MHUHHCTEPCTBO 31IPABOOX PAMEHHS ot occritckon 6tk

POCCUUCKOHN ®EJIEPAIIHN .
s roccmn | SAPETHCTPHPOBAHO

| Peructpaunonnstii b (56 22 z

MPUKA3 ot B0 peore SELIEK.
M nowdhs 2001 ) WL
006 yrBep:xaenun

Iopaaka Ha3HAYEHHS JEeKAPCTBEHHLIX NIPenapaToB, GopM pelenTypHbIX
61aHKOB HA JieKapCcTBeHHEBIe penapaThl, [lopsaaka opopmaeHHs yKa3aHHbIX
0aHKOB, HX Y4eTa H XpaHeHHs, PopM 0JIAHKOB penenToB, COAEPAKAMHX
HA3HAYECHHE HAPKOTHYECKHX CPEACTB HJIH MCHXOTPONHLIX BEIIECTB,
HopsiAka HX H3rOTOBJICHHS, paclipefe/IcHHst, PETHCTPAIIHH, YUETa H XPaHeHHS,
a Taoke IlpaBsun odopmienns 6,1aHKOB pellenToB, B TOM YHC/IE B opme
3JIeKTPOHHBIX AOKYMEHTOB

B CoOTBETCTBHHM ¢ IIYHKTOM 16 uactm 2 crateu 14 DefepalbHOro 3aKoHA
or 21 woabps 2011 r. Ne 323-03 «0O6 ocHOBax OXpaHBI 3[0POBbA TI'PaXKIaH
B Poccmiickoli ®enepauuu» (CoGpanne 3akoHoAaTenbecTBa Poccuiickoit Penepauun,
2011, Ne 48, ct. 6724; 2017, Ne 31, ct. 4791), mynkToMm 2 cTathu 26 PeaepanbHOTO
3akoHa oT 8 suBapa 1998 r. Ne 3-03 «O HapKOTHYECKHX CPE/ICTBAX H IICUXOTPOIHBIX
seniecTBax» (Cobpanue 3akoHomarenscTBa Poccmiickoit ®enepauun, 1998, Ne 2,
ct. 219; 2017, Ne 31, cr. 4791), moanyuxkramu 5.2.177, 5.2.178 u 5.2.179 nyHkra 5
Ionoxxenus o MuHHcTepcTBe 37ApaBooxpaHeHHs Poccuiickolt  @epepailuu,
YIBEPXKIACHHOrO  [OCTaHOBNeHHeM [IpaButensctBa  Poccuiickoit — Pemepanuu
ot 19 urons 2012 r. Ne 608 (CoGpanue 3akoHogaTenscTBa Poccuiickoii Penepanuy,
2012, Ne 26, ct. 3526; 2015, Ne 23, ct. 3333; 2017, Ne 52, ct. 8131; 2021, Ne 43,
c1. 7258), npu ka3 Balo:

1. YTBepaAuTH:

[Hopsinok Ha3HaYEHHA JIeKapCTBEHHBIX npenaparos COTJIaCHO
nprioxKeHuto Ne 1;

GOpMBI  pellenTypHBIX ONaHKOB Ha JISKAPCTBEHHEBIE [IPEMaparthl COrIacHO
npunoxexnto Ne 2;

IMopsamok odopmiaeHHs peLEeNTYpHEIX OTaHKOB Ha JIEKAPCTBEHHEIE NIpEnaparsl, HX
yueTa M XpaHeHHs COTJIaCHO MpHIIoKeHUIo Ne 3;

dopMBI GTAHKOB PELENTOB, COAEPXKAIMX HasHAYEHHE HAPKOTHYECKHX CPEICTB
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HITH ICHXOTPOTHEIX BEWIECTB, COMVIACHO TIPANOKEHIIO Ne 4;

[lopsgox wW3rOTOBNEHMS, pacpeneneHus, perHCTPALUH, ydyeTa H XpaHeHus
PELENTOB, COACPXKALUMX Ha3HAYCHHE HAPKOTHYECKHX CPEICTB WM NCHXOTPOITHBIX
BELIECTB COTVIACHO IPHIIOXKESHHIO Ne 5;

IlpaBuna ohopMIIeHHS peLENTOB, COAEPXKALMX HA3HAYCHHE HapKOTHYECKHX
CPCACTB WIH ICHXOTPOITHBIX BELIECTB, B TOM YHCIIE B (POpPME 3MEKTPOHHBIX JOKYMEHTOB
COMIaCHO NpWIOXKEHHIO Ne 6,

2. Ilpu3HATh yTPATHBUIMMH CHITY:

npuka3  MuHucrepcTBa  3apaBooxpaHenus — Poccmiickoit  (enepatmm
or 1 aerycta 2012 r. Ne 54 «OG yTBepnaeHHH GOpPMBl GIAHKOB PELIENTOB,
CONCPKAINX Ha3HAUCHHE HAPKOTMYECKHX CPEJACTB HJIH INCHXOTPOIHBIX BELIECTB,
[IOpPAIKA HX M3TOTOBICHUSA, PACIIPEACTICHHS, PSTHCTPALHH, YIeTa U XPAaHEHHA, a TaKKe
NpaBHil OGQOPMICHHS» (3apETHCTPUPOBAE MUHHCTEPCTBOM IOCTHIMH Poccmifckoit
®enepauyu 15 asrycra 2012 r., peructpaunonnsiii Ne 25190);

npuka3 ~ MuHuctepcTBa  3ApaBooxpaneHHs — Poccuiickoii  Penepamum
oT 30 uronst 2015 1. Ne 385H «O BHeceHWM M3MeHeHHH B NpHKa3 MHEHHCTEpPCTBa
3apaBooxpaneHus Poccuiickolt Pepepamuu ot 1 asrycta 2012 r. Ne 54m
«06 yrBepxaeHMH GOpMBl ONAHKOB DEUEATOB, CONEPXKAINUX HA3HAYCHHE
HAPKOTHYECKHX CPEACTB WIH ICHXOTPONHBIX BEINECTB, NOPAAKA HX H3TOTORJICHHS,
pacmpeneneHus, PerucTpallil, y4eTa H XpaHEHus, a Takke MpaBull OGOPMIEHHI»
(3apernctpupoBan MunucrepctBoM toctuimu Poccuiickoit ®enepauun 27 HosOps
2015 r., perucrpaunoHHEI Ne 39868);

npukas3  MmunucrepcTBa  3apaBoOoxpaHeHuMs — Poccuiickoit  Depepauun
oT 21 anpema 2016 r. Ne 254 «O BHeceHHM u3MeHeHHH B NpHKa3 MHHHCTEpPCTBA
sapaBooxpanenus Poccmiickoit ®epepauun ot 20 gexabps 2012 r. Ne 1175
«O06 yTBEepXaeHHM NOPAIKA HA3HAYEHHUS H BLITHCHIBAHHUA JIEKAPCTBEHHBIX MIPENIapaToB,
a Take (OpM peHenTYpHBIX OJIAHKOB Ha JIeKAPCTBEHHBIE IIPEMaparthl, NOpAAKA
obOpMIICHNS YyKa3aHHBIX OJIAHKOB, HMX Yyuera H XpaHeHHS» W TPHIOKEHHE
Ne 2 k mpukazy MuHHCTEpcTBa 3ApaBooXpaHeHHS Poccuiickoii ®enepanun
or 1 aBrycra 2012 r. Ne 540 «O6 yrBepxueHuH (OpMH OIAaHKOB PELENTOB,
cofiepXallliX Ha3HaYeHHe HAapKOTHYECKMX CPeACTB WIH NCHXOTPOIHBIX BEIECTB,
IOpAAKA HX U3TOTOBJICHMS, PACIpPEeAeIeHUA, PSTHCTPALMH, YIeTa U XpaHeHH s, a TaKkxKe
npasua oopMiIeHHA» (3aperucTpupoBad MHHHCTEPCTBOM IOCTHIMH Poccuiickoi
Deneparuu 18 urons 2016 r., peructpannoHHbii Ne 42887);

IOYHKT 4 H3MEHeHHH, KOTOpbIe BHOCATCS B HEKOTOpble MpHKa3sl MHUHHCTEPCTBa
37paBOOXPAHEeHHA M COLMATIBHOTO pa3BuTHA Poccurtickoit @enepanun © MUHHCTEPCTBa
3apaBooxpaHeHus Poccuiickoii ®enepauun mo BonpocaM oOpallieHHs JICKAPCTBEHHBIX
NpENapaToB, COAepXaliMX HApKOTHYECKHe CPeACTBa, ICUXOTPOIHBIE BemecTBa U HX
NPEKYPCOPHI, M JIEKApCTBEHHBIX CPEACTB, MOLISKAIUX NPEeAMETHO-KOJIMYeCTBEHHOMY
yueTy, YTBep)KIEHHBIX HpHKa3oM MHHHCTEpCTBA 3apaBooxpaHeHMs PoccHilckoi

i
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Qenepamyn o1 31 oktabps 2017 r. Ne 882m (3apernmcTpupoBaH MHHHCTEPCTBOM
roctuimy Poccuiickol Oenepamun 9 suBaps 2018 r., peructpauronssii Ne 49561);

Opukas  MHuHHCTepCTBa  3lpaBooXpaHeHHs — Poccuiickoii — ®Depepaunu
ot 11 nexabps 2019 r. Ne 1021n «O BHeceHun M3MeHeHHH B NpHIoKeHHa Ne 2 u 4
K npukasy MuHucTepcTBa 31paBooxpaHenus Poccuiickoli ®enepamuu oT 1 aBrycra
2012 r. Ne 54 «O6 yTBepxieHHH (GOPMBI GNAHKOB DELIETITOB, COASPKALIMX
Ha3HAYCHHE HApKOTHYECKHX CPENCTB MIH MCHXOTPOMNHBIX BEILECTB, NOPIAKa
HX U3TOTOBICHNUA, pacnpeleNieHus, PETHCTPALUH, YYEeTa  XPaHEHHS, a TAKXKe MPaBHi
obopmieHHs» (3aperncTpupoBaH MunKcTepcTBOM rocTHNHH Poccriickoit ®efepauun
28 aupaps 2020 r., peructpauuonnsri Ne 57293);

npukas  MuHHCTepcTBa  3mpaBoOXpaHeHuss — Poccuiickoii  Denmepauuu
oT 8 oxtaGpA 2020 r. Ne 10760 «O BHeceHHHM u3MeHeHHMH B IIOpANOK pErHCTpalMH,
ydeTa U XpaHeHUA CTICIHANBHEIX PELICNTYPHEIX OaHKOB Ha HAPKOTHYECKHE CPeACcTBa
UM TICHXOTPOTHBIC  BELIECTBA, YIBEPXKACHHBIA MNPHKa3oM MHMHHCTEPCTBA
sapaBooxpaHeHus Poccuiickot ®emepamuum ot | aerycta 2012 1. Ne 54m»
(3aperucTpupoBan MunucreperBoM toctuiiun Poccuiickoii ®enepauun 13 Hos6pa
2020 r., peructpamonnsrii Ne 60898);

npukas  MunucTepcTBa  3apaBooxpaHeHnda  Poccuiickoit  Depeparmn
oT 14 auBapsa 2019 r. Ne 41 «O06 yTBep)KaAeHHH MOpsAAKAa Ha3HAYEHHS JIEKAPCTBEHHBIX
IpenapaToB, GOpPM peleNTYPHBIX OJIAHKOB Ha JieKapCTBEHHBIE Mpenaparthl, IOpaaKa
opopMiieHHS YKa3aHHBIX ONaHKOB, WX YY€Ta W XpaHEHUS» (3apEerHCTPHpPOBaAH
MunnctepctBoM  OCTHUMH  Poccuiickoit Peaepauun 26 wmapra 2019 T,
perucTparmonHeli Ne 54173);

npuka3z  MuHucTepctBa  31paBooxpaHeHus — Poccuiickonn = Penmepaunu
ot 11 mexabpsa 2019 r. Ne 1022n «O BHeceHHH H3MEHEHH B npuka3 MHHHCTEPCTBa
sgpaBooxpanenus Poccuiickoiit ®egepanmu ot 14 guBapas 2019 r. Ne 4n
«O6 yTBepKACHHM MOPANKA HA3HAYEHHSA JEKAPCTBEHHBIX IIPenapaTtoB, (opM
pELIENTYPHBIX ONaHKOB HA JEKapCTBEHHBIE [penapaTtsl, HOpaaAKa OQOpMICHHS
YKa3aHHBIX OJIAHKOB, MX ydeTa W XpaHeHWsD» (3aperucrpupoBaH MHHHCTEPCTBOM
rocTHUMH Poccuiickoii ®enepaumu 28 supaps 2020 T., peructpantoHHeii Ne 57292);

npuka3  MuHucTepcTBa  3apaBooxpaHeHHd — Poccmiickoit  Pepepauuu
oT 8 oktalbpsa 2020 r. Ne 10751 «O BHeceHHMH H3MEHEHHH B MOPANOK Ha3HAYCHHA
NeKapcTBEHHBIX  IIpemapaToB,  YIBEpPXKAeHHBIH  IpukasoM  MHHHCTEPCTBa
3gpaBooxpaHeHusa Poccuiickoit ®epepanmu ot 14 smHBaps 2019 r. Ne 4H»
(3aperucTpupoBaH MuHMCTepcTBOM locTHIMH Poccuiickoit @enepaiuu 22 nexabps
2020 r., peracTpaiMOHHEBIA Ne 61695);

nyHKT 3.8 MHCTpYKIHKM 0 mopsiKe BHIITHCHIBAHHMS JE€KAPCTBEHHEBIX MPENapaToB
u odopMieHHA peLeNnTOB U TpeOoBaHUI-HAKIAMHBIX, YTBEPKICHHOH MPUKA30M
MMUHHCTEPCTBA 3APABOOXPAHEHHS W COLHAFHOTO pa3BUTHA Poccuiickoit Menepanuu
or 12 deppana 2007 r. Ne 110 «O mnopsAake Ha3Ha4YeHHS M BEBIIACHIBAHUA




