.

6) kog Ho3onorudeckor opmbl o MKB;

B) UCTOYHMK cpuHaHcupoBaHus (1 - dedepanbHbii OtogxeT, 2 - OwopkeT cybbekta Poccuiickon depepaumm, 3 -
MYHULMNAnNbHbIA GroOXKeET);

r) pasamep onnarbl (1 - 6ecnnatHo, 2 - 50%, 3 - nHon %);

[) CTpaxoBol HOMep MHAMBMAYANbHOMO NULEBOrO cyeTa rpaxkaaHuHa B MNeHcmoHHoMm dhoHae Poccuiickon deaepaumm (npy
Hanu4mum) (CHUNC);

€) HoMep nonuca obsa3aTenbHOr0 MEAULMHCKOIO CTPaxoBaHUS.

21. lMpn npocTaBneHnn OTMETKM, YyKalaHHOMW B noanyHkre 16 nyHkta 20 HacTtosuwlero [Nopsaka, peuent B dopme
3MNEKTPOHHOro [AOKYMEHTa MNOAMNMUChIBAETCS YCUIEHHOW KBanvudULUMPOBAHHOM SNEKTPOHHOW NOAMUCHIO npeacenarenst unm
cekpetapsi Bpa4ebHON KOMUCCMM MEOMLIMHCKON OpraHu3aumm, npu nNpocTaBneHnn OTMETOK, yKasaHHbIX B noanyHkTax 17 n 18
nyHkta 20 Hactoduwlero [lopaaka, - YCUMEHHbIMU KBanMUUUPOBAHHBLIMU 3fEKTPOHHLIMU NOAMUCAMW COOTBETCTBYHIOLLMX
MeANLIMHCKNX PabOTHUKOB.

22. o TpeboBaHMIO MaUMeHTa WM €ero 3aKOHHOro npeacTaBuTeNns OdOPMIISIETCS 3K3eMnnsap peuenta B dopme
3MEKTPOHHOIo AOKYMeHTa Ha ByMaxHOM HocuTene ¢ oTMeTkon "[ybnukar aneKkTpOHHOro AOKyMeHTa".

ll. YHET PELIENTYPHbIX BITIAHKOB (3A UCKITKOYEHMEM PELIENTYPHbIX BIIAHKOB MO ®OPME N 107/Y-HN
"CNEUWANDBHbLIN PELIENTYPHbIW BINAHK")

23. Yyet peuenTypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 n N _148-1/y-04(n), v3rotaBnuBaemMbix Tunorpacgckum
crnocobom (Oanee - peuenTypHble GNaHkW, noanexalimne y4yeTy), OCYLLECTBMSETCA B XXypHanax yyeTra, NpOHyMEepOBaHHbIX,
NMPOLUHYPOBAHHbLIX W CKPEMMEHHbIX MOAMUCHID PYKOBOAUTENST U MNeyaTbld MEAWLMHCKOW OpraHvM3aumm Wunu noAanuchbio
UHOMBUAYANbHOro NpeanpuHUMaTensl, UMeLLEro NULUEH3N0 Ha MEOULUHCKYO AeATENbHOCTb.

24. )KypHan y4eTa peLenTypHbix 6naHkos chopmbl N 107-1/y coaepxuT cneayowme rpadbi:

1) HomMep No nopsaaKy;

2) B pa3gene "Mpuxoa™:
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a) AaTa perucTpauuy JOKYMeHTa, NoATBEPXXAatoLLErO NOCTYNNEHWE;
6) HoMep 1 AaTa AoKyMeHTa, NOATBEPKAAOLLEro NOCTYNEHNE, HAMMEHOBaHME NOCTaBLUVKA;
B) obLLee KonMYecTBO NOCTYNUBLLUX PELLENTYPHBIX Br1aHKOB;

l') (*)aMMJ'IVIﬂ, MHUUManbl MMeHU N oT4yecTBa (nocnep,Hee - npu HaJ'IM‘-IMVI) n noanncb OTBETCTBEHHONo MeaAMUWMHCKOro
pa6OTHVIKa, nony4yumeLlero peuenTtypHblie ©OnaHkM OT NOCTaBLUMKA;

3) B pasgene "Pacxog™:
a) Aarta Bblgadn peLenTypHbix 6raHKoB;
©0) KONMYEeCTBO BblAAHHbLIX peLenTypHbIX OriaHKoB;

B) haMunusi, MHMULManbl MMEHW M OTYecTBa (nocriegHee - NpW HanuyumM) OTBETCTBEHHOIO MEAMLMHCKOrO paboTHuMKa,
nony4YmBLLIErO peLenTypHble GraHku;

F) noanncb OTBETCTBEHHOIO MEOULMHCKOIo pa6OTHVIKa, nony4ymeLlero peuenTtypHbie 6]'IaHKI/I;

4) CbaMI/IJ'IVIﬂ, MHnunanbl MMeHn n otT4yectBa (nocne,u,Hee - npun HaJ'II/I‘-II/II/I) N noanmcb OTBETCTBEHHOro mMmeaguuunHCKOro
paGOTHI/IKa, BblAaBLUEro peuenTtypHblie 6]'IaHKI/I;

5) octatok peuenTypHbIX GnaHKoB.

25. XKypHan y4eTa peuenTypHbix 6naHkos ¢oopm N 148-1/y-88 n N 148-1/y-04(n) cogepxuT cnegytowme rpadbl:

1) HoOmMep No nopsAaKy;

2) B pa3gene "MMpuxoa™:

a) gaTa peructpauum 4OKyMeHTa, NoATBEpP KAatoLLEero nocTynmneHme;

6) Homep 1 gaTa OoKyMeHTa, NOATBEPXKAAloLLEero NocTynreHne, HauMeHOBaHNe NOCTaBLLUMKA;
B) obLee KoNMYecTBO MOCTYNUBLLMX peLenTypHbIX GnaHKoB;

r) cepun 1 HOMepa peLenTypHbIX BraHKOB;

[) KOnmM4ecTBO peLenTypHbIX BNaHKOB MO cepusim;

e) dJaMI/IJ'IVIﬂ, MHMuUnanbel MMeHmn n otT4yecTBa (nocne,u,Hee - npun HaJ'IIA‘-II/II/I) N noanmncb OTBETCTBEHHOro meauuunHCKOoro
pa6OTHVIKa, nony4yumeLlero peuenTtypHblie ©OnaHku OT NoCTaBLUMKA;

3) B pasgene "Pacxog™:

a) Aarta Bblgadn peuenTypHbix 6raHkoB;

0) cepun N HoMepa BblAaHHbIX peLenTypHbIX B1aHKOB,
B) KONMYECTBO BblAaHHbIX PELENTYPHbIX BrnaHKoB;

r) dhamunusl, MHULMansl MMEHU U OTYecTBa (MocriegHee - MpU HanuymMM) OTBETCTBEHHOIO MeOMLMHCKOro paboTHuKa,
nosy4MBLIErO peLenTypHble BraHkuy;

ﬂ,) noanncb OTBETCTBEHHOINO MeaANLIMHCKOro pa6OTHI/IKa, nony4yusLlero peuenTtypHble OnaHku;
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4) CbaMI/IJ'IVIﬂ, MHUUnanbl MMeHn n otT4yecTBa (nocne,u,Hee - npun HaJ'II/I'vII/II/I) N noanmcb OTBETCTBEHHOro meaguuunHCKOro
pa6OTHI/IKa, BblAaBLUEro peuenTtypHblie 6J'IaHKI/I;

5) octatok peuenTypHbIX BnaHKoB.

