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

MUVHJCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJEPALIVI
[IPVIKA3
ot 24 Hos16pst 2021 . N 10941
OB YTBEPXIEHWU ITOPSIIKA HA3HAUEHNS 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, [TOPS/IKA X M3TOTOBJIEHUS, PACITPEZIEJIEHUS,
PETUCTPALIMU, VUETA U XPAHEHUS, A TAKKE ITPABUJT O®OPMJIEHUS BJIAHKOB PEIIEITTOB, 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 ®emepaunn, 2011, N 48, c1. 6724; 2017, N 31, c1. 4791), niyukrom 2 cratbu 26 defepaabHOro 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), nognyukramu 5.2.177,
5.2.178 u 5.2.179 nmynkra 5 ITonoxkenust o MuHMcTepCcTBe 31paBooxpaHeHust Poccuiickoit @eneparuy, yrBepKAeHHOro nmocraHoBneHueM [IpaBurenbcrBa Poceuiickoit demepanuy ot
19 mions 2012 r. N 608 (Cobpanue 3akoHozarenbcTBa Poceniickoit @epepannu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), IpMUKa3bIBaIO:

1. YTBepAUTb:

IMopsiioKk Ha3HAUeHMs JIeKapCTBEHHBIX IPerapaToB COIacHo npuiaokeHuio N 1;

hopMBbI perienTypHbIX 671aHKOB Ha JIeKapCTBEHHBIE MperapaThl COMIACHO MpuIokeHuio N 2;

[Topsimok oopMIIeHNSI PeLleNITyPHBIX GJIAHKOB Ha JIeKapCTBeHHbIe TIperapaTsl, X yueTa M XpaHeHMsl COIIaCHO npuitoxeHuio N 3;

(hopMbI 671aHKOB PEIIEeNTOB, COAePKALUIMX Ha3HAUEHME HAPKOTUUECKUX CPEICTB MU NICUXOTPOITHBIX BELIECTB, COTIACHO MpuioxkeHuio N 4;

TTopsifOK M3rOTOBJIEHMSI, PACIIpe/ie/IeHNs], PErMCTPALMY, YUeTa U XPaHEeHNsI PELieNITOB, COAePIKalMX Ha3HaYeHe HapPKOTIIECKIX CPELICTB VIV IICMXOTPOITHBIX BELIeCTB COIACHO
npunoxxeHuio N 5;

ITpaButa oopMIeHNS peLleNTOB, CoAepsKalX Ha3HaueHye HAPKOTUYECKMX CPEICTB MV IICHMXOTPOITHBIX BEIECTB, B TOM YKC/Ie B GOpPMe 37eKTPOHHBIX JOKYMEHTOB COITIACHO
npunoxeHuo N 6.

2. TIpU3HATH yTPATUBLIMMIY CIITY:

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poceuiickoit @enmeparymy ot 1 asrycra 2012 r. N 541 "O6 yrBepsknernuu Gpopmbl 671aHKOB PEIIeNTOB, COAepKalMX Ha3HaAuUeHue
HapKOTMYECKUX CPEICTB MIIU TICUXOTPOITHBIX BELIECTB, IOPSKA UX U3TOTOBJIEHMSI, PaCIIpeie/IeHMs], PETUCTPALMY, yUeTa U XPaHeHMsl, a TaKkKe mpaBuI ohopmieHus "
(3apeructpupoBad MunucrepctBoMm roctuimm Poceniickoit @egepaunn 15 asrycra 2012 r., peructpanyoHHslii N 25190);

npukas MuHucrepcrsa 3apaBooxpaHenus Poceuiickoit @enepauyy ot 30 mions 2015 r. N 3851 "O BHeceHMM M3MeHeHMI1 B TpMKa3 MuHMCTepCcTBa 34paBooxpaHenust Poccuiickoit
®epnepartyy ot 1 aBrycra 2012 r. N 54H "0O6 yrBepskaeHumn Gopmbl 61aHKOB PELIeNTOB, COAepsKallMX Ha3HaYeHMe HAPKOTUUECKMX CPEICTB W/IM IICUMXOTPOITHBIX BEIIECTB, MOPSIAKA UX
M3TOTOBJIEHNS, PACIIpefieNIeHys], PeTMCTPALiM, yUeTa ¥ XpaHeHMs], a Takke mpasui opopMiIeHNs " (3aperncTpupoBaH MuHMCTepcTBOM focTuiyy Poccuiickoit @enepannm 27 HOSIOPst
2015 r., perucrpanyonHslii N 39868);

npyka3 MuHucrepcTBa 3apaBooxpaHenns Poceuiickoit @epepanyy ot 21 anperns 2016 r. N 2541 "O BHeceHMM U3MeHeHMI B pyuKa3 MuHKUCTepCTBa 34paBooxpaHeHus: Poccuiickoit
®epeparyy ot 20 fekabpst 2012 r. N 11751 "O6 yTBepskAeHUM MOPsiAKa Ha3HAYEHVs 1 BbINVCHIBAHNS JIEKAPCTBEHHBIX [IPENapaToB, a Takke GOPM pelieNTyPHbIX 671aHKOB Ha
JIeKapCTBeHHbIe TIperaparsl, mopsaka oGopmieHNs yKa3aHHbIX 61aHKOB, MX yyeTa 1 XpaHeHus1" 1 ipwioxkeHne N 2 K nmpukasy MuHucrepcTBa 31paBooxpaHeHust Poccuiickoii
®epepanyy ot 1 aBrycra 2012 1. N 541 "0O6 yrBepsknenvn GopMbl 671aHKOB PELIeNITOB, COlePKAIIMX Ha3HAUeH)e HAPKOTHUECKVX CPeICTB WM IICUXOTPOIIHBIX BEIleCTB, OPSIKA X
M3TOTOBJIEHNS, PACIIPeZiesIeHNs], PeTMCTPpaLiy, yueTa ¥ XpaHeHMs, a Takke npasui opopmiieHns” (3aperucTpupoad MuHucrepeTBoM loctuiym Poceniickoit @enepanny 18 mionst
2016 r., peructpanmoHHbiit N 42887);

ITYHKT 4 M3MeHeHMi4, KOTOpble BHOCATCS B HEKOTOPbIe IIpMKa3bl MUMHMCTEPCTBA 3/IpaBOOXPaHeHMs U COLMaIbHOrO passuTus Poceniickoii ®enepaunm u MuHmuCcTepCTBa
3/ipaBooxpaHeHus1 Poccuiickoit defepaniniy o Bonpocam ob6palieHust ieKapCTBEeHHBIX IperapaToB, CoflepsKalliX HapKOTHYecK1e CPefiCTBa, ICUXOTPOIIHbIe BellecTBa U UX
MPeKypCopbl, 1 TeKapCTBEHHBIX CPe/ICTB, MOAJIeXKAIVX [IPeIMEeTHO-KOINYeCTBeHHOMY YUeTy, YTBep)KIeHHbIX Tp1Ka3oM MuHKcTepcTBa 3apaBooxpaHennst Poccuiickoit ®epepaunn
ot 31 okrs6pst 2017 r. N 882H (3aperucrpupoBad MuHucTepcTBoM foctuumy Poceuiickoit @eneparym 9 stuBapst 2018 r., perucrpanyonHsiii N 49561);

npuka3 MuHucTepcTBa 31paBooxpaHenus Poccuiickoit @eneparyy ot 11 nekabpst 2019 r. N 10211 "O BHeceHuM usmeHeHuit B npuioskeHust N 2 1 4 K npukaszy MunucrepcTa
3apaBooxpaHeHust Poccuiickoit @emeparmu ot 1 aBrycra 2012 r. N 541 "O6 yrBepskaeHnn GopMbl 6;1aHKOB PELENTOB, COAePKalIMX Ha3HAUeHMe HAPKOTUUECKUX CPELCTB MU
MICMXOTPOTIHBIX BEIIeCTB, MOPSI/IKA VX M3TOTOBJIEHNS, paclpeielieHts], PerUCTPaluy, y9eTa M XpaHeHus], a TakKe IIPpaBuI obopMIeHNs" (3aperncTpiupoBaH MUHICTEPCTBOM IOCTULIAN
Poccuiickoit ®enepanyu 28 siuBapst 2020 T., perucrpaunonHsiit N 57293);

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poceuiickoit @eneparymy ot 8 okrsiopst 2020 r. N 10761 "O BHeceHMM u3MeHeHMit B [IOpsIIOK perucTpanym, yuera 1 XpaHeH sl CIIeIaTbHbIX
peLenTypHbIX 6IaHKOB Ha HAPKOTUUECKYE CPENCTBA MY TICUXOTPOITHBIE BEIeCTBA, YTBEPKAEHHbII MpMKa3oM MuHucTepcTBa 3n1paBooxpaHenus Poccuiickoit @eneparyu ot 1
asrycra 2012 r. N 54H" (3aperncTpupoBad MuHMCTEPCTBOM ocTMLMK Poccuitckoit ®epepaumu 13 Hosi6pst 2020 T., perucrpaumonHbiit N 60898);

npuka3 MuHucrepcTBa 3paBooxpaneHnst Poccuiickoit @enepauyy ot 14 ssusapst 2019 1. N 41 "06 yTBep>KaeHUY TTOpsiiKa Ha3HAUeHMsI leKapCTBEHHBIX ITPerapaTos, GopMm
peLernTypHbIX 61aHKOB Ha JIeKapCTBEHHbIE MTperapaThl, Mopsiika obopMIeHMsT YKa3aHHbIX 6JIaHKOB, MX yueTa M XpaHeHusl" (3apermcTpupoBaH MUHMCTEPCTBOM OCTULIMM Poccuitckoi
®epeparyu 26 mapta 2019 r., perucrpaiymonHsiit N 54173);

npuka3 MuHucrepcTBa 3apaBooxpanenns Poceuiickoit @epepanym ot 11 nexabps 2019 . N 10221 "O BHeCeHMM M3MeHEHMIi B TpyuKa3 MyHMUCTEpCTBa 34 paBooxpaHenus Poccuiickoi
®epneparyy ot 14 ssuBapst 2019 1. N 41 "06 yTBep)KAeHMY OPsAKa Ha3HAUeHVsI JIeKapCTBEHHbIX IIPenapaToB, GopM peLienTypHbIX 6IaHKOB Ha JIeKapCTBEHHBIE MTPerapaThl, MOopsiika
odopMIeHNS YKA3aHHBIX GIIAHKOB, X yUeTa ¥ XpaHeHus " (3aperucTpupoBaH MuHucTepcTBOM ocTuLimmu Poccuiickoit ®enepaunm 28 situBapst 2020 r., peructTpaimoHHbiit N 57292);

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

IIyHKT 3.8 NTHCTPYKLMM O HOPSIZIKe BBITMChIBAHMS IeKapCTBEHHBIX ITPeIapaToB ¥ 0(OPMIIEHNS] PELIeNITOB 1 TPeGOBaHMII-HaK/IafHbIX, YTBePXKIeHHO/ TpruKka3oM MuHucTepeTBa
3ApaBOOXpaHeHMsI U coLMaabHOro pasButus Poccuiickoit @epepaiyy ot 12 deppans 2007 r. N 110 "O mopsigke HasHAUYEHMs M BbITMChIBAHMS JIEKAPCTBEHHBIX ITPENapaToB, U3HeInit
MeIMLMHCKOTO Ha3HAUeHVSI U CTIeMaIM3MPOBAHHBIX IIPOAYKTOB JIe4eGHOT0 MUTaHuUs" (3aperncTpupoBal MuHucrepcTBoMm roctuiyy Poceuiickoit @eneparuy 27 anpens 2007 r.,
perucTpauyoHHbIi N 9364);
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npuka3 MMHUCTEPCTBA 3IpaBOOXPaHEeHMs ¥ COLMAIbHOTO pa3BuTusi Poccuiickoit ®epepaumu ot 17 mas 2012 r. N 5621 "0O6 yrBepknenuu [Topsiika oTmycka Gpusnyeckum amuam
JIeKapCTBEHHBIX ITPerapaToB JIsl MeAUIIVHCKOTO IPUMeHeHMs, COfepKallMX KpOMe MaJIbIX KOTMYeCTB HAPKOTUYECKUX CPeCTB, ICUXOTPOITHBIX BELeCTB 1 UX IIPeKypPCOpOB Ipyrue
dbapmakonornyeckye akTMBHbIE BellleCTBa" (3aperncTpupoBaH MuHucTepcTBOM roctuiym Poceniickoit ®@enepaummu 1 nionst 2012 1., peructpanyoHHblii N 24438);

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

npuka3 MuHucrepcTBa 3apaBooxpanenns Poceuiickoit @epepanmm ot 21 aprycra 2014 r. N 4651 "O BHeCceHUM M3MEHEHM B IOPSIAOK OTIYCKa (GM3MUECKIM JIMIIAM JIEKapCTBEHHBIX
MpernaparoB AJIsl MeAMLIMHCKOTO MTPYMeHeHMsI, COfep>KallMX KPOMe MabIX KOMIMYeCTB HAPKOTUYECKMX CPeliCTB, ICYXOTPOIHBIX BellleCTB ¥ X IIPeKYPCOPOB pyrue
(apmakonornyeckye akTYBHbIE BelLlleCTBa, yTBePKIeHHbII TPUKa3oM MMHMCTePCTBA 3/[paBOOXPaHeH Vs ¥ COLMaIbHOTO pasBuTusi 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 HEKOTOPbIEe ITPMKa3bl MMHMCTEPCTBA 3[IpaBOOXpaHeHMs M COLMaNbHOro pasButust Poccuiickoii ®epepauuy 1 MuHucrepcersa
3paBooxpaHeHust Poccuiickoit @eneparyy, yrBepKAeHHBIX TPMUKa3oM MuHucTepceTBa 3npaBooxpaHenust Poceuiickoit @eneparyy ot 10 ceHTsI6ps 2015 1. N 634H (3aperucTpupoBaH
MuHuctepcTBoM 1ocTumu Poccuiickoit @epepaunu 30 ceHTsiopst 2015 1., perucrpanyonssiii N 39063);

TYHKT 3 M3MEeHEeHMIi, KOTOpble BHOCSITCSI B HEKOTOPbIe MpuKa3bl MUHMCTEPCTBA 34paBoOOXpaHeHMsI M COLMaabHOTO pa3Butus Poccuiickoit ®enepaiinnu 1 MuHMCTEpCTBA
31paBooxpaHeHust Poccuiickoit @eepaiuy o BOpocam o6palieHust IeKapCTBEHHBIX MTPeNapaToB, COAepsKallnX HAPKOTUYECKIe CPELCTBA, ICUXOTPOITHBIE BEIECTBA U UX
MPeKypCcoOpOB, 1 JIeKapCTBEHHBIX CPECTB, MOAJIEXKAIIMX TPeAMETHO-KOIMYeCTBEHHOMY YUeTy, yTBePXKIeHHBIX MpUKa3oM MUHMUCTePCTBA 34 paBooxpaHeHus Poccuiickoit ®emepaunm
ot 31 oktsi6pst 2017 r. N 882H (3aperucTpmpoBaH MuHMCTEPCTBOM tocTHLMM Poccuiickoit ®emepauyu 9 susapst 2018 r., perncrpaumonHsiit N 49561).

3. Penentypubie 6manku popmpr N 107/y-HII, 3rOTOBIEHHbIE 10 JHS BCTYTUIEHWSI B CUJTY HACTOSIIIErO MTPKKas3a, MOTYT ObITh MCIIOb30BaHbI 10 1 MapTta 2023 ropa.
4. Hacrosuuii npukas BcTynaet B cuity ¢ 1 mapra 2022 r. u geiictsyet 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

[MOPAOOK HASHAYEHV A JIEKAPCTBEHHBIX ITPEITAPATOB

1. OG1Me HoJIoKeHMsT

1. Ha3HayeHue lekapCTBEHHBIX ITPeNapaToB AJIsI MEAUIVHCKOTO IIPMMeHeHus (JaJiee - TeKapCTBeHHbIe ITPerapaTsl) OCYILeCTBIISIeTCs JIevallM BpauoM, GebaLiepoMm, akyIepKoii B
cJIy4ae BO3JIOKeHMSI Ha HUX IIOJTHOMOYMIL Jieqallero Bpayva, Ipy OKa3aHUy MeAMIIMHCKOM TOMOIIM B MEIUIIMHCKUX OpPraHu3anusx <1>, B mopsijike, yCTaHOBJIEHHOM IIPYKa30M
MUHMCTEPCTBA 3APABOOXPaHEHMsI ¥ COLMANBLHOTO pa3BuTust Poccuiickoi ®enepauym ot 23 mapra 2012 r. N 252H "O6 yrBepskaenuu [Topsiika BO3/0okeHus Ha desbaiiepa, akyIepKy
PYKOBOZAMTENEM MEIOVLMHCKOM OPraHmM3almy py OpraHm3anyuy OKa3aHus IepBUYHOM MeVKO-CAaHUTAPHOM MOMOLIM ¥ CKOPOJi MeAMLIMHCKOJ TIOMOILY OTAEMbHbIX GYHKLMIT
Jieyaliero Bpaya 1o HerocpenCTBeHHOMY OKa3aHUI0 MeOVLIMHCKO ITOMOIIM MAlVIeHTy B Iep1oJ, HAabIIOAEeHNS 3a HUM Y €ro JIeYeHus], B TOM YMCIIe 110 Ha3HAUeHMIO U IPUMEHEeHUIO
JIeKapCTBEHHBIX ITPerapaToB, BKIOUYAsi HAPKOTUYECKMe JIeKapCTBEHHbIe TIPerapaThl U IICUXOTPOITHbIE JIEKaPCTBEHHbIE TIperapaThbl’ <2>, MHAMBULYaTbHbIMYU MTPEAPUHUMATENSIMHA,
OCYILECTBIISIIOIIMMM MEAULIMHCKYIO IeSITebHOCTD (anee - MeOVLIMHCKYE PaGOTHUKM).

<1>ITyukr 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).

OduuyanbHbIi MCTOUHMK 37IEKTPOHHOTO JOKYMEHTa COePXKUT HETOYHOCTD: MMeeTcs B BUAly MyHKT 11 yacty 1 cratbyu 2 @efiepanbHoOro 3akoHa ot 21.11.2011 N 323-@3.

<2> 3apeructpupoBad MunuctepctsoM roctuuuy Poceuiickoit ®enepannm 28 anpens 2012 r., perncrpanmoHHbiit N 23971 ¢ M3MeHeHUsIMY, BHECEHHBIMM ITpMKa30M MuHMCTepCTBa
31paBooxpaHeHust Poccuiickoit @eneparyy ot 31 oxrsa6pst 2017 r. N 882H (3aperucrpupoBad MunucreperBoM octunyy Poceniickoit @eneparymy 9 ssuaps 2018 .,
perucrpannonHsiit N 49561).

MepuumuHCKMI paﬁOTHI/IK, OdJOpMMBHII/lﬁ PelenT C HapylIeHeM HAaCTOSALIEro MopsaKa, Wiv pyKOBOOUTEb MeaUIMHCKON OopraHmsanuun obecreynBaoT CBOEBpEMEHHOE
nepeod)opMneHMe Tpe6yeM0r0 [JI1 MaieHTa penernra.

2. CBeneHMSI 0 HA3HAYEHHOM JIeKapCTBEHHOM IIpelapare (HaMeHOBaHMe JIeKapCTBeHHOIO IIperapara, 1031poBKa, CIr1oco6 BBefieHMs U TIpUMEHEHNS, PEXXUM OO03UPOBaHMS,
TIPOAO/DKUTEJIbHOCTD JIeUeHUST U 060CHOBaHME Ha3HAYEHUST JIeKapCTBEHHOTO ITpenapaTa) BHOCSTCSI MeAULMHCKUM paGOTHMKOM B MEJUIVMHCKYIO JOKYMEHTAlWIO IMaleHTa.

