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3apeructpupoBaHo B MuHiocte Poccun 30 Hosi6pst 2021 1. N 66124

MUVHJCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKO ®EJEPALIVI
[IPVIKA3
ot 24 Hos16pst 2021 . N 10941
OB YTBEPXIEHWU ITOPSIIKA HA3HAUEHVS JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM PELIEIITYPHBIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, [TOPSIIKA O®OPMJIEHIS YKA3AHHBIX BJIAHKOB, X
YYETA U XPAHEHV S, ®OPM BJIAHKOB PEILIEIITOB, COIEPYKAIIX HA3SHAUEHVE HAPKOTUYECKUX
CPEICTB WJIU IICUXOTPOITHBIX BEIIECTB, ITOPS/IKA X M3TOTOBJIEHUS, PACITPEJEJIEHUS,
PETUCTPALIMU, VUETA U XPAHEHUS, A TAKKE ITPABUJT O®OPMJIEHUS BJIAHKOB PEIIEIITOB, B TOM
YUCJIE B ®OPME 3JIEKTPOHHBIX JIOKYMEHTOB

B coorBeTcTBMM € ITyHKTOM 16 yacTu 2 craTbu 14 ®enepanbHoro 3akoHa ot 21 Host6pst 2011 1. N 323-03 "O6 ocHOBaxX OXpaHbI 300POBbs rpakaaH B Poccuiickoit deneparym”
(Cobpanue 3akoHOHaTenbcTBa Poccuiickoit ®emepaunmn, 2011, N 48, c1. 6724; 2017, N 31, c1. 4791), niyskrom 2 craTbu 26 OefepaabHOro 3akoHa oT 8 siHBapst 1998 r. N 3-03 "0
HapKOTMYECKMX CPEZICTBAX M TICUXOTPOITHBIX BelecTBax" (CobpaHme 3akoHopaTenbcTBa Poceuiickoit ®epepanmu, 1998, N 2, ct. 219; 2017, N 31, c1. 4791), nognyuxkramu 5.2.177,
5.2.178 u 5.2.179 nmynkra 5 ITonoxkenust o MuHucTepcTBe 31paBooxpaHeHust Poccuiickoit @eneparuy, yrBepKAeHHOro nocraHoBneHueM [IpaBurenberBa Poceuiickoit deneparnuy ot
19 mions 2012 r. N 608 (Cobpanue 3akoHozarenbcTBa Poceniickoit @epepannu, 2012, N 26, c1. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), IpMUKa3bIBaIO:

1. YTBepAUTb:

IMopsiioKk Ha3HAUeHMs JIeKapCTBEHHBIX IPerapaToB COracHo npuokeHuio N 1;

hopMBbI perienTypHbIX 671aHKOB Ha JIeKapCTBEHHbIE MPerapaThl COMIACHO MpuIokeHuio N 2;

[Topsimok oopMIIeHNSI PeLleNITyPHBIX GJIAHKOB Ha JIeKapCTBeHHbIe TIperapaTsl, UX yueTa M XpaHeHusl COIIaCHO puitoxeHuio N 3;

(hopMbI 67IaHKOB PEIEeNTOB, COAEePKALIMX Ha3HAUEHME HAPKOTUUECKUX CPECTB MIIU NICUXOTPOIIHBIX BELIECTB, COTIAaCHO MpuioxkeHuio N 4;

TTopsifOK M3rOTOBJIEHMSI, PACIIPe/ie/IeHNs], PErMCTPALMY, YUeTa M XPAaHEeHNsI PELieNITOB, COAepPIKalMX Ha3HaYeHe HapKOTIIECKIX CPELICTB VIV ICMXOTPOITHBIX BELIeCTB COIACHO
npunoxxeHuio N 5;

ITpaButa oopMIeHNS peLleNITOB, CoLepsKalX Ha3HaueHye HApKOTUYECKMUX CPEeICTB MV IICHMXOTPOITHBIX BEIECTB, B TOM YKC/Ie B GOpPMe 37TeKTPOHHBIX JOKYMEHTOB COIIACHO
npunoxeHuo N 6.

2. TIpU3HATH yTPATUBLIMMIY CIITY:

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poceuiickoit @enmeparyy ot 1 asrycra 2012 r. N 541 "O6 yrBepsknernuu GpopMsl 671aHKOB PEIeNTOB, COAepKalMX Ha3HAUeHNe
HapKOTMYECKUX CPECTB MIIU TICUXOTPOITHBIX BELIECTB, OPSKA UX U3TOTOBJIEHMSI, PaCIIpeie/IeHMs], PETUCTPALUY, yUeTa U XpaHeHMs], a TaKkKe mpaBu1 ohopmiieHus "
(3apeructpupoBad MunucrepctTBoMm roctuimm Poceniickoit @egepaunn 15 asrycra 2012 r., peructpanyoHHslii N 25190);

npukas MuHucrepcra 3apaBooxpaHenus Poceuiickoit @enepauyy ot 30 mions 2015 r. N 3851 "O BHeceHMM M3MeHeHMi1 B pMKa3 MuHMCTepcTBa 34paBooxpaHenust Poccuiickoit
®epnepartyy ot 1 aBrycra 2012 r. N 54H "0O6 yrBepskaeHumn Gopmbl 61aHKOB PELIeNTOB, COAePsKallMX Ha3HaYeHMe HAPKOTUUECKMX CPEICTB W/IM IICUMXOTPOITHBIX BEILECTB, MOPSIAKA UX
M3TOTOBJIEHNS, PACIIpefieNIeHys], PeTMCTPALNM, yUeTa ¥ XpaHeHMs], a Takoke mpaBui oGopMiIeHNs " (3aperucTpupoBaH MuHMCTepcTBOM focTuivy Poccuiickoit ®enepannm 27 HOSIOpst
2015 r., perucrpanyonHslii N 39868);

npyka3 MuHucrepcTBa 3apaBooxpaHenns Poceuiickoit @epepanyy ot 21 anpens 2016 r. N 2541 "O BHeceHMM U3MeHeHMI B IpyuKa3 MuHKUCTepCTBa 34paBooxpaHeHus Poccuiickoit
®epeparyy ot 20 fekabpst 2012 r. N 11751 "O6 yTBepskAeHUM MOPsIAKa Ha3HAYEHVs 1 BbINTVCHIBAHNS JIEKAPCTBEHHBIX [IPENapaToB, a Takke GOPM pelieNTypHbIX 671aHKOB Ha
JIeKapCTBeHHbIe TIperaparsl, mopsaka oGopmieHNs yKa3aHHbIX 61aHKOB, MX yyeTa 1 XpaHeHus1" 1 ipwioxkerne N 2 K npukasy MuHucrepcTBa 31paBooxpaHeHust Poccuiickoii
®epepanyy ot 1 aBrycra 2012 1. N 541 "0O6 yrBepskneHvn GopMbl 671aHKOB PELIeNITOB, COlePIKAIIMX Ha3HAuUeH)e HAPKOTHUYECKWX CPeCTB WM IICUXOTPOIIHBIX BEIleCTB, OPSIIKA X
M3TOTOBJIEHNS, PACIIPeZiesIeHNs], PerMCTPpaLiy, yueTa ¥ XpaHeHMs, a Takke npasus opopmiieHns” (3aperucTpupoad MunucrepeTBoM loctuiym Poceuiickoit @enepanny 18 ionst
2016 r., peructpanmoHHbiit N 42887);

ITYHKT 4 M3MeHeHMi, KOTOpble BHOCATCS B HEKOTOPbIe IIpMUKa3bl MUMHMCTEPCTBA 3/IpaBOOXPaHeHMs U COLMaIbHOrO passuTtus Poceniickoii ®enepaunm 1 MuHKuCTEpCTBa
3/ipaBooxpaHeHMs1 Poccuiickoit defepaliniy o Bonpocam o6paleHust ieKapCTBEeHHBIX IperapaToB, CoflepsKallix HapKOTMYecK1e CPefiCTBa, ICUXOTPOIIHbIe BellecTBa U UX
MIPeKypCopbl, U TeKapCTBEHHBIX CPe/ICTB, MOAJIeXKAIVX [IPeIMEeTHO-KOINYeCTBeHHOMY YUeTy, YTBepXKIeHHBIX Tp1Ka3oM MuHKcTepcTBa 3apaBooxpaHennst Poccuiickoii ®epepaunn
ot 31 okrs6pst 2017 r. N 882H (3aperucrpupoBad MuHucTepcTBoM foctuumy Poceniickoit @eneparym 9 stuBapst 2018 r., perucrpanyonHsiii N 49561);

npuka3 MuHucTepcTBa 31paBooxpaHenus Poccuiickoit @emeparyy ot 11 nekabpst 2019 r. N 10211 "O BHeceHum usmeHeHuit B npuiokeHust N 2 1 4 K npukaszy MunucrepcTsa
3apaBooxpaHeHust Poccuiickoit @epmeparmu ot 1 aBrycra 2012 r. N 541 "O6 yTBepskaeHnn GopMbl 6;1aHKOB PELENTOB, COAePKalIMX Ha3HAUeHMe HAPKOTUUECKUX CPECTB MU
MICMXOTPOTIHBIX BEIIeCTB, MOPSI/IKA VX M3TOTOBJIEHNS, paclpeiefieHts], PerUCTPaluy, y9eTa M XpaHeHus], a TAakKe IPaBuI obopMIeHNs" (3aperncTpupoBadH MUHICTEPCTBOM IOCTULIAN
Poccuiickoit ®enepanyu 28 siuBapst 2020 T., perucrpaunonHsbiit N 57293);

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poceuiickoit @enmeparymy ot 8 okrsiopst 2020 r. N 10761 "O BHeceHMM u3MeHeHMit B [IOpsIIOK perucTpanym, yuera M XpaHeH sl CIIeaTbHbIX
peLenTypHbIX 6IaHKOB Ha HAPKOTUUECKYE CPELCTBA MY TICUXOTPOITHBIE BEIeCTBA, YTBEPKAEHHbII MPpMKa3oM MuHucTepcTBa 3npaBooxpaHenus Poccuiickoit @eneparyu ot 1
asrycra 2012 r. N 54H" (3aperncTpupoBad MuHMCTEPCTBOM ocTMMK Poccuitckoit ®epepaumu 13 Hosi6pst 2020 T., perucrpaumonHbiit N 60898);

npuka3 MuHucrepcTBa 3ipaBooxpaneHns Poccuiickoit @enepauyy ot 14 ssusapst 2019 1. N 41 "06 yTBep>KaeHUY TTOpsiKa Ha3HAUeHMs leKapCTBEHHBIX ITPerapaTos, GopM
peLernTypHbIX 61aHKOB Ha JIeKapCTBEHHbBIE MTperapaThl, Mopsiika obopMIeHMsT YKa3aHHbIX 6JIaHKOB, MX yueTa M XpaHeHusl" (3apermcTpupoBaH MUHMCTEPCTBOM OCTULIMM Poccuitckoi
®epeparyuu 26 mapta 2019 r., perucrpauymonHsiit N 54173);

npuka3 MuHucrepcTBa 3apaBooxpanenns Poceuiickoit @epepanym ot 11 nexabpst 2019 . N 10221 "O BHeCeHMM M3MEHEHMII B TpyuKa3 MyHMUCTEpCTBa 34paBooxpaHenms Poccuiickoi
@epneparyy ot 14 ssuBapst 2019 1. N 41 "O6 yTBep)KAeHMY OPsAKa Ha3HAUeHYs JIeKapCTBEHHbIX IIPenapaToB, GopM peLienTypHbIX 6IaHKOB Ha JIeKapCTBEHHbIE MTPerapaThl, MOpsiiKa
odopMIeHNS YKAa3aHHBIX GIIAHKOB, X yUeTa ¥ XpaHeHus " (3aperucTpupoBaH MuHucTepcTBOM rocTuLimu Poccuiickoit ®enepaunm 28 situBapst 2020 r., peructTpaiMoHHbiit N 57292);

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poccuiickoit @emeparyy ot 8 okrsiopst 2020 r. N 10751 "O BHeceHMU M3MEHEHUIT B MOPSIOK Ha3HAUEeHMsI JIeKaPCTBEHHBIX IIPEraparos,
yTBep)KIeHHbIi TpyuKkasoM MuHucTepcTBa 3apaBooxpanenust Poccuiickoit ®epepauny ot 14 ssupapst 2019 r. N 41" (3apeructpupoBaH MuHUCTepCTBOM IocTuLm Poccuiickoit
Depeparnuu 22 gekabpst 2020 r., perncrpaunoHHbiit N 61695);

IIyHKT 3.8 NTHCTPYKLMM O HOPSIZIKe BBITMChIBAHMS IeKapCTBEHHBIX [TPeIapaToB ¥ 0(OPMIIEHNS] PELIeNITOB 1 TPeGOBaHMII-HAaK/IafHbIX, YTBePXKIeHHO/ TpyuKka3oM MuHucTepcTBa
3ApaBOOXpaHeHMsI U coLMaabHOro pasButus Poccuiickoit @epepaiyy ot 12 deppans 2007 r. N 110 "O mopsigke HasHAUYEHMs M BbIMMChIBAHMS JIEKAPCTBEHHBIX ITPEIapaToB, U3HeInit
MeIMLMHCKOTO Ha3HAUeH VS U CTIeMaIM3MPOBAHHBIX IIPOAYKTOB JIe4eGHOT0 MUTaHuUs" (3aperncTpupoBal MuHucrepcrBoMm roctuiyy Poceuiickoit @eneparuu 27 anpens 2007 r.,
perucTpauyoHHbIi N 9364);
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npuka3 MMHUCTEPCTBA 3IpaBOOXPaHEeHMs M COLMAIbHOTO pa3BuTusi Poccuiickoit ®epepaumu ot 17 mas 2012 r. N 5621 "0O6 yrBepknenuu [Topsiika oTiycka Gpusnyeckum amuam
JIeKapCTBEHHBIX ITPerapaToB JIsl MeAUIIVHCKOTO IIPUMeHeHMs, COfepsKallMX KPOMe MaJIbIX KOTMYeCTB HAPKOTUYECKUX CPeCTB, ICUXOTPOITHBIX BELeCTB 1 UX IIPeKyPCOpPOB Ipyrue
dbapmakonornyeckye akTMBHbIE BellleCTBa" (3aperncTpupoBaH MuHucTepcTBoM roctuiym Poceniickoit @enepaunmu 1 nionst 2012 1., peructpanyoHHblii N 24438);

ITYHKT 2 M3MeHeHMIi, KOTOpble BHOCSITCS B HEKOTOPbIe NPpKUKa3bl MMHUCTEPCTBA 3/[paBOOXPaHEHMs ¥ COLMaIbHOrO pa3BuTust Poccuitickoit ®emepaunm, yTBepxKAeHHBIX TPUKA30M
Munucrepcrsa 3apaBooxpaHenus Poceuiickoit @emepanmm ot 10 uions 2013 r. N 3691 (3apeructpupoBad MunucrepcTBoM roctuiiy Poceniickoit ®epepaumm 15 nions 2013 1.,
peructpanyoHHsbIit N 29064);

npuka3 MuHucrepcTBa 3apaBooxpanenns Poceuiickoi @epepaumm ot 21 aprycra 2014 r. N 4654 "O BHeCeHUM M3MEHEHM B IOPSIAOK OTIYCKa (GM3MUECKIM JIMIIaM JIEKapCTBEHHBIX
MpernaparoB AJIs1 MeAMLIMHCKOTO MTPYMeHeHMs], COfep>KallMX KPOMe MajbIX KOIMYeCTB HAPKOTUYECKMX CPeliCTB, ICYXOTPOIHBIX BellleCTB ¥ X IIPeKYPCOPOB Ipyrue
(apmakonornyeckye akTYBHbIE BellleCTBa, YTBePKIeHHbII TPUKa30oM MMHMCTePCTBA 3/paBOOXPaHeH s M COLMAIbHOrO pasBuTus Poccuiickoit @enepanym ot 17 mast 2012 1. N 562H"
(3apeructpupoBad MunucTepcrBoM octuimn Poccuiickoit ®egepanyn 10 centsiopst 2014 r., perucrpaunonHsiit N 34024);

ITYHKT | M3MeHeHMIt, KOTOpble BHOCSITCSI B HEKOTOPbIe ITPMKa3bl MMHMCTEPCTBA 3[IpaBOOXPaHeHMs M COLMaIbHOro pasBuTust Poccuiickoii ®epepauy 1 MuHucrepcersa
3paBooxpaHeHust Poccuiickoit @eneparyy, yrBepKAeHHbIX TPMKa3oM MuHucTepceTBa 3npaBooxpaHenus Poceuiickoit @eneparyy ot 10 ceHTs16pst 2015 1. N 634H (3aperucTpupoBaH
MuHuctepcTBoM 1ocTumu Poccuiickoit ®epepaunu 30 ceHTsiopst 2015 1., perucrpanyonssiii N 39063);

TIYHKT 3 M3MEeHEeHMIi, KOTOpbIe BHOCSITCSI B HEKOTOPbIe IMpuKa3bl MUHMCTEPCTBA 34 paBoOOXpaHeHMsI M COLManbHOTO pa3Butus Poccuiickoit ®enepaiinun 1 MuHMCTepcTBa
31paBooxpaHeHust Poccuiickoit @eepaiuy o BOIpocam o6palieHust IeKapCTBEHHBIX MTPeNapaToB, COAepsKalluX HAPKOTUYECKIe CPELCTBA, ICUXOTPOITHBIE BEIIECTBA U UX
MPeKypCcoOpOB, 1 JIeKapCTBEHHBIX CPECTB, MOAJIEXKAIMX TPeAMETHO-KOIMYeCTBEHHOMY YYeTy, yTBePKIeHHBIX MPUKa3oM MUHMCTePCTBA 34 paBooxpaHeHus Poccuiickoit ®emepaunm
ot 31 oktsi6pst 2017 r. N 882H (3aperucTpmpoBaH MuHMCTEPCTBOM tocTuLiMu Poccuiickoit ®emepauyu 9 suBapst 2018 r., perncrpaunonHsiit N 49561).

5. PenenitypHbie 6manku dopmbl N 107/y-HIT, M3roTOB/IEHHbIE [0 AHS BCTYIUIEHMS B CMIJTY HACTOSIIIErO MPKKa3a, MOTYT 6bITh MCII0/Ib30BaHbl o 1 mapTa 2023 roga.
4. Hacrosuuii npukas BcTynaet B cuity ¢ 1 mapra 2022 1. u geiictsyer 1o 1 mapra 2028 r.

Munucmp
M.A. MYPAIIIKO

Ipunoxcenue N 1

K npukasy Muxucmepcmea 30pasooxpaHerust
Poccutickoti @edepayuu

om 24 Hosbps 2021 2. N 1094n

[TOPAOOK HASHAYEHV A JIEKAPCTBEHHBIX ITPEITAPATOB

1. OG1Me HoJIoKeHMsT

1. Ha3HaueHye jileKapCTBEHHBIX IPEIapaToB [ MeOVLIMHCKOTO IPYMeHeHMsI (ajee - 1eKapCTBeHHbIe IIperapaThbl) OCYLeCTBISIETCS JIeyalyiM BpayoM, despiiepom, akyepKoii B
cJIy4ae BO3JIOKeHMSI Ha HMX IIOJTHOMOYMIL Jievallero Bpayva, Ipy OKa3aHUy MeAMIIMHCKOM TOMOIIM B MEAUIIMHCKUX OpraHu3anusx <1>, B mopsijike, yCTaHOBJIEHHOM IIPYKa30M
MUHMCTEPCTBA 3APABOOXPaHEHMsI ¥ COLMANbHOTO pa3BuTust Poccuiickoi ®enepanmmu ot 23 mapra 2012 . N 252H "O6 yrBepskaeHuu [Topsiika BO3/I0KeHus Ha desbIiiepa, akylepKy
PYKOBOZAMTENIEM MEOVLMHCKOM OPraHmM3aLmy Mpy OpraHu3any OKa3aHus IepBUYHOM MeIMKO-CAaHUTAPHOM MOMOLIM ¥ CKOPOJi MeAMLIMHCKOJ TIOMOIY OTAEMbHbIX GYHKLMIT
Jieyaliero Bpaya 1o HerocpeCTBeHHOMY OKa3aHUI0 MeAULIMHCKO ITOMOIIM MAIVIeHTy B IepUoJ, HAbGIIOAEeHNS 3a HUM Y €ro JIeYeHus], B TOM YMCIe 110 Ha3HAUeHMIO U IPUMEHEeHUIO
JIeKapCTBEHHBIX MTPerapaToB, BKIOUYAsi HAPKOTUYECKMe JIeKapCTBEHHbIe TIPerapaThl U IICUXOTPOITHbIE JIEKaPCTBEHHbIE TIperapaThbl’ <2>, MHAMBULYaIbHbIMU MTPEANPUHUMATENSIMHA,
OCYILECTBIISTIOLIMMM MEAULIMHCKYIO IeSITebHOCTD (anee - MeOVLIMHCKYE PaGOTHUKM).

<1>Ilyukr 11 cratbyu 2 GenepanbHOro 3akoHa oT 21 HosiGpst 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 30POBbsI TpakaaH B Poccuiickoit ®epepaunu’ (CobpaHue 3aKOHONATENbCTBA
Poccuiickoit @enepaunnu, 2011, N 48, cr. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbHbiii 3akoH N 323-D3).

OduimanbHbIi MCTOUHMUK 3JIEKTPOHHOTO JOKYMEHTa CONEPKUT HETOYHOCTb: MMeeTcsl B BUAY MyHKT 11 uactu 1 cratbu 2 @efepanbHoro 3akona ot 21.11.2011 N 323-@3.

<2> 3apeructpupoBad MunuctepctsoM foctuuuy Poceuiickoit ®enepannm 28 anpens 2012 r., perncrpaumoHHbiit N 23971 ¢ M3MeHeHUsIMY, BHECeHHBIMM ITpMKa30M MuHMCTEpCTBa
3npaBooxpaHeHust Poccuiickoit @eneparyy ot 31 oxtsa6pst 2017 r. N 882H (3apeructpupoBad MunucrepersoM octunyy Poceniickoit @eneparymy 9 ssuaps 2018 .,
perucrpannonHsiit N 49561).

MepuumuHCKMI paﬁOTHI/IK, OdJOpMMBHII/lﬁ peuernT ¢ HapylueHeM HaCTOSIIero MmopsaKa, i pykKoBoguTe/Ib MeAUIMHCKON OopraHmsanuun obecreynBaoT CBOEBpEMEHHOE
nepeod)opMneHMe Tpe6yeMor0 [JI1 MaieHTa penernra.

2. CBemeHMSI 0 HA3HAYEHHOM JIeKapCTBEHHOM IIpelapare (HaMeHOBaHMe JIeKapCTBEHHOIO IIperapara, 1031poBKa, CI1oco6 BBeieHUS U TIpUMEHEHNS, PEXXUM OO03UPOBaHMS,
TIPOAO/DKUTEJIbHOCTD JIeUeHUST U 060CHOBaHME Ha3HAYEHUST JIeKapCTBEHHOTO ITpernapaTa) BHOCSITCSI MeAULMHCKUM paGOTHMKOM B MEJUIVHCKYIO0 JOKYMEHTAlWIO IMaleHTa.