4

JIEKapCTBEHHBIX IpEenaparos, u3nenui MEAMUMHCKOro Ha3HaYeHUA
H CHEIHAIM3UPOBAHHBIX TMPOAYKTOB Je4eOHOrO NHTaHHS» (3apEerHCTPUpOBaH
MunuctepcTBoM  tocTuumH  Poccmiickoit  ®emeparum 27 ampens 2007 r,,
perucTpaloHHbE Ne 9364);

npuka3 MUHHCTEPCTBA 3APaBOOXPAHEHHS U COLMANIBHOTO pa3BUTHA PoccHiickoi
Oepepaiud or 17 mas 2012 r. Ne 5620 «O6 yrsepxnenun Ilopsiaxa ormycka
(pU3MIECKHM JTHIIAM JIEKApPCTBEHHBIX TPEMAPATOB IS MeIHIMHCKOTO HpHMEHEHMUH,
COACpXalnX KpoMe MAaJIBIX KOJHYECTB HAPKOTHYECKHX CPeACTB, IICHXOTPOIHBIX
BCINECTB H HX MNpPEeKypcopoB Apyrue ¢apMakoJOrH4YeCKHe AKTHBHBIE BEIISCTBAY
(3apermcTpupoBa  MumucteperBoM  locTullnd  Poccmiickoit  ®enepanum
1 mons 2012 r., peructparnuosnusiii Ne 24438);

IYHKT 2 H3MEHEHUH, KOTOpble BHOCATCS B HEKOTOpBIE MpHKa3bl MuHHCTEpCTBA
3[PAaBOOXPAHEHMS U colMaNbHOro passuTus Poccuiickoit @enepanin, yIBepXIeHHBIX
nprukasoM MunncTepcTBa 3apaBooxpaHeHHs Poccuiickoii ®enepanmn ot 10 wioHs
2013r. Ne 369 (3apermctpupoaH MuHmcTepcTBOM 1octHnmn  Poccuiickoit
Denepanuy 15 mons 2013 r., peructpatiuonnsiii Ne 29064);

npukas3  MuHucTepcTBAa  3apaBooxpaHeHMs — Poccuiickodi  Dexepanmu
oT 21 aprycta 2014 r. Ne 4658 «O BHeCCHHH H3MEHEHHWI B IMOPAJOK OTIIYyCKa
GU3NYECKAM THLAM JEKAPCTBEHHBIX MPEnapaTtoB MJsl MEIWHHHCKOrO IPHMEHEHHS,
COIEpKAILIKX KpOMe MalblX KONUYECTB HAPKOTUYECKHX CPEACTB, ICHUXOTPOMHBIX
BElIECTB M HX TNPEeKypcopoB ApyrHe (apMakoJOrMuecKie aKTHBHBIE BEINECTBA,
YTBEPXKAEHHBII MprkazoM MHHNCTEPCTBa 3APaBOOXPAHEHHA H COLIMATBHOrO Pa3sBUTHA
Poccuiickoii ®emepauun ot 17 mas 2012 r. Ne 562u» (3apeructpupoBaH
MunnctepcTBoM 1ocTHumu  Poccmiickoit.  ®emepanyn 10 cewrabps 2014 T,
peructparoHHbIi Ne 34024);

NYHKT | M3MEHEHHH, KOTOPBIE BHOCATCS B HEKOTOPBIC IIpHKa3bl MUHHUCTEPCTBA
3IpaBOOXpAaHEHHMs. M COLUMansHOro  passuTua  Poccmiickoit — Dexepannu
H MunucrepcTBa 3xpaBooxpaHeHus Poccuiickodi Pegepanun, YTBEpXISHHBIX
npHKa3oM MHHHCTepcTBa 3apaBooxpanenus Poccuiickoii enepanuu o 10 ceHtsibps
2015 r. Ne 634n (3apeructpuposa MuHHCTEpCTBOM IocTHINU Poccuiickoit @enepaunu
30 centsOpa 2015 r., perucrpaunoHHbii Ne 39063);

NMyHKT 3 M3MEHEHHH, KOTOpPBIE BHOCATCS B HEKOTOPhIe NpHuKa3bl MuUHHCTEpCTBA
3PABOOXpaHEHHMA W  COLHMAIBHOrO  pasButHi  Poccuiickolt  Qepepaitnn
u MunKcTepcTBa 3apaBooxpatenns Poccuiickot denepanyy o BoIpocaM oOpaiieH s
JIEKapCTBEHHBIX NMPEnapaToB, COOePKaIX HAPKOTHUECKHE CPEACTBA, IICHXOTPOIHEIE
BEIECTBA M UX MPEKYPCOPOB, U JIEKapCTBEHHBIX CPEACTB, MOJNISKAINUX NPEAMETHO-
KOJIMYECTBEHHOMY YUETy, YTBEPXKASHHEIX IPHKa30M MHUHHUCTEPCTBA 3paBOOXPAHEHHS
Poccuiickoit ®enepamum or 31 oxrabps 2017 r. Ne 882 (saperucTpupoBaH
MunnctepcTBoM  locTHMH  Poccuiickoit  ®enepamum 9  amsaps 2018 r,
peructpaliHoHHbIH Ne 49561).
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3. PenentypHsle 6laHKH dopmer Ne 107/y-HII, wm3roToRneHHBIE 10 AHA
BCTYIUICHUS B CHITY HACTOALIEro NPHKa3a, MOTYT OBITh HCIIONB30BaHEI 10 1 MapTa 2023

rofia.
4. Hacrosuiuii NpHKa3 BCTymaer B cuiy ¢ 1 Mapra 2022 r. ¥ JeHCTBYeT

no 1 mapra 2028 r.

MunucTp A. MypalilIko




Ipunoxenne Ne 1
K IpuKka3sy MHHHCTEPCTBA 3PaBOOXPAHECHHA
Poccuiickoii ®enepauuun

oT df[» ¢y @%z 2021 r. Ngﬁ';/l/

IMopagok
HA3ZHAYMECHHA JIEKAPCTBEHHBIX NPENapaToB

[. O0ue monoxKeHns

1. HasHaueHHe JIeKapCTBEHHBIX INPEHapaToB A MEIUIMHCKOINO MPHMEHEHUA
(mamee — JeKkapcTBeHHBle IpenapaThl) OCYIIECTBIIMETCA JIEMAllMM  BPayoM,
¢enpamepoM, aKyHIepKoi B clIyyae BO3NOKEHHA HA HAX MOJHOMOYKH JIeYalllero Bpaya,
NpH OKa3aHHH MEMIMHCKO HOMOIIM B MEAWLMHCKMX OpTraHH3auusx’, B MOPSIKE,
YCTaHOBJIEHHOM IIPHKA30M MUHHCTEPCTBA 3APaBOOXPAHEHUS H COLMANBHOTO Pa3BUTHA
Poccuiickoiit ®enepauun ot 23 mapta 2012 1. Ne 2520 «O6 yrBepxaenuu ITopsaka
BO3NIOXEHUA HA (enpAmepa, akymepKy pyKOBOAHTEIEM MEAMLHHCKON OpraHU3allyu
NpH OPraHM3allii OKa3aHWS MEePBHYHOH MEIHKO-CAHHTAPHOH IIOMOLIH ¥ CKOpOi
MEAHMIMHCKOM IMOMOIIK OTAECNBHBIX (PYHKIMIT Nedamero Bpaya 110 HENOCPEACTBEHHOMY
OKA3aHMIO MEAMIMHCKOM IOMOIIM ITALWUEHTY B Meproj HaOMoJeHHA 3a HHM H €ro
JedeHus, B TOM YHCIe IO HA3HAYSHHUIO U MPUMEHEHHIO JICKAPCTBEHHBIX MPENapaTos,
BKJIFOYAS HAPKOTHUYECKHE JIEKAPCTBEHHEIE NIPETIapaThl U ICHXOTPOITHEIE IEKAPCTBEHHBIE
npenaparb»?, HMHAHBMAYAJIBHBIMH  HpeANpPUHAMATENSMH,  OCYLIECTBISIOMIHAMH
MEAMIMECKYIO JEATENFHOCTD (Jlaliee — MEAULUHCKUE pabOTHHKH).

MenuupHckuii paGOTHHK, oGOpMHBLHIMN pelUeNT ¢ HapyIleHHeM HACTOAIIETO
MOpsfKa, MMM PYKOBOAMTENb MEJUUMHCKOW  oOpraHm3alMM  obGecnednBaioT
CBOeBpeMeHHOe nepeodopMiIeHHe TpebyeMOoro Ui MANEHTA PelenTa.

2.CBenesus O Ha3HAYEHHOM JIEKApCTBEHHOM Mpemapare (HAaMUMEHOBAaHWE
NIEKapCTBEHHOFO ITIperapara, [AO03HpOBKa, CIOCOG BBENEHUS M MPUMEHEHUS, PEeXHM
JO3HPOBAHMS, IIPONOIDKUTENLHOCTh JiedeHHs M OOOCHOBaHMEe  Ha3HAYeHHA
JIEKAPCTBEHHOTO TIpenapara) BHOCATCS METHIMHCKYM paGOTHMKOM B MEIHLIHHCKYIO
JOKYMEHTALHIO [TAallHEeHTA.

B ciyuasx, yka3aHHbIX B myHKTax 8§—11 Hacroamero Ilopsaxa, MeaMUHHCKUIH
paGoOTHHK, Ha3HAYMBIIMI JeKapcTBEeHHBIE Mpenapar, oQopMmiseT HasHaYeHUe
NEKAPCTBEHHBIX MPENapaToB, B TOM YHCIE NOMIEKAIMX H3TOTOBICHHIO H OTIYCKY
arTeYHBEIMU OpraHM3alWIMH (flanee — NEKAPCTBEHHEIE NPenapaThl HHINBHAYAIBHOTO
H3TOTOBJNIEHH:A), Ha pelenTypHoM Gnanke, opOpMICHHOM Ha GYMaXHOM HOCHUTENE 3a
cBOeli MONNMMCHIO (Jaldee — pelenT Ha OYMaKHOM Hocurelne), M (WIM) C COrjacus

! TIyHkT 11 craten 2 eaepanbHoro 3akoHa oT 21 Hoadps 2011 r. Ne 323-03 «O6 0cHOBaxX OXpaHbl 3A0POBEA IPAKIAH
B Poccniickol ®enepammy (CoGpanne 3akoHonatenbctea Pocemlickoi demepammn, 2011, Ne 48, c1. 6724, 2019, Ne 52,
¢1. 7796) (nanee — GenepanpHilii 3akon MNe 323-03).

2 3apeructpupoBa MHUHHCTepcTBOM IocTHUMH Pocculickoli denepanun 28 ampens 2012 r., perucTpauMOHHBIH
Ne 23971 ¢ W3IMeHCHMAMH, BHECeHHBIMH MPHKa3oM MuHECTEpCTBA 3ApaBooxpaHcHHA Poccuiickod ®epepalin
ot 31 okTa6pa 2017 r. Ne 882H (3aperncTpapoal MUHHCTEPCTEOM I0CTHIMH Poccuiickoii ®enepanmn 9 sxsaps 2018 r.,
perucTpalHoHHELT Ne 49561).
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NALMEHTa WIM €ro 3aKOHHOTO TpPEACTABHTES’ HAa pelenTypHOM OjaHke B (opme
3NEKTPOHHOr0 MNOKYMEHTa C HCHONB30BAHAEM YCWIEHHOH KBAIHGHIHPOBAHHOM
3NMEKTPOHHON HOANMCH MEAWIMHCKOro pabdoTHHKa (danee — pement B ¢opMe
3JIEKTPOHHOTO JOKYMEHTa).

