3apeructpupoBaHo B MuHiocte Poccuu 30 Hosiopst 2021 1. N 66124

MUVHHJCTEPCTBO 3JIPABOOXPAHEHUS POCCUNMCKO ®EJEPALIVI
[IPVIKA3
ot 24 Hos6pst 2021 . N 1094H
OB YTBEPXXIEHNU ITOPSIIKA HA3HAUEHNS JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM PELIEIITYPHBIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, ITOPSIIKA O®OPMJIEHIS YKA3AHHBIX BJIAHKOB, X
YYETA U XPAHEHV S, ®OPM BJIAHKOB PELIEIITOB, COIEPYKAIIVIX HA3SHAUYEHVE HAPKOTUYECKUX
CPEJICTB WIU IICUXOTPOITHBIX BEIIECTB, ITOPSIKA X M3TOTOBJIEHUS, PACITPENIEJIEHUS,
PETMICTPALIMU, VUETA U XPAHEHUS, A TAKKE ITPABIJT O®OPMJIEHMS BJIAHKOB PELIEIITOB, B TOM
YNCJIE B ®OPME SJIEKTPOHHBIX JOKYMEHTOB

B cootBeTcTBUM € TyHKTOM 16 yacty 2 cratby 14 @enepanpbHoro 3akoHa ot 21 Hosi6pst 2011 1. N 323-33 "O6 ocHOBax oxXpaHbl 30POBbsI TpakaaH B Poccuiickoit Gepepanmmu”
(Cob6panye 3akoHomaTenbcTBa Poccuiickoit ®enepannm, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), iynkrom 2 crathy 26 GenepanbHOro 3akoHa ot 8 stuapst 1998 . N 3-@3 "O
HapKOTMYECKMX CPEICTBAX M IICUXOTPOIHBIX BelectBax" (CobpaHue 3akoHOgaTenbcTBa Poceuiickoit ®emepaunn, 1998, N 2, c1. 219; 2017, N 31, ct. 4791), mognyukramu 5.2.177,
5.2.178 n 5.2.179 nmynkra 5 ITonoxkenust o MuHMCTEpCTBE 31paBooxpaHeHust Poccuiickoit deneparyy, yrBepKAeHHOro mocraHoBneHueM [IpaBurenbcrBa Poccuiickoit demeparny ot
19 urons 2012 r. N 608 (Cob6panue 3akoHozaTenscTBa Poceniickoit @epepannu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), MpMKa3bIBai0:

1. YTBepAUTb:

Tlopsimoxk Ha3HaUYeHUsI IeKapPCTBEHHBIX MTPerapaToB COMIacHO npuiaoxkeHuio N 1;

hopMBI perienTypHbIX 61aHKOB Ha JIeKapCTBEHHBIE MPerapaThl COIIACHO MPpuUIokeHuio N 2;

[Mopsimok oopMIIeHMsE PeLeNTYPHbIX 6JIAaHKOB Ha JIeKapCTBEHHbIe TIPeraparsl, X yueTa ¥ XpaHeHMsl COIIacHO IpuioxkeHnio N 3;

hopMbI 6/IaHKOB PELIENTOB, COAEePKALIMX Ha3HAYEHMEe HAPKOTUYECKUX CPEICTB WU NICUXOTPOIIHBIX BEILIECTB, COIIaCHO MpuioxkeHuio N 4;

TTopsifoK M3rOTOBJIEHMS], PACTIpe/ie/IeHNs], PerMCTPALMY, YUeTa M XPaHEeHNsl PeLieNTOB, COAepIKalMX Ha3HaYeHe HapKOTUIECKIX CPELICTB VIV ICMXOTPOITHBIX BEILeCTB COIACHO
nipuiokenuio N 5;

TpaBuia oopMIIeH NS PELIeNITOB, COepsKaIIMX Ha3HauUeH)e HAPKOTUYECKMX CPELCTB MIIM IICMXOTPOIHBIX BEIECTB, B TOM Yncie B GopMe 37eKTPOHHBIX JOKYMEHTOB COIIACHO
nipunoxxeHuo N 6.

2. TIpU3HATH yTPATUBLIMMIU CUITY:

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poccuiickoit @eneparym ot 1 asrycra 2012 r. N 541 "O6 yrBepsknernu Gpopmbl 671aHKOB PELENTOB, COAePKalX Ha3HAUeHM e
HapKOTMYECKUX CPEICTB MU IICUXOTPOITHBIX BELIECTB, IOPSKA UX U3TOTOBJIEHMSI, PaCIIpeie/ieHNs], PETUCTPALY, yUeTa U XpaHeHs], a TaKkKe npaBui ohopmieHus"
(3apeructpupoBaH MuHucrepcTBoM roctuimm Poceniickoit @enepaunn 15 asrycra 2012 r., peructpanyoHHslii N 25190);

npuka3 MuHucrepcTBa 3paBooxpaneHns Poccuiickoit @enepanyy ot 30 uions 2015 r. N 3851 "O BHeceHMM M3MeHeHMI1 B IpKKa3 MuHMCTePCTBA 3ApaBoOXpaHeHyst Poceniickoit
®epnepanyy oT 1 aBrycra 2012 r. N 541 "06 yrBepskaeHun Gopmbl 671aHKOB PELIeNTOB, COAepsKallMX Ha3HaYeHMe HAPKOTUUECKMX CPEACTB WIIV IICUMXOTPOITHBIX BEILECTB, MOPSIAKA X
M3TOTOBJIEHNS], PAacIIpe/ieNieHNs], PeTMCTPaLiM, yueTa ¥ XpaHeHMs], a Takoke pasui opopmireHns” (3aperncTpupoBaH MuHMcTepcTBoM foctuiyy Poccuiickoit ®enepanny 27 HOSIGpst
2015 r., perucrpanyonHslii N 39868);

npuka3 MuHucTepcTBa 3npaBooxpaHenus Poccuiickoit @emeparymy ot 21 anpesnst 2016 1. N 2541 "O BHeceHUM M3MeHeHMIt B TpyKa3 MyHMCTepCTBa 3ApaBooXpaHeHust Poccuiickoit
®epepanyy ot 20 fexabpst 2012 r. N 11751 "O6 yTBepkaAeHUM MOpsiAKa Ha3HAYEHVs M BbINVCHIBAHMS JIEKAPCTBEHHBIX MIPerapaToB, a Takke GOPM peLieNTyPHbIX 671aHKOB Ha
JIeKapCTBEHHbIe Tperaparsl, Hopsaka oGopMIeHnst yKa3aHHbIX 6IaHKOB, MX yueTa 1 XxpaHeHus" 1 npmioxerne N 2 K npukasy MuHucTepCcTBa 34paBooxpaHeHust Poccuiickoii
®epepanyy ot 1 aBrycra 2012 1. N 541 "O6 yrBepsknenny GopMbl 671aHKOB PELIeNTOB, COlePKAIIMX Ha3HAUeHMe HAPKOTHMUECKIX CPECTB WM IICUXOTPOIIHBIX BEIleCTB, MOPSIIKA X
M3TOTOBJIEHNS, PACIIPe/ieNIeHys], PeTMCTPpaliy, yueTa ¥ XpaHeHMs, a Takke npasus opopmiieHns” (3aperucTpupoaH MuHucrepeTBoM loctuiyy Poceuiickoit @enepauny 18 viomnst
2016 r., peructpanmoHHbiit N 42887);

ITYHKT 4 M3MeHeHMii, KOTOpble BHOCSITCS B HEKOTOPbIe NMPpMUKa3bl MMHMCTEPCTBA 3/ paBOOXPaHeHMs ¥ COLManbHOro pa3putust Poccuiickoit ®enepaunm u MuHucTepcTBa
3apaBooxpaHenust Poceuiickoit defepariyy 1o BOIpocam o6paliieHust JIeKapCTBEeHHbIX PerapaToB, CoAePXKallX HAPKOTUUEeCKMe CPeCTBa, IICUMXOTPOITHbIE BeLeCcTBa 1 UX
IIPEKYPCOPBI, V1 TEKaPCTBEHHBIX CPEJICTB, MOJIEXKANMX ITPeIMETHO-KO/MYeCTBEHHOMY YUeTy, yTBepKIeHHbIX TpMKa3oM MuHKcTepeTBa 31paBooxpaHeHns Poccuiickoit @enmepannm
ot 31 okta6ps 2017 r. N 882H (3aperucrpupoBad MyuHucTepcTBoM foctuumy Poceuiickoit @enepanym 9 ssuBapst 2018 r., perucrpanyonHsiii N 49561);

npuka3 MuHucrepcrBa 3npaBooxpaHenus Poceuiickoit @enmeparymy ot 11 gekadpst 2019 r. N 10211 "O BHeceHum usmeHeHuit B npuaoskeHust N 2 u 4 K npukaszy MuHucrepcTBa
3npaBooxpaHenust Poccuiickoit @enepayu ot 1 aBrycra 2012 r. N 541 "O6 yrBepskaeHnu GopMbl 6;1aHKOB PELENITOB, COAePKaLMX Ha3HAUeHMEe HAPKOTUUECKUX CPEICTB MU
TICHXOTPOITHBIX BEIECTB, MOPSIAKa MX M3TOTOBIEHNsI, PacIIpefeleHNs, PerucTpaluy, yaeTa M XpaHeH s, a Taxoke IpaBui ohopmiIeHus" (3aperncTpupoBaH MIUHICTEPCTBOM IOCTULINAN
Poccuiickoit ®enepanyu 28 suBaps 2020 r., peructpauyonHsiit N 57293);

npuka3 MuHucrepcrBa 3npaBooxpaHenus Poceuiickoit @eneparymy ot 8 okrsiopst 2020 r. N 107641 "O BHeceHMM u3MeHeHu 1 B [TOpsIIOK permcTpanyy, yuera M XpaHeHust
CIeMaIbHBIX PELENTYPHbIX GJIAHKOB HA HAPKOTUYECKME CPEICTBA UM TICUXOTPOITHbIE BellleCTBa, YTBePXKeHHbI ITpyKa3zoM MUHMCTEpPCTBA 34 paBoOXpaHeHust Poccuiickoit
®epneparnyy ot 1 aBrycra 2012 r. N 541" (3aperucrpupoBad MunuctepcrBoM octuin Poccuiickoit @enepanyu 13 Hostopst 2020 1., perucrpaimoHubiii N 60898);

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poccuiickoit @emeparyy ot 14 susaps 2019 1. N 41 "O6 yTBepKAeHUY MOPSIKa Ha3HAUYeH VS JIEKapCTBEHHbIX ITpenapaTos, popm
peLienTypHbIX 61aHKOB Ha JIeKapCTBEHHBIE MperapaThl, Hopsiika obopMIeHNMS YKa3aHHbIX 6/IaHKOB, MX yUeTa U XpaHeHus" (3aperucTpupoBaH MuHKcTepcTBOM ocTuiyy Poccuiickoit
®epeparyu 26 mapta 2019 r., perucrpauyonHsiit N 54173);

npukas MuHucrepcTBa 3apaBooxpaHenns Poccuiickoit @emepauyy ot 11 gexkabps 2019 1. N 10221 "O BHeceHUM M3MeHeHu B pukas MuHMCTepCTBa 3ApaBooxXpaHeHmst Poccuitckoii
®epnepanyy oT 14 ssuBaps 2019 1. N 41 "06 yTBep)KAeHMY OPSIKa Ha3HAUeHVsI JIeKapCTBEHHbIX TpenapaToB, GopM peLienTypHbIX 61aHKOB Ha JIeKapCTBEHHbIE MTperapaThl, MOopsiika
odopMIeHNs YKa3aHHBIX OIAHKOB, X YUeTa ¥ XpaHeHus" (3aperucTpupoBaH MuHucTepcTBOM focTuiimu Poccuiickoit ®enepanym 28 stuBapst 2020 T., perncTpaMoHHblit N 57292);

npuka3 MuHucrepcTBa 3npaBooxpaHenus Poccuiickoit @emeparyy ot 8 okrsiopst 2020 r. N 10751 "O BHeceHMM M3MeHEHUIT B MOPSIIOK Ha3HAUeHMsI JIeKapCTBEHHBIX IIPeIaparTos,
yTBepsKIeHHbIII pyKazoM MuHucTepeTBa 3npaBooxpanenns Poceuiickoit @enepauny ot 14 ssuBapst 2019 1. N 41" (3apeructpyupoBaH MyHMCTEpCTBOM I0CTHLIMY Poccuiickoit
®eneparyu 22 gekabpst 2020 r., perucrpauyoHHbiii N 61695);

ITyHKT 3.8 VIHCTPYKUMY O MOPsIAKE BBIIMCHIBAHS JIEKapPCTBEHHbIX IIPerapaToB 1 0GOpMIEHMS PeLieNITOB U TpeGOBaHMIi-HaK/IaIHbIX, YTBE XK eHHOM NPYKa3oM MIHUCTepCTBa
3/1paBOOXPaHEeHMs ¥ COLMaNbHOro pa3Butusi Poccuiickoi ®enepaumm ot 12 despasst 2007 1. N 110 "O nopsiike HasHAYEHMST M BbIIMChIBAHMs JIEKAPCTBEHHBIX TIPEIIapaToB, U3 It
MeIMILMHCKOTO Ha3HAUeHVsI U CIIeMaM3MPOBAHHBIX IIPOLYKTOB JIe4eGHOr0 MUTaHus" (3aperncTpupoBal MuHucrepcTBoM roctuiyy Poceuiickoit @eneparuy 27 anpens 2007 r.,
perucrpaumoHHslit N 9364);


https://normativ.kontur.ru/document?moduleId=1&documentId=396304#l66
https://normativ.kontur.ru/document?moduleId=1&documentId=339251#l169
https://normativ.kontur.ru/document?moduleId=1&documentId=405937#l868
https://normativ.kontur.ru/document?moduleId=1&documentId=405937#l868
https://normativ.kontur.ru/document?moduleId=1&documentId=405937#l668
https://normativ.kontur.ru/document?moduleId=1&documentId=376162#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=263313#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=332825#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=332820#l12
https://normativ.kontur.ru/document?moduleId=1&documentId=353359#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=375663#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=382468#l2
https://normativ.kontur.ru/document?moduleId=1&documentId=353485#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=379024#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=224170#l777
https://normativ.kontur.ru/document?moduleId=1&documentId=217638#l0

npuka3 MyHMCTEpCTBA 3IpaBOOXPaHEHMs M COLMAIBHOTO pa3BuTusi Poccuiickoit ®epepaumy ot 17 mast 2012 r. N 5621 "0O6 yrBepsknennu [Topsiika oTmycka Gpusmyeckum amuam
JIeKapCTBEHHBIX ITPerapaToB JIsi MeAUIVHCKOTO IIPUMeHeHMS, COePKallMX KPOMe MaJIbIX KOIMYECTB HAPKOTUYECKUX CPeCTB, ICUXOTPOITHBIX BELeCTB U UX IIPEKYPCOPOB Ipyrue
(apmakonornueckme akTMBHbIe BelecTBa" (3aperucTpupoBad MyUHMCTEPCTBOM IocTuLiMy Poccuiickoit ®enepaunm 1 uionst 2012 1., peructpaimoHHbiit N 24438);

ITYHKT 2 U3MEeHEeHU, KOTOpble BHOCSITCS B HEKOTOPbIE ITpUKa3bl MUHMCTePCTBA 34paBOOXPaHeHMsI U COLMAIbHOrO pa3Butus Poccuiickoit @enepanyy, yTBepkaeHHbIX IPUKAa30M
MuHucTepcTBa 3gpaBooxpaHenust Poceuiickoit @egepaunm ot 10 mionst 2013 r. N 369H (3apeructpupoBad MuHucreperBoMm toctuimm Poceniickoit @enepaunu 15 uronst 2013 1.,
peructpauyoHHbIii N 29064);

npukas MuHucrepcrBa 3apaBooxpaHennst Poccuiickoit @emeparyy ot 21 asrycra 2014 r. N 4654 "O BHeCeHMM M3MEHEHUIT B OPSIIOK OTITycKa GU3MUeCKUM JIMLIaM JIeKapCTBEHHBIX
IIPeTapaToB JIsl MEOVILIMHCKOTO IIPYMeHeHNs], ComepsKaliixX KpoMe MaJIbIX KOMIeCTB HApKOTHMUECKIX CPeJICTB, ICMXOTPOITHBIX BEIECTB U UX PEKYPCOPOB ApyTue
(hapmakonornyeckye akTYBHbIE BellleCTBa, YTBePKIeHHbII IPMKa30M MMHMCTePCTBA 3/paBOOXPaHeH Vs ¥ COLMAIBHOrO pa3BuTus Poccuiickoit @eneparyy ot 17 mast 2012 1. N 562H"
(3apeructpupoBaH MunucrepcTBoM roctuimmu Poceniickoit @enepaunn 10 centsabps 2014 r., perncrpaunonHsiit N 34024);

ITYHKT 1 M3MeHeHMii, KOTOpble BHOCSITCS B HEKOTOPbIe NMpMKa3bl MMHMCTEPCTBA 3/ paBOOXPaHeHMs ¥ COLMaNbHOro pa3putust Poccuiickoit ®enepaunm u MuHucTepcTBa
3apaBooxpaHenust Poccuiickoit @emepanmu, yrBepKIEHHBIX IIPKUKa3oM MuHMcTepCTBa 3ApaBooxpanenus Poccuiickoit @epepauyy ot 10 ceHTsi6pst 2015 1. N 634H (3apermcTpupoBaH
MuHucTepcTBoM ocTuimy Poccuiickoit @epepaumu 30 ceHTsiopst 2015 1., perucrparyonssiii N 39063);

TYHKT 3 M3MeHEeHMI1, KOTOpble BHOCSITCSI B HeKOTOPbIe MpuKa3bl MUHIMCTEPCTBA 31 paBoOOXpaHeHMsI 1 COLMaabHOTo pa3BuTus Poccuitckoit ®enepaiinn 1 MuHMCTEpCTBA
31paBooxpaHeHust Poccuiickoit @eeparyy o BOIpocam 06palieHust IeKapCTBEHHBIX MTPerapaToB, COAepsKallMX HAPKOTUUECKIE CPELCTBA, ICUXOTPOITHBIE BEIeCTBA U UX
MPeKypCOPOB, 1 JIeKapCTBEHHBIX CPEACTB, MOAJIeXKAILVX [TPeAMETHO-KOIMYeCTBEHHOMY YUeTy, yTBepPXKIeHHbIX p1Ka3oM MUHMUCTePCTBA 34paBooxpaHeHus Poccuiickoit ®emepaunm
ot 31 okTs16pst 2017 1. N 8821 (3aperucTpupoBad MyuHMCTEPCTBOM roCcTULMM Poccuiickoit ®emepaumu 9 ssuBapst 2018 r., permcrpaiyoHHbiit N 49561).

3. PeuenTtypHble 6imaHky popmbl N 107/y-HIT, M3roTOBIEHHbIE IO JHS BCTYIUIEHNUS] B CUITY HACTOSIILErO IIPVKa3a, MOI'YT ObITh MCIIONb30BaHbl 1o 1 mapTa 2023 roza.
4. Hacrosiumit mpukas Bcrynaet B cyury ¢ 1 mapra 2022 r. u fiefictByet fo 1 mapra 2028 T.

MuHuctp
M.A. MYPAIIIKO

ITpunoxxenne N 1

K NpMKa3y MuHKCTepCTBa 3/IpaBOOXpaHeHMs
Poccuiickoit ®enepauyn

or 24 Hos16pst 2021 1. N 1094H

ITOPAIOK HASHAUEHU A IEKAPCTBEHHDBIX ITPEITAPATOB

1. ObuIMe mooKeHus

1. HasHaueHMe jleKapCTBEHHBIX NTPenapaToB JJIsl MeAULIMHCKOTO TPUMeHeHMs (faee - leKapCTBeHHbIe Iperaparsl) OCyLIeCTBISIeTcs JeyalyuM BpauoM, debaiiepoM, akyuepKoii B
cIyyae BO3JIOKEHMSI Ha HUX [TOJTHOMOYMIT Jieyalero Bpaya, mpy oKa3aHuy MeOUIMHCKOM MOMOILIM B MEIUIIMHCKUX OPraHM3auMsX <1>, B IIOpsiiKke, yCTAHOBIEHHOM IIPUKA30M
MuHMUCTEPCTBA 34PAaBOOXPAHEHMS U COLMAIbHOTO pasBuTust Poccuiickoit @egepanyu ot 23 mapra 2012 r. N 2521 "O6 yrBepskaenun Ilopsiaka Bo3iokeHMs: Ha (enpaiiepa, akyluepky
PYKOBOZAMTENEM MeOVMLIMHCKOM OpraHmM3aLmy Mpy OpraHu3anyy oKa3aHus IepBUYHOM MeIMKO-CaHUTaPHOM MOMOLIM ¥ CKOPOI MeAMIIMHCKOJ TIOMOIY OTAeMbHbIX GYHKLIMIT
Jieyaniero Bpaya 1o HerocpeaCTBeHHOMY OKa3aHUI0 MeOMIIMHCKO IIOMOIIY MAIVIeHTY B IepUOJ, HAbGIIOAEeHNS 32 HUM Y ero JIeYeHNs], B TOM YMCIe 110 Ha3HAUeHMIO U IPUMEHEeHUIO
JIeKapCTBEHHBIX IIPeIapaToB, BKIOYasi HAPKOTUUECKYE JIeKAPCTBEHHbIE TPeraparsl 1 MCUXOTPOITHbIE JIeKapCTBeHHbIe TIpernapartsl” <2>, UHAMBUAYAIbHbIMM IPEJIPUHIUMATEIISIMMU,
OCYIIECTBIISIONIYMI MEAULMHCKYIO JeSTeTbHOCTD (fajiee - MeAUIMHCKUE PAGOTHUKMN).

<1>Ilyukr 11 cratbyu 2 GenepanbHOro 3akoHa oT 21 Hosi6pst 2011 r. N 323-®3 "O6 ocHOBax oOXpaHbI 3[0POBbsI TpakaaH B Poccuiickoit ®epepaunn” (Co6paHue 3aKOHOLATENbCTBA
Poccuiickoit ®@enepaunn, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbHbiii 3akoH N 323-D3).

OduumaabHbI MCTOYHYUK MEKTPOHHOTO JOKYMEHTA COAEPXKUT HETOYHOCTh: IMeeTCsl B BUAY MyHKT 11 uactu 1 cratsu 2 @enepanbHoro 3akoHa ot 21.11.2011 N 323-03.

<2> 3apeructpupoBaH MuHucTepcTBoM ocTuniuy Poccuiickoit @epepanym 28 ampens 2012 r., perucrpaunoHHblii N 23971 ¢ usMeHeHUIMU, BHECEHHBIMM TIPMKa30M MuHMUCTepCTBa
3apaBooxpaHenust Poccuiickoit ®epepanmn ot 31 oktsiopst 2017 r. N 882H (3aperucTpupoBad MuHMCTEpCTBOM focTuumu Poceuiickoit @emepauyu 9 susaps 2018 .,
perucrpaunonHsiit N 49561).

MeaUUMHCKUIT pabOTHUK, 0GOPMMBIINIT PELIENIT C HAapyIeHeM HaCTOSIEro MOPSAKa, WM PYKOBOAMTE/ b MEAMIIMHCKOI OpraHu3alyi 06ecreunBaioT CBOeBPEMEHHOe
nepeoopMiieHVe TPeGYeMOro [Jisl Tal[MeHTa pelernTa.