B cryuasix, ykasaHHBIX B ITyHKTax 8 - 11 Hacrosero [Topsiika, MEAVIIMHCKMIT paGOTHUK, HA3HAUMBILNIL JIeKapCTBEHHBII IIpernapar, opopMsieT Ha3HAUeHYe JIEKapCTBEHHbIX
[perapaTos, B TOM YMc/Ie TOAJIeXAIIMNX M3TOTOBIEHNIO M OTITYCKY allTeYHbIMY OPraHU3aLysIMH (fajiee - TeKapCTBeHHbIe [TperapaThl MHAMBUAYAIbHOTO M3TOTOBIEHNS), HA
pelienTypHOM 6;1aHKe, 0GOPMIIEHHOM Ha 6yMaskHOM HOCHTEJIE 33 CBOEH MOINChIO (faee - PelenT Ha GYMakHOM HOCUTEJIE), 1 (MJIM) C COTIACHS TIAL[MEHTA UM €T0 3aKOHHOTO
MpeACTaBUTENIS <3> Ha pellenTypHOM 6/1aHKe B JOpMe 3/IeKTPOHHOT'O TOKYMEHTA C MCIIO0/Ib30BaHMEM YCUIEHHOM KBamMGbUIIMPOBAHHO 3/IEKTPOHHO MOAMUCH MEAULIMHCKOTO
paboTHMKa (Hanee - pelenT B GopMe 37eKTPOHHOTO TOKYMEHTA).

<3> [TyukT 2 cratbu 20 ®epepanbHoro 3akoHa N 323-03 (Cobpanne 3akoHogaTenbctBa Poceuiickoit Pemepanyn, 2011, N 48, ct. 6724; 2021, N 27, cT. 5159).

Perjent B hopMe 31€KTPOHHOTO JOKYMEHTA, COTepyKallMii Ha3HaueHye HapKOTUYECKIUX CPEJICTB MIIM IICUXOTPOIIHBIX BElleCTB, OAMICHIBAETCS C MCIIONb30BaHMEM YCUIEHHOI!
KBaIMMUIMPOBAHHOI 3/IEKTPOHHOM MOATIMCH Jiedalero Bpaya uin denbauepa, akyuepky, Ha KOTOPBIX BO3/I0KeHbI QYHKIIVM Jevallero Bpaua, ¥ COOTBETCTBYIOIIEH MeIUIVTHCKO
opraHmusaumm <4>.

<4>[lyskr 1 craTey 26 OenepanbHOro 3akoHa ot 8 stHapst 1998 . N 3-33 "O HapKOTMUYeCKMX CpelcTBax U ICUXOTPOIHBIX BeljecTBax " (Co6paHme 3aKOHOATeNbCTBaA Poccuiickoii
®epnepanmn, 1998, N 2, ct. 219, 2017, N 31, 1. 4791) (nanee - ®enepanbHblii 3akoH N 3-D3).

Ocdopmienne perenToB B popMe 21eKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B C/IyYae MPUHSTYS YIIOTHOMOUYEHHbIM OPraHOM MCIIOMHUTEbHOI BiIacTy cyOobeKkTa Poccuiickoit
Qepepaluy B COOTBETCTBMM C ITYHKTOM 4 cTaThu 6 PemepanbHoro sakoHa ot 12 ampens 2010 r. N 61-®3 "06 o6paieHuM TeKapCTBEHHBIX CPEICTB" <5> pellieHus 06 MCIOMb30BaHUN
Ha TeppuTopum cy6bekTa Poccuiickoit deepaiiuy HapsiAy ¢ pelielTaMy Ha JieKapCTBeHHbIe Mpernaparsl, 0hOpMIEHHbIMM Ha GyMaXkKHOM HOCUTeJIE, PEIeNTOB Ha JIeKapCTBEHHbIE
rpernaparsl, chOpMMUPOBAHHBIX B (hOPMeE 3/I€KTPOHHBIX JOKYMEHTOB.

<5> Cob6panue 3akoHogaTenbctsa Poceniickoit @egepaunn, 2010, N 16, ct. 1815, 2019, N 52, c1. 7793.

5. TIpu BBIMTMCKeE MalieHTa U3 MeJUIIMHCKOM OpraHu3aimu, B KOTOPOil eMy OKa3bIlBaJIach MeIUIVTHCKAs TOMOIIb B CTAIIIOHAPHBIX YCIOBUSIX, TIPU HEOOXOAMMOCTHM TIPOIOIKEHIS
rpyeMa JIeKapCTBeHHOTO Iperapara B aMGy/IaTOPHbIX YCIOBUSIX JAHHOMY MAIYIEHTY MO PellIeHMI0 PYKOBOOVTESI MeAMLIMHCKO OpraHm3aluy Ha3HavaloTes ¢ opopMIeHnemM
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peternita B GopMe 37€eKTPOHHOTO JOKYMEHTa U (WiI1) Ha GyMaskHOM HOCMTeJIe (3a VICK/IIoueHreM oOpMIIeHNS peLieNITOB Ha JIeKapCTBeHHbIe IIPpenapaThl, MOAJIeKale OTIyCKY
6€eCIyIaTHO WM CO CKUAKOI) MO0 BBIAAIOTCS (TIAILEHTY MIIU €r0 3aKOHHOMY ITPeICTaBUTENI0) OIHOBPEMEHHO C BBIITMUCKO U3 UCTOPUY G0e3HM JIeKaPCTBEHHBIE TTPenaparsl, B TOM
yyic/ie HapKOTMYeCKye M IICUXOTPOITHbIE JIeKapCTBeHHbIe IperapaThbl, BHeceHHbIe B cricky 11 v 11 mepevHst HApKOTUYECKUX CPESCTB, IICMXOTPOIHbIX BELeCTB M UX ITPEeKypCOpOoB,
nofexamyx KOHTpomo B Poceuiickoit ®enepaunu, yreepxkaeHHoro [IpaBurensctBom Poceniickoil @enepannm <6> (naiee - [lepeyeHb), CUIbHOAENCTBYIOLIVE IeKAPCTBEHHbIE
Mpernaparsl, Ha CPOK MpKeMa MalMeHTOM I0 5 JHeit.

<6> [Tynkr 2 cratby 2 ®enepanbHoro 3akoHa N 3-03 (Cobpanne 3akoHoaaTebecTBa Poccuiickoit @egepanyn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HauyeHue JIeKapCTBEHHBIX [TPEMIApaTOB MPK OKA3aHUY MEIUIIVHCKOI TOMOLIM B CTAIIIOHAPHBIX YCIOBUSIX MOXKET OCYLIECTBIISIThCS IOCPENCTBOM TPeGOBAHMIT MEIUIVTHCKO
opraHu3alyy, HarpaBJsieMbIX B allTeYHble OPraHM3alny, SBJSIIOIIMECs] CTPYKTYPHBIMM TTOLpa3ieeHUsIMMY MeOVLIMHCKOM opranmu3aumm. <7>

<7> IlyukT 54 crathu 4 ®epepanbHoro 3akoHa ot 12 ampesnst 2010 1. N 61-03 "06 obpaiiennn JeKapcTBeHHbIX cpeacTs” (Cobpanue 3akoHOomaTenbcTBa Poccuiickoit @epepariym, 2010,
N 16, c1. 1815; 2019, N 31, cT. 4456) (nasee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3HaueHye JileKapCTBEHHBIX IPEIapaToOB OCYLIECTBISETCS MEOVUIVHCKIM PaGOTHMKOM 110 MEKIYHapOLHOMY HEIIaTeHTOBAHHOMY Ha¥IMEHOBAHMIO, & TIPY €0 OTCYTCTBUM -
IPYIIMPOBOYHOMY WIM XMMUUECKOMY HaMEHOBAHMIO. B C/tydyae OTCYyTCTBUSI MEeXKIYHAPOLHOrO HellaTeHTOBAaHHOTO HaMMeHOBAaHMS M IPYIIMPOBOYHOTIO MY XMMUYECKOTO
HaMMeHOBaHMsI TIeKapCTBEHHOTO MpernapaTa ieKapcTBeHHbIi Tpernapar Ha3Hav4aeTcs MeAULIMHCKMM Pa6OTHMKOM MO TOPrOBOMY HaMEeHOBAHMIO. [Ipy HanMYum MeAULIMHCKUX
roKa3aHuit (MHOVBYUIYaIbHAsI HEIIePEHOCUMOCTb, MO KM3HEHHBIM ITOKa3aHVSIM) M0 PellleHMI0 BpaueGHOI KOMUCCUM MEeAMULIMHCKOI OpraHM3aluy <8> OCyIeCcTBIISeTCsl Ha3HaYeHue
1 obopMiIeHMe Ha3HAYEH s JIeKapCTBEHHbIX IIPeIapaToB, He BXOASMIMX B CTAHJAPThl MEAULIMHCKOI TIOMOILM, pa3paboTaHHbIe B COOTBETCTBUY C ITYHKTOM 14 cTaTbhu 37
®epepanbHOro 3akoHa N 323-03 <9>, uiu He MPeAyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKOI peKOMEH/IalMelt, 1160 110 TOPrOBbIM HaMeHOBaHMSIM. PellieHne Bpaue6HO
KOMMCCUYU MEIUIVIHCKOI OpraHu3anyy GUKCUpPyeTcsl B MeAULIMHCKO JOKYMEHTAIMY MAllMeHTa Y B KypHae Bpaue6HOi KOMUCCUMN.

<8> [Ipuka3 MyHKCTEPCTBA 3 PaBOOXPAaHEHNS ¥ COLMAIBHOrO pa3BuTusi Poccuiickoit @emeparyy ot 5 mast 2012 1. N 502H "O6 yTBepskAeHUM MOPsIAKA CO3AaHMsI U NesITeIbHOCTU
Bpaue6HOM KOMMUCCUMY MeIUIIMHCKOM opranmusaumu” (3aperncTpupoBad MuHuctepcTBoM ety Poceniickoit @epepatmu 9 nionst 2012 r., perucrpauyoHHbiit N 24516) ¢
M3MEHEHMSIMM, BHECEHHBIMM MPMKa30M MuHMcTepCTBa 3paBooxpanenns Poccuiickoit ®emepanyu ot 2 nekabpst 2013 r. N 886H (3apeructpupoBad MUHUCTEPCTBOM IOCTULIMN
Poccuiickoit @enepanym 23 nekadps 2013 r., perucrpaunoHssiit N 30714).

<9> Co6paHue 3akoHOmaTenbcTBa Poceniickoit ®@enepanyu, 2011, N 48, ct. 6724.

Eciu ipu okazaHum TMauueHTy MeAUIMHCKOM TOMOIIYM B MeAUIIMHCKOM OpraHu3alui B CTallMOHAaPHbIX YCUIOBMSAX 110 pEeIIeHNI0 BpaqeGHoﬁ KOMMCCHUM OCYIIECTBJISIFOTCS Ha3HaYeHne
U MIpYMEHEeHNe JIEKaPCTBEHHOTIO MperapaTta ¢ KOHKPETHBIM TOPTOBBIM HaMMEHOBAaHMEM, TO IIPU OKa3aHUM JaHHOMY MaleHTY MeAVIMHCKO TOMOIIY B NHOW MeIUIITHCKOM
OpraHusauyy B CTallVMIOHAPHBIX YCIIOBUAX, a TAKXKe B aMGYHaTOPHbIX YCJIOBYMSX OCYLIECTBJ/ISIETCS Ha3HAUeHMe eMY JIEKAaPCTBEHHOTO Ipernapara ¢ TeéM XKe TOProBbIM HaMMeHOBaHMEeM
<10>.

<10> ITyukr 2 nocraHoBnenus [IpaButenscrsa Poccniickoit ®@epepaunu ot 30.06.2020 N 965 "O BHecenuu u3meHeHuit B [IpaBuia popMupoBaHus epeyvHs 1eKapCTBeHHBIX CPEJICTB,
3aKyIIKa KOTOPBIX OCYILECTBJISIETCS B COOTBETCTBUY C UX TOPrOBBIMM HAaMMEHOBAHMSIMY, M O TIPMMeHEeHUM JIeKapCTBEHHBIX IIPerapaToB ¢ KOHKPETHBIMYU TOPrOBBIMU
HaumeHoBaHusiMu" (CoGpaHme 3akKoHOmaTenbeTBa Poceuiickoi ®enepaumn, 2020, N 28, ct. 4422).

6. HazHaueHye JleKapCTBEHHOTO Mperapara B pelernTe Ha 6yMaskHOM HOCUTeJIe WM pelernTe B popMe 3/IeKTPOHHOTO JOKyMeHTa 0(hOpMIISIETCSI Ha MMSI MTAlMeHTa, AJIs1 KOTOPOTo
NpefHa3HayeH JIeKapCTBEHHBII IIpernapar.

Periernt Ha 6yMaskHOM HOcuTesle, 0OPMIIEHHBII Ha perenTypHoM 61aHke dpopm N 107/y-HIT, N 107-1/y, N 148-1/y-88, N 148-1/y-04(1), yTBepskA€HHbIX HACTOSIIUM TIPUKA30M,
MOKeT GBITh IOJTyUeH Mal¥eHTOM, er0 3aKOHHBIM IIPEeJCTaBUTEeIEM VI JIMLOM, MMeIoIM 0OPMIIEHHYIO B COOTBETCTBMY C TPAKIAHCKIM 3aKOHOATeNbCTBOM Poccuiickoii
depepanyy 1OBepeHHOCTD OT NAlMeHTa Ha [TpaBo IOIyYeHMs] TaKOro pelienTa (fanee - yrioTHOMOYEHHOe JINIIO).

[pencraBieHMe JOBEPEHHOCTY He TpeGyeTcsl B cIydae MOMTydYeHys] peLienTa Ha JeKapCTBeHHbII Ipenapar st MHKypa6eabHOro 60bHOTO Ha 3aBEPLIAIONIEM 3TAIle ero KU3HU JIULIOM,
OCYIECTBJISTIOUIMM YXOJI, 32 TAKUM MHKYPaGeTbHbIM GONbHBIM. B TaKOM C/Tyyae MeAMIMHCKUI PAGOTHUK BbIIAET JIUILY, OCYIIECTBIISIONIEMY YXOJ 38 MHKYPaOelTbHbIM OObHBIM,
IIOKYMEHT, TOATBEePK AN MHKYpabeabHOe COCTOsIHME GObHOTO0, COAEP)KALIMIL CBEIeHNsI O JInlie, KOTOpoe GyeT MoMyYaTh ieKapCTBEeHHbIe IPenaparsl 1o perenTty (bammuus,
MMS$I, OTUECTBO (TIOC/IeIHee - IPY HaJIMUWM), BUL, Cepysi U (M/I1) HOMep JOKYMEHTa, YI0CTOBEPSIONIEr0 IMYHOCTD), 3aBePEHHbII MTOIVCHIO M TIe4aThi0 JAHHOTO MeAMULIMHCKOTO
paboTHMKA, a TAKXKE MeYaThio MEIUIHCKO OpraHU3aIN.

HOKYMGHT, IIO,ELTBEp)KI[a]OHH/IVI MHKypa6eJII>H06 COCTOsIHME GOJII:HOI‘O, 0CTaeTcs B allTeYHOM OpraHu3alun.

PenenT B popme 371€KTPOHHOTO AOKYMeHTa GOPMIUPYETCsI C MCIIOIb30BaHMEM TOCYIapCTBEHHO MHGOPMaLMOHHOI cucTeMbI B chepe 34paBoOXpaHeHms cyobekTa Poccuitckoi
Deneparyy, MEIUIIHCKO MHGOPMALMOHHOM CYCTeMbI MEOVLIMHCKOM opranm3anmm <11>.

<11> Crarbu 91 u 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOmaTenbcTBa Poccuiickoit ®epepaunmu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).
@axT BbIAUM pelleriTa Ha JIeKapCTBEHHbII MperapaT 3aKOHHOMY IIPe/ICTaBUTeIIO MY YIIOTHOMOYEHHOMY JTULY GUMKCUPYeTCsl B MEOUIIVHCKOM JOKYMEHTalM MaleHTa.

7. MeguuMHCKUM pabOTHMKAM 3ampenaeTcst 0bOpMIISITh PELIeNThI TPV OTCYTCTBUY Y HAL[eHTa MeIUIMHCKIX TI0Ka3aH!iT; Ha He3aperncTpMpOBaHHbIE JIeKapCTBEHHbIE IPerapaTsl
<12>; Ha JIeKapCTBEHHbIE IIPeNapaThbl, KOTOPbIE B COOTBETCTBUY C MHCTPYKIIMEI 10 MEAUIIMHCKOMY IPUMEHEHMIO TIPeTHAa3HAYEHbI /ISl TPYMEHEHMS TONbKO B MEIUIIMHCKUX
OpraHM3alMsIX; Ha HAPKOTMYECKME CPENCTBA U IICMXOTPOITHbIE BellleCTBa, BHECEHHbIe B C111COK I [TepeyHs1, 3aperncTpupoBaHHbIe B KAUeCTBe IeKapCTBEHHBIX [TPeIapaToB, B LENIX
MPUMEeHeHMsI 7151 JiedeHMs] HAPKOMaHUM.

<12> Pemmenne CoBeta EBpa3uiickoit 5KOHOMMUYeCKO# Komuccuy ot 3 Host6pst 2016 1. N 78 "O [IpaBuiax perucTpanym 1 3KCIepTU3bl IeKapCTBEHHBIX CPECTB IS MeAUIMHCKOTO
npuMeHeHust" (opuiManbHbINA cailT EBpasuiickoro 5SKOHOMUYECKOro coro3a http://www.eaeunion.org/, 21 Hosi6pst 2016 r.). Cratbs 13 ®enepanbHoro 3akoHa N 61-03 (CobpaHue
3aKkoHozarenbcTBa Poccuiickoit ®epepanyn, 2010, N 16, cr. 1815; 2020, N 14, ct. 2028).

VHAMBYYalbHBIM [IPeIPYHMMATENSIM, OCYIIeCTBISIOIMM MeAMIMHCKYIO IesTelbHOCTb, JOIIOTHUTEIBHO K TPeOOBaHMIM, YKa3aHHBIM B a63alle 1epBOM HACTOSIILETrO IyHKTa,
3amnpeniaeTcs 0GOPMIISTh PELIENThI Ha HAPKOTMYECKIME CPECTBA M IICUXOTPOITHBIE BELeCTBa, BHECeHHbIe B crimcku I u I11 [lepeuns (ganee - HAPKOTUYECKME U TICUXOTPOITHbIE
JleKapcTBeHHble nperapaTsl criuckos II u 111 Tlepeyns).

8. IIpu Ha3HaYeHMM HAPKOTMYECKMX U TICUXOTPOITHBIX JIEKaPCTBEHHBIX MTpernapaToB criicka I1 [lepeyHst, 3a MCKIIOYEHEM JIeKapCTBEHHbIX IIPeNapaToB B BUE TPAHCAEPMalIbHbIX
TepaneBTUYECKIX CUCTEM U JIeKapCTBEHHBIX [IPeIapaToB, COAEPKALIMX HAPKOTHYECKOe CPEICTBO B COYETAHNUY C aHTATOHVMCTOM ONMOVMIHBIX PELelITOPOB, PelleNThl Ha GyMa)kHOM
HocuTesne oopMIISIIOTCS Ha pelenTypHoM 61aHke dopmbi N 107/y-HIT.

9. PeuenTtypHblii 61aHK opmbl N 148-1/y-88 odopmiisieTcst npy Ha3HAUEHUI:

1) HapKOTUYeCKMX U IICUXOTPOIHBIX JIeKapCTBEHHBIX Npernaparos crivicka I [lepedHs: B Buie TpaHCAEePMaIbHBIX TepaneBTUYeCKMX CUCTeM, HAPKOTUUYECKIUX IeKapPCTBEHHBIX
npenaparoB crivicka I [TepeuHsi, comepsKaliux HAPKOTUIECKOe CPeSICTBO B COYETAHMM C AaHTAarOHMCTOM ONMOMUIHBIX PELeNITOPOB, IICMXOTPOITHBIX JIEKAPCTBEHHBIX MPENapaToB CIMCKa

111 ITepeynst;

2) KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX IIPEIapaToB, COgePKalyX:

a) KOIEeVH WM ero Coju (B IepecyeTe Ha YMCTOe BelecTBO) B KomyuecTse 10 20 MI BKIIIOYMTEIbHO (Ha 1 J03y TBepoii lekapcTBeHHO# (GopMbl) mim B Kommdectse g0 200 mr
BKIIOYMTENbHO (Ha 100 Myt v 100 T 5kMAKOIE J1eKapCcTBEeHHOI (GOPMBI /ISt BHYTPEHHETO IIPYMeHeHs);

6) mceBHoddenpuHa r’MAPOXIOPU], B KOIMUECTBE, IpeBbianieM 30 Mr, 1 1o 60 MI BKIIOUMTENIbHO (Ha 1 103y TBepoii T1eKapCTBEeHHOI GOPMBI);
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) HceBno3denpyHa rMAPOXIOPIT, B KOMNUYECTBe, ITpeBbInIaoieM 30 Mr, 1 5o 60 MT BKIIOYMTENTbHO B COYETAaHNUM C IeKCTPOMeTOPGhaHOM Iipo6POMIIOM B KOJIMYECTBE,
npesbiniatoiiem 10 Mr, 1 o 30 Mr BKIIOYMTENBHO (Ha 1 03y TBEPHOi TeKapCTBeHHO GOpMBI);

r) AekcTpoMeropdaHa ruppobpomuz B Komdectse 1o 200 Mr BRmounTenbHo (Ha 100 vt v 100 1 5kuzKoi 1eKapcTBeHHOM (GOPMBI A1 BHYTPEHHETO IIPYMeHEeHs);

1 adenpuHa rupoxXIOpKI, B KOMMUYeCcTBe, mpeBbimaromemM 100 mr, 1 go 300 Mr BrounTenbHO (Ha 100 Mt mny 100 1 5K1MIKO¥ TeKapcTBEHHO GOPMBI 1JIs1 BHYTPEHHETO
TIpUMEHEeHUs);

e) adempuHa rMAPOXIOPUL, B KOMMUECTBe 10 50 MI BRIIOUMTENBHO (Ha 1 103y TBepoii JIeKapCTBEHHOM (OpMBI);

%) (peHMNIIporaHoNIaMMH B KOIMYECTBe 10 75 MI BKIIOUNTEbHO (Ha 1 103y TBepyoii JiekapcTBeHHOM (opMbl) mmm 1o 300 Mr BrounTensHo (Ha 100 vt v 100 1 skuakoi
JIeKapCTBEHHO (YOPMBI 1151 BHYTPEHHETO IIPMMEHEHNMS);

3) (eHOGApP6GMTAN B KOMMYECTBE 10 15 MI BKIIOUMTETBHO B COYETAHUY C KOAEMHOM (M/IM €T0 COSIMM) He3aBMUCHUMO OT KOJIMYecTBa (Ha 1 o3y TBepAoii 1eKapcTBeHHOI GopMbI);

w eHobap6uTan B Komdectse 40 20 MT BKIIOYMTENIBHO B COUYETaHNM ¢ 3epMHOM I'MIPOXJIOPUIOM He3aBUCHMO OT KOJIMYeCTBa (Ha 1 03y TBepHoii 1eKapcTBeHHOI GOpMBI);

) XJIOpAMAa3elOKCUL, B KOMMYeCTBe, IpeBblnaomemM 10 Mr, 1 1o 20 Mr BKIIOUMTEIBHO (Ha 1 103y TBepAO0i IeKapCTBEHHOI (HOPMBI);

3) JIeKapCTBEHHbIX MTPerapaToB MHAMBUAYATbHOTO M3TOTOBJIEHNS], COAEePKaIIMX HAPKOTUYeCKOoe CPefiCTBO UM IICMXOTPOITHOe BelecTBo crcka 11 [Tepeuns, u gpyrue
(apmaxonornyeckye akTMBHbIE BeleCTBA B J03e, He MPeBbILIAIONIEei! BBICIIYIO PA30BYIO 103y, ¥ ITPY YCIOBUM, YTO 3TOT KOMOMHMPOBAHHBII 1€KapCTBEHHBII ITperapar He SIBJIIeTcs

HapKOTMYECKVUM WJI IICUXOTPOITHBIM JIeKapCTBEHHBIM IpenapatoM crivicka I [Tepeuns;

4) JIeKapCTBEHHbBIX MPeNapaToB, BKIIOUEHHBIX B [lepeueHb JIeKapCTBEHHBIX CPeCTB [l MeAVLIMHCKOTO NPYMEeHeHMs, MOAJIeXKalMX ITPeMETHO-KOIMYeCTBEHHOMY YUeTy (najee -
JIeKapCTBEHHbIe IIperapaTsl, BKIIOUeHHbIe B repeueHb [IKY) <13>.