Penent B ¢opMme 3meKTpOHHOrO OOKYMEHTa, COmepKAIIUi Ha3sHAUYEeHHE
HADKOTHHYECKHX  CpPeACTB MM  MCHUXOTPOMHEIX  BEIIECTB, MOAIHCHIBASTCSA
C HCIONB30BAHHEM YCHICHHOH KBaNM(QULUUPOBAHHONW SMEKTPOHHOH MOAIHCH
Jevallero Bpada WM ¢enpamiepa, aKkymepkd, Ha KOTOPHIX BO3JIOXKEHBI (PYHKI[HH
JMevalllero Bpava, ¥ COOTBETCTBYIOMIEN MEAHIMHCKON OpraHH3aluu’,

Odopmnenne penentoB B GopMe 3NMEKTPOHHBIX HOKYMEHTOB OCYIIECTBIIETCS
B Cjiydae NPHUHATHA YIOTHOMOYECHHEIM OPTaHOM HCIIOMHUTENBHOH BIACTH CyOBEKTa
Poccurickoit Penepauui B COOTBETCTBHHM ¢ MyHKTOM 4 crarsm 6 ®emepansHoro
sakoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 oGpallilcHHH NEKAPCTBSHHBIX CPENCTB»
pelieHus o0 HCHONB30BaHMH Ha Teppuropuu cybnekta Poccuiickoit ®epmepanun
Hapaay ¢ pelelTaMy Ha JeKapCTBeHHbIe IpenapaThl, 0GpOPMICHHEIMH Ha OyMaXKHOM
HOCHTEJIE, PELEeNnTOB Ha JIeKapCTBEHHBIE Tpenaparhl, CGOPMHPOBAHHBIX B (opme
3NMEKTPOHHBIX JOKYMEHTOB.

3.Ilpu BeImHUCKe mMaLueHTa W3 MEAWUIINHCKOH OpraHH3allii, B KOTOpOH eMy
OKa3bIBANach MEAULMHCKAS IOMOIND B CTALHOHAPHBIX YCIOBHAX, IPH HEOOXOAHMOCTH
NpONOIDKEHUS TMpHEMAa JEKapCTBEHHOro Ipenapara B aMOYMAaTOPHBIX YCJIOBHAX
JAaHHOMY MAUUEHTYy 10 peLIeHHIO pPYKOBOAUTENS MEAUUHHCKOH OpraHH3alluH
Ha3Ha4dawTca ¢ oopMieHUEM pelenTa B (GopMe 3NEKTPOHHOTO AOKYMEHTa M (UIH)
Ha OyMaXkHOM HOCHUTENE (3a HCKIIOYEHHEM O(hOpMIICHUA PELIENTOB HA JIEKAPCTBEHHEBIE
TIpenaparsl, MOMJNEKAIAE OTIYCKY OecIIaTHO WM €O CKHAKOH) Mo BEIAIOTCA
(MallHeHTy WIH ero 3aKOHHOMY IIpeACTaBHTENI0) ONHOBPEMEHHO C BBITHCKOI
H3 HCTOPHHM OONIe3HM JIEKApCTBEHHBIe TIpenapaThl, B TOM 4HCIEe HapKOTHYECKHE
U IICUXOTPOITHBIE JIEKapCTBEHHBIC Npenapathl, BHeceHHbIE B cIHCKH Il u 111 mepeuns
HapKOTHYECKUX CPEJCTB, ICUXOTPOIMHBIX BEIIECTB U MX NPEKypCcOpOB, MOUIEIKAIIHX
KoHTpomo B Poccuiickoit ®eaepaunmy, yreepkaennoro [IpasurensctBoM Poccuiickoit
®enepauu® (nanee — INepeyeHs), CHABHOACHCTBYIOINE JTEKAPCTBEHHBIE TIPETIAPATH,
Ha CPOK NpHUeMa HalUEeHTOM 00 5 THed.

4. HazHaueHue JeKapCTBEHHBIX I[IPenapaToB IIpH OKAa3aHWM MeAHLMHCKON
TOMOIIH B CTALIHOHAPHBIX YCIOBHAX MOXET OCYHIECTBISTBCA ITOCPENCTBOM
TpeGoBaHUI MEIULUHCKOH OpPraHW3al[dH, HaNpaBlIAeMBIX B allTeYHHIE OPTaHU3ALUH,
ABJISIOMIMECH CTPYKTYPHBIME [OApA3AeeHIAMHA MENUIMHCKON OpraHu3alMi.’

5. HasHaueHWe JeKapCTBEHHBIX MPENaparoB OCYIIECTBIAETCA METWULIMHCKAM
pabOTHHKOM IO MEXKIYHApOAHOMY HEMATCHTOBAHHOMY HaMMEHOBAHHIO, 4 HpPH €ro
OTCYTCTBHH — TPYNMNHPOBOYHOMY WIM XMMWYECKOMY HAMMEHOBaHHI). B cnydae

3 Mynkr 2 crateu 20 emepanbHoro 3akoHa Ne 323-3 (Cobpanne 3akoHonaTenseTpa Poccuiickoit @enepannn, 2011, Ne
48, c1. 6724; 2021, Ne 27, cT. 5159).

4 Iynkr 1 cratei 26 QegepanbHoro 3akoHa oT 3 AHBapg 1998 r. Ne 3-03 «O HapKOTHYECKHX CpeACTBax
M NCHXOTPONHBIX BemtecTax» (CobpaHne 3akoHoAaTenkcTRa Poccriickolt depepanmn, 1998, Ne 2, ¢t. 219, 2017, Ne 31,
¢1, 4791) (pance — CeneparbHelil 3akoH MNe 3-@3).

% Colpanne 3akoHomatenseTBa Poccuiickoii Genepawiy, 2010, Ne 16, cr. 1815, 2019, Ne 52, ct. 7793.

¢ TIynkT 2 cratsn 2 Penepampuoro 3akoHa Ne 3-03 (Cobpanue 3akosonarenscrsa Poccutickoit demepauun, 1998, Ne 2,
cT. 219; 2016, Ne 27, ¢T. 4238).

7 [Tyukr 54 crare 4 Penepamsuoro 3axoua ot 12 anpens 2010 r. Ne 61-03 «O6 ofpameHny NeKAPCTBEHHBIX CPEICTB
(Cobpanne sakoHozatenbeTBa Poccmiickoif Pepepammm, 2010, Ne 16, cr. 1815; 2019, Ne 31, cr. 4456) (manee —
denepanpHblii 3akoH Ne 61-03),
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OTCYTCTBHS MEX[YHApOAHOTO HEMMaTeHTOBAHHOIO HAHMEHOBaHUA Y IPYIITHPOBOYHOIO
UMM  XHMHYECKOTO HAHMEHOBAHHA IJI€KAPCTBEHHOTO TMpenapaTta NeKapcTBEHHBIH
Iperapar HasHadaeTcs MeIULUMHCKUM pabOTHHKOM MO TOPrOBOMY HAaHMMEHOBaHHIO.
Ilpu HauuH MEIMUKHHCKMX TOKa3zaHWil (MHAUBHAyalNbHAsA HENEPEHOCHMOCTD,
IO SKH3HEHHEIM IIOKAa3aHHAM) IO pelIeHHIO BpaueOHOW KOMHUCCHH MENMLIUHCKOIM
OPTaHH3alUH®  OCYLIECTBIACTCS  HasHaueHne H  OQGOpM/ICHHe  Ha3HAYEHHS
NeKapCTBeHHBIX NpENapaToB, HE BXOMIIUX B CTAHJAPTHl MeNUIHHCKOH NOMOIIH,
pa3paboTaHHBIE B COOTBETCTBHH ¢ NMyHKTOM 14 crtatem 37 @enepalbHOrO 3aKoHa
Ne 323-®3°, waM He DOPeAYCMOTPEHHBIX COOTBETCTBYIOMICH KJIMHUYECKOU
pekoMeHalel, 1100 N0 TOProBEIM HAUMEHOBAaHUAM. PemreHne BpadeOHOH KOMHCCHU
MeIULIUHCKON OpraHu3auH GUKCHPYETCS B MEAHIMHCKON JOKyMEHTAlHU MAllHEHTa H
B JKypHaJle BpaueOHOM KOMUICCHH.

Ecin mpun oOka3aHMH NalMEHTy MEIMOWMHCKON MOMOIM B MERULIMHCKOM
OpPraHM3aiMi B CTAllHOHAPHBIX YCIOBMSAX [0 PpeHICHHI0 BpaueOHOH KOMHCCHH
OCYINIECTBIAIOTCA HAsHAauUeHHe W MpPHMEHEHHE JEKApCTBEHHOro  IIpenapara
C KOHKPETHBIM TOProBbIM HAaUMEHOBaHHEM, TO IPH OKa3aHWM NAHHOMY IAllHEHTY
MEIUIIMHCKON IIOMOINM B HMHOM MEIWIMHCKOM OpraHu3auud B CTAllHOHApHBIX
VCIOBHAX, a TaKXkKe B aMOYNaTOPHBIX YCIOBHAX OCYHISCTBIIAETCA HA3HAYEHHE €My
JNIeKapCTBEHHOTO MPEnapaTa ¢ TeM K€ TOPTOBBIM HaHMeHOBaHHeM .

6. HasHauenue JIeKapCTBEHHOTO TperapaTta B pelleniTe Ha OyMaXXHOM HOCHTENe
MK pelienTe B popMe 3JIEKTPOHHOTO JOKyMeHTa ohopMisercd Ha HMA INalKeHTa, 111
KOTOPOTO TIpeAHa3HAYEH JIEKapCTBESHHBIM Mpenapar.

Penent Ha GyMakKHOM HocuTeNne, oGOPMICHHBIH Ha pelenTypHOM O6raHke
dopm Ne 107/y-HII, Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(x1), yTBEepkKACHHBIX
HACTOAIIMM TIPHKa30oM, MOXeT OBITh NOIyuYeH ManMeHTOM, €r0 3aKOHHEIM
OpeAcTaBUTENEM WIH JIHLOM, UKMEIMUM OGQOPMICHHYI) B  COOTBETCTBHU
¢ TpaXAAHCKUM 3aKOHOHaTelbcTBOM Poccuiickolt demepauun IOBEPEHHOCTH
OT MAaLYeHTa Ha NIPABO MONYUYeHHA TAKOTO PelenTa (Jjanee — YIoJHOMOUEHHOE JIUIIO).

[IpencraBneHne KOBEPEHHOCTH He TpedyeTcd B Ciydae MOJYYEHHS perenra
Ha JIEKAPCTBEHHBIH TpenapaTt i HHKypabenbHoro 60JBHOr0 Ha 3aBEpILAtOIIEM JTale
€ro KH3HH JIMIOM, OCYHIECTBISIOINM YXOX 3a TAKHMM HHKYpaOelbHBIM OGONBHBIM.
B TakoM ciydae MEOMLUMHCKAN pabOTHHK BBINACT JHIY, OCYIIECTBILIIOIIEMY YXOI
32 HMHKYpaGenpHBIM OONBHEIM, NOKYMEHT, IOATBEpXAalOMMA HHKypabensHoe
cocTOsIHHe OOJBHOTO, COAepXKaIlWil CBelCHHA O NHle, KoTopoe Oyaer MOIy4arh
NeKapCTBeHHBIE Mpenaparsl 1o peuenty ((paMumus, uMsa, oTIECTBO (ToCIeqHee — IPH
HANWuMK), BUA, cepusi M (HIH) HOMep NOKYMEHTa, YAOCTOBEpSIOMEero NHYHOCTH),

# [Tpukas MHHHCTEPCTBA 3APABOOXPAHEHHA H COLMANbHOro passutaa Poccuiickoli Pegepainin ot 5 maa 2012 r. Ne 502u
«06 yTBepXAECHHH TIOpAAKA CO3MaHMA H JeATeNIbHOCTH BpaveOHOH KOMMCCHH MESHIMHCKON OpraHdsanumy
(3aperucTpuposaH MHHHCTEPCTBOM KOCTHLUMH Poccmiickoil Denepamm 9 mona 2012 r., perHcTpauHoHreiit Ne 24516)
¢ H3MEeHEeHHAMH, BHECeHHBIMY TIpHKa30M MUHHCTEpCTRa 3apaBooxpaHerns Poccrtickoit Penepalii ot 2 Aekaldps 2013 r.
Ne 886u (3aperncTpupoBan MHHHCTEpCTBOM IocTHIHM Poccuiickol Peaepammu 23 aexadpa 2013 r., perHcTpaUHOHHBIH
Ne 30714). :

¢ CoGpasne 3akonogaTeNbcTBa Pocculickol ®enepaunn, 2011, Ne 48, cT. 6724,

10 TTysxr 2 nocrasosnenus TMpaeutemcta Poccuiickoil Pepepannu ot 30.06.2020 Ne 965 «O BHECEHHM H3IMEHEHRH
g TTpasmna GopMUpPOBaHHA NepevuHs IEKAPCTBCHHBIX CPEACTB, 3aKYNKa KOTOPRIX OCYINECTBAAETCA B COOTBETCTBHH C HX
TOPTOBEIMH HAWMEHOBAHUAMH, H O OPFMEHEHHH JCKapCTBEHHBIX MPENapaToB ¢ KOHKPETHBIMA TOPrOBBIMH
HauMeHoBaHHIME» {CobpaHue 3akoHozaTenscTea Poccuiickoit ®enepanny, 2020, Ne 28, cr. 4422).
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3aBepeHHBIH TOAMHCHIO M TMEYaThiO JAHHOrO MeIUUHMHCKOro paboTHHKA, a TaKke
TIEYaTHIO0 MEAUITHHCKON OpraHu3aLivy.