26. YyeT peuentoB, OGOPMIEHHbIX B OPMEe 3MEeKTPOHHOrO [OOKYMEHTa, OCYLUECTBMSETCS B rOCY4apCTBEHHON
MHOPMaLMOHHON cucTteme B cdepe 34paBooxpaHeHus cybobekta Poccuiickon degepaumm nocpeactBOM BeAeHUS eanHOro
peecTpa peLenToB, 0pOPMIEHHBIX B (DOPME 3NEKTPOHHbBIX [OKYMEHTOB.

IV. XPAHEHVE PELIENTYPHbIX BJTAHKOB (3A UCKNIOYEHUEM PELIENTYPHbIX BJTAHKOB NO ®OPME N
107/Y-HN "CNEUUANBbHbLIA PELENTYPHbLIUA BNAHK")

27. MeguuuMHCKMe oOpraHuM3auMn nony4valT HeobxoauMble peuenTypHble OnaHky, OdOpMIIEHHbIE TUNOrpPadCKUM
cnocobom, Yepe3 TeppuTopuarnbHble OopraHbl YNpaBneHWs 34paBOOXPaHEHUEM WNN OpraHM3auMu, YNONMHOMOYEHHbIE Ha 3TO
opraHamm ncnonHUTenbHoN BnacTn cyobekToB Poccuiickon ®epepaumn.

28. PeuentypHble 6naHky, noanexawimMe Y4YeTy, XpaHSATCA OTBETCTBEHHbIM MWLIOM, Ha3Ha4YeHHbIM pyKOBOAUTENEM
MEOVLMNHCKOWN OpraHnsaumm, B 3anMpaeMoM MeTannmyeckom wkady (cende) nnm metannmyeckom siLmke.

29. lHamBunayanbHbIi NpeanpuHuMaTenb, UMELWMA NIMLEH3UI Ha MeOULUHCKYIO OeATEeNbHOCTb, XPaHUT peuenTypHble
GnaHkn, noanexalume y4eTy, B 3anMpaeMoM MeTannmyeckom wkady (cende) unum metannmyeckom siLimke.

30. lMpoBepka COCTOSIHUS XpaHEHWsi, y4yeTa, (PaKTUYECKOro Hanmuusa U pacxofa peLenTypHbiXx OGnaHKoB, noAanexallmx
y4yeTy, o4AuH pa3 B KBapTan OCyLLeCTBNAEeTCA KOMUCCMEN, CO30aHHON B MEQULMHCKOW OpraHn3aumu.

31. Peu,enTyprle 6J'IaHKVI, O(bOpMJ'IFleMbIe Ha 6yMa)KHOM HOcuTene 1 nognexawme ydety, BbloalTCA MeOUUNHCKUM
paGOTHI/IKaM, nMerLwnm npaBo O(bOpMﬂeHI/IFI peuenTos, No pacnopsaXXeHuo rmMaBHOro Bpaya unn ero 3amectmuTtensa.

I'IonyquHble peuenTtypHble OnaHku Ha 6yMa)KHbIX HOCUTENAX XPaHATCA MEOULUHCKUMU pa6OTHVIKaMVI B MomMeLlleHunsax,
obecneymBarLNX NX COXPaHHOCTb.

32. MMporpaMMHO-TEXHMYECKMEe CPEeACTBa roCyAapCTBEHHbIX WMHGOPMALMOHHBIX CUCTEM B cdepe 34paBoOXpaHeHUs,
MeAMLMHCKMX MH(OPMALMOHHBLIX CUCTEM MEOMLUMHCKUX OpraHuM3aumin obecrnednBaloT XpaHeHWe 3MeKTPOHHbLIX pPeLenTos,
0hOPMIIEHHBIX B (QOPME INEKTPOHHbLIX AOKYMEHTOB B TEYEHWe CPOKOB, YCTaHOBMEHHbLIX AN XpaHeHWs peuenTos,

0OPMIMEHHbIX Ha COOTBETCTBYIOLLMX POPMaXx peLenTypHbIX BriaHkoB Ha 6ymaxHoM HocuTene 1D .

10 OopnyxkT 5.2.169 MonoxeHns o Munuctepctee (CobpaHue 3akoHodaTenscTBa Poccuiickon ®enepaumn, 2012, N 26,
cT.3526; 2021, N 43, cT.7258).

MpunoxeHune N 4

K NpuKa3sy MMHMCTG%CTBa 3ApaBoOXpaHeHus
occuuckou depepaumm

oT 24 Hosa6psa 2021 roga N 1094H

®OPMA CIMNMEUMANBHOIO PELENTYPHOI'O BITAHKA N 107/Y-HIN
MuHncTepcTBO Kog dopmbl no OKY[]
3paBoOOXpaHeHUs]
Poccuiickon ®enepavmm
MeauumHckas JOKyMeHTauus
LUITaMM MegULIMHCKON
opraHusaumu
dopma N 107/y-HIT,
yTBEPXXOEHHASA NPUKA30M
MwuHWcTepcTBa 30paBOOXpaHeEHNS!
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Poccuiickoin enepavmm
oT 24 Hos16ps 2021 roga N 1094H

PELIENT

Cepun | [ | | | [ [ I T

N 20 r
(naTa BbinMckM peuenTa)

(B3pOCnbIN, OETCKUIA - HY>XHOE NOOYEPKHYTb)
damunus, umsi, 0T4eCTBO (MoCneaHee - NPy Hanuynm)
nauueHTa
Bospact
Cepwuisi 1 HoMep nonunca 0653aTeNbHOT0 MeANLMHCKOTO CTPaxoBaHUs
Homep meanumHcKown KapTbl
damunus, ums, oT4eCTBO (NOoCneaHee - NPY HanM4mmn)
nevatllero Bpava (cenbaliepa, akyLLuepku)
Rp:
Moanuck u nuuHasa nevats Bpaya
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M.TT.