2. CBeneHMsI 0 HA3HAYEHHOM JIeKapCTBEHHOM ITpernapaTe (HauMeHOBaHMe JIeKapCTBeHHOTO ITpernapara, J03MpOoBKa, cr1oco6 BBeeHMS U IIpYMEeHEeHMsI, PeXKMM 4O03MPOBaHMsA,
TIIPOAO/DKUTEJIbHOCTD JIeUeHUS U 060CHOBaHME HA3HAYEHUST JIeKapCTBeHHOTO ITperiapaTa) BHOCSITCSI MeANIMHCKUM pa60THMKOM B MEJUUVHCKYIO JOKYMEHTAlMI0 IMaleHTa.

B ciyvasix, yka3aHHBIX B ITyHKTax 8 - 11 Hacrosimero [Topsiika, MeIVIMHCKII paGOTHNK, HA3HAUMBIIMIA JIeKaPCTBEHHBIN IIpenapat, oQopMIIsieT Ha3HaueHe TeKapCTBeHHbBIX
[IperapaToB, B TOM YyCJIe MTOAJIeXAIMNX M3TOTOBIEHNIO U OTITYCKY allTeYHbIMY OpPraHKU3aLysIMH (fajlee - TeKapCTBeHHbIe MTperapaThl MHAMBULYaTbHOTO M3TOTOBIEHNS), HA
perenTypHOM 6/1aHKe, 0pOPMIEHHOM Ha 6yMasKHOM HOCHUTeJIe 3a CBOeji MOAIMChIO (faJiee - PellenT Ha 6yMakHOM HOCHTeJIe), ¥ (M/IM) C COITIacysl MalieHTa U eT0 3aKOHHOTO
IIpeficTaBUTeNs <3> Ha pellenTypHOM G/1aHKe B (hopMe 37IeKTPOHHOTO JOKYMEHTA C MCIIONb30BaHeM YCUIEHHO M KBaIMGUIMPOBAHHO 7I€KTPOHHOM MOINICY MeANIMHCKOTO
paboTHMKA (Hanee - pelienT B GopMe 31eKTPOHHOTO JOKYMEHTA).

<3> [Iyukr 2 cratbyu 20 @epepanbHoro 3akoHa N 323-®3 (Cobpanne 3akoHomarenbcTBa Poccuiickoit ®epepaumn, 2011, N 48, c1. 6724; 2021, N 27, c1. 5159).

PeuieniT B GopMe 37IeKTPOHHOTO JOKYMEHTa, CofepsKallyii Ha3HaueHyie HADKOTUIECKMX CPEACTB MY IICXOTPOIHBIX BEIeCTB, IIOANNCHIBAETCS C YICIIONb30BaHEeM YCUIIEHHO
KBaIMGUIMPOBAHHO /IEKTPOHHO MOANMCH Jieyalllero Bpavya uin denbauiepa, akyuepky, Ha KOTOPBIX BO3/I0KeHbI QYHKIIVM JTevallero Bpaya, ¥ COOTBETCTBYIOIIEH MeIUITHCKO
opraHmusaumm <4>.

<4> [lyukr 1 craTey 26 GegepanbHOro 3akoHa oT 8 stHapst 1998 . N 3-33 "O HapKOTMUYeCKMX CpelcTBaX U INCUXOTPOIHBIX BelecTBax " (CoGpaHye 3aKOHOAATeNbCTBA Poccuiickoit
®epnepanuu, 1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®enepanbHblii 3akoH N 3-D3).

Odopmienne perenTos B GopMe 31eKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B CJTydyae MPUHATYSI YIIOTHOMOYEHHBIM OPraHOM MCIIOMHUTEbHOM BIACTH CyGbeKkTa Poccuiickoii
@enepaly B COOTBETCTBUM C ITYHKTOM 4 craTbhu 6 ®emepanbHOro 3akoHa ot 12 anpesst 2010 1. N 61-®3 "06 obpaieHni 1eKapcTBEeHHbIX CPEACTB" <5> pelieHus: 06 UCIOIb30BaHUMI
Ha TeppuTOpuM cy6bekTa Poccuiickoit demepany Hapsay € pelienTamMmy Ha ieKapCTBEeHHbIe IpenapaThbl, opopMIeHHBIMM Ha 6yMakHOM HOCKUTEJIE, PEIENITOB Ha JIEKAPCTBEHHbIE
nperaparbl, ChOPMUPOBAHHBIX B HOPME 3/I€KTPOHHBIX IOKYMEHTOB.

<5> Co6paHue 3akoHOaTenbCTBa Poccuiickoi ®eneparyn, 2010, N 16, ct. 1815, 2019, N 52, ct. 7793.

3. IIpu BbIMMCKe MalMeHTa U3 MeIUIVHCKOI OpraHu3alyy, B KOTOPOii eMy OKa3bIBalach MeAMIIMHCKAs TIOMOILb B CTAL[IOHAPHBIX YCIOBUSIX, TPU HEOOXOAVMOCTY IPOIO/IKEHUST
rpMemMa JIeKapcTBeHHOTO TIperapara B aM6y/IaTOPHBIX YCIOBUSIX JAHHOMY MAlMEHTY [0 PEIIeHNI0 PYKOBOAUTEISI MEOVUIIMHCKO OpraHmM3ariuy Ha3sHayaTes ¢ obopMIeHneM
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peuiernTa B GopMe 37M€KTPOHHOTO AOKYMEHTa U (M/I1) Ha 6yMaskHOM HOCMTeJIe (3a VICK/IIoueHreM opOpMIIeHNS peLieNITOB Ha JIeKapCTBeHHbIe IIPerapaThl, MOAJIeKale OTIyCKY
6eCIyIaTHO WJIM CO CKMUAKOI) NGO BLAAIOTCS (TIALVIEHTY WM €r0 3aKOHHOMY ITPeICTaBUTENI0) OHOBPEMEHHO C BBIITMCKOI M3 UCTOPUY G0e3HM JIeKaPCTBEHHBIE ITPenaparsl, B TOM
Yyc/e HAPKOTUYECKMe U TICUXOTPOITHbIE JIeKapCTBEHHbIe MpernapaThl, BHeceHHbIe B crivcky 11 i 111 mepeuHst HAPKOTUUECKUX CPeICTB, ICUXOTPOITHBIX BELECTB U UX PEKYPCOPOB,
nojexamux KOHTpomo B Poceuiickoit @epepaunn, yreepxkaeHHoro [IpasurensctBom Poceniickoil @enepannm <6> (gaiee - [lepeyeHb), CUIbHOAENCTBYIOLIVE IEKAPCTBEHHbIE
Mpernaparsl, Ha CPOK IpyeMa MalMeHTOM A0 5 JHeil.

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

4. Ha3HaueHue leKapCTBEHHBIX MTPEMapaToOB MPK OKa3aHUY MEIUIVHCKOM MOMOLIM B CTAIIIOHAPHBIX YCIOBUSIX MOXKET OCYLIECTBIISIThCS IOCPENCTBOM TPeGOBaHMIT MEIUIVTHCKOM
opraHu3alyy, HarpasJsieMbIX B allTeYHble OPraHu3alyy, SIBJSIIOIIMeCs] CTPYKTYPHBIMM O pa3ieleHUsIMMY MeOVLIMHCKO opranm3aumm. <7>

<7> Ilyukr 54 cratbyu 4 @epepanbHOro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 o6paiieHnm jekapcTBeHHbIX cpeactB” (CobpaHne 3akoHomaTenbcTBa Poceuiickoit ®eneparym, 2010,
N 16, ct. 1815; 2019, N 31, cT. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3HaueHye leKapCTBEHHbIX IPEIapaToOB OCYLIECTBISIETCS MEOVIMHCKIM PaGOTHMKOM 110 MEXKIYHapOLHOMY HEIIaTeHTOBAHHOMY HaIMEHOBAHMIO,  TIPY €0 OTCYTCTBUM -
IPYNIMPOBOYHOMY WM XMMUUECKOMY HaMMeHOBAaHMIO. B citydae OTCYyTCTBMSI MEXKIYHAPOJHOrO HellaTeHTOBAHHOTO HaMeHOBAaHMS M I'PYIIMPOBOYHOTIO MY XMMUYECKOTO
HaMMeHOBaHMsI IeKapCTBEHHOT0 MIpenapaTa eKapcTBeHHbIi IIpernapar Ha3Ha4aeTcsl MeAMLIMHCKMM PaGOTHMKOM MO TOPrOBOMY HaMeHOBAHMIO. [Ipy HanMuum MeAMLIMHCKMUX
roKa3aHuit (MHOVBYIYaIbHAsI HEIIePeHOCHMOCTb, MO KM3HEHHBIM ITOKa3aHMSIM) MO PellleHMI0 BpaueOGHOI KOMUCCUM MeAMUIIMHCKOI OpraHm3aluy <8> oCyIecTBIIsSIeTCs] Ha3HaYeHue
1 oopMiIeHMe Ha3HAUEHMs JIEKAPCTBEHHBIX IIPEIapaToB, He BXOASIIMX B CTAHJAPThI MEAUIMHCKOI IIOMOILY, pa3paboTaHHbIe B COOTBETCTBUU C ITYHKTOM 14 cTaTbu 37
®enepanbHOro 3akoHa N 323-®3 <9>, uju He IPeLyCMOTPEHHbIX COOTBETCTBYIOLIEN KIMHMIECKON PEKOMEHIALMe, 1160 10 TOProBbIM HaMMeHOBaHMsIM. PelieHne Bpaue6HOi
KOMMCCUY MEIUIVTHCKOI OpraHu3anyy GUKCUPyeTcsl B MeAMIIMHCKOI JOKYMEHTAI[MY MAllMeHTa Y B JKypHase Bpaue6HOi KOMUCCUMN.

<8> [Ipuka3 MuHKCTEpCTBA 3PaBOOXPAaHEHNS ¥ COLMAIBHOTO pa3BuTusi Pocemiickoit @epeparyy ot 5 mast 2012 r. N 5021 "O6 yTBepkAeHUM MOPsIAKA CO3AaHNs U AesiTeIbHOCTI
Bpavye6HO KOMMUCCHM MeOVIIMHCKO opranm3anym” (3aperucTpupoBal MyHMCTEpCTBOM focTuiyym Poceuiickoit @eneparym 9 mions 2012 r., perucrpaumoHHsiit N 24516) ¢
M3MEHEeHUSIMM, BHECEHHBIMM MPUKa30M MuHMCTEpCTBa 3paBooxpaHenmst Poceuiickoit @emepanyu ot 2 nekabpst 2013 r. N 886H (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIMN
Poccuiickoit ®enepanyu 23 nekabps 2013 1., perucrpaumonusiii N 30714).

<9> Cob6panue 3akoHogaTenbcTBa Poccniickoit @egepaunm, 2011, N 48, ct. 6724.

Ec/u npy oKasaHMy NalyeHTy MeIUIMHCKOM MOMOIIM B MEAMIIMHCKOM OPraH13aLuy B CTALMOHaPHBIX YCIOBMSIX 10 PEIIeHMI0 BPaueGHO/ KOMMCCHM OCYIIECTBIISIOTCS Ha3HAUeHne
¥ TIpYIMEHEeHMe JIeKapCTBEHHOTO MperapaTa ¢ KOHKPEeTHBIM TOPTOBbIM Ha¥MeHOBaHeM, TO IPU OKa3aHUM JAaHHOMY HalMeHTy MeOVIMHCKOM OMOIIM B MIHOM MeIVIIMHCKOM
OpraHu3alyu B CTAllMOHAPHBIX YCIOBUSIX, @ TAKXKE B aMOY/IaTOPHBIX YCIOBUSIX OCYLIECTBIISIETCSl HA3HAUeHMe eMy JIeKapCTBEHHOr'O IperapaTta ¢ TeM 3Ke TOPrOBbIM HaMeHOBaHMeM
<10>.

<10> ITyukT 2 mocranoBnenust [paBurtenbctBa Poccuiickoit @epepaiyy ot 30.06.2020 N 965 "O BHeceHmu nsmenenmii B [IpaBmia GopmMupoBaHus epeyHs JeKapCTBEHHBIX CPECTB,
3aKyIIKa KOTOPBIX OCYILECTBJISIETCS B COOTBETCTBUM C X TOPrOBBIMM HaMEHOBAaHMUSIMMU, 1 O IIPMMEHEeHMM JIeKapCTBEHHBIX IIPerapaToB ¢ KOHKPETHBIMYU TOPrOBBIMU
HaumeHoBaHusiMu" (CoGpaHme 3akoHoaTenbeTBa Poceuiickoit ®enepanyn, 2020, N 28, ct. 4422).

6. HazHaueHye JIeKapCTBEHHOTO MTperapara B pelernTe Ha 6yMaskHOM HOCUTeJIe WK periernTe B popMe 3/IeKTPOHHOTO JOKYMeHTa 0(OpMIISIETCS Ha MIMSI MTAlMeHTa, AJIsl KOTOPOTO
rpefHa3HayeH JeKapCTBeHHBII Ipenapar.

PewiernT Ha 6ymMaxkHOM HOCuTes e, 0hOPMIIEHHBII Ha perenTypHoM 61anke dopm N 107/y-HIL, N 107-1/y, N 148-1/y-88, N 148-1/y-04(J1), yTBepskA€HHbIX HACTOSILIMM IIPUKA30M,
MOKET GBITh MOJTYYeH MaLMeHTOM, er0 3aKOHHBIM IPeJCTaBUTEeIEM VI IULIOM, MMeIoIM 0OPMIEHHYIO B COOTBETCTBMY C TPAKIAHCKUM 3aKOHOATeNbCTBOM Poccuiickoii
depepanyy 1OBepeHHOCTD OT NaleHTa Ha [paBo IMOMTy4YeHMs] TaKOro pellenTa (nanee - yioTHOMOYEHHOe JINIIO).

[pencraBieHne JOBEPEHHOCTY He TpeGyeTcsl B cIydae MoMydYeHys] peLienTa Ha JeKapCTBeHHbIN Ipenapar /It MHKypa6eabHOro 60bHOTO Ha 3aBEePLIAIONEM 3TaIe ero KU3HM JTULIOM,
OCYILECTBIISTIOLIMM YXOII, 32 TAKUM MHKYPaGelbHbIM GObHBIM. B TAKOM C/lydyae MeAMIMHCKUI PAGOTHUK BbIIAET JIUILY, OCYLECTBIISIONIEMY YXOZ 32 MHKYPaOelbHbIM GObHBIM,
JIOKYMEHT, TOATBEePKAAIOLIMI MHKYpabeabHOe COCTOsIHME GOIBHOTO0, COAEP)KALIMIA CBEIeHNsI O JIuIle, KOTOpPOe GyZeT olyyaTh JieKapCTBEeHHbIe TIpenaparsl 1o perenty (bammmms,
MMS$1, OTUECTBO (TIOC/IeIHee - IPY HaJIMUWM), BUL, Cepysi U (MI1) HOMep JOKYMEHTa, YI0CTOBEPSIIOIEro IMYHOCTD), 3aBePEHHbII MTOIVCHIO M TIeYaThi0 JAHHOTO MeAMULIMHCKOTO
paboOTHMKA, a TAKXKE MeYaThbio MEIUIVTHCKO OpraHU3aIn.

HOKYMEHT, TIOATBEPXKOAIOIINIA MHKYpaﬁeJIbHOe COCTOsIHME 6OJI]>HOI‘O, OCTaeTcsl B allTeYHON OPraHU3anun.

Perient B popMe 371eKTPOHHOTO JOKYMeHTa (GOpMUPYETCs € UCIIONb30BaHMEM IOCYIapCTBEHHOM MHGMOPMAaLMOHHOM c1CcTeMbI B cdepe 3apaBooxpaHeHust cyobekTa Poccuiickoi
@epepaim, MEIULIMHCKO MHGOPMALMOHHOM CUCTEMbI MEAUIIMHCKOM Opranmsarym <11>.

<11> Crarbu 91 u 91.1 ®epmepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOmaTenbcTBa Poccuiickoit ®epepaunmu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).
@axT BbIJAUM pelierTa Ha JIeKapCTBEHHbII MperapaTt 3aKOHHOMY IIPe/ICTaBUTEeIIO VY YIIOMHOMOYEHHOMY TULYY GUKCUPYeTCsl B MEOVIMHCKOM JOKYMEHTalyM MalyeHTa.

7. MeouuMHCKMM pabOTHMKAM 3ampeniaeTcst 0bOpMIISITh PELeIIThl TPV OTCYTCTBMUY Y TAL[ieHTa MeIUIMHCKIX TI0Ka3aH!it; Ha He3aperncTpMpOBaHHbIe JIeKapCTBEHHbIe TperapaTsl
<12>; Ha JIeKapCTBEHHbIE TIPeNapaThbl, KOTOPbIe B COOTBETCTBUY C MHCTPYKIIMEI 10 MEAVIIMHCKOMY IPUMEHEeHUIO TIpeTHa3HAYEHbI /ISl TPUMEHEHMS TONbKO B MeIUIIHCKUX
opraHu3sanysIx; Ha HapKOTUYEeCKMe CPeICTBa M MICUXOTPOIIHbIE BelllecTBa, BHECEHHbIE B Criicok [1 TlepeuHsi, 3aperucTpMpoBaHHble B KAUeCTBe JIeKAPCTBEHHBIX MPeIapaToB, B LIEISX
MpUMeHeHMsI [71s1 JiedeHMs] HAPKOMaHUU.

<12> Pemrenne CoBeta EBpasniickoit 5KOHOMMYECKO Komuccuy ot 3 Host6pst 2016 1. N 78 "O IIpaBuiiax perucTpaiym 1 SKCIIePTHU3bI IEKAPCTBEHHBIX CPECTB AJIST MEIUIMHCKOTO
npuMeHeHust" (opuLIMaNbHbINA caifT EBpasuiickoro 5SKOHOMMYECKOro coro3a http://www.eaeunion.org/, 21 Hosi6pst 2016 1.). Crates 13 OenepanbHoro 3akona N 61-03 (CobpaHue
3aKoHozaTenbcTBa Poccuiickoit @epepanyy, 2010, N 16, cr. 1815; 2020, N 14, cT. 2028).

VHAVBYIYaTbHBIM [IPeIPYHMMATENSIM, OCYIIeCTBIISIIOIM MeAMIMHCKYIO IesiTelbHOCTD, OTIOTHUTEIBHO K TPeGOBaHMSIM, YKa3aHHBIM B a63alle 1epBOM HACTOSIILEro IyHKTa,
3amnpeniaeTcs: 0GOPMIISITh PELIENThI HA HAPKOTMYECKNME CPECTBA U IICUXOTPOIIHbIE BelllecTBa, BHeCeHHbIe B crimcky 11 u I11 Tlepeuns (gasee - HAPKOTUYECKME U TICUXOTPOITHbIE
JleKapcTBeHHble npernapatsl cruckos I u 111 Tlepeyns).

8. TIpu Ha3HaYeHMM HAPKOTUYECKMX U IICMXOTPOITHBIX JIeKapCTBEHHBIX Ipernaparos crivicka I1 TlepeyuHsl, 3a UCK/IIOUeHMeM JIeKapCTBEHHBIX ITPeNapaToB B Bu/le TPAHCAEPMaIbHBIX
TepareBTUYeCKMX CUCTEM U JIEKaPCTBEHHBIX IIPENIapaToB, COePsKalMX HAPKOTUIECKOe CPENCTBO B COUETAHUY C AHTATOHVMCTOM OIMOVIHBIX PELIeIITOPOB, PELeNThl Ha GYMakKHOM
HocuTene 0bOPMIISIOTCS Ha pelienTypHOM GiaHke dopmbl N 107/y-HII.

9. PeuenTtypHblii 61aHK dopmbl N 148-1/y-88 odopmiiseTcst mpy Ha3HAUESHMUI:

1) HaApKOTMYEeCKMX Y IICMXOTPOITHBIX JIeKaPCTBEHHbIX MpenapaToB cricka I [lepeuHs B Bue TpaHCIepPMalbHBIX TeparieBTUUeCKMX CUCTeM, HAPKOTUYeCKMX JIeKapCTBeHHbIX
npenapaTos ciivicka [1 Ilepeuns, cofiepskaliyux HapKOTMUYeCcKoe CPeJICTBO B COYeTAHMM C aHTaTOHUCTOM OMMOMIHBIX PelielITOPOB, IICUXOTPOIHBIX JIeKAPCTBEHHBIX MPerapaToB CIICKa

111 Ilepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX [IPEIIapaToB, COAEPIKALIMX:

a) KOAEWH WJIM ero coiu (B IepecyeTe Ha YMCTOe BelleCTBO) B KomuyecTse A0 20 Mr BKIIOUMTEIbHO (Ha 1 103y TBep/Ioii IeKapcTBeHHOI HopMbl) 1y B Konuyectse 1o 200 mr
BK/IIOUMTENBHO (Ha 100 Mt mim 100 T 3KMIKOI IeKapCTBEHHO (OPMBI /11 BHYTPEHHETO IPUMEHEeHMS);

6) mceBHoadenpyHa rMAPOXJIOPU], B KOMMUECTBE, IpeBblmanieM 30 Mr, 1 1o 60 MI BKIIOUMTENIbHO (Ha 1 03y TBepoii 1eKapCcTBEHHOI GopMBI);
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) TceBo3denpyHa rUAPOXIOPHT, B KOMMUYECTBe, ITpeBbIlaoiem 30 Mr, 1 1o 60 MI BKIIOYMTENTbHO B COUETAaHNUM C IeKCTPOMeTOp(haHOM Iipo6pOMIIOM B KOJIMYECTBe,
npesblmaoiiem 10 mr, 1 1o 30 Mr BK/IIOYMTENBHO (Ha 1 O3y TBEpHOi 1eKapCTBeHHOI GOpMBI);

r) Jekcrpomeropdana ruapobpomus B Komuuectse 1o 200 Mr BKmounTenbHo (Ha 100 vt v 100 1 skuaKoii iekapcTBeHHO (GOpMBbI 171sI BHYTPEHHET0 IIPYMeHEeHs]);

1 3denpuHa ruAPOXJIOPKUL B KomuecTse, mpespimatoniem 100 mr, 1 1o 300 mr BmounTenbHO (Ha 100 vt vty 100 1 5kuaKoii 1eKapcTBeHHO GOpMBI /151 BHYTPEHHEro
TpUMEHeHUs);

e) adempuHa rMAPOXIOPNL, B KOMMUECTBe 10 50 MI' BRIIOUMTENBHO (Ha 1 103y TBepoii JIeKapCTBEHHO (GOpMBI);

x) (DeHWIIPONaHOIAMMH B KOIMYECTBE 0 75 MI BK/IIOYMTENBHO (Ha 1 03y TBepaoii tekapcTBeHHOM hopmbl) wiam 1o 300 Mr BRIounTenbHO (Ha 100 mut vt 100 T 5KuaKoit
JIeKapCTBEHHO (hOPMBI 1151 BHYTPEHHEro NPMMeHEeHNMs);

3) (eHOGAp6GMTANI B KOMMYECTBE 10 15 MI BRIIOUMTETLHO B COYETAHNUM C KOAIEMHOM (M/IM €T0 COISIMY) He3aBMCMMO OT KOJIMYecTBa (Ha 1 o3y TBepAoii 1eKapcTBeHHOI GOopMBI);

u) (eHObGap6yTaNI B KoMyecTse 0 20 MI BRIIOYUTETBHO B COYeTaHUM C 3(e[pMHOM I'MIPOXIOPMUAOM He3aBJCYMO OT KOIMYecTBa (Ha 1 103y TBepnoii leKapCTBeHHOI (GOpMbI);

¥) XJIOPAMA3EIOKCH], B KOMNYECTBe, IpeBblmaomeM 10 mr, 1 5o 20 MT BRIIOYMTENIBHO (Ha 1 O3y TBepHOil TeKapCTBeHHO (GOpMBI);

3) JIeKapPCTBEHHBIX MIPEIapaToB MHAMBIIYATbHOTO M3TOTOBJIEHNS], COTePyKallMX HApKOTNYECKOe CPeZICTBO MIIN IICHXOTPOITHOE BelecTBO crvicka 11 [lepeuns, u gpyrue
(apmakonornyeckye akTYBHbIE BelIeCTBa B J03€, He IPeBbIIIAloleli BBICIIYIO Pa30BYIO 03y, U IIPY YCIOBUM, UTO 3TOT KOMGMHMPOBAHHBIN JIeKaPCTBEHHBI IIpernapar He SIBJISIeTCsI

HapKOTMYECKVMM WJIY TICUXOTPOITHBIM JIeKapCTBEHHBIM IpenapartoM crivicka I [Tepeuns;

4) JIeKapCTBEHHBIX ITPeNapaToB, BKIIOUEHHbIX B IePeueHb JIEKapCTBeHHBIX CPeAICTB /11 MeIUIIMHCKOTO TPUMeHeHMUs, IOAJIeXaIMX IpeMeTHO-KOIMUeCTBeHHOMY YueTy (fanee -
JIeKapCTBEHHbIe TIperapaThl, BKIIOUeHHbIe B repeueHb [IKY) <13>.

