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3apeructpupoaHo B MuHocte Poccun 30 Hosibps 2021 r. N 66124

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUUCKOW ®EAEPALINKA

NMPUKA3
oT 24 HOA6ps 2021 r. N 1094H

OB YTBEPXXOEHUU MNOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NMPENAPATbI, MOPAOKA O®POPMITEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, ®OPM BJIAHKOB
PELIENTOB, COAEPXALLWUX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
U NCUXOTPOMHbIX BELWECTB, NOPAOKA UX N3rOTOBJIEHUA,
PACMPEAENEHUA, PETUCTPALIUN, YHETA U XPAHEHWA,
A TAKXE NPABUI OPOPMJIEHUA BNNAHKOB PELIENTOB,
B TOM YUCIE B ®OPME I3JIEKTPOHHbIX JOKYMEHTOB

B cooTBeTCcTBMM C nyHKTOM 16 Yactn 2 ctatbu 14 degepanbHoro 3akoHa oT 21 Hoa6pa 2011 r. N 323-03
"O6 ocHoBax oOxpaHbl 300poBbA rpaxaaH B Poccuiickon ®epepauunn” (CobpaHune 3akoHogatenscTBa Poccurickon
®epnepaumn, 2011, N 48, cT. 6724; 2017, N 31, c1. 4791), nyHKTOM 2 CTaTbM 26 ®egepanbHOro 3akoHa ot 8 aHBaps
1998 r. N 3-®3 "O HapkoTMyecknx cpeactBax M NCuxOTponHbix BewecTtBax" (CobpaHue 3akoHogaTenbCTBa
Poccuinckon depepaummn, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyHktamun 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 T[lonoxenns o MwuHucTtepcTBe 3gpaBooxpaHeHusi Poccuiickon ®depepauun, yTBEPXKAEHHOMO
noctaHoeneHvem [lpaButenbctBa Poccuiickon ®egepaumm ot 19 wumwoHa 2012 r. N 608 (CobGpanwue
3akoHogartenscTBa Poccunckon degepauun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, cT. 8131;
2021, N 43, cT1. 7258), npuka3sbiBato:

1. YTBEPAUTDL:
Mopsaok HazHa4YeHUs NekapCTBEHHbIX NpenapaToB cornacHo npunoxeHuto N 1;
hopMbl peLenTypHbIX GriaHKOB Ha NleKapCTBEHHbIE npenapaThl cornacHo npunoxexuio N 2;

Mopsinok odopmMneHns peLenTypHbIX ONaHKOB Ha NEKapCTBEHHblE Mpenapatbl, WX yyYeTa U XpaHeHUs
cornacHo npunoxexuio N 3;

dopMbl GNaHKOB peLEenToOB, COAEPXKALUMX Ha3HA4YEeHWEe HapPKOTUYECKUX CPencTB WM MCUMXOTPOMHbLIX
BelllecTB, cornacHo npunoxexuio N 4;

MopsidoK M3roTOBNEHWUs, pacrnpedeNieHns, permcTpauun, ydyeta U XpaHEeHWsi pPeuenToB, codepXKallimx
Ha3Ha4YeHne HapKOTUYECKUX CPEACTB UMM MCUXOTPOMHBIX BELLECTB COMMacHoO npunoxeHunto N 5;

MpaBrna oopMIEHUs pPeLenToB, coaepKallux Ha3HauYeHWe HapPKOTMYECKUX CPEACTB MMM MCUXOTPOMHbIX
BELLECTB, B TOM YmMcrie B popMe IMEKTPOHHbIX JOKYMEHTOB COrfacHo npunoxeHuto N 6.

2. NpusHaTtb yTpaTUBLLUMUK CUNY:

npukad MwuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon depepaumm ot 1 asrycta 2012 r. N 54n "O6
yTBEpPXAEeHMN (bopMbl OraHKOB peLenToB, COAEPXALLMX HAa3HA4YEHNEe HApPKOTUYECKUX CPEACTB UMW NMCUXOTPOMHbIX
BELLECTB, MOpsigka WX W3roTOBMEHWS, pacrnpefeneHvs, peructpaumu, yyeta M XpaHeHusl, a Takke npaBun
ocopmnenusa” (3apernctpupoBaH MuHucTepctBoMm tocTuumm Poccuinckon depepauun 15 asrycta 2012 r,
permctpaumonHbin N 25190);

npuka3 MuHucTepcTea 3gpaBooxpaHeHust Poccuickon ®enepauum ot 30 uioHs 2015 r. N 385H "O BHeceHUn
n3MeHeHu B npukas MuHucTepcTBa 3apaBooxpaHenus Poccuickon ®egepauum ot 1 aBrycta 2012 r. N 541 "O6
yTBEpPXAEeHMN (bopMbl OraHKOB peLEnTOB, COAEPXKALLMX HA3HAYEHNE HAPKOTUYECKUX CPEACTB UMW NMCUXOTPOMHBLIX
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BELLEeCTB, nopsaka WX W3roTOBMEHMWS, pacnpeferneHud, perncrpaumm, ydyeta W XpaHeHus, a Takke MpaBun
odhopmnenua” (3apermctpmpoBaH MwuHucTepcTBOM tocTMuum Poccuiickon ®epepaumm 27 Hosbps 2015 .,
permctpaumoHHbin N 39868);

npukasd MuHucTepcTBa 3gpasooxpaHeHuss Poccuiickon ®Pepepaumm ot 21 anpena 2016 r. N 254H "O
BHECEHUM M3MeHEeHUI B Npuka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®enepaumm ot 20 aekabpsa 2012 r.
N 11751 "O6 yTBepxaeHUn nopsaka HasHayeHUs U BbINMUCBIBAHWUSI NeKapCTBEHHbIX MpenapaTtoB, a Takke (opm
peLenTypHbIX OraHKoB Ha fekapCTBEHHble npenaparbl, nopsaka oPOpPMIIeHNs ykasaHHbIX OnaHKoB, UX yyeTa u
xpaHeHns" un npunoxexue N 2 k npukasy MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepauum ot 1 aBrycta
2012 r. N 54H "O6 yTtBEepxaeHun opMbl BNaHKOB peLenToB, CoAepKalux Ha3HavyeHne HapKoTMYECKMX CpeacTB
UNN MCUXOTPOMHLIX BELLECTB, Nopsiaka WX WU3rOTOBMEHWUs, pacnpeaerneHuns, perucTpauun, yyeta u XpaHeHus, a
Takke npasun oopmnenns" (3apermctpuposaH MuHmuctepctsom toctuuum Poccuiickon ®epepauum 18 nions 2016
r., permctpaumoHHbin N 42887);

NYHKT 4 W3MEHEHWN, KOTOpble BHOCATCA B HeEKoTopble npukasbl MuHWCTEpCTBa 30paBOOXPAHEHUs W
coumansHoro passutusa Poccuiickon ®epepaumm n MuHnctTepcTBa 3gpaBooxpaHeHns Poccuinckon deagepauum no
BOMpocam obpalleHVs NeKapCTBEHHbIX NpenapaToB, COAEpXKallMxX HapKOTUYECKMe CpeacTBa, MCUXOTPONMHbIe
BellecTBa M UX MPEKYpCopbl, W MeKapCTBEHHbIX CpeacTB, MOANEeXalimx npegMeTHO-KONMYECTBEHHOMY YYeTy,
yTBEpPXAEeHHbIX npukasdom MuHucTepctBa 3gpaBooxpaHeHus Poccuiickon ®epepaumm ot 31 oktabpa 2017 r. N
882H (3apeructpmpoBaH MuHuctepcteom toctuumm Poccuiickon ®epepaummn 9 sHeaps 2018 r., permctpaunoHHbIN
N 49561);

npukasd MuHucTepctBa 3gpasooxpaHeHus Poccunckon ®epepauum ot 11 gekabps 2019 r. N 10211 "O
BHECEHUM u3MeHeHu B npunoxeHns N 2 un 4 k npukasdy MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickomn
depepaumm ot 1 aerycta 2012 r. N 541 "O6 ytBepXaeHuM hpopmbl Gr1aHKOB peLenToB, COAEPKALLUX Ha3Ha4YeHne
HapPKOTMYECKUX CPeACTB MMM NCUXOTPOMHbIX BELLECTB, nopsgka Ux U3roToBneHns, pacnpegeneHus, perncrpauun,
yyeTa U XpaHeHusl, a Takke npaeun odopmrieHusa” (3apermctpupoBaH MuHuCTepcTBOM toCcTMUMM Poccuiickon
depnepaumm 28 anBapsa 2020 r., permctpauymnoHHbin N 57293);

npuka3d MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepauum ot 8 oktabpsa 2020 r. N 10761 "O
BHECEHUWN M3MeHeHMI B [MopsaoKk pernctpauun, yyeta U XpaHeHust cneuuvarnbHbiX peuenTypHbix GrnaHkoB Ha
HapkoTUYeCckne cpeacTBa MM MCUXOTPOMHbIE  BELLECTBA, YTBEPXOEHHbIM  npukasoMm  MwuHucTepcTBa
3apaBooxpaHenns Poccunckon depepaumm ot 1 aerycta 2012 r. N 54H" (3apeructpupoBaH MuHUCTEPCTBOM
toctmumm Poccuinckon deapepaumm 13 Hoabpa 2020 r., permctpaumnoHHbii N 60898);

npuka3d MuHucTepcTBa 3apaBooxpaHenuss Poccuiickon depepauumn ot 14 auesapa 2019 r. N 44 "OO6
YTBEPXKOEHUN MOPsiAKa Has3HA4YeHUs JeKapCTBEHHbIX MpenapatoB, OPM peuenTypHblx 6GnaHkoB Ha
neKkapcTBEHHbIE NpenapaThbl, Nopsiaka opOopMNEHNs ykasaHHbIX GN1aHKOB, MX yveTa U XpaHeHus" (3apernctpmupoBaH
MwuHucTepcTBoM toctuumnn Poccuiickon ®epepaumm 26 mapta 2019 r., pernctpaumoHHbin N 54173);

npuka3 MuHucTepcTBa 3apaBooxpaHeHusa Poccunckon Pepepaumm ot 11 gekabpsa 2019 r. N 10221 "O
BHECEHMM U3MeHeHnn B npuka3 MuHucTepcTBa 3gpaBooxpaHeHns Pocecuiickon ®egepauun ot 14 aHapa 2019 r.
N 4H "O6 yTBepXOeHuM Nopsiaka Ha3Ha4YeHWs NeKapCTBEHHbIX MpenapaTtoB, OOPM peuenTypHbiX OnaHkoB Ha
nekapCTBEHHbIE NMpenaparbl, Nopsiaka 0OpPMIIEHUS yka3aHHbIX 6aHKoB, UX yyeTa u xpaHeHus!" (3apermcTpmpoBaH
MwuHucTepcTBom octuumm Poccuinckon ®epepaummn 28 aHeaps 2020 r., peructpaumoHHbin N 57292);

npuka3d MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepauum ot 8 oktabpa 2020 r. N 10751 "O
BHECEHUM W3MEHEHWA B MOPSAOOK Ha3HAYeHUs1 JIEeKapCTBEHHbIX MNPEnapaTtoB, YTBEPXKOEHHBIN MNPUKA3OM
MwuHucTepcTBa 3gpaBooxpaHeHust Poccuickon ®epepauum ot 14 guBapa 2019 r. N 41" (3apernctpupoBaH
MwuHucTepcTBom ocTuumm Poccuickon Pepepaumm 22 gekabpsa 2020 r., perctpauunoHHbii N 61695);

NyHKT 3.8 VIHCTpyKUuuM O NopsiaKe BbIMUCLIBAHWUS NEKAPCTBEHHbIX NPenapaTtoB U ohopMIIEHNss peLenToB u
TpeboBaHWn-HaKNagHbIX, YTBEPXKAEHHON MpMKa3omM MuHMCTEpCTBa 34paBOOXPAHEHUs] U COLMAribHOMO pasBUTUS
Poccuinckon ®epepauum ot 12 depansa 2007 r. N 110 "O nopsiake Ha3Ha4YeHWs1 U BbINUCLIBAHMS NEKAaPCTBEHHbIX
npenapaTtoB, M3O0EeNUA MEOWLMHCKOrO Has3HaYeHUst M CrneuvanmnsvMpoBaHHbLIX MPOAYKTOB neyebHoro nutaHua"
(3apeructpypoBaH MuHucTepcTBom tocTuumm Poccuiickon depepaunm 27 anpensa 2007 r., pernctpauuoHHbin N
9364);
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npuka3d MuHUCTEpCTBa 34paBoOXpaHeHns U couunansHoro passutua Poccuiickon depepaumm ot 17 mas
2012 r. N 562H "O6 yTtBepxaeHun [Nopsigka oTnycka puanyecknm nuvuam JNeKapCTBEHHbIX MpenapaToB Ans
MEOULMHCKOro MPUMEHEHUS, coepXKaliMx KpoMe MarnbIX KONMMYECTB HapKOTMYECKUX CPeacTB, MCUXOTPOMHbIX
BELLECTB UM UX MNPEKYpcopoB Apyrme dapmakornormyeckme akTuBHble BewlecTBa" (3aperncTpumpoBaH
MuHucTepcTeoM toctuuumn Poccuiickon Pepepaumm 1 uoHa 2012 r., pernctpaumoHHbin N 24438);

MYHKT 2 W3MEHEHWN, KOTOpble BHOCATCSA B HeEKoTOopble npukasbl MuHUCTEpPCTBa 34paBOOXPAHEHUs W
coumansHoro passutus Poccuitickon ®epepaumn, yTBepXOeHHbIX npukaszoMm MuHuCTepcTBa 34paBoOOXpaHEeHUs
Poccuinckon ®epepaumm ot 10 uoHa 2013 r. N 369H (3apeructpupoBaH MUHUCTEPCTBOM tOCTULMKM Poccuinckomn
®enepaummn 15 niona 2013 r., pernctpauunoHHsii N 29064);

npukad MuHucTepcTBa 3gpasooxpaHeHus Poccuiickon ®epepaummn ot 21 asrycta 2014 r. N 465H "O
BHECEHUM U3MEHEHU B NMOpPSAOK OTnycka hU3MYEeCcKUM Nuuam fekapCTBEHHbIX MpenapaTtoB Ans MeguuuHCKOro
NPUMEHEHUs1, cogepXalnmx KpoMe MarblX KOMMYECTB HAapKOTUYECKUX CPEeAcTB, MCUXOTPOMHLIX BELWECTB U WX
NpekypcopoB Apyrve apmMakonormyeckne akTUBHble BeLecTBa, YTBepXAEeHHbIM npukasom MuHucTepcTBa
34paBoOXpaHeHns u couumanbHoro passutmus Poccunckon depepauumnm ot 17 maa 2012 r. N 562H"
(3apeructpupoBaH MuHuctepcTBom tocTuumm Poccuiickon depepaumm 10 ceHTabpsa 2014 r., pernctpaunoHHbin N
34024);

NyHKT 1 M3MEHEHWN, KOTOpble€ BHOCATCA B HEKOTOpble npukadbl MuHUCTEpPCTBa 34paBOOXPaHEHUA U
coumanbHoro passutusa Poccuinckon ®Pepepauum n MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumu,
yTBEPXAEHHbIX NpukasoM MuHucTepcTBa 3apaBooxpaHeHns Poccuickon ®epepaumm ot 10 ceHtabpa 2015 1. N
634H (3apeructpupoBaH MuHuctepctBoM toctuuum  Poccuiickon  ®epepaummn 30 ceHtsibps 2015 .,
permctpaumoHHbin N 39063);

MYHKT 3 W3MEHEHWUW, KOTOpble BHOCATCS B HEKOTOopble npuka3bl MUHWUCTEpPCTBA 34paBOOXPaHEHUst U
coumanbHoro pa3sutns Poccuickon ®epepaumm n MuHmuctepctea 3gpaBooxpaHeHust Poccuiickon ®egepauum no
BOMpocam obpalleHnsi NeKapCTBEHHbIX MNpenapaToB, COAEpPXallMxX HapKOTUYeckue cpeacTBa, MCUXOTPOMHbIE
BELLEeCTBA M WX MPEKYPCOPOB, U NEKAPCTBEHHbLIX CPeACTB, MoAnexalimx npeaMeTHO-KONIMYECTBEHHOMY Y4eTy,
YTBEPXXAEHHbLIX NpukazoM MuHucTepcTBa 3gpaBooxpaHeHuss Poccuiickon ®epepauumn ot 31 oktsabps 2017 r. N
882H (3apeructpmpoBaH MuHuctepcteom toctuumm Poccuiickon ®epepaummn 9 sHeaps 2018 r., permctpaunoHHbIN
N 49561).

3. PeuentypHble 6naHkn cdopmbl N 107/y-HI, n3roToBneHHble 0O AHS BCTYMNNEHUS B CUMY HACTOSILLErO
npukasa, MOryT ObITb MCMOMb30BaHbl Ao 1 mapTa 2023 roga.

4. Hactoswmi npukas BcTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet go 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npukasy MnHucTepcTBa 30paBoOXpPaHEHNS
Poccuiickon depepaumm

oT 24 HosA6ps 2021 r. N 1094H

NOPAOOK HABHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wme nonoxeHusA
1. HasHayeHMe nekapCTBEHHbLIX MpenapaTtoB AN MEAULMHCKOro NPUMEHEHUst (ganee - neKkapCTBEHHble

npenaparbl) OCYLECTBNAETCA JleyaliMm BpayoM, (denbAliepoM, aKyLlepkon B Crydae BO3MOXEHUS Ha HUX
MOMHOMOYUIA Nevallero Bpada, NPy OKasaHUM MeAMLMHCKON MOMOLLUM B MEOULIMHCKUX opraHusauusax <1>, B
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nopsiike, yCTaHOBMEHHOM Mpuka3oM MuHWCTepcTBa 34paBOOXpPaHEHWs U couumanbHoro passutus Poccuiickoin
®epepaumm ot 23 mapta 2012 r. N 252H "O6 ytBepkaeHun lNopsaka BO3NOXeHWUst Ha denbaliepa, akylepKy
pykoBoauTenem MeauLMHCKOM OpraHn3aumm npyu opraHu3aunm okasaHusa nepBUYHON MeaUKO-CaHUTapHON NOMOLLN
N CKOPOW MEAWLMHCKOW MNOMOLUU OTAENbHbIX (PYHKUMA nevallero Bpada Mno HenocpeaCTBEHHOMY OKasaHWto
MEeOMLNHCKON MOMOLLM NMauneHTy B Nepuog HabnogeHus 3a HUM U ero fneYvyeHnsi, B TOM YMCre No HasHa4YeHuo u
NPUMEHEHMIO NEeKapCTBEHHbIX NpenapaToB, BKNOYash HapKOTUYECKNE NeKapCTBEHHbIe npenapaTthl M NCUXOTPOMHbIE
nekapcTBeHHble npenapatbl" <2>, uHAUBMAYaNbHbIMU NpegnpuHUMaTensamMu, OCyLLeCTBASIOWNMN MeOULMHCKYHO
OesaTenbHOCTb (anee - MeanuMHCKne paboTHUKK).

<1> MyHkt 11 cTtatbm 2 PenepanbHoro 3akoHa oT 21 Hosbps 2011 r. N 323-O®3 "O6 ocHoBax OxpaHbl
3pq0poBbs rpaxaaH B Poccuiickon ®enepauun” (CobpaHne 3akoHopaTenscTtBa Poccuiickon ®egepauum, 2011, N
48, c1. 6724, 2019, N 52, cT. 7796) (ganee - ®epepaneHbiii 3akoH N 323-D3).

<2> 3apeructpupoBaH MuHuctepctBom toctuuum Poccunckon depepaumm 28 anpena 2012 r.,
pernctpaumoHHeln N 23971 ¢ U3MEHEeHUAMW, BHECEHHbIMU MpukasoM MwuHucTepcTBa 34paBOOXpaHEHUS
Poccuinckon ®egepaumm ot 31 oktab6psa 2017 r. N 882H (3apernctpuposaH MuHmuctepctsoM tocTrumm Poccuiickom
®enepaummn 9 auBapsa 2018 r., pernctpauunoHHbii N 49561).

MeanumHcknii paboTHUK, OPOPMUBLLMIA peuenT C HapyLleHMeM HACTOsLero nopsaka, UM pykoBoaWUTErb
MEAUUMHCKON oOpraHusaumm obecnevmBaloT CBOEBPEMEHHOE nepeodopmMneHMe Tpebyemoro Ans nauveHTa
peuenTa.

2. CeefeHns O HasHa4YeHHOM IleKapCTBEHHOM MpenapaTe (HauMeHOBaHWE IeKapCTBEHHOro npenapara,
[03MpOoBKa, CMoco6 BBeAEHWS U MNPUMEHEHWS, PEXUM [03MPOBAHUSA, TMNPOOOIMKUTENBHOCTL JEYEHUs U
060CHOBaHME Ha3HaYeHUsl NEeKapCTBEHHOro npenapaTta) BHOCATCS MEAMUMHCKAM PaBoTHUMKOM B MeOWLMHCKYHO
AOKYMEHTaLMIO NaumeHTa.

B cniyyasx, ykasaHHbIX B MyHKTax 8 - 11 HacTtosawero lNopsiaka, MeguuMHCKUI pabOoTHUK, Ha3HAYMBLLMNA
neKapCcTBEHHbIN npenapaT, oopMnsieT HasHa4YeHUe NEeKapCTBEHHbLIX MpenapaToB, B TOM 4YMCre noanexaiiux
M3roTOBIMEHUIO U OTNYCKY anTeYHbIMW OpraHusaumsmm (ganee - nekapcTBEHHble npenapatbl UHAMBMOYANbHOrO
N3roToBNEHNs), Ha peuenTypHoM GnaHke, 0opMIeHHOM Ha BymMaXHOM HocuTerne 3a CBOeW Moanucbio (oanee -
peuent Ha GymaxHOM HocuTene), n (MnM) ¢ cornacus nauMeHTa WM ero 3aKoHHOro npeacraBuTens <3> Ha
peuenTtypHoM 6naHke B hopme 3MEeKTPOHHOIO AOKYMEHTa C MCMOMb30BAHMEM YCUITEHHOW KBanNuUUMpPOBaAHHOM
3NEKTPOHHON NoANnUcK MeguUMHCKOro paboTHuKa (ganee - peuent B oopMe SMEKTPOHHOIO LOKYMEHTA).