<13> I[Mopmyskr 5.2.171(1) nmyHKkTa 5 mocraHos/eHus [IpaButenscrsa Poceuiickoit @enepanym ot 19.06.2012 N 608 "O6 yrepkaeHuy [TonoxkeHns: 0 MMHUCTEPCTBE 34paBOOXPAHEHNST
Poccuiickoi ®enepanyn” (nasee - [onoxkennue o Munmucreperse) (Cobpanme 3akoHogaTenbctsa Poceniickoi ®enepaumu, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970).

10. PenenitypHblit 6maHk Gopmbl N 148-1/y-04(;1) opopmiisieTcst py Ha3HaUEHMY JIeKapPCTBEHHBIX MIPerapaToB rpaskgaHaM, MMeIOIIMM IIPaBo Ha GecIulaTHOe IoTyJeHye
JIeKapCTBeHHbIX IIPerapaToB MM MOTyYeHye JIeKapCTBeHHbIX IPerapaToB CO CKUIKOIA.

11. PeuenTypHbiit 6;1aHk dopmbl N 107-1/y obopmiisieTcst Ipy Ha3HAYEHUN:

JIeKapCTBEeHHbIX [TpelapaToB, He YKa3aHHbIX B IYHKTax 8, 9 Hacrosuero [Topsiaka;

KOMOVHMPOBaHHBIX JIEKaPCTBEHHbIX ITPENapaToB, CooepsKalyX:

) 3ProTaMyHa IMIPOTapTPaT B KOMMYECTBE JO 5 MT BKIIIOYMTENIBHO (Ha 1 103y TBepHOii 1eKapCTBeHHO GOpMbI);

6) 3dempuHa rMopOxIOpN B KomdecTse 1o 100 mr BrmounTtenbHO (Ha 100 Mt vy 100 T 5XK1aKoi TeKapCTBeHHO GOpPMBI 1J1s1 BHYTPEHHETO NIPYMeHeHNs]);
5) TICeBRO3GbenpyHa IMIPOXIOPUS, B KOMIECTBe, He IpeBbInIameM 30 Mr (Ha 1 103y TBepmoii 1eKapcTBeHHO (GopMBI);

1) TceBHo3denpuHa rMAPOXJIOPKUT, B KOIMUYECTBE, He IpeBblmaomeM 30 Mr, B COUeTAHMY C IeKCTpoMeTOphaHOM I'MApPO6POMIUIOM B KOMMYECTBe, peBbimaomem 10 mr, 1 10 30 mr
BK/IIOYMUTENBHO (Ha 1 103y TBepoii leKapCTBeHHOI (GopMbI);

1) JekcrpomeropdaHa rugpo6bpomMu, B KOIMUecTBe, mpesbimaonmem 10 Mr, 1 1o 30 Mr BRIIOUUTENBHO (Ha 1 103y TBep/o0ii 1eKapcTBeHHO hopMbI);

¢) (heHOGap6uUTaNM B KOMMUECTBE, peBbinatonieM 20 Mr, 1 1o 50 Mr BKITIOUUTENbHO (Ha 1 703y TBepZOoii IeKapCTBeHHOI (JOPMBI);

%) (beHobGap6uTan B KomuyecTse 40 20 MT BKITIOUMTETbHO B COYETAHNUM C 3PTOTAMMHOM I'MIPOTapPTPaTOM He3aBMCMMO OT KOIMYecTBa (Ha 1 03y TBepoii 1eKapCcTBeHHOI GopMbI);
3) XJIOpAMa3ernoKcus B KomyecTse 10 10 Mr BKIIIOYMTENBHO (Ha 1 J03y TBepOii IeKapCcTBeHHO HOpMBbI).

12. TIpu Ha3HAYEHWM JIEKAPCTBEHHOTO TIpenapara MHAVBMUAYAIbHOTO U3TOTOBIEHMS B peLienTe Ha GyMaskHOM HOcuTesie 1 (M) peLiente B GopMe 37MeKTPOHHOTO JOKYMeHTa
HaMMeHOBAHMsI JIEKAPCTBEHHBIX CPEZICTB (BEILECTB), BKIIIOYEHHBIX B riepeueHb [IKY, yka3bIBalOTCS B HaUasle PelleriTa, 3aTeM - BCe OCTaIbHbIe MHTPEJVIEHTHI.

15. TIpy Ha3HAUeHNM JIeKapCTBEHHOTO Nperapara B pelernTe Ha 6yMaskHOM HOcuTese U (M) periente B GopMe 37IeKTPOHHOTO OKYMEHTa 3arpelniaeTcs IPeBbIIaTh KOIMYeCTBO
HapKOTMYECKUX CPEJCTB MIIU IICUXOTPOITHBIX BELIECTB, KOTOPOE MOXKET GbITh BBIMMCAHO B OHOM PELENTe, yCTaHOBIeHHoe npuiokeHuem N 1 k Hacrosiiemy Ilopsaky, 3a
MCKITIOYEHMEM CTyYaeB, yKa3aHHbIX B MyHKTax 15 u 24 Hactosiuero [opsaka.

14. TIpy Ha3HAYEHWM JIEKAPCTBEHHBIX [TPEIIAPATOB, BKIIOYEHHBIX B repeuenb ITKY, 103a KOTOPBIX MTPEBbILIAeT BbICHINIT OMHOKPATHbI Ipy1eM, MegULIMHCKII pa6OTHUK 0603HaYaeT
103y 3TOTO JIEKAPCTBEHHOTO MperapaTa B pelenTe Ha 6yMa)kHOM HOCUTeJIE IPOIMCHIO C IPOCTABIEHEM BOCK/IMIIATENIBHOTO 3HAKA ¥ (MJIM) TIPOCTAB/ISET BOCKIMIATENbHBI 3HAK TIPU
odopmieHun perenta B hopmMe IEKTPOHHOTO JOKYMEHTa.

15. KonmyuecTBo Ha3HaYeHHBIX JIEKaPCTBEHHBIX [TPeIapaToB, BKIOYEHHBIX B IiepeueHb [IKY, mpy okazaHuM HalMeHTaM, HY>KOAIOMMMCS B IJIUTEIbHOM JIeUeHUM, IePBUYHOI MeIMKO-
CaHMTAPHO MTOMOIIY Y MAJUTMATUBHOI MEAMUIIMHCKO TIOMOIIY MOKET 6bITh YBEIMUYEHO C YIETOM KIMHUYECKMX PEKOMEH ALt He 6ojiee ueM B 2 pasa [0 CPaBHEHUIO C
KOJIMYECTBOM HAPKOTMYECKMX CPEACTB MM IICUXOTPOITHBIX BEIIECTB, KOTOPOE MOKET GbITh BBIMMCAHO B OTHOM pellerTe, yCTaHOBIeHHbIM mpunoxkeHneM N 1 K Hactosiemy ITopsiaky.

B cityyasix, mpenycMOTPeHHBIX a63alieM IepBbIM HaCTOSIIIIEro MyHKTA, Ha pellenTax Ha 6yMaskHOM HOCMTeNe IPOM3BOAUTCS Haamuch "TIo crenyanbHOMY Ha3HaUeHMIO , OTAEIbHO
3aBepeHHast MOAINChI0 MeAULIMHCKOrO paGOTHMKA M ITeYaThi0 MeAMLIMHCKOM opranmsanuy "[Ijsi pelienToB’, Ha peLienTax B (opMe 371eKTPOHHOTO JOKYMEHTA TPOU3BOAMUTCS OTMETKa
"Tlo crienyaabHOMY Ha3HAUEHMIO" C TIPOCTABIEHNEM YCYIIEHHOM KBAIM(BULIMPOBAHHOI 3JIEKTPOHHOI MTOAIICY MEIUIVTHCKOTO PaGOTHYKA.

16. CocTaB JIeKapCTBEHHOTO MpernapaTa, JiekapcTBeHHast popma 1 obpalieHe MegUIMHCKOTo paboTHMUKA K hapMaieBTMYecKOMY paGoTHMKY 06 OTITyCKe JIeKapCTBEHHOTO Iperapara
Ha 6yMa>xHOM HocuTese 0QOPMIISIOTCS Ha JIATMHCKOM WM PYCCKOM sI3bIKe B POMTEILHOM Iajieske, 38 MUCK/IIoueHreM opopMiIe s peLielIToB B popMe 3/IeKTPOHHOTO JOKYMEHTa,
OCYILIECTBJISIEMOTO Ha PYCCKOM $I3bIKE.

TIpu opopMIIeHH PeLienTyPHBIX 671aHKOB JOIYCKAeTCs UCIIONb30BaHMe COKpaleHnii (mpunoxerne N 2 K Hacrosuiemy ITopsiaky).

TIpy Ha3HaueHUM JIeKapPCTBEHHOTO TIperiapaTa He JI0IMyCKaeTcsl COKpalleHyie HauMeHOBaHMii MHIPeVIeHTOB, COCTAB/ISIONIMX JIeKAPCTBEHHBI TIperapar, He MO3BOJISIOIIMX
YCTaHOBUTb, KAKOJi MMEHHO JIeKaPCTBEHHbIN MpernapaT Ha3sHaueH.

17. Crioco6 rpuMeHeHMs IeKapCTBEHHOTO Mpernapara 0603HavaeTcst ¢ yKa3aHueM ITyTH BBEIEHUS, [O3bI, YACTOThI, BpeMEHY MpueMa OTHOCUTEIbHO CHA (YTPOM, Ha HOUb) U €ro
IUTUTEIIbHOCTH, a Ji7Is IEKAPCTBEHHBIX TPENapaToB, B3aMMO/E/CTBYIOLIMX C TIMILEl, - BpeMEeHM UX YIIOTPe6/IeHNsI OTHOCUTENBHO TIpyeMa MY (IO efbl, BO BpeMsl efibl, [IOCIe efbl).

18. TIpu HEOOGXOAMMOCTH HEME/IJIEHHOTO WJIY CPOYHOTO (B TeueHue ABYX pabounx JHeit) OTITyCKa IeKapCTBEHHOTO Mperapara MaleHTy B BepXHeil 4acTu pelerta Ha 6yMaskHOM

HOCHTeJe POCTAB/IIOTCS 0603HaUeHNsI "Ccito" (CPOYHO) Wi "statim” (HeMeziIeHHO). AHAJIOTMYHbIe 0603HAUeHMsI TPOCTABIISIIOTCS B BYIE OTMETOK 1Py 0pOpM/IEHNM pelLielTa B
dhopMe 37eKTPOHHOTO JOKYMEHTa.
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19. TIpu odopmIeHMY Ha3HAUEHVsI TOTOBOTO JIEKAPCTBEHHOTO Iperapara B pelienre Ha 6yMaskHOM HOCKTeJIe YUIU pelienTe B opMe 3IeKTPOHHOTO JOKYMEHTa KOINYeCTBO
[Ie/iCTBYIOLIMX BEI|eCTB YKa3bIBAETCSI B COOTBETCTBYUM C MHCTPYKIIMENH 110 MEAULHCKOMY ITPMMeHEeHMIO JTIeKapCTBEHHOTo Ipenapata. JJoIycTMO yKa3bIBaTh A03MPOBKY
JIeKapCTBEHHBIX MIPENapaToB CCTEMHOTO JefiCTBUsI (7151 pe30pOTUBHOTO MPMeMa) B TBEPIbIX TeKapCTBEHHbIX popmax (Hampumep, TabaeTKu, IIOPOIIKHM, KAIICYIIbl) KaK CORepKaHme
OJHOTO WJIM HECKOJIBKUX IEMCTBYIOLIMX BEIIECTB B eVHMUIIAX Macchl (B TpaMMaX, MWITUTPaMMax). JIOycTUMO yKa3bIBaTh JO3MPOBKY JIEKaPCTBEHHBIX IIPEIapaToB CUCTEMHOTO
neincTBus (0J1s1 pe30p6TUBHOTO MPUMEHEHMST) B XKUIKMX JIeKapCTBEHHbIX (hopMax (Harmpumep, pacTBOPbI, CYCIIeH3M1) KaK CofiepskaHue OHOTO MIIM HEeCKObKUX JeiCTBYIOIIX
BeIIeCTB B eAVHMULIAX MacChl Ha eNVHNUILY 06beMa (HampuMep, MWUIMTPaMM/MUTTMIIUTD) € yKa3aHueM 0611ero o6beMa JieKapCTBeHHO# GOopMBbI.

I[Tpu obopmIeHnY Ha3HaUYeHMsI TIeKapCTBEHHOTO IIpernapaTa MHAVBUAYAIbHOTO U3TOTOBIEHMS B pelienTe Ha 6yMaskHOM HOCHUTeJIe WM pelienTe B GopMe 31eKTPOHHOIO JOKyMeHTa
KOJIMYECTBO TBEPIBIX M ChITYUnX hapMareBTUIeCcKuX CyOCcTaHIuii yKaspiBaeTcs B rpammax (0,001; 0,5; 1,0), 5KMIKMX - B MMTMIIUTPAX, TPaMMax U Karuisix.

20. PerenTsl Ha 6yMa)kHOM HOCUTeJEe, B HOpMe 3JIeKTPOHHOTO IOKYMeHTa, 0popM/IeHHbIe Ha pelenTypHoM GraHke dhopmbl N 148-1/y-88 1 peHa3HAYEHHbIE [IJIsI OTITyCKa
JIeKapCTBEHHBIX IIPEapaToB, IPeayCMOTPEHHBIX MOAMyHKTaMu 1 - 3 myHKkTa 9 Hacrosiero [Topsiaka, AeiicTBUTeNbHBI B TeueHue 15 nHeit co IHs odopMIeHus.

21. PenernTsl Ha 6yMa’xHOM HocuTesne, B GopMe 3IeKTPOHHOTO JOKyMeHTa, ohopMIeHHbIe Ha perienTypHoM G1aHke Gopmbl N 148-1/y-04(;1) M pegHa3HaYeHHBIE IJIST OTITYCKa
JIeKapCTBEHHBIX MPENapaToB rpakaaHaM, ykasaHHbIM B IyHKTe 10 HacTosiero [Topsinka, feiicTBUTeNbHbI B TeueHue 30 fHeit co JHs ohopMIeH s, 3a UCKITIOUEeHNEM CITyUaeB
odopMIeHNMs peLienTa B COOTBETCTBMM C IyHKTamu 38 u 39 Hactosiero [Topsiaka, py KOTOPBIX OH JIeMICTBUTENIEH B TeueHue 15 nHeit co gHS opopmiieHus.

22. PelienTsl Ha GyMaskHOM HocuTelne, B GopMe 37IeKTPOHHOTO JOKYMeHTa, opopM/IeHHbIe Ha pelienTypHOM GaHke ¢popmsl N 148-1/y-04(;1) ¥ npenHa3HaueHHbIe IJIs1 OTITYCKa
JIeKapCTBEHHbIX IPeNapaToB rPakaaHaM, JOCTUTIIMM MTeHCMOHHOTO BO3PacTa, MHBAIMIAM [1ePBOi IPYIIIIbI, AeTSIM-MHBAIMIAM, a TAKoKe rPakJaHaM, CTPaJaiollMM XPOHNYECKUMU
3a60/1eBaHUSIMM, TPEGYIOVIMM IUTETIBHOTO KyPCOBOT'O JIeUeHMsI, Ie/ICTBUTENbHBI B TeueHye 90 IHeit co THS opopMIeHNs, 3a UCKITIOUeHMEM CTyYaeB, yKa3aHHbIX B MMyHKTax 38 1 39
HacTosiero [Topsifika, Tpy KOTOPBIX OH Ie/iCTBUTENeH B TeueHue 15 nHeit co nHs ohopmieHms.

[lnst IeyeHMsT XPOHMUECKKX 3a60/1eBaHMIT YKa3aHHbIM KaTeropusiM IpaskaH JieKapCTBeHHbIe Ipernaparsl ¢ 0popMIeHNEM PELIENTOB Ha 6yMayKHOM HOCUTEIe WM PELenToB B hopme
37IeKTPOHHOI0 JIOKyMeHTa MOTYT Ha3HauaTbCsl Ha Kypc ieueHus 1o 180 qHeii.

23. PelenThl Ha 6yMa)kHOM HOCUTeJEe, B HOpMe 3TIeKTPOHHOTO JOKYMeHTa, 0hOpMIIEHHbIE Ha peLenTypHoM GnaHke dhopmbl N 107-1/y 1 ipeHa3HauUeHHbIE [JIs1 OTITYCKa
JIEKapCTBEHHBIX MTPENapaToB, MPegyCMOTPEHHBIX MyHKTOM 11 HacTosmiero ITopsiaka, JeiicTBUTENbHBI B TeueHue 60 qHei co gHs obopMIeHN s.

ITpy Ha3HaYeHNM FOTOBBIX JIEKAPCTBEHHBIX TIPEapaToB M IeKapCTBEHHBIX [TPeIapaToB MHAMBUAYAIbHOTO M3TOTOBIEHNMS MALMEeHTaM C 3a060/1eBaHVSIMM, TPEOYIOIIMMM JJINTETbHOTO
KypCOBOTO sieueHus], ¢ ohopmieHreM Ha penentypHoMm 6manke dopmbsl N 107-1/y pererita Ha 6yMaskHOM HocuTesie i B popMe 371eKTPOHHOTO JOKYMEeHTa yCTaHABIMBAETCSI CPOK
TIeJCTBYS peLienTa B Ipe/eiax 10 OfHOrO rofa.

B cryyae ycTaHOBIEHMS CpoKa IEJCTBYSI peLienTa B IIpejieiax 10 OFHOTO rofia B pelLienTe MPou3BOAUTCS HaAmMch: "TIo creasrbHOMY Ha3HAUEHUIO', 0603HAYAeTCsI CPOK AEIACTBUS
pelienTa U epyuoANYHOCTb OTITYCKa JIeKAPCTBEHHBIX [TperiapaToB M3 alTeYHO OpraHu3auyuy Wi MTHAMBUIYAIbHBIM IIpeIIPUHMMAaTeIeM, MMEIOLUIVM JIMLIEH3UI0 Ha
(apMaleBTUUECKYIO AESITEBHOCTD < 14> (e3keHeZIeNIbHO, eXXKeMeCSYHO M MHbIe ITepyrozbl). [JOMOMHUTEIBHO 9TO YKa3aHye 3aBepsieTCsl TTOAIMChI0 MeIUIMHCKOTO PaGOTHMKA, 8 TAKKe
evaThio MeAMIMHCKOI opranm3anyy "[Is pelenToB” (IJis peLienTa Ha 6yMasKHOM HOCUTeJIe) VY YCMIeHHOH KBanubUIMPOBaHHO 37IeKTPOHHO MOAIMCHI0O MeIUIIVTHCKOTO
paboTHMKA U JINLIA, YIIOTHOMOYEHHOTO 3aBePsITh JOKYMEHTbI OT MUMEHM MeAMLIMHCKOI OpraHm3anuy (IJisl peLiernTa B GopMe 37IeKTPOHHOTO JOKYMEHTA).

<14> Ilynkr 47 yactu 1 cratbu 12 @epepanbHoro 3akoHa oT 4 mast 2011 r. N 99-@3 "O nuieH3MpoBaHMM OTAENbHBIX BUIOB JesiTelbHOCTU " (Hajlee - enepanbHblii 3akoH N 99-03)
(Cobpanue 3akoHOHaTeNbCTBA Poccuiickoi ®emepanmu, 2011, N 19, ct. 2716; 2021, N 27, 1. 5177).

24. PelenTbl Ha JIeKapCTBEHHbIE Mperaparsl, BKIYeHHbIe B riepedyeHsb [TKY, [is JieueHMsI MalMeHTOB C XPOHMYECKMMM 3a601eBaHUSIMM MOTYT 0OPMIISITCS Ha KypC JiedeHus 1o 60
IHE.

B wiyuae, Korga Kypc JieueHust coctasiisieT 6osiee 30 qHeit, JOTIOTHUTEIbHO B peLienTax Ha 6yMa)kHOM HOCHTeJIe IIPOM3BOAUTCS HaAmuch "TIo crienyaabHOMy Ha3HAYeHMIO",
3aBepeHHast MMOAINChI0 MeAULIMHCKOTO PaGOTHMKA U TTeYaThi0 MeAUIIMHCKO opranmsanuy "[Ijsi pelenToB’, Ha peLienTax B (opMe 37IeKTPOHHOTO IOKYMEHTa MPOU3BOAMUTCS OTMETKa
"Tlo crienyaabHOMY Ha3HAUEHMIO" C TIPOCTAB/IEHMEM YCYIIEHHO KBAIM(DULIMPOBAHHOI 3/IEKTPOHHOI MTOAICY MEIMUIMHCKOTO pPaGOTHYMKA U JIULA, YIIOTHOMOYEHHOT'O 3aBEPSTh
JIOKYMEHTBI OT MUMEeHM MeIVMLIMHCKO OpraHm3anmum.

25. Penent Ha 6yMa)KHOM HoOcCUTesie B cbopme 3JIEKTPOHHOI'O JOKYMEHTa, Olfl)OpM]IeHHbII‘/I C HapylleHMeM yCTaHOBJIeHHBIX HacTosiuM [Topsipkom Tpe6OBaHMI‘7I, CuuTaeTcsa
HeJle/ICTBUTENbHBIM.

I1. HazHauenue JIEKapCTBEHHBIX IIperiapaToB IIPU OKa3aHUN MeIUIIMHCKOV MOMOIIM B CTAallMOHAPHBIX YUIOBUAX

26. TIpy OKa3aHMY MAILMEeHTy MeIMIMHCKOM OMOIIM B CTAIIOHAPHbIX YCIOBMSIX Ha3HaUeHMe JIeKaPCTBEHHBIX MIPerapaToB MPOM3BOAUTCS 6e3 0bOpMIIEHNMS peLierTa MeULIMHCKIUM
PaGOTHUKOM eVIHOMYHO, 32 MCKIIIOUEHMEM CTy4aeB, yKa3aHHbIX B ITyHKTe 27 HacTosuero [Topsiaka.

27. CoryacoBaHue Ha3HAUeHMsI JIeKaPCTBEHHBIX MTPeIapaToB C 3aBEAYIOIIVM OTHAEe/IEeHVMEM WM OTBETCTBEHHBIM J€KYPHBIM BpauOM 6o APYIVIM JINLIOM, YIIOJTHOMOYEHHBIM
MIpMKa30M IJIJaBHOTO Bpaua MeAUIMHCKOJ Oprauu3anmu, a Takxke, Ipy Haau4uy, ¢ BpayoM - KIMHUUECKUM Cl)apMaKO)'lOI‘OM HEeOoOXOAMMO B cmyyqasx:

1) OOHOBPEMEHHOT'O Ha3HAYEeHUS IATU U 6onee JIEKapCTBEHHBIX ITpenapaToB OMHOMY MALMEHTY,

2) Ha3Ha4YeHMsI TeKapCTBEHHBIX NIPernapaToB, He BXOSIIMX B IIepedeHb JKM3HEeHHO He0OXOAMMBIX ¥ BasKHEHMILNX JIeKapCTBEHHbIX IIPerapaToB <15>, mpy HETUIIMYHOM TeUeHUN
3a60/1eBaHNs], HAIMYMY OCTIOKHEHN}T OCHOBHOTO 3a60JieBaHMsI 1 (M/IM) CONYTCTBYIOIMX 3a60/IeBaHMIA, TPY Ha3HAYeHWM IeKapCTBEHHBIX [TPeIapaToB, 0COGEHHOCT B3aMMOLe/CTBIS
¥ COBMECTMMOCTY KOTOPbIX COITIACHO MHCTPYKIVSIM IO MX NPYMEHEHUIO IPUBOIST K CHIDKeHMI0 3 deKTUBHOCTM 1 Ge30macHOCTH papmMaKkoTepanuy u (Um) CO3Aal0T
MOTeHIMANbHYIO OIIACHOCTb JISI SKU3HY U 3[0POBbsSI MALMEHTa.