JOKyMEHT, MOATBepKAaomuil HHKypabenbHOe cOCTOSHNE GONBHOTO, OCTAeTCA
B alITEYHOH OpraHH3alluu.

Penent B opMe 3MEKTPOHHOTO HOKYMEHTa (OpMHpyeTcs ¢ HCIONb30BAHHEM
rocyAapcTBeHHON MHPOPMaMOHHON CHCTEMBl B cepe 3ApaBOOXpaHEHHd CyOBEKTa
Poccwmiickoit ®eflepalliil, MEOUOUHCKON HHGOPMAIOHHONW CHUCTEMBI MEAHLIMHCKOH
opraHuzarmy .

dakT BEIIAYH peLienTa Ha IeKapCTBEHHBIH [IpernapaT 3aKOHHOMY NPeACTaBHTENIO
HJIH YIIOJTHOMOYSHHOMY JIHUY (PUKCHpyeTcsS B MENHLIMHCKOM JOKYMEHTALMH MTAIHCHTA.

7. MenuuuackuM ~ pa0oTHHKaM  3ampemaercsi — OQOpMIATh  PELenTs
MpH OTCYTCTBUH y NANMeHTa MeAUIMHCKHX MMOKa3saHWi; Ha He3apeTHCTPHPOBAHHBIC
NeKapcTBEHHbIE  IIpenapaThi'?; Ha  JIEKAPCTBEHHBIE  IIpemaparbl, KOTOpHIe
B COOTBETCTBHH ¢ HHCTPYKUMeH IO METUIUHCKOMY NPHMEHEHHIO NpeAHA3HAYEHBI
I7s MPUMEHEHUA TONBKO B MEMUUMHCKAX OPraHU3alyaX; HA HAPKOTHUECKHE CPEACTBA
U [ICHXOTpPOIIHBIE BelllecTBa, BHeceHHble B cnucok II Ilepeuns, sapeructpupoBaHHEBIE
B KayecTBe JIEKAPCTBEHHBIX IpPEMapaToB, B LeMAX NpUMeHEHMs MU JeYCHHA
HapKOMaHMH.

VHAWBHAYaANBHEIM —OPEANPHHUMATENAM, OCYILECTBIAIOMIMM MEAHLHHCKYIO
HEesITeNbHOCTh, HOOMONHHTENBHO K TpeOoBaHWAM, YKasaHHBEIM B a03alle IepBoM
HACTOAIIEr0 MyHKTa, 3ampeniaercst opopMIATh PELIENTH HA HAPKOTHUECKHE CPEACTBA
U TICHXOTpOMHBIE BemecTBa, BHeceHHble B crmucku II m III Tlepeuna (mamee —
HApPKOTHYECKHE H ICUXOTPONHbIE JeKapcTBeHHBIE mnpenapaThl cmyickoB II u III
Tlepeuns).

8.Ilpu HasHaYeHUM HAPKOTHYECKAX U IICHXOTPONHBIX JIEKAPCTBEHHBIX
npenapatop ciycka Il Tlepeuns, 3a HCKIIOUYEHUEM JIEKAPCTBEHHBIX MPENApaToOB B BULE
TPAaHCAEPMANBHBIX TEPAlleBTHYECKHX CHCTEM M JIEKapCTBEHHBIX Ipenaparos,
COIEPKALUX HAPKOTHIECKOE CPEACTBO B COUYETAHHH C AHTArOHMCTOM ONHOHIHBIX
PELENTOPOB, pelenthl Ha OyMaxXHOM HocHTene OQOpMIMIOTCS HA PElenTypHOM
Onanke ¢opmer Ne 107/y-HII.

9. Penenitypubiii Oank ¢popMer Ne 148-1/y-88 odopMngeTca npn Ha3sHAUCHUN:

1) HapKOTHYECKUX W ACHXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB cmucka Il
Ilepeuns B BHIE TPaHCAEPMANBHBIX TEPAaNEBTHYECKHX CHCTEM, HAPKOTHYECKHX
neKkapcTBeHHBIX mnpemapatoB chucka [I Ilepeuns, cozepxaiux HapKOTHYECKOe
CPEICTBO B COYETAaHHH C AHTArOHHCTOM OIHOMIHBIX PELENTOPOB, MCUXOTPOMHBIX
neKapcTBeHHBIX NpenapaTtoB crwcka III Iepeuns;

2) KOMOHHHPOBAaHHBIX JIeKapCTBEHHBIX MPEMApPaTOB, COAEpPXKaIlHX:

a) KOAEWH WIHM €ro CONd (B HepecueTe Ha YHUCTOEC BEIIECTBO) B KOJIMYECTBE
710 20 Mr BKITIOYHTEIBHO (Ha 1 103y TBEPHOit TeKapCTBEHHOH (QOPMBI) WU B KOJTHYECTBE
z0 200 mr srmounrensdo (Ha 100 v unu 100 T xuAKo# TexapcTBeHHOI HOpMBI 4Jis
BHYTPEHHETO IPHUMEHEHHS );

' Cratbu 91 1 91.1 denepanpHOTO 33K0Ha Ne 323-03 (Cobpanne 3akoHomarelbcTBa Poccriickoll Menepawun, 2011,
No 48, ct. 6724, 2021, Ne 27, c1. 5141).

12 pemenne Cobera Eppazmiickoli xoHomHdeckofl KoMuBccHH oT 3 HoabGpa 2016 r. Ne 78 «O Mpaemnax perdcTpanan
H SKCHEPTH3H JEKAPCTBEHHHX CPeACTE s MENHLMHCKOre nNprMeHcHms» {(oduumanbHbif caiit Espasulickoro
3KOHOMHEIECKOTO COl03a http://www.eaeunion.org/, 21 moabps 2016 r.). Cratea 13 denepansHOro 3aKOHA
Ne 61-@3 (Cobpanue 3axonoaarenscrea Poceniickoli Geaepami, 2010, Ne 16, cx. 1815; 2020, Ne 14, cr. 2028).
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6) mceBmoadelpuHa THAPOXIOPHA B Koau4decTBe, NpeBsimaromiem 30 wr,
H 10 60 Mr BxrounTENEHO (Ha 1 103y TBepmOil IekapCcTBeHHOH HOpPMEL);

B) TCeBRO3(eApHHA THAPOXJIOPHA B KOJNMYECTBE, NpeBHImaromeM 30 Mr,
H 10 60 Mr BKIIOUHTEJIBHO B COYETAHHH C AEKCTPOMETOpdaHOM IHAPOOPOMHAOM
B KONH4YeCTBE, NMpepbiatomemM 10 mr, u no 30 Mr BmounTensHO (Ha 1 fo3y TBepAoH
JEKapCTBEHHON (OPMBI);

) RekctpoMeTopdana runpobpomun B konudectse A0 200 Mr BKIIOUMTENBHO
(na 100 M1 v 100 rxuAKoi TeKapcTBeHHO GOpMBI I BHYTPEHHET0 NPUMEHEHHA);

) adenprHa rHAPOXIOPHI B KONU4UECTBe, npephimaomeM 100 mr, u no 300 mr
BmoanTeNbHO (Ha 100 M unu 100 1 xuaKoii nekapcTBeHHOM (JOPMEL AN BHYTPEHHEIO
NPUMCHEHHA);

e) adenpuHa FTUAPOXIOPUA B KoimdecTBe 0 50 mr BxmrouuTensHo (Ha 1 no3y
TBEPAOH JIEKAPCTBEHHOM (DOPMBEI);

%) (EHWIIIPONAHOJaMUH B KOJNMYECTBE IO 75 Mr BKMOYUTeNnbHO (Ha 1 mo3y
TBEpAOH NeKapcTBeHHOM (hopMel) wmu mo 300 mr BrmounTensHo (Ha 100 v wmn 100 T
KHIKO# JISKAPCTBEHHOM GOPMEI 151 BHYTPEeHHETO TIpUMEHeH s );

3) ¢deHoGapOHTAT B KOMHYECTBE HO 15 Mr BKIIOUMTENBHO B COYCTAHHMH
¢ KOmeHHOM (MMM ero CONfAMHM) HE3aBHCHMO OT KoimuectBa (Ha 1 mo3y TeepHoii
JeKapCcTBeHHOH HOPMBI);

u) ¢eHobapOuTan B KoOIHUecTBE MO0 20 MI BKIIOYHTEIBHO B COYETAHHH
¢ 3(QeapHHOM THUAPOXIOPHAOM HE3aBUCHMO OT KomuuecTBa (Ha 1 Ho3y Teepmoi
JIeKapCTBEHHOMN (POPMEI);

K) XJIOpOWA3eNOKCHA B KONHYeCTBe, mpeBbimaomeM 10 mr, u 10 20 mr
BKJIFOUHTENBHO (HA 1 103y TBepHOit NekapcTBEHHOH GopMEL);

3) nekapCTBEHHBIX IMPENapaToB UHAMBHAYANIBHOIO U3TOTOBICHHS, COACPIKALLHX
HAPKOTHYECKOE CPEICTBO MK NCHXOTponHoe BemecTBo crucka Il Ilepeuns, u apyrue
¢apMakomOoTHYeCKHe AaKTHBHBIE BeleCTBA B J03€, HE MPEBBIIAIONIEH BHICIIYIO
Pa30BYIO 103y, U IIPH YCIOBHH, 9T0 3TOT KOMOMHHPOBAaHHLIH J€KAPCTBEHHBIN IIpemapar
He ABIAETCA HAPKOTUIECKUM HITH MCHXOTPOITHBIM JICKAPCTBEHHEBIM MPENapaToM CIIHCKA
1I Ilepeuns;

4) neKkapCTBEHHBIX TMpENnapaToB, BKIIOYEHHBIX B MEPEYEHb JICKAPCTBEHHBIX
CPEACTB A MEAUI[MHCKOTO MPAMEHEHNS, ITOIeKALTHX MPeAMETHO-KOIHYECTBEHHOMY
y4eTy (Hanee — NeKapCTBEHHBIE IPenapaThl, BKIoueHHble B nepedeHs [TIKY),

10. Peuentypustii  6mank  ¢opmer  Ne 148-1/y-04(n)  odopmnsercs
IpH Ha3HAYEHHU JIGKApCTBEHHBIX IIPETNapaToB TIpakIaHaM, MMEIOMUM [IPaBoO
Ha OeclIaTHOe TONyYEHHE JIEKAPCTBEHHBIX IMpPENaparoB MIH  IONy4YEHHE
JIeKapCTBEHHBIX PEMAPATOB CO CKUIKOM.

11. PenentypHetii 6nank dopMet Ne 107-1/y odopmiserca npyu Ha3HAUEHUH:

1) nexkapCTBEHHEIX NpeNapaToB, He YKa3aHHBIX B ITyHKTax 8, 9 Hacrodmiero
Iopsaxka;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COAePKAINNX:

a) SproTaMHHa IHAPOTAPTPAT B KOJMYECTRBE A0 5 MI BKIIOYHTENBHO (Ha 1 mo3y
TBEPIOH JIeKapCTBeHHOH (QOpMEL);

6) adesprna rugpoxIOpHA B KoJaudecTse Ao 100 Mr BrmounTensHo (Ha 100 M

B MMommyuxT 5.2.171(1) nyHkra 5 nocranosnenua Ipasutensctea Poccuiickoit ®egepamm ot 19.06.2012 Ne 608 «O6
yreepkaeHnn [MonoxkeHna o MuHuCTepCTBe 3ApasooXpaHeHHs Poccumiickolt ®eaepaumn» (manee - IlonokeHue o
Munucreperse) (Cofpanue 3akoHomaTenscTsa Pocculickol ®epepanmu, 2012, Ne 26, cr. 3526; 2013, Ne 16, cx. 1970).
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unn 100 r xuaxoii nexapcTBeHHOH GOPMEL U1 BHYTPEHHErO IIPHMEHEHHA);

B) [CeBXO>peApHHAa THAPOXJIOPHUA B KOITMYECTBE, He mpeBblmaromeM 30 mr
("a 1 103y TBEPAOH NeKapCTBEHHOMH (hOpMBI);

r) ncepmosdenpuHa THAPOXIOPUI B KONHYECTBe, He MpeBbimaromem 30 Mr,
B COYETaHHNH C JEKCTPOMETOp(aHOM THAPOOPOMUAOM B KOIHYECTBE, IMPEBHIMAIOIIEM
10 mr, 1 o 30 Mr BmognTensHO (Ha 1 103y TBepROi# NekapcTBEHHOH (pOpPMET);

I) AekcrpoMeTopdaHa rUapoOpoMHA B KOJIMYECTBE, NpeBHIMIatolleM 10 mr,
u 710 30 Mr BKITIOYHTENBHO (Ha 1 103y TBepHoii lekapcTBeHHO# HOpMEL);

¢) ¢eHOOapOHTaN B KOMMYECTBe, mpeBblmatomeM 20 mr, u go 50 wmr
BKIIFOYHTENHHO (Ha 1 103y TBepAoH JieKapCTBEHHOH GOpMEL);

%) deHoOapOutan B KoaudecTBe N0 20 Mr BKAIOMHTENBHO B COYETaHHH
¢ 3ProTaMHHOM TIHIPOTApTpaTOM He3aBHCHMO OT konwdecTBa (Ha 1 mo3y TeepAoii
JeKapCTBEHHOMN (OPMEI);

3) XJIOpAHA3ENIOKCH B KoJmdecTBe 0 10 MI BKIIOUHTENbHO (Ha 1 103y TBepAOi
JIeKapCTBEHHOH (pOPMBI).