<13> Ilopmyskr 5.2.171(1) nyHkTa 5 nocranosenys [IpaButenscrsa Poceniickoit @eneparym ot 19.06.2012 N 608 "06 yrepkaeHny [TonoskeHnst 0 MMHUCTEPCTBE 34paBOOXPaHEHMS
Poccuiickoit ®emepanun” (nanee - [onoskeHne o Munucrepcrse) (CobpaHme 3akoHopaTeabcTBa Poccuiickoit @emeparyu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. PenernrtypHbliit 6aHK popmbl N 148-1/y-04(1) odbopmiisieTcst Tpy Ha3HAUEHUY JIeKapPCTBEHHBIX IIPerapaToB IPakAaHaM, MMEIOIVIM [IPaBo Ha GecIyIaTHOe MoTydeHue
JIeKapCTBeHHBIX TperapaToB U MOMydeHMe TeKapCTBeHHbIX TPerapaToB €O CKUIKOA.

11. PernentypHbiit 61aHK dopmbl N 107-1/y odopmiisiercs Tpy Ha3HaY€HUM

JIEKapCTBEHHBIX ITperiapaToB, He YKa3aHHbIX B ITYHKTAaX 8, 9 HacTosIILEero Topsigka;

2 KOMGMHMPOBBHH])IX JIEKapCTBEHHBIX ITpernapaToB, COmep>Kalnx:

&

9ProTaMyHa I’MpOTapTPaT B KOIMUYECTBE 10 5 MI' BRIIOUNTEBHO (Ha 1 103y TBephoii JieKapCTBEeHHOH (GOpMBbI);

6) acdenpuHa runpoxnopus B Kommuectse 1o 100 mr BrmounTensHO (Ha 100 vt vy 100 1 5kuaKoii IeKapCcTBeHHO GOPMBI 1Sl BHYTPEHHETO IIPYMeHEeHMs]);

) ICeBO3denpuHa ruApoXJIOpK] B KOMMYECTBe, He mpeBbimatoniem 30 Mr (Ha 1 o3y TBepoii 1eKapcTBeHHOI GopMbI);

) TceBno3GbeaprHa IMAPOXIOPI B KOMMUECTBE, He MpeBbiiiaiieM 30 Mr, B CoueTaHuM C JeKCTpoMeTopdaHoM rMapo6pOMMAOM B KOJMUYECTBe, peBbiiatoiieM 10 mr, u 10 30 mr
BK/TIOUMTENIBHO (Ha 1 03y TBEpAOii IeKapCTBEHHOI (hOpMbI);

1 JAekcrpomeropdaHa rugpo6poMuz, B KoauyecTse, mpeBbimatonem 10 Mr, 1 1o 30 Mr BRIIOUMTENBHO (Ha 1 103y TBepoii 1eKapcTBeHHO hopMbI);

e) (heHOGap6GuTa B KOMMUECTBe, peBbinatoniem 20 Mr, 1 0 50 Mr BKITIOUMTENIbHO (Ha 1 103y TBepoii IeKapCTBEHHOI (GOPMBI);

x) (eHobapbuTan B KommuecTse A0 20 MI BKITIOYMTENBHO B COYETAHUY C SPTOTAMMHOM TMAPOTaPTPATOM HE3aBMCMMO OT KoJiMvecTBa (Ha 1 03y TBEp0ii JIeKapCTBEHHOI (HOPMbI);
3) XJIOpAMAa3enoKCuA B KommyecTse 40 10 Mr BKIIOUYMTENbHO (Ha 1 103y TBep/Oii IeKapCTBEHHO (HOPMBI).

12. TIpyu Ha3HAUeHMY JIeKapCTBEHHOTO Mpenapara MHAMBUAYaTbHOTO M3TOTOBJIEHNS B PelieriTe Ha OyMaXHOM HOCKTese M (MIn) periente B popMe 2/IeKTPOHHOTO JOKyMeHTa
HaMMeHOBaHMsI IeKaPCTBEHHBIX CPEZICTB (BEIECTB), BKIIIOYEHHBIX B riepevyeHb [IKY, yka3bIBalOTCS B HaUasle PelleriTa, 3aTeM - BCe OCTaIbHbIe MHTPEIVIEHTHI.

13. TIpy Ha3HaYEeHMY JIEKaPCTBEHHOTO TIpernapara B pelenTe Ha 6yMakHOM HocuTele U (/M) perenTe B popMe 3eKTPOHHOTO JOKYMEeHTa 3alpelaeTcsl MPeBbIaTh KOMNYeCTBO
HapKOTUYECKUX CPEICTB MU IICUXOTPOITHBIX BELIECTB, KOTOPOE MOXKET ObITh BBIMMCAHO B OJHOM DELIeITe, yCTaHOBIeHHoe npuiokeHueM N 1 k Hactosiiemy Ilopsaky, 3a
MCKITIOYeHMEM CTyyaeB, yKa3aHHbIX B MyHKTax 15 u 24 Hactosiero [Mopsaka.

14. IIpy Ha3HAUEHMY JIeKapCTBEHHBIX IIPeNapaToB, BKIIIOUEHHBIX B epeveHb [IKY, [03a KOTOPBIX IPeBbIIIAeT BbICIINI OMHOKPATHBII TpyeM, MeAULVHCKMI PaGOTHUK 0603HaYaeT
103y 3TOTO JIEKaPCTBEHHOTO Mperapara B perenre Ha 6yMaskHOM HOCKTeJIe IPOMMChIO C IPOCTaBIeHMEeM BOCK/IMIIATEIbHOTO 3HAKa U (M/IM) TIPOCTABIISIeT BOCK/IMIIATEIbHBI 3HAK IPU
odopmieHun perenra B hopmMe IeKTPOHHOTO JOKYMEHTa.

15. KomuuecTBo Ha3HAUEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BKIIOUEHHbIX B epeueHb 1KY, npy oka3aHuy manyeHTam, Hy>KIAIMMMCS B IJIMTEIbHOM JIe4eHUY, TePBUYHOI MeIVKO-
CaHMTAPHOV MTOMOLIY Y MAJUTMATUBHOI MEAMILIMHCKOI TIOMOIIM MOKET 6bITh YBEIMYEHO C YIeTOM KIMHUYECKMX PEKOMEHIALMii He 6ojiee yeM B 2 pa3a [10 CPABHEHUIO C
KOMYECTBOM HAPKOTUUECKUX CPEACTB MIIN TICUXOTPOIHBIX BEII[ECTB, KOTOPOE MOKET GbITh BBIMICAHO B OLHOM pelierTe, yCTaHOBIeHHbIM TpuiokenneM N 1 k Hacrosiemy [Topsaky.

B ciryyasix, mpenycMOTpeHHBIX ab3alieM [epBbIM HaCTOSIIIIEro MyHKTA, Ha pellenTax Ha GyMaskHOM HOCMTele IIPOM3BOANTCS Haamuch "TIo crenyagbHOMY Ha3HaueHMIO", OTAEIbHO
3aBepeHHast MOAMChI0 MeANLIMHCKOTO PaGOTHMKA 1 [TevYaThi0 MeAMLIMHCKON opranusatyy "[Iist peLienToB", Ha peLienTax B popMe 3MIeKTPOHHOTO JOKYMEHTa IPOU3BOAUTCS OTMETKA
"IMo crenyianbHOMY Ha3HaYeHUIO" C IIPOCTaB/IeHMeM YCUIEHHOM KB (UIMPOBAHHO 2IEKTPOHHOI ITOAMMCY MeIVLIMHCKOTO PaGOTHNMKA.

16. CocTaB JIeKapCTBEHHOTO IpernapaTa, JiekapcTBeHHast popmMa 1 o6palieHe MegUIMHCKOro paboTHMUKA K hapMaleBTMIecKoMY paboTHMKY 06 OTITyCKe JIeKapCTBEHHOTO Ipernapara
Ha GyMa’kHOM HocuTesne 0pOpMIISIOTCS Ha JIATMHCKOM MJIM PYCCKOM SI3bIKE B POAMUTEILHOM MaJieXe, 32 UCKIIoUeHreM opopMIeH!s peLienToB B (hopMe 3/IeKTPOHHOrO JOKYMEHTa,
OCYIIECTB/ISIEMOrO Ha PYCCKOM $I3bIKE.

IIpyu oopMIeHMN peLleNTypPHBIX GJIAHKOB LOIYCKAETCs MCIIONb30BaHMe COKpaleHuii (mpmiokeHne N 2 K Hacrosimemy ITopsinky).

Hp]/[ Ha3HAYeHMM JIEKAPCTBEHHOTIO MperiapaTa He JOIYCKaeTCsl COKpallleHne HaVMeHOBaHU VIHTpeOVEHTOB, COCTABJISIOIUX HeKapCTBEHHbIﬁ Tpernapar, He MO3BOJISTI0IINX
YCTaHOBUTb, KaKOVi MMEHHO JIeKapCTBEHHbII ITperapaT Ha3HaueH.

17. Crioco6 mpMMeHeHus1 IeKapCTBEHHOTo IpernapaTa 0603HavaeTcst ¢ yka3aHueM ITyTY BBeIeHMs], J03bl, YaCTOThI, BpEMEHM IpyeMa OTHOCUTENbHO CHA (YTPOM, Ha HOYb) U €r0
IUTUTEIIBHOCTH, A JI/Is1 IEKapCTBEHHBIX TPENIapaToB, B3aMMO/E/CTBYIOLIMX C IIMILEl, - BpeMeHM UX YIIOTPe6/IeHsi OTHOCUTENBHO TIpyeMa IMIIY (IO efbl, BO BPeMsl efibl, [IOC/Ie efIbl).

18. IIpy HEOGXOMMMOCTY HeMe/ITIEHHOTO WM CPOYHOTO (B TeYeHMe ABYX Paboumx JHel) OTIyCKa JIeKapCTBeHHOTO IIpernapara alyeHTy B BepxXHeji yacTy pelierta Ha 6yMaXHOM
HOCHTeJIe NIPOCTABJISIIOTCS 0603HaueHus "cito” (cpouHo) mim "statim" (HeMeznIeHHO). AHAJIOTMYHbIEe 0603HAaUeHVSI TPOCTABIISIIOTCS B BUJIE OTMETOK ITpy 0OPMIEHMY peLienTa B
(hopMe 37IeKTPOHHOIO JOKYMEHTa.
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19. TIpu odopmIeHMY Ha3HAUEHVSI TOTOBOTO JIEKapPCTBEHHOTO Iperapara B pelienre Ha 6yMaskHOM HOCKTeJIe VI pelienTe B opMe 3IeKTPOHHOTO JOKYMEHTa KOINYeCTBO
JIe/iCTBYIOLIMX BEllleCTB YKa3bIBAETCSI B COOTBETCTBUM C MHCTPYKIIMEN 110 MEAULITHCKOMY ITPMMeHEeHMIO JTIeKapCTBeHHOTo Ipenapata. JJoImycTyMO yKa3bIBaThb A03MPOBKY
JIeKapCTBEHHBIX IPENapaToB CYCTEMHOIO JeiiCTBYs (17151 pe30pOTUBHOTO pMeMa) B TBEPIbIX TeKapCTBeHHbIX popmax (Hampumep, TabrneTKu, IIOPOLIKHM, KAIICYIIbl) KaK COAepKaHme
OIHOTO MM HECKOJIbKUX I€MCTBYIOLIMX BEIIECTB B eAVHMUIIAX Macchl (B TpaMMaX, MWITUTPaMMax). JIOIyCcTUMO yKa3bIBaTh JO3MPOBKY JTeKaPCTBEHHBIX IIPEIapaToB CUCTEMHOTO
IIefiCcTBYS (7151 pe30pOTUBHOTO MPUMEeHeHNsT) B JKUKVX JIeKapCTBEHHbIX popMax (HalpyMep, pacTBOPbI, CYCIIEH3MN) KaK COAepyKaHye OHOTO MJIV HeCKOIbKYX JeiiCTBYIONIMX
BeIIeCTB B eIMHMIAX MacChl Ha eMHMITY 06beMa (HalpyuMep, MIUTMTPAMM/MIWUIMIATD) C YKasaHueM o611ero o6bemMa JiekapCTBeHHOM GOpMBI.

ITpu oopmieHny Ha3HaUeHMsI TIeKapCTBEHHOTO IIpernapaTa MHAVBUAYAIbHOTO M3TOTOBIEHMS B pelieliTe Ha GyMaskHOM HOCHUTeJIe WM peLienTe B opMe 2/1eKTPOHHOIO JOKyMeHTa
KOJIMYECTBO TBEPIBIX M CHITYUMX hapMarieBTUIeCcKuX CyOCcTaHIuii yKaspiBaeTcs B rpammax (0,001; 0,5; 1,0), 5KMIKMX - B MMWITMIUTPAX, TPaMMax U Karuisix.

20. PenenTsl Ha 6yMa)kHOM HOCUTeJE, B (hOpMe 3JIEKTPOHHOIO IOKYMeHTa, 0popM/IeHHbIe Ha pelenTypHoM GaHke Ghopmbl N 148-1/y-88 1 nipeHa3HAYE€HHbIE [IJIsI OTITyCKa
JIeKapCTBEeHHBIX IIPeIapaToB, IPeAyCMOTPEHHBIX oAnyHKTaMu 1 - 3 myHkTa 9 Hacrosiero [Topsiaka, AeiicTBUTeNbHBI B TeueHue 15 gHeit co IHs odopMIeHus.

21. PenenTpl Ha 6yMa)kHOM HOCUTeJIE, B hOpMe 3JIeKTPOHHOIO IOKYMeHTa, 0popM/IeHHbIe Ha pelenTypHoM GraHke dopmbl N 148-1/y-04(1) u nipegHasHauYeHHbIE [JIs1 OTITyCKa
JIeKapCTBEHHBIX IPeapaToB IrpakaaHaM, yKasaHHbIM B IyHKTe 10 HacTosimero [Topsinka, feiicTBUTeNbHbI B TeueHue 30 qHeit co JHs ohopMIeH s, 32 UCKITIOUEeHNEM CITyYaeB
odopmieHNs pelenTa B COOTBETCTBUM C IyHKTamu 38 1 39 HacTosiuiero [Topsiika, py KOTOPBIX OH AEiCTBUTENIEH B TeueHye 15 aHeit co AHs obopMIIeHus.

22. Perenitsl Ha GyMaskHOM HocuTele, B GOpMe 37IeKTPOHHOIO JOKYMeHTa, opopM/IeHHbIe Ha pellenTypHOM GaHke ¢popmsl N 148-1/y-04(;1) ¥ TpenHa3HaueHHbIe IS OTITYCKa
JIeKapCTBEHHBIX MPenapaToB IpakaaHaM, JOCTUTIINM MTeHCMOHHOTO BO3pacTa, MHBAIMIAM [ePBOJi IPYIIIIbI, AeTSIM-MHBATMIAM, @ TaKKe rpakJaHaM, CTPaJaioMM XPOHNYECKUMU
3a60/IeBAaHUSIMMA, TPEGYIOIVIMM JIUTETBHOTO KypPCOBOTO JIeUueHMsI, IeiCTBUTENbHBI B TeueHye 90 IHeit co THSI opopMIeHus, 3a UCKITIOUEHMEM CTy4aeB, yKa3aHHbIX B MyHKTax 38 1 39
Hacrosiero [Topsifika, Ipy KOTOPBIX OH JIeJiCTBUTENeH B TedeHye 15 nHeit co aHs opopmieHms.

s neyeHus XPOHNYECKUX 3a6oseBaHMit YKa3aHHbBIM KaTeTrOpUsM IpakAaH JieKapCTBEHHbIE IIpernapaThl C Od)OPMJIeHMeM PeuernToB Ha 6yMa)KHOM HOCKUTEJIE UJIN PELIETITOB B d)opme
97IeKTPOHHOI'0 JIOKyMeHTa MOTYT Ha3HauaTbCsl Ha Kypc jieueHus Ao 180 qHeii.

23. PerjenTel Ha 6yMa)kHOM HOCUTeJe, B OpMe 3IIeKTPOHHOTO JOKYMeHTa, 0popMIIeHHbIe Ha peLenTypHoM GraHke dopmbl N 107-1/y 1 npefHa3HaUeHHbIE JJIs1 OTITYCKa
JIEKapCTBEHHBIX MTPerapaToB, IPegyCMOTPEeHHBIX TyHKTOM 11 Hacrosuiero ITopsiaka, JeiicTBUTENbHBI B TeueHue 60 gHeit co gHs ohopMIeHNMs.

[Ipy Ha3HAYEHMM FOTOBbIX JIEKAPCTBEHHbIX IIPEIIapaToOB M JIEKAPCTBEHHbIX [TPEIapaToB MHAMBUAYATbHOIO M3IOTOBJIEHMS MTAL[MeHTaM C 3a60/IeBaHUSIMU, TPEOYIOLIMMM IJIUTEIbHOTO
KypCOBOTO sieueHus], ¢ ohopmieHreM Ha perientypHoM 6maHke dopmbl N 107-1/y perierita Ha 6yMaskHOM HocuTesie iy B popme 371eKTPOHHOTO JOKYMEeHTa yCTaHaBIMBAETCSI CPOK
TIeJICTBYS peLienTa B Ipe/esiax 10 OLHOIO roa.

B cityuae ycTaHOBIIEHMSI CPOKa AEMCTBMS PELeNTa B IIPefeax JO OfHOIO rofia B pererTe mponM3BoAnTCs Haamuch: "Tlo creryanbHOMy HasHaueH!0", 0003HaUaeTCsT CPOK JEMCTBUS
peLiernTa ¥ NepuoAMIHOCTb OTITYCKa JIeKaPCTBEHHBIX IPENapaToB U3 alTeYHO OPraHM3aLuy WY UHAMBUAYATbHBIM NIPeAIPUHUMATEIEM, UMEIOIIUM JTULEH3UI0 Ha
(apmareBTUUECKYIO eSITeIbHOCTD <14> (exkeHee/IbHO, eXXeMeCsIYHO ¥ VHbIe TIepuobl). JIOTMOTHUTEIBHO 3TO yKa3aHMe 3aBepsieTcs MOAMMChI0 MEAULMHCKOrO PAGOTHMKA, & TAKKE
reyaThio MeAMIMHCKOI opranusanyy "[Ijst peuenToB” (Ijis perernra Ha 6yMaskHOM HOCUTeJIe) MIIM YCUIEHHOM KBaTMOUIMPOBAHHOM 3/IEKTPOHHO MOAMMCHIO0 MEIUIMHCKOTO
pabGOTHMKA U JIULIA, YIIOTHOMOYEHHOTO 3aBePsITh JOKYMEHTbI OT MUMEHM MeAULIMHCKOI OpraHm3anuy (IJisl pelienTa B ¢opMe 37IeKTPOHHOTO JOKYMEHTA).

<14> ITyukr 47 yactu 1 cratbu 12 @enepanpHoro 3akoHa ot 4 masi 2011 r. N 99-®3 "O nuiieH3MpoBaHUM OTHENbHbBIX BUAOB JesTenbHocTI " (fanee - DenepanbHblil 3aK0oH N 99-D3)
(Cobpanue 3akoHOHaTeNbCTBA Poccuiickoit ®emepaunmn, 2011, N 19, ct. 2716; 2021, N 27, 1. 5177).

24. PelenTbl Ha JIeKapCTBEHHbIE MPerapaTsl, BKIOYeHHbIe B riepedyeHb [TKY, s ieueHMs MalMeHTOB C XPOHMYECKMMM 3a60/IeBaHUSIMM MOTYT O(OPMIISITBCS Ha KypC JiedeHus 1o 60
IHE.

B ciyuae, Korma Kypce JiedeHnst cocTasisieT 6oree 30 [Heit, JOTOMHUTEIBHO B pelLienTax Ha 6yMakHOM HOCHUTeJIe IIPOM3BOAUTCS HaAmCh "TIo crienaabHOMY Ha3HaueHMIo",
3aBepeHHasl MOAINChI0 MeAULIMHCKOrO paGOTHMKA U ITeYaThi0 MeAMIIMHCKOM opranmsanuy "[Is peLienToB”, Ha pelenTax B GopMe 37IeKTPOHHOTO JOKYMEHTA ITPOU3BOAMUTCS OTMETKa
"Tlo crienaabHOMY Ha3HAUeHMIO" C IPOCTaBIeHUEM YCUMIEHHOM KBATMBUIIMPOBAHHO 37IEKTPOHHOI TIOAMICY MEIUIMHCKOrO PabOTHMKA U JIUIIA, YIIOTHOMOYEHHOTO 3aBEPSITh
JIOKYMEHTbI OT MUMEeHM MeIMLIMHCKO OpraHm3anmum.

25. Penent Ha GyMaxHOM HocuTese B popMe 371eKTPOHHOTO JOKYMeHTa, 0hOPMJIEHHBII ¢ HApYyIIeHMeM YCTaHOBIEHHbIX HACTOS MM [TopsiiKoM TpeGoBaHMI, CAUTAETCS
HeIeCTBUTETbHBIM.