Cpok pevicteus peuenta 15 gHen

MpunoxeHne N 5

K NpuKa3sy MMHMCTG%CTBa 3apaBooOXpaHeHus
occuuckou depepaumnm

oT 24 Hosa0psa 2021 roga N 1094H

norPAQOK N3rOTOBINEHUA, PACMPEOENEHUA, PETUCTPALIMA, YYHETA U XPAHEHUA PELIENTOB,
COOEPXALWKUX HABHAYEHUE HAPKOTUYECKUX CPEACTB U NCUXOTPOINHbIX BELWWECTB

I. TOPAOOK U3IrOTOBINEHUA, PACNPEOENEHUA CNELUUATNBbHbLIX PELLENTYPHbLIX BJTIAHKOB NO ®OPME N
107/y-HN

1. OpraHu3aumio M3roTOBMNEHUSI U pacnpefeneHvs peuentypHbix OnaHkoB no chopme N 107/y-HIM "CrneuuanbHein
peuenTypHbii _GnaHk" (ganee - chneuuwaneHbI  peuenTypHbIi GnaHk) ocywecTBnseT MWHUCTEPCTBO 3ApaBOOXPAHEHUSI
Poccuickon ®egepaumnm (panee - MUHUCTEPCTBO).

2. CneumanbHble peuenTypHble OnaHkM SBNSATCA 3alUMLEHHON nonurpaduyeckor npoaykumen ypoBHsa "B,
n3rotaBnMBaeMon Ha Oymare posoBoro upeta pasmepom 10 cm * 15 cMm, JOMKHbI MMETb CEpUI0 M HOMEp, a Takke
COOTBETCTBOBaTb TpeboBaHWSAM, ykasaHHbIM B Opukade MuHucTepcTBa duHaHcoB Poccurickon Penepaumu ot 29 ceHTabps
2020 . N 2174 "OG6_ yTBepxaeHun TexHuYeckux TpeboBaHuM U YCHOBUA _U3rOTOBAEHUS 3allMLLIEHHOW OT NoaaenokK
nonurpadmyeckon npoaykumn" (3apernctpmposaH MuHuctepctBoM tocTuumn Poccuiickon ®Pepepaummn 16 Hoabps 2020 .,
pernctpaumoHHbin N 60930).
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3. B uensx opraHusauum W3roTOBMEHUS W pacnpedeneHvst crneuunanbHbiX peuenTypHbiX OraHkoB MeguumMHCKue
opraHusaumu, umeroLLMe NpaBo OCYLLECTBNATb BblAady peLenToB Ha HapKOTUYeCKMe cpeacTsa UM NCUMXOTPOrHbIe BellecTBa
cnucka Il lMepeyHa wn 3apeructpupoBaHHble B Poccuiickon degepauum B KaydecTBe INEKaApCTBEHHbIX npenapaTtoB And
MEOWUUHCKOrO MNpPUMEHEHMS (Janee COOTBETCTBEHHO - MeaWMUMHCKash opraHu3auus, HapKOTMYeCKUA (MCUXOTPOMHbIN)
neKapCTBEHHbIM NpenapaT), COCTaBNAT 3as8BKN Ha peLenTypHble BnaHku.

4. B cpok 00 1 oKkTAGps Tekyllero roga 3asBKM MeOULUMHCKUX OpraHuMsauuii Ha crneuuarnbHble peuenTypHble BrnaHku
npeacTaBnsoTCs:

1) MEeQULMHCKAMU OpraHM3aumnsamMu, HaxodsaWUMUCS B BegeHuM depepanbHbiX OpraHoB MCMOSHUTENbHOW Bractu, - B
cooTBeTCTBYIOWME dheaeparbHble opraHbl UCMOMHUTENBHOWM BRacTy;

2) MeguUMHCKUMWU OpraHusauusaMn, Haxogswmmucs B BedeHun cybbektoB Poccunckon depepaumun, MeguUUHCKUMU
opraHusaumsaMm MYHULMMNANbLHOM M YaCTHOW CUCTEM 34paBOOXPaHEHUs - B OpraHbl MCMNOMHUTENbHOW BMactTu CyObekToB
Poccuiickon denepaummn B cchepe OxpaHbl 300POBbS rpaxaaH, Ha TEPPUTOPUM KOTOPbIX OHU PaCMONOXeHbl (4anee - opraHbl
ucnonHuTensHom Bnactu cybbekToB Poccuiickon denepavmnm).

5. B 3asBKke MeaULMHCKOW OpraHM3auum Ha cneumarbHble peuenTypHble GraHkM ykasbiBaloTCsl crefytoLmne cBeaeHus:

1) cBegeHusi O MeOMUMHCKOM OpraHu3auuu, nogaBlUeil 3asiBKy Ha creuuwanbHble pelenTypHble 6raHku (nonHoe
HaMMeHoBaHWe, agpec MecTa HaxoXOeHUs);

2) KONMM4YeCTBO cneunalbHbIX peuenTypHbIX 6naHkoB, n3pacxogoBaHHbIX MEANLNHCKOMN opraHmaaumeﬁ Ha 1 AHBap4A
npegwecTByrowero roga;

3) KONnM4eCcTBO cneunanbHbIX peuenTypHbIX 6GnaHkoB, He0BX0AMMbIX MEAULIMHCKON opraHn3auum Ha cne,u,yrou.l,mﬁ roa.

3asiBkKa MEOUUMHCKOW OpraHu3aumm Ha cneumanbHble peuenTypHble OrnaHku noanucbiBaeTcs  PYKOBOAMTENEM
MEOVUWHCKON OpraHmM3aumm, KOTOpbIi HeCceT MNepcoHanbHyt0 OTBETCTBEHHOCTb 3a OOOCHOBAHHOCTb M [OCTOBEPHOCTb
yKasaHHbIX CBegEeHUN.

6. ®enepanbHbie opraHbl UCMONHUTENBHOW BNAcTU, B BeOEHUM KOTOPbIX HaxogAaTcst MeauUMHCKNe opraHusauum (oanee -
denepanbHble opraHbl UCMOMHUTENBHOW BNACcTW), U OpraHbl UCNOMHUTENBHOM Bnactn cybbektoB Poccunckon ®enepaumm Ha
OCHOBaHWM 3as8BOK MEeOMUMHCKMX OpraHv3aumi Ha cneuumanbHble peuenTypHble 6rnaHku opMupyoT CBOAHbIE 3asiBKM Ha
crneynanesHble peLenTypHble 6naHkn 1 B Cpok Ao 1 gekabps TekyLlero roga npeacTaBnsaT ux B MUHUCTEpCTBO.