B cryuasix, ykasaHHBIX B TyHKTax 8 - 11 Hacrosimero [Topsiika, MeEAVIIMHCKMIT paGOTHUK, HA3HAUMBILNIL JIeKapCTBEHHBII IIperapar, opopMsieT Ha3HaAUeHYe JIeKapCTBEHHbIX
[perapaTos, B TOM YMc/Ie MTOAJIEXAIIMNX M3TOTOBIEHNIO M OTITYCKY allTeYHbIMY OpraHU3aLysIMH (fajiee - TeKapCTBeHHbIe [TPperapaThl MHAMBUAYATbHOTO M3TOTOBIEHNS), HA
pelienTypHOM 6;1aHKe, 0GOPMIIEHHOM Ha 6yMaskHOM HOCHTEJIE 33 CBOEH MOIMChIO (faee - PelenT Ha GYMakHOM HOCUTEJIE), 1 (MJIM) C COIIACHS TIALMEHTA UM €0 3aKOHHOTO
MpeaCTaBUTENS <3> Ha pellenTypHOM 6/1aHKe B JOpMe 3IeKTPOHHOTO TOKYMEHTA C MCII0/Ib30BaHMEM YCUIEHHOM KBaMMGbUIIMPOBAHHO 3/IEKTPOHHO MOAMUCH MEAULIMHCKOTO
paboTHMKa (Hanee - pelenT B GopMe 37eKTPOHHOTO TOKYMEHTA).

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

Perjent B opMe 371€KTPOHHOTO JOKYMEHTA, COIepyKallMii Ha3HaueHy e HapKOTUYECKMX CPEJICTB MM IICUXOTPOIIHBIX BElleCTB, OAMCHIBAETCS C MCIIONb30BaHMEM YCUIeHHOI!
KBaIMMUIMPOBAHHOI 3/IEKTPOHHOM MOATIMCH Jiedallero Bpavya 1y denbauepa, akyuepky, Ha KOTOPBIX BO3/I0KeHbI QYHKIIVM Jevallero Bpaua, ¥ COOTBETCTBYIOIIEH MeIUIVTHCKO
opraHmusaumm <4>.

<4>[lyukr 1 craTey 26 OenepanbHOro 3akoHa ot 8 stHapst 1998 . N 3-33 "O HapKOTMUYeCKMX CpeliCTBax U ICUMXOTPOIHBIX BelecTBax " (Co6paHme 3aKOHOATeNbCTBaA Poccuiickoii
®epnepanmn, 1998, N 2, ct. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbHblii 3akoH N 3-D3).

Ocdopmiienne perenToB B popMe 21eKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B C/IydYae MPUHSTYS YIIOTHOMOUYEHHbIM OPraHOM MCIIOMHUTEbHOI BiIacTy cyOobekTa Poccuiickoit
Qepepaluy B COOTBETCTBMM C IIYHKTOM 4 cTaThu 6 PemepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "06 o6paieHuM TeKapCTBEHHBIX CPEICTB" <5> pellieHus 06 MCIOMb30BaHUN
Ha TeppuTopum cy6bekTa Poccuiickoit Geepaiiuy HapsiAy ¢ pelierTaMy Ha JieKapCTBeHHbIe Mpernaparsl, 0hOpMIEHHbIMM Ha GyMaXkHOM HOCUTEJIE, PEIeNTOB Ha JIeKapCTBEHHbIE
rpernaparsl, chOpMMUPOBAHHBIX B (HOPMeE 3/I€KTPOHHBIX JJOKYMEHTOB.

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

3. IIpu BbIMMCKe MaLMeHTa U3 MeIUIMHCKOI OpraHu3alyy, B KOTOPOii eMy OKa3bIBalach MEeAMIIMHCKAsS TIOMOILb B CTALMOHAPHBIX YCIOBUSIX, TPU HEOOXOAVMOCTY ITPOAO/IKEHNUST
rpueMa JIeKapCTBeHHOTO Iperapara B aMGy/IaTOPHbIX YCIOBUSIX JAHHOMY MAIYIEHTY 0 PellIeHMI0 PYKOBOOVTESI MeAMLIMHCKO OpraHm3aluy Ha3HavaloTes ¢ opopMIeHnemM
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peternta B GopMe 37€eKTPOHHOTO JOKYMEHTa U (W/I1) Ha GyMaskHOM HOCMTeJIe (3a VICK/IIoueHreM oOpMIIeHNS peLieNITOB Ha JIeKapCTBeHHbIe IIpenapaThl, MOAJIeKalye OTIyCKY
6€eCIyIaTHO WJIM CO CKUAKOI) MO0 BIAAIOTCS (TTAILEHTY MIIU €r0 3aKOHHOMY ITPeICTaBUTENI0) OIHOBPEMEHHO C BBITMCKOI U3 UCTOPUY GOe3HM JIeKaPCTBEHHBIE NTPenaparsl, B TOM
yyic/ie HapKOTMYeCKye M IICUXOTPOITHbIE JIeKapCTBeHHbIe IperapaThbl, BHeceHHbIe B cricky 11 v I1I mepevHst HApKOTUYECKUX CPEJCTB, IICMXOTPOIHbBIX BEIeCTB M UX ITPEKypPCOpOB,
nofexamyx KOHTpoio B Poceuiickoit ®enepaunu, yreepxkaeHHoro [IpaBurensctBom Poceniickoit enepannm <6> (gaiee - [lepeyeHb), CUIbHOAENCTBYIOLIVE IeKAPCTBEHHbIE
Mpernaparsl, Ha CPOK MpKeMa MalMeHTOM I0 5 JHeit.

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

4. Ha3HaueHue JIeKapCTBEHHBIX [TPEMIApaTOB MPK OKA3aHMY MEIUIIVHCKOI TOMOLIM B CTAIIIOHAPHBIX YCIOBUSIX MOXKET OCYLIECTBIISIThCS IOCPECTBOM TPeOGOBAHMIT MEIULVIHCKO
opraHu3alyy, HarpaBJsieMbIX B allTeYHble OPraHM3aly, SBJSIIOIIMECs] CTPYKTYPHBIMM TOLpa3ieeHUsIMMY MeOVLIMHCKOM opranmu3aumm. <7>

<7> IlyukT 54 crathu 4 ®epepanbHoro 3akoHa ot 12 ampesnst 2010 1. N 61-03 "06 obpaieHnnn JeKapcTBeHHbIX cpeacTs” (CobpaHue 3akoHOmaTenbcTBa Poccuiickoit @epeparym, 2010,
N 16, c1. 1815; 2019, N 31, cT. 4456) (nanee - ®enepanbHbiii 3akoH N 61-D3).

5. Ha3HaueHye JileKapCTBEHHbIX IIPEIIapaToOB OCYLIECTBISETCS MEOVUIVHCKIM PaGOTHMKOM 110 MEXKIYHapOLHOMY HEIIaTeHTOBAHHOMY Ha¥IMEHOBAHMIO, & TIPY €0 OTCYTCTBUM -
IPYIIMPOBOYHOMY WIM XMMUUECKOMY HaMEHOBAHMIO. B Citydae OTCYyTCTBUSI MEXKIYHAPOLHOrO HellaTeHTOBAaHHOTO HAaMMeHOBAaHMS M IPYIIMPOBOYHOTO MY XMMUYECKOTO
HaMMeHOBaHMsI IeKapCTBEHHOTO MpernapaTa ieKapcTBeHHbIii ITpernapar Ha3Ha4aeTcs MeAULIMHCKMM Pa6bOTHMKOM MO TOPrOBOMY HaMEeHOBAHMIO. [Ipy HanMYum MeAMLIMHCKUX
roKa3aHuit (MHOVBYUIYaIbHAsI HEIIePEHOCUMOCTb, MO KM3HEHHBIM ITOKa3aHMSIM) M0 PellleHMI0 BpaueGHOI KOMUCCUM MeAULIMHCKOI OpraHM3aluy <8> OCyIeCcTBIIsSeTCsl Ha3HaYeHue
1 obopMIIeHMe Ha3HAYEH Vs JIeKapCTBEHHbIX IIPeIapaToB, He BXOASMIMX B CTAHJAPThl MEAULMHCKOI TIOMOILM, pa3paboTaHHbIe B COOTBETCTBUY C ITYHKTOM 14 cTaTbhu 37
®epepanbHOro 3akoHa N 323-03 <9>, uiu He MPeAyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKO peKOMEH/IallMelt, 160 110 TOPrOBbIM HaMeHOBaHMSIM. PellieHne Bpaue6HO
KOMMCCUY MEIUIVIHCKOI OpraHu3anyy GUKCUpPyeTcsl B MeAULIMHCKO JOKYMEHTAIMY MAllMeHTa Y B KypHae Bpaue6HOi KOMUCCUMN.

<8> [Ipuka3 MyHKUCTEPCTBA 3 PaBOOXPAaHEHNS ¥ COLIMAIBHOrO pa3BuTusi Poccuiickoit @emeparyy ot 5 mast 2012 r. N 5021 "O6 yTBepkAeHUM MOPSIAKA CO3[aHMsI U NesITeIbHOCTU
Bpaue6HOM KOMMUCCUMY MeIUIIMHCKOM opranmusaumn” (3aperucTpupoBad MuHuctepcTBoM ety Poceniickoit ®epepatmu 9 nionst 2012 r., perucrpauyoHHbiit N 24516) ¢
M3MEHEHMSIMM, BHECEHHBIMM MPMKa30M MuHMcTepCTBa 3apaBooxpanenms Poccuiickoit ®emepanyn ot 2 nekabpst 2013 r. N 886H (3apeructpupoBad MUHUCTEPCTBOM IOCTULIMN
Poccuiickoit @enepanymy 23 gekadps 2013 r., perucrpaunoHssiit N 30714).

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

Eciu ipu okazaHum TMauueHTy MeAUIMHCKOM TOMOIIYM B MeAUIMHCKOM OpraHu3alui B CTallMOHAaPHbIX YUIOBMSAX IO pEIIeHNI0 BpaqeGHoﬁ KOMMCCHUM OCYIIECTBJISIFOTCS Ha3HaYeHne
U NIpYMEeHEeHNe JIEKaPCTBEHHOTIO MperapaTta ¢ KOHKPETHBIM TOPTOBBIM HaMME€HOBAaHMEM, TO IIPU OKa3aHUM JaHHOMY MaleHTY MeAUIMHCKO TOMOIIY B NHOW MeIUIITHCKOM
OpraHu3auyuy B CTallMIOHAPHBIX YCIIOBUAX, a TAKXKe B aMGYHaTOPHbIX YCJIOBYMSX OCYLIECTBJ/ISIETCS Ha3HAUeHMe eMY JIEKAaPCTBEHHOTO Ipernapara ¢ TeM JXKe 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, 1 O TIPMMeHEeHUM JIeKapCTBEHHBIX IPerapaToB ¢ KOHKPETHBIMYU TOPrOBBIMU
HaumeHoBaHusiMu" (Co6paHme 3akKoHOaTenbcTBa Poceuiickoi ®enepauyn, 2020, N 28, ct. 4422).

6. Ha3HaueHMe JileKapCTBEHHOTO ITpeliapara B pellenTe Ha GyMakHOM HOCKTeJIe WM pelienTe B GopMe 37IeKTPOHHOTO JOKYMeHTa 0pOpMIISIeTCs Ha MMSI aLMeHTa, ISl KOTOPOro
NpefHa3HayeH JIeKapCTBEHHBII IIpernapar.

Perierntt Ha 6yMaskHOM HOcuTesie, 0OPMIIEHHBII Ha perenTypHoM 61aHke dopm N 107/y-HIL, N 107-1/y, N 148-1/y-88, N 148-1/y-04(1), yTBepskA€HHbIX HACTOSIIUM IIPUKA30M,
MOKeT GBITh IOJTyUeH Mal¥eHTOM, er0 3aKOHHBIM IIPEeJCTaBUTEeNIEM VI JIMLOM, MMeIoIM 0OPMIIEHHYIO B COOTBETCTBMY C TPAKIAHCKIM 3aKOHOATeNbCTBOM Poccuiickoii
depepanyy 1OBepeHHOCTD OT NAlMeHTa Ha [TpaBo IOIyYeHMs] TaKOro pelienTa (fanee - yrioTHOMOYEHHOE JINIIO).

I[pexncraBieHMe JOBEPEHHOCTY He TpeGyeTcsl B cIydae MOMTydYeHys] peLienTa Ha JeKapCTBeHHBIN Iperapar st MHKypa6eabHOro 60bHOTO Ha 3aBePLIAIONIeM 3TaIle ero KU3HU JIULIOM,
OCYIIECTBIISTIOUIMM YXOJ, 32 TAKUM MHKYPaGelbHbIM GONbHBIM. B TAKOM C/Tydyae MeAUIMHCKUI PAGOTHUK BbIIAET JIUILY, OCYIECTBIISIONIEMY YXOZ 38 MHKYPaOelTbHbIM OOTbHBIM,
TIOKYMEHT, TOATBEePK AN MHKYpabeabHOe COCTOsIHME GOTBHOTO0, COAEPKALIML CBEIeHNsI O JInlie, KOTOpoe GyeT MoMyYaTh ieKapCTBEeHHbIe Ipernaparsl 1o perenTty (bammmms,
MMS$1, OTUECTBO (TIOC/IeIHee - IPY HaJIMUWM), BUL, Cepysi U (M/I1) HOMep ZOKYMEHTa, YI0CTOBEPSIONIEr0 IMYHOCTD), 3aBePEHHbII MTOIVCHIO M TIe4aThI0 JAHHOTO MeAULIMHCKOTO
paboTHMKA, a TAKXKE MeYaThio MEIUIHCKO OpraHU3aIN.

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

Penent B popme 371€KTPOHHOTO AOKYMeHTa GOPMIUPYETCsI C UCIIO/Ib30BaHMEM TOCYIapCTBEHHO MHGOPMAaLMOHHOI cucTeMbI B chepe 34paBoOXpaHeHmst cyobekTa Poccuitckoi
Deneparyin, MEUIIHCKO MHGOPMALMOHHOM CYCTeMbI MEOVLIMHCKOM opranm3anumm <11>.

<11> Crarbu 91 u 91.1 ®epepanbhoro 3akoHa N 323-03 (CobpaHue 3akoHOmaTenbcTBa Poccuiickoit ®epepaunmu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).
@axT BbIAUM pelleriTa Ha JIeKapCTBEHHbII IperapaTt 3aKOHHOMY IIPe/ICTaBUTeIIO WM YIIOTHOMOYEHHOMY ULy GUKCUPYeTCsl B MEOVIVHCKOM JOKYMEeHTalM MaleHTa.

7. MeouumHCKUM pabOTHMKAM 3ampenaeTcst 0bOpMIISITh PELIeNThI TPV OTCYTCTBUY Y HAL[eHTa MeIUIMHCKIX TI0Ka3aH!iT; Ha He3aperncTpMpOBaHHbIE JIEKapCTBEHHbIE IPerapaThl
<12>; Ha JIeKapCTBEHHbIE IIPENapaThbl, KOTOPbIE B COOTBETCTBUY C MHCTPYKIIMEN 10 MEAUIIMHCKOMY IPUMEHEHMIO IIPeTHA3HAYEHbI /ISl TPUMEHEHMS TONbKO B MEIUIIHCKUX
OpraHM3alMsIX; Ha HAPKOTMUYECKME CPENCTBA U IICMXOTPOITHbIE BellleCTBa, BHECEHHbIe B C11COK I [TepeyHs1, 3aperncTpupoBaHHbIe B KAUeCTBe IeKapCTBEHHBIX [TPeIapaToB, B LEIX
MPUMEeHeHMsI 7151 JiedeHMs] HAPKOMaHUM.

<12> Pemenne CoBeta EBpa3uiickoit 5KOHOMMUYeCKO# Komuccuy ot 3 Host6pst 2016 1. N 78 "O [IpaBuiax perucTpanym 1 3KCIepTU3bl IeKapCTBEHHBIX CPECTB IS MeAULMHCKOTO
npuMeHeHust" (opuiManbHbINi 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, ct. 1815; 2020, N 14, cT. 2028).

VHAMBYYalIbHBIM [IPeIPUHMMATENSIM, OCYIIeCTBIISIOIMM MeAMIMHCKYIO IesTelbHOCTD, JOIIOTHUTEIBHO K TPeOOBaHMIM, YKa3aHHBIM B a63alle 1epBOM HACTOSIILEro IyHKTa,
3amnpeniaeTcss 0GOPMIISTh PELIENThI Ha HAPKOTMYECKIME CPECTBA M IICUXOTPOITHBIE BElLeCTBa, BHEeCeHHbIe B crimcku 11 u I11 Tlepeuns (ganee - HAPKOTUYECKME U TICUXOTPOITHbIE
JleKapcTBeHHble npernapatsl cruckos II u 111 Ilepeyns).

8. IIpu Ha3HaYeHMM HAPKOTMYECKMX U TICUXOTPOITHBIX JIEKaPCTBEHHBIX MpernapaToB criicka I1 [lepeyHs, 3a MCKIIOYEHEM JIeKapCTBEHHbIX IIPeNapaToB B BUE TPAHCAEPMaTbHBIX
TepaneBTUYECKIX CUCTEM U JIeKapCTBEHHBIX [IPeIapaToB, COAEPKALIMX HAPKOTHYECKOe CPEICTBO B COYETAHUY C aHTATOHVMCTOM OIMOVIHBIX PeLlelITOPOB, PelleNThl Ha GyMa)kHOM
HocuTesne oopMIISIIOTCS Ha pelienTypHoM 61aHke dopmbl N 107/y-HIT.

9. PeuenTtypHblii 6;1aHK popmbl N 148-1/y-88 odopmiisieTcst mpy Ha3HAUEHMUI:

1) HaApKOTMYECKMX Y IICUXOTPOITHBIX JIEKaPCTBEHHBIX MTpernapaToB cricka I [TepeuHst B Bue TpaHCAePMabHbIX TepareBTUUeCKMX CUCTeM, HAPKOTUYeCKMX JIeKapCTBeHHbIX
npenapartoB crivicka I [TepeuHsi, comepsKaliux HAPKOTUIECKOe CPeSICTBO B COYETAHNMM C AaHTAarOHMCTOM ONMOMIHBIX PELeNITOPOB, IICMXOTPOITHBIX IEKAPCTBEHHBIX MPENapaToB CIMCKa

111 ITepeynst;

2) KOMOGMHMPOBAHHbIX JIEKAPCTBEHHbIX ITPENapaToB, COePyKAIMX:

a) KOAEWH MM ero coi (B IepecyeTe Ha YMCTOe BEIeCTBO) B KomuyecTse A0 20 MI BKIIOUMTENbHO (Ha 1 103y TBep/Ooii ieKapcTBeHHO HopMbl) 1y B Konuyectse g0 200 Mr
BKIIOYMTENbHO (Ha 100 Mut v 100 T 5kmAKOIE J1eKapCcTBEHHOI (GOPMBI /IS BHYTPEHHETO IIPYMeHeHNs);

6) mceBHoadenprHa r’MAPOXIOPU], B KOIMUECTBE, IpeBbianieM 30 Mr, 1 1o 60 MI BKIIOUMTENIbHO (Ha 1 03y TBepoii 1eKapCcTBEHHOI GOpMBI);
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) HceBno3denpuHa rMAPOXIOPIT, B KOMNUYECTBe, ITpeBbInIaoieM 30 Mr, 1 1o 60 MT BKIIOYMTENTbHO B COYETAaHNUM C IeKCTPOMeTOPGhaHOM IMpo6POMIIOM B KOJIMYECTBE,
npesbiniatoiiem 10 Mr, 1 o 30 Mr BKIIOYMTENBHO (Ha 1 [O3y TBEPHOi TeKapcTBeHHO GOpMBI);

) mekcrpoMeropdaHa ruapo6pomuy B Komudectse 1o 200 mMr BrmounTeabHO (Ha 100 vt vy 100 1 5k1uaKoit 1ekapcTBeHHO GOpMBI [J1s1 BHYTPEHHEro IpYMeHeHsT);

1 3denpuHa ruApOXIOPKUL B KOMuyecTse, mpeppimaioniem 100 mr, 1 1o 300 Mr BRTounTenbHO (Ha 100 vt vty 100 1 5kK1uOKoI TeKapcTBeHHOV GOpMBI /151 BHYTPEHHETrO
TIpUMEHEeHUs);

e) adempuHa ruAPOXIOPUL, B KOMMUeCTBe 10 50 MI BRIIOUMTEBHO (Ha 1 03y TBepoii JIeKapCTBEHHOM (GOpMBI);

x) (PeHWIIPONaHOIAMYH B KOJIMYECTBe IO 75 MI BKIIIOUMTEIBHO (Ha 1 103y TBepAoii 1eKkapcTBeHHOI (hopMbl) umm o 300 mMr BrmounTteabHO (Ha 100 vt v 100 T 5kmuaxoii
JIeKapCTBEHHO (YOPMBI 1151 BHYTPEHHETO IIPMMEHEHNMS);

3) (eHOGApP6MTAN B KOMMYECTBE 10 15 MI BKIIOUMTETBHO B COYETAHUY C KOAEMHOM (M/IM €T0 COSIMM) He3aBMUCHUMO OT KOJIMYecTBa (Ha 1 o3y TBepAoii 1eKapcTBeHHOI GopMbI);

u) (eHobGap6yTaNI B KOMUYecTBe 10 20 MI BRIIOYMTETLHO B COYeTaHUM C 3(e[PMHOM I'MIPOXIOPUAOM He3aBJCYMO OT KOIMUecTBa (Ha 1 103y TBephoii leKapCTBeHHOH (GOpMbI);

¥) XJIOPAMA3EeIIOKCH], B KOIMYECTBe, IpeBblnaoiieM 10 mr, 1 5o 20 Mr BRIIOYMTENIBHO (Ha 1 O3y TBepIOii TeKapCTBEHHOI (GOpMBI);

3) JIeKapCTBEHHBIX MPEIapaToB MHAMBIUIYATbHOTO M3TOTOBJIEHNS, COePyKalMX HApKOTUYECKOe CPEICTBO MIIN IICHXOTPOITHOE BelecTBO criicka 11 [lepeuns, u npyrue
(apmaxonornyeckye akTMBHbIE BelleCTBA B J03e, He IPeBBILIAIONIEei! BBICIIYIO PA30BYIO 103y, ¥ ITPY YCIOBMM, YTO 3TOT KOMOMHMPOBAHHBII 1€KapCTBEHHBII ITperapar He SIBJIsIeTcs

HapKOTMYECKVMM WJIY IICUXOTPOITHBIM JIeKapCTBEHHBIM IpenapatoM crivicka I [Tepeuns;

4) JIeKapCTBEHHBIX ITPeNapaToB, BKIIOUEHHbIX B IepeueHb JIeKapCTBEHHBIX CPEAICTB /11 MeIMIIMHCKOTO TPUMeHeHMs, TOAJIeXaI X IpeMeTHO-KOIMUeCTBeHHOMY YueTy (fanee -
JIeKapCTBEHHbIe IIperapaTsl, BKIIOUeHHbIe B repeueHb [IKY) <13>.