<15>Yacru 1 crateu 60 @enepanbHoro 3akoHa N 61-03 (Cobpanne 3akoHopaTeabcTBa Poccuiickoit @eneparyu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B YKa3aHHBIX (JTyyasiX Ha3HauYeHMe JIEKapCTBEHHBIX ITperapaToB (‘l)MKCI/IpyETCH B MEeIUIIVHCKOM JOKYMEHTAaUMM MalyieHTa ¥ 3aBepseTCs MOATIMChI0 MeJUIIMHCKOTO pa60THI/IKa n
3aBelyIolero oTeneHeM (OTBeTCTBEHHOIO [IeXKypPHOro Bpaua Wiy APYroro yoJHOMOYeHHOTrO I11a).

28. MeIMIVHCKUI paGOTHUK MeAULIMHCKOI OpraHu3aluy (ee CTPYKTYPHOTO MOApa3/ieneHysl), PACIIONOKEeHHO B CelIbCKOM HaceIeHHOM IYHKTe, OCYIeCTBIISIeT Ha3HaueHue
JIeKapCTBeHHBIX MperapaToB B CIyvyasiX, yKasaHHbIX B MyHKTax 27 u 29 Hacrosiuero [Topsiaka, eMHOIMYHO.

29. Tlo peleHuUI0 BpaueGHOI KOMMUCCHY MAIYEHTaM IIPY OKa3aHUM UM MeOUIIMHCKOM MOMOLIM B CTAIIMOHAPHBIX YUIOBUSIX HA3HAYAIOTCS JIEKaPCTBEHHbIE IIperapaThl, He
>

BKJIIOUE€HHbIE B I1epeYeHb )KM3HEHHO HEOO6XOAMMBIX ¥ BaXKHEMIINX JIEKapCTBEHHBIX IPeIapaTos, B CJiyyae MX 3aMeHbI 13-3a I/IHLU/[BI/I,ELY&JI]:HOI‘/JI HerepeHOCMMOCTH, 110 JKM3HEHHbIM
TIOKa3aHUsIM.

PeureHue Bpaue6HOI KoMuccum GUKCUPYeTCsS B MEAMIMHCKOI JOKYMEHTalMy alMeHTa Y KypHasie BpaueGHOI KOMUCCHU.

30. B cydasix o6ceoBaHus M JiedeHrs IPaKAaHMHA B CTALMOHAPHBIX YUIOBMSX B pAMKaX MPeJoCTaBIeHNsI MeIULIMHCKIUX YCTYT Ha BO3ME3IHOM OCHOBE 3a CYeT IMYHBIX CPEACTB
rpaskaH, CPeICTB I0PUANYECKUX JIUL] U MHBIX CPEJICTB Ha OCHOBAHMY IOTOBOPA, B TOM YMCJIe JOTOBOPA JOGPOBOILHOTO MEIVIIMHCKOTO CTPAaXOBaHMs <16>, eMy MOTYT GbITh
Ha3HaYeHbI JIeKaPCTBEHHbIE ITPernapaTsl, He BXOIMIIYE B [1ePeUeHb KM3HEHHO HEOOXOAMMbIX U BaXKHEIIMX JIeKaPCTBEHHBIX IIPEIapaToB, eC/iy X Ha3HaYeHMe U IPUMEeHeH e
06YC/IOBI€HO MEeAMIIMHCKMMU [TOKa3aHUSIMMU.

<16> INocraHoBneHue IIpaButenscrBa Poccuiickoit ®epepaumy ot 4 oxtsa6ps 2012 1. N 1006 "06 yrBepxkmeHnu [IpaBu npefocTaBieHysi MEIUIIMHCKMMY OPraHM3aLMIMU IUIaTHBIX
MegyuuuHCKuX yoryr” (Co6paHue 3akoHoparenbcrsa Poccuiickoit @enepannmy, 2012, N 41, c1. 5628).
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I11. HazHaueHMe JIeKapCTBEHHBIX MPENAapaToB IIPY OKa3aHUM MEPBUYHOI MEAUKO-CAHUTAPHOI IOMOIIY, CKOPOil MEeIUIIMHCKO ITOMOIIN
M Na/UIMATUBHOI MEIUIIMHCKOI ITOMOLIN

51. IIpy OKasaHMM EePBUYHON MEAMKO-CAaHUTAPHO IIOMOIIY U NaTMATUBHOM MEAMIMHCKOM MOMOIIM B aMOY/IaTOPHbBIX YCIOBMSIX Ha3HAaU€HMe JIeKapCTBEHHBIX [TPeItapaToB
OCYILECTBIISIETCS] MEAUIMHCKUM PAGOTHUKOM B CTy4asix TUIIMYHOTO TeueHyst 3a00/IeBaHusI MAlMEeHTa VICXOAS U3 TSDKECTU U XapaKkTepa 3a601eBaHmsl.

32. Ha3HauyeHMe 1eKapCTBEHHBIX ITPENIapaToB 10 PeIeHnI0 Bpa‘{eﬁl{oﬂ KOMMCCUM TIPU OKa3aHUY NTePBUYHOI MeAVKO-CaHMTaPHO TOMOIIM, NaIMaTUBHON MeIMLMHCKO TOMOII
B aMGyJ'laTOle:IX YCIIOBUSAX IIPOU3BOAUTCA B C/TyUasax:

1) OZHOBPEMEHHOTO Ha3HAUeHVsI OLHOMY MALMeHTy MSTY U 6oJiee TIeKapCTBEHHBIX IPENapaToB B TeUeHMe OIHUX CYTOK WY CBBILIE JECSTY HaMMEHOBAHMIA B TeUeHMe TPUALATI
IHei;

2) Ha3SHAUYeHMs JIEKAaPCTBEHHBIX IIpernapaToB MNP HETUIIMYHOM T€UeHUN 3aﬁoneBaHm{, HaJIMYMU OCJIOXKHEHMIT OCHOBHOTO 3a60/IeBaHMST U (M11) COMYTCTBYIOIIMX 3860HeBaHMﬁ, npmu
Ha3HaYeHMM JIeKapCTBEHHbIX ITperapaTros, 0COGEHHOCTY B3aMMOAECTBIUS ¥ COBMECTMMOCTM KOTOPBIX COTAaCHO MHCTPYKUMSAM 110 UX IIPMMEHEHMIO IIPUBOIAT K CHVYDKEHUIO
3(1)(‘1)6KTI/IBHOCT]/I ¥ 6e3011aCHOCTM JIeUeHMsI TaleHTa 1 (Mn11) cO34a10T MOTeHLMAIBbHYIO OIIAaCHOCTD IJ1s1 YKM3HM U 3[I0POBbSI ITAlIMIeHTa;

%) MEepPBUYHOTrO Ha3HAUEHVS MALEHTy HAPKOTUYECKMX M MICUXOTPOITHBIX JIEKAPCTBEHHBIX MpernapaTos criuckos 11 u 111 [lepeuns (B cIyuae NPUHSTYS PYKOBOAMTEIEM MEANLIMHCKOM
OpraHM3aLuy PelieHnst 0 HeOGXOAMMOCTH COIIACOBAHMSI HA3HAUEHMS TAKMX JIEKAPCTBEHHbIX [IPENapaToB ¢ Bpa4eGHOM KOMUCCHEN).

53. [IoBTOpHOE Ha3HaUeHye HAPKOTUYECKUX U IICMXOTPOITHBIX JIEKAPCTBEHHBIX IpernapaToB cruckoB 11 u 11 [lepeynHst IpouM3BOAUTCS MEAULIMHCKMM PAGOTHMKOM CaMOCTOSITENbHO
MY e0VHOMMYHO 6e3 yuacTusi Bpaue6HO KOMMUCCHUY MALMeHTaM C BhIPasKeHHBIM GO0/IeBbIM CMHAPOMOM JII06O0TO reHesa, HapyIieHneM CHa, CYJOPOKHbIMMU COCTOSTHUSIMM,
TPEBOXKHBIMM PacCTpoiicTBamMu, Go6USIMY, IICUXOMOTOPHBIM BO30Y)KIEHMEM.

34. TIpy OKa3aHMM CKOPOJ MEAMIMHCKOM MOMOIIM JTIEKAPCTBEHHbIE MTPeIapaThl HA3HAYAOTCS MEOULMHCKMM PaGOTHUKOM BbIE3IHOM GPUragbl CKOPOi IIOMOIIM, MEIVLIMHCKIUM
PaGOTHUKOM MeOVIIMHCKOM OpraHu3aluu Py OKa3aHUY MeIUIMHCKON TOMOLIY IPaKAaHaM MpK 3a60/IeBaHNUSIX, HECYACTHBIX C/Ty4yasiX, TPaBMaX, OTPABJIEHUSIX U APYTUX COCTOSTHUSX,
TPeBYIOLIMX CPOUYHOTO MEAMUIMHCKOTO BMEIIATeIbCTBA.

IV. HasHaueHue JIeKapCTBEHHBIX NMPerapaToB rpajkgaHaM, MMeIoI}M IIPaBo Ha GecIuiaTHOe IMO/IyYeHMe IeKapCTBeHHbIX MPernapaTos Min
MoJTyYeHye TeKapCTBeHHbIX MPernapaToB CO CKUAKOI, IIPY OKa3aHMUM IMEePBUYHOI MeIVKO-CAHUTAPHO ITOMOILM

35. IIpy OKa3aHMY ePBUYHON MeIMKO-CaHNTAPHOI IIOMOIIY Ha3HAYeH)e MeIVILIMHCKYM PaGOTHMKOM Ha OCHOBE KJIMHMYECKUX PEKOMEH/IAlMii U C y4eTOM CTaHAAPTOB
MeIMIUMHCKOI MOMOIIM <17> JIleKapCcTBEHHbIX MPerapaToB, OTIyCKaeMbIX GeCIIaTHO MM CO CKMJIKO, PaXAaHaM, MMEIOLIMM MPaBo Ha oGecrieueH e IeKapCTBeHHbIMI
IIperiapaTaMy 3a CYeT CPeACTB GI0IKeTHBIX aCCUTHOBaHMI (eepaabHOro 6101KeTa 1 6101KeTOB CyobekToB Poccuiickoit defepaiiniy, OCyIeCTBISETCS Ha pelenTypHoM 61aHKe N
148-1/y-04(m).

<17> Crarbs 37 ®enepanbHoro 3akona N 323-®3 (Cobpanue 3akoHomaTesbeTBa Poceuiickoit ®epepanmy, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

ITpu odopmiennu perernTa Ha Granke popmbl N 148-1/y-04(;1) Ha 6yMakHOM HocuTelle 0(pOPMIISIIOTCS [Ba 3K3eMIUISIPA, OAMH M3 KOTOPBIX OCTAeTCs B alITEYHOJ OpraHm3aIum,
BTODOJA - B MEAMIIVHCKO JOKYMEHTALMY TTaljyieHTa.

36. [IpaBO Ha3HAYaTh JIEKAPCTBEHHbIE TIPErapaTsl rpaskaaHaM, MMEIOLIMM IPaBo Ha GeCrIaTHOe MOoMyveHye JIEKapCTBEHHbIX MPerapaToB WV MOMTyYeHYe JIeKapCTBEHHbIX
MpenapaToB CO CKUIKOI, TAKXKE UMEIOT:

1) MeAMLVHCKMe paGOTHMKY, PaGOTaloIMe B MEAUIMHCKON OPraHM3aLMy [0 COBMECTUTENbCTBY (B IPefieiax CBOei KOMITETEHIMN);
2) MeIVLHCKIE PaGOTHUKY CTALMOHAPHbIX OPraHM3aLMil COLMAIbHOIO O6CTYSKMBAHMS [PV HAIMYMM JIMLIEH3UY HA OCYLIECTB/IEHVIe MEAMLIMHCKOM JesTeNbHOCTH <18>,

MpeaycMaTpUBAIOIei BRIIOMHEHMEe paboT (OKa3aHue YCIyT) 10 OKa3aHMIO ePBUYHOI MeAMKO-CaHUTAaPHO IOMOIIY B aMGY/IaTOPHBIX YCIOBUSIX (HE3aBUCMMO OT BEJOMCTBEHHOI
MIPUHAMJIEXKHOCTH);

<18> ITyukr 46 yactu 1 crateu 12 @egepanbHoro 3akoHa N 99-03 (Cobpanne 3akoHopaTebcTBa Poccuiickoit ®emepanymn, 2011, N 19, cr. 2716; 2021, N 27, ct. 5159).

3) MEeIMUIVHCKME PAGOTHUKY MEIMIMHCKUX OPTaHU3alIMii, OKa3bIBAIOIIMX EPBUYHYIO MEJVKO-CAaHUTAPHYIO TOMOLIb, TOIBEOMCTBEHHBIX (efiepaTbHbIM OpraHaM MUCIIOTHUTEbHOM
BJIACTM WJIM OpraHaM MCIIOIHUTEIbHO BIacTy cy6bekToB Poccuiickoit demepaniiu;

4) VIHOVBUIYaJIbHbIE TIPEIIIPUHIMATEINN, OCYIECTBIISIONIE MEOULIMHCKYIO IesTeTbHOCTb M BK/IIOUEHHBIE B PEeCTP MeAULIMHCKMUX OPraHM3alyii, OCYIeCTBISIOIIMX AesITeIbHOCTh B
cdepe 063aTETBHOTO MEIUILIMHCKOTO CTPAXOBaHMS.

57. IIpu Ha3HAYeHWM IeKaPCTBEHHBIX [TPeIapaToB IpaskjaHaM, MMEIOLIMM PaBo Ha 6eCcriaTHOe MOydYeHe TeKapCTBeHHbIX TPENapaToB WM TOTyYeHMe IeKapCTBEHHBIX
MpenaparoB CO CKUJIKOA, B pelieliTe yKa3blBaeTcsl HoMep TenedoHa, Mo KOTOPOMY PaGOTHMK aliTeUHOl OpraHU3aly Ipy HeO6XOAMMOCTH MOKET COTIaCOBATh C MEAUIHCKUM
PaGOTHMKOM 3aMeHy JIeKapCTBEHHOTO IIpernapara.

35. HasHaueHMe HaPKOTMYECKMX Y TICMXOTPOITHBIX JIeKaPCTBEHHbIX MpernapaToB crivcka II [TepeuHs (3a MCK/II0OYeHMEM JIeKapCTBEHHBIX IIPerapaToB B BUe TPAHCAePMalbHbIX
TepaneBTUYEeCKMX CUCTEM, a TAKXKe JIeKapCTBEHHbIX IIPeriapaToB, COAepyKalliX HapKOTMYeCKOe CPeCTBO B COUETAHMM C AaHTarOHMCTOM ONMOMHBIX PeLlelITOPOB) rpaskJaHaM,
MMeIOIIMM ITPaBo Ha 6ecIiaTHOe MOoMydeHye JJeKapCTBeHHBIX IPerapaToB VIV IOTy9eH s TeKapCTBeHHbIX IPeNapaToB CO CKUIKOM, OCYIIECTBISIETC s Ha peLlelITYpHOM G/IaHKe
dopmbr N 107/y-HII, K KOTOPOMY JOIIOTHUTEIBHO 0QOPMIISIETCS PeLielT Ha pelienTypHOM G1aHKe popmel N 148-1/y-04(1) (B ABYX 9K3eMIUIIpax py ohopMIeHnN Ha GyMaskHOM
HOCHUTeNe).

39. Ha3HaueHMe HapKOTMYECKMX Y IICUXOTPOIHBIX JIeKapCTBEHHBIX MpernapaToB crivicka [ [TepeyHs B Bue TpaHCAepMaIbHbIX TepareBTUYeCKUX CUCTeM, HAPKOTUYECKUX
JIeKapCTBEeHHbIX IpenapatoB crivicka [I Ilepeynst, comepykalyx HapKOTMYECKOe CPEACTBO B COUETAHMUY C AHTarOHMCTOM OMVOMIHBIX PELIeIITOPOB, ICUXOTPOITHBIX JIEKAPCTBEHHBIX
npenapatos crivicka [1I [Tepeuns, 1ekapcTBeHHbIX ITpeNIapaToB, BKIOUYEHHBIX B riepeueHs [1KY, conepskanyxcs B ofIryHKTe 2 myHKTa 11 Hacrosiero [Topsinka, npegHa3sHayeHHble
151 IedeH Vst TpaskaH, MMeIOLVX TPaBo Ha GecIylaTHOe MoTyYeHNe JIeKapCTBEeHHBIX IIPernapaToB U MOTydYeHe TeKapCTBeHHbIX TPeapaToB CO CKUIKOM, OCYIeCTBISIeTCS Ha
peuenTypHbIxX 6naHkax ¢opm N 107-1/y u N 148-1/y-88, K KOTOPBIM AOMOIHUTENILHO 0OPMIISIETCS PellenT Ha pelenTypHoM 6raHke popmbl N 148-1/y-04(J1) (B ABYX 9K3eMILISIpax
ripu 0bOpMIEHMM Ha GYMakKHOM HOCUTEJIE).

Ipunoixcernue N 1

K ITopsi0Ky HazHaueHus
JIeKapcmeeHHsIX npenapamos,
ymaeepx0eHHOMY NPuKasom
Mumnucmepcmea 30pasooxpaxeHust
Poccutickoli @edepayuu

om 24 Hosbps 2021 2. N 1094H

KOJIMYECTBO HAPKOTUYECKUX CPENCTB MJIN IICUXOTPOITHBIX BEIIECTB, KOTOPOE MOJXXET GBbITh
BBIIIMCAHO B OOHOM PELIEIITE
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Nn/n MexyHapoAHOe HellaTeHTOBaHHOe Hay{MeHOBaH)e HapKOTNYeCKOro U IICUXOTPOITHOIO JIeKapCTBEHHOTIo Ipenapara

1. BynpeHopduH + Hamokcon

2. BynpeHopdux

3. BynpeHopduu

4. Mopduu

5. Konen + Mopdus + Hockanus + [TanaBepus + Te6auu
6. TpumenepuauH

7. TpumenepuauH

8. Mopduu

9. Mopdux

10. Mopdun

11. Mopdux

12. OKcuKonoH + Hamokcon

13. TIponoHWIGEHMIITOKCUITUIIITUTIEPUIUH
14. ®deHTaHMI

https://normativ.kontur.ru/document?moduleld=1&documentld=408258&ysclid=m2bwu59pae680134493

@dopMa BbIITyCKa U
J03MPOBKa

TabneTku
cy6nuHrBanbHsie 0,2
mr + 0,2 mr

PactBop pns
uHbeKUMi, 0,3 Mr/
M 1 M

TpaHcHepManbHbI
/1aCThIPb

35 MKr/4ac
52,5 MKr/4ac
70 MKr/4ac

PactBop ans
MHDbEKL ML, pacCTBOP
151 TIOLKOXKHOTO
BBegeHust 10 mr/m
1 mn

PactBop s
MTOAKOXKHOTO
BBeZIeHUSI

0,72 + 5,75 + 2,7 +
0,36 + 0,05 mr/mu 1
M

1,44+ 11,5+5,4 +
0,72 + 0,1 mr/mn 1
M

TabneTku 25 Mr

PactBop st
uHbeKINi 10 Mr/mMn
1 mn

20 mr/mn 1 mn

TabmeTky (Karcysbl)
TIPOJIOHTMPOBAHHOTO
IeiCcTBUS

10 mr

30 mMr

60 mr

100 mr

200 mr

TabneTku

5Mmr
10 mr

Karnm gyist mpyema
BHYTpb 20 mr/mi 20
M

PacrBop g5t npuema
BHYTDPb (MOHOZ,03bI)

2 Mr/mn 5 mn
6 Mr/Mmi 5 M
20 mr/mn 5 M

TabneTkn
MIPOJIOHTMIPOBAHHOTO
IejicTBUS

5mr+ 2,5 mr
10 Mr + 5 mr
20 mr + 10 mr
40 mr + 20 mr

TabeTKky 3alievHbie
20 mr

ITnacteipb

12,5 mKkr/gac
25 MKr/4ac
50 MKr/4ac

Mpukas MuHagpasa PO ot 24.11.2021 N 1094H — Pepakumsa ot 24.11.2021 — KoHTyp.Hopmatus

Konmnuecrso

60
TabIeToK
(ynakoBka,
kpaTHas N
20)

30 amrtysn
(wmpwui-
TIOOMKOB)

20
TIacThIpeit
10
TI1aCThIpeit
5
TUIacThIpeit

20 amyn
(wmpm-
TIOGMKOB)

20 ammyn

50
TabIeToK

20 ammyn
(mmpur-
TIOGMKOB)

180
TabIeToK
(karcyim)

TabIeToK
(karcyim)
40
TabIeToK
(karcyim)
20
TabIeToK
(karcyim)
20
TabIeToK
(karcyim)

100
TabIeTOK
100
TabIeToK

4 ¢nakoHa

100 amnyn
n/3
80 amrryn 1/

3
30 ammys 11/
3

100
TabIeTOK
60
TabIeToK
40
TabIeTOK
20
TabIeTOK

50
TabIeTOK

20
TiacTbipeit
20
TUIacThipeit
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15.

Nn/n

R R AR R

27.
28.
29.
30.
31.
32.

deHTaHMI

Mpukas MuHagpasa PO ot 24.11.2021 N 1094H — Pepakumsa ot 24.11.2021 — KoHTyp.Hopmatus

75 MKr/4ac 10

100 mkr/uac TI1aCThIpeit
10
TUIacThIpeit
10
TIacThIpeit

Crpeit Ha3aJabHBIN

®nakoH 50 MKr/mo3a

2,0 mi (10 mo3) 24 ¢nakoHa

3,2 vt (20 mo3) 12

5,0 mu1 (40 no3) (nakoHoB
6 (h1akoHOB

®nakoH 100 MKr/

nosa
2,0 v (10 mo3) 12
3,2 mu1 (20 no3) (nakoHoB
5,0 mit (40 mo3) 6 (h1akoHOB
3 makoHa
®nakoH 200 MKr/
nosa
2,0 Mz (10 no3) 12
3,2 mi (20 1o3) dnakoHoB
5,0 mi (40 mo3) 6 GakoHOB
3 makona
IpunosxeHue N 2

K ITopsidky HasHaveHus
JleKapcmeeHHbIX NPenapamos,
ymeepiOeHHOMY NPUKa3oM
Munucmepcmea 30pasooxpaqenust
Poccutickoti @edepayuu

om 24 Hosbps 2021 2. N 1094H

CnpasouHo

PEKOMEHIOBAHHBIE K NCITOJIb3OBAHUIO COKPAINEHWA TTPY1 O©OPMJIEHVMU PELTEITTOB

CokpatieHne
aa

ac., acid.
aer.

amp.

ag.

aq. purif.
but.

caps.
comp., cps
D.

D.S.

D.t.d.

dil.

Div. in p. aeq.
emuls.
extr.

in enem.
F.

gran.

gt., gtt
gtt. peror.
inf.

in amp.

in tab.

in tab. prolong.

in tab. prolong, obd.

in tubul.
lin.

liq.

lot.

m. pil.

membr. bucc.