<3> TlyHkT 2 cratbm 20 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

Peuent B dhopme SneKTPOHHOrO OOKYMEHTa, COAepXXalluMi HasHadeHue HapKOoTUYECKMX CpeacTB wunu
NMCUMXOTPOMHbBIX BELecTB, MOANUCLIBAETCH C WCMOMb30BaHUEM YCUINEHHOW KBanugUUMPOBaAHHOW SMNEKTPOHHOW
MoAanvCcK nevallero Bpada unu denbalepa, akylwepku, Ha KOTOPbIX BO3MOXEHbl OYHKUMW fevallero Bpaya, u
COOTBETCTBYIOLLLEN MEOULNHCKON OpraHn3aumm <4>.

<4> [yHKT 1 cTaTbn 26 PenepanbHoro 3akoHa oT 8 sHBapa 1998 r. N 3-®3 "O HapKOTM4eCKUX CPeacTBax u
ncuxoTponHeix BewecTBax" (CobpaHne 3akoHopgatenscTBa Poccuinickon ®epgepaunm, 1998, N 2, c1. 219, 2017, N
31, c1. 4791) (nanee - PenepanbHbiii 3akoH N 3-P3).

OdopmneHre peuentoB B (POPME 3MEKTPOHHBIX [AOKYMEHTOB OCYLUECTBSETCA B Cryvyae MpUHATUA
YMOMHOMOY€EHHBIM OpraHoOM MWCMOMNHUTENBHOM Bnactu cybvekta Poccuinckon depepaumm B COOTBETCTBUM C
nyHKTOM 4 ctaTbn 6 PenepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalleHun nekapCcTBEHHbIX
cpenctB” <5> peweHns o0 wucnonb3oBaHMM Ha TeppuTopuu cybbekta Poccuiickon Pepepaumm Hapsagy C
peuenTaMM Ha JeKapCTBEHHblEe Mpenapatbl, OQOPMIIEHHBIMM Ha OymMaXHOM HocuTerne, peuenToB Ha
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JIeKapCTBEHHbIE NpenaparThl, C(bOpMI/IpOBaHHbIX B cbopme ONEKTPOHHbIX JOKYMEHTOB.

<5> CobpaHue 3akoHogaTtenbcTBa Poccuickon ®egepauun, 2010, N 16, ct. 1815, 2019, N 52, c1. 7793.

3. MNpn BbINUCKe MauMeHTa U3 MEeOULMHCKOW opraHusauum, B KOTOPOWM €My oOKasblBanacb MeauuuHcKasi
MOMOLLb B CTALMOHAPHLIX YCIOBUSAX, NpU HEOBXOOAUMOCTM MPOLOIMKEHUSI NMpMema NeKapCTBEHHOro npenapaTa B
amMOynaTopHbIX YCMOBUSIX [OAHHOMY MaUMEHTY MO pPeLIeHUo PYKOBOAUTENS MEeOULMHCKOM opraHusauumn
Ha3Ha4yalTcs ¢ odhopMrieHMemM peLenTta B OpMe 3MeKTPOHHOro JOKYMeHTa 1 (unn) Ha BymaxkHoM HocuTerne (3a
UCKMoYeHNneM OhOpMIIEHMST PeLenToB Ha NleKapCTBEHHbIE MpenapaTthbl, nognexaime oTnycky 6ecnnaTtHo unm co
ckugkon) nnbo BblaarnTCs (NaLMEHTY UK ero 3akOHHOMY NpeaCcTaBUTENO) OOHOBPEMEHHO C BbINUCKOW M3 UCTOPUN
GonesHu nekapcTBeHHble NpenapaTkbl, B TOM YXCNE HAPKOTUYECKUE U MCUXOTPOMHbIE NEKAPCTBEHHbIE Npenaparhbl,
BHeceHHble B cnucku |l n Il nepeyHss HapKOTUYECKUX CPencTB, NCUMXOTPOMHbLIX BELLECTB M UX MPEKYPCOPOB,
nognexawux koHtpomno B Poccuiickon depepaunmn, yteepxaeHHoro lNpasutensctsoM Poccuiickon ®epepauum
<6> (panee - lNepeyeHb), CUNBHOOENCTBYIOLLNE NEKAPCTBEHHbIE MpenapaThl, HA CPOK NMpuema nauueHTom Ao 5
OHEN.

<6> [lyHkT 2 cTtatbm 2 depepanbHoro 3akoHa N 3-O3 (CobpaHue 3akoHogaTenbcTBa Poccuickon
depepaumm, 1998, N 2, ct. 219; 2016, N 27, cT1. 4238).

4. HasHayeHne nekapCTBEHHbIX MNpernapaTtoB MpW OKasaHWM MeOMLIMHCKOW MOMOLM B CTaLMOHAPHbIX
YCMOBUSIX MOXET OCYLLECTBMATbCS MOCPEACTBOM TpeboBaHUA MeOMLMHCKOWM OpraHusaumu, HamnpasnsiemMblX B
anTeyHble opraHM3aumm, SBRSOWMECS CTPYKTYPHBIMU NoapasaeneHnsiMm MeauuuMHCKON opraHusaumn. <7>

<7> TyHkt 54 ctatbn 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaweHun
nekapcTBeHHbIx cpeacTs" (CobpaHne 3akoHogaTtenbctBa Poccunckon ®egepauun, 2010, N 16, ct. 1815; 2019, N
31, cT. 4456) (panee - PegepanbHbin 3akoH N 61-3).

5. HasHayeHMe neKkapCTBEHHbIX MpenapaToB  OCYLECTBMSAETCA MEAUUMHCKMM  pabOTHMKOM Mo
MEXOyHapOOAHOMY HENMaTeHTOBAaHHOMY HaWMMEHOBaHWIO, a NpW €ero OTCYTCTBUM - TPYMNUPOBOYHOMY UMK
XUMMYECKOMY HauMMeHoBaHMI0. B criyyae OTCyTCTBMSA MeEXOAYHapOO4HOro HEMaTeHTOBAHHOIO HaWMEHOBAHUSA W
rPyNnNMpPOBOYHOIO WIIM XMMMWUYECKOr0 HauUMEHOBaHMS JEKApPCTBEHHOIO MpenapaTta IlekapCTBEHHbI npenapaT
Ha3Ha4yaeTCsa MeOULUHCKMM pabOTHMKOM MO TOProBOMY HaMMeEHOBaHWUi0. [Mpu HanmMuum MeamuUMHCKMX NnokKasaHun
(vHaMBMOoyanbHas HENepeHOCMMOCTb, MO J>KM3HEHHbIM MOoKa3aHMsM) MO pPeLUeHMo BpavyebHOM KOMUCCUM
MEOMLUUHCKON opraHu3aumm <8> OCyLIEeCTBMSETCA Ha3HayeHMe W OPOPMIIEHME Ha3HAYEeHWUs] JTEKapCTBEHHbIX
npenapaTtoB, He BXOOSAWMX B CTaHOapTbl MEOAULMHCKOM MOMOLLM, pa3paboTaHHble B COOTBETCTBMM C MyHKTOM 14
ctaten 37 ®depepanbHoro 3akoHa N 323-03 <9>, unu He NpeayCMOTPEHHbIX COOTBETCTBYHOLLEN KITMHUYECKON
pekoMmeHgaumen, nmbo no TOProBbiIM HauMeHoBaHusIM. PelueHne BpayebHOM KOMUCCUM  MeOULMHCKON
opraHm3aumm uKcMpyeTcs B MEOMLUHCKON JOKYMEHTaUMM NauMeHTa 1 B XXypHane BpayebHon Kommccun.

<8> lNpuka3 MuHUCTEpPCTBa 30paBOOXPaHEHMST U coumanbHoro passutusa Poccuiickon ®enepauum ot 5 mast
2012 r. N 5021 "O6 yTtBEpXOEHWM MOpsifka CO34aHUSA U AeATenbHOCTU BpayvebHOM KOMUCCUN MELMULMHCKON
opraHm3aummn" (3apermctpupoBaH MuHuctepctBoM toctuummn  Poccuinckon ®epepauum 9 umoHa 2012 r,
pernctpaumonHein N 24516) ¢ W3MEHEeHWsIMW, BHECEHHBbIMW MpuKa3om MwuHMUCTEpCTBaA 30paBOOXPAHEHUS
Poccunckon ®enepauun ot 2 gekabpsa 2013 r. N 886H (3apernctpupoBaH MuHucTepcTBOM HOCTULMKM Poccumnckonm
depepaumm 23 gekabps 2013 r., permctpaumoHHbin N 30714).

<9> CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaunn, 2011, N 48, cT. 6724.

Ecnu npun OKas3aHUM nauueHTy MEANLMHCKOW MOMOLUN B MeOULIMHCKON opraHn3auun B CTaUMOHAPHbIX
yCnoBuax no pelleHuro Bpa‘-I66H017I KOMUCCUN OCYLLECTBINAKTCA Ha3Ha4eHune n npuMeHeHue IeKapCTBeHHOro
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npenaparta C KOHKPETHbIM TOProBbiIM HauMMeHOBaHMeM, TO MNpPpU OKa3aHun OaHHOMY MauneHTy MeOWLMHCKOMN
NOMOLLN B MHOW MEAWULMHCKOMN OopraHn3aumm B CTauMOHapPHbIX YCINOBUAX, a TakKXe B aM6ynaTopr|x ycnoBuax
OCyLLeCTBNAETCA Ha3Ha4YeHne eMy nekapCTBeHHOro npenaparta ¢ TeM XXe TOproBbiM HaMMeHoOBaHNEM <10>.

<10> lNyHKT 2 nocTtaHoBneHus MNpasutensctBa Poccuickon ®enepauum ot 30.06.2020 N 965 "O BHeceHun
n3ameHeHun B lNpaBuna opMnpoBaHNS NEPEYHS NeKapCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYLLECTBISIETCA B
COOTBETCTBMUN C UX TOProBbIMU HAMMEHOBAHUSIMU, U O MPUMEHEHUN NEKAPCTBEHHLIX NPENapaToB C KOHKPETHLIMU
TOoproebiMu HanmeHoBaHusMn" (CobpaHune 3akoHogaTensbcTBa Poccuiickon ®eagepaunn, 2020, N 28, cT. 4422).

6. HasHaueHue nekapCTBEHHOro npenapaTa B peLenTe Ha GymMaHOM HocuUTene unu peuente B ¢hopme
SMEKTPOHHOIrO [OOKyMeHTa OdQOpMISIeTCA Ha WMS NauWeHTa, Ans KOTOpOro npedHasHayeH IekapCTBEHHbIN
npenapar.

PeuenTt Ha BymaxHOM HocuTene, opopMneHHbIn Ha peuenTypHom bnaHke cdopm N 107/y-HIM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEpXXAEHHbIX HACTOSLWMM MpUKa3oM, MOXeT ObITb MONyyYeH nauneHTOM, €ero
3aKOHHbIM MpeAcTaBUTENEM UMM NULOM, MMEIOWMM  OMOPMIIEHHYIO B COOTBETCTBUM C  rpaXgaHCKUM
3akoHoaaTenscTBoM Poccuiickon depepanmm 4OBEPEHHOCTb OT MauMeHTa Ha NpaBO NONyYeHUsa Takoro peuenTta
(oanee - ynonHOMOYEHHOE NNLO).

MpencTaBneHre JoBepPeEHHOCTU He TpebyeTcs B criyvyae MonyyYyeHust peLenTa Ha fiekapCTBeHHbIN npenapat
ONs MHKypabenbHoro GONMbHOro Ha 3aBepLUAaloLWEM 3Tarne ero >XM3HW NMLOM, OCYLLEeCTBASIOWNM YXO4 3a Takum
WHKypabenbHbIM 60oMnbHbIM. B TakoM cnyyae mMeguuMHCKUN paboTHMK BbigaeT nuvuy, OCYLLECTBSOLWEMY YXO4 3a
WHKypabenbHbIM BGOMbHbIM, LOKYMEHT, NOATBEPXAANOLMA MHKypabernbHOe COCTOosiHME GONbHOro, CoaepXXallun
cBefeHus O nuvue, KoTopoe ByaeT nonyyaTtb NekapcTBEHHble npenapatbl N0 peuenty (hamMunns, Mms, oTY4eCTBO
(mocnegHee - Npu Hanuuun), BUA, cepust U (MNM) HOMEpP OOKYMEHTA, YAOCTOBEPSIOLLErO NIMYHOCTb), 3aBEPEHHbLIN
NOAMMWCHLIO U NeYaTbio 4aHHOTO MEeQMULIMHCKOro paboTHMKA, a Takke neyaTbio MeanLUMHCKON opraHusaLnmmn.

[lokymeHT, noaTBepXaatoLwmMn NHKypabenbHoe COCTosIHME BOMNBbHOro, OCTAeTCs B anTEYHOW OpraHn3aumm.

Peuent B dopme SneKkTpoHHOro [AoKymMeHTa opMmpyeTcs C  WUCMNONb3OBaHWEM TOCYOapPCTBEHHOM
WHpopMaLMOHHOM cuUCTEMbI B cdoepe 3apaBooxpaHeHust cybbekta Poccuiickon ®depepauun, mMeguLMHCKON
WMHOPMALIMOHHOM CUCTEMbBI MEONLMHCKOW OpraHusaumm <11>,

<11> Cratbu 91 u 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTtenbcTBa Poccumnckomn
depepaumn, 2011, N 48, cT. 6724; 2021, N 27, c1. 5141).

dakT Bblgaun peuenTa Ha NeKapCTBEHHbI npenapaTt 3akOHHOMY MPEeACTaBUTENO I YTNIONTHOMOYEHHOMY
nvuy VIKCUPYETCS B MEAMLMHCKON OKYMEHTaLMM NauneHTa.

7. MeguumHckuM paboTHMKaM 3anpellaeTcs OgOPMISTb peuentbl NpyM  OTCYTCTBMM Yy MauMeHTa
MEAVLMHCKUX TOKa3aHW; Ha Hes3aperMcTpvpoBaHHble JEeKapCTBEHHble NpenapaTbl <12>; Ha NeKapCTBEHHble
npenaparbl, KOTOpble B COOTBETCTBUW C WHCTPYKUMEN MO MEAMUMHCKOMY MPUMEHEHWI0 MpegHasHayeHbl Ans
NMPUMEHEHMS! TONbKO B MEAMLMHCKMX OpraHM3auusix; Ha HapKOTMYecKue CPeacTBa U MCUXOTPOMHbIE BELLECTBa,
BHeceHHble B cnucok |l [epeyHsi, 3aperncTpuMpoBaHHble B KayecTBe J1eKapCTBEHHbIX MpenapaTtoB, B LEnsX
NPUMeHeHUs1 Ans IeYeHUs1 HapKOMaHWM.

<12> PeweHne CoseTa EBpa3suiickori s3KoHOMU4Yeckon kommccum ot 3 Hoss6pst 2016 r. N 78 "O [lMpaBunax
perucTpaumMm M 3KCNepTU3bl NEKAPCTBEHHbIX CPEeACTB AN MEOUUUHCKOrO MnpuMMeHeHua" (oduumanbHblin canTt
EBpaswiickoro akoHomu4eckoro cotosa http://www.eaeunion.org/, 21 Hoa6psa 2016 r.). Ctatea 13 PegepanbHOro
3akoHa N 61-9®3 (CobpaHune 3akoHopaTtensctBa Poccuiickon ®enepauun, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).
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[ata coxpaHeHus: 06.02.2023

WHavBvayanbHeIM NpeanpuHUMaTensm, OCyLLECTBMAWUM MEOULIMHCKYHO AeSTENbHOCTb, AOMOMHUTENBHO K
TpeboBaHWsAM, yKaszaHHbIM B ab3aue MNepBOM HACTOSLLEro MyHKTa, 3anpelyaetcs odopMnsTb peuenTsl Ha
HapKOTMYeckMe cpencTBa W MCUMXOTPOMHble BellecTBa, BHeceHHble B crucku |l u 1l Mepeyns (nanee -
HapKOTMYEeCKME U NCUXOTPONHbIE NeKkapcTBEHHbIe Npenapatsl cnuckos |l 1 11l MNepeyns).

8. Mpun Ha3Ha4YeHUN HapKOTUYECKMX WM MCUXOTPOMHBIX NekapcTBEeHHbIX npenapatoB cnvcka |l Mepeyns, 3a
UCKMIOYEHNEM TeKapCTBEHHbIX MpenapatoB B BuAe TpaHcAepMarbHbIX — TepaneBTUYECKUX CUCTEM M
nekapCTBEHHbIX MpenapaTos, codepXallux HapkoTUYecKoe CPeAcTBO B COYETAHWUU C aHTarOHUCTOM OMUOUAHBLIX
peLenTopoB, peLenTbl Ha ByMmaxxHOM HocuTene opopMnsaTCs Ha peuenTypHoM 6naHke copmbl N 107/y-HI.

9. PeuentypHbii 6naHk goopmbl N 148-1/y-88 odhopmnsieTcst Npu HasHa4YeHnm:

1) HapKOTM4EeCKUX U MCUXOTPOMHbIX NeKapcTBeHHbIX npenapaTtoB cnucka Il TepeyHs B Buge
TpaHcaepMarnbHbIX TepaneBTUYECKUX CUCTEM, HapKOTUHECKUX fekapCTBEHHbIX npenapatoB cnucka Il MNMepeyHs,
copepXallmMx HapKoTUYeckoe CpPeACTBO B COYETaHUM C aHTArOHUCTOM OMUOWMAHBIX PELEenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX nNpenapatos cnucka lll MepeyHs;

2) KOMBMHNPOBAHHBIX NIEKAPCTBEHHbLIX NpenapaToB, CoaepXaLlmx:

a) KOAEeVH uUnn ero conu (B NepecyeTe Ha YMCTOE BELLECTBO) B Konuyectee A0 20 Mr BKAUYUTENBHO (Ha 1
003y TBepAOoN nekapcTBeHHON hopmbl) nu B konmdectee Ao 200 mr BkrntoumTtensHo (Ha 100 mn nnm 100 r kngkon
nekapCcTBEHHON (POpMbI ANSA BHYTPEHHENO NPUMEHEHNS);

0) ncespoadenpuHa rmgpoxnopus B konuyectee, npesbiwatowem 30 mr, u o 60 mr BknrountensHo (Ha 1
003y TBepAOK NnekapcTBEHHOW hOpMbl);

B) ncespoadhedpuHa rugpoxnopug B konuyectse, npesbiwatowem 30 mr, u go 60 mMr BKIHOYUTENBHO B
coyeTaHMM C AekcTpoMeTopdaHom rugpobpommaoM B konmdectse, npesblwatowem 10 mr, m go 30 wmr
BKIMIOUMTENBHO (Ha 1 403y TBEPLOM NTEKapCTBEHHON hOpMbI);

r) nekctpomeTtopdaHa rugpobpomma B konudectee o 200 mr BkrrountensHo (Ha 100 mn vnm 100 r xxmuagkon
nekapcTBEHHOW OOPMbI ANsi BHYTPEHHETO NPUMEHEHNST);

n) acbegpvHa rmgpoxrnopua B konmdecTse, npesbiwatowem 100 mr, n go 300 Mr BkntoumTensHo (Ha 100 mn
unun 100 r XngKon nekapcTBEHHOM OOPMbI AJ151 BHYTPEHHErO NPUMEHEHMS);

e) adhegpuHa rugpoxnopug B konudectee 0o 50 mr BknouutenbHo (Ha 1 o3y TBEpAOW feKapCTBEHHOM
opMbl);

X) dbeHmnnponaHonamMuH B KOnMyecTBe A0 75 Mr BKOUMTENbHO (Ha 1 O3y TBEpOoW NeKapCTBEHHOWM
dopmbl) nnu go 300 mr BrtoumTensHo (Ha 100 mn unmn 100 1 XXngkow nekapCTBEHHOW (POpMbl ANst BHYTPEHHETO
NPUMEHEHWS);

3) deHobapbutan B konuyectse A0 15 Mr BKMOYUTENBHO B COYETaAHMU C KOAEMHOM (MW ero ComnsiMu)
He3aBMCMMO OT Konm4ecTBa (Ha 1 o3y TBepAow NekapCTBEHHOW (DOPMBbI);

n) deHobapbutan B konuyectBe Ao 20 Mr BKIIOYMTENBbHO B COYMETaHUM C 3DEOPVMHOM MOPOXSIOPUAOM
HEe3aBMCMMO OT Konm4yecTBa (Ha 1 o3y TBepAow NekapCTBEHHOW (DOPMBbI);

K) xropguasenokcug B konuyecTtse, npesbiwatowem 10 mr, n go 20 mr BrmtouMTENBHO (Ha 1 003y TBEpaown
niekapCTBEHHON hOpMbI);

3) nekapcTBEHHbIX NpenapaTtoB MHAMBWAYANbHOrO M3rOTOBIIEHUS), COAEPXKALLUMX HAPKOTUYECKOe CpencTBO
UnNu nNcuxoTpornHoe BewecTso cnucka |l MNMepeyHs, u apyrne gapmakonornyeckue akTuBHble BellecTBa B [03e, He
MpeBbILIAOLEN BbICLLYIO Pa30oBYH0 A03Yy, W MPU YCIOBUM, YTO 3TOT KOMOVMHUPOBAHHbLIVA FIEKAPCTBEHHbIN Npenapat
He SIBNSETCA HAPKOTMYECKUM UIN MCUXOTPOMHBIM NIEKAPCTBEHHBLIM NpenapaTom cnucka Il MNMepeyns;

4) JIEKAPCTBEHHbLIX MMpenapaTtoB, BKIKOYEHHbIX B NepedYeHb J1IeKapCTBEHHbIX CpeacTtB ANld MeauUMHCKOro
NnpUMEHEeHnd, noanexawumx npegmeTHo-KoNMmM4YeCTBeHHOMY Yy4eTy (,u,anee - JIeKapCTBEHHbIE nMpenaparhl,
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BKINtOYEHHbIe B nepeyeHb [KY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 noctaHoBneHus [lpasutensctBa Poccuinckon ®egepaumm ot
19.06.2012 N 608 "O6 yTtBepxaeHun MonoxeHnss o MnHuctepcTee 3gpaBooxpaHeHus Poccuiickon ®epepaumn”
(nanee - MonoxeHne o Munnctepctee) (CobpaHne 3akoHogatenbcTBa Poccuickon ®enepaumn, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbin 6GnaHk copmbl N 148-1/y-04(n) odopmnsaeTcs npu Ha3Ha4YeHUM neKapCTBEHHbIX
npenapaToB rpaxpaHaMm, MMelLWuM npaBo Ha 6ecnnatHoe nonyyeHue rnekapCTBEHHbIX MNpenapaTtoB Wnu
nony4yeHne rekapcTBEHHbIX NpenapaToB CO CKUAKOMN.