<13> I[Mopmyskr 5.2.171(1) nyHkTa 5 mocraHos/eHus [IpaButenscrsa Poceuiickoit @enepanym ot 19.06.2012 N 608 "06 yrBepxaeHuy [TonoxkeHns: 0 MMHUCTEPCTBE 34paBOOXPAHEHNST
Poccuiickoi ®enepanyn” (nasee - [onoxkenue o Munmucreperse) (Cobpanme 3akoHogaTenbctBa Poceniickoi ®enepaumu, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970).

10. PerentypHblii 6;aHk popmbl N 148-1/y-04(1) odopmiisieTcst Tpy Ha3HAUEHUY JIeKapCTBEHHbIX TIperapaToB IPakAaHaM, MMEIOIVIM [IPaBo Ha GecIyIaTHOe MonyYeHne
JIeKapCTBEHHBIX TIPerapaToB UM MOMydeHe TeKapCTBeHHbIX TPeNapaToB CO CKMIKO.

11. PeuenTypHbiit 61aHk dopmbl N 107-1/y obopmiisieTcst Ipy Ha3HAYeHUN:

JleKapCTBEeHHbIX [TperapaToB, He YKa3aHHbIX B IYHKTax 8, 9 Hacrosuero [Topsiaka;

S

KOMGMHM[JOBHHH])IX JIEKapCTBEHHBIX ITpernapaToB, COAep>Kalnx:

a) AProTaMyHa I'MIPOTapTPaT B KOIMYECTBE JO 5 MT BKIIIOYMTENIBHO (Ha 1 03y TBepHOii 1eKapCTBeHHO GOpMBI);

6) adenpuHa runpoxIopus B Kommdectse 1o 100 mr BrmounTensHO (Ha 100 vt v 100 1 skuaKoii IeKapcTBeHHO GOPMBI 171sI BHYTPEHHETO IIPYMMEHEeHMS]);

) TceBno3denpuHa rMAPOXIOPIT, B KOMNUYECTBE, He TpeBblmaonieM 30 Mr (Ha 1 103y TBepyoii JIeKapCTBEHHO (GOPMBI);

r) TceBao3denprHa TMAPOXIOPHA B KOMMYECTBE, He IpeBbiiaineM 30 Mr, B COYeTaHNM C JeKCTpOMeTop(haHOM rMApo6pOMIIOM B KOMMUYECTBE, MpeBbiiiaineM 10 mr, 1 1o 30 mr
BK/IIOYMUTENBHO (Ha 1 103y TBepoii leKapCTBeHHOI (GopMbI);

1) JAekcrpomeropdaHa rugpo6bpoMu, B KOIMUecTBe, mpesbimaonem 10 Mr, 1 1o 30 Mr BRIIOUUTENBHO (Ha 1 103y TBepoii 1eKapcTBeHHO hopMbI);

e) (heHOGap6GuUTaNM B KOMMUECTBE, peBbiniatoniem 20 Mr, 1 o 50 Mr BKITIOUUTENbHO (Ha 1 703y TBepLoii IeKapCTBEHHO (JOPMBI);

x) (eHoGap6uTa B KomyecTse 10 20 Mr BKIIIOYMTEIBHO B COUETAHMY C HPTOTAMIHOM T'MAPOTapTPATOM HEe3aBMCHMMO OT KOJIMYECTBa (Ha 1 103y TBepoii IeKapCTBEHHOI (GOPMBI);
3) XJIOpIMAa3enoKCKy, B KomuyecTse o 10 Mr BKIIOUMTENbHO (Ha 1 103y TBEpAOoii 1IeKapCTBEHHO (GOPMBI).

12. Tlpy Ha3HAYEHNUM JIEKAPCTBEHHOTO MIperapaTa MHANBIIYalbHOTO M3TOTOBJIEH)S B pelienTe Ha 6yMaskHOM HOCKTene U (Win) perernTe B Gopme 37IeKTPOHHOTO JOKYMEHTa
HaMMeHOBAHMsI JIEKAPCTBEHHBIX CPEJICTB (BEIECTB), BKIIIOYEHHBIX B riepeueHb [IKY, yka3bIBalOTCS B HaUasle PelleriTa, 3aTeM - BCe OCTaIbHbIe MHTPEJVIEHTHI.

13. IIpy Ha3HaYEHMU JIEKAPCTBEHHOTO Tperapara B pelenTte Ha GyMakHOM HocuTese U (Mn) perenTe B popmMe 3IeKTPOHHOTO JOKYMEeHTa 3alpelaeTcsl IPeBbIaTh KOMNIeCTBO
HapKOTMYECKUX CPEJICTB MIIU IICUXOTPOITHBIX BELIECTB, KOTOPOE MOXKET GbITh BBIMMCAHO B OHOM DELeNTe, yCTaHOBIeHHOe npuiokeHueM N 1 k Hacrosiiemy Ilopsaky, 3a
MCKITIOYEHMEM CTyYaeB, yKa3aHHbIX B MyHKTax 15 u 24 Hactosiuero [opsaka.

14. TIpy Ha3HAUEHMM JIEKAPCTBEHHBIX MIPENapaToB, BKIKOUEHHbIX B riepedeHb [TKY, 103a KOTOPBIX MPEBbIIIAET BbICIINII OMHOKPATHBII TpyeM, MEIUIHCKMI paGOTHMK 0603HaYaeT
103y 3TOTO JIEKAPCTBEHHOTO NperapaTa B pelenTe Ha 6yMakHOM HOCUTeJIE IPOIMCHIO C IIPOCTABIEHEM BOCK/IMIIATENILHOTO 3HAKA ¥ (MJ/IM) TIPOCTAB/ISET BOCK/IMIATENbHBI 3HAK TIPU
odopmieHun perenTa B hopme IEKTPOHHOTO JOKYMEHTa.

15. KommuecTBo Ha3HAUEHHBIX JIeKAPCTBEHHBIX IIPENapaToB, BKIIOUEHHbIX B epeueHb 1KY, mpy oka3aHuy manyeHTam, H>KIAIMMMCS B IJIMTEIbHOM JIe4eHUY, TePBUYHOI MeIVKO-
CaHMTAPHO MTOMOIIY Y MAJUTMATUBHOI MEAMUIIMHCKO TIOMOIIY MOKET GbITh YBEIMUYEHO C YIETOM KIMHUUYECKMX PEKOMEHALMii He 6ojiee ueM B 2 pasa [0 CPaBHEHUIO C
KOJIMYECTBOM HaPKOTMYECKMX CPEACTB MM IICUXOTPOITHBIX BEIIECTB, KOTOPOE MOKET GBbITh BBIMMCAHO B OHOM pellerTe, yCTaHOBIeHHbIM npuioxkeHneM N 1 Kk Hactosimemy ITopsiaky.

B cityyasix, mpenycMOTPeHHBIX a63alieM IepBbIM HaCTOSIIIEro MMyHKTA, Ha PellenTax Ha 6yMaskHOM HOCMTeNe IPOM3BOAUTCS Haamuch "TIo crenyanbHOMY Ha3HaUe€HMIO , OTAEIbHO
3aBepeHHast MOAINChI0 MeAULIMHCKOrO paGOTHMKA M ITeYaThi0 MeAMLIMHCKOI opranm3anuy "[Ijsi pelienToB", Ha peLienTax B (opMe 371eKTPOHHOIO JOKYMEHTa TPOU3BOAMUTCS OTMETKa
"Tlo crienyaabHOMY Ha3HAUEHMIO" C TIPOCTABIEHNEM YCYIIEHHOM KBAIM(BULIMPOBAHHOI 3/IEKTPOHHOI MTOAIIICY MEIUIVTHCKOTO PaGOTHYKA.

16. CocTaB JIeKapCTBEHHOTO MpernapaTa, JiekapcTBeHHast popma 1 o6palieHe MegUIMHCKOTo paboTHMKA K hapMareBTUYecKoMY paGoTHMKY 06 OTITyCKe JIeKapCTBEHHOTO Iperapara
Ha 6yMa>xHOM HocuTese 0QOPMIISIOTCS Ha JIATMHCKOM WM PYCCKOM sI3bIKe B POMTEILHOM Iajieske, 38 UCK/IIoueHneM opopMiIeHNs peLielIToB B popMe 3/IeKTPOHHOTO JOKYMEHTa,
OCYILIECTBJISIEMOTO Ha PYCCKOM $I3bIKE.

TIpu opopMIIeHUH PeLieNTyPHBIX 671aHKOB JOIYCKAeTCs UCIIOIb30BaHMe COKpaleHnuit (mpuioxerne N 2 K Hacrosuiemy ITopsiaky).

TIpy Ha3HaueHUM JIeKapPCTBEHHOTO TIperiapaTa He JI0IMyCKaeTcsl COKpalleHVie HauMeHOBaHMii MHIPeVIeHTOB, COCTAB/ISIONINX JIeKAPCTBEHHBI TIperapar, He MO3BOJISIOIIMX
YCTaHOBUTb, KAKOJi MMEHHO JIeKaPCTBEHHBIN MpernapaT Ha3sHaueH.

17. Crioco6 mpMMeHeHusI IeKapCTBEHHOTo IpernapaTa 0603HavaeTcst C yka3aHueM ITyTY BBeIeHMsI, J03bl, YaCTOThI, BpeMEeHM IpyeMa OTHOCUTENIbHO CHA (YTPOM, Ha HOYb) U €r0
IUTUTEIIbHOCTH, a Ji7Is IEKAPCTBEHHbIX TPENapaToB, B3aMMO/E/CTBYIOLIMX C IIMILEl, - BpeMeHM UX YIIOTPe6/IeHNsI OTHOCUTENBHO TIpyeMa MY (IO efbl, BO BpeMsl efibl, [IOC/Ie efbl).

18. TIpy HEOGXOMMMOCTY HeMe/ITIEHHOTO WM CPOYHOTO (B TeUeHMe ABYX paboumx JHel) OTIyCKa JIeKapCTBeHHOTO IIpernapara MalyeHTy B BepXHeli yacTy periernTa Ha OyMakHOM
HOCHMTeJe POCTAB/IIOTCS 0603HaueHNsI "Ccito" (CPOYHO) Wi "statim" (HeMeiTTeHHO). AHAJIOTMYHbIe 0603HAUeHMsI TPOCTABIISIIOTCS B BYIe OTMETOK ITpy 0pOpM/IEHNM pelLielTa B
dhopMe 37eKTPOHHOTO JOKYMEHTa.
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19. IIpu odopmiIeHMY Ha3HAUEHVsI TOTOBOTO JIEKaPCTBEHHOTO Iperapara B pelienre Ha 6yMaskHOM HOCKTeJIe YUIU pelienTe B opMe 3/IeKTPOHHOTO JOKYMEHTa KOINYEeCTBO
[Ie/iCTBYIOLIMX BEI|eCTB YKa3bIBAETCSI B COOTBETCTBIUM C MHCTPYKIIMEN 110 MEAULHCKOMY ITPMMeHEeHMIO JTIeKapCTBeHHOTo Ipernapata. JJOIyCTMO yKa3bIBaTb A03MPOBKY
JIeKapCTBEHHBIX MIPENapaToB CUCTEMHOTO JefiCTBIsI (17151 pe30pOTUBHOTO PMeMa) B TBEPIbIX T€KapCTBEHHbIX popmax (Hampumep, TabaeTKu, ITOPOLIKHM, KAIICYIIbl) KaK COTepKaHme
OJHOTO WJIM HECKOJIBKUX IEMCTBYIOLIMX BEIIECTB B eVHMUIIAX Macchl (B TpaMMaX, MWITUIpaMMax). JIOIycTUMO yKa3bIBaTh JO3MPOBKY JIEKaPCTBEHHBIX IIPEIapaToB CUCTEMHOTO
neincTBus (0J1s1 pe30p6TUBHOTO PUMEHEHMST) B XKMIKMX JIeKapCTBEHHbIX (hopMax (Harmpumep, pacTBOPbI, CYCIIeH3M1) KaK COfiepskaHue OHOTO MIIM HEeCKObKUX JeiCTBYIOIIX
BEIIeCTB B eAVHMULIAX MacChl Ha eNVHNILY 06beMa (HampuMep, MWUIMTPaMM/MUTMIIUTD) € yKa3aHueM 0611ero o6beMa ieKapCcTBeHHO# GOpMBbI.

ITpu obopmIeHNY Ha3HaUYeHMsI TeKapCTBEHHOTO IIpernapaTa MHAVBUAYAIbHOTO M3TOTOBIEHMS B pelienTe Ha 6yMaskHOM HOCHUTeJIe WM pelienTe B GopMe 31eKTPOHHOIO JOKyMeHTa
KOJIMYECTBO TBEPIBIX M ChITYUMX hapMareBTUIeCcKuX cyOCcTaHIuii yKaspiBaeTcs B rpammax (0,001; 0,5; 1,0), 5KMIKMX - B MMTMIIUTPAX, TPaMMax U Karuisix.

20. Peuentbl Ha GyMaXHOM HocuTesne, B popmMe 31eKTPOHHOTO JOKyMeHTa, 0hopMiIeHHbIe Ha pelenTypHoM Granke hopmbl N 148-1/y-88 u npesHasHaueHHbIE IS OTITYCKa
JIEKapCTBEHHBIX TIPENApPATOB, IPELYCMOTPEHHBIX TOAITYHKTaMM 1 - 3 myHKTa 9 HacTosmero Ilopsika, AeiCTBUTENbHBI B TeUeHne 15 qHeit co oHs ohopMIeHus.

21. PerjenTel Ha 6GyMa)kHOM HOcuTene, B GopMe 3leKTPOHHOTO AOKYMeHTa, opopMIeHHbIe Ha pelenTypHoM 6naHke dopmbl N 148-1/y-04(1) u mpegHa3HauUeHHbIe [JIs OTITyCKa
JIeKapCTBEHHBIX MPeNapaToB rpakaaHaM, ykasaHHbIM B IyHKTe 10 HacTosiero [Topsinka, feiicTBUTeNbHbI B TeueHue 30 fHeit co qHs ohopMIeH s, 3a UCKITIOUEeHNEM CITyUaeB
odopMIeHMs peLienTa B COOTBETCTBMM C IyHKTamu 38 u 39 Hactosiero [Topsiaka, py KOTOPBIX OH JIeMICTBUTENIEH B TeueHue 15 nHeit co gHS opopmiieHus.

22. PelenTsl Ha GyMaskHOM HocuTelne, B GOopMe 37IeKTPOHHOTO JOKYMeHTa, opopM/IeHHbIe Ha pelienTypHOM GaHke ¢popmsl N 148-1/y-04(;1) ¥ npenHa3HaueHHbIe IJIs OTITYCKa
JIeKapCTBEHHbIX IPeNapaToB IrPakaaHaM, JOCTUTIIMM MTeHCMOHHOTO BO3PacTa, MHBAIMIAM [1ePBOi IPYIIIIbI, AeTSIM-MHBAIMIAM, @ TAKOKe rPakJaHaM, CTPaJaiollyM XPOHNYECKUMU
3a60/1eBaHUSIMM, TPEGYIONVIMM IUTETIBHOTO KyPCOBOT'O JIeUueHMsl, Ie/CTBUTENbHBI B TeueHye 90 AHeit co THS opopMIeHNs, 3a UCK/TIIOUEHMEM CTy4aeB, yKa3aHHbIX B MMyHKTax 38 1 39
HacTosiero [Topsifika, Tpy KOTOPBIX OH Ie/CTBUTENeH B TeueHue 15 qHeit co nHs ohopmieHus.

[lst IeyeHMsT XPOHMUECKKX 3a60/1eBaHNIT YKa3aHHbIM KaTeropusiM IpaskqaH JieKapCTBeHHbIe Ipernaparsl ¢ 0hopMIeHEM PELENTOB Ha 6yMayKHOM HOCUTeNIe WM PELenToB B hopme
57IeKTPOHHOI0 JIOKyMeHTa MOTYT Ha3HauaTbCsl Ha Kypc ieueHus o 180 qHeii.

23. PerjenTel Ha 6yMa)kHOM HOCUTeJe, B HOpMe 3NIeKTPOHHOTO JOKYMeHTa, 0hOpMIIeHHbIE Ha peLenTypHoM GnaHke dopmbl N 107-1/y 1 ipeHa3HaueHHbIE [JIs1 OTITYCKa
JIEKapCTBEHHBIX MTPENapaToB, MPegyCMOTPEHHBIX MyHKTOM 11 Hactosmiero ITopsiaka, JeiicTBUTENbHBI B TeueHue 60 gHei co gHs obopMIeHN s.

I[Tpy Ha3HaYeHMM FOTOBBIX JIEKAPCTBEHHBIX TIPEapaToB M IeKapCTBEHHBIX [TPeIapaToB MHAMBUAYAIbHOTO M3TOTOBIEHNMS MALMEHTaM C 3a060/1eBaHVSIMY, TPEOYIOIIMMM JJINTETbHOTO
KypCOBOTO sieueHus], ¢ ohopmieHreM Ha penentypHoMm 6imaHke dopmbsl N 107-1/y pererita Ha 6yMaskHOM HocuTesie vt 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 pelienTe MPou3BOAUTCS HaAmuch: "TIo creasrbHOMY Ha3HAUEHUIO', 0603HAYAeTCsI CPOK AEACTBUS
pelienTa U epyuoANYHOCTb OTITYCKa JIeKAPCTBEHHBIX ITperapaToB M3 alTeYHO OpraHu3auyuy Wi MHAMBUIYAIbHBIM IIpeIIPUHMMAaTeIeM, MMEIOLIVM JIMLIEH3UI0 Ha
(apMaleBTUUECKYIO AESITeBHOCTD < 14> (e3keHeZIeNIbHO, eXXKeMeCSYHO M MHbIe ITeprozbl). [JOMOMHUTEIBHO 9TO YKa3aHye 3aBepsieTCsl TTOAIMChI0 MeIUIIMHCKOTO PaGOTHMKA, 8 TaKKe
evaThio MeAMIMHCKOI opranm3anyy "[Ijs pelenToB” (IJis1 peLienTa Ha 6yMasKHOM HOCUTeJIe) VIIY YCMIeHHOH KBanubUIMPOBaHHO 37IeKTPOHHO MOAMMCHIO MEIUIIVTHCKOTO
paboOTHMKA U JINLIA, YIIOTHOMOYEHHOTO 3aBePsITh JOKYMEHTbI OT MUMEHM MeAULIMHCKOI 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 BULOB JesiTelbHOCTU " (Hajiee - efepanbHblii 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 JieueHMs MalMeHTOB C XPOHMYECKMMM 3a601eBaHUSIMM MOTYT 0OPMIISITCS Ha KypC JiedeHus 1o 60
IHE.