TonHoe HanucaHue
ana

acidum

aerozolum

ampulla

aqua

aqua purificata
butyrum

capsula

compositus (a, um)

Da (Detur, Dentur)

Da, Signa Detur, Signetur
Da (Dentur) tales doses
dilutus

Divide in partes aequales
emulsio

extractum

in enemas

Fiat (fiant)

granulum

gutta, guttae

guttae peroralis
infusum

in ampullis

in tab(u)lettis

in tab(u)lettis prolongatis

in tab(u)lettis prolongatis obductis

in tubulis
linimentum
liquor

lotion

massa pilularum

membranulae buccales

IepeBop,

110, IOPOBHY

KMUCIOTa

a’po30Ib

amItyna

BOZA

BOJA OUYMIIEHHASI

Macso (TBepuoe)

Karcyna

CJIOXKHBINA

Boigaii (TIycTb BbiIaHo, ITycTh GyeT BbIAAHO)
Bbigait, 0603Haub [TycTs 6yaeT BbigaHo, O603HaYEHO
Boigaiit (TIycTb 6yayT BbIgAHbI) TAKME HO3bI
pa3BeJeHHbI

Paszenu Ha paBHbIe YacTU

SMYJIBCUST

9KCTPAKT, BBITSDKKA

B MUKPOK/IM3MaX

ITycTtb 06pasyeTcst (06pa3yioTcst)

IPaHYJIb

Karusl, Karimu

Karuiu 11 IpueMa BHYTPb

HacTO

B amITys1ax

B TabneTkax

B Ta6/I€TKAX C IPOJIOHIMPOBAHHBIM BbICBOOOKIEHIEM

B Tab/IeTKAX C IIPOJIOHTMPOBAaHHBIM BbICBOOOXKIEHNEM,
TTOKPBITBIX 060IOUKOI

B TIOGMKAX
JIMHUMEHT
SKUKOCTD

JIOCBOH
MITIONIbHAST Macca

IIJIEHKM 3allleuHbIe
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33. M.

34. mixt.
35. N.

36. ol.

37. past.
38. pil.

39. p. aeq.
40. ppt., praec.
41. pulv.
42. q.s.

43, r., rad.
44. Rp.

45. Rep.

46. rhiz.

47. S.

48. sem.

49. simpl.
50. sir.

51. sol.

52. spr.

53. Spr. nas.
54. supp.
55. susp.
56. tab.

57. t-ra, tinct.
58. tubulis
59. STT

60. ung.

61. vitr.

Mpukas MuHagpasa PO ot 24.11.2021 N 1094H — Pepakumsa ot 24.11.2021 — KoHTyp.Hopmatus

Misce, Misceatur

mixtura
numero

oleum

pasta

pilula, pilulae
partes aequales
praecipitatus
pulvis
quantum satis
radix

Recipe

Repete, Repetatur
rhizoma

Signa, Signetur
semen

simplex
sirupus

solutio

spray

spray nasale
suppositorium
suspensio
tab(u)letta
tinctura
tubulis
Systema Therapeutica Transcutanea
unguentum

vitrurn

®OPMA PEIENTYPHOT'O BJIAHKA N 107-1/Y

MMHMCTEPCTBO 3OPaBOOXPaHEHUS

Poccurickoit denmepaluun

Kon dopmer nmo OKY[
Kon yupexnenma no OKIIO

MeaguuMHCKasa OOKYMEeHTaLusa

HaumMeHoBaHMe (mITam)
MeJ:U/ILU/IHCKOI;I OpI‘aHVISaLU/H/I

naumMeHTa

dopma N 107-1/y
YTBepxaeHa NpUKasoM

MyHMCTEPCTBa 3OPaBOOXPaHEHUS

Poccurickoit denepaluuu

or 24 Hosb6psa 2021 r. N 1094n

PELEINT

IaTa poxnmeHusa

(B3pOCJIB, OEeTCKMY — HYXHOE [ONYEPKHYTH)
" 20 T.
daMuys, MHMLMAJIEL MMEHM M OT4YecTBa (IOoCJIefHee — IPY HaJU4unmn)
daMuys, MHMLMAJE MMEHM M OT4YecTBa (IOoCJIefHee — IPpY HaJUdunmn)

Jledamero Bpaua (denbauepa,

py6. |xom. |Rp.

IMonnuce
U IedaTh Jledamero Bpada
(momnuce Qernbamepa, akKyLEepKM)

aKylepKm)

Cmerai
(TlycTb GyzieT cMelaHo)

MMKCTypa
YUCIIOM

Macio (KugKoe)

macra

TIVATIOSL, TIVUJTIONNA

paBHbIE YaCTU

OCaXIeHHbIN

TOPOIIOK

CKOJIbKO ITOTPe6YeTCs, CKONbKO HaZj0
KOpeHb

Bosbmu

TosTtopu (ITycts GymeT MOBTOPEHO)
KOpHeBMIIIe

0O603Haub (ITycTb GymeT 0603HaUEHO)
cemst

TIPOCTO

cupor

pacTBop

crpeit

cIipeli Ha3a/JIbHbIN

CBeua, CYNIo3UTOpuUii

CyCIeH3usl, B3BeChb

Taberka

HacToMKa

TIOGUKY

TpancoepmanbHast TepaneBTuueckast Cucrema

Masb

CKJ/ISTHKa

Ipunosenue N 2

K npuxasy Munucmepcmea 30pasooxpanenus

https://normativ.kontur.ru/document?moduleld=1&documentld=408258&ysclid=m2bwu59pae680134493

Poccutickoli @edepayuu
om 24 Hos6ps 2021 2. N 1094H
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PeuenTt neicTBuTeJieH B TeueHume 60 nmHet, mo 1 roma ( )
(HyXHOEe MNOOUYEePKHYTH) (yxaszarTs
KOJIMUECTBO IHEN)

ObopoTHas CTOpOHa

OTMeTKa O Ha3HaA4YeHUU
JIeKapCTBEHHOTO MpernaparTa
10 peleHMIO BpadebHOM KOMMCCUMU

IIpuroToBU IIpoBepus OrnycTui

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

MMHUCTEPCTBO 3OPaBOOXPAaHEHUS Kon dopmer mo OKYJ 3108805
Poccuiickoit Pemepauun MemyumHCKas OOKYMEHTaUMs
dopma N 148-1/y-88
HauMeHOBaHMe (WTam) YTBEepXIeHa NPUKa30M
MeOMLMHCKONM OpTraHM3aLmun MUHMCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickont demepaumnm
HavMeHOBaHMe (WTamil) or 24 Hos6ps 2021 r. N 1094n

MHIOIMBYOYAJIBHOTO NPennprHMMaTelsa

(yxkasaTbe azpec, HOMEp M HaTy JMLEH3WUM,
HaVMeHOBaHMe opraHa I‘OCyJJapCTBeHHOIX BJIaCTHU,
BEIIABIETO JIMLLEH3MIO)

Cepusa N

PELENT "o 20__ 1.

(mnaTa odopmIeHMs-peLenTa)

(B3pOCJENL, OEeTCKMM — HYXHOE I[OIYEPKHYTH)

damMmmsa, MHEMLMAJE MMEHM M OTdecTBa (IocjielHee - MPM Haaudmm)
nauMeHTa

IaTa poxImeHMusa

Apgpec wMecTa XUTeJlbCTBa MM N MEIOMUMHCKOM KapTe amMOyJaTOPHOTO
nauMeHTa, nojiydaomero MeIMUIMHCKYI IIOMOUE B aM6yJ’IaTOprIX YCIIOBUAX

QaMuiIMa, MHMLMAJE MMEHM M OTdYecTBa (MOocCJjlefHee — IPpM HaJUudunm)
Jledamero Bpada (dQenbamepa, akKyWLEepKM)

lonnuce M HeyvaThb Jiedalero Bpada M.II.
(momnucek Qenbaumepa, akKylLepKM)

PelenT nercTBUTEJIEH B TedeHue 15 nHen

OBopoTHas CTOPOHA

OTMeTka O Haz3Ha4YEeHUMN
JIeKapCTBEHHOTO MNpenapara
IO peleHMIO BpadebHOM KOMMCCUMU

IlpuroToBUs IIposeput Ornycrui

®OPMA PEIENTYPHOT'O BJIAHKA N 148-1/y-04 (JI)

MUHMCTEpPCTBO 3IpPaBOOXPaHEeHUA YTBEPXIEHA
Poccurickoi denmepalumn MECTO IJIA nprkasoM MMHMCTEepCTBa
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MTPUXKOIOA <*> 3IpaBOOXpPaHeHus

Mramn

Kon MemuMLMHCKOM opraHm3aumm

Mramn

Poccuiickoi denepauum
or 24 Hosb6psa 2021 r.
N 1094n

Kon mMHIOIMBMAYyajbHOTO npenrnprHMaTesia

Kon Kon
KaTeropun HO30JIOTUYECKOM
TpaxiaH dopMel (1o MKE)
PELEIT Cepusa N

Kon dopmer mo OKYJ 3108805

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

JICTOUHMK (QMHAHCHMPOBAHMSA
(MOmYEepPKHYTH)

1. denmepalibHBNL OOIXET

2. Biooxer cyobekTa
Poccuiickoit denmepalum

3. MyHMLMNOAJIBHBEL OlIKET

JaTa odopmiieHMA :

daMmyVs, MHMLUMAJE MMEHM M OTdYecTBa (locjegHee —

0pY HaIMuMy) [NaluueHTa

CHMJIC

N nosmca
o6a3aTeNbHOTO
MeIMUIIMHCKOT'O
CTpaxOBaHUA

HoMep MemMUMHCKOM KapTH NauMeHTa,

aMﬁynaTopﬂmx YCIJIOBUAX

JaTa poxneHus

MOJIydamero MeIMUMHCKYK IOMOWE B

daMmnmsa, MHMLMAJE MMEeHM U OTdecTBa

(mocyenHee - NpyM HaIM4UM)

Jledamero Bpada (benpnmepa, akymepku)

Pyb. Kom.

lonnuce M nevaThb Jiedauero Bpada
(momnucek Qenbamepa, akKyLEepKM)

PeuenT pnemcTBuTesyieH B TeueHue 15 mHeir, 30 mHelr, 90 mHelt
(HyXHOe MNOOYEPKHYTh)

77777777 (3anosiHgeTcsa CHeuraaMCTOM anTedHOM OpTaHM3aumm) —-—-—-----

OTnymeHo IO peLenTy:

Hara ormycka: "__ " 20_

IlpuroToBMII :

ToproBoe HaMMEHOBaHME

¥ IO3MPOBKA:

KomnuecTBo:

Tllporepu:

OTnyCcTu:

(

1.

3.

OIJIaTEL :

TIOOYEPKHYTh )

VIHOM

BecniatHo

o
5

20_

(JIMHMS OTpPHEIBA)
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Kopemok peuenTypHOT'O OJjlaHKa Crnocob NpMMeHEeHMS:
HammeHOBaHMe MPOOOIXUTEIIbHOCTE OHeu
JIEKapCTBEHHOTO Ipenapara:

KonmyecTBO NMpMeMOB B OEeHb: _ pas
Josuposka: Ha 1 npuewm: en.

OBopoTHas CTOpPOHAa

OTMeTKka O Ha3HAYEHUNU
JIEKapCTBEHHOTO Ipenapara
IO PemeHMI0 BPadeOHOM KOMUCCUM

IlpuroToBUI Ilpoeepun OrnycTun

<k > B cllydae M3TOTOBJIEHUSA peuenTypHoro OJlaHKa C MCIOJIb30BaHMEM
KOMIBIOTEPHEX TEXHOJIOTUMA.

Ilpunoxenue N 3
K npukasy Muxucmepcmea 30pasooxpaHerus

Poccutickoli @edepayuu
om 24 Hosbps 2021 2. N 1094n

I[NIOPAOOK O®OPMJIEHUA PELIEITTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE TTPEITAPATHI, UX YYETA U
XPAHEHUS

I. Obopmiienne perenta Ha GyMa)kKHOM HOCHUTEIe

1. Ha peuenTtypHbIx 61aHkax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHeM yIJIy IIPOCTABIISIETCS LITAMIT MEIVIMHCKON OPraHu3aLuy C yKa3aHueM ee
HaMMeHOBaHus, aapeca 1 TesiedoHa C JAaTON BHITUCKY (1aToit ohopmIeHNs) peLiernTa Ha IeKapCTBEHHbIN Tpernapar.

IIOTIONMHUTENBHO Ha perienTypHoM 6aHke Gopmbl N 148-1/y-04(i1) mpocTaBisieTcsl KOA MeIUIIMHCKOM OPraHu3aiuu B COOTBETCTBYUM ¢ OCHOBHBIM IOCYIapCTBEHHBIM
peructTpaluoHHbIM HOMepoM (maiee - OTPH).

Cepus penentypHoro 61anka hopmbl N 148-1/y-04(;1) BrItoyaet Kof cyobekra Poceuiickoit @enepanyin, COOTBETCTBYIOIIMI IBYM MepBbIM 1iidpam O611epoccuiickoro
knaccubrraTopa 06beKTOB aJMUHUCTPATUBHO-TEPPUTOPUATHHOTO AeneHus (ganee - OKATO).

PaspenraeTcst U3roTaBAMBATh peLenTypHblie 6maHky dopmbl N 107-1/y u popmbr N 148-1/y-04()1) ¢ TOMOIIBIO KOMITBIOTEPHBIX TEXHOTOTHIA.

PenenitypHble 61aHku popmsl hopmbl N 148-1/y-88 13roTaB/IMBaroOTCsl MCKIIOUMTETBHO TUIOTPAQCKIM CIIOCOGOM.

2. Ha penenTypHbIX 671aHKaX, 0pOpM/ISIEMBIX MHAMBUIYATbHBIMM [TPEIIPUHMMATESIMI, MMEIONIIVMY JIMLIEH3MI0 Ha MeIUIMHCKYIO IesiTelbHOCTD, B BEPXHEM JIEBOM YITTy
TUIIOrpaCKMM CIIOCOG0M MM IyTeM IIPOCTaBIeHMs IITaMIIa JO/DKeH GbITh YKa3aH afipec MHAMBIUIYaIbHOIO IIPeJIPYHMMATeEIS], HOMEep U AaTa IULeH31M, HaIMeHOBaHye OpraHa
rOCyIapCTBEHHOM BIACTH, BbIJABIIETO JIMLIEH3MIO.

5. PenenitypHble 6manku dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3aIIOTHAIOTCSI MEOUILIMHCKMM PAaGOTHMKOM YePHIIAMY WIIV LIIaPUKOBOM PYUKOA.

4. TomyckaeTcst opopMieHe BceX PeKBU3UTOB (33 UCK/IIOUeHeM pekBu3uTa "TIoANMCh evaliero Bpayva (Iognuch desbiiepa, akyepku'”) pelenTypHbIX 61aHKOB GopMbl HopMbl
N 107-1/y, dopmbr N 148-1/y-88 u dopmbl N 148-1/y-04(1) ¢ uCIOIb30BaHMEM NIEYATAIOLIMX YCTPOICTB.

5. OdopmieHne pelenTypHbIx 6;1aHKOB hopmbl N 148-1/y-04(;1) BK/IoUaeT ubpoBoe KOAMPOBAHME.
LndpoBoe KogypoBaHye yKa3aHHbIX PELeNTYPHbIX 61aHKOB BK/IIOYAET:

1) KOZ MeouumHCKoi opranmsauuu (OTPH) mim Kox MHOVBUAYAIbHOTO MPEATIPUHMMATESI B COOTBETCTBMY ¢ OCHOBHBIM rOCYAapPCTBEHHBIM PETMCTPALIIOHHBIM HOMEPOM
MHAMBUIYaJIbHOTO IpeanpuHmumaress (anee - OTPHUIT), mpocTaBJisieMblii Py M3TOTOBJIEHMM PELIeNITYPHbIX GIaHKOB;

2) KOJ, KaTeropuu rpaxkJjaH, MMeIOIMX IIPaBo Ha I10/TyyeHMe JleKapCTBeHHbIX IperapaToB B COOTBETCTBUM €O cTaTheil 6.1 demepanbHOro 3akoHa ot 17 uionsg 1999 . N 178-®3 "O
rOCyZapCTBEHHO COLMATbHOM oMoy <1>, 1 Kof, HO30/I0TMYecKoi GopMbl T0 MexKIyHapogHO CTaTUCTHNUEeCKOI Kiaccyudukanyy 60ne3Heit 1 mpobieM, CBSI3aHHBIX CO 3T0POBbEM
(10-it mepecmortp) (manee - MKB), 3aro/iHsieMble JIeYalM BpauoM ITyTeM 3aHeCeHVsI KaxkIoii LudpbI B MyCThIe sIUeiKy, IPY ITOM TOUKA IIPOCTABIISIETCS B OTAEIBHOI sTueiike;

<1> Cobpanue 3akoHOmaTeNbCTBa Poccuiickoi ®eneparyn, 1999, N 29, ct. 3699; 2020, N 52, ct. 8577.

3) OTMeETKy 006 ucTouHyKe yHaHCcupoBaHus (henepanbHblii 610mKer [1], 6romxkeT cyobekTa Poccuiickoit @eneparymy [2], MyHMLIMIIATIbHbI GI03KeT [3]) ¥ IPOLIEHTe OIUIAThI perenTa
(6ecrutaTHo [1], 50% [2], uHOI % [3]);

4) LITPUX-KOZ - JONOJIHMUTENbHbI PEKBU3UT (B CJIyyae M3rOTOBIEHNMS Ha TeppuTopum cy6bekTa Poccuiickoit @enepanny pelienTypHOro 61aHKa € MCI0Ib30BaH)MeM KOMIIbIOTEPHBIX
TEXHOJIOTUIA).

6. B peuenTypHbix 6mankax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B rpade "damMuiust, MHULAIbI UMEHM ¥ OTUECTBA (TTOCIeqHEee - IPY HAIMYMM) MalyeHTa" yKa3blBarTCs
amunust, MHUIATIBI UMEHM M OTYeCTBa (MoCIeSHee - IPY HATUYMY) MTalyieHTa.

7. B peuenTypHbIx 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpacde "Jlata poskneHNst" yKa3bIBaeTCs aTa POXKAEHNS MalyieHTa (Y1C/10, MeCs1, FOf).
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JIOTIONMHUTENBHO B peLlenTypHbIX 6aHKax dopmbl N 148-1/y-88 u dopmbl N 107-1/y nuist meteit B Bozpacre 1o 1 rozpa B rpacde "Jlata poskaeHNs" yKa3bIBaeTCsI KOMMYECTBO IOTHBIX
MecsILeB.

8. B peuenTypHbIx 61aHKax dopmbl N 148-1/y-04(1) B rpacdhax "CHUJIC" u "N nonyca 06513aTeTbHOTO MEIMUIMHCKOTO CTPaX0BaHMsl" yKa3bIBAIOTCSI CTPAXOBOi HOMEP
MHAMBUAYATbHOTO JIMIIEBOTO cueTa rpaxkaaHuHa B [leHcoHHoM douzme Poceuiickoit @emeparmy (CHUJIC) (pyu HaMumm) M HOMEP Tosca 06s13aTeIbHOr0 MeUIIMHCKOTO
CTpPaxOBaHMSI.

9. B peuenTtypHbIx 61aHKax Gpopmbr N 148-1/y-88 B rpacde "Afipec MecTa SKUTEIbCTBA UM HOMep MeAMIVHCKOI KapThl MalJIeHTa, ITONyYalolero MeAMIHCKYIO IIOMOIIb B
aMOy/IaTOPHBIX YCIOBYSIX ", YKAa3bIBAETCSI IIOUTOBBIN a/Ipec MecTa KUTeIbCTBa (MeCTa IpeGbIBaHNMS WV MecTa (haKTIIeCKOro IIPOsKMBaHMS) MTAlMeHTa VI HOMep MeIVILIHCKOM
KapThl MaLIeHTa, T0TyYaolero MeAMIHCKYIO IIOMOIIb B aMOY/IaTOPHBIX YCIOBUSX <2>.

<2> Ipukas Munucrepcrsa 3apaBooxpaHenns Poccuiickoit @epepanmm ot 15 nexabpst 2014 1. N 8341 "06 yTBepkaeHMM YHUDULUMPOBAHHBIX HOPM MEIMLIMHCKOM JOKYMEHTALMH,
MCIIONb3YeMbIX B MEIMIVIHCKUX OPTaHM3alMSIX, OKa3bIBAIOIIMX MeAUIMHCKYIO IIOMOIIb B aMOY/IaTOPHBIX YCIOBUSIX, M TTOPSIAKOB IO MX 3a0/HeHMIo" (anee - ITpukas N 834H)
(3aperucrpupoBad MuHucTepcTBOM foctunmy Poceniickoit @eneparym 20 despasst 2015 1., perucrpaumonHslii N 36160) ¢ M3MeHeHMsIMY, BHECEHHbIMY IpMKa3aMy MuHKUCTepCTBa
3apaBooxpaHeHust Poceuiickoit @enepauny ot 9 siuBaps 2018 r. N 2 (3apeructpupoBad MuHucTepcTBoM foctuimm Poceuiickoit @emepauyn 4 anpenst 2018 r., perncrpainoHHbiit N
50614), ot 2 Hos16pst 2020 1. N 1186H (3apeructpupoBan MuHmucTepcTBOM IocTumy Poccuiickoit ®epepanmu 27 Hos6pst 2020 1., perncrpaumorHbiit N 61121).

VkasaHue 1 ajpeca MecTa XUTeIbCTBA ¥ HOMepa MeIVLIMHCKO KapThl MalMeHTa, MOMyJaollero MegyIMHCKY0 OMOIIb B aMOY/IaTOPHbIX YCIOBUSIX, He SIBISIETCST OLIMOKOIA.

B peuenTypHbix 61maHkax dopmbl N 148-1/y-04(;1) B rpade "HoMep MeAMLIMHCKO KapThl MAIMEHTA, TOTYYaIoNIero MeAUIMHCKYIO TIOMOIIb B aMOY/IaTOPHBIX YCIOBUSIX' YKa3bIBAETCS
HOMeP MeIMIMHCKO KapThl MALMEeHTa, TOTyYaloIero MeAUIMHCKYIO IIOMOLIb B aMOY/IaTOPHBIX YCIOBUSIX <3>.

<3>IIpukas N 834H.

10. B rpade "®amuiusi, MHULMAIbBI UMEHM M OTUECTBA (ITOCIeAHEe - IIPY HaIMYMK) jievalero Bpaya (desbaiiepa, akyuepku)' penentypHbix 61ankos ¢popm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(;1) yKa3bIBaIOTCSI MOMTHOCTbIO GaMWINSL, UHULIMABI MMEHU, OTYEeCTBA (TIOC/IeHee - TIPY HAIMUMY) MeAUIVHCKOTO PaGOTHMKA, HAa3HAYMBIIETO JIEKaPCTBEHHbIE
rpenaparsl ¥ 0pOPMMBILETO PELIEIT.

11. Brpade "Rp" perentypHbix 61maHkoB popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) yrassIBaeTcsi:

1) HauMMeHOBaHMe JIeKapCTBEHHOTO Ipenapara (MeXAyHapogHOe HellaTeHTOBaHHOe Ha¥MeHOBaHye, TPYNINMPOBOYHOE WM XMMIYeCKOe HaIMeHOBaHMe, TOProBoe HalMeHOBaHMe)
Ha JIATMHCKOM sI3bIKe MJIM Ha PYCCKOM $I3bIKe, OpMa BBIITyCKa, JO3MPOBKA, KOJIMUYECTBO (YKasbIBaeTCsl POIMMCHIO HAa peLenTypHoM Gnanke dopmbl N 107/y-HIT);

2) Croco6 MpMMeHeHMsI IeKapCTBEHHOTO MpenapaTa Ha rocyIapcTBeHHOM si3bike Poccuiickoit @eepaiyy Wiy Ha ToCyoapcTBEHHOM si3bike Poccuiickoit @emepaiuu u
rOCYyZapCTBEHHOM SI3bIKE PECITy6IMK M MHBIX SI3bIKaX HapomoB Poccuiickoit @epepariym <4>,

<4>Yacrs 1 cratey 15 3akoHa Poccumiickoit @emepanmm ot 25 oktsa6pst 1991 1. N 1807-1 "O si3pikax HapomoB Poccuiickoit ®epepanmn’” (ganee - 3akox N 1807-1). (BemomocTu cbesna
HaponHbix genytatoB PCOCP u BepxosHoro CoBeta PCOCP, 1991, N 50, ct. 1740; Co6panue 3akoHomaTenscTBa Poccuiickoit ®epepaunu, 1998, N 31, c1. 3804).