11. PeuenTypHbii 6naHk gpopmbl N 107-1/y odhopMmnsaeTcst npy HasHa4YeHUu:
1) nekapcTBEHHbIX NpenapaToB, He yka3aHHbIX B NyHKTax 8, 9 HacTosdwero MNopsaka;
2) KOMBMHNPOBAHHBIX NEKAPCTBEHHbLIX NpenapaToB, CoaepXKaLlmx:

a) aprotaMmvHa rmgpoTapTpaTr B KONMYECTBE A0 5 Mr BKMOUMTENbHO (Ha 1 [0O3y TBEpAOW NeKapCTBEHHOM
hOpMbi);

0) acbeppuHa rmgpoxnopug B konmdectse o 100 mr BkmoumTtenbHo (Ha 100 mn wmnm 100 r xmnakon
nekapCcTBEHHON (POpMbI ANSA BHYTPEHHENO NPUMEHEHNS);

B) nceepoadhedpvHa rmagpoxnopua B konuyectse, He npesblwatowem 30 mr (Ha 1 gosy TBepaon
nekapcTBeHHOW OpMbI);

r) nceegosdedpvHa ruapoxropug B KonvdecTBe, He npeBbiwatowem 30 Mr, B cOYeTaHuM C
nekctpomeTopdaHoM rugpobpommaom B Konudectse, npesbiwatowem 10 mr, n go 30 Mr BkoumTenbHoO (Ha 1
0,03y TBEPAOW NIEKapCTBEHHOW OPMbI);

) oekctpomeTopdaHa rugpobpomuma B Konmyectse, npesbiwatowem 10 mr, u go 30 Mr BkoUMTENBHO (Ha 1
003y TBEPAOW NIEKapCTBEHHOW OPMbI);

e) cdbeHobGapbuTan B konunyectee, npesbiwatowwem 20 mr, n go 50 mr BknounTenbHO (Ha 1 [o3y TBEpPLOMN
nekapcTBEHHOW OpMbI);

X) peHobapbutan B konunyectBe Ao 20 Mr BKIHOUYUTENBHO B COYETAHUWU C 3ProTaMMHOM TMApPOTaApTpaToOM
He3aBUCKMMO OT KonudecTBa (Ha 1 403y TBEPAOM NlekapCTBEHHON hOpMbI);

3) xnopanasenokcug B konnyectse 4o 10 Mr BktouMTenbHO (Ha 1 4O3y TBEPOON nekapCTBEHHON hopMbl).

12. MNpwv Ha3Ha4YeHUM NIEKAPCTBEHHOMO Npenaparta MHAVBUAYaribHOro U3roTOBMEHUS B peuenTte Ha GyMakHOM
HocuTene w (Mnn) peuente B (poOpMe 3MEKTPOHHOrO [OKYMEHTa HaMMEHOBaHUS NEKapCTBEHHbIX CPEeACTB
(BellecTB), BKIOYEHHbIX B nepeyeHb [1KY, ykasbiBaloTCA B Hayane peuenTta, 3aTemMm - BCe OCTanbHble
WHIPEaNEHTbI.

13. MNpun Ha3HayYeHMM NeKapCTBEHHOrO MpenapaTta B peuente Ha BymaxkHOM HocuTene u (inu) peuenTe B
dopmMe SnEeKTPOHHOIro [OKYMEHTa 3anpeLlaeTcsl MpeBbilaTb KOMMYECTBO HAPKOTMYECKUX CPEACTB MMM
MCUXOTPOMHBIX BELLECTB, KOTOPOE MOXET ObiTh BbIMMCAHO B O4HOM peLenTe, yCTaHOBNeHHoe npunoxexHmem N 1 k
HacTosdLwemy lNopsaaky, 3a UCKNIOYEHNEM CnyyaeB, YkasaHHbIX B MyHKTax 15 u 24 HacToswero NMopsagka.

14. Tpn HasHayeHMM §eKapCTBEHHbLIX MpenapaToB, BKMOYEHHbLIX B nepedeHb [1KY, go3a KoTopbIX
NpeBbIWAET BbICLUMA O4HOKPATHBIN MpUEM, MEOULUHCKUA paboTHMK obo3HavaeT [03y STOro JfieKapCTBEHHOro
npenapaTta B peLente Ha OyMaXHOM HOCUTENEe MPOMNUCbI0 C MPOCTaBMIEHNEM BOCKMMLATENBHOMO 3Haka u (uUnu)
NPOCTaBMSET BOCKNULLATENbHBIN 3HAK NpyY 0hopMIeHnn peLenTta B (oopMe 3NEKTPOHHOIO AOKYMEHTa.

15. Konn4ecTBo HasHaYeHHbIX NeKapCTBEHHbIX MpenapaTtoB, BKIOYEHHbIX B nepedeHb 1KY, npu okasaHum
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nauneHTam, Hyxaawwnmca B ANUTENbHOM NnevYeHnn, I'IepBI/I‘-IHOIZ Me,D,VIKo-caHMTapHOIZ NOMOLLN M NannMaTMBHON
MEANLMHCKOM MOMOLLM MOXET ObITb YBEJTMYEHO C Y4eTOM KITMHUYECKUX peKOMeH,U,aLI,I/II‘/II He Gonee yem B 2 pasa no
CpaBHEHUIO C KONMMYECTBOM HaAPKOTUYECKNUX CpeacTB U NCUXOTPOMHbIX BELWECTB, KOTOPOE MOXEeT ObITb BbINNCAHO
B OHOM peuenTe, yCTaHOBITEHHbIM NMpuroxeHnem N 1k HacTodwemy I'Iop;u:l,Ky.

B cnyyasix, npegycMoTpeHHbIX ab3auem nepBbiM HAaCTOSILLErO MYHKTA, Ha pelenTax Ha GymaxHOM HocuTene
npomseBoguTca Hagnucek "o cneuwansHOMY HasHa4YeHUO", OTAENbHO 3aBepeHHasi NOAMNUCHID MeOULMHCKOro
paboTHMKaA WM nevaTbld MEeLULMHCKOM opraHmsauumn "[ns peuentoB", Ha peuentax B ¢OpMe 3MNEKTPOHHOro
OOKyMeHTa npowussBoguTcsa oTMeTka "llo cneumanbHOMY HasHavyeHu" ¢ MNpOCTaBfEeHUEM  YCUSTEHHOM
KBannuLMpoBaHHON 3NEeKTPOHHON NOAMMCY MeOMLNHCKOrO paboTHUKa.

16. CocTtaB nekapcTBEHHOro npenapaTta, fiekapcTBeHHast popMa u obpalleHne meguuuHCKoro paboTHUKa K
hapmaLieBTUHECKOMY PabOTHUKY 00 OTMyCcke fiekapCTBEHHOrO npenaparta Ha GyMaXHOM HocuTene oopMIsitoTcs
Ha NaTMHCKOM WUINKN PYCCKOM si3blke B POAUTENBHOM Nafexe, 3a UCKIYeHneM odopMieHust pelentoB B oopme
3NEKTPOHHOrO LOKYMEHTa, OCYLLECTBIISIEMOrO Ha PYCCKOM Si3bIKe.

Mpun ocopmneHun peLenTypHbIX GriaHKOB AOMycKaeTcsl UCMONb3oBaHWe cokpalleHun (npunoxeHne N 2 k
HacTosilwemy Nopsaky).

Mpy HasHaYeHUM NekapcTBEHHOro npenaparta He OOoNycKaeTCcs COKpallleHWe HaMMEeHOBaHW UHIPEeaMEHTOB,
COCTaBMAOLLIMX EeKapCTBEeHHbI npenapaTt, He MO3BOMSALIMX YCTaHOBUTb, KAaKOW WMEHHO NeKapCTBEHHbIN
npenapar Ha3Ha4eH.

17. Cnocob npMMeHeHMs NekapCTBEHHOro npenaparta obo3Ha4YaeTcs C ykasaHueM MyTW BBEAEHWs, A03bl,
4acToThbl, BPEMEHN MPUEMA OTHOCUTENBbHO CHa (YTPOM, Ha HOYb) M €ro ANUTENbHOCTW, a ANsi NeKapCTBEHHbIX
npenapaToB, B3aMMOAENCTBYIOLLMX C MULLIEN, - BPEMEHUN MX YNOTPebneHnsa OTHOCUTENbHO NpMeMa nNuwm (8o enbl,
BO BpeMs efbl, Nocrne egbl).

18. lpn HeoBXOOMMOCTM HEMEOSIEHHOTO WM CPOYHOro (B TedeHne [AOByx paboumx [OHen) oTtnycka
NeKapCTBEHHOro npenapaTta nauuMeHTy B BEPXHEW 4acTu peuenTa Ha OymaXkHOM HocuTene npocTaBnsATCH
obo3HaveHusa "cito" (cpouHo) mnum "statim" (HemegneHHo). AHanornyHble 0603HAYEeHUs MPOCTABMSATCA B BuAe
OTMETOK Npu oPopMIieHnM peLenTa B POPME 3NEKTPOHHOIO AOKYMEHTA.

19. lMpn odopmMneHMn HasHa4YeHWst TOTOBOro JIEKAPCTBEHHOrO Mpenaparta B peuente Ha OGymaxkHom
HocuTene unu peuente B (bopmMe 3MEeKTPOHHOro AOKYMEHTa KONMUYEeCTBO AEeWCTBYIOLWMX BELLEeCTB ykasblBaeTcs B
COOTBETCTBMW C UHCTPYKUMEN NO MEOULMHCKOMY NPUMEHEHMIO NIeKapCTBEHHOro npenapara. [Jonyctnmo ykasbiBaTb
[O3NPOBKY NEKApPCTBEHHbIX MNpenapaTtoB CUCTEMHOIO OEWCTBUA (ans pe3opObTMBHOrO npuema) B TBEPAbIX
neKkapcTBEHHbIX dhopmax (Hanpumep, TabreTkn, NMOPOLUKM, Karcysbl) Kak COAep)KaHWe OOHOro UMM HEeCKOITbKMX
OEVCTBYIOLLMX BELeCTB B eAuHMUax Maccel (B rpammax, munnurpammax). JonycTMmo ykasbiBaTb [03MPOBKY
fnlekapCTBEHHbIX MpernapaToB CUCTEMHOIO AEWCTBUSA (AN pe3opbTUBHOIO MPUMEHEHUS) B XXUOKUX NeKapCTBEHHbIX
dopmax (Hanpvmep, pacTBOpbl, CyCNeH3un) Kak COAep)XaHne OOHOro MITM HECKONbKMX OEWCTBYHOLLMX BELLECTB B
eQuHMLax MacCbl Ha eauvHuuy obbema (Hampumep, MUNIMIpaMM/MUnAnIUMTP) C ykKasaHnem obwero obbema
nexkapcTBeHHON OOpPMblI.

Mpun ochopmneHnn HasHauyeHNs NekapCTBEHHOrO NpenapaTta MHAMBUAYaNbHOrO M3roTOBMEHNS B peLenTe Ha
OyMaXHOM HoOcUTeNne unu peuente B (POPME IMEKTPOHHOrO [AOKYMEHTA KOMMYECTBO TBEPAbIX W CbINy4vmx
hapmaueBTMHeckmx cybcTaHuun ykasbiBaeTcd B rpammax (0,001; 0,5; 1,0), xugkmx - B Munnunutpax, rpaMmmax m
Kannsix.

20. Peuentbl Ha BymaxHOM HocuTene, B hOpMe 3NIEKTPOHHOIO AOKYMEHTa, 00OPMIIEHHbIE Ha PELENTYPHOM
6naHke dopmbl N 148-1/y-88 n npegHa3HayeHHbIe AN OTMNycKa JIEKapCTBEHHbIX NpenapaToB, NpeayCMOTPEHHbIX
nognyHktamu 1 - 3 nyHkTa 9 HacToswero Nopsaka, AencTBUTENbHbI B TedeHne 15 aHen co AHS opopMNeHns.

21. PeuenTbl Ha BymaxXHOM HocuTene, B oOpMe 3IIEKTPOHHOTO AOKYMEHTa, 0DOPMIIEHHbIE Ha PELENTYPHOM
6naHke dopmbl N 148-1/y-04(n) v npegHasHa4eHHble AN OTNycka NEeKapCTBEHHbIX MpenapaToB rpaxgaHam,
ykasaHHbIM B nyHkTe 10 HacToswero lNopsaka, aencteutensHbl B TedeHve 30 AHeM co OHA ogopMneHus, 3a
UCKIMIOYEHNEM CIydaeB OhOPMITEHUS peLienTa B COOTBETCTBUM € NyHkTamu 38 m 39 Hactoswero lNMopsgka, npu
KOTOpbIX OH AENCTBUTENEH B TeyeHne 15 aHen co aHA 0OopMIIEHNS.
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22. PeuenTbl Ha GymaxHoM HocuTerne, B hopMe 3rEeKTPOHHOTO AOKYMeHTa, 0ohOpMIIEHHbIE HA peLenTypHOM
6naHke dopmbl N 148-1/y-04(n) M npegHasHa4eHHble AN OTNycka NeKapCTBEHHbIX MpenapaToB rpaxgaHam,
OOCTUrIMM NEHCUOHHOro BO3pacTa, MHBanvaaM MepBOW rpynnbl, AeTaM-uHBanNugam, a Takke rpaxgaHam,
CTpaZaloLLM XPOHUYECKMMM 3aboneBaHnaMn, TPebYOLNMU ANUTENBHOIO KYpCOBOro fevYeHns, 4eNCTBUTENbHbI B
TedyeHne 90 OHen co OHA OPOPMIIEHMS], 32 UCKIIOYEHMEM CrydaeB, ykasaHHbIX B nyHkTax 38 u 39 HacTtosero
Mopsgka, Npy KOTOPbIX OH AENCTBUTENEH B TeveHne 15 gHen co AHA odhopMneHus..

[nsa nedyeHust XpOHUYECKNX 3aboneBaHWiA yKasaHHbIM KaTeropusiM rpaxaaH NekapCTBEHHble npenapaThbl C
ohopMIeHMEM peELIENTOB Ha OyMa)KHOM HoOcuUTene WNu pelenTtoB B (DOPME IMEKTPOHHOTO AOKYMEHTa MOryT
HasHayaTbCs Ha Kypc neyveHusa ao 180 gHen.

23. PeuenTbl Ha GymaxHOM HocuTene, B (hopMe 3MEKTPOHHOIO A0KyMeHTa, OhOpPMIIEHHbIE HA PeLLenTypHOM
6nanke cdopmbl N 107-1/y u npeaHasHayeHHble OIS OTNyCKa JEeKapCTBEHHbIX MpenapaToB, MpeayCMOTPEHHbIX
nyHkToM 11 HacToswero MNMopsaka, AencTBUTENbHbI B TedeHne 60 gHen co oHA ohopmnenHns.

Mpn HasHayeHWM roToBbIX NEKAPCTBEHHbLIX NPenapaTtoB U NeKapCTBEHHbIX MpenapaToB WUHAMBUOYarbHOro
N3roTOBIEHUs NauneHTam ¢ 3aboneBaHusaMn, TPeOYLNMY ONTUTENBHOMO KYpCOBOTO NeveHusl, ¢ opopmneHnemM Ha
peuenTtypHoM 6naHke dopmbl N 107-1/y peuenta Ha BymaxHOM HOcuTene unu B hopmMe 3neKTPoHHOro AOKYMeHTa
yCTaHaBnvMBaeTCs CPOK AeNCTBUA peLenTa B npeaenax 4o 04HOro roga.

B cnyyae yctaHOBNEeHUsa cpoka OEeNCTBUA peuenTta B npegenax 40 O4HOro roga B peuenTte npou3BOanTCs
Hagnucb: "Mo cneumanbHOMY Ha3HayeHuto", 0b6o3HayYaeTCsl CPOK AEUCTBMSA peuenta U NepuoguyHoOCTb OTMycka
NeKapCTBEHHbIX MPenapaToB M3 anTe4YyHOW OpraHu3auun UnuM MHAUBUAYanbHbIM NpearnpuHUMaTenemM, UMEKLL MM
NUUEH3MI0 Ha apMaLeBTUYECKYID AeATENbHOCTb <14> (eXeHedenbHO, E€XEeMEeCAYHO WU WHble nepuoabl).
JononHutenbHO 3TO yKka3aHue 3aBepsdeTcs NOANUCHI0 MeaMUMHCKOro paboTHMKa, a Takke nevyaTbl MeauLMHCKON
opraHmsaumn "[nsa peuentoB" (ans peuenta Ha OGyMaXHOM HocuTene) WnNu ycurneHHon KBanuuumMpoBaHHOM
3NEKTPOHHOW MOAMUCHI0 MEAMULMHCKOro paboTHMKa U nuua, YNONHOMOYEHHOro 3aBepsTb AOKYMEHTbl OT MMEHU
MEeANLMHCKON opraHm3aumm (4ns peuenta B pOpMe 3EKTPOHHOIO AOKYMEHTA).

<14> lyHKT 47 yactn 1 ctatbn 12 depepanbHoro 3akoHa ot 4 masa 2011 r. N 99-03 "O nuueH3snpoBaHum
OTAEenbHbIX BUOOB AeAatenbHocTu" (ganee - depepanbHbii 3akoH N 99-03) (CobpaHue 3akoHogaTenbCTBa
Poccwuiickon ®epgepaummn, 2011, N 19, cT. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha nekapCTBEHHblE Mpenaparbl, BKOYEHHbIe B nepedeHb [MKY, ana neyeHus naumeHToB C
XPOHUYECKUMM 3ab0oneBaHNsIMN MOryT 0pOpPMIISATLCSA Ha Kypc nedeHns go 60 gHen.

B cny4yae, korga Kypc nedveHus coctaenset 6onee 30 AHen, OOMNOMHUTENbBHO B pelenTax Ha OymaKHOM
HocuTene npousBoauTcsa Hagnuch "lo crneuuanbHOMY HasHadeHuo", 3aBepeHHasi nognucbld MeaUUMHCKOro
paboTHMKa W ne4yaTbid MeOuMUMHCKOM opraHu3auum "[Ons peuenTtoB", Ha peuentax B (popme 3reKTpOHHOro
JoKyMeHTa npowussoguTca oTMeTka "llo cneumanbHOMY HasHavyeHuo" C  MpPOCTaBNeHUEM  YCUIEHHOM
KBanuuLMpoBaHHON 3MEKTPOHHOW MOAMWCUM MEAWMUMHCKOro paboTHMKa WM nuvua, YMOSTHOMOYEHHOrO 3aBepsiTb
OOKYMEHTbI OT UMEHW MEOMLUHCKON OpraHmnsauun.

25. Peuent Ha BymaxHOM HocuTerne B (POpPME 3MEKTPOHHOrO OOKYMEHTa, OPOPMITEHHBIN C HapyLUEHWEM
YyCTaHOBMEHHbIX HacTosAwmm Nopsgkom TpeboBaHMN, CHMTAETCS HEQENCTBUTENBHbBIM.

Il. HasHayeHMe neKkapCTBEeHHbIX NpenapaToB NPU OKasaHUU
MeAWNLMHCKOM NOMOLUM B CTaLlMOHAPHbIX YCIOBUAX

26. MNpwv okazaHWM NauMeHTy MEANLMHCKON NOMOLLY B CTALMOHaPHbIX YCIOBUSAX Ha3HaYeHWe fekapCTBEeHHbIX
npenapaToB Npom3BoanTca 6e3 odopMreHns peuenta MeanUMHCKUM paboTHUKOM €AMHOSMMYHO, 3@ UCKIIoYeHneM
cnyyaesB, YKasaHHbIX B NyHKTe 27 HacToswwero Nopsaaka.

27. CornacoBaHue HasHa4yeHus NeKapCTBEeHHbIX nMpenapaTtoB C 3aBedywowunm oTaerneHnemMm  unun
OTBETCTBEHHbIM [OEXYPHbIM Bpa4oM nnéo apyrmm  nmuoM, YnoJTIHOMOYEHHbIM TMPUKa3oOM [aBHONO Bpa4a
MeauLMHCKON opraHunsauumn, a TakkKe, npm Hanm4mn, c BpayvomMm - KITMHUYECKUM (bapMaKOJ'IOFOM Heobxooumo B
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

cnyyasix:
1) O4HOBPEMEHHOIO HasHa4YeHWs NATU U Boree NekapCTBEHHbIX NMPenapaToB O4HOMY NaLWeHTY;

2) Ha3Ha4dYeHna neKapCTBEeHHbIX MnpenapatoB, He BXOoAAWMUX B MepedvYeHb XU3HEHHO HeobxoauMbIX U
BaXKHEMNLLINX NNeKapCTBEeHHbIX MNMpenapaTtoB <15>, npn HETUNMNYHOM TeYeHUn 3aboneBaHns, HanuuMM OCHOXHEHWUN
OCHOBHOro 3aboneBaHus u (MJ'II/I) conyTCcTByHOLWMX 3aboneBaHui, npun Ha3Ha4YeHUN NeKapCTBEHHbIX MNMpenapaTtos,
0COBEHHOCTM B3aUMOAENCTBUS U1 COBMECTUMOCTHU KOTOPbIX COrMacHO MHCTPYKUUAM NO UX NPUMEHEHUI0 NPUBOAAT K
CHWXEHUIO S(beeKTMBHOCTM n 6e3onacHocTn q)apmaKOTepanMM n (I/I.l'll/l) CO30akT NoTeHuMaribHy0 onacHoOCTb OnA
XU3HU N 300pPOBbA NalUeHTa.