B wiyuae, Korga Kypc JieueHust coctasiisieT 6osiee 30 qHeit, JOTOTHUTEIbHO B peLienTax Ha 6yMa)KHOM HOCHTeJIe IIPOM3BOAUTCS Haamuch 'TIo crienyaabHOMy Ha3HAuYeHMIO",
3aBepeHHast MMOAINChI0 MeAULIMHCKOTO PaGOTHMKA U TTeYaThi0 MeAMIIMHCKO opranmsanuy "[Ijsi pelenToB", Ha peLienTax B (opMe 37IeKTPOHHOTO IOKYMEHTa MPOU3BOAMUTCS OTMETKa
"Tlo crienyaabHOMY Ha3HAUEHMIO" C TIPOCTABIEHMEM YCYIIEHHO KBAIM(DULIMPOBAHHOI 3JIEKTPOHHOI MOIICY MEIMIMHCKOTO PaGOTHYMKA U JIUIA, 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. [Ipy OKa3aHMM MMALMEHTY MeAMIMHCKOI TOMOIIY B CTAL[MOHAPHBIX YCIOBMSIX Ha3HAUYEHe JTeKapCTBEHHbIX TPENapaToB MPOM3BOAUTCS 6e3 ohopMIeH s pelienTa MeAULHCKAM
PaGOTHUKOM eVIHOMYHO, 32 MCKIIIOUEHMEM CTy4aeB, yKa3aHHbIX B ITyHKTe 27 HacTosuero [Topsiaka.

27. CoracoBaHMe Ha3HAYeHMs JIeKapCTBEHHBIX ITPernapaToB C 3aBEAYIOIIVM OTHAEe/IEeHVMEM WM OTBETCTBEHHBIM €KYPHBIM BpauOM 60 APYIVIM JINLIOM, YIIOJTHOMOYEHHBIM
MIpMKa30M IJIJaBHOTO Bpaua MeAUIMHCKOJ Oprauu3anmu, a Takxke, Ipy Haau4uy, ¢ BpayoM - KIMHUUECKUM Cl)apMaKO)'lOI‘OM HEeOoOXOAMMO B cyyqasix:

1) OOHOBPEMEHHOTrO Ha3HAYE€HWS IIATU U 6omee JIEKapCTBEHHBIX ITpenapaToB OMHOMY MALMEHTY,

2) Ha3Ha4YeHMsI TeKapCTBEHHBIX IIPernapaToB, He BXOSIIMX B IIepedeHb JKM3HeHHO HeOOXOAMMBIX ¥ BasKHEHMILNX JIeKapCTBEHHbIX IPenapaToB <15>, mpy HETUIIMYHOM TeUeHUN
3a60/1eBaHNs], HAIMYMY OCTIOKHEHN}T OCHOBHOTO 3a60JieBaHysI 1 (M/IM) CONYTCTBYIOIMX 3a60/IeBaHMIA, TPY Ha3HAYeHWM IeKapCTBEHHBIX [TPeIapaToB, 0COGEHHOCTH B3aMMOLe/CTBIS
¥ COBMECTMMOCTY KOTOPBIX COITIACHO MHCTPYKIVSIM IO MX NPYMEHEHUIO TPUBOIST K CHIDKeHMIO 3 deKTUBHOCTM 1 Ge30macHOCTH papmMaKkoTepanuy u (Um) CO3Aa0T
MOTeHLIMANbHYIO OIIACHOCTb JJISI SKU3HY U 3[0POBbsSI ALMEHTA.

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

B YKa3aHHBIX (JTyyasiX Ha3HauYeHMe JIEKapCTBEHHBIX IMperapaToB (‘l)MKCI/IpyETCH B MEeIMUIIVTHCKOM JOKYMEHTAUMM MalyeHTa ¥ 3aBepseTCs MOATIMCbI0 MeJUIIMHCKOTO pa60THI/IKa n
3aBelyIolero oTeneHeM (OTBeTCTBEHHOIO IeXKypPHOro Bpaua Wiy APYroro yoJHOMOYeHHOTrO I11a).

28. MemMIMHCKMIT paGOTHUK MeAULIMHCKOI OpraHu3aluy (ee CTPYKTYPHOTO MOApa3/ieNeHysl), PACIIONOKEeHHO B CelIbCKOM HAceIeHHOM IYHKTe, OCYIeCTBIISIeT Ha3HaueHue
JIeKapCTBeHHBIX MperapaToB B CIyvyasiX, yKasaHHbIX B yHKTax 27 u 29 Hacrosiero [Topsiaka, eqyHOIMYHO.

29. Ilo pemenuio Bpal{eﬁHOf/’l KOMMCCUM NTAalleHTaM IIPY OKa3saHUM UM MeIMUIIMHCKOM IIOMOLIY B CTalIOHAPHBIX YCIOBMSIX Ha3HAUAIOTCS JIeKapCTBEHHbIe IIpernapaTsl, He

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

PeureHue Bpaue6HOI KoMuccuy GURCUPYeTCsS B MEAMIMHCKOI JOKYMEHTalMY alMeHTa Y XypHasle BpaueGHOI KOMUCCHU.

30. B cywasix o6cmeoBaHms M JiedeHyst TPaskIaHMHa B CTAIMOHAPHBIX YCIOBUSIX B PAMKaXx [TPeOCTaBIeHNsI MEAMIMHCKMX YCIYT HAa BO3ME3IHOM OCHOBE 32 CYeT JIMUHBIX CPeSiCTB
rpaskaH, CPeICTB I0PUANYECKUX JIUL] U MHBIX CPEICTB Ha OCHOBAHUY IOTOBOPA, B TOM YMCJIe JOTOBOPA JOOGPOBOILHOTO MEIVIIMHCKOTO CTPAaXOBaHMs <16>, eMy MOTYT GbITh
Ha3HaYeHbI JIeKaPCTBEHHbIE ITPernapaTsl, He BXOIIYE B [1ePeUeHb KM3HEHHO HEOOXOAMMbIX M BaXKHEIIMX JIeKaPCTBEHHBIX IIPEIapaToB, eC/iM X Ha3HaYeHMe U IPUMEeHeH e
06YC/IOBI€HO MEeAMIIMHCKMMU [TOKa3aHUSIMMU.

<16> INocraHoBneHue IIpaButenscrBa Poccuiickoit ®epepanmy ot 4 oktsa6ps 2012 1. N 1006 "06 yrBepxkaeHnu [IpaBut npefocTaBieHysi MEIUIVMHCKMMY OPraHM3aLMsIMU IUIaTHBIX
MegyuuuHCKuX yoryr” (Co6paHue 3akoHoparenbcrsa Poccuiickoit @enepanny, 2012, N 41, c1. 5628).
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I11. HazHaueHMe JIeKapCTBEHHBIX MPENAapaToB IIPY OKa3aHUM MEPBUYHOI MEAUMKO-CAHUTAPHOI OMOIIY, CKOPOil MEeIUIIMHCKO ITOMOIIN
M Na/UIMATUBHOI MEIUIIMHCKOI ITOMOLIN

31. [Ipu OKa3aHMM [IEPBUYHOI MEIVKO-CAHUTAPHOM MOMOIIM U MA/UIMAaTUBHON MEIMUIMHCKOI TOMOIIY B aMOY/IaTOPHBIX YCIOBMSIX Ha3HAUYEHe JTeKapCTBEHHbIX TPENapaToB
OCYILECTBIISIETCS] MEAUIMHCKUM PAGOTHUKOM B CTy4asix TUIIMYHOTO TeueHysl 3a00/IeBaHusI MAlMeHTa VICXOAS U3 TSDKECTU U XapaKkTepa 3a601eBaHmsl.

32. HasHaueHme JieKapCTBEHHBIX IIPEIAPaTOB IO PEIIeHUI0 Bpa‘{eﬁl{oﬂ KOMMCCUM TIPY OKa3aHUY TIEPBUIHON MeIMKO-CAaHUTAPHO MTOMOIIM, TAJUTMATUBHON MeIUIIMHCKO MTOMOIIN
B aMGyJ'laTOle:IX YCIIOBUSAX IIPOU3BOAUTCA B C/TyUasax:

1) OZHOBPEMEHHOTO Ha3HAUeHVsI OLHOMY MALMEeHTy MSTY U 6oJiee TIeKapCTBEHHBIX IPENapaToB B TEUeHMe OSHUX CYTOK WY CBBILIE JeCSTY HaMMEHOBAHMII B TeUeHMe TPUALATI
IHei;

2) Ha3HayeHM JIeKapCTBEHHBIX MpernapaToB P HETUTIMYHOM TeUeHUU 3aﬁoneBaHm{, HaJIMIMU OCJIOXKHEHMIT OCHOBHOTO 3a60/IeBaHMST U (M11) COMYTCTBYIOIIMX 3860HeBaHMﬁ, npmu
Ha3HaYeHMM JIeKapCTBEHHbIX ITperapaTros, 0COGEHHOCTY B3aMMOAECTBIUS ¥ COBMECTMMOCTM KOTOPBIX COMIAaCHO MHCTPYKUMSAM 110 UX IIPMMEHEHMIO IIPUBOIAT K CHVDKEHUIO
3(1)(‘1)6KTI/IBHOCT]/I ¥ 6e30I1aCHOCTM JIeUeHMsI TalieHTa 1 (un11) cO34a10T MOTeHLMAIBbHYIO OIIAaCHOCTD J1s1 YKM3HM U 3/I0POBbsI ITALIIeHTa;

3) TEePBUYHOTO Ha3HAYEHMS MALMEHTY HAPKOTUUECKMX U ICMXOTPOIIHBIX IEKaPCTBEHHBIX NPenapartoB crimckoB 11 u 111 Tlepednst (B crydae MPUHSATUS PYKOBOAUTENEM MEOMIMHCKOM
OpraHM3aLuy pelieHnst 0 HeoGXOAMMOCTH COIIACOBAHMSI HA3HAUEHMS TAKMX JIEKAPCTBEHHbIX [IPENapaToB ¢ Bpa4eGHOM KOMUCCHEN).

33. IIOBTOpHOE Ha3HaYeHMEe HAPKOTUYECKMX Y IICUXOTPOITHBIX JIEKAPCTBEHHBIX MPenapaToB cruckoB 11 u I11 [lepeuHst MPOU3BOAUTCS MEOVIIIMHCKUM PaGOTHMKOM CaMOCTOSITETbHO
MY e0VHOMMYHO 6e3 yuacTusl Bpaue6HO i KOMMUCCHUY MAaLMeHTaM C BhIPasKeHHBIM G0/IeBbIM CMHAPOMOM JIIO60TO reHesa, HapyIleHneM CHa, CYJOPOKHbIMMU COCTOSTHUSIMMU,
TPEBOXKHBIMM PaccTpoiicTBamMu, Go6UsIMY, IICMXOMOTOPHBIM BO30Y)KIEHMEM.

34. [Ipu OKa3aHMM CKOPOI MEAMIVHCKOII TOMOILY JIeKapPCTBEHHbIE TIPerapaThl HA3HAYAITCS MEIULIMHCKUM PAaGOTHIKOM BbI€3HOI GPUTa/ibl CKOPOH OMOLIM, MEAMULIMHCKAM
PaGOTHUKOM MeOVIIMHCKOM OpraHu3aluy Py OKa3aHUY MeIULMHCKON TOMOLIY IPaKAaHaM Mpu 3a60/IeBaHMUSIX, 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
MoJTyJYeHue TeKapCTBeHHbIX MPernapaToB CO CKUAKOI, IIPY OKa3aHMUM IMEePBUYHOI MeJVKO-CAHUTAPHO ITOMOIIM

35. IIpu OKa3aHMM [IEPBUYHOI MeIVIKO-CAaHUTapPHOI MOMOIIM Ha3HaueHye MeIVIMHCKIM PaGOTHMKOM Ha OCHOBE KIMHMYECKMX PeKOMEHIALVIL 1 C yUeTOM CTaHIApPTOB
MeIMIUMHCKOI MOMOIM <17> JIleKapCcTBEHHbIX MPerapaToB, OTIyCKaeMbIX GeCIIIaTHO MM CO CKMJIKO, TPaXAaHaM, MMEIOLIMM MPaBo Ha oGecrieueH e IeKapCTBeHHbIMI
IIperiapaTaMy 3a CYeT CPeACTB GI0IKeTHBIX aCCUTHOBaHMI (heepaabHOro 61013KeTa 1 610KeTOB CyobekToB Poccuiickoit defepaiiiy, OCyIeCTBISETCS Ha pelenTypHoM 6maHKke N
148-1/y-04(m).

<17> Crarbs 37 ®enepanbHoro 3akona N 323-®3 (Cobpanue 3akoHoaaTesbeTBa Poceuiickoit @epeparmy, 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 13 KOTOPBIX OCTAeTCS B alITEYHOJ OpraHm3aIum,
BTODOJA - B MEAMIIVHCKO JOKYMEHTALMY TTaljyieHTa.

36. IIpaBO Ha3HAYaTh JIEKAPCTBEHHbIE MIPerapaThl IPakAaHaM, MMEIONIM MIPaBo Ha 6eCIIaTHOe MOTyYeHMe JIEKAPCTBEHHbBIX MTPENapaToB UM MTOTyYeHMe IEKaPCTBEHHBIX
MpenapaToB CO CKUIKOI, TAKXKE UMEIOT:

1) MeJULMHCKMe paGOTHUKM, paboTalolIMe B MEOUIMHCKO/ OPraH13aLyy 10 COBMECTUTEIbCTBY (B IPefeNax CBOei i KOMIIeTeHIINM);
2) MEeIVLMHCKIE PaGOTHUKY CTALMOHAPHbIX OPraHM3aLyil COLMAIbHOIO O6CTYKMBAHMS PV HAIMYMM JILIEH3UY HA OCYLIECTB/IEHVe MEAMLIMHCKOM JesTeNbHOCTH <18>,

MpeaycMaTpUBAIOIeii BBIIOMHEHMe paboT (OKa3aHue YCIyT) 10 OKa3aHMIO ePBUYHOI MeAMKO-CaHUTapPHO IOMOIIYM B aMGY/IaTOPHBIX YCIOBUSIX (HE3aBUCUMO OT BEJOMCTBEHHO
MIPUHAMJIEXKHOCTH);

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

3) MeAMLMHCKME PAGOTHUKM MEOULIMHCKMUX OPraHM3alyii, 0Ka3bIBAIOLIMX IEPBUYHYIO MEIMKO-CAaHUTAPHYIO IIOMOILb, T0JBEJOMCTBEHHbIX (eJilepaJbHbIM OPraHaM MCIIOMTHUTENbHOM
BJIACTM WJIM OpraHaM MCIIOJIHUTEIbHOI BIacTy cy6bekToB Poccuiickoit demepaniiu;

4) VIHOVBUIYaJIbHbIE TIPEIIIPUHIMATEIN, OCYIECTBIISIONIE MEOULIMHCKYIO IesTeTbHOCTb M BK/IIOUEHHbBIE B PEeCTP MeAULIMHCKMUX OPraHM3alyii, OCYIIeCTBISIOIIMX AesITeIbHOCTh B
cdepe 063aTETBHOTO MEIUILIMHCKOTO CTPAXOBaHMS.

37. TIpy Ha3HAUYEHNUM JIeKAPCTBEHHbIX IPENapaToB rpakaaHaM, MMELM [TPaBo Ha GecrIaTHOe MMoMyyeHue JIeKapCTBEeHHbBIX IPerapaToB Uy MOTy4YeHe TeKapCTBEHHbIX
MpenaparoB CO CKUJIKOI, B pelieliTe yKa3blBaeTcsl HoMep TenedoHa, Mo KOTOPOMY PaGOTHMK aliTeuHOl OpraHu3aly Ipy HeO6XOAMMOCTH MOKET COTIaCcOBATh C MEAUIVTHCKUM
PaGOTHMKOM 3aMeHy JIeKapCTBEHHOTO IIpernapara.

38. HasHaueHMe HAPKOTUYECKUX U IICUXOTPOIHBIX JIeKapCTBEHHBIX Mpenapatos crivcka I [lepeyns (3a MCKI0UeHeM JTeKapCTBEHHBIX ITPeNapaToB B Bi/e TPaHCAePMaabHbIX
TepaneBTUYEeCKMX CUCTEM, a TAKXKe JIeKapCTBEHHbIX IIPeriapaToB, COAepyKallX HapKOTMYeCKOe CPeCTBO B COYETAHMM C AaHTarOHMCTOM ONMOMHBIX PeLleNITOPOB) rpaskJaHaM,
MMeIOIIMM ITPaBo Ha 6ecIiaTHOe MOoMydeHye JJeKapCTBeHHbIX IPerapaToB VIV IOTy9eH s TeKapCTBeHHbIX IPeNapaToB CO CKUIKOM, OCYIIECTBISIETCsI Ha peLlelITYPHOM G/1aHKe
dopmbr N 107/y-HII, K KOTOPOMY JOTIOTHUTEIBHO 0POPMIISIETCS PeLielT Ha pelienTypHoM 61aHKe popmbl N 148-1/y-04(1) (B BYX 9K3eMILIIpax py ohopMIeHn Ha GyMaskHOM
HOCHUTeNe).

39. HasHaueHMe HAPKOTMYECKUX U IICUXOTPOITHBIX JIeKAPCTBEHHBIX MpernapaToB crivicka [I IlepeuHst B Buzie TpaHCAepMaIbHbIX TePAleBTUYECKUX CUCTEM, HAPKOTUYECKUX
JIeKapCTBEeHHbIX IpenapatoB crivicka II Ilepeynst, comepykalyx HapKOTMYECKOe CPEACTBO B COUETAHMUY C AHTarOHMCTOM OMMOMIHBIX PELIeIITOPOB, ICUXOTPOITHBIX JIEKAPCTBEHHbIX
npenapatos crivicka [1I [Tepeuns, 1ekapcTBeHHbIX ITpeNIapaToB, BKIIOUYEHHBIX B riepeueHs [1KY, conepskamyxcs B ofIyHKTe 2 myHKTa 11 Hacrosiero [Topsinka, npegHasHayeHHble
151 TeYeH Vst TPaskaH, MMeIOLVX TPaBo Ha GecIylaTHOe MoyYeHye JIeKapCTBEeHHBIX IIPernapaToB U MOTydYeHe TeKapCTBEHHbIX TPENapaToB CO CKUIKOM, OCYIeCTBISIeTCS Ha
peuenTypHbIX 6naHkax ¢opm N 107-1/y u N 148-1/y-88, K KOTOPBIM AOIOIHUTEILHO 0OPMIISIETCS PellenT Ha pelenTypHoM GraHke hopmbl 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 GLbITh
BBIIIMCAHO B OOHOM PELIEIITE


https://normativ.kontur.ru/document?moduleId=1&documentId=396304#l1635
https://normativ.kontur.ru/document?moduleId=1&documentId=396399#l56
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l437
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l333
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l437
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l333
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l437
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l437
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l437
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l286

Nn/n

MexyHapoAHOe HellaTeHTOBAaHHOe Hay{MeHOBaHJe HapKOTNYeCKOro U IICUXOTPOITHOIO JIeKapCTBEHHOTIo Ipenapara

BynpeHopduH + Hamokcon

BynpeHopdux

BynpeHopduu

Mopduu

Konen + Mopdus + Hockanus + [TanaBepus + Te6auu

Tpumenepuaux

TpumenepuauH

Mopduu

Mopdux

Mopdun

Mopdux

OxcuKonoH + HamokcoH

HpOl‘II/IOHM}I(‘beHMJISTOKCMBTM}IHMHGPM,HMH

®deHTaHMI

@dopMa BbIITyCKa U
J03MPOBKa

TabneTku
cy6nuHrBanbHsie 0,2
mr + 0,2 mr

PactBop pns
uHbeKmit, 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
ZeiicTBUS

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/4yac

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
(umpuu-
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



15.