15. IIpu opopMIeHUM perienTypHBIX 6IAaHKOB 3aIpeIlaeTcsl OrPaHNUYMBATLCS OGIIMMY YKa3aHUSIMY, HanIpuMeD, "BHyTpeHHee", "VI3BeCcTHO".

B 3JIEKTPOHHOM JOKYMEHTe HyMepalus ITyHKTOB COOTBETCTBYeT OlbI/ILU/[aJ'[])HOMy MCTOYHUKY.

14. Penent, odbopMiIeHHbIT Ha perjenTypHoM 61aHKe popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1), moAnyuceiBaeTcs: MEOVLIMHCKYM PaGOTHMKOM M 3aBePSIETCS ero I1eYaThlo.

Perierit, oopMJIeHHBIIT Ha penienTypHoM 61aHke dopmbl N 148-1/y-88 u dopmbl N 148-1/y-04(11), BONOTHUTENTBHO 3aBePSIETCS MeYaTbio MeIUIIMHCKOM opranusatyy "[is
peLenToB".

Ins peuernra, obOpMIEHHOTO Ha pelenTypHoM 6manke Gpopmbl N 107-1/y, Hannuue riedaty "[IJist peLienTOB" He SIBJSIETCS 00sI3aTeIbHBIM.

15. Ha ogHOM penenitypHoM 6raHke popmbr N 148-1/y-88 u dopmbr N 148-1/y-04(;1) pazpemniaeTcst OCyIeCTBIISITh HA3HAUEHME TOIBKO OJHOTO HAYMEHOBAHYSI JIEKapCTBEHHOTO
mpernapara.

Ha ogHoM penentypHoM GrmaHke ¢hopmbl N 107-1/y paspeniaeTcst OCyIecTBIsTh Ha3HaUeHMe TONbKO OJHOTO HAYMMEHOBaHYSI JIEKapCTBEHHOTO Mperapara, oTHocserocst mo ATX K
QHTUIICUXOTHYECKUM cpencTBam (Kof N 05A), ankeuonutukam (kog N 05B), CHOTBOPHBIM M ceiaTMBHBIM cpeactBaM (kog N 05C), antunenpeccantam (kof N 06A) 1 He NOAJIEXAIErO
MpeaMeTHO-KOIMYeCTBEHHOMY YUeTY, ¥ 10 TPeX HaMeHOBaHMi1 IeKapCTBEHHBIX IIPErapaTos - /ISl MHBIX JIEKaPCTBEHHbBIX PeNapaToB, He OTHECEHHDIX K BbILIeyKa3aHHBIM ATX.

16. VictipaBieHusi B pelLienTe He JOITyCKaloTCs.

17. TIpu opopmieHnM perienTypHbix 61maHKoB Gpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) Ha leKapcTBeHHbIE MperapaThl, HA3HAUeHHbIe 110 PellleHII0 BpaueGHOii KOMUCCHY, Ha
060pOoTe perenTypHOro 6/1aHKa CTABUTCS CielaabHast OTMETKa (LITaMIT).

18. Ha pernerrryprom 6natke ¢dopmst N 148-1/y-04(1) BHM3Y MMeeTCs TMHKS OTPBIBA, Pa3[esoniast PeLienTypPHbIi OIaHK M KOPEIIOK.

Kopenrok ot perienta, 0opMIEHHOTO Ha YKa3aHHOM pelleNnTypHOM G/IaHKe, BBIAAeTCSI MALMEeHTy (ero 3aKOHHOMY IPeJCTaBUTEI0) B allTeYHO/ OpraHmM3aLmy, Ha KOpPeILKe Ae1aeTcst
OTMETKa O HaMMEeHOBaHMM JIeKapCTBEHHOTO Mpenapara, J03MpoBKe, KOMUYeCTBe, CII0co6e MpUMeHeHMs.

II. Odopmnenne penenra B popme 3/1eKTPOHHOIO JOKYMEHTA

19. Perent B popme 3/1eKTPOHHOTO JOKYMEHTa, OAMMCAaHHOTO YCYIEHHO KBAIM(GULIMPOBAHHOI 3lI€KTPOHHOI MOANCHI0, GOPMMPYETCs: MEAULIMHCKMM PAGOTHUKOM, CBELEHMS O
KOTOPOM BHECEHbI B (heZiepaibHbIif PErUCTP MEOULIMHCKUX PAGOTHUKOB <5>, a TAKKE MPU YCJIOBUY PETUCTPALIMY MEAMUIMHCKOI OpraHu3alyy, B KOTOPOii 0pOPMIISIETCS PEIIeNT, B
dbenepanbHOM peecTpe MeAUIIMHCKMX OPraHM3aLiA <6> eAMHOI rocygapCcTBeHHOM MHPOPMAILIMOHHO c1cTeMbl B cdepe 3apaBOOXpaHeHMs] M MOAKIIOUEHNS TAKO MeAMLIVHCKOM
opraHu3alyy K rocyJapCcTBeHHOM MHGOPMaIMOHHOI cucTeMe B chepe 3npaBooxpaHeHusi cyobekTa Poccuiickoit @emeparyy <7>.

<5>Yacrs 4 cratbu 91.1 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOaTenbcTBa Poccuiickoit ®emepannn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).
<6>Yacts 4 crathy 91.1 PegepanbHoro 3akona N 323-d3 (Cobpanne 3akoHopaTenbcTBa Poceuiickoit ®epepanmn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).
<7> Cratby 91 n 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHOaTeNbCTBa Poccuiickoit ®epepannu, 2011, N 48, ct. 6724).

20. IIpu Oll)OpM]'IeHI/H/I penenrta B (bopMe 3JIEKTPOHHOI'O JOKYMEHTA Ha JIeKapCTBEeHHbIe ITperapaThl, YKa3aHHbIe B ITYHKTaX In1l INopsinka HasHaYeHMsI TeKapCTBEHHBIX IIpernapaTos,
YTBEPXKIAEHHOI'0 HACTOSALIMM ITPUKa30M, M OTITyCKaeMble 3a IMOJTHYI0 CTOMMOCTb, 3alIOJTHAIOTCS C/IEAYIOIME PEKBUSUTBI:

1) Kop cy6bekTa Poccuiickoit @emeparyy o OKATO, onpeensiouuii rocygapcTBeHHYI0 MHGOPMaIMOHHYIO c1cTeMy B chepe 3apaBooxpaHeHns cyobekra Poccuiickoit depepaunu,
B KOTOPOJ1 chOPMMPOBAH pelenT B popMe 3JIeKTPOHHOTO JOKYMEeHTa;
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2) HaMMeHOBaHMe MeIMLMHCKOV OpraHu3auum, agpec, TE."Ie(bOH nm (baMI/[JII/[ﬂ, VIHUIIAJIBI MMEHU U OTYeCTBa (HOC)'IQLLHEE - IIPY Ha/IM4YMU) VHAMBUAYAJIbHOTO IIPEeANPVMHMMATes],
VIMeIollero JIMIEeH3MI0 Ha MeJULIMHCKYIO JesTe/IbHOCTD, €ro aapec;

3) OI'PH ropuayuyeckoro auna (MeguuyHcKoi oprauusaunn) uiay OT'PHUIT MHAMBKUIYaNbHOTO IPeATIPUHMMATENS ;
4) nmarta oopMIIeHMs pellenTa (yKa3bIBaeTCsl YMCI0, MEeCSII, TOR);

5) IaTa OKOHYaHMs JeiicTBus peLenTta (hopMupyeTcs rocyiapcTBeHHOI MHGOPMALMOHHOI cucTeMoii B cdepe 3ppaBooxpaHeHyst cyobekra Poceuiickoit ®enepanyy B COOTBETCTBUM
€O CpOKaMM fieiicTBMsI penenToB: 15 nueit, 30 nHeit, 60 queit, 90 qHeit, 1o 1 roga);

6) YHUKQJIbHBII HOMeD perenTa (GopMupyeTcsi rocyqapcTBeHHO MHPOPMAIMOHHOI cucTeMoii B chepe 3npaBooxpaHeHus cybbekTa Poccuiickoit @enepanuy u obecriedynBaeT
OIHO3HAYHYIO MAEeHTMOUKALMIO perernTa B popme 3IeKTPOHHOro JokymMeHTa B couetannu ¢ OKATO, OTPH mnn OTPHUID);

7) OTMETKM "Cito" (CpOuHO) My "statim" (HeMeAJIeHHO) IPY HeOOGXOAMMOCTY CPOYHOTO W/IY HEMEJIEHHOTO OTITYCKA JIEKAPCTBEHHOTO Mperapara MayeHTy;
8) anpec mauMeHTa (YKa3bIBaeTcs TOYTOBbIN afpec MecTa KUTeIbCTBA (MecTa MpeObIBaHMUS MM MeCTa (DaKTHMUeCKOro MPOKMBAHYS) C YKa3aHMEM MH[IeKCa, HAMMEHOBAHYS Kpas,
o6acTu, pecry61mMKM, aBTOHOMHOTO OKpyTa U MHOTO cy6bekta Poccuiickoit ®enepanyy, HaMMeHOBaHMSI HACeJIEHHOTO ITYHKTa, HAXMMeHOBaHMsI YMLBI (IIPOCTIeKTa, Iepeyiika,

poe3sza), HoMepa foMa (C yKasaHueM KOPITyca, IPY HaIM4IMM), HOMepa KBapTUPBI);

9) HOMep 37IeKTPOHHOM MeIUIIVHCKOM KapThl MalyieHTa B TOCyAapCTBeHHOI MHGOPMaLMOHHOI cucteMe B cdepe 31paBooxpaHeHMs cyobekta Poccuiickoit ®emepaumnu;

0) dammnms, ¥Msi, 0TIECTBO (TOCTEeAHEe - TPV HAIMYMY) NAlYIeHTa MOITHOCTHIO;
11) JaTa POXKAEHWS MalyeHTa (YKa3bIBaeTCsl YMCI0, MecCsL, TOf), IJIs AeTeil 10 1 roga JOMOMHMUTEIbHO YKa3bIBaeTCsl KOMMYECTBO MOTHBIX MeCsILeB;
12) baMuIust, MHULAJIBI UMEHM M OTYEeCTBa (MTOCIeqHee - IPY HATMYMU) MEAULIMHCKOTO Pa6OTHMKA TTOTHOCTbIO;

13) HaMMeHOBaHMe JIEKaPCTBEHHOTO Mperapara (MeXXIyHapoJHOe HellaTeHTOBAHHOE HaMeHOBaHMe, TPYIIIMPOBOYHOE M/IY XMMUUECKOe HaMMEeHOBaHMe, TOPrOBOe HAMMEHOBAHME),
I103MPOBKa, GOopMa BBITYCKA, KOTMYECTBO (BCE TO3MLUY YKA3bIBAIOTCSI HA PYCCKOM SI3BIKE);

14) crocob MmpMMeHeHMsl TeKapCTBEeHHOTo MpernapaTa Ha rocyLapcTBeHHOM si3bike Poccuiickoit @eneparyy My Ha rocygapcTBeHHOM si3bike Poccuiickoit @epepanmy u
roCyIapCTBEHHOM SI3bIKE PeCIy6/IMK U MHBIX sI3bIKaX HapomoB Poccuiickoit @enepaunm <8>;

<8>Yacrsb 1 cratbu 15 3akona N 1807-1 (BemomocTu chesna HapogHbix germytatoB PCOCP 1 BepxosHoro CoBeta PCOCP, 1991, N 50, ct. 1740; Co6paHye 3aKOHOAATEIbCTBA
Poccuiickoit ®@enepannm, 1998, N 31, ct. 3804).

15) DOKYMEHT, TO[ITBePXAaloLMii Ha3HaueHMe JIeKapCTBeHHOro IIpernapara 1o pelieHuIo Bpa\{e6H0171 KOMMCCUM MeJMULIMHCKOM OpraHmu3aLumy;

16) OTMETKA 0 Ha3HaYEeHMU JIEKaPCTBEHHOTO TIperapara 1o peleHnio BpaueGHOi KOMUCCUM MeOUIIMHCKOM OPraHM3almy B CJIydasiX, yka3aHHbIX B a63alie BTOPOM MyHKTa 6 [Topsiaka
Ha3HaYeHMsI IeKapCTBEHHBIX MTPerapaToB, YTBEP)KAEHHOTO HACTOSIIYIM IPUKA30M;

17) OTMeTKa O CIlelaIbHOM HasHaueHMM JieKapCTBeHHOro IIperapaTa (3alo/IHsIeTC s B CydasiX, yKa3aHHbIX B ITYHKTaX 15u 24 TTopsiika Ha3HaUeHMs IeKapCTBEHHbIX IIpenapaTos,
YTBEPKAEHHOIO HaCTOSAIMM HpMKa3OM);

18) OTMETKa O CIelaTbHOM Ha3HaueHMM JIEKaPCTBEHHOTO Ipernapara MalyeHTy ¢ 3a060/1eBaHeM, TPeGYLIMM ATUTENIbHOTO KYPCOBOTO IeUeHNs (3aII0HSIeTCS B CTyvae, YKa3aHHOM
B nyHKTe 23 [opsiika Ha3HaueHMsI JIeKaPCTBEHHBIX IIPENapaToB, yTBePKAeHHOTO HACTOSIIMM ITPUKA30M) C IPOCTaBIeHMEM ITePUOIVYHOCTY OTITYCKA JIEKAPCTBEHHOTO IIperapara;

19) mpu odopmIeHMH peLienTa B GopMe 31eKTPOHHOTO JOKYMEHTa Ha JieKapCTBEeHHbIe TperapaThl, yKa3aHHbIe B MOAIYHKTax 2 - 5 myHKkTa 9 u nmyHkTe 11 ITopsiaka Ha3HaueHust
JIeKapCTBEHHBIX MPEIapaToB, yTBEPKAEHHOTO HACTOSIIMM IIPUKA30M, IPaKIaHaM, MMEIOIM IIPaBo Ha 6ecIuiaTHOe MOTyYeHMe JIEKapCTBEHHBIX [TPENapaToB UM MOTyYeHue
JIeKapCTBEHHbIX IIPEIapaToB CO CKMUIKOM, 3aIIOJIHSIOTCSI PEKBU3UTBI, IPeSyCMOTPeHHbIe IOAMYHKTaMy 1 - 18 HaCTOSILIero MyHKTa, a TakKe CIeAyolyie PeKBU3UTBI:

a) KaTeropus rpaxkjaH, MMeloLyX [IpaBo Ha MoyyeHye JIeKapCTBeHHBIX [TperapaToB B COOTBETCTBUM CO cTaTheli 6.1 PemepanbHOro 3akoHa ot 17 mtong 1999 r. N 178-03 "O
roCyJapCcTBEHHOV COLMaabHOM oMoum" <9>;

<9> Cob6paHue 3akoHOmaTenbcTBa Poceuiickoit @enepanym, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577.

6) KoJ HOo3omornuyeckoi popmsi mo MKE;

5) MCTOUYHUK GuHaHcupoBauus (1 - benepanbHbiit 610mKeT, 2 - 6GI04KeT cyobekTa Poccuiickoit @emeparivm, 3 - MyHULMUITATbHBIN GIOKET);

) pasmep oruiaThl (1 - 6ecratHo, 2 - 50%, 3 - uHoM %);

1) CTPaxOBOJi HOMep MHAMBUAYAIbHOIO JIMLIEBOTO cueTa rpaskaaHuHa B [TeHcroHHOM doHne Poccuiickoit Penepaunm (pu Hannuum) (CHUJIC);

¢) HOMep Io/yca 00513aTelIbHOT0 MeIVUIIMHCKOTO CTPAaXOBaHMsL.

21. IIpu mpocTaBaeHUM OTMETKY, YKa3aHHOI B ToAmyHKTe 16 myHkra 20 Hacrosuiero [Topsiaka, penent B GopMe 37IeKTPOHHOTO JOKYMEHTA MOATIMCHIBAETCS YCUIIEHHO
KBaIMOUIMPOBAHHOI 3IEKTPOHHO MOANMCHIO MTPeAceaTesNs UK ceKpeTapsi BpaueGHO KOMUCCHM MeOVILIMHCKOM OpraHmM3anuy, Ipy MpOCTaBIeHNY OTMETOK, YKa3aHHBIX B

TIOAMMYHKTaxX 17u 18 IIYHKTa 20 HacTosero l'lopsm](a, - YCUJIEHHBIMU KBaJIM(b]/I]_[]/IpOBaHHbIMM 3NIEKTPOHHBIMU IMOANNUCAMM COOTBETCTBYIOIIUX MEAUUIMHCKUX paﬁOTHI/IKOB.

22. Tlo Tpe6OBaHMIO MAIVIEHTA WY €r0 3aKOHHOTO Ipe/iCTaBuTeNss 0hOPMIISIETCS HK3eMIUISIP pelenTa B popMe IeKTPOHHOTO JOKyMeHTa Ha 6yMayKHOM HOCHTeNIe C OTMETKOM
"[ly6IMKaT 3/IeKTPOHHOTO JOKYMeHTa .

III. VueT penenTypHbIX 6JIAHKOB (32 MCK/IIOUEHMEM peleNTyPHBIX 6;1aHKOB 110 ¢hopme N 107/y-HII "CrienuanbHbIii pelenTypHbI GIaHK")

25. Vyer penienTypHbIxX 61aHKoB hopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(J1), u3roraBnMBaeMbIX TUIIOrPAQCKUM CIIOCOG0OM (Hasiee - peLieNTypHble GIaHKY, TOAJIEKAIe YUEeTY),
OCYIIeCTB/ISIeTCS B )KypHajaX yueTa, TIPOHYMePOBaHHBIX, IPOLIHYPOBAHHbBIX ¥ CKPeIJIEHHbIX IOATNMCHI0 PYKOBOAUTENS U Me4aTbio MeAMUIMHCKOI OpraHM3aluy MM TTOATINChIO
VHIVBUIYAIBHOTO TIPEANIPMHMMATEJIS], MMEIOIeTo TMIeH3MI0 Ha MeIVILIMHCKYIO J1eSITe/TbHOCTb.

24. JKypHain ydeta perenTypHbIx 61aHKkoB opmbl N 107-1/y comepskut cienyiouiye rpadsi:

1) HOMep IO MOPSIZIKY;

2) B pasgpene "Tlpuxon":

a) JaTa perucTpauuy JOKYMEHTa, MOATBeP>XKAAIIero roCTyIjieHne;

6) HOMEp U JaTa NOKYMEHTA, ITOATBEPKAAIOIIEro MoCTyIvieHMe, HaMMeHOBaHMe IOCTaBIIMKa;
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) 0blee KOIN4ecTBO TIOCTYNIMBIINUX PelenTypPHbIX 6]13.HKOB;

) hamuust, MHMIAIBI MMEHM M OTYeCTBa (ToCIeSHee - PY HaIM4MU) U TIOAIVCh OTBETCTBEHHOTO MEJVIIMHCKOTO paboTHMKA, MOMTYYMBILETO PelleNTypHble GIaHKY OT MOCTaBIyIKa;

w

B pasgerne "Pacxon":

[iaTa BbIAAuM PEeLeNTyPHbIX OIaHKOB;

6) KOJIMYECTBO BbIJAHHBIX peleNTYPHbBIX GﬂaHKOB;

B) CbaMM}'lMﬂ, VHULMAJIBI MMEeHY ¥ 0TUeCTBa ([1oc/eiHee - IPY HaIuuuy) OTBETCTBEHHOTO MeAVILIMHCKOTrO pa60THMKa, TIOJTYUMBIIETO pelerTypHbie 6]'131—1](]/1;

oANMCh OTBETCTBEHHOI'0 MeAUIIMHCKOTO paﬁOTHlAKa, TIOJTYUMBIIETO pelerTypHbie 6]'IaHKI/I;

&

(baMMJIMH, VHULMAJIBI MMEeHY M 0TYeCTBa (IIocaeiHee - IPY HaIu4yuy) U MOATIMCh OTBETCTBEHHOTO MeIMUIIIHCKOTO pa60THI/IKa, BbIJIABLIETr0 pelenTypHble 6IIaHKI/I;

OCTaTOK PEIeNTyPHBIX GIAHKOB.

. JKypnan yueta penentypHbix 6maHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(1) comepkuT crepytoniye rpadbl:

e}

HOMep I10 MOPSIZIKY;

2) B pasgeie "Tlpuxon":

a) Aara perucTpaumyu JOKYMeHTa, oA TBepKIAollero MocTyIIeHme;

6) HOMep U iaTa IOKYMeHTa, oA TBePsKIaI0Ilero MoCTyIIeHe, HauMeHOBaHMe MOCTaBIIMKa;
5) 06lIee KOMMYECTBO MOCTYMUBIINX PELENTYPHBIX G/IAaHKOB;

cepuu ¥ HOMepa peLieNTYPHbIX 61aHKOB;

1) KOJIMYeCTBO pelenTypHbIX 6JIaHKOB I10 cepusm;

e) ('I)B.MI/UII/UI, VHULIMAJIBI MMEHU M 0TYeCTBa (ToC/IeAHee - [IPY HaJIM4uy) U MOAINCh OTBETCTBEHHOIO MeAUIIMHCKOTO pa60THI/[Ka, TIOTYYUBIIETO PeleNTYPHbIe 6/1aHKM OT
TIOCTaBIIMKA;

3) B pasgene "Pacxon":

a) Jara BbIOAuy PeLeNTyPHbIX 6/IaHKOB;

6) Cepuy ¥ HOMepa BbIIAHHBIX PELENTYPHbIX GIaHKOB;
) KOJIMYECTBO BbIJAHHBIX PEIENTYPHBIX GIaHKOB;

ammust, MHUITMATBI MMEHM U OTYeCTBa (TTOCTeHee - PV HAIMUMM) OTBETCTBEHHOTO MEIUIIMHCKOTO PaGOTHMKA, OMYYMBILETO PELeNTypHbIe 6IIaHKY;

1) TIOAIMCH OTBETCTBEHHOTO MEAMIMHCKOIO PaGOTHNKA, TIOTYUMBIIETO PelLeNnTypHble GIaHKM;

ammst, MHUIIMATBI MMEHM M OTYeCTBa (TTOCIeHee - PV HAIMYMM) U ITOAIICH OTBETCTBEHHOTO MeMIIMHCKOTO PaGOTHMKA, BbIAABILETr0 PelenTypHble 6IaHKM;

5) OCTAaTOK PelENTyPHbIX 6IaHKOB.