II. HasHaueHnue JIEKapCTBEHHDIX ITPEerapaToB IIPU OKa3aHUN MeIUIMHCKO TOMOIIU B CTallMOHAaPHBIX YCIOBUAX

26. IIpy OKa3aHUY NalMeHTy MeJVLIMHCKO TOMOILM B CTallMOHAPHBIX YCIOBUSIX Ha3HaueHMe JieKapCTBeHHbIX [TperapaToB IPOMU3BOLUTCS 6e3 OCI)OpMJ'leHMH penenTta MeOUUIVHCKUM
paﬁOTHI/IKOM €IVHOINYHO, 32 UCKITIOYEHMEM (JTy4aeB, YKa3aHHbBIX B ITYHKTEe 27 HacTOSIIIETO l'[opsu:u(a.

27. CoracoBaHMe Ha3HaueHMs JIeKapCTBEHHBIX ITPernapaToB ¢ 3aBeAYIOIIVM OTHAEe/IEeHVMEM M/IM OTBETCTBEHHBIM €KYPHBIM BpauoM 60 JAPYTUM JIMLOM, YIIOTHOMOYE€HHBIM
TIPpMUKa3sOM IVNIaBHOTO Bpaya MeJUIIMHCKOM OopraHmsanuy, a Takke, Ipu HAJIMYNU, C BpaUOM - KIMHUYECKUM ti)apmakonorom He06X0IVIMO B cry4dasix:

1) OAHOBPEMEHHOTrO Ha3HAYE€HUS IIATU U 6omnee JIEKapCTBEHHBIX ITpenapaToB OMHOMY MAlIMEHTY,

2) Ha3Ha4YeHMsI TeKapCTBEHHBIX ITPernapaToB, He BXOISIIMX B IIepedeHb )KM3HEeHHO HeOOXOAMMBIX ¥ BasKHEMILVX JIeKapCTBEHHbIX IIPerapaToB <15>, mpy HETUIIMYHOM TeUeHUN
3a60/1eBaHMsI, HATMUMY OCJIOKHEHUI OCHOBHOTO 3a60/1€BaHMsl ¥ (MJIM) COMTYTCTBYIOIMX 3a60/IeBaHMIA, TPV Ha3HAUEHMM JIeKaPCTBEHHBIX ITPENnapaToB, 0CO6EHHOCTH B3aUMOJENCTBUS
Y COBMECTMMOCTY KOTOPBIX COITIACHO MHCTPYKIVSIM IO MX IPYMEHEHMIO TPUBOIST K CHIKeHMIO 3¢ deKTUBHOCTM U Ge30racHOCTH GpapmakoTepanuy u (Uim) CO3Aa0T
MMOTeHIMANTbHYIO OIIACHOCTb JIS SKU3HY Y 3[0POBbsI ALMEHTa.

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

B yKasaHHBIX C/Iy4asix Ha3HaueHye JIeKapCTBEHHbIX IPEnapaToB GUKCHMPYeTcs B MEAVUIMHCKO/ JOKYMEHTALMY TALMEHTA 1 3aBEPSIeTCS] IIOATIMCHI0 MEAULMHCKOTO PAaGOTHMKA U
3aBe/IyIOLLIeT0 OTAe/IeHNeM (OTBETCTBEHHOTO [eXYPHOTO Bpaya Wiy APYroro YIoTHOMOYEHHOTO JINIIA).

28. MemUIMHCKMIT paGOTHUK MeAMIIMHCKOI OpraHu3anuy (ee CTPyKTYPHOTO MO/Ipa3/ieneHysi), PacIioNoKeHHO B CelIbCKOM HaceIeHHOM IYHKTe, OCYIeCTBIISIeT Ha3HaueHue
JIeKapCTBeHHBIX MperapaToB B CIyvyasiX, YKasaHHbIX B IIyHKTax 27 u 29 Hacrosiero ITopsiaka, eHOMNYHO.

29. Ilo pemenuio Bpaqe61-10171 KOMMCCUU MallieHTaM ITPY OKa3aHUU UM MeIVIVHCKOM ITOMOLIY B CTAalIMOHAPHBIX YCJIOBUSIX HA3HAYAIOTCS JIEKAPCTBEHHbIE ITperapaThbl, He

BKJIIOUE€HHbIE B I1epeyeHb )KM3HEHHO HEOO6XOAMMBIX ¥ BaXKHEMIINX JIeKapCTBEHHBIX MperapaToB, B CIydyae MX 3aMeHbI 13-3a MHIMBUAYaAIbHO HellepeHOCMMOCTH, 110 SKM3HEeHHBIM
TIOKa3aHUsIM.

PenreHye Bpaue6HOI Komuccum GUKCUPYeTCs B MEAMIMHCKOI JOKYMEHTalMy MalyMeHTa 1 KypHasle BpaueGHOI KOMUCCHUU.

30. B ciyuasix 06C/1eIoBaHusI U JIEUeHUST rpakAaHMHA B CTallMOHAPHBIX YCIOBUSIX B paMKax IpeioCTaBIe sl MeJULIMHCKMX YCIyT Ha BO3Me3HOM OCHOBe 3a CYeT IMUHBIX CPefiCTB
TpaXkzaH, CPeACTB IOPUANYECKUX JINIL M UHBIX CPENCTB HA OCHOBAaHMM JOTOBOPA, B TOM UMCJ/Ie IOrOBOpa J106p0BOJII:HOI‘0 MeIUIMHCKOTO CTPaXOBaHUS <16>, €My MOTyT 6BITH
Ha3HaUYeHbI JIeKAapCTBEHHbIE ITperapaThl, He BXOAsI}e B IIepeyeHb JKU3HEHHO HEOOXOAMMBIX M BasKHEMILINX JIEKapCTBEHHBIX ITperapaTos, eCJI UX Ha3HAUEHMe Y IPUMeHeHe
OGYCHOBJIEHO MeIUUVMHCKUMMU ITOKAa3aHMUSIMMU.

<16> INocraHoBneHue IIpaBurenscrBa Poccuiickoit ®epepaumy ot 4 oktsa6pst 2012 1. N 1006 "O6 yrBepkaennu [IpaBui npefocTaBieHsi MEIUIIHCKMMY OPTaHM3aLMIMU IUIaTHBIX
MegyuuHCKMX yoryr” (Co6paHue 3akoHomarenscra Poccuiickoit ®enepauny, 2012, N 41, c1. 5628).
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I11. Ha3HaueHMe JIeKapCTBEHHBIX MPENapaToB MPY OKa3aHUY NEPBUYHOI MeJUKO-CaHUTAPHOI MTOMOIIM, CKOPOI1 MeULIMHCKOI TTOMOIIN U
[Ma/UIMaTUBHO MeOUIMHCKOM IIOMOIIN

31. [Ipu OKa3aHMM [EePBUYHOI MeIVKO-CAHUTAPHOM OMOIIM U MA/UIMaTUBHOM MeAMUIVHCKOII TOMOIIY B aMOY/IaTOPHBIX YCIOBMSX Ha3HAUYEHe JTeKapCTBEHHbIX TPENapaToB
OCYILECTBIISIETCS] MEAUIVHCKUM PAaGOTHUKOM B CTy4asix TUIIMYHOTO TeueHyst 3a60IeBaHusI MAlMeHTa VICXOS U3 TSDKeCTU U XapaKkTepa 3a601eBaHmsl.

32. HasHaueHMme ieKapCTBEHHBIX TIPENapaToB 110 PelleHNI0 BpaueOGHO KOMUCCUY TTPY OKa3aHUM TIEPBUYHOI MEIMKO-CAaHUTAPHOI TTOMOILM, TA/UTMAaTUBHOM MEOVIIMHCKOM ITOMOIIA
B aMOY/IaTOPHBIX YCJIOBUSIX TPOU3BOAMUTCS B CTyUAsIX:

1) OZHOBPEMEHHOTO Ha3HaueHVs OLHOMY MAalMeHTy MSTY U 6oJiee TeKapCTBEHHBIX IIPENapaToB B TeUeHMe OHMUX CYTOK WIIY CBBIIIE JeCSTY HaMEeHOBAHMII B TeUeHMe TPUALATI
HeIt;

2) Ha3HauvyeHM JIeKapCTBEHHBIX MpernapaToB P HETUNIMYHOM T€UeHUU 3860)‘[6Bal-l]/151, HaJIMIMUU OCJIOXKHEHMI OCHOBHOTO 3a60/IeBaHMUST U (M1K) COMYTCTBYIOIIMUX 3860}IeBaHMﬁ, npmu
Ha3HaYeHMM JTIeKapCTBEHHbBIX ITperapaTos, 0COGEHHOCTY B3aVMOAECTBIUS 1 COBMECTUMOCTHU KOTOPBIX COVIaCHO MHCTPYKUMSAM I10 UX IIPMMEHEHMIO IIPUBOIAT K CHVMDKEHUIO
3(1)(1)8KTI/[BHOCTM ¥ 6€30MacHOCT JIeUeH!s TalleHTa 1 (M1M) CO34aI0T MOTeHLUMAIBHYIO OIIaCHOCTD IJIs1 JKM3HM U 3[J0POBbsI MALIIeHTa;

3) MEePBUYHOTO Ha3HauyeHMs NalyeHTy HapKOTMUeCKMX U ICUXOTPOIHBIX IeKapCTBeHHbIX NpernapaTos ciuckoB 11 u 111 Tlepeuns (B ciayyae NpUHSATUS PYKOBOAMUTENEM MeAULIMHCKOM
OpraHu3alyy peleHus 0 He0OXOAMMOCTH COIIACOBAHMSI HA3HAYEHUSI TAKMX JIEKAPCTBEHHBIX IPErapaToB ¢ BpaueGHOI KomMuccueir).

33. [IOBTOpHOE Ha3HAUEHME HAPKOTUUECKMX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX TIPenapaTos crmuckoB 11 u 11 [lepedHs TpOM3BOAMUTCS MESUIIMHCKMM PAGOTHUKOM CAMOCTOSITEIBHO
WY e0VHOMMYHO 6e3 yuacTusl Bpaue6HO KOMMUCCHY MaLMeHTaM C BhIPasKeHHBIM OG0/IeBbIM CMHAPOMOM JII060TO reHe3a, HapylleHneM CHa, CYJOPOXKHbIMMU COCTOSTHUSIMI,
TPEBOKHbIMM PacCTpoiicTBamMu, Go6UsIMY, ICMXOMOTOPHBIM BO30Y)KIE€HMEM.

34. [Ipu OKa3aHMM CKOPOI MEAMIVHCKOII TOMOIIY JIeKapCTBEHHbIe TIperapaThl HA3HAYAITCSI MeIVLIMHCKUM PaGOTHIKOM BbI€3HOI GPUTaibl CKOPOH IOMOLIM, MEAMULIMHCKUM
PaGOTHMKOM MeOVIIMHCKOM OPraHU3aluy Py OKa3aHUY MeIUIMHCKON TOMOLIY IPaKAaHaM Mpu 3a60/1eBaHNSIX, HECYACTHBIX CTy4yasiX, TPaBMaX, OTPABIEHUSIX U OPYTUX COCTOSTHUSX,
TPeOYIOLX CPOYHOTO MeIVLIMHCKOTO BMelIaTelbCTBa.

IV. HasHaueHue JieKapCTBEHHbIX MTPernapaToB rpakgaHaM, MMeIOLIMM MTPaBo Ha GecriyiaTHOe MoTyyeHye JIEKapCTBEHHBIX MPerapaToB MM IONTyYeHue
JIeKapCTBEHHBIX MPenapaToB CO CKUAKOM, IPY OKa3aHMUM [IEPBUYHOI MeIUKO-CaHUTAPHO! TOMOLIU

35. IIpu oKasaHUM MePBUYHOI MeIVKO-CAHUTAPHON TOMOIIY Ha3HaYeHMe MeAULIMHCKMM PAaGOTHMKOM Ha OCHOBE KIMHUYECKMUX PeKOMEeHJAINii ¥ C yYeTOM CTaHJApTOB
MeIVLMHCKOI oMoy <17> ieKapcTBEHHBIX [TPerapaToB, OTITYCKaeMbIX GCIUIATHO MM CO CKUIKOM, TpaskaaHaM, MMEIOLIMM [PaBo Ha obecrieyeHne JeKapCTBeHHbIMM
rpenaparamy 3a CUeT CPeZCTB GI0KeTHBIX acCUTHOBaHMI (eepanbHOro GlomKeTa 1 610AKeToB CyobekToB Poccuiickoit demepannm, OCyIIeCTBISETCS Ha pelenTypHoM G6imanke N
148-1/y-04(m).

<17> Crarbs 37 ®enepanbHoro 3akona N 323-®3 (Cobpanue 3akoHoaaTesnbcTBa Poceuiickoit @emepary, 2011, N 48, cr. 6724; 2021, N 27, ct. 5186).

TIpu opopmineHnn perenra Ha 6nanke popmsl N 148-1/y-04(1) Ha GymaskHOM HocuTesne 0OPMIISIOTCS 1BA 9K3eMIUISIPa, OOVH U3 KOTOPBIX OCTAETCS B alITEYHON OpraHU3alum,
BTODOJA - B MEAMIIMHCKO JOKYMEeHTALMY TTalyieHTa.

36. TIpaBo Ha3HAYaTh JIEKAPCTBEHHbIE MPerapaThl rpaskIaHaM, MMEOLIMM IIPaBo Ha GecriaTHOe MoJTyJeHue IeKapCTBeHHbIX TPeNapaToB WiIN ONydeHMe JIeKapCTBEHHbIX
[PenapaTroB O CKUAKO, TAKKE MEIOT:

1) MeOMUMHCKME PaBOTHMKM, paGOTaKoLMe B MEAVLMHCKOM OPraH13aLyy 110 COBMECTUTENBCTBY (B IIPEJeax CBOei KOMIIeTeHLIMN);
2) MeIVLVHCKYEe PaGOTHUKY CTAIMOHAPHbIX OPraHM3aLMil COLMATLHOTO O6CTYSKMBAHMS PV HAIMYMM JIMLIEH3UY HA OCYILECTB/IEHVIe MEeAMLIMHCKOM JesTeNbHOCTH <18>,

MpefycMaTpUBaIOLIei BHITIOIHEHME PAGOT (OKasaHue YCIIyT) 110 OKa3aHUIO IEPBUYHOI MeIVKO-CAaHUTaPHOM MOMOIIM B aMOYIaTOPHbIX YCTOBMSIX (HE3aBUCUMO OT BELOMCTBEHHOM
MIPUHAMJIEXKHOCTH);

<18> ITyukr 46 yactu 1 cratbu 12 @egepanpHoro 3akoHa N 99-03 (Cobpanne 3akoHozparenbeTBa Poccuiickoit ®egepanymn, 2011, N 19, cr. 2716; 2021, N 27, ct. 5159).

3) MeAMLMHCKME PaGOTHUKM MeOMLIMHCKMX OPraHM3alyii, 0Ka3bIBAIOLIMX IEPBUYHYI0 MEIVUKO-CAaHUTAPHYIO IIOMOIIb, TOJBEJOMCTBEHHbIX (eJilepaybHbIM OPraHaM MCIIOMTHUTENTbHOM
BJIACTM MJIM OpraHaM MCIIOTHUTE/IbHO BJIacTy CyObeKTOB Poccuiickoit demepaiiiu;

4) VHOVBUIYaJIbHbIE TPEIIPUHIMATEINN, OCYIECTBIISIONIE MEOULIMHCKYIO eI TeTbHOCTb M BK/IIOUEHHbBIE B PEeCTP MeAUIIMHCKUX OPTaHU3alVii, OCYIIECTBIISIOINX AesITeIbHOCTb B
cdepe 063aTENBHOTO MEOUIIMHCKOTO CTPAXOBAHMS.

37. Ilpy Ha3HAYeHUM JIeKapCTBEHHBIX ITperapaToB rpaskJgaHaM, MMeIOIIUM IIPaBo Ha 6ecruiaTHoOe TI0/TyYeHVe JIeKapCTBEHHBIX IIPerapaToB U/ ITOTyUYeHVe JIEKapCTBEHHbBIX
TperapaTos CO CKUAKO, B pelnerTe yKa3blBaeTCs HOMep Tened)ox-[a, 10 KOTOpOMY pa6OTHI/ﬂ( anTevyHoi OpraHu3auuu Ipmn HeO6XOAMMOCTY MOSKET COT/IaCOBaTh C MEOUIIMHCKUM
[Ja6OTHI/IKOM 3aMeHY JIEKapCTBEHHOTrO ITperapara.

38. Ha3HaueHye HAPKOTMYECKMX U IICMXOTPOITHBIX JIeKapCTBEHHBIX IpenaparoB crvicka I1 IlepedHs (3a MCKITIOUeHNEM TIeKapCTBEHHBIX ITPEIIapaToOB B BiJIe TPAHCAEPMATbHBIX
TeparneBTUYECKMX CUCTEM, a TaKKe JTeKapCTBEHHBIX MTPernapaToB, COAepsKallMX HapKOTUYeCKoe CPeJiCTBO B COYETaHMM C aHTAarOHMCTOM ONMOUIHBIX PeLelITOPOB) rpaskJaHaMm,
MMeIOIIMM ITPaBo Ha GecriiaTHOe MoMyYeHye JeKapCTBeHHbIX TPerapaToB MV TOTydeHMs] TeKapCTBeHHbIX TPeNapaToB CO CKMIKOM, OCYIeCTBISeTCS Ha pelielITYpHOM G/1aHKe
dopmbr N 107/y-HII, K KOTOPOMY ILOIIOTHUTEIBHO 0POPMIISIeTCS PeLielT Ha pelienTypHoM 61aHKe Gopmbl N 148-1/y-04(1) (B ABYX 9K3eMILIIpax py ohopMIeHny Ha GyMaskHOM
HOCHUTele).

39. HasHaueHMe HAPKOTMUYECKUX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX ITperapaTos crivcka I IlepevHst B Buzie TpaHCAepMasbHbBIX TePAeBTUUYECKUX CUCTEM, HAPKOTUYECKUX
JIeKapCTBEHHbIX IpenapatoB crivicka I1 Ilepeynst, comepykalyx HAapKOTUYECKOe CPEACTBO B COUETAHUY C AHTarOHMCTOM OMMOMIHBIX PELleNITOPOB, ICUXOTPOITHBIX JIEKaPCTBEHHBIX
npenaparoB crivicka 11 [lepevHs, 1IeKapCTBEHHBIX TPeNapaToB, BKIIIOYEHHBIX B epedeHsb [IKY, comepskammxcst B MOAMyHKTe 2 MyHKTa 11 Hacrosimero [Topsiaka, mpefHa3HaueHHbIe
IJIS1 Iede Vst TPaskaH, MMeIOLMX [IPaBo Ha GecIyiaTHOe MoyyeHye JieKapCTBEeHHBIX IIPerapaToB Uy HOTy4YeHe TeKapCTBeHHbIX TPeIiapaToB CO CKUIKOI, OCYIeCTBIsIeTCs Ha
perenTypHbix 6nankax dopm N 107-1/y u N 148-1/y-88, K KOTOPHIM LOMOTHUTETbHO 0QOPMIISETCSI PELIeNT Ha perenTypHoM Granke hopmsr N 148-1/y-04(11) (B ABYX 9K3eMIUIIpax
ripyu 0obOpMIeHMY Ha GYMaskHOM HOCHUTeIE).

TIpunoxkenne N 1

K [TopsiiKy Ha3HAYeHUsT
JIeKapCTBEeHHbIX ITPenapaTos,
YTBEePKIEHHOMY IPUKa30M
MUHKCTEPCTBA 3APABOOXPAHEHMSI
Poccuiickoit Penepanyn

ot 24 Hosi6ps 2021 r. N 10941

KOJIMYECTBO HAPKOTMYECKUX CPEACTB MJIN IICUXOTPOITHBIX BEITECTB, KOTOPOE MOJKET BbITh
BBITTMCAHO B OIHOM 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
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11.

12.

13.

14.

MexyHapoAHOe HellaTeHTOBAaHHOe Hay{MeHOBaHJe HapKOTUYeCKOro U IICUXOTPOITHOIO JIeKapCTBeHHOTIo Ipenaparta

Bynpenopdun + HanmokcoH

BynpeHopduu

BynpeHopdux

Mopduu

Konens + Mopdus + Hockarnms + [TanaBepus + TeGaun

TpumenepuauH

TpumenepuauH

Mopouu

Mopdux

Mopdux

Mopduu

OxcukopoH + HanokcoH

HpOl‘H/IOHl/l)'l(l)eHM}ISTOKCMBTMHHMHE]JM}ZU/IH

deHTaHUI

@opma BbIITYCKa U
L03MPOBKA

TabneTku
cy6nuHrBasbHele 0,2
wmr + 0,2 Mmr

PactBop ans
uHbekuuit, 0,3 mr/
M 1 mn

TpaHcHepmanbHbIi
TJIACThIPb

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

PactBop pyist
VHDbEKLMNIA, pacCTBOP
151 TIONKOXKHOTO
BBemenus 10 mr/min
1 mn

PactBop g1t
MTOAKOXHOTO
BBeIEeHMs

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

1,44 +11,5+54 +
0,72+ 0,1 mr/min 1
M

Ta6neTku 25 Mr

PactBop st
uHbekuyit 10 mr/m
1 mn

20 mr/mn 1 mn

TabmeTky (Karcysbl)
TPOJIOHTMPOBAHHOTO
TefCTBUS

10 mr

30 mr

60 mr

100 mr

200 mr

TabneTku

5wMmr
10 mr

Karnm gyist npyema
BHYTpb 20 mr/mi 20
MIT

PacTtBop A8 npuema
BHYTDPb (MOHOZ,03bI)

2 Mr/mi 5 M
6 Mr/Mmi 5 M
20 mr/min 5 M

TabneTku
MIPOJIOHTMIPOBAHHOTO
IejicTBUS

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

TabneTKky 3alleuHbIe
20 mr

Ilnacteipb

12,5 MKr/uac
25 MKr/4ac
50 MKr/4ac

Konnuecrso

60
TabIeToxk
(yTaKkoBKa,
kpaTHas N
20)

30 ammyn
(wmpmi-
TIOGMKOB)

20
T1acTeipet
10
T1aCThIpeit
5
TIacThipeit

20 ammyn
(wmpy-
TIOGMKOB)

20 amtyn

50
TabJIeTOK

20 ammyn
(wmpm-
TIOGMKOB)

180
TabIeToK
(xarcyim)
60
TabIeToK
(xarcyim)
40
TabIeToK
(xarcyim)
20
TabIeToK
(xarcyim)
20
TabIeToK
(xarcyim)

100
TabIeTOK
100
TabIeTOK

4 pnakoHa

100 amnyn
n/3
80 amrryn i/

3
30 ammys 11/
3

100
TabIeToK
60
TabIeToK
40
TabIeTOK
20
TabIeToK

50
TabIeTOK

20
TiacTbipeit
20
TUIacThIpeit



15.
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27.
28.
29.
30.
31.
32.

deHTaHUN

75 MKr/4ac 10

100 mxr/4ac iacTbipei

10

TUIacThipeit

10

T1acTeipet

Crpeit Ha3aabHBIN

®nakoH 50 MKr/mo3a

2,0 mi (10 mo3) 24 dnaxkoHa

3,2 v (20 mo3) 12

5,0 mut (40 no3) bnakoHoB
6 (h1akoHOB

®nakoH 100 MKr/

no3a

2,0 v (10 mo3) 12

3,2 mi (20 1o3) bnakoHoB

5,0 mi (40 o3) 6 (h1akoHOB
3 makoHa

®nakoH 200 MKr/

no3a

2,0 Mz (10 no3) 12

3,2 mi (20 1o3) dnakoHoB

5,0 mit (40 mo3) 6 (h1akoHOB
3 makona

Tpunoxenue N 2

K ITopsigKky HasHauUeHMst
JIeKapCTBEHHbIX IPEnapaTos,
YTBEPXKIEHHOMY ITPUKa30M
MMHMCTEPCTBA 3APAaBOOXPAHEHNSI

Poccuit

ckoit Penepauyn

ot 24 Hos16pst 2021 1. N 1094n

CrpaBoYHO

PEKOMEHIOBAHHBIE K VCITOJIb3OBAHNIO COKPAIIEHNVA ITPY1 O©OPMJIEHVMU PELTEITTOB

CokpaieHue
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.

lig.