Nn/n

R R AR R

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

deHTaHMI

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 VCITOJIb3OBAHUIO COKPAINEHWA TTPY1 O©OPMJIEHVMU PELTEIITOB

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)
Boigait, 0603Haub [TycTs 6ygeT 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



33. M. Misce, Misceatur
34. mixt. mixtura

35. N. numero

36. ol. oleum

37. past. pasta

38. pil. pilula, pilulae
39. p. aeq. partes aequales
40. ppt., praec. praecipitatus

41. pulv. pulvis

42. qQ.s. quantum satis
43, r., rad. radix

44, Rp. Recipe

45. Rep. Repete, Repetatur
46. rhiz. rhizoma

47. S. Signa, Signetur
48. sem. semen

49. simpl. simplex

50. sir. sirupus

51. sol. solutio

52. spr. spray

53. Spr. nas. spray nasale

54. supp. suppositorium
55. susp. suspensio

56. tab. tab(u)letta

57. t-ra, tinct. tinctura

58. tubulis tubulis

59. STT Systema Therapeutica Transcutanea
60. ung. unguentum

61. vitr. vitrurn

®OPMA PEIENTYPHOT'O BJIAHKA N 107-1/Y

MUHUCTEPCTBO 3OPaBOOXPaHeHUA Kon dopmer mo OKYI

Poccurickoit denmepaluun Kon yupexnenma no OKIIO

MeaguuMHCKasa OOKYMEeHTaLusa

HaumMeHoBaHMe (mITam) dopma N 107-1/y
MEIMLMHCKOM OpTraHM3alun YTBepxIeHa NpPMKa30M

MyHMCTEPCTBa 3OPaBOOXPaHEHUS

Poccurickoit denepaluuu

or 24 Hosb6psa 2021 r. N 1094n

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

Jleyamero Bpauda (penbrmepa, akyuwepku)

py6. |xom. |Rp.

IMonnuce
1 rnedaThb Jiedamero Bpada M.TII.
(momnuce Qernbamepa, akKyLEepKM)

Cmerai
(TlycTb GyzieT cMelaHo)

MMKCTypa
YUCIIOM

Macio (KugKoe)

macra

TIVATIOSL, TIVUJTIONNA

paBHbIE YaCTU

OCaK[@HHbI

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
Ma3b

CKJ/ISTHKa

Ipunosenue N 2

K npuxasy Munucmepcmea 30pasooxpaneHus
Poccutickoli @edepayuu

om 24 Hos6ps 2021 2. N 1094H



PeuenTt neicTBuTeJieH B TeueHume 60 nmHet, mo 1 roma ( )
(HyXHO€ MOINYEPKHYTH) (yxaszarTs
KOJIMUECTBO OHEN)

ObopoTHas CTOpOHa

OTMeTKka O Haz3HaAYEHUN
JIeKapCTBEHHOTO Npenapara
10 peleHMIO BpadebHOM KOMMCCUMU

IIpuToTOBMI IIposepu

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

MMHUCTEPCTBO 3OpPaBOOXPaHeHMrsA Konm dopmer mo OKYI 3108805
Poccuiickoit Pemepauun MemyumHCKas OOKYMEHTaUMs
dopma N 148-1/y-88
HamMmeHOBaHMe (wTam) YTBepxIeHa INpMKasOoM
MeOMLMHCKONM OpTraHM3aLmun MUHMCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoi denmepaumm
HavMeHOBaHMe (wTamr) or 24 Hos6ps 2021 r. N 1094n

MHIOIMBYOYAJIBHOTO NPennprHMMaTelsa

(yxkasaTbe azpec, HOMEp M HaTy JMLEH3WUM,
HaVMeHOBaHMe opraHa FOCyﬂapCTBeHHOﬁ BJIaCTHU,
BEIIABIETO JIMLLEH3MIO)

Cepusa

PELENT "o 20__ 1.

(mnaTa odopmIeHMs-peLenTa)

(B3pPOCIIBII, HOETCKMII — HYXHOE IONUEPKHYTH)

daMyIMs, MHMLUMAJL MMEHM M OTdYecTBa (MOocjlenHee - MNpM HaJudum)
nauMeHTa

HaTa poxIeHMnsd

Apgpec wMecTa XUTeJlbCTBa MM N MEIOMUMHCKOM KapTe amMOyJaTOPHOTO
nauMeHTa, nojiydaomero MeIMUIMHCKYI IIOMOUE B aMGyHaTOpHHX 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 CTOPOHAa

OTnycTun

OTMeTka O Haz3Ha4YEeHUMN
JIeKapCTBEHHOTO MNpenapara
IO peleHMIO BpadebHOM KOMMCCUMU

IIpuroTOBMII IIposepuit

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

MUHMCTEpPCTBO 3IpPaBOOXPaHEeHUA YTBEPXIEHA
Poccwuiickoit denmepauum MECTO IJiA npukKasoMm MuHMUCTepCcTBa

OrnycTui



MTPUXKOIOA <*> 3IpaBOOXpPaHeHus
Poccuiickoi denepauum
or 24 Hosb6ps 2021 r.
N 1094n

Mramn

Kon MemuMLMHCKOM opraHm3aumm

Mramn

Kon mMHIOIMBMAYyajbHOTO NpennpmHErMaTesisa

Kon dopmer mo OKYJ 3108805

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

Kon Kon JICTOUHMK (QMHAHCHMPOBAHMSA % OIJIaTHL:
KaTeropun HOB30JIOTMUECKON (IIOOYEPKHYTh) (IOOYEPKHYTh )
TpaxiaH dopMel (1o MKE)
1. denmepalibHBNL OOIXET 1. BecnyaTHO
2. Biooxer cyobekTa 2. 50%

Poccuiickoit denmepalum

3. MyHMUMIAJbHEIT OOIXET 3. uHOM %

PELEIT Cepusa N Jlara obopmiteHMs:

daMmyVs, MHMLUMAJE MMEHM M OTdYecTBa (locjegHee —
0pY HaIMuMy) [NaluueHTa JlaTa poxneHus

CHMJIC

N nosmca
o6a3aTeNbHOTO
MeIMLUMHCKOTO
CTpaxOBaHUA

HoMep MeOMUMHCKOM KapTH MNalMeHTa, NOJydanleTro MeIMUMHCKYWO IOMOUIb B
aMﬁyﬂaTOpHHX YCIJIOBUAX

@aMMHMH, MHMLIMAJIEL MMEHM M OTUYeCTBa (HOCﬂeﬂHee - npm HaﬂMQMM)
Jledamero Bpada (benpnmepa, akymepku)

Pyb6. Korm.

lonnuce M nevaThb Jiedauero Bpada M.II.
(momnucek Qenbamepa, akKyLEepKM)

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

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

OTmymeHo MO Pelenty: TOproBOe HavMEHOBAaHME
¥ IO3MPOBKA:

Hara ormycka: "__ " 20_ ©. KommuecTro:

IlpuroToBMII : Tllporepu: OTnycTumi:

(IMHMA OTpPEIBA)
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Kopemok peuenTypHOT'O OJjlaHKa Crnocob NpMMeHEeHMS:
HammeHOBaHMe MPOOOIXUTEIIbHOCTE OHeu
JIEKapCTBEHHOTO Ipenapara:

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

OBopoTHas CTOpPOHAa

OTMeTKka O Ha3HAYEHUNU
JIEKapCTBEHHOTO Ipenapara
IO PemeHMI0 BPadeOHOM KOMUCCUM

IlpuroToBUI Ilpoeepun OrnycTun

<k > B ciydae U3TOTOBJIEHUA peuenTypHoro 6JlaHKa C MCIOJIb30BaHMEM
KOMIBIOTEPHEX TEXHOJIOTUMA.

Ilpunoxenue N 3
K npukasy Muxucmepcmea 30pasooxpaHerus

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

I[NOPAOOK O®OPMJIEHUA PELIEITTYPHBIX BJIAHKOB HA JIEKAPCTBEHHDBIE TTPEITAPATHI, UX YYETA U
XPAHEHUS

I. Obopmiienne perenta Ha GyMa)kKHOM HOCHUTEIe

1. Ha penenypHbix 6ankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1) B 1eBOM BepXHEM YIVIy IPOCTAB/ISIETCS IITAMII MEAMIVIHCKOI OPraHM3alMy C YKa3aHNEM ee
HaMMeHOBaHus, aapeca 1 TesiedoHa C JAaTON BBITUCKY (1aToit ohopmIeHNsT) peLiernTa Ha JIeKapCTBEHHbIN Ipernapar.

TIOTIONMHUTENBHO Ha perienTypHoM 6aHke Gopmbl N 148-1/y-04(i1) mpocTaBisieTcsl KOA MeIUIIMHCKOM OPraHu3auu B COOTBETCTBYUM ¢ OCHOBHBIM IOCYIapCTBEHHBIM
peructTpaluoHHbIM HOMepoM (maiee - OTPH).

Cepus penentypHoro 61anka hopmbl N 148-1/y-04(1) BrIoyaet Kof, cyobekra Poceuiickoit @eneparyin, COOTBETCTBYIOIIMI IBYM MepBbIM 1iidpam O61epoccuiickoro
knaccubrraTopa 06beKTOB aJMUHUCTPATUBHO-TEPPUTOPUATHHOTO AeneHus (ganee - OKATO).

PaspenraeTcst U3roTaBAMBaTh peLenTypHblie 6aHky dopmbl N 107-1/y u popmbr N 148-1/y-04()1) ¢ TOMOIIBIO KOMITBIOTEPHBIX TEXHOTOTHIA.

PenenitypHble 61aHku popmbl hopmbl N 148-1/y-88 13roTaB/IMBaIoOTCsl MCKIIOUMTEIBHO TUIOTPAPCKIM CIIOCOGOM.

2. Ha penenTypHbIX 671aHKaX, 0pOpM/ISIEMBIX MHAMBUIYATbHBIMM [TPEIIPUHMMATESIMI, MMEIOIIVMY JIMLIEH3MI0 Ha MeIUIMHCKYIO IesiTelIbHOCTD, B BEPXHEM JIEBOM YITTy
TUIIOrpaCKMM CII0COG0M MM IyTeM IIPOCTaBIeHMs IITaMIIa JO/DKEH GbITh YKa3aH afipec MHAMBIUIYaIbHOIO IIPeJIPYHMMATeNS, HOMEep U aTa IULeH31M, HaIMeHOBaHye OpraHa
rOCyIapCTBEHHOM BIACTH, BbIABILIETO JIMLIEH3MIO.

3. PeuenTtypHble 6maHku popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3aM0HSIOTCS MEIUIMHCKUM PaGOTHMKOM YepHMIAMM MY IIAPUKOBOI PYUKOI.

4. Jlomyckaercst ohopMIeHMe BCeX PeKBU3UTOB (33 UCK/IIOUeHneM pekBu3uTa "Tloamnucs jievaiero Bpaya (MogIuch desbaliepa, akylepky') peLelTypHbIX 671aHKOB GopMbI GOpMbI
N 107-1/y, dopmbr N 148-1/y-88 u dopmbl N 148-1/y-04(1) ¢ uCronb30BaHMEM NeYaTAIOLIMX YCTPOICTB.

5. OdopmiieHne peLenTypHbix 61aHkoB Gopmbl N 148-1/y-04(1) BRI0YaeT undpoBoe KOAUpoBaHue.
LndpoBoe KogypoBaHye yKa3aHHbIX PELeNTYPHbIX 671aHKOB BK/IIOYAET:

1) KOO MemuUUHCKOM oprauy3sauyy (OIPH) iy Kom MHOMBUIYAIBHOTO MPeJIIPUHUMATENSI B COOTBETCTBMM ¢ OCHOBHBIM IOCYJapCTBEHHBIM PETMCTPALMOHHBIM HOMEPOM
MHAMBUIYaJIbHOTO IpeanpuHmumaress (ganee - OTPHUIT), mpocTaBJisieMblii IIpy M3TOTOBJIEHMY PELeNTYPHbIX GIaHKOB;

2) KOJ, KaTeropuu rpaxkJjaH, MMeIOIMX I1PaBo Ha [10/TyYeHMe JleKapCTBeHHbIX IperapaToB B COOTBETCTBUM €O cTaTheil 6.1 demepanbHOro 3akoHa ot 17 uionsg 1999 1. N 178-®3 "O
rOCyZapCTBEHHOM COLMATbHOM oMoy <1>, 1 Kof, HO30/10TMYecKoi GopMbl IT0 MexXIyHapogHO CTaTUCTHNUEeCKOI Kiaccyudukanyy 60ne3Helt 1 mpobiieM, CBSI3aHHBIX CO 3T0POBbEM
(10-it mepecmoTtp) (manee - MKB), 3aro/iHsieMble JIe4alM 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) OTMeTKy 06 MCTOYHMKe puHaHCKUpoBaHMs ((pemepanbHbli Gomxker [1], GlomskeT cyobekra Poccuiickoit @emepaumy [2], MyHUIMIIATbHBIN GIOKET [3]) ¥ IPOLIEHTe OIIAThI pelienTa
(6ecrutaTHo [1], 50% [2], uHOI % [3]);

4) LITPUX-KOZ - JOTOJIHMUTENbHbI PEKBU3UT (B CJIyyae M3rOTOBJIEHNMS Ha TeppuTopum cyobekTa Poccuiickoit @enepanny pelienTypHOro 61aHKa ¢ MCI0Ib30BaH)MeM KOMIIbIOTEPHBIX
TEXHOJIOTUIA).

6. B peuenTypHbix 61ankax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B rpade "damMuiust, MHULMAIbI UMEHM ¥ OTUECTBA (MTOCIeHEee - IPY HAIMYMM) TTalyeHTa" yKa3bIBarTCs
amunust, MHUIYATIBI UMEHM M OTUYeCTBa (MOCIeSHee - IPY HATUYMY) MTalyieHTa.

7. B penenTypHbix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpace "aTa pokaeHus" yKa3bIBaeTCsI JaTa POXKIOEHMs alyeHTa (YMCI0, MecsL, TOf).
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JIOTIONMHUTENBHO B peLlenTypHbIX 6aHKax dopmbl N 148-1/y-88 u dopmbr N 107-1/y nuist meteit B Bozpacre 1o 1 roza B rpacde "Jlata poskaeHNs" yKa3bIBaeTCsI KOMMYECTBO ITOTHBIX
MecsILeB.

8. B peuenTypHbIx 61aHKax dopmbl N 148-1/y-04(1) B rpacdhax "CHUJIC" u "N nonmca 06513aTeTbHOTO MEIMUIMHCKOTO CTPaX0BaHMsI" yKa3bIBAIOTCSI CTPAXOBOi HOMEp
MHAMBUAYATbHOIO JIMIIEBOTO cueTa rpaxkaaHuHa B [leHcuoHHoM douzme Poceuiickoit @emeparmy (CHUJIC) (pyu Haauumm) M HOMEP Tosca 06s13aTeIbHOr0 MeUIIMHCKOTO
CTpPaxOBaHMSI.

9. B peuenTypHbIx 61aHKax dopmbl N 148-1/y-88 B rpade "Anpec MecTa KUTEIbCTBA UM HOMeP MeIAMIMHCKOI KapThI TALIMEHTa, TI0JIYYarollero MeguIMHCKY0 TOMOIIb B
aMOY/IaTOPHBIX YCIOBUSIX ", YKa3bIBAETCS TIOYTOBBIN aipec MeCcTa JKUTEIbCTBA (MecTa MpeGhIBaHMs I MecTa (GaKTUUeCKOTo MPOKMBAHMS) MTAalMeHTa U HOMep MeIUIVTHCKO
KapThI MALMEHTa, TI0JTYYaollero MeJUIMHCKY0 IOMOIb B aMOY/IaTOPHBIX YCIOBUSIX <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 3am0/HeHMI0" (nanee - IIpukas N 834H)
(3aperucrpupoBad MuHucTepcTBOM foctunmu Poceniickoit @eneparym 20 despasst 2015 1., perucrpaumonuslii N 36160) ¢ M3MeHeHMsIMY, BHECEHHbIMY IPMKa3aMy MuHKUCTepCTBa
3apaBooxpaHeHust Poceuiickoit ®@enepauny ot 9 siuBaps 2018 r. N 2 (3apeructpupoBad MuHucTepcTBoM foctuimm Poceuiickoit @emepauyy 4 anpenst 2018 r., perncrpainoHHbiit N
50614), ot 2 Hos16pst 2020 1. N 1186H (3apeructpupoBan MuHmucTepcTBOM 1ocTumy Poccuiickoit ®epepanmu 27 Hos6pst 2020 ., perncrpaunorHbiit N 61121).

VkasaHue 1 aipeca MecTa XUTeIbCTBA ¥ HOMepa MeIVLIMHCKO KapThl AlMeHTa, MOMyJaollero MegyIMHCKYI0 OMOIIb B aMOY/IaTOPHbIX YCIOBUSIX, He SIBJISIETCS OIIMOKOIA.

B peuenTypHbix 61maHkax dopmbl N 148-1/y-04(;1) B rpade "Homep MeAMLIMHCKO KapThl MAMEHTA, TOMTYYaI0NIero MeAUIMHCKYIO IIOMOIb B aMOY/IaTOPHBIX YCIOBUSIX' YKa3bIBAETCS
HOMep MeIMIMHCKO KapThl MALMEHTa, TOTyYaIoIero MeAUIMHCKYIO IIOMOLIb B aMGY/IaTOPHBIX YCIOBUSIX <3>.

<3>IIpukas N 834H.

10. B rpade "®amuiusi, MHULMAIbBI UMEHM M OTUECTBA (IIOCTIeAHEe - IIPY HaIMYMK) jievaliero Bpaya (desbpaiiepa, akyuepku)' penentypHbix 61ankos ¢popm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(;1) yKa3bIBaIOTCSI MOMTHOCTbIO GaMWINSL, UHULIMAIBI MMEHU, OTYEeCTBA (TIOC/IeHEe - TIPY HAIMUMY) MeAUIVHCKOTO PabOTHMKA, HAa3HAYMBLIETO JIEKAaPCTBEHHbIE
rpenaparsl ¥ 0pOPMMBILETO PELIEIT.

11. Brpade "Rp" penentypHbix 6maHkoB popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(J1) yrassIBaeTcsi:

1) HaMMEeHOBaHJMe JIeKapCTBEHHOTO Iperapara (MeXIyHapoAHOe HellaTeHTOBaHHOe HaYIMEeHOBaHue, IPYNIMPOBOYHOE MIIM XMMUYeckoe HaMeHOBaHye, TOProBoe HauMeHOBaHue)
Ha JIATMHCKOM SI3bIKe MJIM Ha PYCCKOM SI3bIKe, OpMa BBIITyCKa, JO3MPOBKA, KOJIMUYECTBO (YKa3bIBaeTCsl IPOIMMCHIO Ha peLenTypHoM Granke dopmbl N 107/y-HIT);

2) Croco6 MpMMeHeHMsI TIeKapCTBEHHOTO MpenapaTa Ha rocyIapcTBeHHOM si3bike Poccuiickoit @eepaiyy Wiy Ha ToCyoapcTBeHHOM si3bike Poccuiickoit @emepaium u
TOCYyZapCTBEHHOM SI3bIKE PECITy6IMK M MHBIX SI3bIKaX HapomoB Poccuiickoit @epeparym <4>.

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

13. [Ipu oopMIeHUY pelieNTypHbIX 6IAHKOB 3alpeniaeTcsi OrpaHMUMBATBCS 00LIMMM YKa3aHUAMM, HaTIpuMep, "BHyTpeHHee', "VI3BeCTHO".

B 2/1eKTPOHHOM IOKyMeHTe HyMepalys IyHKTOB COOTBETCTBYeT O(i)MLU/[aJ'IbHOMy UCTOYHUKY.

14. Perernt, opopMiIeHHBIIi Ha penienTypHOM GraHke ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1), mofMChIBA€TCSI MEAULVHCKMM PaGOTHMKOM U 3aBepsieTcsl ero [evyarsio.