12. 1lpy  HasHa4YeHHMM  JICKAPCTBEHHOro  Mpemapata  HHAWBHOYaJBHOTO
M3rOTOBJIECHUS B pelenTe Ha OyMaXxxHoM HocuTene W (wim) penente B (opme
3NMEKTPOHHOTO JOKYMEHTA2 HAWMEHOBaHHA JIeKapCTBEHHEIX CpelCTB (BellecTB),
BkmodyeHHBIX B nepedeHb I[IKY, yxa3zmiBaloTCd B Hadane peLleliTa, 3aTeéM — BCE
OCTATHHBIE HHIPEAUEHTEL.

13. TIpy Ha3HAYSHWH JIeKAPCTBEHHOTO Mpenapara B pelleliTe Ha OyMaXHOM
HocuTeNe M (MnM) peuente B (opMe 3NMEKTPOHHOrO MOKYMEHTa 3alpemacrcs
NpEBHINIATH KOJHYECTBO HAPKOTHYECKMX CPEACTB MM IICHMXOTPONHEIX BEINECTB,
KOTOpO€ MOXeT OBITh BBIMHCAHO B OJHOM DELENTe, YCTAHOBICHHOE NPHUIOKEHHEM
Ne 1 x wacrosmeMy IMopsanky, 3a HCKITIOWEHHEM CIy4YaeB, YKa3aHHBIX B IMyHKTaX 135
1 24 nacroauero ITopanka.

14. IIpu Ha3HaueHWH NEeKapCTBEHHBIX MPEeNapaToB, BKIIOYCHHBIX B IEepeUCHb
IIKY, mosa KOTOpPHIX TIPeBHINACT BHICHIHNA ONHOKPATHBIH IMpHEM, MERHIIUHCKHUI
paGoTHUK 0003HaYaeT O3y ATOr0 JIGKApCTBEHHOro TIpemapara B peLienTe
Ha OYMaXXHOM HOCHTENe IMpOIHCHI0 ¢ IMPOCTABICHHEM BOCKIHMLATENLHOIO 3HAKA
1 (WIH) MpOCTaBIfAeT BOCKIHLATENBHBIN 3HaK NMpH odopMieHHMH penenta B GopMe
3IEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO HasHauYeHHBIX JICKAPCTBEHHBIX MNpPENaparToB, BKIIIOYCHHBIX
B nepeuens [IKY, npyn okasaHuu NallHeHTaM, HY)KIAIOMAMCS B IJUTEILHOM JICUCHHH,
MePBUYHOM MEIHKO-CAHHTApHONH AOMOIIM U NaNIHATUBHON MEAMIMHCKOW ITOMOIIH
MOXET OBITh YBETHYEHO ¢ YUeTOM KIHHIYECKAX peKoMeHaaluit He 6onee 9eM B 2 pasa
II0 CPABHEHHIO ¢ KOIIMYECTBOM HAPKOTHUECKHUX CPENICTB HMIIH IICHXOTPONHBIX BELIECTB,
KOTOpO€ MOXET OBITh BBITHCAHO B OJHOM pELENTE, YCTAHOBICHHBIM INPHIOKEHHEM
Ne 1 k macrosmeMy Ilopsaky.

B cimyuasx, TpeaycMOTpeHHBIX af3alleM MepBBHIM HACTOAINEr0 MYHKTA,
Ha pellenTaXx Ha OYMaXKHOM HocuTele NMpou3BoAMTCH Haamuch «llo cmeinpansHOMY
HA3HAYEHUIO», OTAEIBLHO 3aBepeHHas MOANHCBI0 MEeAMIMHCKOro paboTHHKA
M TeyaThio MEOHLMHCKOHM opraHuszaumn «JUisa pellenToB», Ha peuentax B ¢dopMe
3NEKTPOHHOTO JOKYMEHTa Mpou3Bonurcs oTMeTKa «Ilo cnenuanbHOMY HAa3HAYEHHIO)
¢ TpOCTaBlieHHEM YCWIeHHOH KBaNH(HUIMPOBAHHOM 3NIEKTPOHHOW  MOATHCH
MEIHIIUHCKOTO pabOTHHUKA.

16. CocTaB N€eKapCTBEHHOTO Tpemaparta, JiekapcTBeHHas ¢dopMa H obpamieHiie
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MEJUIOUHCKOTO paboTHHKa K (¢apMaleBTHYeckoMy paboTHHKY 00 OTImycke
JeKapCTBeHHOro Mpenapara Ha 6yMaXXHOM HOcUTelNe 0popMIAIOTCSA Ha IATHHCKOM HIIH
PYCCKOM SI3BIKE B PONUTENHHOM IAfieke, 33 HCKIIOYeHHEeM OGOpMIEHHS PeLenToB
B opMe 3NEKTPOHHOr0 JOKYMEHTa, OCYIIECTBIEMOTO Ha PYCCKOM S3BIKE.

IIpn odopmnernn penentypHslX OJNAHKOB JAOIyCKAaeTca MCHONB30BAHUE
cokpaieHuit (mpunoxenue Ne 2 x HactosmeMy [lopsnky).

ITpy HasHaueHWW JTeKAPCTBEHHOrO IpelapaTa He JOIMyCKaeTcd COKpAIlleHHe
Ha¥MEHOBaHHII  MHTPEMEHTOB, COCTABJIAIOIIMX  JIEKAPCTBEHHEIM  Mpenapar,
He MO3BOJIAIOIINX YCTAHOBHTH, KaKOil MMEHHO JIEKAPCTBEHHBIH MpenapaT Ha3Ha4cH.

17. Cnoco0  npuMeHeHMs  JIeKapCTBEHHOTO  Tipemapara  oOo3Havaercs
¢ YKasaHHWeM MyTH BBEAEHH:, D03bl, YaCTOTH, BpeMEHU ApHEMa OTHOCHUTENBHO CHA
(YTpOM, Ha HOYB) W €ro IJIUTENBHOCTH, a MJIf JIeKapCTBEHHBIX IpenapaToB,
B3aUMOJZICHCTBYIOLIUX C MHIIEH, — BpeMEeHH UX yNoTpeOieHHd OTHOCHTENNBHO NPHEMa
IO (O eIBI, BO BpeMs eIbl, [TocTie ebl).

18. [Ipu HeOOXONMMOCTH HEMEIJIEHHOTO WIH CpoYHOro (B Te4YeHHE IBYX
pabouux [OHeif) OTMycka JeKapCTBEHHOro Ipemapara NalMeHTy B BepXHell 49acTd
pelienTa Ha OyMaXHOM HOCHTENE IMPOCTABILIIOTCA 0003HAUEHHS «Cito» (CpPOYHO) UMK
«statim» (HeMeIIeHHO). AHAJOTHYHEIE 0003HAYEHHS MPOCTABJIAIOTCA B BUAE OTMETOK
npu opopMIIEHHH peLenTa B GopMe INMEKTPOHHOTO JOKYMEHTA.

19.lpu odopmaeHHH Ha3HAYeHUS T[OTOBOTO JIEKAPCTBEHHOIO IMpenapara
B perente Ha OyMaKHOM HOCHTENe WU pelienTe B (popMe 3MeKTPOHHOIO JOKYMEHTA
KOJIMYECTBO IEHCTBYIOMHX BELIECTB YKA3BIBAETCA B COOTBETCTBHH € HHCTPYKIHeEH
0 MEAULHUHCKOMY NMpPUMEHEHHUIO JieKapCTBEHHOro mpenapata. JlomycTHMo yKa3eIBaTh
JIO3NPOBKY JICKAPCTBEHHBIX TIPENapaToB CUCTEMHOrO AeHCTBHA (I pe30pOTHBHOIO
IpHEMAa) B TBEPABIX JIEKAPCTBEHHBIX (opMax (Hampumep, TaOIeTKH, MOPOIIKH,
KalCy/ibl) KaK Co/iep)KaHue OJHOrO MM HECKONBKUX JACHCTBYIONIMX BeIHECTB
B €IMHHIIAX MACCHl (B MpaMMax, MIIIUrpaMmax). JIoIyCTHMO YKa3biBaTh JO3HPOBKY
JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO AeHCTBHA (11 pe3opOTHBHOTO IPUMEHeH A )
B OKHAKMX JIeKapCTBeHHBIX ¢opMax (HampuMep, pacTBOPBI, CYCHEH3HM) Kak
cofiepkaHue ONHOTO WK HECKONBKHX AefCTBYIOMNX BellecTB B ¢IMHMIIAX MacChl HA
eUHUILY 00BbeMa (HaIpUMep, MILTHTPaMM/MUILTHIIHTD) ¢ YKasaHHeM obmero obbeMa
NeKapcTBeHHON (HOPMEL.

Ilpu odopmneHny Ha3HaueHHS JIeKapCTBEHHOTO Mpenapara HHAMBHIYATIbHOTO
U3rOTOBJICHHS B pelente Ha OyMaxHOM HOCHTele MM pelente B Qopme
3M€KTPOHHOTO JOKYMEHTa KOAHYECTBO TBEPABIX H CHIMYYHX (apMaleBTHYSCKHX
cyOcTanumii ykaspiBaetcs B rpaMmax (0,001; 0,5; 1,0), sxuakux — B MHJUTHIHTPAX,
rpaMMax H Karpix.

20. Peuenthl Ha OyMaXXHOM HOCHTENE, B ()OpMe 3JIEKTPOHHOTO JOKYMEHTA,
oopMIIeHHEIE Ha peLienTypHOM OnaHke ¢popMel Ne 148-1/y-88 u npeanasHaueHHBIE AN
OTHYCKa JeKapCTBEHHBIX MNpeNapaToB, IPENyCMOTPEHHHIX NOAINYyHKTamMu 1-3
mynkra 9 Hacrosmero Ilopsngka, medicTBHTENbHEI B Te4eHHE 15 gHeH co mHA
opopMieHns.

21. Penentsl Ha OyMakHOM HOCHTeNle, B ()opMe 3IEKTPOHHOIO HOKYMEHTa,
othopMIIeHHEIE Ha penenTypHoM OnaHke dpopMel Nel148-1/y-04(1) u npeHa3HaYeHHEIE
AN OTIYCKA JIEKaPCTBEHHBIX MPEMapaToB TpaKJaHAM, YKa3aHHBIM B MyHKkTe 10
Hacrosiero Ilopanka, AefCTBHTENbHEI B TedeHue 30 auelt co aua odopmienus,
33 HCKIIIOUEHMEM ClTydaeB o(opMIleHHs pelienTa B COOTBETCTBHH ¢ MyHKTamu 38 u 39
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Hacrosmero [lopsaxa, npH KOTOPEIX OH AEHCTBUTENECH B TeueHHe 15 aHei co AHA
odopmiieHns.

22. Penentrsl Ha OymaxxHOM HocuTenle, B (opMe 3JeKTPOHHOTO JOKYMEHTa,
oopMmneHHBIe Ha pellenTypHOM Onanke ¢popMbl Ne 148-1/y-04(1) u npenHasHaYeHHBIE
JNis OTIycKa JIeKapCTBEHHEIX IperapaToB TIpakAaHaM, IOCTHTIIHM MEHCHOHHOTO
BO3pacTa, WHBAJWAAM IIepBOH TPYMIIEl, AETAM-HHBAIMAAM, a TAKXKE TIpaXxAaHaM,
CTpafaroNINM XPOHUIECKHMH 3a00JIeBaHUAMH, TPeOYIOIMMMHU AHUTENIBHOTO KYPCOBOTO
TeYeHNA, NeHCTBUTENBHE B TedeHue 90 nHeil co aHsA oopMieHHS, 32 UCKITIOYSHHEM
Cly4aeB, yKa3aHHBIX B IyHKTax 38 W 39 Hacrosmero Ilopsmka, mpu KOTOpBIX
OH IeHCTBHUTENEH B TedeHne 15 queii co nua odopmieHus.

st nedeHus XpoOHAYECKWX 3a0o0JieBaHMII yKa3aHHBIM KATETOPUSAM TpaJaH
NeKapCTBEHHEBIE Mpernapatel ¢ ohOpPMIEHHEM pELENTOB HAa OYMaXXHOM HOCHTENE
WIH pelenToB B (opMe INEKTPOHHOrO MOKYMEHTa MOILYT Ha3HauaThCsd Ha Kype
nedenud no 180 nueil.

23. Penentel Ha OyMaXHOM HoOcHuTene, B (popMe 3IEKTPOHHOrO HOKYMEHTa,
odopMmneHHbIle Ha peuentypHoM Omanke Qopmer Ne 107-1/y u npenHasHateHHEBIC
A OTITyCKA IEKAPCTBEHHBIX NPENapaToB, NIPeIyCMOTPEHHBIX MyHKTOM 11 HacTodAmero
IMopanxa, neficTBUTeNbHE B TedueHue 60 AHei co nHA odopMIeHNs.