26. VUeT peLienToB, 0bOpPMJIEHHBIX B OpMe JIeKTPOHHOTO JOKYMEHTA, OCYLIeCTB/ISIETCSI B TOCYIaPCTBEHHOM MHGOPMALMOHHO c1cTeMe B chepe 31paBOOXpaHeHMs CYObeKTa
Poccuiickoit Penepanyy ocpeacTBOM BeIeHNSI €IMHOTO PeecTpa peLenToB, 0hOPMIEHHBIX B pOpMe 3/IeKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue pelenTypHbIX 6/IaHKOB (32 MCK/II0YeHMeM pelenTyPHbIX 6/1aHKoB 1o opme N 107/y-HII "CrenpaabHbli pelenTypHbIi
6/1aHK")

27. MeOMLMHCKMe OpraHyu3aLuy II0TyJaloT HeoOX0oIMbIe pelieNTypHble GaHKy, 0opMIeHHbIe TUHOrpadCKIM CIIOCO6OM, Yepe3 TepPUTOpManbHble OPraHbl YIIPaBIeHMsI
3/IpaBOOXpaHeHVEeM WV OpTaHM3alVM, YIIOMTHOMOYEeHHbIe Ha 3TO OPraHaMM MCIIOMTHUTENbHOI BIacTy cy6bekToB Poccuiickoit demepanni.

28. PeriernTypHble GJIaHKY, [IO//IEKAIIVe YIeTY, XPaHSITCS OTBETCTBEHHBIM JIML[OM, HA3HAUEHHBIM PYKOBOAMUTEIEM MEOMIMHCKO OPraHM3alii, B 3aMpaeMoOM MeTalINYeCKOM
mkady (ceitde) Wiy MeTaIMIECKOM SILIMKE.

29. VIHIMBUAYyaIbHbBIA NPeAIIPUHUMATEb, MMEIOIVi IMIIeH3MI0 HAa MeIUIVIHCKYIO esITeIbHOCTh, XDAaHUT peLleNTypHble GJIaHKM, OAJIeKalyie YUeTy, B 3a[paeMoM
MeTa/UTMYecKkoM IKady (ceide) M MeTA/UIMUECKOM SIIIMKE.

50. T[IpoBepKa cOCTOSIHUSI XpPaHeHMs], yueTa, GaKkTMUeCcKoro HaIMIMs M PacXofia PelleNITYPHbIX GIaHKOB, TOIEKALIVX YUETy, OOVH Pa3 B KBapPTaJl OCYIECTBIISIETCS] KOMUCCHUET,
CO3JaHHOJ B MeAUIMHCKOI OpraHn3alyum.

31. PeulenTypHble ﬁﬂaHKI/I, OClJOpM)'lﬁeMbIe Ha 6yMa)KHOM HOCHUTeIe U MOoAJIeKallye yueTy, BbIIAITCSI MeOAUIVHCKUM paﬁOTHMKaM, MIMeILIM IIpaBo OCI)OPMJIQHMH penenTos, 1o
PpacrnopspKeHMIO ITTaBHOTO Bpaya MM €ro 3aMeCTUTeIs.

I[TonyyeHHbIe peLienTypHble 61aHKM Ha OYMaKHbIX HOCUTEISIX XPaHSITCS MeAMIMHCKMMM PAaGOTHMKAMY B IIOMEILeHMSIX, 00eCIIeYMBAOIIX MX COXPAaHHOCTD.
32. [IporpaMMHO-TeXHUYECKME CPELICTBA FOCYJAPCTBEHHbIX MH(MOPMAIIMOHHBIX CUCTEM B cdhepe 31 paBOOXPAHEHNUS, MEOULIMHCKUX MH(DOPMAIIMOHHBIX CUCTEM MEIUIIMHCKUX

opraHu3aluii 06ecreynBarOT XpaHeH)e MeKTPOHHBIX PeLleNTOB, 0hOPMIEHHBIX B popMe /1eKTPOHHBIX JOKYMEHTOB B TeU€HVe CPOKOB, YCTAHOBJIEHHBIX IJIS1 XPAHEHMSI PELeTTOB,
0o(opMIIEHHBIX HA COOTBETCTBYIOMIMX (hopMax peLienTypHbIX 6IaHKOB HAa GYMaskHOM HocuTesne <10>.

<10> ITopnyHkT 5.2.169 Tonoxkenus: o Munucrepcrse (CobpaHue 3akoHomartenbcTBa Poceuiickoit @epepanuy, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

Ipunosenue N 4

K npukasy Muxucmepcmea 30pagooxpaHerust
Poccutickoli @edepayuu

om 24 Hos6ps 2021 2. N 1094H
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®OPMA CIELVAJIBHOTO PEUENTYPHOT'O BJIAHKA N 107/Y-HI

MUHUCTEPCTBO 3OPaBOOXPaHEeHUA Kon dopmer mo OKYI

Poccuiickoit demepaluun MeamuyHCKas OOKYMEeHTalus
dopma N 107/y-HII,
YTBEPXIOEHHAd MPUKa30M
MMHUCTEPCTBa 3OPaBOOXPaHEeHMA

WTaMIn MeIMUVHCKOM OpTaHM3alumn Poccuiickoil Pemepauum
or 24.11.2021 N 1094nu

PELENT

Cepusa N

woom 20 .

(DaTa BHENMCKM pelernTa)
(B3pOCJE, OEeTCKMM — HYXHOE I[ONYEPKHYTH)

dammimsa, MM, OTYECTBO (IIOcCJienHee - MPM Hadudmm)

nauMeHTa

Boszpact

Cepus ¥ HOMep Moymca OOS3aTeSIbHOTO MEIOMUMHCKOTO CTPaxOBaHMSI
HoMmep MeIMUMHCKOM KapTEL

@aMMﬂMH, uMs, OTUeCTBO (HOCﬂeﬂHee - npm HaﬂMQMM)

Jledamero Bpada (benprmepa, akymepku)

Nonmmuch M JMYHAas IedYaThb Bpada
(noponuce Qernpruepa, akKylLepKu)

M.II
@aMMﬂMH, nMs, OTUYeCTBO (HOCﬂeﬂHee - npn HaﬂMQMM) n IIoAnmcheb
YIIOJIHOMOYEHHOT'O JIMLa MEeIMUVHCKOM OPpTaHM3alUmn

M.II.
OTMeTKa anTeudHOM opraHm3aumm o6 OTHIyCKe
@aMMﬂMH, nMs, OTUYeCTBO (HOCﬂeﬂHee - npn HaﬂMQMM) n IIoAnmcheb
paboTHMKa alTedYHOM OpTraHM3aLuu

M.II.

Cpox mencrTBua peuenta 15 mHen
Ipunoxcenue N 5
K npukasy MuHucmepcmea 30pagooxpaHerus
Poccutickoli @edepayuu
om 24 Hos6ps 2021 2. N 1094H

I[MOPAOK N3TIOTOBJIEHNVS, PACITPENEJIEHVS, PETUCTPAIINN, YVUETA 1 XPAHEHVS PELIEIITOB,
COIEPXAIIMX HASHAYEHME HAPKOTMYECKUX CPEZCTB WJIU IICMXOTPOITHBIX BEHIECTB

I. TIopsAOK M3roTOBIEHMS, paclpese/IeHNs CIeNaIbHBIX PelenTypPHbIX 6/1aHKOB 1o opme N 107/y-HIT

1. OpraHmM3anmio U3roOTOBJIEHMS U PacIIpelie/ieHus peLleNTypHbIX 61aHKOB 110 dopme N 107/y-HIT "CrienyanbHblii peLlenTypHbIN G1aHK" (Iaiee - CrelManbHbIil peLlleNTypPHbI/ GIaHK)
ocyuecTsiasieT MMHUCTePCTBO 3ApaBooxpaHeHust Poccuiickoit @enepatnum (nanee - MMHUCTEPCTBO).

2. CrienyasnbHble pellenTypHble GIaHKY SIBJISIOTCS 3aLIMINEeHHON monurpaduueckoi npoaykuueit ypoBHst "B, usrorasiMBaeMoii Ha 6ymare po3oBoro 1seta pazmepom 10 cm x 15 cm,
IIO/KHBI MMETh CePUIO ¥ HOMED, a TAKXKE COOTBETCTBOBATh TPEOOBAHVSIM, YKa3aHHBIM B puKase Munucrepcrsa puHancoB Poccuiickoi ®enepariym ot 29 centsbpst 2020 . N 2171
"06 yTBepxkaeHnu TexHMUeCcKux TpeGoBaHMIi 1 YCIIOBUIT M3TOTOBJIEHMS 3AIUIIEHHOI OT MOAIeNTOK MoaurpaduyecKoii MpoayKuuyu” (3aperncTpupoBaH MUHUCTEPCTBOM I0CTULIMK
Poccuiickoi @enepatyn 16 Hosiopst 2020 ., perucrpauyoHHbiii N 60930).

5. B 11X opraHmM3anmm U3roToBJIeHMs U PaclipeesieHus] ClIelMalbHbIX PeLeNTyPHbIX GIAHKOB MeIMIMHCKME OPTaHU3aIMM, MMeIOIyie IIPABO OCYIIECTBIISITh BbIa4y PEIeNTOB Ha
HapKOTMYeCKMe CPeJCTBa WK IICMXOTPOIHbIe BelecTBa crvcka I [Tepeunst u 3aperucrpupoBaHHble B Poccuiickoit @epepanyy B KauecTBe JieKapCTBEeHHBIX MTperapaToB st
MeIMIMHCKOTO MTPYMEeHEeHMs (anee COOTBETCTBEHHO - MeOVIIMHCKAst OPraHM3aLusl, HAPKOTUYECKMIA (IICYXOTPOITHBIIT) JIeKapCTBEHHBII Ipernapar), COCTaB/SIIOT 3asIBKM Ha
peLernTypHbie GIaHKN.

4. B CpOK 10 1 0KT$[6]J$I TEKYILEero roga 3asiBKM MEAULIMHCKUX Op[‘aHI/IBaLU/[ﬁ Ha crieqyajibHble pelernTypHble 6GIaHKM TIpeACTaBISIIOTCS

1) MEAMUMHCKMMM OPraHM3aLMsIMK, HaXOIAIMICS B BeileHM GeiepaibHbIX OPraHOB MCTIOMHUTE/IbHO BIACTH, - B COOTBETCTBYIOIIME (QefiepaibHble OpraHbl UCIIOHUTENbHOM
BJIACTY;

2) MeAMLMHCKMMM OpraHU3alysIMU, HAXOSIIMMUCS B BeleHuM cy6beKToB Poccuiickoit denepanyiy, MeIUIHCKUMY OPraHU3aLMIMM MyHUIIUTIATbHOI M YACTHOM CUCTEM
3ApaBOOXPaHEeHMsI - B OPraHbl MCIIOHUTENIbHOI BlacTy cy6beKkToB Poccuiickoit @enepaiini B cepe oXpaHbl 3[0POBbsI IPAXKAAH, HA TEPPUTOPUIM KOTOPBIX OHYM PACIIONIOKEHBI (Hajee -

opraHbl UCIIOTHUTETbHOI BIacTy cy6beKTOB Poccuiickoit deneparyn).

B 3as1BKe MeIMIIMHCKOI OpraH13aly Ha CrielyanbHble peLleNTypHbIe GIaHKY YKa3bIBAIOTCS CIeAYIONIVe CBeIeHNS

n

1) CBeZIeHMSI O MeIVLIMHCKOM OpraHmu3anmy, nojaslieii 3asBKy Ha CreLMalbHble peleNnTypHble 671aHKM (TI0JTHOe Ha¥MeHOBaHue, aipec MecTa HaXOXIeHMsI);
2) KOJIMYECTBO CIelalbHbIX PeLieNTYPHbIX 671aHKOB, M3PacX0i0BaHHBIX MEIMIIMHCKO} opraHm3aleii Ha 1 sstHBapsi MpeJIecTBYIONIEro roaa;
3) KOJIMYECTBO CIIELaIbHbIX PELENTYPHBIX 6JIaHKOB, HEOOXOAMMBIX MEAMLIMHCKOM OPraHM3aLMy Ha CIeAyIOIyii TOf.

3asiBKa MeIMLIMHCKO OopraHu3anyy Ha CcrieMaJibHbIe pelelnTypHbIe 6IaHKM TTOJIIMCHIBAETCSI PYKOBOAUTEIEM MeIULMHCKOM opraHmusanuu, KOTOprﬁ HeceT IepCOHAIbHYI0
OTBETCTBEHHOCTDb 32 060CHOBAaHHOCTb U JIOCTOBEPHOCTb YKa3aHHbBIX CBEIEHMIA.
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6. denepanbHble OPTraHbl UCIIOMHUTETbHOI BIACTY, B BeIeHUI KOTOPBIX HAXOMASITCSI MEIMUIVIHCKIE OPTaHM3aLuy (fasee - demepanbHble OPraHbl MCIIOMHUTENbHO BJIACTI), M OPTaHbI
MCIIOMTHUTENBHOI BiIacTy cy6bekToB Poccuiickoit Genepany Ha OCHOBaHMM 3assBOK MEMIMHCKMX OpraHKU3alyii Ha CrielyaibHble PellelTypHble OJIaHKM (OPMUPYIOT CBOAHbIE
3asBKM Ha CIeliajbHble pelleNTypHble 61aHKM U B CPOK 10 1 leKkabpsi TeKYIIero rofa npefCcTaBsioT X B MUHMUCTEPCTBO.

7. B cBOZHOII 3asiBKe Ha CliellialbHble PelleNTypHble 61aHKM YKa3bIBAlOTCs C/IeAYIole CBeaeHMs .

1) cBefieHMs 0 (elepasbHOM OpraHe VICIIOJTHUTEIBHOI BlIacTy (OpraHe MCIIOMHUTENbHOI BIacTy cyobekTa Poccuiickoit Penepanyn), IpeacTaByBIIeM CBOAHYIO 3asBKY Ha
CIienyanbHble pelienTypHble 6aHKM (TTOMTHOe HaMeHOBaHue, ajpec MecTa HaXOXKIeHNs);

2) KOJMMYECTBO CIeLMaAIbHBIX PELeNITYPHBIX OIAHKOB, pacIpe/eneHHbIX (eepanbHbIM OPraHOM MCIIOMTHUTETbHO BIACTH (OPraHOM MCIIOHUTENbHOI BIacTy cyobekta Poccmiickoit
®epneparnyn) Ha 1 SHBaps MpeJIIeCTBYOIIETO0 roia MeXIY MeAULMHCKMMY OPTaHU3aVISIMU;

3) KOJMMYECTBO CIeLMaIbHBIX PeLeNTYPHbIX 6IaHKOB, HEOOXOOMMBbIX (deepalbHOMY OpraHy MCIOIHUTENbHO BIacTy (OpraHy MCIIOMHUTENbHOI BIacTy cybbekta Poccuiickoit
@enepalyn) Ha CIeAYIONII TOM IJIsl pacCIIpeieeHysl MeXIY MeIULTHCKUMY OPTaHU3aLMUsIMU;

4) CBeJIEeHUSI O TIONBEIOMCTBEHHOI OpraHy3alyK, YIIOMTHOMOYEHHOI (eiepanmbHbIM OpPraHOM MCIIOTHUTEBHO BIACTY (OPraHOM MCIIOTHUTEIBHO BacTy cyobekTa Poccuiickoit
@epnepaliyu) OCYLIeCTBISITh TOTyYeHMe CIIeLMaTbHbIX PELeNTYPHbIX 6JIaHKOB OT MUHUCTEPCTBA, MX XPAHEHMe Y BblAauy MeJUIIMHCKIM OPraHu3alusIM (TI0JTHOe HauMeHOBaHue,
agpec mecra HaxoxkaeHust, UHH/KIIIT, OKTMO oprauusaunmn, GakTUIecKkuit aapec moCTaBKu).

8. Ha ocHOBaHMM [TOMTYYEHHBIX CBOAHBIX 3asIBOK Ha CIIeL[1albHble pelLienTypHble 61aHKy MUHICTEPCTBO €KerofHO B CPOK 10 15 stHBapS cileayiomero roga GopMupyeT 1 yTBepxKaaeT
IUIaH pachpeeneHys CrielaTbHbIX PeleNTYPHBIX 6IaHKOB, B KOTOPOM OTpaskaeTcsi rofoBasi MoTpeGHOCTb Poccuiickoit deepanyy B CIeLMATbHbBIX PELENTYPHBIX 6/IaHKaX (Janee -
IUIaH pacrpeneneHus: MUHKUCTePCTBa).

9. B rulane pacripenenenyst MMHMCTepPCTBA yKa3bIBAIOTCS CJIeAYIOIIMe CBeAeHs
1) IIOpS[JZLKOBbIIZ HOMeEp 3aIncu;

2) HaUMEeHOBaHNe d)enepanbl—[oro opraHa MCIIOJIHUTe/IbHO BIaCTy (OpraHa MCIIOIHUTEIbHOI BJIaCTU Cy6'bF.‘KTa Poccuniickoit Demepanyn), mpencTaBUBIIETO CBOIHYIO 3a51BKY Ha
CrienyuaabHble pelerTypHbie 6}'laHKM;

3) HEOOXOAMMOE KOJMYECTBO CIelMalbHbIX penenTypHbIX 6JIAHKOB.

10. HaHpaBJIEHI/IE CreuyanbHbIX pELEenTYPHBIX 6/1aHKOB d)EJlepB.JIbeIM opraHam VICTIOJIHUTENbHO BJIACTH, opraHam MCIIOTHUTENNbHOI BIaCTU Cy6’be](TOB Poccuiickoit d)e,uepaunn
ocyl1ecTBsIeTCsl MMHMCTEPCTBOM B KOIMYeCTBe, IPeyCMOTPeHHOM IIJIaHOM pacipeneneHus MuHucTepcTBa.

11. MUHMCTEpPCTBOM JOTMOMHUTENIBHO K KOMMYECTBY CIIELMATbHbIX PEIENTYPHBIX 6JIAaHKOB, TPeAYyCMOTPEHHOMY IIJIAHOM pacrpesenenus MMHMUCTePCTBa, POPMUPYETCST pe3epBHbI
3arac CrelyuaabHbIX PeleNnTyPHbIX 6JJaHKOB B KOJIMYECTBe, He TpeBbimaiem 150 000 crienmanbHbIX pelenTypPHbIX 6IaHKOB.

12. B ciyuyae yBenuueHust l'lOTpe6HOCTM B CIIeMaJIbHBIX pelerTyYPHbIX 61aHKax d)euepaanble OpraHbl UCIIOTHUTENbHO BIACTX (OPraHbl MUCIIOMHUTEIbHO BIaCTU CY61:9KTOB
Poccuiickoit CDe;[epauMM) HarpasJsOT B MI/IHI/ICTEPCTBO CBOJHBIE 3asiBKM Ha OOIIOJTHUTEIbHOE KOJIMYECTBO CIIEIMAIbHBIX PeLEeNTYPHBIX 6/1aHKOB (c 060CHOBaHMEM YBeIM4YeHUs
HOTpeﬁHOCTIA B CIIeIMAJIbHBIX PelelTYPHbIX 6naH1<ax), KOTOpBbIe NPeoCTaBIISIOTCSI MMHMUCTEPCTBOM M3 pe3epBHOro 3amaca ClieliaJbHbIX PelleNITypHbIX 6JIaHKOB.

15. @emepanbHbIe OPTaHBbI MCIIOMHUTENBHO BIIaCTV (OPraHbl MICTIOTHUTEIBHO BIacTu cy6beKkToB Poccmiickoit demepaiyi) pacrpesielsiioT IOTyYeHHbIe CIIelaTbHble pellelTypHbIe
6/1aHKM MeXIY MeAMIMHCKMMY OPraHM3alMsIMy Ha OCHOBaHMM IVIAHOB pacipeseneHus, chopMUPOBaHHbIX B COOTBETCTBMY C 3asiBKAMY MeAMIMHCKMX OpraHu3aLuii Ha
CIienyanbHble perienTypHble GIaHKN.

IL. ITopsiIOK perucrpanyu, yyeTa M XpaHeHUs CIelaJIbHbIX pelenTypHbIX 6;1aHKkoB 1o opme N 107/y-HIT

14. MMHUCTEPCTBO, MHbIE deepanbHble OPraHbl MCIIOMHUTEIbHOM BIaCTM M OpraHbl MCIIOTHUTEIbHOI BacTy cy6beKToB Poccuitckoit demepalny OpraunsyoT XpaHeHue
CIeMaTbHbIX PELeNTYPHbIX GJIAHKOB B ITOJBEJOMCTBEHHBIX OPTaHU3ALMSX, YIIOTHOMOYEHHbIX OCYLIECTBISITD [TONTyYeHUe CIIeIaIbHbIX PEIeNTYPHBIX 6IaHKOB OT MUHMCTEPCTBA,
MX XpaHeHMe U BblJauy MeAMLVHCKMM OpraHM3alysIM (fajiee - yIOJTHOMOYeHHAsi OpraHm3anys).

15. B yIIOJIHOMOYEHHOIi OpraHM3anyy ¥ MeIUIHCKO OpraHu3alyu, OMYYMBILel ClielaabHble pelleNTypHble GIaHKY, OPTaHU3YeTCsl PETUCTPALIMS, YUEeT U XpaHeHue
CIIeIMaNbHbIX PELENTYPHbIX OTaHKOB.

Perucrpanus, yueT 1 XpaHeHye pe3epBHOrO0 3araca CrielMalabHbIX PelenTypHbIX 61aHKOB MUHMCTEPCTBA OCYIECTBIIsIeTCs heiepabHbIM rOCYAapCTBEHHBIM GIO/IKE THBIM
yupexaeHyeM, HaXo4AIMMCS B BeleH!1 MUHMCTepCTBa (fajlee COOTBETCTBEHHO - Pe3epBHbIii 3arac, I0/IBeIOMCTBEHHOE yUpesKIeHMe).

16. PaGOTHMK, HA3HAUEHHBII NPUKAa30M PYKOBOIMUTEIS YIIOMHOMOYEHHO/ Opranm3aryy (yIoJIHOMOYeHHOJ OpraHu3aiuy, ofiBeOMCTBEHHOTO YUPeXKIeHVsT) OTBETCTBEHHBIM 3a
perucTpanmio, XpaHeHue U yUeT CIIeIMaIbHbIX PeleNTYPHbIX 6/IaHKOB (ajee - OTBETCTBEHHbI PaGOTHYK), HA OCHOBAHMY JOBEPEeHHOCTH, 0OPMIIEHHOI! B ITOPSIIKE, YCTAHOBIEHHOM
3aKOHOAaTenbcTBOM Poccuiickoit Gefepanui (C MOAMMCHI0 PYKOBOAUTEIS YIIOTHOMOYEHHO OpraHu3anuy (YIIoTHOMOUeHHO OpraHu3alyi, II04Bef0OMCTBEHHOTO YUPEXIeHNsT),
[JIaBHOTO GyXTajuTepa, 3aBepPeHHBIX KPYIVIOi eUaThio), OIyJaeT ClelanbHble pelenTypHble OIaHKM U OCYIIECTBISIeT BeieHIe JKypHaIa PerucTpalym 1 yueTa CrelanbHbIX
peLenTypHbIX 61aHKOB, K KOTOpOMY Mpuobiuiaet ¢hoTo- 1 (MaM) BuaeoMaTepyabl, moaTeepxkammme hakT obopMIeHMs pelleNITYPHbIX GIaHKOB Ha JOMY (TIpY HaJIMYWM).

17. JKypHas perucrpaumy 1 yyera crieliMaabHbIX PELeNTyPHbIX GIaHKOB IO/DKEH ObITh IIPOHYMEPOBAH, IPOLIHYPOBAH, MMETb Ha MOCIeIHE CTPaHNIIe 3aMTUCh, COTEPIKALILY0
KOJIMYECTBO CTPAHUL], TIOJTHOE Ha¥MEHOBaHMe YIIOJTHOMOYEHHO Opranm3anmy (MeAULIMHCKOM OpraHu3aluy, oABeJOMCTBEHHOTO YUPEKIEHMST), 8 TAKKe CKPeIlIeH MOAINUChI0

PYKOBOZAMTEJISI ¥ TTeYaThio YIIOTHOMOUYEHHOV opranusanmm (MeIULMHCKOM OpraHu3aluy, NogBeJOMCTBEHHOIO YUPEeXAeHNs).