Pernierit, oopMIIeHHBIIT Ha penienTypHOM 61aHke dopmbl N 148-1/y-88 u dopmbl N 148-1/y-04(;1), BONOTHUTENTBHO 3aBePSIETCS MeYaThbio MeIUIIMHCKONM opranusatyy "[is
peLenToB".

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

15. Ha ogHoM penentypHoM GnaHke dopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(;1) pa3pelniaeTcst OCyIIeCTBIATh HAa3HAUEHVe TONMbKO OHOTO HaMEeHOBAHUSI JIEKapCTBEHHOTO
mpernapara.

Ha ogHoM penentypHoM GraHke ¢hopmbl N 107-1/y pa3peniaeTcst OCyIecTBIsTh Ha3HaUeHMe TOIbKO OJHOTO HAMMEHOBaHYSI 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 NOAJIEKaIEro
NpeaMeTHO-KOIMYeCTBEHHOMY YUeTY, ¥ IO TpeX HaMMeHOBaHMi1 IeKapCTBEHHBIX IIPErapaTos - /1Sl MHBIX JIEKaPCTBEHHBIX IPeNapaToB, He OTHECEHHDIX K BbILIeyKa3aHHBIM ATX.

16. VicripaBieHus B perienTe He JAOMyCKaTCs.

17. Ipu oopmieHnn perenTypHbix 61aHkoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(J1) Ha leKapCTBeHHbIe TIperapaThl, HA3HAUeHHbIe 110 PelIeHNI0 BpaueGHO KOMICCUM, Ha
060pOoTe perenTypHOro 6/1aHKa CTABUTCS CielaabHast OTMETKa (LITaMIT).

18. Ha perjenitryprom 61aHKe dopmbr N 148-1/y-04(;1) BHUSY MMeETCsI IMHYSI OTPbIBa, Pasiessiionast peLeNnTyPHblii 671aHK 1 KOPELIOK.

Kopeunrok 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, CI0co6e MpUMeHeHMs.

II. Odopmnenne penenra B popme 3/1eKTPOHHOIO JOKYMEHTA

19. Perient B hopMe 3/1€KTPOHHOTO IOKYMEHTa, TOAMMCAHHOTO YCUMIeHHOM KBanubUIMPOBAaHHO 37IeKTPOHHO MOAMIChI0, GOPMMPYETCS MEOVIMHCKIM PaGOTHMKOM, CBEIeHMSI O
KOTOPOM BHECEHbI B (heZiepaibHbIif PErUCTP MEOULIMHCKUX PAGOTHUKOB <5>, a TAKKE MPU YCJIOBUY PETUCTPALIMY MEIMUIMHCKOI OpraHu3alyy, B KOTOPOii 0pOPMIISIETCS PEIIerT, B
dbenepanbHOM peecTpe MeAUIIMHCKMX OPraHM3aLii <6> eAMHOI rocygapCcTBeHHO MHPOPMAILMOHHO 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 GepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOaTenbcTBa Poccuiickoit ®emepaunn, 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, c1. 6724; 2020, N 29, cT. 4516).
<7> Cratby 91 n 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHOaTeNbCTBa Poccuiickoit ®epepannn, 2011, N 48, ct. 6724).

20. IIpu OII)ODMHEHI/H/I penenrta B (bopMe 3JIEKTPOHHOT'O JOKYMEHTA Ha JIeKapCTBEeHHbIe ITperapaThl, YKa3aHHbIe B ITYHKTaX In1l INopsinka HasHaYeHMsI TeKapCTBEHHBIX IIpernapaTos,
YTBEPXKIAEHHOI'0 HACTOSALIMM ITPUKa30M, M OTITyCKaeMble 3a IMOJTHYI0 CTOMMOCTb, 3alIOJTHAOTCS C/IEAYIOIME PEKBUSUTHI:

1) Kop cyobekra Poccuiickoit ®enepatyn o OKATO, orpeensionuii rocyaapcTBeHHYI0 MHGOPMAIMOHHYIO CUCTEMY B cdepe 3apaBooXpaHeHus cybbekTa Poccuiickoit demepaimmu,
B KOTOPOJ1 chOPMMPOBAH pelenT B popMe 3/IeKTPOHHOTO JOKYMEeHTa;
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2) HaMMEHOBaHVe MeIMIIMHCKOM OpraHu3auum, aapec, TE."Ie(bOH nim (baMI/[JII/[ﬂ, VIHULIMAJIbl MMEHU 1 OTYeCTBa (HOC)'IQLLHEE - IIPY HA/IM4YUU) VHAMBUAYAJIbHOTO IIPEeANPVMHYMATEs],
VIMeIollero JIMIEeH3MI0 Ha MeJULIMHCKYIO JesSTe/IbHOCTD, €ro apec;

3) OI'PH opuanyeckoro nuua (MeauIMHCKO opranm3anym) uayu OTPHUIT mHauBuAyaabHOro npespyuHuMaTers;
4) nmarta obopMIIeHMs pellenTa (yKa3bIBaeTcsl YMCI0, MEeCSII, TOR);

5) JaTa OKOHYaHMs JeiicTBus peLenta (hopMupyeTcs rocyiapcTBeHHOI MHGOPMALMOHHOI cucTeMoii B cdepe 3ppaBooxpaHeHyst cyobekta Poceuiickoit ®enepanyiy B COOTBETCTBUM
€O CpOKaMM ZieiicTBMsI penenToB: 15 nueit, 30 nHeit, 60 queit, 90 nHeit, 1o 1 roga);

6) YHUKAJIbHBII HOMeD perenTa (GopMupyeTcsi rocygapcTBeHHO MHGOPMAIMOHHOI cucTeMoii B chepe 3npaBooxpaHeHus cybbekTa Poccuiickoit @enepanuy u obecrieynBaeT
OIHO3HAYHYIO AEeHTM(OUKALMIO perernTa B popmMe 3IeKTPOHHOro JokymeHTa B couetannu ¢ OKATO, OTPH mnn OTPHUID);

7) OTMETKM "cito” (CpouHO) Mau "statim” (HemMeIJIeHHO) ITPU HEOGXOAVIMOCTY CPOYHOTO MJIM HEMEJIEHHOTO OTITYCKa JIeKapCTBEHHOro MpernapaTa MmalueHTy;

8) anpec mauMeHTa (YKa3bIBaeTcsl TOYTOBbIN afpec MecTa SKUTeIbCTBA (MecTa MpeObIBaHMUS MM MeCTa (DaKTHMUeCKOro MPOKMBAHYS) C YKa3aHMEM MH[IEKCa, HAMMEHOBAHYS Kpasl,
o6nacTu, peciy61mMKM, aBTOHOMHOTO OKpyTa U MHOTO cy6bekta Poccuiickoit ®enepanyy, Ha¥MMeHOBaHMSI HAaceJIeHHOTO ITYHKTa, HAYMMeHOBaHMsI YMLIBI (IIPOCTIeKTa, Iepeyiika,
rpoesza), HoMepa JoMa (C yKa3aHMeM KopIyca, Ipy HaJIu4uun), HoMepa KBapTUphI);

9) HOMep 37IeKTPOHHOM MeIUIIVHCKOM KapThl MalyieHTa B TOCyAapCTBeHHOI MH(GOPMaLMOHHOI cucteMe B cdepe 3apaBooxpaHeHMs cyobekra Poccuiickoit ®emepaunu;

10) dammnms, MMsi, 0TYECTBO (TIOCTeSHEee - TPY HATNYMM) TTaLMeHTa ITOTHOCTbIO;

11) JaTa POXKAEHNS MalyeHTa (yKa3bIlBaeTCsl YMCI0, MecsLl, TOf), IJIs AeTeil 10 1 roga JOMOMHMUTEIbHO YKa3bIBaeTCsl KOMMYECTBO MOMTHBIX MeCsILeB;

12) C]JaMMJ'lMﬂ, VHULMAJIBl MMEHY M O0TUeCTBa (TIoc/aefHee - IPY HaIuuuy) MeguLMHCKOTO pa60THMKa TIOTHOCTBIO;

13) HaMMEHOBaHMe JIeKapCTBEHHOTO Mpernapara (MeXAyHapooHOe HellaTeHTOBAHHOe HaMeHOBaHMe, IPYIIIMPOBOYHOE MM XMMUYECKOe HaMEHOBaHMe, TOPrOBOe HaMEHOBAHNE),
I103MPOBKa, GopMa BBITYCKA, KOTMYECTBO (BCE TO3MLUY YKA3bIBAIOTCSI HA PYCCKOM SI3BIKE);

14) CrIOCO6 MpMMEHEeHNs JIEKapCTBEHHOTO Mpernapara Ha roCcyAapCcTBEeHHOM si3bike Poccuiickoit @epepaum Uiy Ha rocygapcTBeHHOM si3bike Poccmiickoit egepauyy u
roCyIapCTBEHHOM SI3bIKE PeCIy6/IMK U MHBIX sI3bIKaX HapomoB Poccuiickoit @enepaunm <8>;

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

15) JOKYMEHT, IO TBepKIalolINii Ha3HaueHye JeKapCTBeHHOro Npernapara Io pelieHunio Bpa\{e6H0171 KOMMCCUM MeJMULIVHCKOM OpraHmu3aLum;

16) OTMETKa O Ha3HAUYeHWM JIeKapCTBEHHOTO Mperapara Mo peleHnIo BpaueGHoi KOMUCCUY MeIMIIMHCKOI OpraHu3aluy B CIyJasix, yKa3aHHbIX B a63a1e BTOPOM IyHKTa 6 Ilopsigka
Ha3HaYeHMsI IeKapCTBEHHBIX MTPerapaToB, YTBEP)KAEHHOIO HACTOSIYIM IPUKA30M;

17) OTMeTKa O CIelMaJbHOM Ha3HaueHM! IeKapCTBeHHOro Mperapara (3alolHsIeTCs B CIy4yasiX, yKasaHHbIX B ITYHKTax 15u 24 TTopsinka Ha3HaUeHMs IeKapCTBEHHbIX IIpenapaTos,
YTBEPKAEHHOIO HaCTOSAIMM HpMKa3OM);

18) OTMeTKa O ClTelaIbHOM Ha3HAYeHNM TIeKapCTBEHHOTO Ipernapara MaumMeHTy ¢ 3a601eBanmneM, TPeOYIOLM AJIUTETbHOTO KyPCOBOTO JIeUeHMsI (3aII0NHSIEeTCs B C/Iyyae, yKa3aHHOM
B nyHKTe 23 [opsiika Ha3HaueHMsI JIeKAPCTBEHHBIX IIPENapaToB, yTBePKAeHHOTO HACTOSIIMM ITPUKA30M) C IPOCTaBJIeHMEM ITePUOIVYHOCTY OTITYCKA JIEKAPCTBEHHOTO IIperapara;

19) mipu oopmiieHUH penernrta B Gopme 37eKTPOHHOTO LOKYMEHTa Ha JIeKapCTBeHHbIe MTpenapaThl, yKa3aHHbIe B IOAIMYHKTaX 2 - 5 myHKTa 9 1 myHkTe 11 [Topsiika Ha3HAYeHUsT
JIeKapCTBEHHBIX MPEIapaToB, yTBEPKAEHHOTO HACTOSIIMM IIPUKA30M, IPaKIaHaM, MMEIOIM IIPaBo Ha 6ecIuiaTHOe MOTyYeHMe JIEKapCTBEHHBIX [TPENapaToB UM MOTyYeHue
JIeKapCTBEHHbIX IIPEIapaToB CO CKMUIKOM, 3aII0JIHSIIOTCSI PEKBU3UTBI, IPeSyCMOTPeHHbIe IOAMYHKTaMy 1 - 18 HAaCTOSILIero MyHKTa, a TakKe CIeAyolye PeKBU3UTBI:

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

<9> Co6paHue 3akoHOmaTenbcTBa Poceuiickoit @enepanym, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577.

6) KoJ HOo3omornuyeckoi dopmsi mo MKE;

) MCTOYHMK buHaHcupoBauus (1 - GemepanbHbIi Gl0AKeT, 2 - GI0fKeT cyobekTa Poccuiickoit @eneparm, 3 - MyHUIMITATbHBIN GIOIKET);

r) pasmep oruiathi (1 - 6ecriaTHo, 2 - 50%, 3 - MHOI %);

) CTPaxoBOJ HOMep MHAMBUAYATBHOIO JIMLEBOTO cueTa rpaxaaHuHa B IlenconHoM doHpae Poceniickoit @epepauuy (npu Hammuun) (CHUJIC);

) HOMep Io/yca 00513aTelIbHOT0 MeIVIIMHCKOTO CTPAaXOBaHMs.

21. [Ipy mpocTaBeHNM OTMETKY, YKa3aHHO B MOAIYHKTe 16 nynkra 20 Hacrosimero ITopsinka, perient B popMe 21eKTPOHHOTO JOKYMeHTa IOIIIMChIBAETCS YCUITeHHOM
KBaIMOUIMPOBAHHOI 9/IEKTPOHHO MOANMCHIO MTPeAceaTesNs UK ceKpeTapsi BpaueGHO KOMUCCHM MeOVILIMHCKOM OpraHmM3anuy, py MpoCTaBIeHNY OTMETOK, YKa3aHHBIX B

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

22. Tlo Tpe6OBaHMIO MaLMeHTa UM ero 3aKOHHOTO MpeACTaBuTeNst 0hOopMIIsIeTCs: 9K3eMIUISIP peLienTa B opMe 3IeKTPOHHOTO JOKYMeHTa Ha 6yMaskHOM HOCUTeJIe C OTMETKO
"[ly6IMKaT 3/IeKTPOHHOTO JOKYMeHTa .

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

23. Vyer penienTypHbIx 61aHKOB opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(J1), u3roraBnmMBaeMbIX TUIIOrPAQCKUM CIIOCOG0OM (Hasiee - peLienTypHble GIaHKY, TOAJIEKaIe YUeTY),
OCYIIeCTB/ISIeTCS B )KypHajaX yueTa, IPOHYMePOBaHHBIX, IPOLIHYPOBAHHbBIX ¥ CKPeIJIEHHbIX IOANMCHI0 PYKOBOAUTENS U Me4aTbio MeAMUIMHCKOI OpraHM3aluy MM TTOATNChIO
VHIVBUIYAIHOTO TIPEANIPMHMMATEJIS], MMEIOIeTo TMIeH3MI0 Ha MeIVILIHCKYIO J1eSITe/TbHOCTb.

24. XXypHan y4yeta peLentypHbix 61aHKoB ¢popmbl N 107-1/y comepkuT cieyronime rpadpl:

1) HOMeD I10 MOPSIIKY;

2) B pasgzene "Ilpuxon":

a) JaTa perucTpauuy JOKYMEHTa, MOATBeP>XKAAIIero IoCTyIlJIeHNe;

6) HOMEp U JaTa NOKYMEHTA, ITOATBEPKAAIOIIEro MOCTYyIVIeHMe, HaMMeHOBaHMe IOCTaBIIMKa;
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f=2

4)

&

&

f=2

I

e)

o611ee KOMMYeCTBO MOCTYMBIINX PeLleNTyPHbIX GIaHKOB;

ammnust, MHMIMATBI MMEHM M OTYeCTBa (TToCIeqHee - TPY HaTMYMU) U TIOLIVCh OTBETCTBEHHOTO MEIUIIMHCKOTO Pa6OTHMKA, MOMTYYMBILETO PeleNTypHble GIaHKY OT MOCTaBIVIKa;
B pasgerne "Pacxon":

[iaTa BbIAAuM PEeLeNTyPHbIX OIaHKOB;

KOJIMYECTBO BbIIAHHbIX PELIeNITYPHbIX 67IaHKOB;

bamuust, MHMIMAIIBI MMEHY Y OTYEeCTBa (TTOC/IeHee - [TPU HAIMYMM) OTBETCTBEHHOTO MEAMLIMHCKOTO Pa6OTHMKA, TIOTYUMBILIErO PeLeNTypHbIe GIaHKM;

MOJIMCH OTBETCTBEHHOTO MEAVUIIMHCKOTO PaGOTHMKA, TIOTYUMBILETO PELeNTypPHbIe GIaHKK;

bammust, MHUIMAIIBI MMEHY Y OTYECTBA (TTOC/IeHee - TPU HAIMIMM) Y TIOAIUCH OTBETCTBEHHOTO MEIUIITHCKOTO PaGOTHIKA, BbIJABIIErO PeLeNTypHbIe 6/IaHKM;

OCTaTOK PEIeNTyPHBIX GIAHKOB.

5. XypHan yuera penentypHsix 6;1aHkoB ¢popm N 148-1/y-88 u N 148-1/y-04(;1) comepskut cnenyiomye rpadbi:

HOMep I10 MOPSIZIKY;
B pasgere "[Ipuxon":

JlaTa perucTpauyy JOKyMeHTa, OATBEPXKIA0IEro MOCTYIIeHNe;

HOMeD 1 JlaTa JOKyMEeHTa, MOATBEPXKAAIOIero MoCTyIieHe, HaMeHOBaHye NOCTaBIyKa;
o611ee KOMMYeCTBO MOCTYMMUBIINX PELIENITYPHbIX GIaHKOB;

cepuy ¥ HOMepa PelenTypHbIX 6IaHKOB;

KOJIMYECTBO PeLeNTYPHbIX GIAHKOB 10 CEPUSIM;

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

TIOCTaBIIMKA;

3)

a)

6)

B)

r)

)

4)

5)

26.

B pasgene "Pacxon":

JlaTa BbIAAYM PELeNTYPHBIX GTaHKOB;

cepuy M HOMePa BbITAHHBIX PELeNTYPHbIX GIaHKOB;

KOJIMYECTBO BbIJAHHBIX PEIENTYPHBIX GTaHKOB;

ammnst, MHUIMATBI MMEHM U OTYeCTBa (TTOCTeHee - PV HAIMUMM) OTBETCTBEHHOTO MEIUIIMHCKOTO PaGOTHMKA, OMYYMBILETO PELeNTyPHbIe 6IIaHKY;
MOAIICH OTBETCTBEHHOTO MEIUIIMHCKOTO PAaGOTHMKA, TOMYYMBIIETO PeLieNTypHbIe OIaHKN;

ammmst, MHUIIMATBI MMEHM M OTYeCTBa (TTOCIefHee - PV HAIMUMM) U ITOAIICH OTBETCTBEHHOTO MeUIIMHCKOTO PaGOTHMKA, BbIAABILEr0 pelenTypHble 6IaHKM;
OCTaTOK PelleNTypPHBIX GJIAHKOB.

Vuet pelentos, 0hOPMIEHHBIX B (hOPMe 3I€KTPOHHOIO JIOKYMEHTA, OCYIECTBIISIETCS] B TOCYAaPCTBEHHOI MHGOPMALIMOHHOI cucteMe B cepe 3ApaBoOXpaHeHMsl CyObeKTa

Poccuiickoit Penepanyy ocpeacTBOM BeIeHNsI eIMHOTO PeecTpa peLenToB, 0hOPMIEHHBIX B pOpMe 3/IeKTPOHHBIX JOKYMEHTOB.

27.

IV. XpaHeHue pelenTypHbIX 6/IaHKOB (32 MCK/IIOYEHNeM pelenTyPHbIX 6/1aHKoB 1Mo opme N 107/y-HII "CrenpaabHblii pelenTypHbIi
6/1aHK")

MepyumHCcKe OpraHu3aLuy MoayyaoT HeOoOXoAMMbIe penenTtypHbie 6J'IaHKl/I, OCIJOIJMJ'IeHHble TI/IHOI‘paCbCKl/IM CHOCOGOM, uepes TeppuToprabHbIe OPTraHbl YIIpaBJI€HUS

3[paBOOXpaHeHMEM WIN OpraHu3alyy, YIIOJTHOMOYEHHbIE HAa 3TO OpraHaMu VICTIOJIHUTETbHOM BIaCTH CY6’]>€KTOB Poccuiickoit enepanym.

28.

PereniTypHble G1aHKM, TOAJIEKAIIME YUETY, XPAHSITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUE€HHBIM PYKOBOYTEIEM MeIUIIMHCKOM OpraHn3alyim, B 3a1MpaeMoM MeTa/INIeCKOM

mkady (ceiide) WM MeTa/INUECKOM SILIMKE.

29.