7. B cBOOHO 3asiBke Ha crieumanbHble pelenTypHble briaHky ykasbiBaloTCs crieqyrolme CBeaeHus:

1) cBegeHust o dhegepanbHOM OpraHe UCMONMHUTENBbHOW BnacTu (OpraHe MCMONHUTENbHOW BnacTu cybbekta Poccuickon
depnepauun), npeacTaBMBLLEM CBOAHYHO 3asiBKY Ha crieuymanbHble peLenTypHble braHku (MonHoe HanMeHoBaHWe, agpec MecTa
HaxoXxaeHus);

2) KONMYecTBO cneumanbHbIX peuenTypHbIX 6naHkoB, pacnpeaeneHHbIx deagepanbHbiM OpraHOM MCMONMHUTENBHOW BNacTu
(opraHom wucnonHuTensHon Briactu cybbekta Poccuickon depepauun) Ha 1 AHBaps NpeALLEcTBYOLIEro roga Mexay
MELMLMHCKAMUN OpraHn3aumsmu;

3) KONM4YeCTBO cneumanbHbIX PeLEenTYpHbIX GnaHkoB, HeoGXoAuMbIX dhegepanbHOMY OpraHy MCMOSTHUTENbLHOW BRacTu
(opraHy wucnonHuTenbHon Briactu cybbekta Poccuiickon ®depepauuu) Ha cnegylowuin rog ANa pacnpeneneHns mexay
MELMLMHCKAMMN OpraHn3aunamu;

4) cBegeHus o0 NogBELOMCTBEHHOW oOpraHvM3auuun, ynoriHOMOYeHHoW degeparnbHbiM OPraHOM WCMONMHUTENBHOM BnacTu
(opraHom mcnonHuTensHOM Bnactu cybbekta Poccunckon deaepalmmn) ocyLLecTBnATb NonyyYeHme cneumarnbHbIX peLenTypHbIX
6naHkoB OT MuWHWMCTEPCTBA, MX XpaHeHUe U BblAady MeOULMHCKUM OpraHusauusm (MorHoe HavMeHOBaHue, aapec MecTa
HaxoxaeHust, UHH/KTIM, OKTMO opraHunsauumn, akTu4ecknii agpec nocTaBku).

8. Ha ocHoBaHMM NonyyYeHHbIX CBOAHbLIX 3asiBOK Ha crieumarnbHble peuenTypHble 6raHku MUHUCTEPCTBO €XXerogHo B CPOK
8o 15 sHBaps cnegytowero roga opMmMpyeT M yTBEpXKAAeT MniaH pachnpeaeneHus cneumarnbHblX peuenTypHblX 6naHkoe, B
KOTOpPOM OTpaxkaeTcsi rogoBasi notpebHocTb Poccuiickont degepauum B cneumanbHbiX peuenTypHbIx GrnaHkax (aanee - nnad
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pacnpegeneHus MuHucTepcTBa).
9. B nnaHe pacnpegeneHns MuHnUcTepcTBa yKkasbiBalOTCA CneaytoLlmne cBegeHus:
1) NnopsAKoBbIN HOMEpP 3anuncu;

2) HaumeHoBaHWe dedepanbHOro opraHa WCMNOMHMTENbHOM BRAcTM (opraHa WCMNOMHUTENBbHOW BRacTM cybObekTa
Poccuickon ®eaepaumm), npeactaBmBLLENO CBOAHYIO 3asiBKY Ha CrieumarbHble peuenTypHble BnaHku;

3) HeobxoaumMoe KOnmMYecTBO cneumanbHbIX peuenTypHbIX 6raHKoB.

10. HanpaBneHue cneumanbHbIX peuenTypHbix OnaHkoB dyedeparibHbIM OpraHam MCMONHUTENbHOW BMRacTu, opraHam
nucnonHuTenbHoM Brnactm cybwbektoB Poccuiickon Pepepaumm  ocyuiectenaeTrcas  MUHUCTEPCTBOM B KONMYECTBE,
npegycMOoTpeHHOM MraHoM pacnpegeneHms MuHucrepcTaa.

11. MUHMCTEPCTBOM LOMOMHUTENBHO K KONMUYECTBY CreuuanbHbIX peLenTypHbiX GraHkoB, npeayCMOTPEHHOMY MMaHOM
pacnpegeneHnss MuHuctepcTsa, hopmMupyeTcs pes3epBHbIA 3amnac crneumanbHbiX peLenTypHbIX OnaHKkoB B KONMMYECTBE, He
npesbiwatowiem 150000 cneumanbHbIX peLenTypHbIX OnaHKoB.

12. B cnyyae yBenunyeHus noTpebHOCTM B cneumanbHbIX peLenTypHbIX bnaHkax denepanbHble opraHbl UCMOMHUTENbHON
BnacTu (opraHbl UCMONMHUTENBHOM BriacTn cydbekToB Poccuiickon ®enepaunn) HanpasnstoT B MMHUCTEPCTBO CBOAHbIE 3as8BKU
Ha [JOMONMHUTENBbHOE KOMUYECTBO CcreumnanbHbiX peLenTypHbiX OrnaHKoB (C 0OOCHOBaHMEM yBenuMyeHusi NoTpebGHoCTU B
cneumanbHbIX peuenTypHbIX GnaHkax), KoTopble npegocTaBnaioTcd MUHUCTEPCTBOM M3 pe3epBHOrO 3anaca cneunanbHbIX
peuenTypHbIX BriaHKoB.

13. ®depepanbHble opraHbl WCMOMHUTENBHOW BRacTn (opraHbl WCMNOMHUTENbHOW BRacTn cybbekToB Poccuiickon
denepauunn) pacnpenensitor MNonyvyeHHble crneumanbHble peuenTypHble OnaHkM Mexay MEOUUMHCKMMU OpraHuM3auusiMyv Ha
OCHOBaHWM NNaHOB pacnpeneneHns, cgopMMpoBaHHbIX B COOTBETCTBUM C 3asiBKAMU MEAMUMHCKUX OpraHu3aumin Ha
cneumvanbHble peuenTypHble GnaHku.