<15> Yactn 1 crtaten 60 depepanbHoro 3akoHa N 61-O3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
®enepaumn, 2010, N 16, c1. 1815; 2020, N 29, cT. 4516).

B ykasaHHbIX Crydasix HasHadeHWe FeKapCTBEHHbIX NpenapatoB (UKCUMPYETCS B  MeAULUHCKOW
OOKYMEHTaUMU MauueHTa U 3aBepsieTcsl NoAMnUCbid MeaWULMHCKOro paboTHMKA M 3aBedylolero oTaeneHnem
(OTBETCTBEHHOIO AEXYPHOrO Bpaya Unu Apyroro ynorHOMOYEHHOro nuua).

28. MeguumHCckMn  paboOTHMK  MEAWUMHCKOM  opraHu3aumMm (ee  CTPYKTYpHOro noapasgeneHus),
pPacnonoXXeHHOW B CENbCKOM HACENIEHHOM MyHKTE, OCYLLECTBMSET Has3HaudeHue IeKapCTBEHHbIX MpenapaToB B
cnyvasix, ykasaHHbIX B NyHKTax 27 u 29 HacToawero Mopsgka, eanHonmnyHo.

29. Mo peweHntio BpavyebHOM KOMMCCUM MaUMEHTaM Mpu OKasaHMM UMM MEeOMLMHCKOMW MOMOLUN B
CTaLUMOHapHbIX YCIOBUSAX Ha3HA4YalTCA JNEKapCTBEHHbIE MpernapaTbl, HE BKIOYEHHbIE B MEPEYEHb KU3HEHHO
HEOOXOAMMBIX W BaXXHEWLUMX JIEKAPCTBEHHbLIX MpenapatoB, B Cryvyae MX 3aMeHbl K3-3a WHOAUBMAYaNbHOW
HENepPeHOCMMOCTH, MO XN3HEHHBIM MOKa3aHNSIM.

PeweHne BpayebHOM kOMUCCUM PUKCMPYETCA B MEAULUMHCKOM [OKYMEHTaLMM MNauueHTa Wu >KypHane
BpayebHOM KOMUCCUMN.

30. B cnyvasax obcrnemoBaHns WM NeYEHUst TpaxgaHuHa B CTAUMOHAPHbLIX YCMOBUSAX B paMKax
NnpeaoCTaBNeHNss MEOQMLUMHCKAX YCNyr Ha BO3ME3[HOM OCHOBE 3a CYET JMYHbIX CPEeAcCTB rpaxpaH, CpeacTts
IOPUOMYECKMX TWL, M WHbIX CPeAcTB Ha OCHOBaHWM [OroBopa, B TOM 4ucre [Jorosopa AoOpOBOSbHOIO
MEeOMLIMHCKOrO CTpaxoBaHus <16>, eMy MOryT ObiTb Ha3Ha4yeHbl JIEKAPCTBEHHbLIE Mpenaparbl, He BXoaslue B
nepeyeHb >XM3HEHHO HEOOXOOUMBIX W BaXXHEWLMX JEKapCTBEHHbIX MpenapaToB, €CrlM KX HasHayeHue W
NpUMeHeHne 06YCNOBEHO MEONLIMHCKAMM MOKA3aHUSMMU.

<16> T[locTtaHoBneHue [lpaButenbctBa Poccuinckon depepauun ot 4 oktabpa 2012 r. N 1006 "O6
yTBepxaeHun [paBun npegocTaBneHNs  MEOULMHCKUMW  OpraHuM3auusiMM - MnaTHbIX  MeaWMUMHCKUX — ycnyr"
(CobpaHue 3akoHogaTenbcTBa Poccuickon Pegepaumm, 2012, N 41, c1. 5628).

Ill. HazHa4yeHMe neKkapCTBEeHHbIX NpenapaToB NpPU oKazaHUU
nepBUYHOMN MEeAUNKO-CaHUTAPHOW MOMOLLY, CKOPON MeAULMHCKON
MOMOLLM 1 NannMaTMBHON MeaULMHCKON NOMOoLLMn

31. lMpn okasaHMM NEPBUYHON MEOMKO-CaHMUTAPHOW MOMOLUM W nannnaTMBHOM MEAWMUMHCKOW MOMOLLN B
amOynaTopHbIX YCIOBUSIX Ha3HAYEHWE NEKAPCTBEHHbIX MPenapaToB OCYLLECTBMASETCH MEANLMHCKUM PabOTHMKOM
B CNny4Yasix TUMUYHOTO TeYeHUs 3aboneBaHNs NauMeHTa UCXOAs U3 TSXKECTU U xapakTepa 3abonesaHus.

32. HasHayeHue nekapcTBEHHbIX NpenapaToB Mo peLleHno BpavyebHOM KOMUCCUM NPU oKa3aHUM NepBUYHON
MEeOMKO-CaHUTapHOW NOMOLLM, NanfiMaTMBHON MEAULMHCKOM NMOMOLUU B amBynaTOPHbIX YCIIOBUSAX NPOM3BOANTCS B
cny4asx:

1) OQHOBPEMEHHOIo HasHa4eHnA O4HOMY NauUUNEHTY MATU U oornee JIEKApPCTBEHHbIX MpenapaTtoB B Te4eHune
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

OOHUX CYTOK UK CBbilLE OeCATU HaUMEHOBaHUI B TEYEHNE TpuauaTtn OHewn;

2) Ha3Ha4YeHna NneKkapCTBeHHbIX npenapartos nNpn HEeTUNMYHOM Te4YeHUn 3aboneBaHuns, HanUYMM OCNOXKHEHNI
OCHOBHOro 3aboneBaHus u (MJ'II/I) ConyTCTBYHOLLNX 3aboneBaHui, npun Ha3Ha4YeHUN NeKapCTBEHHbIX MNMpenapaTos,
0COBGEHHOCTM B3aUMOAENCTBUS U1 COBMECTUMOCTHU KOTOPbIX COrMacHO MHCTPYKUUAM NO X NPUMEHEHUI0 NPUBOAAT K
CHWXEHNIO S(b(*)eKTVIBHOCTVI 1 6e30nacHOCTU NeYeHns naumeHTa u (I/IJ'II/I) co3aark0T NoTeHUMarbHYO OnacHOCTb And
XU3HU N 300pPOBbA NalUEeHTa;

3) NepBUYHOIO Ha3Ha4YeHWs NaLMEHTY HAPKOTUYECKMX U NMCUXOTPONMHbIX JIEKAPCTBEHHbLIX NMPenapaToB CrUCKOB
Il n Il TlepeyHs (B criydae NMPUHATUS PYKOBOAWUTENEM MEeOWLUMHCKON OpraHv3aumy pelleHus o HeoGXxoaMmocTy
COrnacoBaHus HasHa4YeHWsl TakMX NeKapCTBEHHbIX NPenapaToB ¢ BpadeGHOW KOMUCCHEN).

33. MoBTOpHOE Ha3Ha4YeHVe HAPKOTUYECKUX U MCUXOTPOMHBIX NEeKapCTBEHHbIX npenapatoB crnvckos Il u il
MepeyHs Npou3BOAUTCH MEOULMHCKMM pabOTHUKOM CaMOCTOSTENbHO UNW eauHONMYHO Ge3 yyactusi BpadeBHom
KOMUCCUM NauueHTam C BblpaXKeHHbIM GOneBbIM CUHOPOMOM JOGOro reHesa, HapyLIEHWEM CHa, Cy[O0POXHbIMU
COCTOSIHUSIMW, TPEBOXKHBLIMM pacCTpoiicTBaMu, poGusiM1, NCUXOMOTOPHBLIM BO36YXOEHNEM.

34. MNpwn okazaHMM CKOPOM MEOULMHCKOWN MOMOLLM NEeKapCTBEHHbIE NpenapaTbl Ha3HavyatTCa MeANLMHCKAM
paboTHMKOM Bble3gHON Opuragbl CKOPOW MOMOLUM, MEAWMLMHCKAM PabOTHUKOM MELMLMHCKOW OpraHusaumm npu
oKasaHuM MeAULMHCKOM NMOMOLLM rpaxaaHam npu 3aboneBaHusaX, HECHACTHbIX CrydasX, TpaBMax, OTPaBNEeHUsIX U
OPYrMx COCTOAHUSX, TPEDYOLMX CPOYHOIO MEOMULMHCKOrO BMeLlaTenbCTRa.

IV. HaszHauyeHue nekapCcTBEHHbIX NpenapaToB rpaxaaHam,
MMerLMM NpaBo Ha 6ecnnaTtHoe noslyyeHue NneKapcTBeHHbIX
npenapaTtoB Unu NoslyYeHne NneKkapCcTBEeHHbIX NpenapaToB
CO CKMAKOMN, NpU OKa3aHUM NEePBUYHOMN
MeaNKO-CaHUTapHOM NOMOLLMU

35. lNMpn okaszaHUM NEPBUYHON MELUKO-CAHUTAPHOW MOMOLUM Ha3Ha4YeHne MeOULUHCKMM pabOTHMKOM Ha
OCHOBE KIMMHUYECKUX PEKOMEHAaLuui U C y4eTOM CTaHOapTOB MEAMUMHCKOM nomowm <17> nekapCTBEHHbIX
npenapaTtoB, OTNyckaemblx OecnnaTtHO WNM CO CKMOKOW, rpaxaaHam, MMewLWwum npaBo Ha obecneveHue
NeKapCTBEHHbIMM MNpenapaTtaMyM 3a CYeT CPeAcTB OHOKETHbIX aCCUrHOBaHWW doegepanbHoro Orompketa U
oromxkeToB cybbekToB Poccunckon ®egepaunn, ocyLlecTBNAeTca Ha peuenTypHom 6naHke N 148-1/y-04(rn).

<17> Ctatbs 37 ®epnepanbHoro 3akoHa N 323-93 (CobpaHue 3akoHogatenbcTBa Poccunckon degepaumn,
2011, N 48, ct1. 6724; 2021, N 27, cT. 5186).

Mpun ocbopmneHun peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha BymaxHoM HocuTene odopmMnsATCa ABa
9K3eMNnsipa, OAWH M3 KOTOPbIX OCTAETCA B anTe4YHOW OpraHvM3auun, BTOPOM - B MEOMLMHCKON LOKYMEHTauuu
nauueHTa.

36. MpaBo HasHa4aTb fieKapCTBEHHbIE Npenapathl rpaxkaaHam, UMELLMM NpaBo Ha GecnnaTHoe norydeHue
NeKapCTBEHHbIX NMpenapaToB Uiu Nofy4YeHne feKapCTBEHHbIX MPENapaToB CO CKUAKON, Takke UMEIT:

1) meguumHckne paboTHUKK, paboTarolme B MEAULMHCKON OpraHn3auum no COBMECTUTENLCTBY (B Npegenax
CBOEW KOMMETEHLMN);

2) meguMumHCcKMe pabOoTHUKM CTauMOHApHbIX OpraHM3auui COUMAanbHOro OBCAYXMBaHWA NPU  HamuMuum
NNLIEH3NM Ha OCYLLECTBIIEHNE MEAWLUMHCKOW AesaTenbHocTn <18>, nmpegycmatpuvBalollen BbINONHEHWEe paboT
(okasaHwue ycnyr) No oKasaHWo NEPBUYHON MEOUKO-CaHUTAapHOW NoMoLLM B aMBynaTopHbIX YCNoBusX (HE3aBUCUMO
OT BEAOMCTBEHHOMN NPUHaANEXHOCTN);

<18> TlyHkT 46 4vactm 1 crtatbm 12 depepanbHoro 3akoHa N 99-03 (CobpaHve 3akoHogaTenbCcTBa
Poccunckon ®enepaumm, 2011, N 19, c1. 2716; 2021, N 27, cT. 5159).
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[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

3) MeauumHckne pabOTHUKN MELMULMHCKMX OpraHmM3auui, OKasbiBaloLMX NMEPBUYHYHO MELMKO-CaHUTapHYHO
NOMOLLb, NOABEAOMCTBEHHbLIX dhefepanbHbiM OpraHaMm MUCMOMHUTENbHON BRAcTU UMM opraHaMm UCMNOMHUTENbHOWN
Bnactu cybbektoB Poccuiickon degepaunu;

4) nHamenayanbHble npeanpuHuMartesnu, ocyuectenarowmne MmeguumHCKyro AeATEeNTIbHOCTb U BKIMTKOYEHHbIE B
peectp MeOUUNHCKUX OpFaHMSGLlMVI, OCYyLLUEeCTBNALNX OeATENNIbHOCTb B cq)epe 0bs3aTenbHOro MeauLMHCKOro
CTpaxoBaHUA.

37. I'Ipw Ha3Ha4YeHU NeKapCTBeHHbIX npenapartos rpaxgaHam, UMerLwmnm npaBso Ha becnnatHoe nony4yeHue
NNeKapCTBEHHbIX npenapaTtoB U nony4vyeHne nekapCTtBeHHbIX npenapaTtoB CO cKkngkon, B peuenTe yKa3blBaeTCAd
HOMeED TeJ'IeCt)OHa, Nno KOTOpoMy pa6OTHI/1K anTeyHon opraHusauumn npu HeO6XOp.I/1MOCTI/1 MOXeT cornacoBatb C
MeanuMHCKUM pa6OTHMKOM 3aMeHYy JNleKkapCTBEHHOIo npenapara.

38. HasHauyeHune HapKOTUYECKMX M MNCUMXOTPOMHbLIX NEeKapCTBeHHbIX npenapatoB cnucka |l MepeyHsa (3a
UCKMIOYEHNEM TNeKapCTBEHHbIX MpenapaToB B BuAe TpaHCAepMarnbHbIX TepaneBTUYeCKMX CUCTEM, a Takke
nekapCTBEHHbIX MpenapaToB, codepXallux HapkoTUYecKoe CPeAcTBO B COYETaHWUM C aHTarOHUCTOM OMUOUAHBIX
peLenTopoB) rpaxgaHam, uMmelwuM npaBo Ha OGecnnaTtHoe MOonyyYeHue neKapCcTBEHHbIX npenapaTtoB Wnu
NonyyYeHns nekapCTBEHHbIX NpenapaToB CO CKUAKOW, OCYLLECTBSeTCa Ha peuentypHoMm 6naHke chopmbl N 107/y-
HI, k koTOpOMYy AOMONHUTENBHO OPOPMNAETCA peuenT Ha peuenTypHoMm BriaHke dpopmbl N 148-1/y-04(n) (B ABYX
aKk3emnngapax npyM ohopmMreHmn Ha GymaxxHoM HocuTene).

39. HasHauyeHune HapKOTUYECKMX U MCUXOTPOMHLIX feKapCTBEHHbIX npenapaTtoB cnucka Il MNMepeuHsa B Buae
TpaHcaepMarnbHbIX TepaneBTUYECKUX CUCTEM, HapKOTUYECKUX fekapCTBeHHbIX npenapatoB cnucka Il MepeyHs,
coaepXallmMx HapKOTUYecKoe CpPeACTBO B COYETAHUM C aHTarOHMCTOM OMMOWMAHBIX PEeLenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapaTtoB cnucka Il MNepeyHs, nekapCTBEHHbIX NpenapaTtoB, BKIHYEHHbIX B nepeveHb [KY,
cogepxawmxca B noanyHkre 2 nyHkta 11 Hactosiwero [Nopsgka, nNpegHasHaveHHble OM1S NEYeHUs rpaxaaH,
umelLWwmx npaBo Ha GecnnaTtHoe MOnyyYeHWe neKapCTBEHHbIX NpenapatoB WM MOMyyYeHue JeKapCTBEHHbIX
npenapaToB CO CKMOKOW, OCYLLIECTBNSETCA Ha peuenTypHbix 6rnaHkax dopm N 107-1/y n N 148-1/y-88, K KOTOPbIM
OONONHUTENBHO OoopMIAETCs peuenTt Ha peuenTypHom Gnanke dopmbl N 148-1/y-04(n) (B ABYX ak3emnnapax
npu ooopMreHnM Ha BymMa)KkHOM HocuTene).

MpunoxeHne N 1

K Mopsagky HazHaveHus
nekapcTBEHHbIX NpenapaTos,
yTBEPXOEHHOMY NPUKA30oM
MuHMCTEpCTBa 34paBOOXPaHEHMS
Poccuiickon depepaumm

oT 24 HosA6ps 2021 r. N 1094H

KONMYECTBO
HAPKOTUYECKUX CPEACTB UIMU NCUXOTPOMNHbLIX BEWECTB, KOTOPOE
MOXET BbITb BbIMUCAHO B O4HOM PELIENTE

N MexayHapogHoe HenaTeHTOBaHHOE dopwma Bbinycka 1 KonunuecTtBo
n/n HaVMEHOBaHNE HAapPKOTUYECKOIO U [03MpoBKa
NMCUXOTPOMHOIO NIEKAPCTBEHHOIO
npenapara
1. BynpeHopduH + HanokcoH Tabnetku 60 TabneTtok
cybnuHreaneHble 0,2 Mr + | (ynakoBka, kpatHas N
0,2 mr 20)
www.consultant.ru Crpanuua 14 13 39
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H

"O6 yTBEpXAeHMM Mopsiaka Ha3HaYEeHUs NIekapCTBEHHbIX NpenapaTos, hopM

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

peuenTyp...
2. BynpeHopduH PacTtBop Ans uHbekuuin, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TIOOUKOB)
3. BynpeHopduH TpaHcaepManbHbIii
nnacTbipb
35 mkr/yac 20 nnacTblpem
52,5 mKr/vac 10 nnacTbipen
70 mkr/yac 5 nnactblpen
4, MopduH PactBop ans nHbekuui, 20 amnyn (Wwnpuu-
pacTBop AN NOOKOXHOro TIoBMKOB)
BeBeaeHus 10 mr/mn 1 mn
5. KogeunH + MopduH + HockanuH + PacTtBop AN NOAKOXHOMo
ManaBepvH + TebaunH BBEJEHUS
0,72 +5,75+2,7 + 0,36 + 20 amavn
0,05 mr/mn 1 mn y
1,44+115+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepunguH Tabnetkun 25 mr 50 TabneTok
7. TpumenepnanH PactBop ans nHbekuui i
10 mr/mn 1 mn 20 arg)éul(((l-)UBﬂ)pMLl
20 mr/mn 1 mn
8. MopdumH TabneTku (kancyrnbi) 180 Tabnetok
NPOTOHIMPOBAHHOIO (kancyn)
nencreuns 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyrn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopdumH Tabnetkn
5 wmr 100 Tabnetok
10 mr 100 TabneTok
10. MopdoumH Kannn ans npuema
BHYTpb 20 mr/mn 20 mn 4 pnakora
11. MopdoumH PactBop ans npuema
BHYTPb (MOHOLO03bI)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcumkogoH + HanokcoH TabneTku
NPONOHMMPOBAHHOIO
JencTBus
5mMr+25mr 100 TabneTtok
10 mMr + 5 mr 60 Tabnetok

HafAe)XHafA npaBoBas noaaepxXkKa
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H

"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm RokymenT npeﬂog;?g‘:(pﬁg::ﬁg:’gzI'BE'TIZJ-IO?;
peuenTyp...
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 Tabnetok
13. | MNponuoHundeHunaTokenaTunnunepuauH | TabneTku 3awieyHsle 20 50 TabneTok
mr
14. ®eHTaHun MnacTtbipb
12,5 mkr/yac 20 nnacTblpen
25 mkr/vac 20 nnacTblpen
50 mkr/yac 10 nnacTbipen
75 mkr/vac 10 nnacTbipen
100 mkr/yac 10 nnacTbipen
15. ®eHTaHun CnipeW HasanbHbIV

®dnakoH 50 mkr/oo3a

2,0 mn (10 gos) 24 pnakoHa
3,2 mn (20 go3) 12 donakoHoB
5,0 mn (40 go3) 6 donakoHoB

®dnakoH 100 mkr/go3a

2,0 mn (10 go3) 12 donakoHoB
3,2 mn (20 go3) 6 donakoHoB
5,0 mn (40 go3) 3 dhnakoHa

®dnakoH 200 mkr/go3a

2,0 mn (10 go3) 12 donakoHoB
3,2 mn (20 go3) 6 donakoHoB
5,0 mn (40 go3) 3 dnakoHa

MpunoxeHune N 2

K Mopagky HaszHaveHus
NneKapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKa3oM
MwuHMcTepcTBa 30paBOOXpPaHEHNS]
Poccuiickon depepaumm

oT 24 HosA6ps 2021 r. N 1094H

CnpaBo4Ho
PEKOMEHOOBAHHBIE K UCINMOJIb3OBAHUIO COKPALLUEHUA
NP OPOPMITEHN PELUENTOB
N CokpaleHune lNonHoe HanucaHne MepeBog
n/n
1. aa ana no, NOPOBHY
www.consultant.ru Crpanvua 16 u3 39
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

peuenTyp...
2. ac., acid. acidum Kucnota
3. aer. aerozolum aspo30rib
4, amp. ampulla amnyna
5. ag. agua Boja
6. aqg. purif. aqua purificata BoJa ouuLleHHas
7. but. butyrum mMacno (Teepgoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CINOXHbIW
10 D Da (Detur, Dentur) Boigan (MycTb BbigaHo, Myctb byaeT
' ' ' Bbl4aHo)
11 D.S Da, Signa Detur, Signetur Beipan, obosHas Mycts bynet
) = ’ ’ BblgaHo, OB6o3Ha4YeHo
Boigan (Mycts 6yayT BblAaHbl) Takme
12. D.t.d. Da (Dentur) tales doses 03bl
13. dil. dilutus pa3BefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble Yactu
15. emuls. emulsio 3MynbCusi
16. extr. extractum 3KCTPAaKT, BbITAXKA
17. in enem. in enemas B MUKPOKITM3Max
18. F. Fiat (fiant) MycTtb obpasyeTtca (obGpa3syroTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanns, kannm
21. gtt. peror. guttae peroralis Kannu ans npyema BHyTpb
22. inf. infusum HacTom
23. in amp. in ampullis B amnyrax
24, in tab. in tab(u)lettis B TabreTkax
25. | in tab. prolong. in tab(u)lettis prolongatis B TABNeTKaX G NPOMOHMPOBAHHEIM
BblcBODOXOEHNEM
in tab. brolon B TabreTkax C NPONOHIMPOBAHHBIM
26. OE d 9 in tab(u)lettis prolongatis obductis BbICBOOOXAEHMEM, MOKPbITHIX
' obonoykom
27. in tubul. in tubulis B ToOumKax