I/IH,EL]/IBI/I,Hya!Ibelﬁ TpeIpMHUMATEb, UMEIOIINIA INIeH3UI0 Ha MeJUIUHCKYIO 0eATeIbHOCTb, XPAaHUT pelenTypHbIe 6JIaHKI/I, rnojJiexxalye y4yeTy, B 3alilipaeMom

MeTa/UIM4ecKoM IKady (ceide) M MeTA/UIMUECKOM SIIIUKE.

30.

HpOBepKa COCTOSIHMS XpaHEeHMs, yUeTa, (‘baKTVI‘IeCKOI‘O Ha/IM4YMs U pacxoia peuenTypHbIX GﬂaHKOB, ToAJIeKallx y4yeTy, OOVH pa3 B KBapTajl OCYIEeCTBISIeTCS KOMUCCHEI,

CO3JaHHOJ B MeAUIMHCKOI OpraHn3alyum.

31.

PenienTypHble ﬁﬂaHKI/I, OClJOpM)'lﬁeMbIe Ha 6yMa)KHOM HOCHUTeIe U MOoAJIeKallye yUeTy, BbIIAITCSI MeOUIVHCKUM paﬁOTHMKaM, VIMeIoLIM IIpaBo OCI)OPMJIQHMH penenTos, 1o

PpacrnopsbKeHMIO ITTaBHOTO Bpaya MM ero 3aMeCTUTeIs.

T[TonyyeHHbIe peLienTypHbIe 61aHKM Ha OYMaKHbIX HOCUTEISIX XPaHSITCS MeAMIMHCKMMY PAaGOTHMKAaMY B IIOMEIeHMSIX, 00eCIIeYMBAOIIX MX COXPAaHHOCTD.

32.

IIporpaMMHO-TeXHUUeCKMe CPe[iCTBA TOCyLapCTBEeHHBIX I/IH(l)OpMaLU/[OHH])IX CUCTEeM B C(bepe 31paBOOXPaHEHMS, MEOUILIVTHCKUX MH!i)OpMa]_U/IOHHbIX CUCTEM MeOIVIIMHCKUX

opraHu3aluii 06ecreynBarOT XpaHeHMe MeKTPOHHBIX PeLleNTOB, 0GOPMIEHHBIX B popMe /1eKTPOHHBIX JOKYMEHTOB B T€U€HVe CPOKOB, YCTAHOBJIEHHBIX IJIS1 XPAHEHMSI PELeTTOB,
0o(OpMIIEHHBIX HA COOTBETCTBYIOMIMX (hopMax peLienTypHbIX 6IAaHKOB HAa GyMaskHOM HocuTesne <10>.

<10> I[TopnyHkT 5.2.169 Tonoxkenus: o Munucrepcrse (CobpaHne 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 PEUEINTYPHOTO BJIAHKA N 107/Y-HII

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,
COIEPXAIIIMX HASHAYEHME HAPKOTMYECKUX CPEICTB WJIN IICUXOTPOITHBIX BEHIECTB

I. TIopsAOK M3roTOBIEHMS, paclpese/IeHNs CIeNaIbHBIX PellenTypPHbIX 6/1aHKOB 1o opme N 107/y-HIT
1. OpraHu3anmio U3roTOBJIEHMS U Paclipeie/ieHus peLleNTypHbIX 61aHKOB 110 dopme N 107/y-HIT "CrienuanbHblii peLlenTypHbIN G1aHK" (Iaiee - CrielManbHbIil peLleNTypPHbI/ GIaHK)
ocyiecTsisieT MMHUCTePCTBO 3ApaBooxpaHeHus Poccuiickoit @enepaium (nanee - MMHUCTEPCTBO).
2. CrienyanbpHble pelieNTypHble GIAHKY SIBIISTIOTCS 3alVIIeHHO onurpaduyeckoii npopyKumeii yposHs 'B', usrorasnsaemoii Ha Gymare po3oBoro 1iseta pazmepom 10 cm x 15 cm,
IIO/KHBI MMETh CePUIO ¥ HOMED, a TAK’KE COOTBETCTBOBATh TPEOOBAHVSIM, YKa3aHHBIM B puKase Munucrepcrsa puHancoB Poccuiickoi ®enepariym ot 29 centsbpst 2020 . N 2171
"06 yTBepkaeHnu TexHMUeCcKux TpeGoBaHMIi 1 YCIIOBUIT M3TOTOBJIEHMS 3AIUIIEHHOI OT MOAIeNTOK MonUrpaduyecKoii MpoayKuyu" (3aperncTpupoBaH MUHUCTEPCTBOM I0CTULIMK
Poccuiickoi @enepanyn 16 Hosiopst 2020 r., perucrpauyoHHbiii N 60930).
3. B Lensix opraHu3anyy U3roTOBIEHVS U pacpeeNieHts CIIelMalbHbIX PELeNITYPHbIX GIaHKOB MeAULIMHCKME OPraHU3alyiy, MMeIoIIMe [TPAaBO OCYLIECTBISATh BbIAAuy PELENTOB Ha
HapKOTMYeCKMe CPeJCTBa WM IICMXOTPOIHbIe BelecTBa crivcka I [Tepeunst u 3aperucrpupoBaHHble B Poccuiickoit @epepanyy B kKauecTBe JieKapCTBEeHHBIX MTperapaToB st
MeIMIMHCKOTO MTPYMEeHEeHMs (anee COOTBETCTBEHHO - MeOVIIMHCKAst OPraHM3aLusl, HAPKOTUYECKMUIA (TICYXOTPOIIHBIIT) JIeKapCTBEHHBII Ipernapar), COCTaB/SIIOT 3asIBKM Ha
peLienTypHble GIaHKM.

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

1) MEAMUMHCKMMM OPraHM3aLMsIMK, HaXOIAIMICS B BeeHHM befepaibHbIX OPraHOB MCIIOMHUTE/bHO BIACTH, - B COOTBETCTBYIOIIME (QefiepaibHble OPraHbl UCIIOTHUTENbHOM
BJIACTY;

2) MeAMLMHCKMMM OpraHU3alysiMU, HAXOISIIMMUCS B BeleHuM cy6beKToB Poccuiickoit deepanyn, MeIUIVHCKUMY OPraHU3aUMUIMMU MyHUIIUTIATbHOI M YACTHOM CUCTEM
3ApaBOOXPaHEeHMs - B OPraHbl UCIIOHUTENIbHOI BlacTy cy6bekToB Poccuiickoit enepaini B cepe oXpaHbl 3[0POBbs IPAXKAAH, HA TEPPUTOPUIM KOTOPBIX OHYM PACIIONIOKEHBI (Hasiee -
opraHbl UCTIOTHUTETbHOI BiIacTy Cy6beKTOB Poccuiickoit deneparymn).

5. B 3asiBKe MeIUIIMHCKOM OpraHu3anmm Ha CrelManbHble pelenTypHble 6JIaHKM YKa3bIBAIOTCS CIeAYIolIMe CBeSeHMs:

1) CBeZIeHMSI O MeIVLIMHCKOM OpraHmu3anmy, nojaslieii 3asBKy Ha CreLMalbHble PeleNnTypHble 6/I1aHKM (TI0JTHOe Ha¥MeHOBaHye, aipec MeCcTa HaXOXIeHMsI);

2) KOJIIMYECTBO CIelalbHbIX PeLieNTYPHbIX 671aHKOB, M3PacX00BaHHBIX MEIMIIMHCKOJ opraHu3aleii Ha 1 sstHBapsi MpeJIeCTBYIOLIEro roaa;

3) KOJIMYEeCTBO CIIelMa/IbHbIX pelelTyPHbIX 6}'laHKOB, HEOOXOIVMbIX MeULIVMHCKOM OopraHmusanym Ha cliefyiouuii rog.

3asiBKa MeIMLIMHCKO OopraHusanyy Ha CrieMaJibHbIe pelelnTypHbIe 6IaHKM TTOJIIMCHIBAETCSI PYKOBOAUTEIEM MeIULMHCKOM opraHmusauuu, KOTOprﬁ HeceT IepCOHAJIbHYI0
OTBETCTBEHHOCTDb 32 060CHOBAaHHOCTb U JIOCTOBEPHOCTb YKa3aHHbBIX CBEIEHMUIA.
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6. denepanbHble OPTraHbl UCIIOMHUTETLHOI BIACTY, B BeIeHUY KOTOPBIX HAXOMSITCSI MEIMIVIHCKIE OPTaHM3aLuy (fasee - demepanbHble OPraHbl MCIIOMHNUTENbHO BIACTI), M OPTaHbI
MCIIOMTHUTENBHOI BiIacTy cy6bekToB Poccuiickoit Genepanny Ha OCHOBaHMM 3assBOK MEMIMHCKMX OpraHKM3alyii Ha CrielaibHble PellelTypHble OJIaHKM (GOPMUPYIOT CBOLHbIE
3asBKM Ha CIelMajbHble pelleNTypHble 61aHKM U B CPOK 10 1 leKkabpsi TeKYIIero rofa MpefCcTaB/sioT X B MUHMUCTEpPCTBO.

7. B cBOZHOII 3as1BKe Ha ClieliiabHble PelleNITypHble 61aHKM YKa3bIBAlOTCs C/IeAYIole CBeaeHMs .

1) cBefeHus 0 henepaTbHOM OpraHe MCIIOMTHUTEIbHOI BIIACTH (OpraHe VICIIOHUTENbHOI BlacTy cyobekra Poccuiickoit defiepanyun), peicTaByUBILEM CBOSHYIO 3asIBKY Ha
CrienyanbHble pelienTypHble 6aHKM (TTOMTHOe HaMeHOBaHue, apec MecTa HaXOXKIeHNs);

2) KOJIMYECTBO CIeLalbHbIX PeLieNTYPHbIX 671aHKOB, paciipeesieHHbIX dhefepaabHbIM OPraHOM MCIIOMHUTEIbHOM BIACTX (OPTaHOM MCITOMTHUTEIbHOI BIaCTH CyObeKkTa Poccuiickoii
®epnepanyn) Ha 1 SHBaps MpeJIIeCTBYIOIIET0 rofia MeXIY MeAUIIMHCKMMY OPTaHU3aVISIMU;

3) KOJMMYECTBO CIeLMaIbHBIX PeLeNTYPHbIX 6IaHKOB, HEOOXOOMMBbIX (eepalbHOMY OpraHy MCIOJHUTENbHO BIacTy (OpraHy MCIIOMHUTENbHOI BIacTy cybbekra Poccniickoit
@enepalyn) Ha CIeAYIONII TOM IJIsl pacIipeieeHysl MeXIY MeIULTHCKUMY OPTaHU3aLMUsIMU;

4) CBeJIeHUSI O TIOBEIOMCTBEHHO OpraHy3alyM, YIIOMTHOMOYEHHOI (elepanmbHbIM OPraHOM MCIIOTHUTEBHO BIACTY (OPraHOM MCIIOTHUTEIBHO BIacTy cyobekTa Poccuitckoit
@epnepaliyn) OCYLIeCTBISITh TOTyYeHMe CIIeLMaTbHbIX PELeNTYPHbIX 6JJaHKOB OT MUHMCTEPCTBA, MX XPAHEHMe Y BblAauy MeJUIIMHCKIM OPraHu3amsIM (TI0JIHOe HauMeHOBaHue,
agpec mecra Haxoxaenust, UHH/KIIIT, OKTMO oprauusaunmn, GakTUIecKuit aapec moCTaBKu).

8. Ha ocHOBaHMM [TOMTYYEHHBIX CBOAHBIX 3asIBOK Ha CIIeL[1aIbHble pelLienTypHble 61aHKy MUHICTEPCTBO €KerofHO B CPOK 0 15 siHBapS Cileayiomero roga GopMupyeT 1 yTBepxKaaeT
IUIaH pacipeeeHys ClielaTbHbIX PeleNTYPHBIX 6IaHKOB, B KOTOPOM OTpaskaeTcsi rofoBasi MoTpeGHOCTb Poccuiickoit deepanyy B CIIeLIMATbHbBIX PELENTYPHBIX 6/IaHKaX (Janee -
IUIaH pacrpeneneHus: MUHKUCTePCTBa).

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

2) HauMeHOBaHMue d)enepanbl—[oro OpraHa MCIIOTHUTETbHO BIacTy (OpraHa UCIIOTHUTEIbHON BIacTH Cy6'bF.‘KTa Poccniickoit Demepanyn), mpencTaBUBIIETO CBOIHYIO 3a51BKY Ha
CrienyuaabHble pelerTypHbie 6}'laHKM;

3) HEe0OXOIVIMOE KOIMYECTBO CIIeIaTbHbIX penenTypHbIX 6JIAHKOB.

10. HampaBiieHye crelanbHbIX PeLleNTYPHbIX 6TaHKOB (eiepaybHbIM OpPraHaM JCIIONMHUTEIBHON BIACTH, OpPraHaM MCIIOTHUTENIbHOI BIacTy CyobeKToB Poccuiickoit Peneparyn
OCy1IeCTBIsIeTCsI MUHUCTEPCTBOM B KOMMYECTBE, ITPeyCMOTPeHHOM IUIAaHOM pacripeenenys MuHucTepeTsa.

11. MMHMCTEPCTBOM JIOTIOTHUTEIHHO K KOJIMUECTBY CIIEIMATbHBIX PEIIeNTYPHbIX GIaHKOB, IPeIyCMOTPEHHOMY IIAaHOM pacIipesieneHust MuHuctepcTa, GopmMupyeTcst pesepBHbIi
3arac CrelyuaabHbIX PeIeNnTyPHbIX 6JJaHKOB B KOJIMYECTBe, He TpeBbimaiem 150 000 crienmanbHbIX pelenTypPHbIX 6IaHKOB.

12. B aryuae yBennueHust l'lOTpe6HOCTM B CIIeMAaJIbHBIX pelerTYPHbIX 61aHKax d)euepaanble OpraHbl UCIIOTHUTENbHO BIaCTX (OPraHbl MUCIIOMHUTEIbHO BIaCTU CY61:9KTOB
Poccuiickoit CDe;[epauMM) HarpasJsOT B MI/IHI/ICTEPCTBO CBOJHbBIE 3asiBKM Ha OOIIOJTHUTEIbHOE KOJIMYECTBO CIIEIMAIbHBIX PeLeNTYPHBIX 6/1aHKOB (c 060CHOBaHMEM YBeIM4eHus
HOTpeﬁHOCTIA B CIIeIMAJIbHBIX PelelTYPHbIX 6naH1<ax), KOTOpBbIe MPeoCTaBIISIOTCsI MMHMUCTEPCTBOM M3 pe3epBHOro 3amaca ClieliaJbHbIX PelleNITypHbIX 6JIaHKOB.

13. defepasbHble OPTraHbl UCIIOMTHUTETBLHOI BIACTY (OPraHblI MCIIOMHUTENbHO BIacTy CyobeKTOB Poccuiickoii denepariyi) pacipenensior IoTy9eHHbIe CllenyaabHble PelleNTypHbIe
6/1aHKM MeXIY MeAMIMHCKMMY OPraHM3alMsIMy Ha OCHOBaHMM IVIAHOB pacipereneHus, chopMUPOBaHHbBIX B COOTBETCTBMY C 3asiBKAMY MeAMIMHCKMX OpraHu3aLuii Ha
CIienyanbHble perienTypHble GIaHKN.

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

14. MMHUCTEPCTBO, MHbIE deepanbHble OPraHbl MCIIOMTHUTEIbHOM BIaCTM M OpraHbl MCIIOHUTEIbHOI BacTy cy6beKToB Poccuitckoit demepalny OpraHnsyoT XpaHeHue
CIeMalbHbIX PELeNTYPHbIX GJIAHKOB B ITOJBEJOMCTBEHHBIX OPTaHU3ALMSX, YIIOTHOMOUYEHHBIX OCYLIECTBISITD [TOTyYeHNe CIIeIaIbHbIX PEIeNTYPHBIX 6IaHKOB OT MUHMCTEPCTBA,
MX XpaHeHMe U BblJauy MeAMLVHCKMM OpraHM3alysIM (fajiee - yIOJTHOMOYeHHAsi OpraHm3anys).

15. B yIIoJIHOMOYEHHOII OpraHM3anyy ¥ MeIUIIHCKO OpraHu3alyu, OMYYMBILel ClielaabHble pelleNTypHble GIaHKY, OPTaHU3YeTCsl PETUCTPALIMST, YUET U XpaHeHue
CIIeIMaNbHbIX PELENTYPHbIX OTaHKOB.

Perucrpanus, yueT 1 XpaHeHye pe3epBHOrO0 3araca CrielMalibHbIX PelenTypHbIX 61aHKOB MUHMCTEPCTBA OCYIECTBIIsIETCs heiepabHbIM rOCYAaPCTBEHHBIM GIO/IKE THBIM
yupexaeHyeM, HaXO4AIMMCS B BefleH!1 MUHMCTepCTBa (fajee COOTBETCTBEHHO - Pe3epBHbIii 3arac, I0/IBeIOMCTBEHHOE yUpesKIeHMe).

16. PaBGOTHMK, Ha3HAUEHHBII IPYKA30M PyKOBOAMTEIS YIIOTHOMOYEHHO OpraHu3anmy (YIIoTHOMOYEHHOM OpraHyu3aLuy, NogBeOMCTBEHHOTO YUPEXIeHMs) OTBETCTBEHHBIM 32
perucTpanmio, XpaHeHue U yUeT CIIelMaabHbIX PeleNTYPHbIX 6/IaHKOB (ajee - OTBETCTBEHHBI PaGOTHYK), HA OCHOBAHMY JOBEPEeHHOCTH, 0OPMIIEHHOI! B ITOPSIZIKE, YCTAHOBIEHHOM
3aKOHOAaTenbcTBOM Poccuiickoit Gefepani (C MOAMMCHI0 PYKOBOAUTEIS YIIOTHOMOYEHHO OpraHu3anuy (YIIoTHOMOYeHHO OpraHu3alyiy, II04Bef0OMCTBEHHOTO YUPEXIeHNsT),
[JIaBHOTO GyXTajuTepa, 3aBepPeHHBIX KPYIVIOi eUaThio), OIyJaeT ClelanbHble pelenTypHble GIaHKM U OCYIECTBISIeT BeieHIe JKypHaIa PerucTpatm 1 yueTa ClelanbHbIX
peLenTypHbIX 61aHKOB, K KOTOpOMY Mpuobuiaet ¢hoTo- 1 (MaM) BuaeoMaTepuabl, moaTeepxkammme hakT obopMIeHMs pelleNITYPHBIX GIaHKOB Ha JOMY (TIpY HAJIMYWMN).

17. JKypHas perucTparyi 1 yueTa Criel1aJbHbIX PeLeNTyPHbIX GIaHKOB J0/KEH 6bITh MPOHYMEPOBaH, IPOLIHYPOBaH, MMeTh Ha MOC/IeSHel CTPAaHMIIe 3aITMCh, COLEPIKAILYI0
KOJIMYECTBO CTPAHUL], TIOJTHOE Ha¥MEHOBaHMe YIIOJTHOMOYEHHO OpranmM3anmy (MeAULIMHCKOM OpraHu3aluy, MoABeJOMCTBEHHOTO YUPEKIEHMST), 8 TAKKe CKPeIlIeH MOATNUChIO

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

JKypHas peruerpanmm 1 yuera CrielMaibHbIX PELenTypHbIX 6IaHKOB Pe3epPBHOTrO 3araca MUHUCTePCTBA CKPEIUISeTCs TAKKe OAMCHIO AUPEKTOPA (B C/Ty4ae ero OTCYTCTBUS -
3aMecTHTesst AMpeKTopa) JlenapraMeHTa peryamMpoBaHys 06palleHust 1eKapCTBeHHbIX CPENCTB M MEAMIMHCKIX M3 et MUHUCTEPCTBA U 1evaThio MUHMCTEPCTBA.