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, TIOPOBHY

KMUCIIOTa

a’po30Ib

amItyna

BOZA

BOJA OUMIIEHHASI

Macjo (TBepnoe)

Karcyna

CJIOKHBIN

Bsizaii (IIycts BbigaHo, ITycTh GyeT BbIIAHO)
Beigait, 0603Haub [TycTs 6yger BbigaHo, O603HaYEHO
Boigaii (TIycTb 6ymyT BbIJAHbI) TAKME LO3bI
pa3BeJeHHbI

Paspenu Ha paBHbIE YaCTU

SMYJIBCUST

9KCTPAKT, BBITSDKKA

B MMKPOK/IM3MaxX

ITyctb 06pasyeTcst (06pa3yioTcst)

IPaHYJIbI

Karuis, Karmm

Karum Aisl IpyeMa BHYTpPb

HacTOM

B amITy/1ax

B TabIeTKax

B Tab/ieTKax C MPOJIOHTMPOBAHHBIM BbICBOOOKAEHMEM

B Tab/IeTKax C MPOJIOHTYPOBaHHBIM BBICBOGOXKAEHMEM,
TTOKPBITBIX 060IOUKOI

B TIOGMKAX
JIVTHUMEHT
SKUIKOCTh

JIOCBOH
MTIONIbHAST Macca

IIJIEHKM 3allleuyHble



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. q.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 3OPaBOOXPaHEeHU Kon dopmer mo OKYI

Poccuiickoit denmepalumn Kon yupexnenma no OKIIO

MemmumMHCKas IOKYyMEHTalUus

HauMeHoBaHMe (mTam) dopma N 107-1/y
MEeIMLMHCKOM OpTraHM3alumn YTBEepXOeHa NpUKa30M

MyHMCTEpPCTBa 3OPaBOOXPaHEHUA

Poccurickoi demepaumuu

or 24 Hosbpsa 2021 r. N 1094n

PEOEIT
(B3pPOCIBII, HETCKMII — HYXHOE€ IONUEePKHYTH)
"o 20 T.
daMmyMsi, MHMLMAJIEl MMEHM M OT4YecTBa (IOoCJiefHee — IPpY HaJUduMm)
nauMeHTa
JaTa poxmeHuAa
daMmyMsi, MHMLMAJIEl MMEHM M OT4YecTBa (IOoCJiefHee — IPpY HaJUduMm)

Jleyamero Bpauda (penbrmepa, akyuwepku)

py6. |xom. |Rp.

lNonnuce
“ rnedaThb Jiedamero Bpaua M.TII.
(momnuce Qernpamepa, aKyWLEPKN)

Cmernait
(TlycTb GyfieT CMelIaHo)

MMKCTypa
YUCIIOM
Macio (KMaKoe)
racra
TIVATIOJSL, TIVUTIONNA
paBHbIE YaCTU
OCaKIeHHbIN
MOPOLIOK
CKOJIbKO NTOTPe6yeTcs, CKOIbKO HaZio
KOpeHb
Bosbmu
TosTopu (TTycThb GYaEeT IIOBTOPEHO)
KOpHeBM1Ile
0603Haub (ITycTb GymeT 0603HAUEHO)
ceMst
TIPOCTO¥
CupoI
pacTBop
crpeit
crpeii Ha3aabHbIN
CBeua, CyIIo3UTOpuii
CyCIIeH3¥sl, B3BeCh
Tabrerka
HacToMKa
TIOOMKY
TpancoepmanbHas TepaneBTuueckas Cucrema
Ma3b
CKJISTHKA
Ipunosxxenue N 2
K 1puKasy MUHMCTEPCTBA 3APaBOOXPAHEHMSI

Poccniickoit ®enepauyn
ot 24 Hos1i6ps 2021 r. N 1094H



PeuenT npeicTeBuTesieH B TeueHume 60 mHer, mo 1 roma ( )
(HyXHO€ IMOIOYEPKHYTH) (yxazarsb
KOJIMUECTBO IHEN)

OBopoTHas CTOPOHA

OTMeTka O Ha3HaAYEHUN
JIeKapCTBEHHOTO Ipernapara
IO PeleHMIO BpauebHOM KOMMCCUMU

IIpuToTOBMII IIposepuit

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

MMHUCTEPCTBO 3OPaBOOXPAaHEHUS Kon dopmel mo OKYJ 3108805
Poccuiickoit denmepaunn MemyumHCckas OOKYMeHTaLMs
dopma N 148-1/y-88
HaumeHOBaHMe (WTamil) YTBEepXIeHa NPMUKa30M
MeOMLMHECKONM OpTaHM3aLmun MUHMCTEPCTBA 3OPaBOOXPAHEHUST
Poccuiickoi denepaunm
HavMeHOBaHMe (WTamil) or 24 HosGps 2021 r. N 1094n

VHIVBUIOYAJIBHOT'O NpenlnpruHMMaTe Iqa

(yxasaTb azpec, HOMEp ¥ HaTy JMLEeH3MUH,
HaVMeHOBaHMe opraHa POCyHapCTBeHHOﬁ BJIaCTHU,
BHIIABIETO JIMLLEH3MIO)

Cepusa

PELIENT "o 20 r.
(naTa odopmIleHMs-peLenTa)

(B3pOCIBII, OETCKMI — HYXHOE€ MONUEPKHYTBH)

QamMmIMsa, MHMLMAJE MMEHM M OTdYecTBa (MocjlefHee — IPM HaJUdnmM)
nauMeHTa

HaTa poxIeHus

Anpec MecTa XUTeNbCTBa wiIM N MEIOMUMHCKOM KapTe amMOyJaTOpHOTO
nauMeHTa, [NoJydanlero MeAMLMHCKY [IOMOWBb B aMOyJIaTOPHBIX YCIIOBUAX

daMmiys, MHMUMAJE MMEHM M OTJYeCTBa (IOcjelHee - IpKU HaIMdmm)
Jledamero Bpada (denpamepa, aKyWEepPKM)

lloonuce ¥ nevaThk Jiedalero Bpada M.II.
(momnuce Qesnpauepa, akKylLepKy)

PeuenT nOercTBUTEJIEH B TedeHue 15 nHen

OBopoTHas CTOPOHa

OrnycTui

OTMeTKa O Ha3HadYeHUM
JleKapCTBEHHOTO Ipernaparta
IO PpEemeHMio BpadeOHOM KOMUCCUM

IIpUToTOBMII IIposepuit

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

MMHMCTEPCTBO 3IpPaBOOXPaHEeHUA YTBEPXIEHA
Poccuiickoit denepaunm MECTO IJiA npukasoMm MuHMCTepCcTBa

OrnycTun



WTPUXKOIA <*> 3IpaBOOXpPaHeHus

Poccurickoit denmepaumuu
or 24 Hosbpsa 2021 r.
N 1094n

llTamn

Konm MemuMLMHCKOM opraHm3aumm

MTamn

Kon mHIMBMAyasylbHOTO npenrnprHMaTesia

Kon dopmer mo OKYJ 3108805

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

Kon Kon JICTOUHMK QMHaHCMPOBAHMSA
KaTeropun HOB30JIOTMYECKOM! (MoguepKHYTH)
TpaxiaH dopMEl (110 MKE)

1. denmepasibHB OKOIXET

2. Biogxer cyoObekTa
Poccuiickoit demepaunm

3. MyHMUMNAJBHB OoIXeT

PELEINT Cepwus N Jlara obopmIIeHMs :

damMminsa, MHULMAJE MMEHM M OTuecTBa ([ocienHee -—
NPy HaauumMM) MHalueHTa JaTa poxneHus

CHMJIC

N nosmmca
o6a3aTeNbHOTO
MeIOULMHCKOTO
CTpaxOBaHUA:

HoMep MeOMUMHCKOM KapTH [MalMeHTa, [NOJydalnlero MeIMUMHCKYWO [IOMOUb B
aMﬁyﬂaTOpHHX YCIIOBUAX

@aMMﬂMH, MHMLIMAJIBL MMEHM M OT4YeCTBa (HOCﬂeﬂHee - npmn HaﬂMHMM)
Jleyamero Bpada (desbpmmepa, axkyllepKu)

Py6. Kom. Rp:

lonnucek ¥ nevaTk Jieyalero Bpada M.II.
(nomnmuce Qesnpamepa, akKyWLepKM)

Peuent gmercrBuTesieH B TedeHue 15 nuew, 30 nuew, 90 nuHeun
(HyXHOEe MNOOYEPKHYTh)

———————— (3anonHAeTca CHeuraaMCTOM anTedHOM OpTaHM3aumumu) —-—------
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Kopewmok peuenTypHOoT'o OJjlaHKa Crnocofb NpMMeHEeHMH:
HammMeHOBaHUE IIpOOONMXUTENILHOCTb nHeM’
JIEKapCTBEHHOT'O IpenapaTa:

KonmuecTBO npreMOoB B IHOEHb: - ras
JlosupoBka: Ha 1 npuewm: en.

OBopoTHas CTOpOHa

OTMeTKa O Ha3HAYEHUNU
JIEeKapCTBEHHOTI'O Ipernapara
0 peleHuo BpadebHOM KOMMCCUU

IIpuroTOoBUII IIporepun OrnycTuin

<k> B criydyae M3TOTOBJIEHUA peuenTypHoro 6JlaHKa C MCIIOJIb30BaHMEM
KOMIIBIOTEPHBIX TEXHOJIOTMN .

IIpunoxxenne N 3
K ITpUKa3y MMHUCTEPCTBA 3[IpaBOOXPaHeHNs

Poccniickoit ®enepauyn
ot 24 Hosi6pst 2021 r. N 1094u

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

1. OdopmiieHue pelienta Ha GYMaXKHOM HOCUTee

1. Ha peuenTypHbix 6nankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B IeBOM BepXHeM YIVTy IIPOCTABJISIETCS LITaMIT MEIMIVHCKOI OpraHM3alyy ¢ yKa3aHUEM ee
HaMMeHOBaHusl, aapeca 1 TesedoHa C JATON BHITUCKY (1aToit ohopmIeHNsT) peLiernTa Ha IeKapCTBEHHbIN Ipernapar.

JlOTIONMHUTENBHO Ha perienTypHoM 61aHke Gopmbl N 148-1/y-04(;1) mpocTaBisieTcsl KO MeIUIIMHCKOM OPraHU3aluu B COOTBETCTBUM ¢ OCHOBHBIM IOCYapCTBEHHBIM
perucTpaluyoHHbIM HOMepoM (maitee - OI'PH).

Cepust penenitypHoro 6manka dopmbl N 148-1/y-04(1) BrItouaeT Kof cyobekra Poceuiickoit denepanyiu, COOTBETCTBYOIMI IBYM MepBbIM 1iidpam O61epoccuiickoro
kiaccurkaTopa 06beKTOB aJMUHMUCTPATUBHO-TEPPUTOPHATBHOTO Aenenns (ganee - OKATO).

Paspelraercst U3roTaBaMBaTh pelenTypHsie 61aHky popmbl N 107-1/y u dopmsr N 148-1/y-04(;1) € TOMOIIbI0 KOMIIBIOTEPHBIX TEXHOIOTMIA.

PenenitypHbie 6maHku hopmsl hpopmbl N 148-1/y-88 M3roTaBIMBAIOTCS UCKIIOUUTETBHO TUIIOTPAQCKUM CIIOCOG0OM.

2. Ha penenTypHbIX 671aHKax, 0popM/ISIeMbIX MHAMBUYTbHBIMM ITPeIIPUMHMMATENSIMI, MMEIOIIMMY JINLIEH3MI0 Ha MeIUIMHCKYIO IesITeIbHOCTD, B BEPXHEM JIeBOM YITTy
TUHorpadckuM Croco6oM 1M MyTeM NpOCTaBIeHys LITaMIIa JODKeH ObITh YKa3aH afpec MHAVBUAYAIbHOTO IPeAPYMHMMATEIS], HOMep 1 JaTa JIMLIeH3)1, HaMeHOBaHye opraHa
roCylapCTBEHHON BJIaCTH, BbIAABIIETO JIULIEH3UIO.

3. PeuenrtypHble 6maHku popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3aN0/HSIOTCST MEIVIMHCKIM PAGOTHMKOM YepPHMIAMM MV IIAPUKOBOI PYUKOI.

4. TonyckaeTcst opopMieHNe Bcex PeKBU3UTOB (33 UCKIIOUeHeM pekBu3uTa "TIOANMCh evaliero Bpava (Iogmuch debiepa, akymepku'") perenTypHbiX 61aHKOB GopMbl GopMbI
N 107-1/y, dopmbsr N 148-1/y-88 u dopmbl N 148-1/y-04(1) ¢ ucronb3oBaHMeM NeyaTaloUIMX YCTPOCTB.

5. OdopmieHne peLienTypHbIX 61aHKOB opmbl N 148-1/y-04(;1) BRItoYaeT undpoBoe KoAUpOBaHue.
LIndpoBoe KoAMPOBaHME YKa3aHHbBIX PELIeNITYPHbIX 6/IaHKOB BK/IIOYAET:

1) KOZ MeouumHCKoi opranmsaumu (OT'PH) wiam Kox MHOVBKUAYaIbHOTO MPEATIPUHMMATES B COOTBETCTBMY ¢ OCHOBHBIM rOCYAapCTBEHHBIM PETMCTPALIOHHBIM HOMEPOM
MHAMBUAYATbHOTO NIpeAnpuHmumaress (ganee - OTPHUIT), mpocTaBisieMblii Iy M3rOTOBJIEHMY PELeNTYPHbIX GIaHKOB;

2) KOJ, KaTeropyuy rpak/iaH, MMeIoLIMX IIPaBo Ha [oyyeHye JeKapCTBEHHbIX IIPerapaToB B COOTBETCTBUM €O cTaTheil 6.1 defepaybHOro 3akoHa ot 17 uronst 1999 1. N 178-03 "0
rocyZIapCTBEHHOM COLMAIbHOI momMoum” <1>, u Koj, Ho3omorn4eckoi Gpopmbl o MexxayHapogHOM CTaTUCTIYeCKOi kiaccudukanyy 6one3Heit 1 mpobaeMm, CBSI3aHHbBIX CO 3I0POBbEM
(10-it nepecmortp) (manee - MKB), 3aro/iHsieMble JIe4alM BpauoM ITyTeM 3aHeCeHVsI KaxkIoii LudpbI B IyCThIe sTUeiiKy, IPY ITOM TOUKA IIPOCTABIISIETCS B OTAEIBHOI sTuelike;

<1> Cob6panue 3akoHOmaTenbcTBa Poccuiickoit ®eneparyn, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577.

3) OTMETKY 00 McTOuHMKe buHaHCupoBaHus (benepanbHbIil Glomker [1], 6romkeT cyopekTa Poccuiickoit @eneparyiy [2], MyHUIMIIATIbHBI GIODKET [3]) ¥ IPOLIEHTe OIUIaThI pelenTa
(6ecrinaTHo [1], 50% [2], nHoit % [3]);

4) IITPUX-KOJ, - OTIOTHUTEbHBI PEKBU3UT (B CJTyuae M3rOTOBJIEHMS] Ha TeppUTOpUM CyGbekTa Poccuiickoit deepauny peLienTypHoro 6;1aHKa ¢ MCIOMb30BaHMEM KOMITbIOTEPHBIX
TEXHOJIOTHIA).

6. B peuenTypHbIx 6mankax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B rpade "daMunust, M"HULMAIBI MMEHM ¥ OTUECTBA (TTOC/IeHee - IPY HAIMYMM) TalMeHTa" yKa3blBatoTCs
damuust, MHUIATIBI UMEHM M OTUYeCTBa (MoCIeSHee - IPY HAIMYMY) MalyieHTa.

7. B penenTypHbix 6mankax popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(rm) B rpade "[lata poskaeHus" ykasplBaeTcs AaTa POKIEHNUS Mal[MeHTa (YIC/I0, MECSIT, TOf).
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JIOTIONMHUTENBHO B peLieNTypHbIX 6aHKkax popmbl N 148-1/y-88 u dopmbr N 107-1/y st meteit B Bozpacre 1o 1 rozpa B rpacde "lata poskaeHns" yKa3bIBaeTCsI KOMMYECTBO IMOTHbIX
MeCsIIeB.

8. B penenTypHbIx 61aHKax dopmbl N 148-1/y-04(1) B rpadax "CHUJIC" 1 "N monuca 06s13aTeTbHOTO MeAMLIMHCKOTO CTPAXOBaHMs" YKa3bIBAIOTCS CTPAXOBOii HOMep
MHAMBUAYATbHOI'O JIMIIEBOTO CcueTa rpaxkaaHuHa B IleHcuoHHoM douzme Poccuiickoit @emepamy (CHUJIC) (ipy HamMumm) M HOMeP 1oJica 06s13aTebHOr0 MeUIIHCKOTO
CTpaxOBaHMsI.

9. B peuenTtypHbIx 61aHKax Gpopmsr N 148-1/y-88 B rpade "Afpec MecTa KUTEIbCTBA MM HOMeP MeAMIVHCKOI KapThl IalYIeHTa, T0yYaloliero MeAUIHCKYIO IIOMOIIb B
aMO6y/IaTOPHBIX YCIOBYSIX", YKa3bIBAETCSI IIOUTOBBIN a/Ipec MecTa KUTeIbCTBa (MecTa IpeObIBaHMS VI MecTa (GaKTIIeCKOro IPOsKMBaHMS) TalMeHTa MM HOMep MeIVILIMHCKO
KapThl MALIeHTa, T0yYaolero MeAMIHCKYIO IIOMOIIb B aMOY/IaTOPHBIX YCIOBUSX <2>.

<2> [pukas MuHucTepcTBa 3npaBooxpanenus Poccuiickoit ®enmepanmy ot 15 nexkabps 2014 r. N 8341 "0O6 yTBepKAeHUM YHUOULIMPOBAHHBIX (OPM MeIMIIMHCKO JOKYMEHTaINH,
MCITIONIb3YEeMbIX B MEIMIIMHCKMX OPTaHM3aIMSIX, OKa3bIBAIOIIVX MEAMIMHCKYIO TIOMOIIb B aMOY/IaTOPHBIX YCJIOBMSX, ¥ TIOPSIIKOB TI0 MX 3aronHeHuio" (gajee - [pukas N 834H)
(3apeructpupoBad MuHucTepcrBoM loctuumu Poceuiickoit @enepanyu 20 despans 2015 r., perucrpaunonssiit N 36160) ¢ u3MeHeHUsIMY, BHECEHHBIMY NpUKa3aMu MuHuCTepCTBa
3apaBooxpaHeHus Poceuiickoit @enepauny ot 9 siuBaps 2018 r. N 2 (3apeructpupoBad MuHucTepcTBoM loctuim Poceuiickoit @emepauny 4 anpenst 2018 r., perucrpaiinoHHbii N
50614), ot 2 Hos16pst 2020 1. N 1186H (3apeructpupoBad MuHucTepcTBOM W0cTULIMK Poccuiickoit ®epepanyu 27 Hos6pst 2020 ., perncrpaunorHbiit N 61121).

YKkasaHMe 1 aipeca MecTa XUTeIbCTBA M HOMepa MeAVIIMHCKOJ KapThl NalleHTa, oayJalolero MeAuIMHCKYIO0 IOMOILb B aMGYﬂaTOprIX YCJIOBUSIX, HE SBJISIETCS OLIMOKOIA.

B penentypHbIx 61aHkax ¢popmsl N 148-1/y-04(;1) B rpade "HoMep MeAMIMHCKOM KapThl NAIeHTa, TOMYYalollero MeAUIMHCKYIO IOMOIb B aMOY/IaTOPHBIX YCIOBMSIX YKA3bIBAETCs
HOMEp MeAMIMHCKOI KapThl MalMeHTa, MOTyYaloliero MeAMLMHCKYIO TOMOIIb B aMOY/TaTOPHBIX YCIOBUSIX <3>.

<3>IIpukas N 834H.

10. B rpade "®aMuiys, MHMIMAIBI MMEHY Y OTYECTBA (IIOC/IeHee - [TPY HaIM4My) Jieyalnero Bpava (¢denpiepa, akyiepku)" perenTypHbix 61ankos dopm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(;1) yka3pIBAIOTCSI TIOTHOCTBIO (haMMINsl, MTHUIVAIBI MMEHY, OTUEeCTBa (TTOCIeIHee - TPV HA/IMUMM) MeIUIMHCKOTO PaGOTHMKA, HA3HAUMBIIETO JIEKAPCTBEHHbIE
IIpernaparhbl ¥ 0pOPMMBILETO PELerT.

11. Brpade "Rp" peuentypHsix 6maHkoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) yra3biBaeTcsi:

1) Ha¥MeHOBaHMe JIeKapCTBEHHOTO Ipernapara (MeXIyHapoAHOe HellaTeHTOBaHHOe Ha¥MeHOBaHye, IPYNIMPOBOYHOE MM XMMIYecKoe HayMeHOBaHye, TOProBoe HaMeHOBaHMe)
HA JIATMHCKOM SI3bIKe WJIM Ha PYCCKOM $13bIKe, GOpMa BBIITyCKa, JO3MPOBKA, KOMMYECTBO (YKa3bIBaeTCsI IIPONMChIO Ha pelienTypHoM 61aHke dopmel N 107/y-HIT);

2) croco6 mpMMeHeHMsI TIeKapCTBEHHOTO IIpenapaTa Ha rocyAapcTBeHHOM si3bike Poccuiickoit @efeparyy Wiy Ha TocyqapcTBeHHOM si3bike Poccuiickoit @emepanum u
rocyIapCTBEHHOM sI3bIKE PeCcITy6/IMK 1 MHBIX sI3bIKax HapomoB Poccuiickoit demeparimm <4>,

<4>Yacts 1 cratey 15 3akoHa Poceumiickoit @emepaumm ot 25 oktsi6pst 1991 1. N 1807-1 "O si3pikax HapomoB Poccuiickoit ®epepaimn” (ganee - 3akox N 1807-1). (BemomocTu chesma
HaponHbix fenyTatoB PCOCP u BepxoBHoro CoBeta PCOCP, 1991, N 50, ct. 1740; Co6panue 3akoHomarenscTBa Poccuiickoit @emepaunu, 1998, N 31, c1. 3804).

13. IIpu odopmMIeHNY peLieNTypHbIX 6JIAHKOB 3aMpelniaeTcsi OrPaHNYMBATBCS 06LIMMM YKa3aHMUAMM, HarIpuMeD, "BHyTpeHHee", "3BecTHO".