Il. NTOPAOOK PETMCTPALIMN, YYHETA U XPAHEHUA CMNEUUATBbHBLIX PELIENTYPHbIX BITIAHKOB MO ®OPME
N 107/Y-HN

14. MUHUCTEPCTBO, UHblE dheeparnbHble opraHbl UCMOMHUTENBHOWM BNACTX U opraHbl UCMOMHUTENBHON BNacTu cyObekToB
Poccuiickoii defepaumm opraHUsyOT XpaHEHUE crieumanbHbiX peuenTypHblX 6raHKoB B NOABEAOMCTBEHHbBIX OpraHu3aumsix,
YNONMHOMOYEHHBIX OCYLLECTBNSATE MOMyYeHUe crneumanbHbIX pelenTypHbIX 6raHkoB oT MUHUCTEPCTBA, MX XpaHEHUE U Bblgady
MeOMLMHCKMM OpraHu3aumsiM (ganee - yrnorHoMoYeHHas opraHusaums).

15. B yNnonHOMOYEHHOW OpraHM3auun U MeOMLMHCKON OpraHusaumm, noslydMBLLIEN creuunanbHble peuenTypHble GnaHku,
OpraHu3yeTcs pernucrpauumsi, ydeT 1 XpaHeHue crneLmarnbHbIX peLenTypHbIX OnaHKoB.

Pervnctpauus, y4eT n xpaHeHWe pe3epBHOro 3anaca cnewuanbHbIX peLenTypHbiX 6rnaHkoB MUHUCTEPCTBa OCYyLLECTBISIETCS
hepepanbHbiM - FOCYAapCTBEHHbIM — OIOZXKETHBIM — yYpexaeHueM, Haxogswmmcss B BedeHuM MuHucTepcTBa  (manee
COOTBETCTBEHHO, - PE3ePBHbII 3anac, NoABEAOMCTBEHHOE yYpeXaeHue).

16. PaboTHMK, Ha3HaYeHHbIN MPUKa30M PYKOBOAUTENS YMOMHOMOYEHHOW OpraHu3auumn (YNorHOMOYEHHOW opraHv3auuy,
NOABELOMCTBEHHOIO YUYPEXAEHNST) OTBETCTBEHHbLIM 3@ PErMCTPaLMIo, XpaHeHUE N ydeT cneumarnbHbIX peuenTypHbIX GnaHkoB
(nanee - OTBETCTBEHHbIA pPabOTHUK), Ha OCHOBaHWM [JOBEPEHHOCTM, OCOPMIIEHHOW B MNOpsiAKe, YCTaHOBIEHHOM
3akoHogatenbcTBoMm Poccuiickon ®enepaumm (C NOANUCHLIO PYKOBOAUTENSA YNOMHOMOYEHHOW opraHm3auumn (YnornHOMOYEHHOMN
opraHusauuu, noABeOOMCTBEHHOrO yupexgeHus), rnaBHoro OyxranTepa, 3aBepeHHbIX KpyrnowW neyartbro), nonyvaer
cneumnanbHble peuenTypHble BnaHkn KM OCYLLEeCTBASET BeAeHUe XypHana permctpaumm n ydeta cneumarnbHbIX peuenTypHbIX
GnaHKoB, K KOTOpoMYy npuobLiaeT ¢oTto- 1 (Mnn) Buaeomarepuansl, nogreepxpatowmne akt oopMieHms peLenTypHbIX
GnaHKoB Ha AoMY (NpY HanMuun).

17. XypHan peructpaumm u ydeta creumasnbHbIX pPeLenTypHbiX GnaHKoB AOMKEH ObiTb MPOHYMEPOBaH, MPOLUHYPOBaH,
UMeTb Ha MocredHel CTpaHuue 3anucb, COAEpXKallyld KONMMYECTBO CTpPaHuWU, MOSIHOE HaWMeHOBaHWE YMOTHOMOYEHHOW
opraHusauuy (MeamuUMHCKOW opraHv3aumm, NogBeAOMCTBEHHOIO YYpeEXAEeHNs), a Takke CKpensieH Nognuchio pyKoBoaUTeEns U
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neyaTblo YNOMHOMOYEHHOW OpraHM3aumm (MeguUMHCKON opraHm3aumm, NogBegOMCTBEHHOIO yupexaeHus).

KypHan peructpaumm 1 ydeta creumnarnbHbiX pelenTypHbiXx GnaHKoB pesepBHOro 3anaca MuHUCTepCTBa cKpennsieTcs
Takke NOANUCbIO AMpeKTopa (B Clyvae ero oTCyTCTBUS - 3aMeCTUTeNs aupekTopa) [lenaptameHTa perynmpoBaHus obpalleHust
NeKkapcTBEHHbIX CPEACTB U MeQUUUHCKMX uaaenuii MuHucTepcTBa 1 nevatbio MuHucTepcTBa.

18. B xxypHane peructpauum u yyeta cneumarnbHbIX peuenTypHbix 6naHKoB yKa3biBalOTCA crieaylolmne cBeeHust:

1) nopsigkoBbIA HOMEP 3anucy;

2) npuxof cneumarnbHbIX peuenTypHbIX 61aHKoB:

a) pekBM3NTbI U AaTa pernctpaummn NpUxXoaHOro JOKYMEHTa;

6) obLLee KONMMYECTBO NOCTYMNMBLLMX CNEeLMarnbHbIX peLenTypHbIX BraHKoB;

B) cepuvsi 1 HOMep CrneLmansHOro peLenTypHoro 6naHka;

r) KOMMYeCTBO creymanbHbIX peLenTypHbIX GNaHKOB MO KaXaom cepuu;

) dhamunus, nmsi, oT4eCTBO (NOCNeaHee - MPU HanM4ymMm) U NOANUCH OTBETCTBEHHOIO PaboTHUKA;

3) pacxoa cneumanbHbIX peuenTypHbIX 6GnaHKoB:

a) oara Bblgaym cneumarnbHbIX peuenTypHbIX 6raHKoB;

6) cepumn 1 HoMepa BblgaHHbIX CrieuuanbHbIX peLenTypHbIX GriaHKoB;

B) KOMWYECTBO BblAAHHBLIX CreuManbHbIX peLenTypHbiXx GraHKoB C ykas3aHMeM B ckobkax KonmuyecTBa crieumanbHbIX
peuenTypHbIX GraHKoB, BblAaHHbLIX ANsl 0POPMIIEHUS HA JOMY;

r) damunus, nmsi, oT4ecTBO (MocriegHee - MpU HanMyMM) M NOAMMCb Nuua, MONyYMBLLEro creuunarnbHble peuenTypHble
OnaHKu;

4) KONMYeCTBO crieumarnbHblX peLenTypHbIX 6rnaHKoB, 0POPMIIEHHBIX HA AOMY;

e) hamunusa, nms, oT4yecTBo (NocnegHee - NpU HanUuuKM) U NOANUCh NvuA, 0POPMUBLLENO CrieunanbHble peuenTypHble
GnaHkn Ha gomy;

4) chamunusi, umsi, OTYECTBO (NocneaHee - Npy HanNMyYMM) 1 NOANUCb OTBETCTBEHHOIO PaboTHMKA;

5) ocTatok cneymnanbHbIX peLenTypHbIX GraHKoB.