IIpu Ha3HauYeHNM TOTOBEIX JIEKAPCTBEHHBIX MpPENapaToB H JIEKAPCTBEHHBIX
TPEapaToB  MHAWBUAYANFHOTO H3TOTOBNEHHA IAaUHEHTaM ¢ 3a0oJieBaHHAMH,
TpeOYIOIMUMH JJIMTENHEHOTO KYPCOBOTO JIeUeHHs, ¢ OGOpPMIIEHHEM Ha pelernTyYPHOM
onanke dopmer Ne 107-1/y penenta Ha OyMakHOM HOCHTele HWIH B (opme
MEKTPOHHOTO JOKYMEHTa YCTAHaBIHBaeTCi CPOK ASHCTBHA pelenTa B Mpeneliax
IO OOHOTO Toza.

B ciygae ycraHOBIEeHHS CpoKa JefCTBHA pellenTa B mpeAenax Jo OJHOro roja
B pelienTe MpON3BOIUTCA Haamuch: «Ilo crelnaabHOMY Ha3HauYeHHIO», 0003HadaeTCs
CpOK HeiicTBHS pelenTa W MEepHOAWYHOCTH OTIYCKa JeKapCTBEHHBIX IperapaToB
N3 allTeuHOH OpraHM3allH WIH HHAMBHAYAIBHBIM IpedNpUHUMATENeM, MMEIoIMUM
JNALIEH3HIO HA (apMalleBTHYECKYIO NeaTeNbHOCT!? (exeHeNeNBHO, eXeMECAUHO U HHBIE
nepuoAsl). JOMOMHHUTENBHO 3TO YKa3zaHHe 3aBepsaeTcs MONINCHI0 METHIMHCKOro
pa0oTHMKA, a TaKke MEYaThlI0O MENHMLMHCKOM opraHusamuud <« penentoB»
(mna peuenta Ha OYMaXXHOM HOCHTENE) HIH YCHJICHHOH KBaJXM(UITHPOBAHHOH
BNICKTPOHHOM TOANMUCHI0 MEAHLUHCKOrO palOTHHKA H JIHIA, YIIOJHOMOYEHHOTO
3aBepATH JOKYMEHTHl OT MMEHH METUIMHCKON opraHm3anu (as penenta B ¢gopme
3NIEKTPOHHOTO JIOKYMEHTA).

24. PelienITH Ha ICKapCTBEHHEIE IpeIapaThl, BKIOYeHHEIe B NepedeHs [IKY, nns
JiedeHus TAHEHTOB ¢ XPOHWYECKUMH 3a00JIeBaHUAMM MOTYT O(QOPMIATECA Ha Kype
nedenud 10 60 queit.

B ciydae, korma Kypc JIe4eHHS cOCTAaBsieT Oonee 30 nHell, JOTOJHUTENBHO
B penenrtax Ha OyMaKHOM HOCHTeNle MpOH3BoauTcd Haamuchk «Ilo crmemmuanpHoMy
Ha3HAYEHHIO», 3aBepeHHAd TOAMUCHI) MENUIMHCKOro paGoTHNKAa W NEYaThio
MeIULUHCKOM opraHu3zanmuu «Uis pelenToB», Ha peHentax B GopMe 3JIeKTPOHHOTO
IoKyMeHTa  mpousBoautrcsi ormerka «[lo  cnenwanbHOMY — Ha3HAueHMIO»
C TPOCTABICHHEM YCHICHHOH KBANH(ULUHPOBAHHONH DNEeKTpOHHON IOAIHCH

14 TTynkr 47 wactn 1 craten 12 eaepanbHoro 3akoHa oT 4 Mas 2011 r. Ne 99-03 «O muueH3ApoBaHAN OTACABHEIX BHIOB
AeATeNbHOCTH (Hanee — DenepanbHuil 3aKkoH Ne 99-B3) (Colpanue 3akoHomaTenscTBa Poccuiickoti Peaepauuu, 2011,
Ne 19, et. 2716; 2021, Ne 27, c1. 5177).
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MeIHLUUHCKOro pabOTHHKA W THLA, YIIONIHOMOYEHHOIO 3aBEPATh JOKYMEHTEI OT HMEHH
MEIWLHMHCKOH OpraHu3allMy.

25. Penent Ha OyMaXHOM HOCHTENE B (pOpME SIEKTPOHHOIO JOKYMEHTA,
oopMITEHHBIN ¢ HapymIeHHEeM YCTaHOBNEHHbBIX HacToAuM [lopsakom TpeGoBaHHid,
CUHTAETCH HEACHCTBHTEIBHEIM.

II. HazHavyeHune neKapCTBEHHBIX MIPENApaToB MPH OKa3aHHH
MEHUUHCKOH NOMOILYM B CTALHMOHAPHEIX YCIOBHUAX

26.1lpu oxazaHHMM NAOMEHTY MEIWLHHCKOH IIOMOINM B CTalHOHAPHBIX
YCNOBHAX HazHAYeHHe JIEKAPCTBEHHBIX IPENapaToB Npon3BoiuTca 6e3 odopMireHUa
penenTa MeIMUHUHCKHM paboTHHKOM €IHHONMYHO, 33 HCKIIOUYEHHEM CIIy4acs,
yKa3aHHBIX B yHKTe 27 HacTtosmero [Topsanka.

27. CornacoBanre Ha3HaUYeHWUs# JIEKAPCTBEHHBIX IPENapaToB ¢ 3aBEAYIOLIHM
OT/ICNIEHHEM HIIM OTBETCTBEHHBIM JEXYPHBIM BpadoM JmOO JApYTHM JIHIOM,
YIIOJMHOMOYSHHBIM TIPUKA30M TNIaBHOTO Bpada MEAHLUMHCKOH OpraHH3allHy,
a Taioke, TIPH HAJMYHH, C BpadoM — KIMHHYECKUM (apMaKkoloroM HeoOXoauMo
B CITy4asx:

1) onHOBpEMEHHOTO Ha3HAYEHUs NATH M Oonee JieKapCTBEHHBIX MNpENapaToB
OOHOMY TIALIHEHTY;

2) Ha3HAYeHHUA JIEKAPCTBEHHBIX npenaparos, He BXOMALINX
B TepedYeHb XU3HEHHO HEOOXONMMEIX U BaXHEHIIMX JeKapPCTBEHHBIX MperapaToB’,
NpH HETUNIHYHOM TedeHUHM 3a00NeBaHW], HATHYAM OCIOXHEHUH OCHOBHOIO
3aboieBaHu | (HJIH) COMMYyTCTBYIOMIMX 3a00/IeBaHUH, ITPH HA3HAYEHUH JIEKAPCTBEHHBIX
IpEenapaToB, 0COOSHHOCTH B3aUMOACHCTBHA M COBMECTHMOCTH KOTOPBIX COTJIACHO
HHCTPYKLHAM [0 HX [NpPHMEHSHHWIO IPUBOAAT K CHIXEHHIO 3(QdexTuBHOCTH
u Ge3omacHocTH (papMakoTepannu U (MIH) CO3Aal0T NOTEHLHAIBHYIO ONACHOCTh IJIA
KHU3HU U 3J0pOBb MAl{HEHTA.

B yKasaHHBIX CydasX Ha3HAYCHHE JIEKAPCTBEHHBIX IIpenapaToB (QHKCHpyeTCH
B MEIOHLMHCKON NOKYMEHTAIWH MAIeHTa W 3aBepAeTcsd HOANMUCHI0 MEIUIHHCKOTO
paGoTHHKA M 3aBEAYIONIETO OTHAeNeHUeM (OTBETCTBEHHOTO ACKYPHOIO Bpavya HIIH
IPYroro YIIONHOMOYEHHOTO JIHLA).

28. MenuuHcKkuii paGOTHUK MENWUIMHCKOH OpraHM3allii (ee CTPYKTYPHOTO
IOApa3ieNieHNs), PAcIOIOXKEeHHOH B CENbCKOM HACEJeHHOM ITYHKTE, OCYINECTBIAET
HazHaueHHE JIEKApCTBEHHBIX MMPENapaToB B CNy4asAX, yKa3aHHBIX B IyHKTaX 27 u 29
HacTosmero lIopsaaka, eIMHOIHYHO.

29.TTo pemendio Bpa4eOHOH KOMHCCHH MMALMEHTaM TIPH  OKa3aHHH
MM MEIMIMHCKOM MOMOINN B CTALMOHAPHBIX YCIOBISIX HA3HAYAIOTCA JICKAPCTBECHHLIC
npenapathl, He BKJIOUEHHBIE B IEpeueHb JXU3HCHHO HEOOXOMMMEIX H BaXXHEMINX
JIEKAPCTBEHHBIX MpEHapaToB, B CIydae HX 3aMEHBI H3-32  HMHJHBUAYATbHOH
HEMepEeHOCHMOCTH, 10 XKU3HEHHBIM ITOKA3aHMAM.

Pemenne BpaueOHON KOMHCCHH (QHKCHPYETCs B MEAHLMHCKONH AOKYMEHTAIMH
HAHeHTa U XYpHaJle BpadeOHO! KOMHCCHH.

30. B cmywasx oOcnmefoBaHHsd W JieUeHHMS TIpaXIaHHWHA B CTallHOHAPHEBIX

15 Yacti 1 cratel 60 Peaepanstoro 3akona Ne 61-03 (CobpaHue 3akoHoAaTensctsa Poccuiickolt @enepammn, 2010,
Ne 16, ¢T. 1815; 2020, Ne 29, 1. 4516).
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YCIOBHAX B PAMKAX MPEJOCTABAEHMA MENHUIHHCKHX YCIYT Ha BO3ME3NHON OCHOBE
33 CYeT JIMYHBIX CPEICTB FPaXIAH, CPEACTB IOPUAMYECKHMX JIHIl U MHBIX CPEACTB
HAa OCHOBAHHMH JOTOBOPA, B TOM YHCJE IOTOBOpa AOGPOBOJIBHOTO MENHUIIHHCKOTO
crpaxoBanus'®, eMy Moryr OHITB HasHaueHBl JIKAPCTBEHHBIE IIPENapaThl,
He BXONSAIIME B IIepeUeHb XKHU3HEHHO HEOOXONMMBIX H BAXHEHIIMX TeKApCTBEHHBIX
IIpeapaToB, e€clH HX HAasHAYEHHE H TMpPUMEHEHHe OOYCNOBICHO MeXHIMHCKAMA

IMOKa3aHHAMH.

ITI. Ha3HaueHne NEKApCTBEHHBIX IPENapaToB
NpH OKa3aHUH [TEPBUYHON MEIUKO-CAHUTAPHOH TTOMOIIH, CKOPOH
MEIHIIMHCKON NMOMOIIH ¥ NANIHATHBHON MeIHIIMHCKOMN ITOMOLIHN

31. Ilpu okazaHuW NMEPBUYHONH MEIHKO-CAaHUTAPHON MOMOILY M IMaJUIHATHBHOM
MEMLHUHCKON moMoimu B aMOYJaTOPHBEIX YCJIOBUAX Ha3Ha4YE€HHE JEKAPCTBEHHBIX
IpernapaToB OCYLIECTBIAETCS MEAHIMHCKAM pabOTHHKOM B CIy4adX THUIIUYHOIO
TeueHuUs 3a60MeBaHN NALHEHTa HCXOAS W3 TKECTH U XapakTepa 3a0o/ieBaHus.

32. Ha3smadeHHe JIeKApPCTBEHHBIX NpENapaTroB [0 pellleHuIo BpadeOHOM
KOMHCCHH TIPH OKA3aHWH TIEPBUYHOH MEJUKO-CAHHTAPHOH MOMOIIH, MAITHATHBHON
MEIUITMHCKOH MOMOILK B aMOYIaTOPHBIX YCIOBUAX TIPOU3BOJUTCS B CIIydasx:

1) OMHOBPEMEHHOTO HA3HAYSHHs ONHOMY TAllMeHTY [aTH U Gonee
JIEKapCTBEHHBIX MNpENapaToB B TEYEHHE OJHMX CYTOK MM CBBINE JECATH
HalMEHOBaHHH B Te4eHHe TPHALIATH THEH;

2) Ha3HAYEHNS JIEKAPCTBEHHBIX [IPEeNapaToB IIpH HETHINHYHOM TEYCHHH
3a00NeBaHMs, HAJIWYMH OCIOKHEHWI  ocHOBHoro 3afoneBaHud H  (WiIH)
COMYTCTBYIOMMUX 3a0oneBaHMi, TNpH HA3HAYEHHH JCKApCTBEHHBIX MPENaparos,
0COOEHHOCTH B3aHMOJEHCTBHA M COBMECTUMOCTH KOTOPBIX COTNIACHO HMHCTPYKLIHAM
TI0 UX TIPHMEHEHHIQ IPHBOAAT K CHIDKeHMIO 3()(eKTHBHOCTH H 6€30MIaCHOCTH JICYCHUA
maldenTa U (MIH) CO37Al0T TMOTEHIMANIBHYIO OMACHOCTH IJ XH3HH H 3I0POBbA
TAIMeHTa;

3) NepBUYHOTO Ha3HAYeHUA MAIMEHTY HAPKOTHYECKHX M IICHXOTPOMHBIX
rekapcrBenHbix mpemapatoB cnuckoB II m III Tlepeuns (B caywae npuHATHA
PYKOBOAHMTEIEM  MEAHIWHCKON  OpraHM3allid pelleHHs O  HeoOXONUMOCTH
COTNAacoBaHMs HA3HAUEHHS TAaKUX JIEKApPCTBEHHBIX IIpernapatoB ¢ BpadeGHOH
KOMHCCHEH).