JKypHas peruerpanmm 1 yuera CrielMaibHbIX PELenTypHbIX 6JIaHKOB Pe3epPBHOTrO 3araca MUHUCTePCTBA CKPEIUISIeTCs TAKKe [OAMUCHIO AUPEKTOPA (B C/Ty4ae ero OTCYTCTBUS -
3aMecTHTelst AMpeKTopa) JlenapraMeHTa peryamMpoBaHys 06palleHust 1eKapCTBeHHbIX CPENCTB U MEAMIMHCKIX M3Iemit MUHUCTEPCTBA U 1evaThio MUHMCTEPCTBA.

18. BKypHasie perucTpanyy 1 yueTa ClieliaJbHbIX peljelITypHbIX 671aHKOB YKa3bIBAKTCA CIeAyIole CBeIeHN .

IIOpS[,ELKOB]:IIZ HOMeEp 3aIncu;

8]

TIPUXO], CIIeLMAbHBIX PELENTYPHbIX GIAaHKOB:

a) PEeKBM3UTBI M IaTa PerUCTPaLMy IPUXOSHOTO NOKYMEHTa;

6) obIee KOJIMYECTBO MOCTYMMBIIMX CIIELMATbHBIX PeLIeNTYPHbIX GIaHKOB;

5) Cepus M HOMeD CIeL1aTbHOIO PeLeNTypPHOro 6aHKa;

r) KOJIMYECTBO CIeL1albHbIX PeLieNTYPHbIX 67IaHKOB 10 KaskIO0it cepuu;

1 bamuust, UMs1, OTUECTBO (TIOC/IeIHee - IPY HAJIMYMM) U TIOAMUCH OTBETCTBEHHOTO PaGOTHMKA;

Pacxof CrelaIbHbIX PelleNITYPHbIX G/IaHKOB:

W

a) [aTa BbIAAuU CIIeIMAaIbHBIX pelelNTYPHbIX GnaHKOB;
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6) CepuM M HOMepa BBIJAHHBIX CIIeMAJIbHBIX PELEeIITYPHBIX GJIaHKOB;

;) KOJIMYECTBO BbIZAHHBIX CIIELMaJIbHBIX PEeLEeNTYPHBIX 671aHKOB C YKazaHuem B CKOOKax KOMMYECTBA CIIeIVaTbHbIX peuenTypHbIX 61aHKOB, BbITAHHBIX JIJIST OCI)O])MJIEHVI?{ Ha oMY,

) (bammiust, MMsi, OTYECTBO (TTOCIeHEe - TIPY HATMUMM) ¥ TTOAIIICH JINL[A, OMYYMBILIETrO ClielaabHble PeLenTypHble GIaHKM;

-

1) KOJIMYECTBO CITEMAIbHBIX PELeNITYPHbIX OIAHKOB, 0pOPMIIEHHbIX Ha IOMY;

) (baMms, MMsl, 0TYeCTBO (TIOC/IeHee - PV HAIMUMM) U MTOAINCH M1, 0GOPMUBLIETO ClIelMaIbHbIE PelelITypHbIe GJIAHKY Ha JOMY;
4) bamuins, UM, OTYECTBO (TTOC/IeHEe - TPU HAMYMU) U TIO[ICH OTBETCTBEHHOTO PaGOTHMKA;

5) OCTaTOK CIelMaTbHbIX PELeNTyPHbIX GIaHKOB.

19. CrenyanbHbIi peuenTypr}ﬁ 6JIaHK SIBJISIETCST AOKYMEHTOM CTpOFOﬁ OTYETHOCTH. 3arac CrenyanbHbIX penenTypHbIX 6/IaHKOB B MEIUIIVTHCKO OpraHu3anyuy NO/DKeH XPAaHUThCSA
B CIlelaJIbHbIX ITIOMEIIeHUsIX, ceﬁd)ax WIN B CIIEIMAJIbHO M3TrOTOBJIEHHBIX LLIKB.CIJB.X, 06GUTHIX OLIMHKOBAHHBIM JK€JI€30M, C Ha/I€XKHBIM BHYTPEHHMM WM HaB€CHBIM 3aMKOM.

IMomerueHus, ceitdbl, WKadbl, B KOTOPBIX XPAHSTCS CIIELMATbHbIE PELeNTYPHbIe 6IaHKM, JO/KHBI ObITh 3aKPBITHI HA 3aMKY ¥ TIOC/IE OKOHYAHVSI PabOThI OIleYaTaHbl [eYaThio
YIIOJTHOMOYEHHO OpranmM3aumy (MeAVLMHCKOM OpraumM3anmm) Uin orioMOMpoBaHbI.

20. B MeAMIIMHCKMX OpraHM3aLMsIX 3anac ClelMaabHbIX pellelITyPHbIX 6/1aHKOB He JJOJDKeH TpeBbILIaTh FOA0BO HOTDQGHOCTI/I.

21. Paspelaetcs BbIAaBaTh MeIUIIMHCKOMY PaGOTHUKY, MMeEIOIeMY ITPaBo Ha3HAuaTh HAPKOTUUECKYE (IICUXOTPOITHBIE) JIEKAPCTBEHHbBIE MTPenapaTsl, eAMHOBPEMEHHO He 6onee
IIBaZILIATY CIIEIVIaIbHBIX PeIeNTYPHBIX GTaHKOB.

MepuumHckue paﬁOTHl/IKM, BBINNCHIBAIOLIYE PeLleNThl Ha HapKOTHUUeCKMe (TICUXOTPOITHbIe) TeKapCTBeHHbIe NperapaThl, Ha OCHOBAaHMUM MIpMKa3a PyKOBOMUTESI MeAULMHCKOM

OpraHMsauyy HeCYT JIMYHYIO OTBETCTBEHHOCTDb 32 COXPAHHOCTD IMOTYYEHHBIX CIIeLMaJIbHBIX PELeNTYPHbBIX 61aHKOB. CrienaabHbie peuenTtypHbie 6nam<n, TI0TyYeHHbIe
MeIMIVHCKUM paﬁOTHI/IKOM, XPpaHATCA 1o, 3aMKOM B Ceﬁ(bax, MeTa/JIM4yeCKUxX Lm(a(bax WU MeTa/VIMYeCKUX SIIMKax.

22. B MEOUUMHCKOM OpraHu3aIym CoO34aeTcst IOCTOSIHHO e/ CTBYIOIAst KOMMUCCHSI, KOTOPasi He peske 1 pa3a KBapTai (IO PelIeHNI0 PYKOBOLUTENSI MEOUIMHCKOI OPTaHM3ann
BO3MOKHO Yallie) OCYILIeCTB/ISIET [IPOBEPKY COCTOSIHYS PErMCTPALIMM U yUeTa CIIeLMaIbHbIX PeLEeNTYPHbIX 6JIaHKOB, B TOM YMCIIe ITyTeM CBEPKM 3aIlyceii SKypHaia permcTpaium u
ydeTa CreluaIbHbIX PEleNTyPHbIX 67IaHKOB, ¢ GaKTMYECKUM HaIMIMEM CIeMaTbHbIX PEIeNTYPHbIX 6IaHKOB, 8 TAKXKE IIPOBEPKY COCTOSIHUS XPAHEHMSI CTIeLMalbHbIX PeLeNTYPHbIX
6TaHKOB.

ITo pe3ynbTaTaM MPOBEPKY B KypHa/e PerycTpanyu 1 yueTa CrielMaJbHbIX PeLleNITYPHbIX GIaHKOB Je1aeTcsl 3amiCh O pe3yabTaTax MPOBeIeHNs CBePKY JaHHbIX, 3aKpeIuIeHHas
MOATMCSIMY BCEX YWIEHOB KOMUCCYM, VIV CO3[AETCSI CIIelMalbHbIil aKT IPOBEPKIU.

23. QenepanbHble OPTaHbl VICIIOMHUTEIbHO BIACTH M OPraHbl UCIIOHUTEIBHOI BacTy cy6bekToB Poccuiickoit demepaliny OCyLieCcTBISIIOT KOHTPOMb 32 OpraHmu3anmeit
perucTpanuu, yueTa 1 XpaHeHusI CrielMalbHbIX PeLleNTYPHbIX 6IAHKOB B YIIOTHOMOUEHHBIX OPraHM3alMsIX M MEAULIMHCKUX OPraHU3aLVSIX.

24. Bblava crienmanbHbIX peLleNTypPHbIX GIAHKOB 13 pe3epBHOro 3anaca MuHucrepcrBa denepanbHbIM OpraHaM UCIIOIHUTENbHO BJIACTH M OPraHaM UCIIOTHUTEbHO BIACTU
cy6bexToB Poccmiickoit Peepariyy OCyIeCTBISIeTCSI OTBETCTBEHHBIM PaGOTHMKOM MOBEIOMCTBEHHOTO YUPEXKAEHMsI HA OCHOBAHMUY PelLIeHNsI 06 OTITyCKe CIIelMaabHbIX
peLenTypHbIX 61aHKOB, 0GOPMJIEHHOTO B BIJe NIICbMa, MTOATIMCAHHOTO AMPEKTOPOM (B CTy4ae ero OTCYTCTBUS - 3aMeCTUTeNIeM AMpeKTopa) JlerapraMeHTa perylnMpoBaHus
o6paleHust IeKapCTBEHHbIX CPENCTB U MeIUIVHCKUX U3enit MUHMCTepCTBa.

HpoBepKa AesATeJIbHOCTYU IOABEAOMCTBEHHOTO YUPEXIEeHM 110 PeTUCTpalun, yYeTy M XpaHEHUIO Pe3ePBHOTO 3ariaca OCyIeCTBIISETCA ﬂel’[apTaMeHTOM peryamMpoBaHus 06paH.leHM$I
JIeKapCTBeHHBIX CPEeJICTB ¥ MeIMUIIMHCKUX U3aennii MuHucTepcTsa 2 pasa B rop He 1osaHee 20 yucna Mecsua, cnenyrmero 3a MCTeKIMM IoyroaeM.

Ipunosenue N 6
K npuxasy Munucmepcmea 30pasooxpaneHus

Poccutickoli @edepayuu
om 24 Hos6ps 2021 2. N 1094H

[TPABUJIA O®OPMJIEHVA PELIEIITOB, COOEPXKAIIVX HASHAUEHWE HAPKOTUYECKMX CPEJICTB WIN
I[TCUXOTPOITHBIX BELIECTB, B TOM UM CJIE B ®OPME 23JIEKTPOHHbBIX TJOKYMEHTOB

I. OdpopMmiieHne perrenta Ha GyMa>kHOM HOCHUTEIe

1. Ha penenTtypHbIx 61aHKax Gopmsr N 107/y-HII B 1eBoM BepXHeM YITy IPOCTaBIISIETCS IITAMIT MEAVILIMHCKOM OpraHM3aIyi ¢ yKa3aHueM ee IOJTHOTO HaMeHOBaHusl, aipeca u
TeneoHa ¢ aTOi BBIIIVCKY (HaToj opopMiIeHNs) pellenTa Ha JIeKapCTBeHHbII IIperapar.

PeuenrtypHble 61aHky dopmbl N 107/y-HIT ©3roTaBanBaloTCst UCKIIOUUTEIBHO TUITOTPAQCKUM CIIOCOO0M.

2. Ha penenTypHbIX 6;1aHKaX, 0OPMIIsSieMbIX MHANBYYaTbHbBIMY MPEeIIPYHIMATENSIMY, MMEOIIMMM TUIIeH3MI0 Ha MeIVLIMHCKYIO IeSITeIbHOCTD, B BEDXHEM JIEBOM YITTY
TUIIOrpaCKMM CIIOCOG0M MM IyTeM IIPOCTaBIeHMs IITaMIIA JO/DKeH GBITh YKa3aH afipec MHAMBYUIYaIbHOTO IIPeJIPYHIMATes], HOMep U aTa IULeH31M, HaIMeHOBaHye OpraHa
rOCyZapCTBEHHOM B/IaCTH, BbIJABILIETo JIMLIEH3MIO.

5. PenenitypHble 6manku ¢popmbl N 107/y-HII 3aronHSIIOTCS MEAMULVHCKMM PaGOTHMKOM YePHWIAMY WM IIAPUKOBOJ PYUKOIL.

4. Jlorryckaercst oopMIeHMe BCeX PeKBU3UTOB (33 UCK/IIOUeHreM pekBu3uTa "Tlonnuce Jievalero Bpava (HogIuch derbaliepa, akylepky)"') pelenTypHbIX 6;1aHKoB popmsl N 107/y-
HII ¢ ucnonp3oBaHMeM neyaTawIIMUX YCTPONCTB.

5. B penenitypHom 61aHKe dopmer N 107/y-HII B cTpokax "®@aMuiiuist, MMsl, OTYCTBO (TTOCTeIHee - TPV HaIMuMM) ranyeHTa’ ¥ "Bo3pact” yka3bIBalOTCs OTHOCTBIO hamMuius, ums,
0TYeCTBO (TOC/IeHee - IPY HalM4MM) TalMeHTa, ero BO3pacT (KOAMYEeCTBO MOMHBIX JIeT).

JlonycTMO yKa3aHKe JaThl POKAEHMS MalyeHTa.
6. B peuentypHoMm 6raHke dpopmbl N 107/y-HIT:

1) B crpoke "Cepust M HOMeD T0/1Ca 06SI13aTENBHOTO MEIUIIMHCKOTO CTPAaXOBaHMsl" YKa3bIBAETCS HOMED IO/IMCa 06513aTe/IbHOTO MEAMIIMHCKOTO CTPAXOBAHMSI MalyeHTa (pu
HAJIMYNN);

2) B cTpoke "Homep MeAMIMHCKOI KapThl' YKa3bIBaeTCsl HOMEP MeAMIMHCKOM KapThl Mal1eHTa, TOMYYaloliero MeAMIMHCKYIO TOMOIb B aMOY/IaTOPHBIX YCIOBUSIX, MU UCTOPUM
60/1e3HY MALIMEHTA, BBITUCHIBAEMOTO M3 MeOVIIMHCKOM OpraHmn3aumu;

3) B CTPOKe "®amMuinsi, UMsI, OTYECTBO (TTOC/IeSHee - TPY HaIM4IMM) Jiedalero Bpava (bebauiepa, akyepky)" yKasblBaeTcsl MOMHOCTbIO haMWINs, UMSI, OTUECTBO (TTOC/IeSHee - TPU
Hanuuu) Bpava (denpaiiepa, akyuiepku), BbIMKUCABLUIETO PELENT HAa HAPKOTUUECKUI (TICUXOTPOITHBIN) IeKapCTBEHHBIN Mpenapar.

https://normativ.kontur.ru/document?moduleld=1&documentld=408258&ysclid=m2bwu59pae680134493 18/19



16.10.2024, 16:31 Mpukas MuHagpasa PO ot 24.11.2021 N 1094H — Pepakumsa ot 24.11.2021 — KoHTyp.Hopmatus
7. Brpade "Rp" peuenrtypHoro 6;1anka ¢popmer N 107/y-HII yka3biBaeTcs:

1) HaMMeHOBaHMe JIeKapCTBEHHOTO TIpernapara (MeXXIyHapoJHOe HellaTeHTOBaHHOe HaMeHOBaHue, TPYINMPOBOYHOe MM XMMIYeckoe HayMeHOBaHye, TOProBoe HayiMeHOBaHe)
HA JIATMHCKOM SI3bIKe WJIM Ha PYCCKOM $I3bIKe, POpMa BBIITyCKa, JO3MPOBKA, KOMMYECTBO (YKa3bIBaeTCsI IIPOIMCHIO Ha pelienTypHOM G1aHKe opmel N 107/y-HIT);

2) Ccrnoco6 mpMMeHeHMsI TIeKapCTBEeHHOTo MpenapaTa Ha rocyAapcTBeHHOM si3bike Poccuiickoit @efeparyy Wiy Ha ToCyoapcTBeHHOM si3bike Poccuiickoit @emepaiuu u
rocyIlapCTBEHHOM sI3bIKEe PecITy6/IMK 1 MHbIX SI3bIKax HapomoB Poccuitckoit @epeparmm <1>.

<1>Yacts 1 crathy 15 3akoHa Poccuiickoit @emepaumm ot 25 okTs6pst 1991 r. N 1807-1 "O si3pikax HapogoB Poccuiickoit ®epepanmn’” (ganee - 3akoH N 1807-1). (BemomocTu cbeszia
HaponHbix genytatoB PCOCP u BepxosHoro CoBeta PCOCP, 1991, N 50, ct. 1740).

8. IIpu opopmieHNM pelienTypHbIX 6IaHKOB 3aMpelaeTcs OrPaHNYMBATBCS 00LIMMM YKa3aHMUSIMMU, HarIpuMeD, "BHyTpeHHee', "VI3BecTHO".

9. TIpu odopmiieHMM NaLMeHTy perentypHoro 6ianka hopmbl N 107/y-HIT Ha HAPKOTUYECKMIT (ICUXOTPOIIHBII) JIeKAPCTBEHHBII Iperapar B paMKax OKa3aHusl MeIULIMHCKO
TTOMOILY TIPY OTIpeJieJIeHHOM 3a60/IeBaHUM TAKOV PELIeIIT 3aBePsIeTCs:

1) TIOLIMCHIO ¥ JIMYHOV IeYaThio Bpaya 60 nmoanmuceio denpamepa (akyuepkim);

2) TeYaTblio MEIUIVHCKOI OpraHu3aIyu, IM60 CTPYKTYPHOTO MoApasaeeHns: MeAULIMHCKOI opranm3anyy "[Ijst pelienToB", KoTopasi POCTaB/ISIeTCS IMLIOM, YIIOTHOMOYEHHbIM
PYKOBOZMTENIEM MEOUIIMHCKOM OpraHmn3anmm ¢ ykazanmem dbamMuinm, MMEeH!, OTYeCTBa (MOCTeAHee - IPU HAIMUMU) U TIPOCTABIEHMEM ero JIMUHOM MOATIUCH.

B cryyasix Heo6xoauMocTy 0bOpMIIeHMST pellerTa Ha HapKOTUYEeCKMiA (TICMXOTPOIHbII) JIeKapCTBEHHbIN IpenapaT Ha JOMY B paMKaX OKa3aHMsI Ma//IMaTUBHOM MeIUIIVHCKOM
TTOMOILY TOITYCKAeTCSI MpeiBapUTeIbHOE 3aBepeHIe PellerTa MTaMIIOM MeJUIIMHCKO OpraHu3aiyu, NeyaTbio MeJUIMHCKOM OpraHu3auum 1160 CTPYKTYPHOTO MOpa3ieneHust
MeIMLMHCKOM opranusaummu "[IJis pelenToB”’, KOTOpast IPOCTaBISIeTCs IUL,OM, YITIOTHOMOUYEHHBIM PYKOBOAUTEEM MeAUIIMHCKOM OpraHu3ainmm, ¢ ykasanuem baMuinu, MMeHH,
0TYeCTBa (TIOC/IeHee - P HaJIMUMM) U IPOCTABIEHMEM €ro IMYHOI moanucu. IIpy 9ToM B JKypHae perucTpanyu 1 yueTa pelleNTypHbIX G1aHKOB B COOTBETCTBUM ¢ [Topsiikom
perucTpanuu, yueTa u XpaHeHMsI CrielMalbHbIX PeLleNTyPHbIX 6IAHKOB HA HAPKOTUYECKME CPECTBA WM TICUXOTPOITHbIE BEIeCTBa, YTBEPSKAEHHbIM HACTOSIIVIM IIPUKA30M, [eaeTcs
OTMeTKa O ero Bbiaue /jist oopMiIeH s Ha IOMY, a TAKKe OTMETKa, YO0CTOBepEeHHas MOAIICHI0 Bpaya Jinbo denpuiepa (akyiepki), 0bOpMIUBIIETO PELenT, 0 GhakTe ero
odopMIIeHNsI, KOTOPBIi MOXKET GBITh JOIIOTHUTENbHO MOATBEPKIEH (HOTO- U (M/IM) BUIeOMaTepuaaaMm.

B cTpoke "OTMeTKa anTeYHOI OpraHu3alym 06 OTITycKe" CTaBUTCSI OTMETKA alTeYHOii OpraHm3anyy 06 OTIycke HaPKOTUYECKOro (ICUXOTPOITHOr0) JIeKapCTBEHHOTO pernapara (C
YKa3zaHueM HayMeHOBaHYsI, KOJIMYEeCTBA OTIYIIEHHOTO HAPKOTUYECKOTO (ICUMXOTPOITHOT0) JIEKaPCTBEHHOTO IIperapara 1 JaThl ero OTITYCKa), KOTOPast 3aBepsIeTCsl MOATINCHIO
paboTHMKA alITEYHO/ OPraHM3aLMM, OTITYCTUBILETO HAPKOTUUECKUIT (TICMXOTPOITHBIN) JIeKapCTBEHHBIN Mperapar (C ykazaHueM ero GaMuwinm, MMeH!, OTYeCTBa (Moc/iegHee - IPu
Ha/lIM4Mm), a TaKKe KPYITIOi MevaThio alTeyHoi OpraHn3anyim, B OTTUCKE KOTOPO# OKHO GbITh MAEeHTUOUIMPOBAHO ITOJTHOEe Ha¥MEHOBaHMe alTeyHoi OpraHu3amum.

10. Ha opHoM perentypHoMm 6ranke ¢opmsl N 107/y-HII paspeniaeTcst OCyleCTBIISITh Ha3HaYeHe TOJbKO OLHOTO HaMeHOBaHMS JIeKapCTBEHHOT'O IIperapara.

11. VcnpaBneHus B pelieniTe He AOMYCKaIOTCS.

II. Obopmienne penenrta B opme 31€KTPOHHOrO JOKYMEHTa

12. Perent B )opMe 3/IeKTPOHHOTO JOKYMEHTa, OAMMCAHHOTO YCUJIEHHO KBAIM(MULIMPOBAHHOI 3JIEKTPOHHOI MOATNCHI0, GOPMUPYETCS MEAULIMHCKUM PAGOTHUKOM, CBELEHMUS O
KOTOPOM BHeCEHbI B (eZiepanbHblii PerucTp MeOULIMHCKMX PAGOTHMKOB <2>, a TaKKe MPU YCIOBUY PErMCTPALMM MeAMUIMHCKOI OpraHu3alyiy, B KOTOPOii 0popMIISIeTCS PeliernT, B
dbenmepanbHOM peecTpe MeIMIMHCKUX OPraHU3aINii <3> eIMHOI rocyIapCcTBeHHO! MHGOPMAaLMOHHO C1CTeMBbI B cdepe 3ApaBoOOXpaHeHMs Y IOAKIIOUEHVIS TAKOM MeJVIIMHCKO
opraHusalyu K rocyJapCcTBeHHOM MHGOPMaLMOHHOI cucTeMe B chepe 31paBooxpaHeHus cyobekTa Poccuiickoit @emepanmm <4>.

<2>Yacrb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHOaTenbcTBa Poccuiickoit ®emepaunn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).
<3>Yacrb 4 cratbu 91.1 GepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOaTenbcTBa Poccuiickoit ®emepaunn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).
<4> Crarpu 91 n 91.1 ®epepanbHoro 3akoHa N 323-03 (Co6paHue 3akoHOHaTenbcTBa Poccuiickoit ®epepannn, 2011, N 48, ct. 6724).

15. Ilo Tpe60BaHMIO MaLlMeHTa UM eT0 3aKOHHOTO MpeJcTaBuTesNst 0QOpPMIISeTCst SK3eMIUISIP pelienTa B popMe 3/1eKTPOHHOTO IOKyMeHTa Ha 6yMakHOM HOCHTeJle C OTMeTKO
"Jly6iIKaT 31eKTPOHHOTO JOKYMeHTa .
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