B 2/1eKTPOHHOM JIOKYMeHTe HyMepaLysi IIyHKTOB COOTBETCTBYeT OUIMAaTbHOMY MCTOYHMKY.

14. Pementt, opopMiIeHHBIIT Ha perenTypHOM GraHke popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1), mopnmuchBaeTcsi MEAUIVIHCKMM PaGOTHMKOM U 3aBepsieTCsl ero [evyarsio.

Peuent, ohopMIeHHBII Ha pelLienTypHOM G1aHKe Gopmbl N 148-1/y-88 u dopmsr N 148-1/y-04(11), AOMOTHNUTENBLHO 3aBePsIeTCs 1eYaThio MeOVILIMHCKO opranm3anym "It
perernToB".

Ins penernra, obopMIeHHOTO Ha perenTypHoM 6manke Gpopmset N 107-1/y, Hannuue nedaty "IJist peienToB" He SIBJSIETCSI 00SI3aTENbHBIM.

15. Ha ogHoMm penentypHom 6naHke dopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(;1) pa3penraeTcst OCyIIeCTBIATh Ha3HAU€HVe TONbKO OHOTO HaMEeHOBaHUSI JIEKapCTBEHHOTO
rperapara.

Ha onHoMm penenitypHoM 61aHKe hopmbl N 107-1/y pa3peniaercst OCylieCTBISATh Ha3HAU€HYe TObKO OTHOTO HaMEeHOBAHUSI JIEKapCTBEHHOTO TIpernapara, oTHocserocs 1mo ATX k
AHTUIICUXOTUUECKUM cpencTBam (Kom N 05A), ankcuonuTrkam (ko N 05B), CHOTBOPHBIM U ceiaTMBHbBIM cpefctBam (kog N 05C), antuzaenpeccantam (ko N 06A) U He MOAJIeXAIEro
NpeaMeTHO-KOMMYeCTBEHHOMY YUeTY, ¥ IO TPeX HaMMeHOBaHMii IeKapCTBEHHBIX IIPerapaTos - AJIs1 MHBIX JIEKapCTBEHHbBIX PeNapaToB, He OTHECEHHDIX K BbILIeyKa3aHHBIM ATX.

16. VICIIpaB/IeHMsI B PELiENTe He AOMYCKAITCS.

17. IIpu oopmieHnu perenTypHbix 61aHkoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(J1) Ha JleKapCTBeHHbIe IIperapaThl, HA3HaUeHHbIe 110 PelIeHMI0 BpauyeOGHOI KOMICCHM, Ha
060poTe perenTypHOro 6/1aHKa CTABUTCS ClieliaabHast OTMeTKa (LITaMII).

18. Ha peuentypHom 6anke hopmbl N 148-1/y-04(;1) BHM3Y MMeeTCsI IMHMSI OTPbIBA, Pa3Zesiolasi peLenTypHbIi 6JIaHK M KOPELIOK.

Kopemwok oT periernta, 0bOpM/IEHHOIO Ha YKa3aHHOM PeLierTypHOM G/IaHKe, BBIAAETCS MalMeHTy (ero 3aKkOHHOMY TIPE/ICTaBUTENI0) B allTeYHO i OPraHM3alnm, Ha KOPeIKe AeIaeTcst
OTMETKa O HaMEeHOBaHMM JIEKapPCTBEHHOTO TIperapara, JO3MPOBKe, KOIMIECTBE, CII0CO6e MPUMEHEeHMs.

I1. Obopmiennue perenra B popme 3/1EKTPOHHOTO JOKYMEHTa

19. Peuent B GopMe 37I€KTPOHHOTO JOKYMEHTa, TOANMCAHHOTO YCUIEHHOM KBAIMMUIIMPOBaHHOII 3/IEKTPOHHO MTOANNUCHI0, GOPMMUPYETCS MEAULMHCKUM PAGOTHIUKOM, CBEEHMUS O
KOTOPOM BHECEHbI B (heZiepabHblif PETUCTP MEAULIMHCKUX PAGOTHUKOB <5>, a TAKKE MPU YCJIOBUY PETUCTPALIMY MEIUIVHCKOI OpraHu3anyy, B KOTOPOii 0pOPMIISIeTCS PELIeT, B
tdenepanbHOM peecTpe MeIUIMHCKIX OpraHM3alnii <6> eIMHOI rocygapcTBeHHOI MHPOPMALIOHHOM cMCcTeMBI B cdepe 34paBOOXpaHeHMS U ONKII0UeH Vs TAKO MeIUIIMHCKOMN
opraHu3alyu K rocyJapCcTBeHHOM MHGOPMaIMOHHOI cucTeMe B chepe 3npaBooxpaHeHust cyobekTa Poccuiickoii @enmeparyy <7>.

<5>Yacrs 4 cratbu 91.1 GepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOmaTenbcTBa Poccuiickoit ®emepannu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).
<6>Yacts 4 crathy 91.1 PegepanbHoro 3akoHa N 323-d3 (Cobpanne 3akoHopaTenbcTBa Poccuiickoit ®epepanmu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).
<7> Crarbu 91 n 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOaTeNnbCTBa Poccuiickoit ®epepaunmu, 2011, N 48, c1. 6724).

20. ITpu oopmnennu perernta B popmMe 3/1eKTPOHHOTO JOKYMEHTA Ha JIeKapCTBEHHBIE IperapaThl, yka3aHHble B MyHKTax 9 u 11 [Topsiika Ha3HauYeHMsI TeKapCTBEHHBIX IIPeIapaTos,
YTBepsKIeHHOT0 HACTOSIIMM IIPUKA30M, ¥ OTITyCKaeMble 3a IOJTHYIO0 CTOMMOCTD, 3aIIOHSIIOTCS CeyIolyie PeKBU3UTHI:

1) Kox cyobekra Poccuiickoit ®enepauyn o OKATO, orpeensionyii rocyaapcTBeHHYI0 MHGOPMAIMOHHYIO c1cTeMY B cdepe 3apaBooxXpaHeHus cyobekTa Poccuiickoit demeparymu,
B KOTOPOJ1 chOpPMMPOBaH pelenT B popMe IeKTPOHHOTO JOKYMEeHTa;
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2) HauMeHOBaHMe MeAMLIMHCKOI OpraHm3anuy, agpec, renedoH iy GaMuiisi, MHULAIb MMEHM M OTYeCTBa (MoCIeqHee - IPY HAIMYMU) MHAVBUAYATbHOTO MPeANPYHMMATES,
MIMEIOLIIETO JIMIIEH3MI0 Ha MeJVILIMHCKYIO IeSITe/IbHOCTb, eT0 aJipec;

3) OI'PH opuanyeckoro nmua (MeauUMHCKOM opranm3anym) uayu OTPHUIT muauBuAyaabHOrO pesnpyuHUMaTes;
4) nmaTta obopMIIeHMs pellenTa (yKa3bIBaeTCsl YMCI0, MeCSLI, TOR);

5) IaTa OKOHYaHMs JeiicTBus perenTta (hopMupyeTcs rocyiapcTBeHHOM MHGOPMALMOHHOI cucTeMoii B cdepe 3ppaBooxpaHeHyst cyobekta Poccuiickoit ®enepanyy B COOTBETCTBUM
€O CpPOKaMM JieiicTBMsI penenToB: 15 nueit, 30 nHeit, 60 queit, 90 nHeit, 1o 1 roga);

6) YHUKAJIbHBII HOMeD penenTa (GopMupyeTcsi rocynapcTBeHHOM MHPOPMAIOHHOI cucTeMoii B chepe 3npaBooxpaHeHus cybbekTa Poccuiickoit Gemeparuy u obecriedynBaeT
OIHO3HAYHYI0 MAEeHTU(MKALMIO pelenTa B popmMe 3/IeKTPOHHOro fokymMeHTa B couetanuu ¢ OKATO, OTPH mnn OTPHUI);

7) oTMeTKM "cito" (cpouHO) miy "statim” (HeMe[JIeHHO) TP HeO6XOIMMOCTM CPOYHOTO MIIM HEMEJIJIEHHOTO OTITyCKa JIEKapCTBEHHOTO Mpernapara nalyueHTy;

8) anpec mauMeHTa (yKasblBaeTcs TOYTOBbIN aipec MecTa KUTeIbCTBA (MecTa MpeGbIBaHuUs MM MecCTa (PaKTMUeCKOro MPOoKMBaHYS) C YKa3aHMEM MH/EKCa, HAMMEHOBaHYS Kpasl,
obmacTi, pecry6IMKY, aBTOHOMHOTO OKpyTa ¥ MHOTO cyobekTta Poccuiickoit deepany, HauMeHOBaHMsI HACeJIEHHOTO IYHKTa, HAMMEHOBAaHMUS VMBI (IPOCIIEKTa, TepeyIika,
rpoesza), HoMepa JoMa (C yKa3aHMeM KopIyca, py HaIu4uu), HoMepa KBapTHUPhI);

9) HOMeEp /IEKTPOHHO MeAMIIMHCKOM KapThl MallMe€HTa B TOCYAAPCTBEHHO MHGOPMalLMOHHOI cucTeMe B cepe 34paBooxpaHeHms cy6bekTa Poccuiickoit @emepariim;

10) damuinst, UMSI, OTYECTBO (TOC/IeSHee - TPV HAIMYMM) MalMeHTa TTOTHOCTHIO;

11) Jara pOXIeHMs MauyeHTa (YKasblBaeTCsl YMcIo, MecsLl, TOR), /IS AeTeii 1o 1 rofia OMOMTHUTENbHO YKa3bIBAETCSI KOIMUECTBO MTOMTHBIX MECSLEeB;

12) CbaMMJ'lMﬂ, VHULMAJIB] MMEeHY M 0TYeCTBa (T1oc/aeHee - IPY HaIuuuy) MeAULMHCKOr0 paﬁOTHMKa TIOTHOCTBIO;

13) HaMMEHOBaHMe JIEKapCTBEHHOTO Mpernapara (MeXAyHapooHOe HellaTeHTOBaHHOe HaMEeHOBaHMe, IPYIIMPOBOYHOE MM XMMUYECKOe HaMEeHOBaHue, TOPrOBOe HaIMEHOBaHNe),
I103MPOBKa, GopMa BBIMYCKa, KOTMYECTBO (BCe TO3MUIMY YKA3bIBAIOTCSI HA PYCCKOM SI3BIKE);

14) CIIOCO6 TPMMEHeHMsI JIEKaPCTBEHHOTO Tperapara Ha roCy4apCTBEHHOM si3bike Poccuiickoit @efepaumy Wiy Ha TOCYAapCTBEHHOM si3bike Poccuiickoit @enepaunu u
rOCyIZapCTBEHHOM sI3bIKE PECITYG/IMK U MHBIX sI3bIKaxX HapomoB Poccuiickoit demepannm <8>;

<8>Yacrs 1 cratbu 15 3akona N 1807-1 (BemomocTu chesna HapogHbix gernyratoB PCOCP u BepxoBHoro CoBeta PCOCP, 1991, N 50, c1. 1740; Co6paHye 3aKOHOAATENIbCTBA
Poccuiickoit ®epepauuy, 1998, N 31, ct. 3804).

15) MOKYMEHT, HO,ZLTBep)K,HalOH_lMﬁ Ha3HavYeHMe JIEKapCTBEHHOTO Iperapara o peueHuno BpaqeﬁHof/‘[ KOMMUCCUU MEIULIMHCKO OpraHm3anvin;

16) OTMeTKa O Ha3HAYeHVM JIEKapCTBEHHOTO MIperapara Mo pelieHnIo BpaueGHOii KOMUCCUY MeIMUIIMHCKOI OpraHu3alyy B CIydasix, yKa3aHHbIX B a63a1ie BTOpoM IMyHKTa 6 [Topsiaka
Ha3HaYeHNsI JIeKapCTBEHHBIX [TPeIapaToB, YTBEP)KAEHHOI0 HACTOSIVIM IIPUKA30M;

17) OTMETKa O CIeL[MaIbHOM Ha3HaueHVM JIeKapCTBEHHOTO Mpernapara (3aroHseTcs B CTyJasx, yKa3aHHbIX B MyHKTax 15 u 24 TTopsiaka Ha3zHAueHMs JIeKapCTBEHHbIX IPeIapaTos,
YTBEP3KIEHHOTO HAaCTOSIIIMM IPUKA30M);

18) OTMETKa O CIeLMaIbHOM Ha3HAUeHMM JIEKapCTBEHHOTO Mpenapara nalumeHTy ¢ 3a60/1eBaHieM, TPeGYIOIVM AIUTeTbHOTO KyPCOBOTO JIeueH sl (3a0HSIeTCsl B CJIydae, yKasaHHOM
B myHKTe 23 TTopsiika Ha3HaueH s IeKAPCTBEHHBIX TIPEIapaToB, YTBePKAEHHOI0 HACTOSIIMM TIPUKA30M) € TIPOCTABIEHMEM TIEPUOIMYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) ipu oopmiieHUM penernta B Gopme 37eKTPOHHOTO JOKYMEHTa Ha JIeKapCTBeHHbIe MTpenapaThl, yKa3aHHbIe B IOAMYHKTaX 2 - 5 MyHKTa 9 1 nmyHKTe 11 [Topsinka Ha3HaYeHUsT
JIeKapCTBEHHBIX MPEIapaToB, yTBEPKIEHHOTO HACTOSIIIMM IIPUKA30M, TPaKIaHaM, MMEIOIM IIPaBo Ha 6eCIUIaTHOe MOTyYeHMe JIEKapCTBEHHBIX [TPENapaToB UK MOTyYeHue
JIeKapCTBEHHBIX IPeNapaToB CO CKUIKOM, 3aIIOHSIIOTCSI PeKBU3UTHI, TPeSyCMOTPeHHbIe MOAMYHKTaMy 1 - 18 HaCTosILIero MyHKTa, a TakKe CIeAylolyie PeKBU3UTBI:

a) KaTeropus rpaxiaH, MMeIOLIX MPaBo Ha MTOTyYeHNe IEKaPCTBEHHbBIX IPernapaToB B COOTBETCTBUM CO CTa
rocyZlapCTBEHHOM COIMANIbHOI ToMoum" <9>;

'beli 6.1 GefepanbHOro 3akoHa oT 17 mionsg 1999 1. N 178-3 "0

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

6) KoJ Ho3omornuyeckoi dopmsl mo MKE;

B) MCTOYHMK buHaHcupoBauus (1 - dhegepanbHbIi GI0IKeT, 2 - 6I0IKeT cydbekTa Poccuitckoit depepainm, 3 - MyHULUIIATIbHBIN OIOKET);

r) pasmep oruiathl (1 - 6ecriaTHo, 2 - 50%, 3 - MHOIt %);

1) CTPaxOBOJ HOMep MHAMBUYaIbHOTO JIMIIEBOTO cueTa rpaxkgaHuHa B [TleHcronHoM doHge Poceniickoit ®epepaumy (ipy Hamumy) (CHUJIC);

e) HOMep Ionyca 06s13aTelbHOT0 MeIVUIMHCKOTO CTPAaXOBaHMs.

21. IIpu mpocTaBieHUu OTMETKY, YKa3aHHOI B ofnyHKre 16 myHkra 20 Hacrosiero [Topsiaka, peuent B ¢popme 37IeKTPOHHOTO JOKYMEHTA MOATMCHIBAETCS YCYIIEHHOM
KBaIM(UIMPOBAHHO 9IEKTPOHHOI TOAIMCHIO TPEICEATENS WV CeKpeTaps BpaueGHOI KOMUCCHMY MEeAMIMHCKOI OPraHM3aluy, IPY MPOCTaBIeHNM OTMETOK, YKa3aHHBIX B

TIOAMMYHKTax 17u 18 TTYHKTa 20 HacTOsIIETO Hopﬂ,u](a, - YCWJIEHHBIMU KBa!IM(bM].lMpOBaHHbIMM 3NMEKTPOHHBIMU MOANNCAMM COOTBETCTBYIOIIUX MEAMUIMHCKUX pa6OTHVIKOB.

22. Tlo TpeGOBaHMIO MALMEHTA MM €T0 3aKOHHOTO MpeACcTaBuUTeNs 0popMIISIeTCst 9K3eMIUISIP pelienTa B JopMe 37eKTPOHHOTO IOKYMEeHTa Ha 6YMaXHOM HOCKTeJe C OTMETKOj
"[ly6iIKaT 31eKTPOHHOTO JOKYMeHTa'".

I1I. YueT perienTypHbIX GJIAHKOB (32 MCK/IIOUEHMEM peleNTypHbIX 61aHKOB Mo hopme N 107/y-HII "CrielnanbHbIil pelienTypHbIi 671aHK")

23. Vyer penienTypHbIX 61aHKOB hopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(J1), u3roTaBIMBaeMbIX TUIIOTPAQCKUM CIIOCO60M (Hasiee - peLieNTypHble GIaHKY, TOAJIEKAIe YUeTY),
OCYILECTBJISIETCS! B KypHaJIax y4yeTa, IPOHYMepOBaHHbIX, TPOLTHYPOBAHHbIX Y CKPEIJIEHHBIX ITOJVChIO PYKOBOAMUTEIS U [TeYaThio MeAMIMHCKOI OpraHM3alyy WY NOANUCHIO
VHIVBUIYATBHOTO TIPeANIPUHMMATEJIS], MMEIOIIero TMIeH3MI0 Ha MeIVUIIMHCKYIO JIesITeTbHOCTb.

24. JKypHaJl yueTa peLienTypHbix 61aHkoB hopmbl N 107-1/y comepskut ciemyome rpadbi:

1) HOMeD I10 OPSIKY;

2) B pasgene "TIpuxon”:

a) faTa perucTpanuy JOKYMEHTa, ITOATBePKAAIIIero MoCTyIJIeHne;

6) HOMED U JaTa NOKYMEHTA, ITOATBEPKAAIOIIEro MOCTYIVIeHMe, Ha¥MMeHOBaHMe TTOCTaBIIVKa;
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) 06Iee KOMMYeCTBO MOCTYNMBIINX PeLleNTyPHbIX GIaHKOB;

r) bamMuaMs, *HULIMAIbl MMEHY M OTYeCTBa (ToC/IefHee - TPY HaJIMYMM) Y MOANUCH OTBETCTBEHHOTO MeIMIIMHCKOrO PaGOTHYKA, TOMYyYMBIIETO PeIeNTypPHbIe GIaHK!M OT ITOCTaBIIMKA;

3) B paspgeie "Pacxon":

a) JaTa BbIAAauM pelenTypHbIX 611a1-u<os;

6) KOJIMYeCTBO BbIJAHHBIX peLeNTYPHbBIX GJIaHKOB;

B, (baMVl}IMH, VHULMAJIbI MMEeHY ¥ OTUeCTBa (IIocIeiHee - IPY HaIN4yy) OTBETCTBEHHOTO MeAVIIMHCKOTrO pa60THMKa, TIOJTyUMBIIIETO pelernTypHbie 6]'IaHKI/I;

i3

TII0AIMCh OTBETCTBEHHOI'0 MeJMIIMTHCKOTO pa60THI/lKa, TIOTYYMUBIIIETO PELEIITYPHbIE 6IIaHK]/I;

4; d)aMI/lJIMﬂ, VHULMAJIBI MMEeHY ¥ 0TYeCTBa (IIoc/aeHee - IPU Halu4yuy) U MOAINCh OTBETCTBEHHOTO MeIMUIIVTHCKOTO paﬁOTHI/IKa, BbIIABIIETr0 pelenTypHble 6}131—[](1/[;

5) OCTATOK peLenTypPHbIX 6/1aHKOB.

2

[

JKypHan y4yerta penienTypHbIx 61aHKOB hopm N 148-1/y-88 u N 148-1/y-04(;1) conep>xut cenyroime rpadoi:

HOMep I10 MOPSIZIKY;

2

B pasgene "TIpuxon":

aj

JaTa perMcTpauumu JOKyMeHTa, IOATBePKAalollero rmocTyIjieHne;

6

HOMep U aTa JOKYMEeHTa, IIOATBePXXAalollero rnocryryieHe, HauMeHOBaH e IMOCTaBIIMKa;

) OOlIee KOTMYECTBO IOCTYNVBIINX PeLleNTYPHBIX G/IaHKOB;

) Cepuu ¥ HOMepa peLieNITYPHbIX G1aHKOB;

1) KOJNYEeCTBO pelenTyPHbIX 6/1aHKOB IO cepusm;

e) dJB.MI/IIH/I}I, VHULIMAJIBI MMEHU ¥ 0TYeCTBa (ToCIeAHee - IPY HaJlu4yy) U IOAINCh OTBETCTBEHHOIO MeAMIIIHCKOTO paﬁOTHV[KH, TIOTYYUBIIETO PeleITyPHbIe 6/1aHKM OT
TIOCTaBIIMUKA;

3) B paspgesne "Pacxon":

a) JaTa BbIIauy pelelTyPHBIX 6HB.HKOB;

6

Cepun ¥ HoOMepa BbIIAHHBIX PeLEeNTYPHbIX 6JIaHKOB;

B) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX 6JIB.HKOB;

ammnst, MHUIMATBI MMEHM U OTYeCTBa (TIOC/IeHee - PV HAIMYMM) OTBETCTBEHHOTO MEIMIIMHCKOTO PaGOTHMKA, OMYYMBILErO PeLeNTypHbIe 6IIaHKY;

=

1) TIOATMCH OTBETCTBEHHOTO MEAMIVHCKOTO PAGOTHMKA, TIOTYUMBIIETO PelieNnTypHble GIaHKM;

4 CbaMMJ'lMﬂ, VHUIMAJIBI MMEHY ¥ 0TUeCTBa (TIocaefHee - IPY HaIu4uM) U MOATINCh OTBETCTBEHHOTO MeIUIITHCKOTO paGOTHMKa, BbIJaBIIIETr0o pelernTypHbie GHaHKT/I;

5) OCTATOK peuernTypHbIX 6TaHKOB.

26. YUeT pelLienToB, 0bOpPMIIEHHBIX B OpMe 3JIeKTPOHHOTO JOKYMEHTa, OCYLIEeCTBIISIETCS B TOCYIaPCTBEHHOM MHGOPMAaLMOHHOI cucTeMe B chepe 31paBoOXpaHeHMs CYGbeKTa
Poccuiickoit @enepanyy MocpeacTBOM BeIeHNsI eIMHOTO peecTpa pelenToB, 0hOpPMIEHHBIX B popMe 3/IeKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue pelienTypHbIX 61aHKOB (3a MCKIIOUEHMEM pelelTypHbIX 6;1aHKOB 1Mo hopme N 107/y-HIT "CrieianbHbIi penenTypHbii 671aHK")

27. MeOUIMHCKIE OPTaHM3aLMy TTOTyYa0T HeO6XOAMMbIe PeLieNTypHble G1aHKY, 0GOpMIEHHbIE TUIIOrPahCKIM CIIOCOGOM, Yepe3 TePPUTOPUATbHbIE OPraHbl YIIPABIeHNUS
3IpPaBOOXPAaHEHMEM MM OPTaHM3ALMH, YIIOTHOMOYEHHbIE Ha 9TO OPraHaMy MCIIONHUTENBHOI BIacTi cy6bekToB Poccuiickoit denepauyn.