18. BiKypHase perucrpauuy 1 ydyeTa CliellalIbHbIX pelleNITyPHbIX 671aHKOB YKa3bIBAKOTCA CIeAYIoIMe CBeIeHN

IIOpS[,ELKOB]:IIZ HOMeEp 3aIncu;

2) NPUXOJ, CrieMaIbHbIX PeLeINTYPHBIX 6/IaHKOB:

&

PEKBMU3UTBI U JaTa PErMCTPALM IPUXOLHOTO IOKYMEHTa;
6) OblLIee KOMMYECTBO MOCTYMMBUIMX CIIeLMAIbHBIX PELIETNTYPHbIX 6IaHKOB;
) Cepusi ¥ HOMep CIIeLMaIbHOTO PELeNTYPHOro G/IaHKa;

KOJIMYECTBO CHeLMaTbHbIX PELeNTYPHbIX 6IaHKOB MO KaK0ii cepun;

=2

amumust, Mst, 0TYECTBO (TIOC/IEAHEE - TIPY HATMUMI) U TTOLTINCH OTBETCTBEHHOIO pabOTHMKA;

I
3) pacxof CrieMaibHbIX pelenTYPHbIX 61aHKOB:

a) JaTa BbIAAauU CIIeIMAaJIbHBIX pelelNTyPHbIX GnaHKOB;



6) Cepuu ¥ HOMepa BbIIAHHBIX CIIEIMATbHBIX PELENTYPHBIX GIIaHKOB;

) KOJMUYECTBO BbITAHHBIX CTIELMANbHbIX PELENTYPHbIX 6TaHKOB C yKa3aHMeM B CKOOKaX KOMMUYECTBA CIIELMAIbHBIX PEIeNITyPHBIX GIAHKOB, BbIIAHHBIX /151 0GOPMIIEHNUS HA IOMY;
) ammns, MM, 0TYECTBO (TIOC/IeAHEe - TPV HATMYMM) U TIOLTIMCH JINLIA, TONYYMBLIETO CIIelMaIbHbIE PeLeNITypHbIe GIaHKN;

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

e) (baMms, MMs1, 0TYeCTBO (TIOC/IeHee - PV HAIMUMM) U MTOAINCH M1, 0GOPMUBLIETO ClIelMaIbHbIE PeleNITypHbIe GJIAHKY Ha JOMY;

4) bamuns, UM, OTYECTBO (TTOC/IeHEe - TPU HAIMYMU) U TIOICH OTBETCTBEHHOTO PaGOTHMKA;

5) OCTAaTOK CITEI[MAIbHbIX PEIENTYPHBIX 6JIAHKOB.

19. CrenyanbHbIi peuenTypr}ﬁ 6JIaHK SIBJISIETCST AOKYMEHTOM CTpOFOﬁ OTYETHOCTH. 3arac CrenyanbHbIX pelenTypHbIX 6/IaHKOB B MEIUIIVTHCKO OpraHu3anyy OJO/DKeH XPaHUThCSA
B CIlelaJIbHbIX ITIOMEIIeHUsIX, ceﬁd)ax WIN B CIIEIMAJIBHO M3TrOTOBJIEHHBIX LLIKB.ClJaX, 06GUTHIX OLIMHKOBAHHBIM JKE€JIe30M, C Ha/I€XKHBIM BHYTPEHHUM WJIM HaB€CHBIM 3aMKOM.

IMomerueHus, ceitdbl, WKadbl, B KOTOPIX XPAHSTCS CIIELMAIbHbIE PELeNTYPHbIe 6IaHKM, O/KHBI ObITh 3aKPBITHI HA 3aMKY ¥ TIOC/IE OKOHYAHVSI PabOThI OIleYaTaHbl [eYaThio
YIIOJTHOMOYEHHO OpranmM3aumy (MeAVLMHCKOM OpranmM3anmm) Uin oIioMOMpOBaHbI.

20. B MeAMIIMHCKMX OpraHM3aLysIX 3anac ClelyaabHbIX pelleNTyPHbIX 6/1aHKOB He JJOJKeH TpeBbILIaTh FOA0BO HOTDQGHOCTI/I.

21. Paspelaercs BbIZaBaTh MeUIIMHCKOMY PaGOTHUKY, MMeEIOIeMY ITPaBo Ha3HauaTh HAPKOTUUECKYE (IICUXOTPOITHBIE) JIEKAPCTBEHHbBIE MTPenapaTsl, eAMHOBPEMEHHO He 6onee
IIBaZILIATY CIIEIVIaIbHBIX PeIeNTYPHBIX GTaHKOB.

MepuumHckue pa6OTHMKM, BBINNCHIBAIOLIYE PeLleNThl Ha HapKOTHUUeCcKMe (TICUXOTPOITHbIe) TeKapCTBeHHbIe NperapaThl, Ha OCHOBaHMUM IIpMKa3a PyKOBOMUTESI MeAULMHCKOM
OpraHM3sauyy HECYT JIMYHYIO OTBETCTBEHHOCTDb 38 COXPAHHOCTD IMOTYYEHHBIX CIIeMaJIbHBIX PELEeNTYPHbBIX 61aHKOB. CrienaabHbie peuenTtypHbie 6nam<n, TI0TyYeHHbIe
MeIMIVHCKUM pa6OTHI/IKOM, XPpaHATCA 110, 3aMKOM B ceﬁd)ax, MeTa/JIM4eCKUx Lm(a(bax WU MeTa/JIMYeCKUX SIIIMKax.

22. B MeOMUMHCKOM OpraHu3aiym Co34aeTcst IOCTOSIHHO e/ CTBYIOIAst KOMMUCCHSI, KOTOPast He peske 1 pa3a KBapTai (II0 PelIeHNI0 PYKOBOLUTENSI MESUIMHCKOI OPTaHM3amun
BO3MOKHO Yallle) OCYILIEeCTB/ISIET [IPOBEPKY COCTOSIHYS PEIMCTPALIMM U yUeTa CIIeLMaIbHbIX PeLeNTYPHbIX 6JIaHKOB, B TOM YMCIIe ITyTeM CBEPKM 3aIlyceil SKypHaia permcTpaium u
ydeTa CreluaabHbIX PEleNTYPHbIX 67IaHKOB, ¢ GaKTMYECKUM HaIMIMEM CIIeMaIbHbIX PEIeNTYPHbIX 6IaHKOB, 8 TAKXKE TIPOBEPKY COCTOSIHUS XPAHEHMSI CTIeLMalbHbIX PeLeNTYPHbIX
6TaHKOB.

ITo pe3ynbTaTaM MPOBEPKY B KypHa/e PerycTpanyu 1 yueTa CrielMaJbHbIX PeLleNITyPHbIX GIaHKOB JeIaeTcsl 3amiCh O pe3yabTaTax MPOBeIeHNs CBePKY JaHHbIX, 3aKpeIUIeHHas
MOATMCSIMY BCEX YWIEHOB KOMUCCYM, VIV CO3[AETCSI CIIeMalbHbIil aKT IPOBEPKIU.

23. ®epepabHbIe OPraHbl UCIIOTHUTEIBHOI BIACTY Y OPTaHbl ICIIONMHUTENbHOM BIacTH Cy6beKToB Poccuiickoit ®emepanyy oCyIeCTBISIOT KOHTPOJb 3@ OpraHu3alyeit
perucTpanuu, yueTa 1 XpaHeHusI CrielMalbHbIX PeLleNTYPHbIX 6IAHKOB B YIIOTHOMOUEHHBIX OPraHM3alMsIX M MEAULIMHCKUX OPraHU3aLVIsIX.

24. Bblava crienmanbHbIX pelleNTypHbIX GIaHKOB 13 pe3epBHOro 3anaca MuHucrepcrBa denepanbHbIM OpraHaM MCIIONTHUTENbHO BIACTH M OPraHaM UCIIOTHUTEIbHO BIACTU
cy6bexToB Poccmiickoit Peepariyy OCyIeCcTBISIeTCSI OTBETCTBEHHBIM PaGOTHMKOM MOJBEJOMCTBEHHOTO YUPEXKAEHMsI HA OCHOBAHMUY PELIeHNsI 06 OTITyCKe CIIelMaabHbIX
peLenTypHbIX 61aHKOB, 0GOPMJIEHHOTO B BIJe YICbMa, MTOATIMCAHHOTO AMPEKTOPOM (B CTy4ae ero OTCYTCTBUS - 3aMeCTUTeNIeM AMpeKTopa) JlerapraMeHTa perylnmpoBaHus
o6paleHust IeKapCTBEHHbIX CPENCTB U MeIUIVHCKUX U3enit MUHMCTepCTBa.

HpoBepKa AesATeJIbHOCTU IOABEAOMCTBEHHOTO YUPEXIEeHM 110 PerUCTpauun, yYeTy U XpaHEeHUI0 Pe3ePBHOTO 3ariaca OCyIeCTBIISAETCSA ﬂel’[apTaMeHTOM peryamMpoBaHus 06paH.leHM$I
JIeKapCTBeHHBIX CPEeJICTB ¥ MeIMUIIMHCKUX MU3aenniit MuHucTepcTa 2 pasa B rop He rosaHee 20 yucna Mecsua, Cenyrmero 3a MCTeKIMM IOoJyroaueM.

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[ICUXOTPOITHBIX BELIECTB, B TOM UM CJIE B ®OPME 3JIEKTPOHHbBIX TOKYMEHTOB

I. OdbopMmiieHne perrenta Ha GyMa>kKHOM HOCHUTEIe

1. Ha penenTypHbix 61aHkax Gopmsr N 107/y-HII B 1eBoM BepXHeM YITy IPOCTaBIISIETCS IITAMIT MeAVIIMHCKOM OpraHM3aIyi ¢ yKa3aHueM ee IOJTHOTO HaMeHOBaHus, aipeca u
TeneOHa ¢ 1aTOI BBIIIVCKY (HaToj opopMiIeHNs) pellenTa Ha JIeKapCTBeHHbII TIperapar.

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

2. Ha perennTypHbIX 671aHKaX, 0pOpM/ISIEMbIX MHAMBUYQTbHBIMM ITPeIIPHMHMMATESIMI, MMEIOIIVMMY JINLIEH3MI0 Ha MeIUIMHCKYIO IesiTeIbHOCTD, B BEpXHEM JIeBOM YITy
TUIIOrpaCKMM CIIOCOG0M MM IyTeM ITPOCTaBIeHMs IITaMIIA JO/DKeH GBITh YKa3aH afipec MHAMBYUIYaIbHOTO IIPeJIPYHIMATeS], HOMEep U AaTa IULeH31M, HaIMeHOBaHye OpraHa
rOCyZapCTBEHHOM B/IaCTH, BbIJABILIETo JIMLIEH3MIO.

3. PeuenTtypHble 6maHky popmbl N 107/y-HIT 3aI0MHAIOTCS MeOULIMHCKYM PaGOTHMKOM YePHIIAMY WIIV LIIAPUKOBOM PYUKOIA.

4. Jlomryckaercst oopMIeHMe BCeX PeKBU3UTOB (3a UCK/IIOUeHreM pekBu3uTa "Tloanuce Jievalero Bpava (Hogmuch derbaliepa, akylepky) ') pelenTypHbIxX 6;1aHKoB popmsl N 107/y-
HII ¢ ucnonp3oBaHMeM neyaTawIIMUX YCTPONCTB.

5. B peuenTypHoM Ganke ¢hopmbl N 107/y-HII B crpokax "®aMusiust, MMsi, OTYECTBO (TIOC/IeAHEe - TIPY HAIMUMK) MalyenTa”  "Bo3pacT” yKa3bIBalOTCS MOMTHOCTHIO haMuins, UMs,
0TYeCTBO (TOCIeqHee - IPY HaIU4MM) TTALMeHTa, ero BO3PacT (KOJIMYECTBO MOMTHBIX JIET).

JlomycTMMO yKa3aHue AaThl POKAEHNS MaleHTa.
6. B peuenTypHoMm 6anke ¢hopmbl N 107/y-HIT:

1) B cTpoke "Cepusi 1 HOMep Io/ca 06513aTeIbHOr0 MEAULIMHCKOTO CTPaXOBaHMs" YKa3bIBA€TCSl HOMEP I0JIca 06s13aTeIbHOTO MeIMIIMHCKOTO CTPaX0BaHysI MalueHTa (mpu
HAJIMYNN);

2) B cTpoke "Homep MeauLMHCKO KapThl' yKa3blBaeTCsl HOMEP MEeAMLIMHCKO KapThl MalMeHTa, OIyJaloliero MeaAuIMHCKYIO IIOMOIIb B aMOY/IaTOPHBIX YCIOBUSIX, MU UCTOPUM
60/1e3HY MALIMEHTA, BBITMCHIBAEMOTO M3 MeOVIIMHCKOM OpraHmu3aumu;

3) B CTpoKe "®amMuiusi, MUMsl, OTUECTBO (TIOC/IeIHee - IPY HaJIMUMM) Jleyalero Bpava (denpaiepa, akyepku)” yKa3bIBaeTcs IIOTHOCTbIO haMuiust, MMsl, OTUECTBO (TIOC/IeIHee - TP
Hanuuu) Bpava (denpaiiepa, akyuiepku), BHIMKUCABLUIETO PELENT HAa HAPKOTUUECKUI (TICUXOTPOITHBIN) IeKapCTBEHHBIN Mpenapar.



7. B rpade "Rp" perienitypHoro 61anka ¢dopmbl N 107/y-HIT yka3siBaeTcs:

1) HaMMeHOBaHJe JIeKapCTBEHHOTO MpernapaTa (MeXIyHapoiHoe HellaTeHTOBaHHOe Ha¥MeHOBaHMe, IPYIIMPOBOYHOE MM XMMIUeCcKoe HaMeHOBaHye, TOProBoe HauMeHOBaHue)
HA JIATMHCKOM SI3bIKe WJIM Ha PYCCKOM $13bIKe, GOpMa BBIITYCKa, JO3MPOBKA, KOMMYECTBO (YKa3bIBaeTCsI IIPOIMCHIO Ha pelienTypHOM 61aHKe opmel N 107/y-HIT);

2) Ccrnoco6 mpMMeHeHMs TIeKapCTBEeHHOTo penapaTa Ha roCyAapcTBeHHOM si3bike Poccuiickoit @efeparyy Wiy Ha ToCyoapcTBeHHOM si3bike Poccuiickoit @emepaium u
rocyIlapCTBEHHOM sI3bIKEe PecITy6/IMK 1 MHbIX sI3bIKax HapomoB Poccuitckoit @epeparmm <1>.

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

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

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

1) TIONIMCHIO ¥ IMYHOV IeYaThio Bpaya 60 nmoanmuceio denpamepa (akyuepkim);

2) TI€YaThI0 MEAMLIMHCKOI OpraHu3aluy, 160 CTPYKTYPHOTO IO pa3ieeHn s MegUIMHCKOM opraumu3aumm "JIJist peLienToB", KOTOpasi TPOCTaB/SIETCS IUIIOM, YIIOTHOMOYEHHbIM
PYKOBOZMTENIEM MEOUIIMHCKOM OpraHmn3anmm ¢ ykazanmem dbamMuinm, MMEeH!, OTYeCTBa (MOCIeAHee - IPY HAIMUMU) U IPOCTABIEHMEM ero JIMUHOM MOATIUCH.

B cryuasix Heo6xoauMocTy 0bOpMIIeHMST pellerTa Ha HapKOTUYEeCKMiA (TICMXOTPOIHbII) JIeKapCTBEHHbIN IpenapaT Ha JOMY B paMKaX OKa3aHMsI Ma//IMaTUBHOM MeIUIIVHCKOM
TTOMOILY TOITYCKAeTCSI MpeiBapUTeIbHOE 3aBepeHIe PellernTa MTaMIIoM MeJUIIMHCKOM OpraHu3aiyu, NeyaTbio MeJUIMHCKOM OpraHu3auum 1160 CTPYKTYPHOTO MOpa3ieneHust
MeIOMLMHCKOM opranusaumm "[Jis pelienToB”, KOTOpast IPOCTaBISIeTCs IUL,OM, YITIOTHOMOUYEHHBIM PYKOBOAUTEIEM MeAUIIMHCKOM OpraHu3aimm, ¢ ykasanuem haMuinu, MMeHH,
0TYeCTBa (TIOC/IeHee - P HaJIMUMM) U IPOCTABIEHMEM €ro IMYHOI moanucu. IIpy 9ToM B JKypHae perucTpanyu 1 yueTa pellelTypHbIX G1aHKOB B COOTBETCTBUM ¢ [Topsiikom
perucTpanuu, yueTa 1 XpaHeHMsI CrielMalbHbIX PeLleNTYPHbIX 6IAHKOB HA HAPKOTUYECKME CPECTBA WM TICUXOTPOITHbIE BEIeCTBa, YTBEPSKAEHHbIM HACTOSIIVIM [IPUKA30M, [eIaeTcs
OTMeTKa O ero Bbiaue /st ohopMiIeH s Ha IOMY, a TAKKe OTMETKa, YO0CTOBepEeHHas TOAIMCHI0 Bpayua Jinbo denpuiepa (akyuiepki), 0bOpMIUBIIETO PELenT, 0 GpakTe ero
odopMIeHNsI, KOTOPBIi MOXKET GBITh JOIIOTHUTENbHO MOATBEPKIEH (HOTO- U (MIM) BUIeOMaTepuaaaMm.

B cTpoke "OTMeTKa anTeYHOI OpraHu3alym 06 OTITycKe" CTaBUTCSI OTMETKA alTeYHOii OpraHm3anyy 06 OTIycKe HapKOTUYECKOro (MICUXOTPOITHOT0) IeKapCTBEHHOTO Mpernapara (C
YKa3zaHueM HayMeHOBaHYsI, KOJIMYEeCTBA OTITYIIEHHOTO HAPKOTUYECKOTO (ICUMXOTPOITHOT0) JIEKaPCTBEHHOTO Iperapara 1 JaThl ero OTITYCKa), KOTOPast 3aBepsIeTCsl MOATINCHIO
paboTHMKA alITEUHO/ OPraHM3aLMM, OTITYCTUBILETO HAPKOTUUECKUIT (TICMXOTPOITHBIN) JIeKapCTBEHHBIN Mperapar (C ykazaHueM ero GaMuwinm, MMeH!, OTYeCTBa (MociegHee - IPu
Ha/lIN4Mm), a TaKKe KPYITIOi MevaThio alTeyHoi OpraHn3anyim, B OTTUCKE KOTOPO# OKHO GbITh MAEeHTUOUIMPOBAHO ITOJTHOEe Ha¥MEHOBaHMe alTeyHOi OpraHu3amum.

10. Ha ogHoM penenTypHoM GiaHke ¢opmbl N 107/y-HII pasperaercs: oCcyliecTB/ISITh Ha3HaU€HMe TOIbKO OHOTO HayIMeHOBaHsI JIeKapCTBEHHOTO ITperapara.

11. VicnpaBneHus B pelienTe He JOIMYCKaIOTCS.

II. Obopmienne penenrta B opme 31€KTPOHHOrO JOKYMEHTa

12. Pemnent B hopme 371eKTPOHHOTO IOKYMEHTA, MTOAIICAHHOTO YCUIEHHOM KBATM(OUIVPOBAHHOM 3JIEKTPOHHO MOAMNMCHIO, HOpMUPYETCS] MEIUIIMHCKUM PAaGOTHUKOM, CBEEHUS O
KOTOPOM BHeCEHbI B (eZiepanbHblii PerucTp MeOULIMHCKMX PAGOTHMKOB <2>, a TaKKe MPU YCIOBUY PErMCTPALMM MeAMUIMHCKOI OpraHu3alyiy, B KOTOPOii 0pOpMIISIeTCS PeliernT, B
dbenepanbHOM peecTpe MeIMIMHCKUX OPraHU3aINii <3> eIMHOI rocyIapCcTBeHHO! MHGOPMAaILMOHHO C1CTeMBI B cdepe 3ApaBoOOXpaHeHNs Y IOAKIIOUEHVS TAKOM MeJVIIIMHCKOI
opraHusalyu K rocyJapCcTBeHHOM MHGOPMaIMOHHOI cucTeMe B chepe 31paBooxpaHeHus cybbekTa Poccuiickoit @emepamy <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 ®emepaunu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).
<4> Crarpu 91 n 91.1 depepanbHoro 3akoHa N 323-03 (Co6paHue 3akoHOHaTenbcTBa Poccuiickoit ®epepannn, 2011, N 48, ct. 6724).

13. Tlo Tpe6oBaHMIO MAlMEHTA MJIM €r0 3aKOHHOTO Npe/icTaBUTeNst 0opMIIIeTCs 5K3eMIUISIp pelieniTa B GopMe 371eKTPOHHOTO JOKYMeHTa Ha 6yMaskHOM HOCHTesle C OTMeTKO
"Jly6iIKaT 31eKTPOHHOTO JOKYMeHTa .
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