HafAe)XHafA npaBoBas noaaepxXkKa
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H

"O6 yTBEpXAeHMM Mopsiaka Ha3HaYEeHUs NIekapCTBEHHbIX NpenapaTos, hopM

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

peuenTyp...
28. lin. linimentum NUHNUMEHT

29. lig. liguor XnOKocTb

30. lot. lotion NOCLOH

31. m. pil. massa pilularum nunionbHas macca

32. membr. bucc.

membranulae buccales

NNeHKn 3alleYHble

33. M. Misce, Misceatur (MycTb gyhg,eel-ruizemaHo)
34. mixt. mixtura MUKCTypa

35. N. numero yucnom

36. ol. oleum Macno (kuakoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUAONSA, NUITONK
39. p. aeq. partes aequales paBHble 4YacTu

40. ppt., praec.

praecipitatus

ocaXaeHHbIN

41, pulv. pulvis NOPOLLIOK

42. g. s. gquantum satis CKONbKO NoTpebyeTcsi, CKONbKO Hago
43. r., rad. radix KOpEHb

44, Rp. Recipe Bosbmu

45, Rep. Repete, Repetatur MoeTopu (MycTb GyaeT NoBTOpPEHO)
46. rhiz. rhizoma KOpHEBULLIE

47. S. Signa, Signetur O6oagz:n;3$zg:;)6yum

48. sem. semen cems

49, simpl. simplex npocTomn

50. Sir. sirupus cuporn

51. sol. solutio pacTteop

52. spr. spray cnpen

53. spr. nas. spray nasale cnpen HasanbHbIN

54. supp. suppositorium cBeva, Cynmno3vTopun

55. susp. suspensio CyCrneH3uns, B3BeCb

HafAe)XHafA npaBoBas noaaepxXkKa
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

peuenTyp...
56. tab. tab(u)letta TabneTka
57. t-ra, tinct. tinctura HacTonka
58. tubulis tubulis TOOMKM
59. STT Systema Therapeutica Transcutanea T TparcaepManbHas
epaneBTuyeckas Cuctema
60. ung. unguentum Masb
61. vitr. vitrurn CKNsiHKa
Mpunoxexue N 2
K npukasy MuHucTepcTBa 34paBoOXpaHeHus
Poccuiickon depepanmm
OT 24 HosA6ps 2021 r. N 1094H
®OPMA PELIENTYPHOIO BJIAHKA N 107-1/Y
MwuHMCTEpPCTBO 34 paBoOXpaHeHnst Poccumnckom Kog dopmbl no OKY[]
denepaummn Kog yupexaenunsa no OKIMO
MeawnumHckas [OKyMeHTauus
HanmeHoBaHwue (wtamn) dopma N 107-1/y
MEeANLMHCKON opraHuM3aLmm YTBEpXOeHa npukasom

MuHUCTEpCTBa 34paBOOXpPaHEHMs
Poccuiickon degepaumm

oT 24 Hosa6ps 2021 r. N 1094H
HanmeHoBaHwue (WwTamn) MHAMBUOYanbHOro

npeanpuHuMaTtens (ykasaTb agpec, Homep u
Aaty nueH3nn, HaMeHoBaHWe opraHa
rocygapcTBeHHON BNacTu, BblaaBLUEro
NNLEH3MIO)

PELEENT
(B3poCnbIf, OETCKMIM - HYXXHOE NOAYEPKHYTH)
" 20 .

damunus, MHMUManbsl UMEHM 1 OTYECTBa (NoCnegHee - NpU HanMynmn)
nauueHTa

[aTa poxgeHus

damunua, nHMuMarnbsl UMeHU 1 0TYeCTBa (nocrneaHee - Npu Hanu4um)
nevaulero Bpaya (denbaliepa, akyLepkn)

www.consultant.ru
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

py6.|kon.| Rp.

Moanuck M.TT.
1 neyatb fnevawlero spaya
(nognuck enbaliepa, akyLepkm)

PeuenT nemcrBUTeJIeH B TeueHue 60 mHel, mo 1 roma ( )
(Hy)XHOEe TOOUEPKHYTH) (ykazarb
KOJIMUECTBO IHEMN)

O6opoTHasa cTopoHa

OTmeTKa 0 Ha3HAYeHWM NIekapCTBEHHOro
npenapara no peLleHnto BpadebHor kommccum

MpuroTtoBun MpoBepun OTtnyctun

®OPMA PELENTYPHOIO BITAHKA N 148-1/Y-88

MwuHuCTEpPCTBO 3apaBooxpaHeHns Poccuickomn Kog dopmbl no OKY[] 3108805
depepaumm MeavumHcKkas OKyMeHTaums
dopma N 148-1/y-88
HaumeHoBaHve (wutamn) YTBEpXAEeHa Npukasom
MeZLMULMHCKOW opraHu3aumm MwuHucTepcTBa 30paBooOXpaHeHNs

Poccuiickon depepaumm
oT 24 Hos6ps 2021 r. N 1094H

HanmeHoBaHue (LuTamn) nHanBugyanbHOro
npeanpvHMMaTens

(ykasaTb agpec, HOMep U gaTty NULEeH3nu,
HanuMeHOBaHWe opraHa rocyapCTBEHHOW
BIacTu, BblAaBLUEro NULIEH3NIO)

www.consultant.ru Crpannua 20 us 39
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

e [ | [] L) Lol L L) LD L

PELUENT " 20 T
(oaTa ocbopmneHus-peLienTa)

(B3pocCnbli, AETCKUI - HYXXHOE NOAYEPKHYTL)

damunua, nHuuuanbl UMeHU 1 oT4YecTBa (nocnep,Hee - npu HaJ'II/ILII/II/I)
nauneHTa

[aTta poxaeHus

Ap.pec MecTa xutenbctea unn N meguumHcKom KapTbl aM6ynaTopHoro nauuneHTa, nony4aroLiero
MeaNUUNHCKYIO NOMOLLb B aM6ynaTopr|x ycnoBsuax

damunus, MHUUmManbl UMEHM 1 OTYeCTBa (NocnegHee - Npu Hanuynm)
nevaiyero Bpada (denbaluepa, akyLepkm)

Moanuck 1 nevaTtb nevawlero Bpaya M.TT.
(moanuck dpenbaluepa, akywepkm)

Peuent genctButeneH B TedeHne 15 gHen

O6opoTHas cTopoHa

OTmeTKa 0 HasHaYeHUN NEKapCTBEHHOrO
npenaparta no peLleHno BpadebHON KoMUCCUN

MpurotoBun MpoBepun Otnyctun

®OPMA PELIEMNTYPHOI'O BITAHKA N 148-1/Y-04(I1)
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

MVIHVICTepCTBO 30paBooOXpaHeHusA

Poccuiickon deaepaumm MECTO
OnA
LWTPUXKO
OA <*>
Ltamn
Koa

MeauLMHCKON opraHusauunmn

LLUramn
Koa

nHamenayanbHOro npegnpuHuMaTena

YTBEP>XOEHA
npukasom MuHucTepcTBa
34paBoOXpaHeHns
Poccuitckon ®egepaumm
oT 24 HosA6psa 2021 1. N
1094H

Kog dopmbl no OKY[] 3108805

®opma N 148-1/y-04(n)

Kopn Kop Ho3onorndeckom McTouYHUK bmHaHcMpoBaHus:
KaTeropum dopmbl (no MKB) (noayvepkHyTb)
rpaxkgaH

1. ®egepanbHbin GrogxeT

depepaummn
3. MyHuumnanbHbI OrogxeT

2. brogxet cybbekTa Poccuiickon

% onnatbl:
(noa4vepkHyTb)

1. BecnnaTtHo
2. 50%
3. nHon %

PELUENT Cepus N [ata ocdbopmneHus:

20 .

damunnda, vHUUManbLl MMEHUM WM OTYecTBa (nocregHee - Mpu
Hanuyuun) nauueHTa HaTa poxaeHus

CHUIC

N nonwuca
obsazaTtenbHoOro
MeOWULMHCKOro
CTpaxoBaHUs:

Homep MeauLMHCKON KapTbl NauneHTa, nony4varuero MeamunHCKyo nomMoLlb B aM6ynaTopr|x

www.consultant.ru
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H

"O6 yTBEpXAeHMM Mopsiaka Ha3HaYEeHUs NIekapCTBEHHbIX NpenapaTos, hopM

peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

YCMNoBUAX

damunua, nHuuunarnbsl UMeHU 1 oT4ecTBa (nocne/J,Hee - npu HaJ'II/ILII/II/I)

nevauyero Bpada (denballepa, akyLuepku)

Py6. Kon.

] o PP PPUPPPPPPRRRRRP

Moanuck 1 neyaTb Nevallero Bpava
(nognuck denbaliepa, akyLepkm)

PeuenT gencrteuteneH B TedeHne 15 gHen, 30 aHen, 90 gHen (Hy>KHOE NOAYEPKHYTb)

M.I.

OTnyweHo no peuenTy:

Toprosoe HavMeHoBaHWe 1 003MPOBKa:

Harta otnycka: " " 20 T

KonuyecTtBo:

MpuroTtoBun:

MpoBepwn: Ortnyctun:

(nMMHWs oTpbiBa)

KopeLwuok peuentypHoro 6naHka

HanmeHoBaHune
flekapCTBEHHOro npenaparTa:

[oaunposka:

Cnocob npumeHeHus:

MpoaomKnUTeNbHOCTL

KonnyecTtBo NpnemoB B AeHb:

Ha 1 npuewm:

JHen

pas

eq.

<*> B cnyyae W3rOTOBMEHWSI PeLEenTypHOro GraHka C WUCMONb30BaHUMEM KOMMbIOTEPHbIX

TEXHOMNOMMMN.

O6opoTHas cTopoHa

OTMeTKa 0 Ha3Ha4YeHun JIeKapCTBEHHOIo

HafAe)XHafA npaBoBas noaaepxXkKa
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

npenapara no peLleHnto Bpa4ebHon KoMmmuccum

MpurotoBun Mposepun Otnyctun

Mpunoxexve N 3

K npukasy MnHucTepcTBa 30paBoOXpaHeHNs
Poccuiickon depeparmm

OT 24 HosA6ps 2021 r. N 1094H

NnoPAOOK
OPOPMITEHUA PELIENTYPHbLIX BJIAHKOB HA JIEKAPCTBEHHbDIE MNMPEMAPATDI,
NX YYETA U XPAHEHUA

I. OdbopmneHune peuenta Ha GyMmaxHOM HocuTene

1. Ha peuenTypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(51) B NeBOM BEPXHEM YIIy
npocTaBnseTCcs WTamn MEANLMHCKOM OpraHn3aumm ¢ yka3aHueM ee HarMeHOoBaHus, agpeca u TenedoHa ¢ aartow
BbINUCKK (aaTon 0OpMIIEHMS) peLenTa Ha fIeKapCTBEHHbIN npenapar.

[ononHutensHo Ha peuentypHoMm 6naHke dopmbl N 148-1/y-04(n) npocTaBnsieTcsl kod MeLULMHCKON
opraHusaumm B cootBeTcTBMM ¢ OCHOBHBIM rOCy4apCTBEHHBIM PErMCTPaLMOHHBIM HoMepom (ganee - OIPH).

Cepusi peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BkntovaeT koa cybbekrta Poccunckon degepaunn,
COOTBETCTBYIOLWMNA OBYM nepBbiM undpam OOLepoccunckoro knaccudukatopa ob6BHEKTOB agMUHUCTPATUBHO-
TepputopmansHoro aenexus (ganee - OKATO).

PaspelwiaeTca wmsrotaBnmeaTb peuenTtypHble OnadHkum d¢opmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
MOMOLLIbIO KOMMBIOTEPHBLIX TEXHOMOTUIA.

PeuenTtypHble ©naHkn ¢opmbl dopmbl N 148-1/y-88 m3rotaBnmBatOTCA UCKMOYUTENBHO TUMOrPaddCKMm
crnocobom.

2. Ha peuenTtypHbix 6raHkax, O(OPMISiEMbIX WHAMBMOYANbHLIMU MPEeAnpUHUMATENSMU, UMEOLLMMU
NIMLEH3NI0O HA MEOWUMHCKYI0 OesiTeNnbHOCTb, B BEPXHEM JIeBOM Yriy Tunorpadpckum crnocobom wnu nytem
MPOCTaBMEHUA LITamMna [AOMmKeH OblTb ykasaH agpec WHAMBMAOYanbHOrO MpearnpuHUMaTens, HoMmep M adaTa
NMLEH3UN, HAUMEHOBaHWE opraHa rocy4apCTBEHHOW BMacTy, BbiAABLLENO JIULIEH3MIO.

3. PeuentypHble 6naHkm dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHATCA MEOQULMHCKUM
pabOTHNKOM YEPHUIAMN UM LLIAPUKOBON PYYKOW.

4. [onyckaeTca ohopMIieHMe BCEX PEKBM3UTOB (3a MCKIHOYeHMeM pekBuanTa "lognmck nevailero Bpaya
(mognuce enbawepa, akywepkn") peuentypHbix 6naHkoB dgopmbl cpopmbl N 107-1/y, dpopmbl N 148-1/y-88 u
dopmbl N 148-1/y-04(n) ¢ ncnonb3oBaHNEM MevaTaloLLmUX YCTPONCTB.

5. OdhopmnieHune peuenTtypHbix 6naHkoB dhopmbl N 148-1/y-04(n) BkntovaeT UMdpoOBOE KOAUPOBAHUE.

LindbpoBoe kogmpoBaHue ykasaHHbIX peLenTypHbIX 6raHKoB BKIOYaeT:
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

1) kog MeguumHckon opraHusauum (OIFPH) nnu kog HAMBMAYyanbHOro npeanpyH1MaTens B COOTBETCTBUM C
OCHOBHbIM rOCYyAapCTBEHHbIM PErucTpPaLMoHHbIM HOMEPOM MHOMBUAYyarnbHOro npeanpuHumarens (ganee -
Or'PHUIM), npocTaBnsiemblin Npy M3roTOBEHUM peLenTypHbIX GnaHKoB;

2) Kof, KaTeropuu rpaxaaH, UMetoLLMX NpaBo Ha MosyYeHne nekapCTBEHHbIX NpenapaTtoB B COOTBETCTBMM CO
ctaTeen 6.1 ®epepancHoro 3akoHa ot 17 uonsg 1999 r. N 178-9®3 "O rocygapcTBeHHON coumarnbHON nomoiym”
<1>, n kog Ho3onoru4eckon opmbl Mo MexgyHapogHOW CTaTUCTUYECKOW Knaccudumkaumm 6onesHen n npodnem,
cBsA3aHHbIX co 3pgopoBbeM (10- nepecmoTp) (aanee - MKB), 3anonHaemble nevyawum BpavyoM NyTem 3aHeCeHus
Kaxkaon undpbl B NyCTble SS4Enku, Npy 3TOM TOYKa NPOCTaBNSAETCH B OTAENbHOM svelike;

<1> CobpaHue 3akoHogaTtenbcTBa Poccuickon ®egepauum, 1999, N 29, cr. 3699; 2020, N 52, cT. 8577.

3) oTMeTKy 06 UCTOYHMKE (pMHaHcupoBaHus (dedepanbHbin GogxkeT [1], GlogkeT cybbekTta Poccuiickon
depepaumm [2], MyHUUMNanbHbIA GrogkeT [3]) M NpoueHTe onnatbl peuenTta (6ecnnaTHo [1], 50% [2], uHon % [3]);

4) WTPUX-KOA - JONOMHUTENbHBIN PEKBU3UT (B Cryvyae U3roToBrEeHNst Ha TeppuTopun cybbekta Poccuiickon
depnepaumm peuenTypHoro 6naHka ¢ MCNonb30BaHMEM KOMMbIOTEPHBLIX TEXHOSOMUNA).

6. B peuentypHbix 6naHkax coopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpadpe "®amunus, niuumansi
UMeEHM N oT4yecTBa (NocnegHee - NpU HanuuMKn) naumeHTa" ykasbiBalOTCA PaMunns, MHULManbl UIMEHN U oT4yecTBa
(nocnegHee - Npu HaNW4YUW) NaumeHTa.

7. B peuenTypHbIx 6naHkax coopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpacpe "OaTta poxgeHus"
yKasblBaeTCsa JaTa poXaeHUs naumeHTa (4mMcno, mecsu, roq).

[ononHutensHo B peuenTypHbix 6riaHkax dpopmbl N 148-1/y-88 n doopmbl N 107-1/y gns neten B Bo3pacte
0o 1 roga B rpadpe "[lata poxgeHma" ykasbiBaeTCs KONMYECTBO MOSTHLIX MECALIEB.

8. B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpacdax "CHUIIC" n "N nonuca obsasatenbHoro
MEOMLIMHCKOrO CTPaxoBaHWUs" yKa3blBalOTCsl CTPAXOBOW HOMEP MHAMBUAYaArbHOro NULEBOrO CYeTa rpaxaaHvHa B
MeHcnoHHom poHoe Poccuickon depepauum (CHUANC) (npy Hanmuumn) n Homep nonuca 06a3aTenbHOoro
MEeOMLIMHCKOTO CTPaxoBaHus.

9. B peuentypHbix 6naHkax d¢opmbl N 148-1/y-88 B rpacde "Agpec MecTa XuTenbCTBa WM HOMep
MEOMLIMHCKOW KapTbl MNauMeHTa, NonyvaoLwero MeamuUmMHCKYo NOMOLLbL B aMOynaTopHbIX YCnoBusiX", ykasbiBaeTcs
MoYTOBbIA afpec MecTa XuTenbcTBa (MecTa npebbiBaHUs UM MecTa (PakTUYECKOro NPoXuBaHus) naumeHTa unm
HOMEep MeAMUMHCKOM KapTbl NaLMeHTa, Noy4atoLero MeAMLMHCKYIO NOMOLLL B amBynaTopHbIX YCroBUSIX <2>.

<2> [Npuka3 MuHncTepcTBa 3gpaBooxpaHeHus Poccunckon deaepaumm ot 15 gekabps 2014 r. N 834H "O6
YTBEPXKAEHUN  YHUPULMPOBAHHBLIX (OPM  MEAULUMHCKON LOOKYMEHTaLuW, WCMOMb3yeMblX B MEeOULMHCKUX
opraHm3aumsx, okasbiBaloLWMX MEANLIMHCKYIO MOMOLLb B aMOynaToOpHbIX YCOBUSIX, M MOPSAKOB MO VX 3amnorHeHWH"
(manee - MNpwukas N 834H) (3apernctpmpoBaH MuHuctepcTeom toctuumnm Poccuiickon Pegepaunm 20 doespans 2015
r., permctpaumoHHein N 36160) ¢ M3MEHEHUsIMW, BHECEHHbIMU MNpukasamn MuHUCTepcTBa 3O0paBOOXpaHEHUS
Poccunckon ®epepauum ot 9 ansaps 2018 r. N 2 (3apernctpupoBaH MuHUCTEPCTBOM tOCTMLMKM Poccuinckon
depepaummn 4 anpens 2018 r., peructpaumonHHbin N 50614), ot 2 HosA6pa 2020 r. N 1186H (3aperncTpupoBaH
MwuHucTepcTBom ocTuumm Poccuickon ®Pegepaumm 27 Hos6psa 2020 r., pernctpauunoHHbii N 61121).

YkaszaHMe W agpeca MecTa XUTenbCTBa W HOMepa MeOWMUMHCKON KapTbl MauueHTa, Mosly4aroLero
MEAMLMHCKYI MOMOLLb B aMBYnaToOPHbLIX YCIOBUSIX, HE SIBMSIETCS OLLNGKOA.

B peuentypHbix OnaHkax dopmbl N 148-1/y-04(n) B rpace "Homep MegMUMHCKOM KapTbl MaUMeHTa,
nonyYaroLLero MeguuMHCKY0 NMoMollb B ambynaTopHbIX YycroBusix" ykasblBaeTcsi HOMEp MeOUUMHCKOM KapThbl
nauueHTa, nornyyaroLero MeauLMHCKY NoMoLLb B aMOynaToOpHbIX YCroBUsIX <3>.
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"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

<3> lMpuka3 N 834H.

10. B rpacdhe "®amunusa, nHuumansl UMEHW M oTyecTBa (MocrnefgHee - MpU Hanuyuy) nevailero Bpada
(dbenbawepa, akywepkn)" peuentypHbix 6rnaHkoB doopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBatoTcs
MOMHOCTbIO (PamMWUnMSA, UHMUMAnNbl UMEHW, OT4yecTBa (MocriegHee - NpUM HanuuumM) MeguUMHCKOro paboTHUKa,
HasHa4yuMBLLEro fiekapCTBEHHbIE NpenapaTtbl 1 0POPMUBLLETO peLenT.

11. B rpadpe "Rp" peuentypHbix 6naHkoB doopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) yka3sbiBaeTcs:

1) HaumeHOBaHMEe nekapCTBEHHOro npenapata (MexayHapodHOe HenaTeHToBaHHOe HauMmeHoBaHue,
rpynnuMpoBOYHOE UMM XMMUYECKOe HauMeHOBaHWe, TOpProBoe HauMMeHOBaHWe) Ha MaTUHCKOM $3blke WM Ha
pycckoM 3blke, dhopma Bbinycka, A03MPOBKa, KONMUYECTBO (yKasblBaeTCsi MPOMUCbI Ha pelenTypHOM OnaHke
dopmbl N 107/y-HI);

2) cnocob npvMeHeHusi nekapcTBEHHOrO npenapaTta Ha rocygapcTBeHHOM si3bike Poccuinckon deaepaumn
WNKN Ha rocyaapcTBeHHOM sA3blke Poccuinckon degepaumm M rocygapcTBEHHOM SA3blke pecnybrnmk U UHbIX A3blkax
HapogoB Poccunckon ®enepauum <4>,

<4> Yactb 1 crtatbm 15 3akoHa Poccuickon ®egepaummn ot 25 oktabpa 1991 r. N 1807-1 "O asbikax
HapogoB Poccuiickon ®enepauun” (nanee - 3akoH N 1807-1). (BegomocTtn cbesna HapogHbix genytatos PCOCP
n BepxoeHoro Coseta PCO®CP, 1991, N 50, ct. 1740; CobpaHne 3akoHogaTtenbctBa Poccuiickon depepauun,
1998, N 31, cT. 3804).