19. CneumnanbHbii peuenTypHbli GnaHk ABNsieTcA JOKYMEHTOM CTPOrol OTY4ETHOCTW. 3anac cneumanbHbIX peuenTypHbIX
O6naHKOB B MEAMUMHCKOW OpraHumsauuMm [OOIKEH XpaHWTbCA B creuuanbHbiX MOMELLEHUsIX, cendax unm B cneuuanbHo
N3roTOBIEHHBIX LWKadax, 0OUTbIX OLIMHKOBAHHbBIM >XENE30M, C HaAEXHbIM BHYTPEHHUM U HABECHBLIM 3aMKOM.

MomelleHusi, ceidbl, LWKagbl, B KOTOPbIX XPaHATCA CreuuanbHble peuenTypHble GraHku, OOMmKHbl ObiTb 3aKpbIThbl Ha
3aMKU WM MOCMne OKOHYaHMs paboTbl oneyaTaHbl NneYaTbio YNONHOMOYEHHOW OpraHusaumMn (MeauuUHCKOW OpraHv3auumn) unu

onnomonpoBaHbI.

20. B MeguumHcKMX opraHuMsauusix 3anac crieumanbHbIX PeLenTypHbiX OnaHKkoB He [OOMmKeH nNpeBblIWaTb FOA0BOK
notpebHocTH.

21. PaspeluaeTcsl BblgaBaTb MEAMUMHCKOMY paboTHMKY, UMeloLWeMy MpaBo HasHayaTb HapkoTuveckue (MCUXOTPOMHbIE)
rniekapcTBeHHble npenapaTbl, eQUHOBPEMEHHO He Gornee ABaauaTth cneumanbHblX peLenTypHbIX GriaHKoB.
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MeguumHckne pa6OTHI/IKI/I, BblNMCbIBawLWMe peuenTtbl Ha HAapKOTU4YeCKne (I'ICVIXOTpOI'IHbIe) JleKapCTBEeHHble npenapartbl, Ha
OCHOBaHMN NpuKasa pykoBoauntTend MEANLNHCKOMN OopraHn3aumm HecyT JIMYHYK0 OTBETCTBEHHOCTb 3@ COXPAaHHOCTb MOJTy4YEeHHbIX
cneynanbHbIX peuenTypHbIX 6onaHkoB. CneunanbHble peuenTtypHble onaHku, nony4yeHHble MeaAuUNHCKUM pa6OTHI/IKOM,
XpaHATCA no4 3aMKOM B ceﬁcbax, mMeTannn4ecknx LLIKad)aX N1 MeTannmnyeckmnx dlmnkax.

22. B MeguLUMHCKON opraHu3aumm co3gaeTcs NOCTOSHHO AEWCTBYIOLWAs KOMUCCUS, koTopas He pexe 1 pasa kBapTan (no
peLUeHNIo pyKoBOAUTENSA MEAULMHCKON OpraHM3auMm BO3MOXHO Yalle) OCYLLEeCTBNSAET MPOBEpPKY COCTOAHMSA perncrpauum u
yyeTa crneumanbHbIX peLenTypHbiX 6rnaHkoB, B TOM YACNe MyTEM CBEPKM 3anMCen XXypHana permctpaumm n yyeta crneuunanbHbiX
peuenTypHbIX BnaHkoB, C (pakTUYeCKMM HanuumMem cneumanbHbIX peuenTypHbiX OGnaHkoB, a Takke MPOBEpPKY COCTOSHUS
XpaHeHus cneumnanbHbIX peuenTypHbIX 6raHKoB.

Mo pesynbtaTam NPOBEPKM B XXypHane pernctpaumu 1 yyeta crneumarnbHbiX peulenTypHbiX GraHKkoB Aenaetcs 3anvcb o
pe3ynbTaTax NPOBEAEHUs] CBEPKU AaHHbIX, 3aKpenneHHas MOAMMCAMM BCEX YNEHOB KOMWUCCUM WU CO3daeTcst crneuuanbHblii
aKT NpoBEepKU.

23. ®depepanbHble OpraHbl WUCMOMHUTENBHOW BMAcTM M OpraHbl MCMOMHUTEMbHOM BRactu cybbekTtoB Poccuiickon
denepauum ocyLLEeCTBNAAKT KOHTPOIb 3a OpraHu3aumert perucrTpauum, y4eta u XxpaHeHusi cneumnanbHblX peuenTypHbIX OnaHkos
B YNOMHOMOYEHHbIX OpraHn3aumsax 1 MeguLMHCKUX OpraHM3auusx.

24. Bblgada cneuuanbHbIX peLenTypHbiX OnaHKOB M3 pes3epBHOro 3anaca MwuHucTepcTBa henepanbHbiM OpraHam
WCTONMHUTENBHOW BRacTM M oOpraHaMm MWCMOMHUTENbHON BracTu cybobektoB Poccuiickon ®Pepgepaumm  OCyLLECTBNSETCS
OTBETCTBEHHbIM pPabOTHMKOM MOABEAOMCTBEHHOIO YYPEXOAEHUsI Ha OCHOBaHUM pelleHust 06 OoTnycke creuunanbHbIX
peuenTypHbIX 6riaHKoB, 0hOPMIIEHHOrO B BMAE NUCbMA, NOAMMCAHHOIO ANPEKTOPOM (B Cryvae ero OTCYTCTBUS - 3aMeCTUTENEM
anpekTtopa) [lenaptameHTa perynmpoBaHns obpalleHns nekapcTBEHHbIX CPeacTB N MeAULMHCKUX nsgenun MuHmuctepcTea.

I'IpOBepKa OeATenbHOCTU NnoaBeOOMCTBEHHOIo y4pexaeHua no perncrpaunmn, ydety m XpaHeHuo pe3epBHOrNo 3anaca
ocyulecTBndeTca ,D,el'lapTaMeHTOM perynmposaHusa 06paLLI,eHMFI NNeKapCTBEeHHbIX cpeacte U MeOUMUUNHCKUX nagenuin
MMHMCTepCTBa 2 pa3a B rog He nos3gHee 20 yncna mecsua, cnegytowero 3a Uctekwmm nonyrogmnem.