33. IloBTOpHOE HA3HAYEHHE HAPKOTHUSCKUX H IICHXOTPOIHBIX JIEKAPCTBEHHBIX
npenaparoB cnuckoB 11 u III IlepeuHs mpou3BOMUTCS MEAULHMHCKHM pabOTHHKOM
CAMOCTOATENBHO HAH €IUHONUYHO Ge3 ydacTus BpaueOHOH KOMHCCHH NallHeHTaM
¢ BHIPAKEHHBIM OOJIEBRIM CHHAPOMOM JOOOTO TeHe3a, HapylleHWeM CHa,
CYXOPOXHEIMH  COCTOSHHMAMH,  TPEBOXHBIMH  paccTpodcTBamu,  (obusamu,
MICUXOMOTOPHBIM BO30YKIEHUEM.

34. Ilpu oxa3zaHUU CKOpPOH METHUIMHCKONW MOMOIUY JIEKAPCTBEHHBIE MpPeTapaTEl
HA3HAYAIOTCS MEIUIMHCKHAM pPa0OTHHUKOM Bbie3fHON Opuragbl CKOpOH [MOMOIIH,
MEIUIMHCKUM paGOTHHKOM MEAMIIHCKOM OpraHH3allMi IPU OKa3aHUH MEIMIMHCKON
NOMOINM TrpakAaHaM 1npu  3a00NeBaHMAX, HECYaCTHBIX CIyYasx, TpaBMax,

16 fTocranosnenye Ipasurenscrea Poccniickoli @eneparu ot 4 okrsabpa 2012 r. Ne 1006 «O6 yreepxkaenun I1paeun
APEAOCTABNCHHA MEJHLHHCKHMH OpTaHM3alliAMH IUIATHRIX MEeZHUHHCKHX yoayr» (Co0pasue 3aKOHOZATENLCTBA
Poccuiickoit ®enepamnin, 2012, Ne 41, cT. 5628).
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OTPaBAECHUAX H JAPYTHX COCTOSHHSAX, TpPeOYIOmHMX CpPOYHOTO0 METHIIHHCKOIO
BMEILIATENbCTRA.

IV. HaznaveHue IeKapcTBEHHBIX NPENapaToB rpaKaaHaM,
HMEIOIMMM NMpaBo Ha GecIulaTHOe MONy4YeHHe JIEKapCTBEHHBIX
IpenapaToB WIH NOTy4eHHAE JIEKAPCTBEHHBIX NIPEeNapaToB
CO CKHAKOM, PH OKA3aHWHU EPBUYHON MEIUKO-CAHUTAPHON IOMOIMHU

35.1Ipu oKka3aHMW NEPBUYHON MEAHUKO-CAHUTAPHOW MOMOINM Ha3HAYCHHE
MeJHLUHCKUM pabOTHUKOM HAa OCHOBE KIMHHYECKHX pPEKOMEHIALUN W ¢ y4YeTOM
CTAHJAPTOB MEJMIMHCKOM IoMomu'’ JEeKApCTBEHHBIX IPENapaToB, OTIYCKAEMBIX
fecrimaTHO WM CO CKUAKOH, TIpaXiaHaM, HMEIOIIUM MNpaBo Ha o0ecneveHue
JIEKApCTBEHHBIMH MpenapaTaMd 3a CYET CPEeACTB OIOKETHEIX aCCHTHOBaHHWH
denepanbHore Oromkera W OlomkeToB cyOnextoB Poccuiickoit Peneparun,
OCYIIECTBIAECTCA Ha penentypHoM Onanke Ne 148-1/y-04(i).

ITpu odopmmeHny peuenrta Ha Onanke Gopmbl Ne 148-1/y-04(1) Ha OymaxHOM
HocHUTene opopMILIIOTCA JBa K3EMILUIApa, OAWH H3 KOTOPHIX OCTaeTCA B aNTEYHOH
OpraHU3alWH, BTOPOi — B MEIUIIMHCKON JOKYMEHTAI[UH MallUEHTA.

36. IlpaBo Ha3HAYATH JIeKapCTBEHHBIE NIPENapaThl PaXXIaHaM, UMEIOLIHM ITPaBo
Ha OecIIaTHOE TNONYYEHHE JICKAPCTBEHHBIX MPENAapaToB MWIH  MOJY4YeHHe
JIeKapCTBEHHBIX MPENapaToB CO CKUAKOM, TAaK)Ke HMEIOT:

1) MemumuHckue paboTHMKH, paloTaiomue B MEIWIHMHCKOW OpraHW3aluf
MO COBMECTHTENBCTBY (B MpeAenax cBOeiH KOMIIETEHINH);

2) MeOguIUHCKHEe pabGOTHHKH CTAOHMOHApPHBIX OpraHm3auuii COLUAIBHOTO
ofcnyx¥BaHHg TIpM HAIHYHAH JIMIOECH3WH Ha OCYIISCTBICHHE MEZUIIMHCKOH
IEeATENBHOCTA'S, TpeflycMaTpUBalolliell  BHITIONHEeHHe paGoT (OKa3aHHME YCayr)
MO OKa3aHUIO MEPBHYHON MEIHKO-CAHHTAPHOH ITOMOMIM B aMOYJIaTOPHBIX YCIOBHAX
(He3aBHCHMO OT BeTOMCTBEHHOM NMPHHANTEKHOCTH);

3) MeavuMHCKHE pabOTHHKM MEOUIMHCKHX OpraHMU3alui, OKAa3bIBAIOIINX
MEPBUYHYI0 MEAWKO-CAHUTAPHYIO IIOMOIIb, ITOABENOMCTBEHHBIX (emepanbHbIM
opraHaM HCIIOJHUTENBHOI BIACTH HJIM OpraHaM HCIIONHUTENBHON BIIACTH CyOBEKTOB
Poccuiickoil ®enepanuu;

4) HMHOUBHUAYANLHBIE IPEANPHHAMATENH, OCYILIECCTBIAIONINEG MEIULHHCKYIO
OeATENHHOCTD U BKITFOUEHHBIE B PeeCTp MEIUIMHCKHX OPTraHU3al#il, OCYIECTBIIAIOMUX
AeATEILHOCTE B cdepe 00I3aTeNbHOr0 MEAUIIHHCKOTO CTPAXOBAHH.

37.Tlpn Ha3Ha4YeHHH JEeKAPCTBEHHBIX IIPENapaToB TpaxaaHaM, HMEHOHINM
MpaBO Ha OecIUlaTHOE MOMYYEHHE JICKAPCTBEHHBIX IpENapaToB HIM MHOIy4YeHHE
JIeKapCTBEHHEIX IPENapaToB CO CKUAKOMH, B pellenTe yKa3blBaeTCi HOMEp TeJEe@OHa,
0 KOTOpOMY pa0OTHHK anTevyHOi OpraHuzanMd NpH HEOOXOAUMOCTH MOXKET
COTJIACOBATE ¢ MENHIMHCKUM pabOTHHKOM 3aMeHY JIEKapCTBEHHOT'O ITpenapara.

38. HasHaueHHe HApKOTHUYECKHUX H MCUXOTPOIHBIX JCKAPCTBEHHBIX MPENapaToB
cnucka II Tlepeuns (3a HCKIIOYEHHEM JIEKADCTBEHHBIX MPENapaToB B BHIE

17 Cratea 37 PenepancHoro saxeHa Ne 323-93 (CoOpamme 3akoHogatenscta Poccuifckoit @enepanun, 2011, Ne 48,
cr. 6724; 2021, Ne 27, cT. 5186).

18 [TynkT 46 yactd 1 craton 12 Penepanproro 3akona Ne 99-O3 (Colpanne 3akoHomatenscTBa Poccniickol Menepam,
2011, Ne 19, 1. 2716; 2021, Ne 27, cT. 5159).
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TPAHCAEPMANBHBIX TEPAlleBTHYECKUX CUCTEM, 4 TAKOKE JIEKapCTBEHHBIX MpPENaparoB,
COAEpXKALINX HApPKOTHYECKOE CPEICTBO B COYETAHHHW C AHTATOHHCTOM OITHOHIHBIX
pEeLEeNnTopoB) rpakdaHaM, HMEOMMM T[paBO0 Ha OecIIaTHOE MONydYeHHe
JNEKapCTBEHHBIX INPENapaTOB MM IONYyYeHHA JICKAPCTBEHHBIX MpPENapaToB
CO CKHIKOH, OCyIecTBIieTCs Ha pelenTypHoMm OnmaHke dopMel Ne 107/y-HII,
K KOTOpOMY ZIOMOMHUTENBHO OGOpMIsIETCS pellenT Ha pelenTypHOM OnaHke (GopMEI
Ne 148-1/y-04(i1) (B ABYX 3K3eMILIsIpax Npy 0QOpMICHAN Ha OYMaKHOM HOCHTEJE).
39. HaznaueHHe HApKOTHYECKUX U IMICHXOTPOITHBIX JIEKAPCTBEHHBIX MpenapaToB
cniucka II Ilepeurs B BHOEe TpaHCOepMANbHBIX TEPANEBTHYECKHX CHCTEM,
HApPKOTHYECKHUX JE€KAPCTBEHHBIX MpenapaToB chucka II Ilepeuns, comepskammx
HapKOTHYECKOE CPEACTBO B COYETAHMU € AHTATOHHCTOM OMMOHAHBIX PELCITOPOB,
TICHXOTPOIIHBIX JIEKApCTBEHHBIX mpenapatoB cmucka III FlepeuHs, nekapcTBeHHBIX
IpeTapaToB, BKIKOYCHHBIX B IepedeHb [IKY, conepxainuxcs B OAMyHKTe 2 myHKTa 11
HacToswero [lopsnka, mpenHasHaueHHbIE 1A IUeHUA TPaKAaH, HMEIOIIMX [IPaBo Ha
OecruiaTHOe ITONy9eHNE JIEKAPCTBEHHBIX IIPENapaToB HIIH MONyvYeHHe JIeKapCTBeHHBIX
IpenapaToB O CKUAKO#H, OCYIeCTBIIAETCA Ha pellenTypHbIX Onankax ¢opm Ne 107-1/y
u Ne 148-1/y-88, k KOTOPEIM JOMONHATEIBHO OQOPMILIETCS PElENT Ha PELenTyPHOM
Oonanke ¢opMel Ne 148-1/y-04(;1) (B 1OBYX oK3eMIUIApaX Tpd odopMIEHHH
Ha GyMaXKHOM HOCHTENE).
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IMpunoxenue Ne 1

Kk Hopsaaky HasHaueHUS
NIEKapCTBEHHBIX NPEITapaToB,
YTBEP)KACHHOMY IIPUKa30M
MuHuCTEpPCTBa 30paBOOXPAHECHHSA

Poceuiickoii (De,uepaﬁ
o*nZ &354’2 2021 1. Ne / 2?//

KoaHn4ecTBO
HAPKOTHYECKHAX CPeICTB HIH NCHXOTPOMHBLIX BelecTB,
KOTOpPO€ MOXKeT OBITh BHIIIHCAHO B 0JJHOM pellenTe

Ne MexaynaponHoe HENATEHTOBAHHOEC Popma BLIDYCKA KoanuectBo
a/n HAHMEHOBAHHE HAPKOTHHECKOTrO H RO3APOBKA
H IICHXOTPONHOIO JIEKAPCTBEHROTO
npenapara
1. Bynpenopun+HarnokcoH Tabnerku cyOnHHrBanbLHLIe 60 Tabnerok
0,2 Mr+0,2 Mr (ynakoeka, KpaTHas
Ne 20)
2. Bynperopdun PactBop A HHBEKLMI, 30 aMmyn
0,3 Mr/mn 1 M (LnpHLU-TIOOHKOB)
3. bynpenopdpun TpascaepManbHBIH
IUTACTBIPH
35 MKr/4ac 20 ruracTeipeit
52,5 mxr/4ac 10 nnacTripei
70 MKr/Mac 5 mnacreipeii
4. Mopdun PacTBOp ANd HHBEKIHH,
PACTBOP T4 MOAKOKHOTO 20 ammyn
BBCACHLA (mmpHU-TIOOUKOB)
10 Mr/mn 1 mn
5. Kopern+Mop¢dun+Hockanuu+Ilanapepun PacTeop Ang nogKoKHOTO
+Tebaun BBEeHHA 20 aMmyn
0,72+5,75+2,7+0,36+0,05
mr/mn T mn
1,44+11,5+5,4+0,72+0,1
mr/mi 1 M
6. TpHMenepHIHH Tabmerku 25 Mr 50 TaGneTok
7. TpumenepuauH PactRop g nHBEKIMH
10 Mr/mn 1 mn 20 aMmyn
20 mr/mi 1 mn (wnpuu-TIO6HKOB)