KoHcynbTaHTlntoc: npumevaHme.
Hymepauunsa nyHKTOB AaHa B COOTBETCTBMM C OdpuLMarnibHbIM TEKCTOM AOKYMEHTA.

13. lMpn odopmneHnn peuenTypHbiXx ONaHKOB 3anpeliaeTcs OrpaHn4YMBaTbCs OOLUMMWM  yKas3aHUAMMU,
Hanpumep, "BHyTpeHHee", "N3BeCcTHO".

14. PeuenT, opopMneHHbii Ha peuentypHom 6naHke cdopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n),
NOANUCLIBAETCS MEANLMHCKUM PabOTHUKOM M 3aBEPSETCS €ro nevarblo.

Peuent, odopmneHHbii Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n),
OOMNONMHUTENBHO 3aBepsieTCsa neYaTblo MEAULMHCKOM opraHm3aumm "[ns peuenTtoB”.

[nsa peuenTta, opopMreHHOro Ha peuentypHom 6nanke gopmbl N 107-1/y, Hanuume nevatn "Onsa peuentos”
He sBnsaeTcsa obsi3aTenbHbIM.

15. Ha ogHom peuenTtypHOoM ©OnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaetcs
OCYLLECTBNSATb Ha3HAa4YeHNe TONMbKO OHOMO HAMMEHOBAHUS NEKapCTBEHHOIO Npenapara.

Ha ogHom peuenTtypHoMm GnaHvke dopmbl N 107-1/y paspeluaetcss OCyLeCTBNATb Ha3HayYeHMe TOJbKO
OAHOro HaMMeEHOBaHWUS JEeKapCTBEHHOrO Mnpenapara, oTHocdaulerocss no ATX K aHTUMNCUXOTUYECKMM cpeacTBaMm
(kog NO5A), aHkcuonutukam (kog NO5B), cHoTBOpHBIM 1 ceaaTtuBHbiM cpegcteaMm (kog NO5C), aHTugenpeccaHTam
(kog NOBA) n He nognexawero nNpegMeTHO-KONTMYECTBEHHOMY YYeTy, N A0 TPEX HAUMEHOBAHUIN NIEKapCTBEHHbIX
npenapaToB - A5 VHbIX NIEKApPCTBEHHbIX NPEenapaToB, HE OTHECEHHbIX K BbilleyKka3aHHbIM ATX.

16. NcnpaBneHus B peuenTe He JOMNyCcKaloTCs.

17. Mpu odopmneHun peuLenTypHbix 6naHkoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
nekapcTBEHHbIe npenaparbl, Ha3Ha4YeHHble Mo peLleHno BpadeGHoM komuceum, Ha o6opoTe peLienTypHoro 6naHka
CTaBUTCA crneuumarnbHas oTMeTka (Lwtamn).
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18. Ha peuentypHOoM GnaHke c¢opmbl N 148-1/y-04(n) BHM3Y MMEETCA NMHUS OTPbIBA, pasgensioLlas
peLEenTypPHBIN GN1aHK U KOPELLIOK.

Kopelok oT peuenta, oOpMIIEHHOTO Ha yKa3aHHOM peLenTypHOM OnaHke, BbigaeTcs MauueHTy (ero
3aKOHHOMY NpPEeACTaBMTEN0) B anTeyHOW opraHu3auuM, Ha Kopellke [enaeTcs OTMEeTKa O HavuMeHOBaHWuu
nekapcTBEHHOro npenapara, 403UPOBKe, KONMMYECTBE, cnocobe NpUMeHeHUs.

Il. OchopmneHue peuenta B hopMme 3f1IEKTPOHHOIro AOKYMEHTa

19. Peuent B opMe SneKTPOHHOro [AOKYMeHTa, MNOAMUCaHHOro YCUMEHHOW KBanuduumpoBaHHON
9MNEeKTPOHHOW MNOAMUCBIO, opMUPYyeTCa MEAMUUHCKAM paboOTHMKOM, CBEAEHWS O KOTOPOM BHECEHbl B
denepanbHbIi perMcTp MeaMUMHCKMX paboTHMKOB <5>, a Takke Mpu yCnoBuM perucTpaumv MeguuuHCKON
opraHusauuu, B KOTOpoW odpopmnseTcs peuenT, B dedepanbHOM peecTtpe MeaMUMHCKUX opraHu3aumm <6>
€0MHOW rocygapCTBEHHON WMHMOPMALMOHHON CUCTEMbl B Cdiepe 34paBoOOXpPaHEHUs W NOAKMYEHUS Takow
MEeOMLIMHCKOW opraHu3aumnm K rocyaapCTBEHHON MHGOPMAaLIMOHHON cucTeme B cdhepe 30paBooxXpaHeHmnsl cybbekTa
Poccuiickon depepaumm <7>.

<5> Yactb 4 crtatbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHopaTenbcTBa Poccuimnckon
depepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crtatbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenbcTBa Poccuinckom
depnepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<7> Cratbm 91 n 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuimckon
depnepaumm, 2011, N 48, cT1. 6724).

20. lMpn odopmneHnn peuenta B ¢OpMe IMEKTPOHHONO AOKYMEHTA Ha JieKapCTBEHHble npenapaTbl,
ykasaHHble B nyHkTax 9 u 11 MNopsaka HasHayYeHUst NEKapCTBEHHbLIX NpenapaToB, YTBEPXOEHHOrO0 HacCTOSILLUM
MPUKa3oM, 1 OTMNycKaemble 3a MOSIHY CTOMMOCTb, 3aMOSHSAITCS CrneayoLmne peKkBuU3mnTb:

1) kog cybbekTa Poccuickon ®egepaunm no OKATO, onpegensaiowmin rocygapCTBEHHYI0 MHPOPMAaLMOHHYHO
cuctemy B cdepe 3npaBooxpaHeHust cybbekta Poccunckon depepaumm, B KOTOPOW CHOPMUPOBAH peuenTt B
dopme 3NEKTPOHHOTO JOKYMEHTA;

2) HauMeHOBaHME MEOULMHCKOW opraHuM3auuu, agpec, TenedoH unu damunus, MHMLManbl MMEHU W
oTyecTBa (nocregHee - MpU  HanMW4YUW) WMHOMBMAOYANbHOMO MpPeanpuUHMMAaTens, WMENLEro mUUEeH3No Ha
MeOMWLNHCKYIO AeATeNbHOCTb, ero aapec;

3) OIFPH iopugnyeckoro nuua (MeguumHckom opranHusaumun) wnm  OFPHUIM  mHguwsmayanbHoro
npeanpuHMMaTens;

4) nata ocopmrieHust peuenTa (ykasblBaeTCs YMCIO, MecsiL, roa);

5) paTa okoH4YaHus OgewncTBus peuenta (PopmupyeTcsi rocygapCTBEHHON MH(OPMAaLVOHHON CUCTEMOWN B
cepe 3apaBooxpaHeHus cybbekta Poccuickon degepaummn B COOTBETCTBUM CO CPOKaMu OENCTBUA peLenTos: 15
aHen, 30 gHen, 60 gHen, 90 gHewn, fo 1 roga);

6) yHUKanbHbI HOMep peuenTta (popmMupyeTcsl rocygapCTBEHHON MHOPMALMOHHOW cUCTEMOW B cdepe
34paBooxpaHeHuns cybbekta Poccuiickon ®efepaummn n obecneumBaeT 0gHO3HAYHYO MAEHTUMKaUMIO peuenTta B
dopme anekTpoHHOro gokymeHTta B codetaHum ¢ OKATO, OIPH wunu OTPHUIN);

7) otmeTkM "cito" (cpoyHo) unum "statim" (HemepgneHHo) npy HeOGXOAMMOCTU CPOYHOIO WU HEMEOSIEHHOro
OTNycKa NeKapCTBEHHOro Npenapara nauueHTy;

8) agpec nauumeHTta (yKa3bIBaeTCFI NoYTOBbLIN agpec MecCTa XUTElbCTBa (MeCTa I'Ipe6bIBaHI/IFI nnn mMecta
(*)aKTVI‘-IeCKOFO I'IpO)KVIBaHVIFI) C yKa3aHnemMm unHaeKkca, HaumMmeHOBaHWUA Kpad, obnactn, pecny6n|/|K|/|, ABTOHOMHOIO
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OKpyra 1 uHoro cyobekta Poccuiickoit defnepaumm, HaMMeHOBaHUA HaceneHHoro NyHKTa, HauMeHOBaHUS YNuLibl
(npocnekTa, Nepeynka, npoesna), HoMepa Aoma (C ykasaHuem kopryca, Npyu Hanu4uum), Homepa KsapTuphl);

9) HOMep 3NEKTPOHHOW MEAULUHCKOW KapTbl NauueHTa B rocygapCTBEHHOW MHADOPMAaLMOHHOW cucteme B
cdepe 3gpaBooxpaHeHust cyobekta Poccuickon ®enepauum;

10) chamunus, ums, oT4eCTBO (NOCNEAHEE - NP HanM4MKn) naumeHTa NosTHOCTbLIO;

11) paTta poxaeHus nauumeHTa (ykasblBaeTcs 4MUCNo, Mecsl, rog), ana geten o 1 roga AOMNOMHUTENBHO
YyKa3blBaeTCs KONMYECTBO NOSHbIX MECSILIEB;

12) dhamunusa, mvHUUManNbl MMeHW U oOT4yecTBa (MocnegHee - MPW HanMW4MKu) MeAUUUHCKOro paboTHMKa
MOMHOCTbLIO;

13) HanMeHOBaHME J1eKapCTBEHHOIro npenaparta (Me>|<,quapo,c|.Hoe HenaTteHToBaHHOE HaunmeHoBaHue,
rpynnmpoBo4yHoe wunmnm xXuMmun4eckoe HammeHoBaHue, Toproeoe HaI/IMeHOBaHI/Ie), 0031pOoBKa, q)opma BblMNyCKa,
KOnn4ecTtBo (Bce Nno3nUnn yKasblBatdTCA Ha PyCCKOM F|3bIKe);

14) cnocob nNpMMeHeHns NekapcTBEHHOro npenapaTa Ha rocygapcTBeHHOM sA3blke Poccuickon degepaumm
UNKN Ha rocyaapcTBeHHOM sA3blke Poccuickon degepaumm M rocygapcTBEHHOM SA3blke pecnybrnmk U UHbIX A3blkax
HapogoB Poccunckon ®enepavuum <8>;

<8> YacTtb 1 ctatbu 15 3akoHa N 1807-1 (BegomocTn cbesga HapoaHbix genytatoB PCOCP n BepxosHoro
Coseta PCPCP, 1991, N 50, c1. 1740; CobpaHue 3akoHogaTtenbcTtBa Poccunckon denepauumn, 1998, N 31, cT.
3804).

15) [OKyMEHT, noATBEPXKOAKLWMN Ha3HA4YeHWe JIEeKapCTBEHHOro npenapata no pelleHuto BpadvebHom
KOMUCCUM MEOULIMHCKOWN OpraHmnsaumu;

16) oTMeTKa O Has3Ha4YeHWUM NEeKapCTBEHHOro npenapata Nno pelleHuto BpadebHOM KOMUCCUM MEOULMHCKON
opraHuM3aumMmM B Crly4vasix, YykasaHHbiXx B ab3aue BTopom nyHkTa 6 [lopsgka HasHaveHUs nekapCTBEHHbIX
npenapaTtoB, YTBEPXXAEHHOTO HACTOSLLMM NPUKa30oM;

17) oTMeTKa O cnewLmanbHOM Ha3Ha4YeHUW NeKapCTBEHHOTO Npenaparta (3arnonHSAeTcs B Cryyasix, ykasaHHbIX
B nyHkTax 15 u 24 MNopsigka HasHa4YeHUs fekapCTBEHHbIX NPenapaToB, YTBEPKAEHHOMO HACTOALLMM NPUKa3oM);

18) oTmMeTka O cneumanbHOM Ha3Ha4YeHWM JEKAapPCTBEHHOrO npenaparta nauMeHTy C 3aboneBaHuemM,
TpebyWnM ONUTENBHOIO KYpCOBOro JlevyeHus (3anornHseTcsa B crydae, ykasaHHoOM B nyHkte 23 [opsigka
HasHa4YeHWs1 FeKapCTBEHHbIX MNpenapaTtoB, YTBEPXKAEHHONO HaCTOALWMM MpPMKa3oM) C  NpocTaBlieHUEM
NepMoaMYHOCTM OTMNyCKa NEKAPCTBEHHOTO Npenapara;

19) npu odopmneHum peuenta B OpPMe IMEKTPOHHOTO [OKYMEHTa Ha JieKapCTBEHHble MpenapaTsl,
yKasaHHble B nognyHktax 2 - 5 nyHkta 9 mn nyHkte 11 [llopsigka HasHadeHUs nekapcTBEHHbIX npenapaTos,
YTBEPXXAEHHOIO HacTOSALLMM MPUKa3oM, rpaxgaHamM, MMEILLMM NpaBo Ha BecnnaTtHoe MonyyYeHne nekapCTBEHHbIX
npenapaTtoB WNU MNOMYYEHUE JIEKApPCTBEHHbIX MpenapaTtoB CO  CKAOKOW, 3arnofiHATCA  PEKBU3UTHI,
NpegyCMOTPEHHbIE NOANYHKTamMM 1 - 18 HacTosALWero NyHKTa, a Takke CregyLmne pekBUsmnTbI:

a) KaTeropvs rpaxgaH, UMeLLMX NpaBo Ha MONy4YeHUe NeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM CO
ctateen 6.1 degepanbHoro 3akoHa ot 17 wmons 1999 r. N 178-®3 "O rocygapCTBeHHON coumarnbHOM nomoLm”
<9>;

<9> CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT. 8577.

6) kog, Ho3onornyeckon popmel o MKB;
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

B) UCTOYHMK dhnHaHcupoBaHus (1 - doegepanbHbii BrogxKeT, 2 - GlogxeT cydbekTa Poccuiickon ®enepauun,
3 - MyHUUMNanbHbIA GroOXKeT);

r) paamep onnartkl (1 - 6ecnnaTtHo, 2 - 50%, 3 - uHom %);

) CTpaxoBoW HOMep WHAMBMOYANbHOrMO NUUEBOro cyeTa rpaxaaHuHa B lNMeHcnoHHoM doHae Poccuiickon
®egepaumm (npu Hannyum) (CHUIIC);

€) HoMmep nonunca o6593aTenbHOro MeEANLIMHCKOrO CTPaxoBaHUs.

21. Tpu npocTaeneHnM oTMeTKW, ykaszaHHOW B nognyHkTe 16 nyHkta 20 HacTosiwero [Mopsgka, peuenT B
hopMe 3NEKTPOHHOrO AOKYMEHTa MOANUCHLIBAETCH YCUMEHHOW KBanvdUUMPOBaHHOW SMEKTPOHHOW MNoAMUCHio
npegcenartenst unu cekpetapsi BpayebHOM KOMUCCUU MEOWLIMHCKOW OpraHv3auuun, npu NpoCTaBreHWU OTMETOK,

yKkadaHHbIX B noanyHktax 17 m 18 nyHkta 20 Hactoswero [lMopsgka, - YCUNEHHbIMU KBanvduumMpoBaHHLIMM
3MNEeKTPOHHBIMM MOAMNUCAMU COOTBETCTBYIOLLNX MEAULIMHCKMX PabOTHMKOB.

22. Mo TpeboBaHUO NauMeHTa WM ero 3aKOHHOro npeacTaBuTens oPOPMIISAETCA 3K3EeMMNAp peuenta B
hopMe INEKTPOHHOrO AOKYyMEHTa Ha BymaxHOM HocuTene ¢ oTMeTkon "[ybnukat anekTpoHHOro AoKyMeHTa".

lll. YyeT peuenTypHbIX 651aHKOB (3@ UCKINIOYEHUEM peLenTypPHbIX
6naHkoB no dpopme N 107/y-HIN " CneunanbHbIN peLenTypHbIN 6naHk")

23. Y4eT peuenTypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), nsrotaBnmeaembix
TunorpadckMum crnocobom (panee - peuenTypHble GnaHkM, noanexailime ydeTty), OCYLLECTBMSETCHA B XXypHanax
yyeTa, NPOHYMEPOBaHHbIX, MPOLUHYPOBAHHbIX M CKPENMEHHbIX MOANMUCHI0 PYKOBOAUTENS U NevyaTblo MeanLMHCKON

opraHuM3auMM WnuM MOANUCHI0 MHOUBUAYaNbHOIO MNpearnpuHUMaTens, MMEKLWEero NULEH3NI0 Ha MeOMLMHCKYH
[EeATenbHOCTb.

24. XypHan y4yeta peuenTtypHbix 6naHkoB popmbl N 107-1/y cogepxut cnegytowime rpadbi:
1) HoOmep No Nopsaky;

2) B pasgene "MMpuxon":

a) gaTa perucrtpaumm JOKyMEeHTa, NOATBEPXKOAOLLErO NOCTYNIEHWE;

6) HoMep 1 faTa JOKYMEeHTa, MoATBEPXKAAOLLErO NOCTYNNEHNE, HAUMEHOBAHME MOCTABLLMKA;
B) o6Liee KONMmM4ecTBo NOCTYNMBLUNX pelenTypHbIX 6raHKoB;

I') CbaMI/IJ'II/IFI, MHMUnanbl MMeHn 1N oT4vyecTBa (nocnenHee - npu HaJ'IVI‘-IVIVI) M noanncb OTBETCTBEHHOrOo
MeanumHCKoro pa6OTHVIKa, nony4yumellero peuenTtypHble OnaHKn OT NOCTaBLLUKA;

3) B pasgene "Pacxoa”:
a) Aata Bblgayun peLenTypHbIX 611aHKOB;
0) KONMYECTBO BblgaHHbIX PeLenTypHbIX OraHKoB;

B) chamunusa, vHuumansl MMEHW K OTYecTBa (nocriegHee - MpU HanuyuumM) OTBETCTBEHHOMO MeEAWLMHCKOro
paboTHMKa, NOMy4YMBLLErO peLenTypHble GnaHky;

r) noAnucb OTBETCTBEHHOIO MEAULMHCKOrO paboTHUKA, NOMyYMBLLIEro peLenTypHble GraHKuy;

4) damunusa, vHALManb MMEHUM U OTYecTBa (nocriegHee - MpW HanmMuuM) U MOAMUCH OTBETCTBEHHOIO
MeAMLMHCKOro paboTHUKA, BblAaBLUEro peuenTypHble GraHkuy;

5) octaTok peLenTypHbIX GNAHKOB.
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25. XXypHan y4deTa peuenTypHbix 6naHkoB dopm N 148-1/y-88 u N 148-1/y-04(n) cogepxuT cnegytoLume
rpadbl:

1) Homep no nopsaky;

2) B pasgene "lMpuxog™

a) Aata permcTpaumm JOKyMeHTa, MOATBePKAatoLero nocTynneHue;

6) HoMep ¥ AaTta AoKYMeHTa, noaTeepXaaroLero nocTynneHne, HaumeHoBaHWe NoCTaBLLMKa;
B) obLLee KONMYeCTBO NOCTYNMBLLMX PELENTYPHbIX OraHKoB;

r) cepum 1 HoMepa peLenTypHbIX GnaHKoB;

[) KOnNu4yecTBo peLenTypHbIX 6naHKoB MO cepusim;

e) Ct)aMI/IJ'IMﬂ, MHUgnanbl MMeHn 1 oT4vecTBa (nocne,que - npu HaJ'II/ILII/II/I) N nognmncb OTBETCTBEHHOIo
MeaunumHCKOro pa6OTHVIKa, nonyymseLlero peuenTtypHble OnaHKM OT NoCTaBLLKKa;

3) B pasgene "Pacxoa™:

a) 4aTa Bblgaydn peLenTypHbIX 6raHKoB;

6) cepumn n HoMepa BblgaHHbIX peLenTypHbIX 6NaHKOB;
B) KONMMYECTBO BbiaHHbIX peLenTypHbIX BraHKOB;

r) damunus, MHMUManbl UMEHUM U oTdyecTBa (MOCnegHee - NpW HanMyuM) OTBETCTBEHHONO MEAWLIMHCKOro
paboTHMKa, NONYyYMBLLErO peLEenTypHbIE GNaHKu;

4) noanucb OTBETCTBEHHOTO MEAMUMHCKOrO paboTHUKA, NOMy4YMBLLIEro peuenTypHble BraHkuy;

4) cbamunud, MHUUMaNbLI MMEHM M OT4yecTBa (MocnegHee - MpU HanMuuMM) U NOANUCb OTBETCTBEHHOMO
MeOMLIMHCKOro paboTHUKA, BblAaBLUEro peLenTypHble GnaHku;

5) ocTaTok peuenTypHbIX GnaHKoB.

26. YdyeT peuentoB, OMOPMNEHHbIX B (OPME SMEKTPOHHOrO [OOKYMEHTa, OCyLecTBnseTca B
rocyaapCTBEHHON WHOPMaLMOHHON CUCTEME B cdpepe 3apaBooxpaHeHusa cybwbekta Poccuiickon Pepepauumn
NMocpeacTBOM BEAEHNS €OMHOIO peecTpa peLenToB, 0OPMIIEHHbIX B (DOPME 3MNEKTPOHHbBIX AOKYMEHTOB.