MpunoxeHne N 6

K NpuKa3sy MMHMCTG%CTBa 3ApaBoOOXpaHeHuns
occuuckou depepaumm

oT 24 Hosa6psa 2021 roga N 1094H

NPABUINA O®OPMIIEHUA PELUENTOB, COOEPXALMX HABHAYEHUE HAPKOTUYECKUX CPEOCTB U
NCUXOTPOMNHbIX BEWECTB, B TOM YNCINE B ®OPME 3JIEKTPOHHbLIX AOKYMEHTOB

. O®POPMIEHUE PELENTA HA BYMAXXKHOM HOCUTENE

1. Ha peuentypHbix 6GnaHkax chopmbl N 107/y-HI1 B neBom BepxHEM Yrny MNpPOCTaBMSETCA LITAMMN MELULUHCKON
OopraHusaumu ¢ ykasaHueM ee NnorHoro HaMMeHoOBaHWs, agpeca 1 TenedoHa ¢ AaTon BbINUCKM (gaTton odhopMneHus) peuenTa
Ha NeKkapCTBEHHbIV Npenapar.

PeuentypHble 6naHku chopmbl N 107/y-HI n3rotaBnmBaroTCs UCKMIOYUTENBHO TUNOrpadoCcknum cnocobom.

2. Ha peuenTypHbIX 6J'IaHKaX, O(*)OpMJ'I'ileMbIX nHamsngyanbHbiM  npegnpuHnMmartendaMmy, UMmerwmMmnm JNMUeH3N0 Ha
MEONLUMNHCKYH OeATellbHOCTb, B BEPXHEM J1€BOM YIny TMﬂOFpaq)CKVIM cnocobom mnu nyTeM npocTaBlieHnA WwTamMna OOJKeH
ObITb YKa3aH agpec nHgunesuayanbHOro npegnpuHuMarend, Homep u garta nmueH3nm, HamMmeHoBaHue opraHa FOCWJ,apCTBeHHOIZ
BnacTwh, BbigaBLlero fIMUeH3unto.

3. PeuentypHble 6nankn chopmbl N 107/y-HI 3anonHATCA MegUUMHCKUM PabOTHUKOM YepHUnamMm U LLIapUKOBOWN
PY4KOMN.

4. [onyckaetcss oopMIiieHMe BCEX PEKBU3UTOB (3a UCKMoveHmem pekBuamTa "lognmchk nevaiwlero Bpaya (Noanucb
denbaliepa, akywepkmn") peuentypHbix 6naHkos chopmbl N 107/y-HI ¢ ncnonb3oBaHmem nevatatoLmx yCTPONCTB.
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5. B peuentypHom GnaHke chopmbl N 107/y-HI B cTpokax "damunus, MMs, OT4eCTBO (MOcCrnegHee - Mpu Hanmmumm)
nauneHta" n "BospacTt" ykasbiBalOTCA MOMHOCTbIO haMunus, UMS, OTYECTBO (nocriegHee - NPW Hanuuuu) nauueHTa, ero
BO3pacT (KONMYeCTBO NOSHbIX NET).

,ElOI'IyCTI/IMO YKasaHue gatbl poXXaeHuda nauneHTa.

6. B peuentypHom 6naHke chopmbl N 107/y-HIT:

1) B cTpoke "Cepuss M Homep nonmca o00A3aTENbHOrO MEAMLMHCKOrO CTpaxoBaHMs" yKasblBaeTcs HoMep nonuca
00s3aTenbHOro MeaNLMHCKOro CTpaxoBaHMs NaumMeHTa (Npu Hanu4uu);

2) B cTpoke "Homep MegMUMHCKOM KapTbl" YyKasblBaeTCad HOMEpP MEAMUMHCKOM KapTbl NauueHTa, nony4aroLlero
MEeAVLIMHCKYI0O MOMOLLb B amMOynaTopHbIX YCMOBWUSIX, UMW UCTOpUM OOnesHn nauueHTa, BbIMMCbIBAEMOrO U3 MeLULUHCKON
opraHusauuu;

3) B cTpoke "damunus, ums, OTYECTBO (MocrnegHee - MpW Hanmuuuu) revaulero Bpaya (denbAwepa, akylepku)"
yKa3blBaeTCsl MOMHOCTbI (aMunusl, KMsi, OTYECTBO (MocrnefHee - MNpuM Hanuuum) Bpada (denbAliepa, akylepku),
BbINMCaBLLErO peLenT Ha HAapKOTUYECKUIA (NMCUXOTPONMHLINA) NeKapCTBEHHbIV Npenapar.

7. B rpache "Rp" peuentypHoro brnaHka chopmbl N 107/y-HI, ykasbiBaeTcs:

1) HaMMeHOBaHWe NeKapCTBEHHOro Npenapara (MexayHapogHoe HenateHTOBaHHOE HauMeHOoBaHWe, rpynnMpoOBOYHOE MK
XMMUYECKOE HaMMEHOBaHWE, TOProBoe HaUMEHOBaHWE) Ha NAaTUHCKOM $A3blke MMM Ha PYCCKOM £3blke, hopma BbINycKa,
A03MpPOBKa, KONMYECTBO (YKasblBaeTCA NPONMcbio Ha peuentypHoM bnanke chopmbl N 107/y-HI);

2) cnocoG nNpUMeHeHUs NeKapCTBEHHOMO MpenapaTta Ha rocyaapcTBEHHOM si3blke Poccuiickort depepaumn unm Ha
rocyaapcTBeHHOM s3blke Poccuiickon deaepaumm v rocyaapcTBEHHOM si3blke pecnyBrvK U MHbIX S3blkax HapogoB Poccuickon

depnepaumn! .

1 Yactb 1 ctatbm 15 3akoHa Poccuiickon Penepaumm ot 25 oktabpa 1991 r. N 1807-1 "O sasbikax Hapodos Poccuiickon

®denepauun” (ganee - 3akoH N 1807-1). (BegomocTtn cbesga HapoaHbix aenytatoB PCOCP n BepxosHoro Coseta PCOCP,
1991, N 50, c1.1740).

8. Tlpn odopmneHnn peuenTypHbiXx OMaHKOB 3anpellaeTcs OorpaHnyYMBaTbCA OOLIMMM  yKasaHusMW, Hanpumep,
"BHyTpeHHee", "N3BeCcTHO".