28. PeuienTypHble GIaHKM, TIOJJIEKAIIYE YUETY, XPAHSITCS OTBETCTBEHHBIM JIMIIOM, Ha3HaUeHHbIM PYKOBOAMTEIEM MeAUIMHCKO OpraHu3alum, B 3aMpaeMoM MeTalIdecKOM
mkady (ceitde) Wiy MeTAINMIECKOM SILIMKE.

29. VIHIMBUIYaNbHbIA NPeAIIPUHUMATENb, MMEIOIIVii TMIIeH3MI0 HAa MeIUIVIHCKYIO IesITeIbHOCTb, XDAaHUT PeLleNTypHbIe G/IaHKM, OAJIeKallyie YUeTy, B 3a[paeMoM
MeTa/UIM4eckoMm IKkady (ceide) Mim METaA/UIMUECKOM SIIUKE.

30. IIpoBepKa COCTOSIHMSI XpPaHEHUs, yueTa, GakTUUeCKOTO HAIMIMS ¥ PACXOA PELeNTYPHBIX 6JIaHKOB, MOAJIEXKAIX YUETY, ONMH Pa3 B KBAPTAJ OCYIIECTBISIETCS KOMUCCHEN,
CO3J@aHHOJ B MeAUIMHCKOI OpraHn3alyn.

31. PenentypHblie GJIaHKI/I, OCl)OpM}'lS{eMl:Ie Ha 6yMa)KHOM HOCHUTeIe U MoAJIeKallye yueTy, BbIAaTCsI MeAUIVHCKUM pa60THMKaM, VIMEeIoLIUM IIpaBo OCIJOIJMJ'IeHMﬂ penernrTos, 1o
PpacrnopsbKeHMIO ITTaBHOTO Bpaya MM ero 3aMeCTUTeIs.

TlonyueHHbIe pellenTypHbIe 6IaHKY Ha GYMaskKHbIX HOCUTE/ISIX XPAHSITCS MEAULIMHCKMMY PaGOTHMKAMM B [TOMELIEHMSIX, 00eCIIeuyBaloIINX X COXPAHHOCTb.
32. IIporpaMMHO-TEXHUYECKME CPEICTBA FOCYIapPCTBEHHBIX MHGOPMALMOHHBIX CUCTEM B chepe 31paBOOXpaHeHMs, MEIUIIMHCKUX MHPOPMALOHHBIX CUCTEM MEAMUIMHCKUX

opraHu3anyii 06ecrevnBarT XpaHeH)e MeKTPOHHBIX PeLleNTOB, 0pOPMIEHHBIX B GOpMe /1eKTPOHHBIX JOKYMEHTOB B TeUeHVe CPOKOB, YCTAHOBJIEHHBIX IJIS1 XPAHEHMSI PELeTITOB,
odopMIIEHHBIX HA COOTBETCTBYIOIMX (hopMax peLenTypHbIX 6IAHKOB HAa GYMaskHOM HocuTeste <10>.

<10> ITopnyHkT 5.2.169 Tonoxkenus: o Munucrepcrse (Co6paHne 3akoHopaTtenbcTBa Poceuiickoit ®epepanuy, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

ITpunoxenue N 4

K npyKasy MMHMCTePCTBA 3/ paBOOXPaHeHMsI
Poccniickoit ®enepanym

ot 24 Hos1i6pst 2021 r. N 1094H
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®OPMA CIELVAJIBHOTO PEUEINTYPHOT'O BJIAHKA N 107/Y-HII

MUHUCTEPCTBO 3OPaBOOXPaHEeHUH Kon dopmer mo OKY[

Poccuiickont denmepalum MeamuyHCKas OOKYMEeHTauus
dopma N 107/y-HII,
YTBEpXIeHHAasa MPUKa30M
MyHUCTEPCTBa 3OPaBOOXPaHEeHMA

mWTaMI MeOMUMHCKOM OPTaHM3aLumu Poccuiickort demepaunn
or 24.11.2021 N 1094u

PELENT

Cepusa N

"o 20 T.
(DaTa BHNIMCKM peLenTa)
(B3pPOCIBII, HETCKMII — HYXHOE€ MONUEePKHYTH)

damMmimsa, MMA, OTYEeCTBO (IOCJelHee - MPM Haaudmu)
nauMeHTa
Bospact

Cepust M HOMEp IosMca OOS3aTeNIbHOTO MEAOMUMHCKOTO CTPAaxOBaHMS
Homep MeIMUMHCKOM KapTEL

@aMMﬂMH, nMsa, OTUEeCTBO (HOCﬂeﬂHee - npum HaﬂMQMM)

Jledamero Bpaua (denbamepa, aKyWEepKM)

Honmmuch M JIMYHAas [edYaThb Bpada
(momnuch denppuepa, axKyLepKM)

M.II.
@aMMﬂMH, nMsd, OTYeCTBO (HOCﬂeﬂHee - npm HaﬂMqMM) n nonamnmce
YIIOJIHOMOYEHHOT'O JIMLa MeIMUMHCKOM OpTaHM3aumn

M.II.
OTMeTKa anTeudHOM opraHm3aumm o6 OTHyCKe
@aMMﬂMH, nMsd, OTYeCTBO (HOCﬂeﬂHee - npm HaﬂMqMM) n nonamnmce
paboTHMKA alTedYHOM OopTraHM3aLuu

M.II.

Cpox meycreusa peuenrTa 15 mHeit
Ipunoxxenue N 5
K ITpUKa3y MMHUCTepPCTBA 3[IpaBOOXPaHeHUs
Poccuiickoit ®enepanym
ot 24 Hosi6pst 2021 r. N 1094H

IMOPAOK N3TOTOBJIEHNS, PACITPENEJIEHVS, PETUCTPALINN, YVYETA 1 XPAHEHNMS PELIEIITOB,
COIEPKAIIMX HASHAYEHME HAPKOTMYECKUX CPEICTB WJIN IICMXOTPOITHBIX BEHIECTB

1. TTopsiOK M3rOTOBJIEHMSI, pAaCIIpeleIeHNsI CIIeL[MalIbHBIX PeLeNITYPHbIX 6;1aHKOB 110 dopme N 107/y-HIT

1. OpraHM3anmio M3rOTOBIEHMS M paclipeliesieHus peLleNTypHbIX 61aHKoB 1o ¢dopme N 107/y-HIT "CrienyanbHblii pellenTypHbIN G1aHK" (anee - CrielaabHblil pelleNTyPHbIN 6/1aHK)
ocyilecTBisieT MMHUCTepCTBO 3ApaBooxpaHeHust Poccuiickoit @enepainm (fanee - MMHUCTEPCTBO).

2. CrienyasnbHble pellenTypHble GIaHKY SIBJISIIOTCS 3alIMIIEeHHO monurpaduyeckoit npoaykumeit yposHs "B, uaroraBniuBaemoii Ha 6ymare po3oBoro seta pazmepom 10 cm x 15 cm,
IIOJ/DKHBI MMETh CePUIO ¥ HOMED, a TAKXKE COOTBETCTBOBATh TPEOOBAHMSIM, YKa3aHHBIM B IpyuKkase Munucrepcrsa huHancoB Poccuiickoi ®eneparym ot 29 centsbpst 2020 . N 2171
"O6 yTBepkaeHnu TexHUUeCKUX TpeGOBaHMIi 1 YC/IOBUIT M3TOTOBJIEHMS 3AIUIIIEHHOI OT ITOAIeTOK Monurpaduyeckoii mpoayKuumu" (3aperncTpupoBad MUHUCTEPCTBOM IOCTULIVINA
Poccuiickoit ®enepauyu 16 Hosiopst 2020 r., perucrpanyoHHbiii N 60930).

3. B Lessix opraHu3anyy U3roTOBIEHVSI U pacIpee/ieHts ClIelMalbHbIX PeLleNITYPHbIX GIaHKOB MeAULIMHCKME OPraHU3alyy, MMeIoIIMe [TPaBo OCYLIECTBISATh BbIAAUy PELeNTOB Ha
HapKOTMYeCKue CpeJCTBa WM ICUXOTPOIHbIe BeljecTBa crycka Il ITepeuns u 3aperucrpupoBaHHble B Poccuiickoit @emepany B KauecTBe JieKapCTBEHHBIX MTperapaToB st
MeIMLMHCKOTO MTPYMEeHEeHMs (anee COOTBETCTBEHHO - MeOVIIMHCKAs OPraHM3alusl, HAPKOTUYECKMUIA (IICUMXOTPOITHBIIT) JIeKapCTBEHHBDII IIperapar), COCTaB/SIIOT 3asBKM Ha
peLienTypHbie GIaHKU.

4. B CpOK 10 1 OKTH6p}I TEKYIIEro roxa 3asiBKM MeAUIUHCKUX OpFaHVl3aLlMﬁ Ha CcriequajabHble pelernTypHble GIaHKu TIpeACTaBISIIOTCS

1) MeOVIVMHCKVMM OPraHM3aLusIMy, HaXOASIIMMMCS B BeieHuy defepanbHbIX OPraHOB MCIIOHUTEBbHOI BIIACTH, - B COOTBETCTBYIOIIME (eiepanbHble OPTaHbl MCIIOTHUTETbHOM
BJIACTH;

2) MeAMUMHCKMMM OpraHU3auysIMU, HAXOISIIMMUCS B BeleHuM cy6beKToB Poccuiickoit deepanyiv, MeIUIVHCKUMY OPraHU3aUMIMMU MyHULIUIIATbHO M YaCTHOI CUCTEM
3ApaBOOXPaHEeHMs - B OPraHbl UCIIOMHUTENIbHO BlacTy cy6beKkToB Poccuiickoit @enepaiiny B cepe 0XpaHbl 3[0POBbSI IPAXKAAH, HA TEPPUTOPUM KOTOPBIX OHYM PACIIONIOXKEHBI (Hajee -
opraHbl UCIIOTHUTETbHOI BiIacTy cy6beKToB Poccuiickoit deneparyn).

5. B 3asiBKe MeIVULIMHCKO/ OpraHu3alyy Ha ClielaabHble PellenTypHble 6JIaHKY YKa3bIBAIOTCS CIeAYIONVe CBeIeH NS :

1) CBeJeHNs 0 MeOVLIMHCKOM opraHu3alym, oAaBieii 3assBKy Ha CieliasIbHble pelieNTypHble 671aHKM (TI0JTHOe Ha¥MeHOBaHMe, afipeC MeCTa HaXOXIeHNsI);

2) KOJMUYECTBO CIIeLMAIbHBIX PELENTYPHbIX 6JIAHKOB, M3PACXOAOBAaHHBIX MEIVULIMHCKOM opranu3aumeit Ha 1 sHBaps Ipe/ecTBYIOIIEro roja;

3) KOJIMYEeCTBO CIIeMA/IbHBIX pelelTYPHbIX ﬁﬂaHKOB, HEOOXOIVMbIX MEIUIIVHCKOMN OpraHmusanyy Ha ciefylouuii rog.

3asiBKa MeIMLIMHCKO opraHu3sanyy Ha CrieMa/ibHbI€ pelelTypHbIe 6IaHKM TTOJTIMCHIBAETCSI PYKOBOOVTEIEM MeIULMHCKOM opranmsauuu, KOTOprﬁ HeceT I[IepCOHAJIbHYIO
OTBETCTBEHHOCTb 38 060CHOBAaHHOCTb U JIOCTOBEPHOCTb YKa3aHHbBIX CBEAEHMIA.
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6. demepabHbIe OPraHbl MCIIOTHUTEIBHOI BIACTY, B BeJeHMM KOTOPBIX HAXOASATCS MeOVIMHCKYE OpraHm3anuy (nanee - hemepanbHble OPraHbl MCIIOTHUTETbHOI BIACTI), M OPTaHbl
MCTIOTHUTEIBHOI B1acTy cy6beKTOB Poccuiickoit demepanuy Ha OCHOBaHMM 3asIBOK MEAMLIMHCKMX OpPraHM3alMii Ha CrielaIbHbIe PellenTypHble 6l1aHKy (OPMUPYIOT CBOAHbIE
3asIBKM Ha CIeliajbHble peLienTypHble 61aHKM 1 B CPOK 10 1 1eKabpsi TEKYIIEro rofa MpeACTaBIsiioT X B MUHKUCTEPCTBO.

7. B cBOAHOII 3asiBKe Ha ClieliyaibHble pelleNITypHble 6aHKM YKa3bIBAKOTCs CJIeAYIolie CBeaeHMs .

1) cBemeHus o GhenepanrbHOM OpraHe VCIIONMHUTENbHO BJIaCTH (OpraHe UCTIOTHUTEIBHO BIacTy cyobekTa Poccuitckoit denepanyin), MpeACTaBUBIIEM CBOLHYIO 3asIBKY Ha
CreryanbHbIe PerenTypHble OIaHKM (TTOMHOe HaMEeHOBaHNe, afpec MecTa HaXOKIeHNs);

2) KOJIMYECTBO CIIel1albHbIX PelLieNTYPHbIX 671aHKOB, pacIipefeseHHbIX defepaabHBIM OPraHOM MCIIOMHUTEIbHOM BIACTX (OPTaHOM MCIIOMTHUTEIbHOI BIaCTy cyGbekTa Poccuiickoii
®epneparnyn) Ha 1 SHBaps MpeJIIeCTBYOIET0 roa MeXIY MeAUIIMHCKMMY OPTaHU3aIVISIMM;

3) KOJIMYECTBO CIELMaNbHbIX PELeNTYPHbIX 67TaHKOB, HEOOXOAMMBbIX (eiepaTbHOMY OpraHy MCIIONMHUTEIbHOM BIACTH (OPTaHy MCIIOTHUTENbHOI BIacTy cyobekta Poccmitckoit
Denepaln) Ha CIeAYIONIIA TOM IJIsl pacpeieeHyisi MeXIY MeIUIITHCKUMY OPTaHU3aLMUIMU;

4) CBeZIeHUsI O TIOBEIOMCTBEHHO OpraHy3alyM, YIIOMTHOMOYEHHOI deiepanibHbIM OPraHOM MCIIOTHUTEIBHO BIACTy (OPraHOM MCIIOTHUTEBHO BiIacTy cyobekTa Poccuiickoit
@epepaliyn) OCYLIECTBISIT [TOyYeHMe CIIeLMaIbHbIX PELeNTYPHbIX 6JIaHKOB OT MUHMCTEPCTBA, MX XPAHEHVEe Y BbIAauy MeIVIIMHCKIM OPraHu3aLlmsIM (II0JIHOe HaMMeHOBaHue,
agpec mecra HaxoxkaeHust, UHH/KIIIT, OKTMO opranusauumu, GakTUIecKuii aApec moCTaBKu).

8. Ha ocHOBaHMM MOTy4eHHbIX CBOAHBIX 3asIBOK HAa CIIelMaIbHbIe pelleNnTypHble 6l1aHK1 MUHMUCTEPCTBO €KETOLHO B CPOK 10 15 stHBapsi cleayrolero rofa GopMupyeT 1 yTBepKaaeT
IUIaH pacTpeneneHys ClIeNMaIbHbIX PeIeNITyPHBIX OIaHKOB, B KOTOPOM OTPaykaeTcsl FofoBasi MOTPeGHOCTb Poceniickoit defepaliyy B CIIeMaNbHBIX PELeNTYPHBIX OlaHKaX (Hajee -
71aH pacnpegeneHus MUHUCTePCTBa).

9. B ruiaHe pacripenenenust MMHKUCTEPCTBA YKa3bIBAIOTCS CJIENYIOLINE CBEeHMS:
1) TIOPSIOKOBBI HOMEP 3aICH;

2) HauMeHoBaHMe (hefepaTIbHOrO OpraHa MCIOMHUTENbHO BIaCcTy (OpraHa UCIIOMHUTEIbHOI BiacTu cybbekta Poccuiickoit ®emepannm), NpeICTaBUBILErO CBOAHYIO 3asIBKY Ha
crielMaibHble PeLeNTypHbIe 6IIaHKH;

3) HEoOXOIMMOe KOJIMYECTBO CIeIaTbHbIX PelernTypHbIX 6/1aHKOB.

10. HampaBiieHue crienyajabHBIX PelenTypHbIX 6/1aHKOB d)enepaanbIM opraHaMm MCIIOJTHUTEIbHO BJIACTY, OpraHaM MCIIOTHUTEIbHO BIaCTH CY6’b€KTOB Poccuiickoit ®enepanym
oCyl1ecTB/sIeTCsl MMHUCTEPCTBOM B KOINYeCTBe, IPeyCMOTPeHHOM IIJIaHOM pacipeneneHus MuHucrepcrsa.

11. MMHMCTEPCTBOM JIOTIOTHUTEIBHO K KOJIMUYECTBY CIIEIMATbHBIX PELIeNITYPHbIX GIaHKOB, IIPEIyCMOTPEHHOMY IJIAaHOM pacIipesieneHysi MuHucrepcrsa, GopmMupyeTcst pe3epBHbI
3arac CreyaabHbIX PELeNnTyPHbIX 6JIaHKOB B KOJIMYECTBE, He mpeBbimaiem 150 000 crienmanbHbIX peLenTypPHbIX 6J1aHKOB.

12. B aryuae yBennueHust l'lOTpe6HOCTM B ClIeIVAJIbHBIX pPelerTyPHbIX 61aHKax Cl)e}lepa}'leble OpraHbl UCIIOJIHUTEILHO BIAaCcTX (OpPraHbl MCIIOMHUTEIbHO BIaCTU Cy6’beKTOB
Poccniickoit Demepanyy) HarpassIOT B MMHMCTEPCTBO CBOGHBIE 3asBKM Ha JOTIOTHUTEIbHOE KOJMMYECTBO CIeI[MaTbHbIX peuenTypHbIX 6/1aHKOB (c 060CHOBaHMEM YBeIMYEeHUS
HOTpe6HOCTM B CITeIIMAJIbHBIX PelelTYPHbIX 6nal-n<ax), KOTOpbIe MPefoCTaBIISIOTCsI MMHMUCTEPCTBOM U3 pe3epBHOro 3araca CrieliaJbHbIX PellelITypHbIX 6JIAHKOB.

13. DemepasbHbIe OPTaHbI VCIIOIHUTENBHON BJIACTYU (OPTaHbl MCIIOTHUTEIBHO BIACTU Cyﬁ'beKTOB Poccuiickoit @emepanyy) pacripemessioT o7 YUeHHbI€ CIlela/IbHbIE€ PeLeIITYPHbIe
6IaHKM MeXay MeOVIVHCKUMM OpraHM3alMsIMM Ha OCHOBAaHUM IIJIAHOB pacIipenejieHus, CCbOpMMpOBaHHbIX B COOTBETCTBMU C 3asiBKaMy MeJMULIMHCKMX OpraHu3anmii Ha
CrienyajJibHbIe pelenTypHbIe 61aHKH.

I1. [TopsioK perucTpanuu, yuyeta U XxpaHeHUs CIIelMaTbHbIX PellenTypHbIX 6;1aHKoB 1Mo dopme N 107/y-HIT

14. MMHMCTepCTBO, MHbIE Cbe,ELele:HbIe OpraHbl UCIIOIHUTENbHOI BIaCTM ¥ OPraHbl UCIIOMHUTEIbHOI BIaCTU CYG'bEKTOB Poccuiickoit ®enepaliuy OpraHu3yIoT XpaHeHne
CreuaJIbHBIX pelenTypPHbIX 671aHKOB B ITOJIBEI,OMCTBEHHBIX OpraHM3auMAX, YIIOJTHOMOYEHHBIX OCYIIECTBJISITh IOJTyYeHME CIIeUMa/IbHBIX PeleNTYPHbIX 6JIaHKOB OT M]/IH]/ICTepCTBa,
UX XpaHeHMe U Bbliauy MeJMLVHCKMM OpraHM3alusM (fanee - yIioJIHOMOUYEeHHAasl OpraHu3anys).

15. B yIOJIHOMOYEHHOIi OpraHu3anyy ¥ MegUIIVTHCKON OpraHu3alyu, OMyYMBILIel crielaabHble pelleNTypHble GIaHKY, OPTaHU3YeTCs] PETUCTPALIUS, YUeT M XpPaHeHue
CIeLMaNbHbIX PELeNTYPHbIX GIaHKOB.

Perucrpanus, yueT 1 XpaHeHue pe3epBHOTO 3aT1aca Clel1aibHbIX PelelTyPHbIX 67laHKOB MUHUCTEPCTBA OCYIIECTBISETCS (efepanbHbIM rOCYAapCTBEHHBIM GIOfIKETHBIM
yUpEKAEHMEM, HAXOAALIMMCS B BefeHM MUHICTepCTBa (fajnee COOTBETCTBEHHO - Pe3epBHbIi 3aI1ac, MOABEeAOMCTBEHHOE YUPEXKIEHNE).

16. PaGOTHMK, HA3HAYEHHBII [TPUKA30M PYKOBOIMTEJISI YIIOTHOMOYEHHO opranusauuy (YIioTHOMOUEHHO Opranmu3aLum, MogBeJOMCTBEHHOTO YUPEKIEHVsT) OTBETCTBEHHBIM 3a
PErucTpanmnio, XpaHeHMe 1 YUeT CIIeNMaIbHbIX PeLeNTypPHbIX OIAHKOB (ajiee - OTBETCTBEHHbI paGOTHIK), HA OCHOBAHMY JOBEPEHHOCTH, 0DOPMIIEHHOI B TIOPSIZIKE, YCTAHOBIEHHOM
3aKOHOZATeNbCTBOM Poccuiickoit @emepaiiuu (¢ MOANMCHIO PYKOBOAUTEIS YIIOTHOMOYEHHO! Opranu3anmy (YyIioTHOMOYEHHO OpraHmM3aLuy, oJBeJOMCTBEHHOTO YUPEKIEHMS),
IJIAaBHOTO GyXTasTepa, 3aBepPeHHBIX KPYIVIOi 1eUaThio), OTyJaeT ClelyanbHble PeleNnTypHble GIaHKM U OCYIIECTBISIeT BeleH)e )KypHalIa PerucTpalyy 1 yueTa ClelanbHbIX
peLenTypHbIX 61aHKOB, K KOTOpOMY mpuobuiaet ¢hoTo- 1 (M1M) BuaeoMaTepyabl, MoaTBepkaoimye hakT obopMIeHMs pelleNITYPHbIX 67IaHKOB Ha JOMY (TIpY HAJIMYWMN).

17. JKypHau1 perucTparym 1 yueTa CrelyanbHbIX peLeNTyPHbIX 671aHKOB JOKEH ObITh TPOHYMEPOBaH, IIPOIIHYPOBaH, MMETh Ha MOC/IeIHel CTPaHNIIe 3aM1Ch, COAEPXKAILYIO
KOJIMYECTBO CTPAHUL], TIOJTHOEe Ha¥MEHOBaHMe YIIOJTHOMOYEHHO OpraHnm3anmy (MeAULMHCKO OpraHu3aliuy, oABeSOMCTBEHHOTO YUPEKIEHMST), 8 TAKKe CKPeIlIeH MOATNUChI0

PYKOBOZAMTEJISI ¥ T1eYaThio YIIOTHOMOUYEHHOV Opranusanyum (MeIuLMHCKOM OpraHusaluy, IogBeJOMCTBEHHOIO YUPEeXAeHNs).