IV. XpaHeHune peuenTypHbIX 6J1aHKOB (3a UCKITHOYEHMEM pPeLenTyPHbIX
6naHkoB no ¢opme N 107/y-HIN "CneunanbHbIN peuenTypHbIN 6naHK")

27. MeguumHCKue opraHmMsauum nofy4valoT Heobxoaumble peuenTypHble ©OrnaHkM, OdOPMITEHHbIE
TMnorpadckum cnocobom, Yepes TepputopuanbHble OpraHbl YNpaBreHUs 34paBOOXPaHEHWEM UMW OpraHm3aumu,
YMOMTHOMOY€EHHbIE Ha 3TO OpraHaMu UCMOJTHUTENbHOM BrnacTh cybbekTtoB Poccuickon Pegepaumm.

28. PeuentypHble 6naHku, nognexawime y4veTy, XPaHATCA OTBETCTBEHHbIM fULOM, Ha3HAYEHHbIM
pyKOBOAWUTENEM  MEOULUMHCKOW OpraHusauuu, B 3anMpaeMoM MeTannuyeckom wkady (cende) wunu
MEeTanIM4yeckoMm siLLMKe.

29. HameuayanbeHbI NpeanpuHUMaTenb, UMEIOLWUA NULEH3NI0 Ha MEeOULUMHCKYI0 AeATeNnbHOCTb, XpaHWUT
peuenTypHble GriaHkW, NOAnexallme yyeTy, B 3anMpaemMom MeTannudeckom wkady (cende) unm metannmnyeckom
ALLUKE.

30. MNpoBepka COCTOSIHUS XpaHeHWs, yyeTa, PaKTUYECKOro HanuvuMsl U pacxoda peLenTypHbIX GraHKos,
noasiexaliux y4eTy, OMH pa3 B KBapTas OCYLLECTBNAETCH KOMUCCHEeR, CoO30aHHON B MEOULIMHCKON OpraHv3aLun.
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31. Peu,enTyprle onaHku, OCbOpM.I'IFleMbIe Ha 6yMa)KHOM HOCUTENne 1 noanexawune y4dety, BblOaloTCA
MeanUuMHCKUM paGOTHVIKaM, nMerLnm npaso O(bOpMJ'IeHVIﬂ peuenTos, Mo pacnopAaAXeHuto rmaBHOro Bpa4a unn ero
3amMmecTutend.

I'IonyquHble peuenTypHblie OnaHku Ha 6yMa)KHI:IX HOCUTENAX XPaHATCA MeOULUHCKMMU pa60THl/IKaMl/I B
nomeLLleHnsix, obecneynmBaroLLmx Ux COXPaHHOCTb.

32. [TllporpaMMHO-TEXHUYECKME CPEACTBa rOCYAApPCTBEHHbIX WHMOPMAUMOHHBLIX CcUcTeM B  cdepe
3[,paBOOXPAHEHUS, MEANLIMHCKNX MHADOPMALIMOHHBLIX CUCTEM MEOULMHCKUX OpraHn3aumnin obecrnevmBaloT XpaHeHme
3NEKTPOHHbIX peLenToB, 0POPMMEHHbIX B hOPME SMNEKTPOHHBLIX JOKYMEHTOB B T€YEHME CPOKOB, YCTAaHOBMEHHbIX
AN XpaHeHus peuenToB, OOPMIEHHbIX Ha COOTBETCTBYIOLLMX (hOpMax peLenTypHbiX OrnaHkoB Ha OGymakHoM
HocuTene <10>.

<10> TMognyHkT 5.2.169 T[lonoxeHus o MwuHuctepctBe (CobpaHue 3akoHopaTenbcTBa Poccuickon
depnepaumm, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

Mpunoxexue N 4

K npukasy MuHucTepcTBa 34paBoOXpaHeHus
Poccuiickon depepanmm

oT 24 HosA6ps 2021 r. N 1094H

®OPMA CMNELNANBHOIO PELEMTYPHOIO BJTAHKA N 107/Y-HI

MwuHMCTEpPCTBO 34 paBoOXpaHeHnss Poccumnckom Kog dopmbl no OKY[]
denepaummn MeguuunHckas AOKyMeHTaums
dopma N 107/y-HIM,
YTBEPXXAEHHASA NPUKA3OM
. MwuHncTepcTBa 34paBoOOXpPaHEHNSsI
wTaMmn MmegunumnHCKon opraHmsauunm Poccunckon ¢eﬂ'epau‘””
oT 24.11.2021 N 1094H

PELIENT

Cepus N

" 20 T
(oaTa BbinuUckM peLenTa)

(B3pOCnbIf, OETCKUI - HYXXHOE NOAYEPKHYTH)

damunus, nmsi, OTYECTBO (NOCnegHee - MpU HanMunUmn)
nauueHTa

Bospact

Cepvm M HOMEP nonuca 0bs13aTENBHOrO MEANLIMHCKOTO CTpaxoBaHuA
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Mpuka3 MuH3gpasa Poccun oT 24.11.2021 N 1094+ [I0KyMeHT NpenocTaeneH KoHcy bTaHTTIoc
"06 yTBepxaeHum Mopsaka HasHaYeHns NekapCTBEHHbIX NpenapaTos, hopM [laTa Coxpaerys: 06.02.2023
peLenTyp... p : 06.02.

Homep meanumnHckon KapTbl

damnnug, nma, oT4ecTBO (NocnegHee - Npu Hanu4vmm)
nevalero Bpaya (dhenbgLiepa, akyLuepku)

] o PP PPPTPRRRRRRN

Moanuck 1 NnyHas nevaTtb Bpaya
(noanuck henballepa, akyepkm)

M.T.

dammnung, nmsi, OT4eCTBO (nocnep.Hee - npu HaJ'II/ILII/II/I) M nognncb yrnoJIHOMOYEHHOIo Nnua
MeauLMHCKON opraHusauunmn

M.T1.

OTmMeTKa anTeyHomn opraHnsauum ob oTnycke

damnnug, nvsd, oT4ecTBO (NocnegHee - Npu HanU4MM) N NOANMUCb PaboTHMKA anNnTEYHON opraHu3auum

M.TT.

Cpok gencteus peuenta 15 gHen

Mpunoxexne N 5

K npukady MnHUCTepCcTBa 30paBOOXPaHEHNS
Poccuiickon depepaumm

oT 24 HosA6ps 2021 r. N 1094H

NOPAOOK
M3roToBNEHUA, PACNPEAENEHUA, PETUCTPALIMU, YHETA U XPAHEHUA
PELIENTOB, COOEPXALLUNX HASHAYEHME HAPKOTUYECKUX CPEACTB
N1 NCUXOTPOMNHbLIX BELWECTB

I. MopsaAok n3rotoBneHus, pacnpeaeneHns cneymnanbHbIX
peuenTtypHbIX 6naHkoB no ¢dopme N 107/y-HIN

1. OpraHusaumio M3roTOBMEHUA W pacnpegeneHus peuenTypHbix 6naHkoB no d¢opme N 107/y-HI
"CneuuanbHblii peLenTypHbI bnaHk" (danee - cneumanbHbI pelenTypHbIn BnaHk) ocywectenseT MuHucTepcTeo
3gpaBooxpaHeHus Poccunckon ®enepaunn (ganee - MMHUCTEPCTBO).

2. CneumanbHble peLenTypHble OnaHKku SBNAIOTCA 3alULLIEHHOW Monurpaduyeckon npogykumen yposHs "B,
nsrotaBnmBaemMon Ha Gymare po3oBoro ugeTa paamepom 10 cm x 15 cm, JOMKHBI UMETb CEPUIO 1 HOMEP, a Takke
cooTBeTCTBOBaTb TpeboBaHMAM, yka3aHHbIM B Npuka3e MuHucTtepctBa omHaHcoB Poccuiickon depepaumm ot 29
ceHTsa6psa 2020 r. N 217H "O6 yTBepxaeHun TexHudeckux TpeboBaHWA 1 YCIOBUIA N3rOTOBMNEHMS 3aLLMLLEHHON OT
noaaenok nonurpaduyeckon npogykuun" (3apermctpyupoBaH MuHucTepcTtBoM toctuuum Poccunckon ®eaepaunm
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

16 Hos16ps 2020 r., perncTpaumoHHbin N 60930).

3. B uensx opraHusauuMnm W3rOTOBMEHMSI W pacnpegerneHnst cneumanbHbiX peuenTypHbiX OGrnaHkoB
MeAULMHCKME opraHM3auun, nMmetoLlme npaBo OCYLLECTBIATL BblAady peuenToB Ha HapKoTUYecKkne cpeacTsa unu
NcuMxoTponHble BellecTBa cnucka |l MepeyHa mn 3apernctpupoBaHHble B Poccuiickon defepaumm B kavecTBe
neKkapcTBEHHbIX MNpenapaTtoB Afs MEAUUMHCKOro MpuUMeHeHus (ganee COOTBETCTBEHHO - MeguuuMHcKast
opraHusaumnsi, HapKOTUYECKUA (MCUXOTPOMHbLIN) NEKapCTBEHHbIN NpenapaT), COCTaBMNAT 3asBKM Ha peuenTypHble
OnaHku.

4. B CpokK oo 1 OKTFl6pF| TeKyllero roga 3adBkn MeauUnHCKNUX opranaaLumZ Ha cneunanbHble peuenTypHble
GnaHku npeacTtaBnAlTCA:

1) MeOUUNHCKUMU OopraHunsaumamMmin, HaxogAawmmMmmnca B BeOdeHUn q)ep,epaanux opraHoB MNCMNONHUTENbHON
BNnacTu, - B COOTBETCTBYOLLNE ¢)e,qepaanb|e OopraHbl NCMNONHUTENbHOM BNacTy;

2) MEeOUUUHCKMMMK OpraHu3auusiMn, Haxogswmmncss B BepeHum cybbektoB Poccuiickon Pepepaumm,
MEAULMHCKAMN  OpraHn3aumsiMm  MyHUUMNanNbHOM WM YaCcTHOMW CUCTEM  30pPaBOOXPAHEHMs - B OpraHbl
ucnonHuTensHon Bnactn cybwvektoB Poccunckon ®Pedepauum B cepe oOxpaHbl 300pOBbA rpaxgaH, Ha
TEPPUTOPUMN KOTOPBLIX OHW PacrofioXeHbl (Oanee - opraHbl UCMONHUTENbHOW BnacTu cybbekTtoB Poccuimckon
denepaumn).

5. B 3asBKe MEeAMLMHCKOWM OopraHu3aLuM Ha crneumanbHble peuenTypHble briaHku ykasbiBaloTca creqytollve
ceeneHus:

1) cBegeHMs 0 MeAWMLMHCKOM OpraHusaumu, nofdaBLUel 3asiBKy Ha chneuvanbHble peuenTypHble GraHkm
(monHoe HaumeHoBaHWe, afgpec MecTa HaxoXaeHus );

2) KONMMYeCTBO crnevumarnbHbIX peuenTypHbiX 6aHKoB, N3pacxogoBaHHbLIX MEAULMHCKOM opraHusaumen Ha 1
siHBaps NpeaLecTByoLero rona;

3) KOnMYecTBO cneumanbHbiX peuenTypHbiX ©OnaHkoB, HEOOXOAWMbBIX MEOWLMHCKOW OpraHM3auun Ha
cnegywwmmn rog,.

3asiBka MeOUUMHCKOW  opraHuM3auMM Ha  chneuuvarnbHble  peuenTypHble  GnaHku  nognucbiBaeTcs
pykoBoauTeneM  MeOMUMHCKOW  OpraHu3auunM, KOTOpblA  HeceT MNepcoHamnbHyld OTBETCTBEHHOCTb 3a
000CHOBAHHOCTb M AOCTOBEPHOCTb YKa3aHHbIX CBEOEHWUN.

6. denepanbHble OpraHbl MWCMOMHUTENBHOW BNacTM, B BEAEHWM KOTOPbIX HaxXoAsiTCA MeaWUMHCKue
opraHusaumn (ganee - degepanbHble OopraHbl MCMOMHUTENbHOW BracTu), U opraHbl UCMOSTHUTENbHOW BNacTu
cybbektoB Poccuitickon Pepepaumm Ha OCHOBaHWWM 3asiBOK MEOMULMHCKMX OpraHvM3auun Ha creuumarnbHble
peuenTypHble OnaHkn opMUPYIOT CBOAHbIE 3asiBKM Ha crieumanbHble peuenTypHble 6raHkum n B Cpok Ao 1
Oekabps TekyLlero roga npeacTasnstoT ux B MMHUCTEPCTBO.

7. B cBOOHO 3asiBKe Ha cneumanbHble peLenTypHble 6naHKu ykasbiBatoTCA criedytolime CBeaeHus:

1) cBegeHns o chegepanbHOM OpraHe UCTMONHUTENBHOW BnacTu (OpraHe UCMOMHUTENBHOW BnacTn cybbekTa
Poccunckon ®egepauun), npegctaBvMBLUEM CBOAHYH 3asBKy Ha creuuvanbHble peuenTypHble 6naHku (momHoe
HauMeHOBaHWe, afpec MecTa HaxoXaeHNs);

2) KONMWYeCTBO crneumanbHbiX peulenTypHbiXx OGnaHkoB, pacnpedeneHHbiX deaepansbHbIM - OpraHom
WCMOMHUTENBHOW BNAacTM (OpraHoM WCMOMHUTENBHOW BRactu cybbekta Poccuiickon ®enepauun) Ha 1 saHBaps
NpeaLecTBYIOLLEro roga Mexay MeauLUHCKMMIN OpraHn3aumsiMu;

3) KonM4ecTBO creuuanbHbIX — peLenTypHbiXx OnaHkoB, HeobxoauMbIx  bedepanbHOMYy — OpraHy
WCMNOSMHUTENBHOW BracTu (OpraHy MCNOMNMHUTENbHOW Bnactu cybbekta Poccwuiickon depepaunn) Ha criegytowun
rog ans pacnpegeneHns Mexay MeauunMHCKUMKN OpraHn3aumsamMu;

4) cBedeHuss O TMOABEOOMCTBEHHOW — OpraHM3aLuM,  YMONMHOMOYEHHOW  dhefdeparnbHbiM  OpraHoM
NCMOMHUTENBHOW BRacTU (OpraHoM WCMONHUTENbHON Bnact cybbekta Poccuiickont depepaumm) ocyLlecTBnATb
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nory4yeHne creumnanbHbiX peuenTypHbiX GnaHkoB OT MuUHUCTEpPCTBa, MX XPaHEHME WU Bblgady MeAULMHCKUM
opraHusauusam (NonHOe HaumeHoBaHMe, agpec Mecta Haxoxgenus, WHH/KMM, OKTMO opraHusauumum,
hakTuyecknii agpec nocTaBku).

8. Ha ocHoBaHWM MornyyYeHHbIX CBOAHBLIX 3asiBOK Ha crneuuanbHble peuenTypHble 6rnaHku MuHUCTEpPCTBO
eXerogHo B cpok Ao 15 sHBaps creqytollero roaa hopMypyeT 1 yTBepXKAaeT NnaH pacnpeneneHus cneumansHbIX
peuenTypHbIX GraHKoB, B KOTOPOM OTpaxaeTcs rogoBasi noTpeGHocTb Poccuiickoin denepaumn B crneumanbHbIX
peuenTypHbIX GnaHkax (ganee - nnaH pacnpegenedus MuHucTepcTea).

9. B nnaHe pacnpegeneHna MuHucTepcTBa ykasbiBaloTCs crieqylolmne ceefeHuns:
1) NoOpsAKOBLIN HOMEP 3anucy;

2) HauMMeHOBaHue defepanbHOro opraHa WCMNOMNHUTENbHON BriacTM (OpraHa WCMOMHUTENbHOM BrnacTu
cybbekta Poccuiickon ®epepauumn), NpeacTaBMBLIErO CBOAHYHO 3asiBKY Ha crieumanbHble peLenTypHble GnaHku;

3) HeobxoarMoe KONMMYECTBO crieLmanbHbIX PeLenTypHbIX GraHKoB.

10. HanpaeneHue cneumanbHbIX peuenTypHbiX 6naHkoB defeparnbHbiM opraHaM UCMOMHUTENBHOW BNacTw,
opraHam ucnonHuTenbHoW Bnactn cybbektoB Poccunckon Pepepaumm ocyuiectengetrca MwuHucTepcTBOM B
Konu4yecTBe, NpegyCMOTPEHHOM NnaHoM pacnpegenenus MuHuctepcTsa.

11. MuWHUCTEpPCTBOM  JOMOMHWUTENbBHO K  KOMMYECTBY  cCneumanbHblX — peuenTypHbiX — 6naHkos,
npegycMOTPEHHOMY MrnaHoM pacnpegeneHns MuHucTepcTBa, (hOpMUPYETCA pe3epBHbIN 3anac crneumanbHbIX
peuenTypHbix 6N1aHKOB B konmyecTBe, He npesbiwatowem 150 000 cneymnanbHbIX peLenTypHbIX GnaHKoB.

12. B cnyyae yBenuueHusi NOTPeBHOCTU B cneumanbHbiX peLenTypHbiX GnaHkax degepanbHbie OpraHbl
NCNOSTHUTENbHOM BNacTu (opraHbl MCNOMHUTENBHON Bnactu cybbekToB Poccuiickon denepaunm) HanpaensaoT B
MUWHUCTEPCTBO CBOAHbIE 3asiBKM HA LOMOSNHUTENbHOE KOMMYECTBO ChneuuManbHbiX peuenTypHbiX OnaHkoB (C
060CHOBaHMEM YBENUYEHMS MOTPEOHOCTM B cheumanbHbiX peLenTypHbiX GnaHkax), KoTopble NpesocTaBnstTCs
MWHUCTEPCTBOM M3 pe3epBHOro 3anaca crewmanbHbIX peuenTypHbIX 6raHKoB.

13. ®depepanbHble OpraHbl WUCMOSTHUTENBHOM BRacTM (OpraHbl WCMOMHUTENBHOM BRactn cybbekToB
Poccuiickon ®eagepaummn) pacnpeaenstoT NofyvYeHHble cneumanbHble peuenTypHble BnaHkn Mmexay MeanunHCKUMM
OpraHM3auMsiMM Ha OCHOBaHMW MJlaHOB pacnpefeneHnsi, chOpMUPOBaHHLIX B COOTBETCTBUM C 3asiBKaMu
MeOMLIMHCKNX OpraHu3auni Ha cneumanbHble peLenTypHble GnaHku.

Il. Mopspok perncTpaumnm, yyeta u XpaHeHuUs cneuuanbHbIX
peuenTypHbix 6naHkoB no ¢popme N 107/y-HI

14. MwuHncTepcTBO, MHble beneparnbHble OpraHbl MCMOMHUTENBHOW BNAcTM M OpraHbl UCMOMHUTENbHON
BnactM cybbektoB Poccunckon Pegepaumm opraHu3yloT XpaHeHue crneumanbHbIX peuenTypHbiX OmnaHKoB B
NOABEOOMCTBEHHbBIX OpraHu3aumsx, YnormHOMOYEHHbIX OCYLLECTBMATb MOMyyYeHue chneumanbHbIX peuenTypHbIX
6rnaHkoB OT MuWHWUCTEPCTBA, UX XpaHeHWe W Bblgavyy MEeOULMHCKUM OpraHu3auusiM (ganee - yrnorHOMOYEeHHast
opraHusaums).

15. B yMOMHOMOYEHHON OpraHu3auMnm u MEeOULMHCKON OpraHm3auuu, MonydMBLLIEN cheunanbHble
peuenTypHble 6naHku, opraHM3yeTcs permcTpawums, y4eT U XpaHeHme crneumarnbHbIX peLenTypHbIX Gr1aHKOB.

Pervctpauusi, y4eT 1M XpaHeHUe pe3epBHOro 3anaca crieumanbHbiX peuenTypHbiX 6rnaHkoB MuHMUCTepcTBa
ocyulecTensietcss degepanbHbiM  FOCYO4apCTBEHHLIM GHOIKETHBIM  YUpEXOEeHNeM, HaxOoAsWUMCs B BedeHWu
MuHuCTepcTBa (garnee COOTBETCTBEHHO - pe3epBHbIN 3anac, NoABEAOMCTBEHHOE yUpeKaeHue).

16. PaboTHMK, Has3HaAYeHHbIN NPUKA30OM PYKOBOAUTENSA YNOMHOMOYEHHOW OpraHm3auun (ynorTHOMOYEHHON
opraHu3aumu, MNOABELOMCTBEHHOIO YYpEeXAEHMS) OTBETCTBEHHbIM 3@ pPErucTpaumio, XpaHeHue U y4yeT
crneumnanbHbIX peuenTypHbiXx 6OnaHKoB (Janee - OTBETCTBEHHbIM PabOTHMK), HA OCHOBAHWMM [OBEPEHHOCTH,
OCQOpMIEHHON B nopsigke, YCTaHOBIIEHHOM 3akoHodaTenbcTBOM Poccunckon Pepepaumm (C nognmckro
PYKOBOAUTENS  YMOMTHOMOYEHHOW  oOpraHu3aumm  (YMOSTHOMOYEHHOW  OpraHusauuu,  MogBEeSOMCTBEHHOMO
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yyupexaeHust), rmaBHOro Oyxrantepa, 3aBepeHHbIX KPYrnon neyartbio), MornyvaeT crneuuanbHble peuenTypHble
GnaHkn n OcyLlecTBMsieT BedeHVe XXypHana perucTpauum u yyeta cneumanbHbiX peuenTypHbIX OnaHKoB, K
KoTopoMy npuobliaeT ¢oTto- n (Mnu) BugeoMaTepuarnsl, NoaTeepXxaawlme akT oopMmneHnss peuenTypHbIX
6naHkoB Ha goMy (Mpu Hanuuun).

17. XKypHan pervctpaumm u yyeta crneumanbHbIX peLenTypHbIX GrnaHKoB AOMKeH GblTb MPOHYMEpOBaH,
MPOLIHYPOBaH, MMeTb Ha TMOoCrefHei CcTpaHuue 3anucb, COAEepXKallylo KONMMYecTBO CTpaHuu, MNonHoe
HavMeHOBaHMWE YMONTHOMOYEHHON opraHn3auum (MeguLMHCKOM opraHm3aumm, NoABegOMCTBEHHOIO yupexaeHus ), a
Takke CKpenneH MOAMUCHI0 PYKOBOAMTENS U MevaTbio  YNONMHOMOYEHHOW opraHusauum  (MeauuMHCKOWM
opraHv3aumm, NoaBefOMCTBEHHOIO YUpPEXaAeHNs ).