9. lNpu odopmneHun naumeHTy peuenTtypHoro 6naHka copmbl N 107/y-HIM Ha HapkoTuyeckut (MCUMXOTPOMHbLIN)
nekapCTBEHHbIA Npenapat B paMKkax OKasaHWs MeAMLMHCKOW MOMOLLM MpW onpegerneHHoMm 3aboreBaHuM Takow peuent
3aBepsieTcs:

1) nognucko 1 NMYHON NevaThio Bpaya NMbo nognucklo dhenbaliepa (akyLwepkm);

2) nevaTblo MEOULIMHCKOW OpraHu3aumm, nMMbo CTPYKTYPHOro nogpasfeneHns MeauLmMHCKON opraHusaumm "Ong peuentos”,
KOTOpas MpoCTaBMASeTCA NMLUOM, YMNONHOMOYEHHbIM PYKOBOAMTENEM MEOULMHCKOW opraHv3auuu C ykasaHuem damunuu,
MMeHU, oTyecTBa (nocnegHee - Npy HanMyYMmM) U NPOCTaBNEeHNEM €ro IMYHOM nognucuy.

B cnyyasx HeobxoanmMocTu ochopMIIeHNst peLienTa Ha HapKOTUYeCKni (MCUXOTPOMHEIN) NeKapCTBEHHbIM NpenapaT Ha oMY
B pamMKax OKasaHus nannMaTvBHOW MEeOULMHCKOM MOMOLLM [OMycKaeTcs npedBapuTeNbHOE 3aBepeHue pelenTa LITamrom
MELMLMHCKON OpraHusaumu, neyaTbld MeOMUMHCKOM opraHvM3aumMu nmbo CTPYKTYPHOrO noapasfenieHns MeauLMHCKON
opraHusaumm "0Ons peuenToB”, KoTopasi MNPOCTaBMSETCS JULOM, YNONHOMOYEHHbIM PYKOBOAMTENEM  MEeAMLMUHCKON
opraHu3auun, ¢ ykasaHnem damunum, UMeHn, oT4ecTBa (nocrnegHee - Npy Hanuuum) U NPOCTaBIEHNEM €ro NIMYHOW MOANUCH.
Mpn aTOM B XypHane peructpauum u ydeta peuenTypHbix GnaHKoB B COOTBETCTBMM C [Mopsgkom peructpauun, yveta u
XpaHeHUs1 cneumnanbHbIX peuenTypHbiX GNaHKOB Ha HapKOTMYeCKUe CPeacTBa UMM NMCUXOTPOMHbIE BELLECTBa, YTBEPKAEHHbLIM
HacCTOSILLUMM NpMKa3oM, Jenaercs OoTMETKa O ero Bblgaye Ans oPOpMIeHWs Ha AOMY, a Takke OTMeTKa, YAOCTOBEpEHHas
noanucblo Bpada nunbo denbalwepa (akywepku), odbopMMBLLETNO peuenT, o dakTe ero opopMneHns, KOTOpbIi MOXET ObITb
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AONONHNTENbHO NOATBEPXAEH d)OTO- n (VIJ'II/I) BnageomartepuanamMmu.

B cTtpoke "OTmeTka anTedyHoW opraHu3auum o6 oTnycke" CcTaBUTCA OTMETKa anTeyHoW opraHu3auum o6 oTnycke
HapKOTU4eCcKOoro (NMCUXOTPOMHOMO) NeKapCTBEHHOro npenaparta (C YKasaHMeM HauMMeHOBaHWS, KOnuyecTBa OTNYLEHHOro
HaPKOTUYECKOro (MCMXOTPOMHOIo) NekapCTBEHHOIO Npenapara u AaThl ero OTnycka), KoTopasi 3aBepseTcs NoAnMcbio paboTHmka
anTeyHoW opraHusauum, OTMYCTMBLUEro HaPKOTMYECKUMA (NCUMXOTPOMHBLIN) JEeKapCTBEHHbI npenapart (C yKa3aHWeM ero
dammnmm, umMeHn, otdyecTBa (MOCMedHee - NMpU HanuuuKn), a TakKe KPYrnow nevaTbld anTeyHOW opraHmM3auun, B OTTUCKE
KOTOPOWN JOMKHO BbITb NOEHTUPULMPOBAHO NOMHOE HAMMEHOBAHWE anTEYHOW OpraHn3aumm.

10. Ha ogHom peuentypHom 6naHke chopmbl N 107/y-HI paspeluaeTcs OCyLWeCTBMASATb Ha3HayeHWe TOMbKO OAHOro
HaMMeHOBaHMWSA eKapcTBEHHOIO Npenapara.

11. VicnpaBneHus B peuenTe He A0MNyCKalTCs.

Il. O®POPMITIEHUE PELIENTA B ®OPME J3JIEKTPOHHOIO JOKYMEHTA

12. PeuenTt B popmMe 3reKTPOHHOro JOKYMEHTA, MOAMUCAHHOMO YCUITEHHOW KBanMULMPOBAHHOW 3NEKTPOHHON NOAMNMCHI,
dopmMmupyeTca MegULMHCKUM paboTHUKOM, CBEAEHUS O KOTOPOM BHeECEHbI B hefeparnbHbIi peructp MeauumMHCKnx paboTHKOB

2, a TakKe Npu yCrosum pernctpauum MeauLMHCKON OpraHn3aLmm, B KOTOPoR odopMIIsieTcsl peLenT, B doeaepansHOM peectpe
MEOULMHCKUX OpraHu3auminis  eaMHON rocydapCTBEHHOW WHAOPMALMOHHOW CcuUCTeMbl B cdiepe 3[4paBoOXpaHeHus |

NOOKMIOYEHNS TAKOM MEAMLMHCKON OpraHu3aummn K rocyaapCTBEHHON MHAOPMAaLIMOHHON cucTeMe B cdepe 34paBoOXpaHeHms
cybbekta Poccuiickoit deaepavym 4.

2 Yacrtb 4 craten 91.1 denepansHoro 3akoHa N 323-93 (CobpaHue 3akoHoaatensctsa Poccuiickoit deaepaumun, 2011, N
48, cT.6724; 2020, N 29, cT.4516).

3 Yactb 4 crartbun 91.1 denepansHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaaTtenbcTea Poccuiickon denepauum, 2011, N
48, cT.6724; 2020, N 29, cT.4516).

4 Cratbu 91 n 91.1 denepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHoaaTenscTtea Poccuiickon ®denepaumn, 2011, N
48, c1.6724).

13. Mo TpeboBaHWIO MauueHTa WNM €ro 3aKOHHOro npeacTaBuTens odopmnseTca aK3emnnsap peuenta B dopme
3NEKTPOHHOrO AOKYMEHTa Ha BymaxkHOM HocuTterne ¢ oTmeTkon "[lybnvkaT anekTpoHHOro AoOKyMeHTa".

OnNEKTPOHHbIV TEKCT OOKYMEHTa
nogrotoereH AO "Kogekc" n ceepeH no:
OduumnanbHbIN MHTEPHET-NOPTAN
npaBoBOW MHOpMaLnn
www.pravo.gov.ru, 30.11.2021,

N 0001202111300115
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