JKypHain perucrpauuy 1 ydera cleliaJbHbIX PelleNTYyPHBIX 6/IAHKOB pe3epBHOrO 3arnaca MUHMUCTepPCTBA CKPEIUISeT s TaKKe MOMIChIO IUPEKTOpa (B CJIydae ero OTCYTCTBYS -
3aMecTuUTeNIs AMpeKTopa) JlerapraMeHTa peryaupoBaHyst 06pallieHyst IeKapCTBEHHbIX CPEICTB Y MeAMIVHCKMX M3Aenuit MyHuCTepeTBa U ITevaTbio MyHUCTepCTBa.

18. B JKypHaJie peTUCTpauyy U yuyeTa ClelMaJabHbIX pelernTyPpHbIX 6/1aHKOB YKa3bIBAKOTCA CIeAyIollyie CBeNeHs

IIOpS[,HKOBbIﬁ HOMeEp 3aIncu;

2) NIPUXOJ, CrieMalbHbIX PeleITYPHBIX 6/IaHKOB:

a

PEKBM3UTHI ¥ IaTa PErUCTPALIMY TPUXOLHOTO SOKYMEHTa;

6) obIee KOIMYeCTBO MOCTYMMBIINX CTIeLMATbHBIX PeLeNTYyPHbIX G/IaHKOB;

) Cepusi ¥ HOMep CIeMaIbHOTO PELeNTYPHOro G/IaHKa;

KOJIMYEeCTBO CIIelMaIbHbIX pelelTYPHbIX 6JIaHKOB T10 KaXKI0i1 cepumn;

2

ClJaMM}'lMH, UMS1, 0OTUECTBO (II0C/IeHee - IIPY Ha/IMUMM) U TIOJIIUCh OTBETCTBEHHOTO paﬁOTHMKa;

I

3) pacxof CrieMaJibHbIX pelernTYPHbIX 6TaHKOB:

JlaTa BbIJauM ClieMajbHbIX peleNTYPHBIX 6HaHKOB;

&



6) cepuy ¥ HOMepa BbIJAHHbIX CIIELVaTbHBIX PEIeNTYPHBIX GIaHKOB;

B) KOJIMYECTBO BbIJAHHBIX CIIEIMATIbHBIX PeLleNITYPHBIX 6IaHKOB € YKa3aHMeM B CKOOKaxX KOIMYECTBa CIIeIMaIbHbIX PelleNTYPHBIX G/IaHKOB, BBIAAHHBIX IJ1s1 0OpMIeHNSI Ha IOMY;
r) bamuaus, MM, 0TYeCTBO (TTOC/IeSHee - TPY HATMYMM) U TIOLIINCH JIMLA, TOTYyYMBIIETO CIielalbHble peLleNTypHble GIaHKN;

1) KOJIMYECTBO CIIENMAIbHBIX PeLeNTyPHbIX OIAHKOB, 0pOPM/IEHHbIX Ha IOMY;

e) bamwmus, MMs1, OTUECTBO (TIOC/IIHEE - IIPY HAIMUMM) U ITOATIACH JIULa, 0hOPMMBLIErO CIielabHble peLleNTypHble OIaHKY Ha JOMY;

4) bamuus, UMsI, OTYECTBO (TTOC/IeSHEee - TPY HATMYMU) U TIOLICH OTBETCTBEHHOTO PaGOTHMKA;

5) OCTAaTOK CITeL[MaJIbHbIX PELENTYPHBIX 6JIAHKOB.

19. CrenuanbHbIN peuenTyprIﬁ 6/1aHK SIBJISIETCS JOKYMEHTOM CTpOFOﬁ OTYETHOCTH. 3a1ac CrennaIbHbIX peuenTypHbIX 6JIaHKOB B MEIUIIMHCKO OpraHu3aluu OOJDKEH XPaHUTbCST
B CIIelMaJIbHBIX ITIOMEIIeHUSIX, ceﬁcbax WIN B CIIeIMAJIBHO M3TOTOBJIEHHbBIX LuKadpax, 06UTBIX OLVMHKOBAaHHBIM >KeJIe30M, C HaJe>KHbIM BHYTPEHHUM M/IM HaB€CHBIM 3aMKOM.

[TomerneHus, ceitdbl, KadbI, B KOTOPIX XPAHSTCS CIIELMaIbHbIE PEIeNTYPHbIe GTaHKH, JOIDKHBI ObITh 3aKPBITHI HA 3aMKM Y TIOC/IE OKOHYAHYSI PabOThI OIleYaTaHbl [eYaThio
YIIOJTHOMOYEHHO OpranmM3aumm (MeAULMHCKO Opraum3aumum) Uin orioMOMPOBaHbI.

20. B MeAMIIMHCKMX OpraHu3alysx 3anac clelaabHbIX pelleNTyPHbIX 61aHKOB He JJOJKeH TpeBbILIaTh FOA0BO HOTpeGHOCTI/I.

21. Pasperaercs BbIZaBaTh MEIUIIMHCKOMY PAaGOTHUKY, MUMEIOIIEMY ITPaBo Ha3HAuaTh HAPKOTUUECKYE (TICUXOTPOITHBIE) IeKAPCTBEHHbIE MPenapaTsl, eAMHOBPEMEHHO He 6onee
[IBafIIaTH CHELMaTbHbIX PELeNTYPHbIX 6JIaHKOB.

MepyuumHckue paGOTHMKl/I, BBINMCHIBAIOLIYE PeLlelIThl HA HapKOTHUUYecKue (TICUXOTPOITHbIe) TIeKapCTBeHHbIe ITperapaThl, Ha OCHOBAaHMM IIpMKa3a PyKOBOMUTESI MeAULHCKOM
OopraHmusauyy HeCYT JIMYHYIO OTBETCTBEHHOCTDb 32 COXPAHHOCTD IMOTYUYEHHBIX CIIeLMaJIbHBIX PeLeNTYPHbIX 61aHKOB. CrienaabHbie peuenTtypHbie 6nam<n, TI0JTy4YeHHbIe
MeIMIMHCKUM paGOTHI/IKOM, XPpaHAITCA o[, 3aMKOM B ceﬁ(bax, MeTa/UIM4eCKux H.[Kad)aX VI MeTaJVIMYeCKUX SIIIMKax.

22. B MemMLMHCKOJ OpraHM3anyy co34aeTcs MOCTOSIHHO IeiCTBYIOLIAasi KOMMCCHS, KOTOpasi He pexke 1 pasa KBapTas (110 pellieH!I0 PyKOBOAMUTENSI MeAUIIMHCKOM OpraHu3aumum
BO3MOKHO Yallle) OCYILIeCTB/ISIET IPOBEPKY COCTOSIHYSI PETMCTPALIMY U yUeTa CIIeLMaTbHbIX PeLENTYPHBIX 6JIAaHKOB, B TOM YMCIIe ITyTeM CBEPKM 3aMyceil SKypHasia perucTpaium u
ydeTa CHelaIbHbIX PeLeNTYPHbIX 6JIaHKOB, ¢ GaKTYeCKUM HaIMIMEM CHeLMaTbHbIX PELeNTYPHbIX 6JIaHKOB, 8 TAKXKE IIPOBEPKY COCTOSIHNUS XPAaHEHMSI CTIeL1albHbIX PeLeNTYPHbIX
6/1aHKOB.

ITo pe3ynbTaTaM MPOBEPKY B KypHase perucTpanym 1 yueTa CriellMaJbHbIX PeLleNTypPHbIX GIaHKOB Ae1aeTcsl 3amich O pe3yabTaTax MPOBeIeHNs CBePKY IaHHbIX, 3aKpeIuIeHHas
MOATMCSIMY BCEX YWIEHOB KOMUCCUM, VJIY CO3AETCSI CIIeMaNbHbIil aKT IPOBEPKIU.

23. ®epepabHbIe OPraHbl UCIIOTHUTEIBHOI BIACTY Y OPTaHbl MICIIOMHUTENbHOM BIacTH Cy6beKTOB Poccuiickoit ®emepanyy oCyIeCcTBIISIOT KOHTPO/b 3@ OpraHu3alyeit
perucTpanuu, yueTa ¥ XpaHeHusI ClielMalIbHbIX PeLleNTyPHbIX GIAHKOB B YIIOTHOMOUEHHBIX OPraHU3alUsIX M MEAULMHCKUX OPTaHU3aAIVSIX.

24. Bblava crenmanbHbIX pelleNTypHbIX 6IaHKOB 13 pe3epBHOro 3anaca MuHucrepcrBa denepanbHbIM OpraHaM MCIIOIHUTENbHO BIaCTH M OPraHaM UCIIOTHUTEbHOM BIACTU
cy6bekToB Poccuiickoit Pezepanyy OCyIecTBISIeTCSI OTBETCTBEHHBIM PaGOTHMKOM MO BEIOMCTBEHHOTO YUPEXKAEHMsI HA OCHOBAHMY PelLlIeHNsI 06 OTITyCKe CIIelMaabHbIX
peLienTypHbIX 61aHKOB, 0GOPMJIEHHOTO B BUJie IYICbMa, MOATIMCAHHOTO AMPEKTOPOM (B CTy4ae ero OTCYTCTBMS - 3aMeCTUTeNIeM AMpeKTopa) JlerapraMeHTa perynmpoBaHus
o6paleHus IeKapCTBEHHbIX CPENCTB Y MeIUIVHCKUX U3enit MUHUCTepCTBa.

TIpoBepka nesaTebHOCTM MTOBEJOMCTBEHHOTO YUYpEXKAEHNS 110 PETUCTPALIN, YUETY M XPAHEHUIO Pe3€PBHOr0 3araca OCyleCTBIseTC s JlenmapTraMmeHTOM peryimpoBaHus 06pame}ﬂ/m
JIEKapCTBEHHBIX CPEeACTB U MeOUIIMHCKUX u3nenuin MuHuUCTepcTBa 2 pasa B rop He rosaHee 20 yncna mecsua, Cenyrmero 3a MCTeKIMM IoyrogeM.

Tpuioxkenne N 6
K IIpMKa3zy MMHKUCTePCTBA 3[JpaBOOXPaHeHNs

Poccniickoit ®enepauym
ot 24 Hosi6ps 2021 r. N 1094

[TPABUJIA O®OPMJIEHV PELEIITOB, COOEP)KAIIVIX HASHAYEHVE HAPKOTUYECKUMX CPEINCTB WJIN
[ICUXOTPOITHBIX BEIIECTB, B TOM UM CJIE B ®OPME 23JIEKTPOHHbBIX TOKYMEHTOB

L. OdbopmuiteHe perenTa Ha GYMaskHOM HOCUTETe

1. Ha peuenypHbix 6nankax ¢opmbl N 107/y-HII B 1eBOM BepXHEM YTy TPOCTABIISIETCS] IITAMIT MEAMLIMHCKO OpraHm3aluy ¢ yKazaHueM ee ITOJTHOTO HaMMeHOBaHMs, agpeca 1
Tese)OHa C AATOI BBIMMCKY (BaTOi 0OpMIIeHNsT) peLieNTa Ha leKapCTBEeHHBIN Mperapar.

PenenitypHbie 6manku dopmbl N 107/y-HIT M3rotaBImBaiOTCs: MUCKIIOYUTENBHO TUIIOTPAadCKUM CIIOCOGOM.

2. Ha perjenTypHbIX 6/1aHKaX, 0GOpMIsSeMbIX MHAVBUAYAIbHBIMY TPEIPUHUMATENSIMMU, MUMEIOLIMMM TULIEeH3MI0 Ha MEAUIMHCKYIO JesiTeTbHOCTb, B BEPXHEM JIEBOM YITy
TUnorpadckuM Croco6oM 1M yTeM NpOCTaBIeHys LITaMIIa JO/DKEeH ObITh YKa3aH afpec MHAVBUAYAIbHOTO NIPeAPYUHMMATEIS], HOMep 1 JaTa JIMLIeH3)1, HaMeHOBaHye OpraHa
rOCYJapCTBEHHOM B/IaCTH, BbIABIIETo JIMLEH3MIO.

3. PeuenrtypHble 6imaHky popmbl N 107/y-HIT 3an0MHSIIOTCS MeOULIMHCKYM PaGOTHUKOM YePHUIAMY WIIV LIAPUKOBOI PYUKOIA.

4. TonyckaeTtcst opopMieHNe Bcex PeKBU3UTOB (33 UCK/IIOUeHKeM pekBu3uTa "TIoanumch eyvaiero Bpava (Iognuch denbaiiepa, akyepku)") pelentypHsix 61maHkoB Gopmer N 107/y-
HII c ncnonp3oBaHMeM MevyaTarInX yCTPOVCTB.

5. B peuenTypHoM 6anke ¢hopmbl N 107/y-HII B crpokax "®amusiust, uMsi, OTYECTBO (IIOCIeAHEe - TIPY HaIMumy) naiyenTa” 1 "Bospact” ykasbIBalOTCS MOTHOCTBIO hamMuUIus, UMSI,
OTYECTBO (IIOCJIEHEE - [TPY HATIMYMY) TALMEHTA, eT0 BO3PACT (KOIMUYECTBO MTOMHbIX JIET).

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

1) B cTpoke "Cepust 1 HOMeD Io/uca 06513aTeIbHOT0 MEAULIMHCKOTO CTPaxXOBaHMs" YKa3bIBa€TCsl HOMep MoJuca 06513aTe/IbHOTO MeIMUIHCKOTO CTPaX0BaHus MalyeHTa (pu
HaJIM4YNN);

2) B CTpPOKe "Homep MeIUIVHCKOM Kaprl" YKa3bIBaeTCsI HOMep MeIMUIMHCKOM KapThl MalJieHTa, IoIy4yaloliero MeJuIHCKYI0 TOMOLIb B aMGYHaTOprlX YCIIOBUSX, WIN UCTOPUN
60e3Hn TIAI[MeHTa, BBIMCHIBAEMOTO M3 MeIUIIHCKOM OpraHM3anuu;

3) B CTpOKe "®aMuiusi, MMsl, OTUYECTBO (TIOC/IEHEe - PV HaIMuM) Jledalnero Bpava (despaiepa, akyiepkn)” yKasbiBaeTcs MOJHOCTbI0 (haMuiinst, MMsl, OTYECTBO (IIOC/IeAHEE - TIPU
Hanmumu) Bpava (denpaiiepa, akyniepku), BbIMMCABLIETO PELENT HA HAPKOTUYECKUI (TICUXOTPOITHBIN) JIeKapCTBEHHBIN Mpernapar.



7. B rpade "Rp" penjenitypHoro 61anka ¢dopmbl N 107/y-HII ykassiBaeTcsi:

1) HaMMeHOBaHMe JIeKapCTBEHHOTO MpemnapaTa (MeXAyHapoiHoe HellaTeHTOBaHHOe HaXMeHOBaHMe, IPYIIMPOBOYHOE MM XMMIUeCcKoe HauMeHOBaHe, TOProBoe HauMeHOBaHue)
HA JIATMHCKOM SI3bIKe WJIM Ha PYCCKOM $I3bIKe, GOpMa BBIITYCKa, JO3MPOBKA, KOMMYECTBO (YKa3bIBAaeTCs IIPOMMCHIO Ha pelienTypHOM Gr1aHKe opmel N 107/y-HIT);

2) C1oco6 TIpUMEHEHMs JIEKapCTBEHHOTO ITperapaTa Ha roCyIapCTBEHHOM f3bIKe Poccuiickoit Pemepanyy wim Ha TOCY#apCTBEHHOM SI3bIKE Poccwniickoit @epepauyu u
TOCygapCTBEHHOM f13bIKe pecny6nm< ¥ MIHBIX sI13bIKaX HapopoB Poccuiickoii @epepanym <1>.

<1>Yacrsb 1 craTbu 15 3akoHa Poccuiickoit @eneparym ot 25 oktsiops 1991 r. N 1807-1 "O si3pikax HapomoB Poccuiickoit @emepaumn” (qanee - 3akod N 1807-1). (BemomocTu chesna
HaponHbIx fenyTatoB PCOCP u BepxoBHoro CoBeta PCOCP, 1991, N 50, ct. 1740).

"o

8. TIpu oopmiieHMI peLenTyPHbIX 6JIaHKOB 3aMpeaeTcs OrpaHMYMBATBCS 00LIMMM YKa3saHMUsIMM, Haripumep, "BuyTpeHHee", "Mi3BecTHO".

9. TIpu opopmiieHMM NaumMeHTy perentypHoro 6ianka hopmbl N 107/y-HIT Ha HAPKOTUYECKMiT (ICUXOTPOIIHBIN) JIeKapCTBEHHBII Mperapar B paMKax OKasaHusl MeIULIMHCKO
TTOMOIIY TIPY OTIpeJieJIeHHOM 3a60/IeBaHNM TAKOI PELIerIT 3aBePsIeTCs:

1) TIOLIMCHIO ¥ IMYHOJ IeYaThio Bpaya 1M60 noanuceio denpamepa (akyuepkim);

2) MeYaThio MEAMUIMHCKOI OPTaHM3alMH, TM60 CTPYKTYPHOTO [TOPa3aee s MeIUIMHCKOM oprann3anuy "[Jist perenTtos”, KOTopast IPOCTaBIISeT s IUL[OM, YIIOTHOMOYEHHBIM
PYKOBOZMTENIEM MEOVLIMHCKOM OPraHmM3aLmm ¢ ykazanuem GamMuinm, MMEeHHM, OTYECTBA (MIOCTeAHEe - IPY HAIMYMY) U IIPOCTABJIEHMEM ero JIMUHOM MOATIMCH.

B cryuasx Heo6xopumMocTy 0OpMIIEHNSI PellenTa Ha HAPKOTUUYECKMIA (IICUXOTPOIIHBI) JIEKAPCTBEHHBI IIPenapar Ha JOMY B PaAMKax OKa3aHus Ta/UIMaTUBHOI MeIULIMHCKO
TTOMOIIIY TOTTYCKAeTCsI IpeIBapUTebHOE 3aBepeHe PellernTa MTaMIIOM MeIUIIMHCKO OpraHu3aluu, Ie4aTbio MeJUIIMHCKOM OpraHn3auuu 1160 CTPYKTYPHOTO TIOPa3ieneHust
MeIVLMHCKO opranu3arym "[IJist pelenToB", KOTOpast IPOCTaBIISIETCS TULOM, YIIOTHOMOYEHHBIM PYKOBOLUTE/IEM MeIULIMHCKOM OpraHu3aluim, ¢ ykasaHuem GaMminm, UMeHH,
oruecTBa (MMOCIeIHEE - TIPV HATMYWM) M TPOCTABJIEHNEM €T0 JIMYHO ronmucu. [Ipy 9TOM B 5KypHAasIe PErMCTPALMY Y YUeTa PeleNTyPHbIX GIaHKOB B COOTBETCTBIM C [lopsiikom
perucTpanuu, yueTa u XpaHeHusI ClielIMalIbHbIX PeLleNTYPHbIX 6IAHKOB HA HAPKOTUYECKME CPECTBA WM TICUXOTPOITHbIE BEIeCTBa, YTBEPKAEHHbIM HACTOSIIVIM IPUKA30M, JeIaeTcst
OTMeTKa O ero Bblgaue st ohopmIeHNMS Ha IOMY, & TaKKe OTMETKa, YIOCTOBepeHHast MOAIMMChI0 Bpaua 1160 denbauepa (akyuiepku), obopMMUBLIETO PeLenT, 0 hakTe ero
ohopmIIeHMSI, KOTOPbIi MOKET GBITh HOTIOMHUTEIBHO MTOATBEPKAEH GOTO- U (M) BUIEOMAaTePUATAMMA.

B crpoke "OTMeTKa arTeyHoi opranm3sanmm 06 OTIycke" CTaBUTCS OTMETKa alTeyHoi opranmusanmm 06 OTIyCcKe HapKOTMUECKOro (IICMXOTPOITHOIO) JIeKapCTBEHHOTO Mpernapara (¢
yKa3aHueM HaMMEeHOBaHMsl, KOJIMUYECTBa OTIYLIEHHOTO HAPKOTMYECKOTO (MICUMXOTPOITHOTO) IEKaPCTBEHHOTO TperiapaTa 1 JaThl ero OTIyCKa), KOTopasi 3aBepsieTcsl MOANNCHIO
PaGOTHMKA AITEYHOI OPTraHU3aIIMNY, OTITYCTUBIIETO HAPKOTUUECKUI (TICMXOTPOIIHBIN) IeKapCTBEHHBIN Mpernapar (C ykasaHueM ero paMuinm, UMeHu, 0TuecTBa (MocjieaHee - Ipu
HaINuMm), a TAKKE KPYIVIOji [1eYaThi0 alTeYHOl OPraHM3aLyu, B OTTUCKE KOTOPOI JOIDKHO GbITh MAEHTU(OUIMPOBAHO MOJTHOE HaMEHOBAHME arTeuHol OpraHu3aLym.

10. Ha ogHOM penieniTtypHOoM 6GiaHke ¢popmbl N 107/y-HII pa3pelaercst OCyliecTB/ISITh Ha3HaU€HMe TONbKO OFJHOTO HaVIMEeHOBaHsI JIeKapCTBEHHOTO IIperapara.

11. VcnpaBieHus B peLieniTe He JOMYCKAIOTCS.

I1. Obopmienue perenTa B popme 37IeKTPOHHOTO JOKYMEHTA

12. Peuernit B opMme 37IeKTPOHHOTO LOKYMEHTA, MOAIVICAHHOTO YCUIEHHOM KBAIMMUIMPOBAHHON JIEKTPOHHOI MOANMCHIO, GOpMUPYeTCs] MEIUIIMHCKUM PAGOTHUKOM, CBEIEHUS O
KOTOPOM BHeCEeHbI B (efiepanbHblii PerucTp MeAULIMHCKMX PAGOTHMKOB <2>, a TaKKe MPU YCIOBUY PErMCTPALIMY MeAMUIMHCKOI OpraHu3alyim, B KOTOPOii 0pOpMIISIeTCS PeliernT, B
dhenmepanbHOM peecTpe MeIMIIMHCKUX OPraHU3aINii <3> eIMHOI rocyapCcTBeHHO! MHGOPMAaLMOHHO C1CTeMBI B cepe 34paBoOXpaHeHNs Y TIOAKTIOUEHVSI TAKOI MeIVIIMHCKOI
opraHusalyu K rocyJapcTBeHHO MHPOPMaIMOHHOI cucTeMe B cdhepe 31paBooxpaHeHus cyobekTa Poccuiickoit @emeparmy <4>.

<2>Yacrb 4 cratbu 91.1 GepepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHOHaTenbcTBa Poccuiickoit ®epepaunmn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).
<3>Yacrb 4 cratbu 91.1 GepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHOaTenbcTBa Poccuiickoit ®emepannmu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).
<4> Crarpu 91 n 91.1 depepanbHoro 3akona N 323-®3 (Co6paHue 3akoHOmaTenbcTBa Poccuiickoit ®epepaunn, 2011, N 48, c1. 6724).

13. ITo TpeGOBaHMIO MALIEHTA MY €r0 3aKOHHOTO TIPeAICTaBIUTes 0DOPMIISIETCsT 9K3eMIUISIP pelenTa B GopMe 9/IeKTPOHHOTO ZOKyMeHTa Ha GyMakKHOM HOCHTee C OTMEeTKOi
"[ly6MKaT 3/IeKTPOHHOTO JOKyMeHTa".
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