>KypHan pernctpauum n yyeTa creumanbHbIX peuenTypHbix GnaHKoB pesepBHOro 3anaca MwuHucTepcTBa
CKpennseTcs Takke MOAMUCHI0 AUPeKTopa (B Criydyae ero oTCyTCTBMS - 3amecTutens aupektopa) JenaptameHTa
perynupoBaHns obOpalleHnsi NekapCTBEHHbIX CPEACTB U MeAVMUMHCKUX usgenuii MuHucTepcTBa M nevaTtbio
MwuHucTepcTBa.

18. B ypHane perucrtpauuMm v y4yeTa crneumanbHbiX peLenTypHbiX OGraHKoB yKasblBalOTCA cregyolime
cBefeHus:

1) NOpsSAKOBLIN HOMEP 3anucuy;

2) npuxopd cneumanbHbIX peLenTypHbIX GnaHKoB:

a) pEKBU3UTLI N JaTa perucTpaumm NpUXoAHOro JOKYMEHTa;

©0) obLee KONMYECTBO MNOCTYNMBLLMX CrieuManbHbIX peuenTypHbIX 6M1aHKoB;

B) cepusi 1 HOMep cneuunanbHOro peuenTypHoro 6naHka;

I) KOSIMYECTBO CreumanbHbIX pelenTypHbIX 6aHKoOB MO KaXaon cepuu;

) dbamnnusi, umsi, 0TYECTBO (MocnegHee - Npu HanuMuMM) U NOANUCb OTBETCTBEHHOTO PabOTHUKA;
3) pacxopg crneumanbHbIX peLenTypHbIX BriaHKoB:

a) Aata Bblgayun creumanbHbIX peuenTypHbIX 61aHKoB;

0) cepun n Homepa Bbl4aHHbIX cneunanbHbIX peuenTypHbIX 611aHKoB;

B) KONMWYECTBO BblOaHHbLIX CreuuanbHbIX peLenTypHbIX OnaHKoB C ykasaHWeM B CKobkax konudectsa
cneumanbHbIX peLenTypHbIX 61aHKoB, BblAaHHbIX AN 0OPMIIEHNUS HA AOMY;

r) dpamunusi, UMsi, OT4YECTBO (MOCNeAHee - NpY HanMMuMu) U NOAMMCbL NMuUa, MOMYYMBLUErNO CreunanbHble
peuenTypHble 6naHkuy;

[) KONMMYEeCTBO crieumanbHbIX peLenTypHbIX 6riaHKoB, 0DOPMITEHHBIX Ha OOMY;

e) damunusa, ums, oT4ecTBo (MocrnedHee - Mpu Hanuyauu) U NOANUCH NMua, 0POPMUBLLETO CrieumarbHble
peuenTypHble GnaHku Ha oMY,

4) cbamunus, UMsi, OTYECTBO (NOcnegHee - MPU HanM4Mm) 1 NOANNCh OTBETCTBEHHOIO PaboTHMKA;
5) octaTok cneumarnbHbIX peLenTypHbIX GriaHKoB.

19. CneumanbHbIn peuenTypHbin B6naHKk ABNSETCA JOKYMEHTOM CTPOron OTYETHOCTM. 3anac cneumarnbHbIX
peuenTypHbIX 6MaHKOB B MEOVLMHCKOM OpraHmM3auumn OOIMKEH XPaAHUTLCHA B CrieuuarnbHbIX MOMeLLEeHMsX, cendpax
UnNu B cneumnanbHO M3roTOBMEHHbIX LWKadax, OOUTLIX OLMHKOBAHHBLIM XENe3oM, C HaAeXHbIM BHYTPEHHUM UMK
HaBECHbIM 3aMKOM.
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MomelleHuns, celidbl, WKadbl, B KOTOPbIX XPaHATCA crneuunanbHble peuenTypHble GnaHku, AOMmKHbI ObiTh
3aKpbiTbl Ha 3aMKM M TMOCfle OKOHYaHWs paboTbl oneyataHbl MNeYyaTblo YMOMHOMOYEHHOW oOpraHusauum
(MegunuMHCKON opraHnsaumm) unu onnomobrpoBaHbI.

20. B MeguMumMHCKMX OpraHu3aumsix 3anac cneuvanbHbIX peuenTypHbiX GnaHKoB He OOMKeH npeBblaTb
rofoBon NoTpebHOCTY.

21. PaspelwaeTtca BblgaBaTb MeOWLMHCKOMY pPabOTHMKY, WUMEIOLWEMY MNpaBO HasHa4yaTb HapKoTUYeckue
(NcuxoTponHble) nekapcTBeHHble npenapaThbl, eAnHOBPEMEHHO He Gornee ABauaTy cneumanbHbIX peuenTypHbIX
©naHKoB.

MeauunHckue paGOTHMKM, BbiNUCbiBawLine peuentbl Ha HapKoTU4YeCKue (I'ICI/IXOTpOI'IHbIe) NeKapCTBeHHbIe
npenapartbl, HA OCHOBaHUWM NMpukKasa pykosoguTena MeauLMHCKON opraHun3aunn HecyT JTIMYHYI0 OTBETCTBEHHOCTb 3a
COXPaHHOCTb MNOMy4YeHHbIX chneunanbHbIX peuenTypHbIX GnaHKoB. CneuuanbHbie peuenTypHblie GnaHku,
nony4vyeHHble MeOgUUUHCKUM pa6OTHMKOM, XpaHATCA no4 3aMKOM B ceﬁcbax, MeTannmnyeckmnx LIJKaq:)aX nnn
MeTanin4ecknx ALnkax.

22. B meguumHCcKon opraHmsaLmm co3gaeTcs NOCTOSHHO AENCTBYOLLAs KOMUCCUSA, KOTopasi He pexe 1 pasa
kBapTan (N0 peweHno PyKoBOAUTENS MEOULMHCKOW OpraHu3aumm BO3MOXHO 4allle) OCYLLEeCTBSeT MpOBEPKY
COCTOSIHUSI perncTpaumMm u ydeta cneumanbHbIX pelenTypHbiXx GnaHkoB, B TOM 4ucCre NyTEM CBEpPKM 3anucen
XypHana peructpauum n yvyeta cneumanbHbiX peuenTypHbIX 6MaHKoB, ¢ hakTUYEeCKMM HanmuMyunem cneumnanbHbIX
peuenTypHbiX 6N1aHKOB, a Takke NPOBEPKY COCTOSIHUS XPaHEHUS CneLmanbHbIX peLenTypHbIX 6naHKoB.

Mo pesynbTaTam NPoOBEPKU B XKypHare perucTpaumm u ydeTta creumanbHbIX peuenTypHbIX 6raHkoB genaeTtcs
3anuMcb O pesynbTaTax MpPoOBeOEHMSI CBEPKU [AaHHbIX, 3aKpensieHHas noanucsMM BCEX YNEHOB KOMUCCUW, WK
co3faeTcs cneumarnbHbIn akT NPOBEPKU.

23. depeparnbHble OpraHbl UCMOSTHUTENbHOW BracTM M OpraHbl WCMOSIHUTENBbHOM BNactu CyObLEKTOB
Poccuinickonn depepaumm  OCyLLECTBASKOT KOHTPOMb 3a OpraHusaumMen peructpauuu, ydyeTta W XpaHeHus
cneumanbHbIX peLenTypHbIX 61aHKOB B YNONTHOMOYEHHbBIX OpraHM3aLmnsax n MeQULIMHCKUX OpraHn3auusix.

24. Bbigava cneumanbHbIX peuenTypHbiXx 6naHkoB M3 pesepBHOro 3anaca MwuHucTepcTBa deaeparnbHbIM
opraHam WCMOSTHUTENbHOW BacTM U opraHaMm WCMNONMHUTENbHOW Bractn cybbektoB Poccuickon depepaumm
OCYLLECTBNSIETCS1 OTBETCTBEHHbIM PabOTHUKOM MOABEAOMCTBEHHOIO YYPEXAEHUS HAa OCHOBaHUWM pelueHust o6
OTNyCKe crneumnanbHbIX peLenTypHbIX 6naHKoB, OOPMIIEHHOrO B BMAE MWUCbMA, MOAMMCAHHOIO AWPEKTOpoM (B
criyyae ero OTCyTCTBUSI - 3aMecTuUTenemM aupektopa) [lenapTameHTa perynnpoBaHvs obpalleHust NekapCTBEHHbIX
CPeAcTB N MeaUUNHCKNX nsgenuin MnHmucrepcraa.

MpoBepka AeSTENbHOCTU NOABEAOMCTBEHHOMO YYPEXKAEHUS MO PETUCTPaLIUK, YYETY Y XPAaHEHNIO Pe3ePBHOMO
3anaca ocylecTersieTcs [lenapTaMeHTOM perynmpoBaHusi obpalleHnst NEKapCTBEHHbIX CPEACTB U MEANUMHCKUX
nsgenuin MuHnctepcTea 2 pasa B rog He nosgHee 20 yucna Mecsiua, cregytowero 3a UCTEKLWM NOMYrogneM.

MpunoxeHne N 6

K npukasy MnHucTepcTBa 30paBoOXpPaHEHNS
Poccuiickon depepaumm

oT 24 HosA6ps 2021 r. N 1094H

NMPABUNA
O®OPMIJIEHUA PELLIENTOB, COAEPXALLUX HASHAYEHME HAPKOTUYECKUX
CPEACTB UIMU NCUXOTPOMHbIX BELWECTB, B TOM YACIIE B ®OPME
ANEKTPOHHbIX AOKYMEHTOB

I. OchopmneHue peuenTta Ha GyMaXKHOM HocuTene
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1. Ha peuenTypHbix OnaHkax copmbl N 107/y-HIT B neBom BepxHeM yrny npocTaBnseTcd LuTamn
MEeOULMHCKOM OpraHu3auum ¢ ykasaHWem ee MonHoro HaumeHoBaHus, agpeca U TenegoHa ¢ OaTol BbINUCKU
(oaTon odopmMneHus) peLienTa Ha NekapcTBeHHbIM Npenapar.

PeuenTtypHble 6naHku doopmbl N 107/y-HIN nsrotaBnmeBaloTCa UCKNOYUTENBHO TUNOrpadcknum cnocobom.

2. Ha peuenTypHbix 6naHkax, OQOpMISIEMbIX WHAMBUAYASbHLIMA MNPEANPUHUMATENAMY, VMEHLLUMMU
NMULEH3NI0 Ha MeOWUMHCKYI0 [OesTENbHOCTb, B BEpPXHEM IeBOM Yrny TunorpaddCkuM crocobom wnu nyTem
MPOCTaBneHNs LWTaMna JoikeH ObiTb ykasaH agpec MHOMBMAYyanbHOTO npeanpuHUMMaTtesns, HoMmep W AaTa
NULEH3MN, HaMMEHOBaHWE opraHa rocy4apCTBEHHON BNacTy, BblAaBLLErO NTULEH3MIO.

3. PeuenTtypHble 6naHkm cpopmbl N 107/y-HIM 3anonHAKTCS MEeAUUMHCKMM PabOTHUKOM YepHUnamu unu
LLIaPUKOBOMN PY4KOW.

4. JonyckaeTca ohopMreHne BCeX PEKBU3UTOB (3a UCKIoYeHMeM peksuanuta "lNognuce nedawlero spada
(nognuck cbenbaliepa, akywepkn)") peuenTypHbix 6naHkoB copmbl N 107/y-HIN ¢ cnonb3oBaHWem nevaTtatoLLmx
YCTPONCTB.

5. B peuentypHoMm 6naHke copmbl N 107/y-HIN B cTpokax "®amunus, ums, oT4eCcTBO (nocnegHee - npu
Hanuumm) nauueHTa" n "Bo3pacTt” ykasbiBaOTCA NOMHOCTbIO haMunusi, UmMs, oTYECTBO (NocnegHee - Npu Hanuumm)
naumneHTa, ero Bo3pacTt (KOnmM4YecTBO MOMHbIX NEeT).

JonycTnmo ykasaHue faTbl pOXO4eHUs naumeHTa.
6. B peuentypHom 6naHke dopmbl N 107/y-HIT:

1) B cTtpoke "Cepus n HOMep nonuca 0bsi3aTeNbHOr0 MEeOULMHCKOrO CTpaxOBaHWsS" yKa3blBaeTCsi HOMep
nonuca oba3arenbHOro MegULMHCKOro CTpaxoBaHus naumeHTa (Mpy Hanmyuum);

2) B cTpoke "Homep MeaMUMHCKOM KapTbl" YKas3blBaeTCs HOMEpP MEAMLMHCKOM KapTbl MauueHTa,
nonyyarmoLuero MeauUMHCKY0 Momolpbs B amMOynaTopHbIX YCMOBUSIX, WU UCTOopun OOnesHuM nauveHTa,
BbIMMUCbIBAEMOTO U3 MEOULMHCKON OpraHu3auuu;

3) B cTpoke "damunusa, ums, OTYECTBO (nocrnegHee - Mpu Hanmuumm) rnedaiwlero Bpaya (denbawepa,
aKyLlepkun)" ykasbiBaeTCs MOSIHOCTbIO hamunusl, UMs, 0TYECTBO (MocnegHee - Npu Hanuyumn) Bpada (denbalwepa,
aKyLlepku), BbINMMCaBLLEro PeLEnT Ha HAPKOTUYECKMI (MCUXOTPOMHLIN) NEeKapCTBEHHbIM npenapar.

7. B rpadhe "Rp" peuenTtypHoro 6naHka ¢opmbl N 107/y-HIN ykasbiBaeTcs:

1) HauMmeHOBaHWe FeKapCTBEHHOro npenapata (MexayHapoaHOe HemnaTeHTOBAaHHOE HaMMEHOBaHME,
rPyNnNMpoOBOYHOE WM XUMWYECKOE HaVMMEHOBaHWE, TOProBOE HaWMEHOBAHME) Ha NATMHCKOM $3blke WMNN Ha
pycckoM s3blke, hopma BbiMycka, A03MPOBKA, KONMMYECTBO (yKasblBaeTCsi MPOMUCbID Ha peLenTypHOM OnaHke
dopmbl N 107/y-HI);

2) cnocob NpUMeHeHUs NeKapCTBEHHOroO npenapata Ha rocygapcTBeHHOM A3blke Poccurickon depepaumm
U Ha rocyfapcTBeHHOM a3blke Poccuiickon ®enepaumm 1 rocygapCTBEHHOM S3blke Pecnybrnmk v MHbIX A3blkax
HapogoB Poccunckon ®egepaunm <1>.

<1> Yactb 1 ctatbm 15 3akoHa Poccuiickon ®egepauum ot 25 okts6ps 1991 r. N 1807-1 "O sasblkax
HapogoB Poccunckon ®egepaunn” (ganee - 3akoH N 1807-1). (BegomocTn cbesga HapogHbix genytatoB PCOCP
n BepxosHoro Coseta PCOCP, 1991, N 50, c1. 1740).

8. Tlpu odopmreHun peLenTypHbIXx OnNaHKoB 3anpellaeTcs OrpaHUYMBaTbCA OOLWUMK  yKasaHuAaMM,
Hanpumep, "BHyTpeHHee", "N3BecTHO".

9. lpu odopmneHun nauueHTy peuentypHoro 6naHka dopmbl N 107/y-HI1 Ha HapkoTuyeckun
(MCMXOTPOMHBINA) NEKapCTBEHHbLIN MpenapaTr B paMKax OKas3aHWs MEeOVLUMHCKOW MOMOLUM Mpu onpedeneHHOM
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Mpukas Munsgpasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023

3aboneBaHnM Takomn peLenT 3aBepseTcs:
1) NOANUCLIO 1 NTMYHOM NeYaTbio Bpaya nmMbo nognuckio denballepa (akywepku);

2) nevyaTtblo MeaULNHCKON opraHusauum, nubo CTPYKTYPHOIro nogpasaerneHund MeANLNHCKON opraHmnsauunm
"Ons peLl,eI'ITOB", KOTOpad npocrtaendeTcd nmuoMm, ynosIHOMOYEHHbIM pyKOBOAUTENEM MeANLNHCKON opraHusauumn
C YKa3aHunem (*)aMI/lJ'II/lM, MMEeHU, oT4ECTBa (nocnep,Hee - npu HaJ'II/ILII/II/I) M nNpocTtaBneHnem ero NWUYHOW Noanucu.

B cnydyasx HeobxoouMmocTu OOpMMEHNs pelenta Ha HapKOTUYECKUA (MCUMXOTPOMHbLIA) NeKapCTBEHHbIN
npenapaTt Ha AOMY B paMKax okasaHus nannuaTtMBHOW MeOULMHCKOW MOMOLUWM AONycKaeTcs npeaBapuTenibHoe
3aBepeHVe peuenTta LWTamMnoM MeOWLMHCKON OpraHmsaumu, neyatbio MeOUUMHCKOM opraHusaumm nubo
CTPYKTYPHOrO noapasgeneHns MeauuMHCKOW opraHusauum "[na peuenTtoB", koTopas nNpoCTaBnseTcs nuvuomM,
YMOMHOMOY€EHHBIM  pyKOBOOAUTENEM MEAMLMHCKOW OpraHu3auun, C ykasaHvem damunum, KMMeHW, oT4yecTBa
(nocrnegHee - Npu HanNU4YMKU) U NPOCTaBfEHNEM ero fM4YHOM nognucu. MNpu aToM B XXypHane peructpaumv u yyeta
peLenTypHbIX 6naHKoB B COOTBETCTBUM C MopsakoM permcTpaumm, ydeta M XxpaHeHusl cneumnanbHbIX peLenTypHbIX
GnaHKkoB Ha HapKOTUYEeCKMe cpeacTBa WM MCUXOTPOMHbIE BELLECTBA, YTBEPXKOEHHbIM HACTOSALUM MPUKA30M,
Aenaetcs oTMeTKa O ero Bbigade ans ohopmieHus Ha AoMy, a Taikke OTMeTKa, yOO0CTOBEpeHHasa NognmuceLio Bpadva
nnbo denbawepa (akywepkun), ocdopmmBliero peuent, 0 dakte ero odopmreHUs, KOTOPbIN MOXET ObITb
OOMNONHUTENBHO NOATBEPKAEH POTO- 1 (MNKN) BUAeoMaTepmanamm.

B cTtpoke "OTmeTka anTeyHoW opraHusaumm o6 oTnycke" CTaBUTCS OTMETKa anTevyHoW opraHu3auumn o6
OTMyCKe HapKOTUYEeCKOoro (MCMXOTPOMHOr0) NEKAPCTBEHHOIO Npenapara (C ykasaHMeM HaMMeHOBaHWs!, konudyecTea
OTMYLLEHHOr0 HapKOTMYeCKOro (MCUXOTPOMHOro) fiekapCTBEHHOrO MpenapaTa M AaTtbl ero oTnycka), koTopas
3aBepseTcs nognucblo paboTHMKa anTeyHoW oOpraHu3aumu, OTMNYCTUBLUEro HapKOTUYECKUN (MCUXOTPOMHbIN)
neKkapcTBEHHbIM npenapaTt (C ykasaHMem ero pamunumn, MMeHu, oTyecTea (nocnegHee - Npu Hanuyuu), a Takke
KPYrnon nedatbio anTeyHOW opraHm3aumu, B OTTUCKE KOTOPOM [OSMKHO ObiTb MOAEHTUUUMPOBAHO MNOSIHOE
HaMMeHOBaHWE anTe4YHON opraHn3aLmn.

10. Ha ogHom peuentypHoM 6naHke cpopmbl N 107/y-HIT paspeluaeTcs ocyLecTBNATb Ha3Ha4YeHMEe TOSbKO
0 HOro HaMMeHOBaHUS NeKapCTBEHHOrO Npenapara.

11. Ucnpaenenus B peuenTte He JoMnyCcKakTcs.
Il. OchopmneHue peuenta B hopme 3/1IEKTPOHHOIO AOKYMEHTa

12. Peuent B (oOpMe SMEKTPOHHOrO [AOKYMEHTa, MNOAMUCAHHOIO YCUIEHHOM KBannduLuMpoBaHHON
3NEKTPOHHOW MOANUCHID, OPMUPYETCA MeOUUMHCKUM  paboTHUKOM, CBeOeHMss O KOTOPOM BHECEHbl B
denepanbHbii PerucTp MeguuMHCKMX paboTHMKOB <2>, a Takke MNpu YCNnoBUM perucTpaumm meguumMHCKON
opraHusaumm, B KOTOpol odopMnsieTrca peuenT, B dedeparnibHOM peecTpe MeOULMHCKUX opraHusauun <3>
€0VHON rocydapCTBEHHON WHAOPMAaLMOHHON cuUcTeMbl B cdepe 30paBOOXPaHEHUA W MOOKIMHOYEHUS Takow
MEeOMLUHCKON OpraHu3aLmn K rocygapCcTBEHHONW MHPOPMALMOHHOW cucTemMe B chepe 34paBOOXpaHeHus cybbekTa
Poccwuiickon ®egepaumm <4>,

<2> Yactb 4 cratbm 91.1 PepepanbHoro 3akoHa N 323-®3 (CobpaHne 3akoHogaTenbcTBa Poccuiickon
depepaumn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHne 3akoHogaTenbcTBa Poccuiickon
depepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Cratenm 91 un 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2011, N 48, cT. 6724).

13. Mo TpeboBaHUO NauMeHTa WM ero 3aKOHHOro MpeacTaBuTens oPOPMIISAETCA 3K3eMMnAp peuenta B
dopMe 3NEKTPOHHOrO AOKYMEHTa Ha OymMaXHOM HocuTerne ¢ oTMeTkon "[ybnukat anekTpoHHOro 4oKyMeHTa".
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Mpvka3 MuH3gpaea Poccun o1 24.11.2021 N 1094+
"O6 yTBepxaeHun Mopsaka Ha3HavYeHns neKkapCTBEHHbIX NpenapaTos, Gopm
peuenTyp...

[okymeHT npepoctasneH KoHcynsTaHTIoc
[ata coxpaHeHus: 06.02.2023
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