14

8. Mopdun TabneTku (Kancyimsl) 180 rabnerox
NPOJIOHTHPOBAHHOTO (kancyim)
nmeticTBaA 60 tabneTok
10 Mr (kancyi)
30 mr 40 Tabnetox
60 mr (xancyn)
100 mr 20 Tabnerok
200 mr (xancyn)
20 TadneTok
(xancyn)
9. Mop¢un Tabnerkn
S5wMmr 100 Tabnerok
10 Mr 100 Tabnerok
10. Mopdun Kannum ama npreMa BHYTPS
20 mMr/mn 20 Mn 4 ¢pnakona
11. Mopdun PacTrop Ans mprema
BHYTPb (MOHOA03BI)
2 Mr/MR 5 M 100 ammys v/
6 Mr/mn 5 mn 80 ammrys /3
20 Mr/mMa 5 M 30 ammyn 0/
12. Oxcuxoaont+HanokcoH TabneTkn
IPONOHTHPOBAHHOTO
ACHCTBHA 100 Tabetok
5 Mr+2,5 mr 60 Tabnetok
10 mr+5 mr 40 TabneTok
20 Mr+10 mr 20 Tabnetok
40 Mr+20 Mr
13. [MpomioHHNGeHII TOKCHITHNIHICPUAMH Tabnerxu 3ameynsie 20 Mr 50 radnerok
14. (MeHTaHuI ILnacteips
12,5 Mxr/uac 20 naacThipeit
25 Mkr/4ac 20 nnacteipeit
50 Mxr/uac 10 mractripeii
75 MKr/4ac 10 mnacTeipeit
100 mxr/uac 10 nnacteipeit
15. DeHTaHHN Crnipe#l HazanbHbIA

@nakon 50 Mrr/nosza

2,0 mn (10 no3)
3,2 mut (20 go3)
5,0 mn (40 no3)

Dnakou 100 Mrr/nosa

2,0 mn (10 no3)
3,2 mn (20 1mo3)
5,0 Mn (40 no3)

dnakon 200 Mr/ooza
2,0 mi1 (10 mo3)

3,2 Mo (20 po2)
5,0 M5 (40 poz)

24 Ppnakona
12 pnakoHoB
6 drnakoHoB

12 dnaxkoHOB
6 thnakoHOB
3 ¢naxona

12 pnaxoHoB
6 dakoHoB
3 dnakoHa




IIpunoxenue Ne 2
K Iopsaaky HasHaYeHH
NeKapCTBEHHEBIX MPENApaToB,
YTIBEep)KISHHOMY [TPHKa30M
Munncrepcrsa 3ApaBoOXpaHeHHs
Poccuiickoil ®enepanuu

or o7 W»&y&»f 2021 1. Ne/P9%y.

CnpasouHo
PexomeHaoBAHHBIE K HCHOJIB30BAHHIO COKpalll¢eHnd
npua O(I)OPMJIOHHH peenTon
Ne
i CokpamieHue [onHoe HanMHcaHHe Ieperon
1. aa ana IO, IIOPOBHY
2. ac., acid. acidum KHCJIOTA
3. aer. aerozolum a’po30Ib
4. amp. ampulla aMmyJsa
5. aq. aqua BOJA
6. aq. purif. aqua purificata BOJIa OYHILICHHAS
7. but. butyrum Macio (TBepaoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CIONHBIN
Brinati s
10. D. Da (Detur, Dentur) buta (Ilycts Beinano
Ilycte 6yaeT BEIZAHO)
. Brinaii, 0603Haub
11 D.S Da, Signa [ycts 6yneT BELAAHO
‘ > Detur, Signetur yCTD DYZICT BRUIAHO,
0603HaYeHO
Bsyait (IT
12. D.td. Da (Dentur) tales doses sutait (Tlycts GyayT Bhiars)
TaKHe A03BI
13. dil. dilutus pa3BeAcHHBIN
14. Div. in p. aeq. Divide in partes acquales Pasfieny Ha paBHBIE MaCTH
15. emuls. emulsio IMYNIBCHA
16. extr. extractum SKCTPAKT, BrITIRIA
17. in enem. in enemas B MAKPOKIH3MaX
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Fiat (fiant)

18. F. ITyeTs o0pasyerca (ob6pa3yroTcs)
19. gran. granulum TPaHyJTbI
20. gt., gtt gutta, guttae KaluUid, KarJjH
21. gtt. peror. guttae peroralis KaIlUTH JIjiS OpAEMa BHYTPb
22. inf. infusum HACTOH
23, in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B TabneTkax
B TabieTkax
25. in tab. prolong. in tab(u)lettis prolongatis ¢ TIPONIOHTHPOBaHHBIM
BBICBOOOKICHHEM
B TableTkax
26. in tab. prolong. in tab(u)lettis prolongatis obductis ¢ MPOTORTHPOBAHALIM
obd. BHICBOOOXKIESHHEM, MOKPHITHIX
obonouxoi
7. in tubul. in tubulis B TIOOHKAX
28. lin. linimentum NMUHAMEHT
29, lig. liquor KAAKOCTD
30. lot. lotion JTOCHOH
31. m. pil. massa pilularum AUIONBHAA Macca
32. membr. bucc. membranulae buccales NIIEHKH 3aIe HEIe
33. M. Misce, Misceatur (Tyets g;;::fzj:{emaﬂo)
34. mixt. mixtura MHKCTYpAa
35. N. numero YHCTIOM
36. ol. oleum Macio (3KHAKoe)
37. past. pasta nacTa
38. pil. pilula, pilulae MTHTIONS, TTHJIEOIH
39. p. aeq. partes aequales PaBHEIE YacTH
40. ppt., praec. praecipitatus OCAXKIEeHHBIH
41. pulv. pulvis MOPOIIOK
0 as. quantum satis CKONBKO NoTpedyeTed,

CROJIBKC HAIO
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43, r., rad. radix KOpPEHb

44, Rp. Recipe Bospmu

5| Re Repete, Repetaur Rommops Ty Gyzer

46. rhiz. rhizoma KOpHEBHIIE

47. S. Signa, Signetur 06"3'?6‘;"31({21::;2)6””

48, sem. semen ceMs

49. simpl. simplex mpocToit

50. Sir. sirupus cupol

51, sol. solutio pacTBop

52. spr. spray cipei

53. Spr. nas. spray nasale cnpeil Ha3abHBIH

54, supp. suppositorium ¢Beua, CYIMO3UTOPHIL

55. susp. suspensio CYCIIeH3HA, B3BeCh

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOOHKH

Systema TpancaepManbHas

59. STT Therapeutica TepanesTuyecKas
Transcutanea Crcrena

60. ung. unguentum Ma3b

61. vitr. vitrum CKJIAHKA




IMpunoxenne Ne 2
K OpuKasy MHHHCTEPCTBA 3ApaBOOXPaHCHHS
Poccuﬁc/xy‘i Qenepauuu

or &Y yn /. ’J/MZ Ne fﬂﬂﬁV

7/

®opma penentypaoro 6iaanka Ne 107-1/y

MHEHHCTEPCTBO 3ApaBOOXPAHEHUSA Kox ¢opmsr mo OKY ][]

Poccuiickoit Penepanun Koz yupexxaenns no OKIIO
MeauiaHCKas JOKYMEHTAHA

HanmMeHnoBanue (mrramm) ®opma Ne 107-1/y

MeIHOUHCKOH opraHH3alnu VYTBep:KacHa MpHKa3oM

MunncTepcTBa 30PABOOXPAHEHHS
Hammenopanne (HrTami) Poccuiickoit @enepanuu
HHIHBHAIYAIBHOTO NpeInpHHAMATENA ord? ijﬂyf A/ Ne 709" ‘//f‘(_

(ykazatk agpec, HOMEp ¥ JaTy JIMLUCH3HH,
HAHMEHOBAHHE OpraHa [OCYJapCTBECHHOH BIacTH,
BEIJABIIETO JIHIEH3HIO)

PEHEIIT

(B3pOCIBIH, AETCKHH — HYXKHOE IIOAUSPKHYTD)
« » 20 r

DaMuHs, UHULIHATE HMEHH H OTYECTBA (MOCEAHEE — IIPH HATHIHK)
nmatHeHTa
Jara poxneHus
@amMuwinA, HHHIHATE HMEHH H 0TYeCTBa (ocNeHee — NPH HaIMYHH)
nevaluero Bpaya (Qenbamepa, aKywepkH)

py6.JkorL| Rp.

.............................................................................

.............................................................................

..............................................

............................

............................................................................

IMoanuce
H NeYaTh JEeYAllero spaya M.IL
(moannce Qembamepa, aKymepKu)

Peuent neticreureneH B TewenHe 60 gHeit, a0 1 roaa ( )

{HY>KHOE TOAYEPKHYTE) (yKazaTh KONMHYECTBO qHEH)




OGopoTHas cTOpoHa
Or™MeTKa 0 Ha3HA4EHHH JISKAPCTBEHHOI'O
Mpenapara Mo pelleHHIo BpadeOHOl KOMHCCHH
TipuroTosun Iposepun Ormycrun

®opma peuentypHoro 6nanka Ne 148-1/y-88

MHHHCTEPCTBO 3APABOOXPAHEHHSA

Poccniickoii Genepamyiu Kon ¢opmet mo OKVY ]I 3108805
MenuipiHcKas AOKyMeHTALHA

Hanmenopanue (ram) Dopma Ne 148-1/y-88

MeAMUMHCKOH OpraHH3allui YrsepikacHa IPHKA3OM
MunHcTepeTBa 30paBOOXPaHEHHA

Hanmenopauue (mramm) Pocc?icxo ene

HHAMBHIYAIBHOTO NPEAMPHHAMATENA A1 N 129%4

(yxasaTb afipec, HOMEp M ATy JIHLICH3HH,
HaMMEHOBAaHHE OPraHa rocyJapcTBEHHON BIacTH,
BLIAABILIETO JTHIESHIHIO)

sajnalpgilatiai

(nara ocbopmenm—peuema)

PELEIIT

(B3poCnbii, AeTCKHI - HY)RHOE NOTYECPKHYTE)

Damunins, HHALHATE KEMEHH M 0T4eCTBa (NMOCTeHEeS — IIPH HAJIYHH)
NaLMeHTa

Jata poxnaeHus

Apec MecTa KUTENbCTBA HAM Ne MERUIMHCKOH KapTel aMOyIaTOPHOTO NalMEHTa, MOMYYaloLlero
MEAHLHHCKYIO fIOMOLIb B aMOYIaTOPHEIX YCIIOBHSX

DaMUIHA, HHHLHAAE HMEHU U OTYECTRA (MOclieiHee — MPH HaNTH4HH)
fevallero Bpaya (denpmepa, aKyiepkH)
Py6. Kon. Rp:

............................................................................

............................................................................

..........................................

............................................................................

............................................................................

IToanuck 1 nevaTsh ie4alero Bpavya ML.II.
(noanucs enpawepa, aKymepkH)

Penenr aeiicTeuTeNieH B TeueHHe 15 aneii




(0opoTHad cTOpoHa

OTMeTKa O HA3HAYSHHH JIEKAPCTBEHHOIO
Tnpenapara 1o pemeHHio BpauctHoll KoMuccuu

Ipuroropun Ipoepun OrmycTHn

Popma penentypHoro 6nanka Ne 148-1/y-04(x)

MHHHCTEPCTBO 30PABOOXPAHCHAA VTBEPXJIEHA
Poccuiickoii degepaiun MECTO A LITPUXKOOA® npukazoM MHHHCTEpCTBA
3ApaBoOXPAHCHAA Poccufickoit Peaepaunn

ot df » /wy&fsz,z, 2021 r. Nef?
Tkramn
Koa
MEIHLEHHCKOH OPTraHHIAIHM
AN EEEEEEEEEREN

wee  [TTTT]
Kon
HAAHBHIYATEHONO NPeITPHRAMATEN

Koz ¢opme no OKY 1 3108805
Dopma Ne 148-1/y-04{n)

Koa kareropau HeTouHHK pHHAHCHPOBAHMA:
TpOKIAH Kon Hosonorieckoii Gopmet {Nog4epKAYTE) Yo OILNATDHL

(o MKB) {MOTUEPKHYTE)

1.beaepammHEIR H1OMKeT

2. Bromet cyGrexta Pocontickoit Deaepatmy | 1. Becniatio

3. MyrununaneHeit GiomxeT 2.50 %
3. unoli %
PELIEHT Cepus Ne Jlata opopmIeHu: 20 1.
DaMiHs, HHHLHANEI MMEHH H 0TYeCTBA (OCeqHee — MPH HaN4YHH)
MALIHEHTA, JlaTa poxxacHHA
CHHIIC
Mb monuca
OOMATEIRHONO
MEIHLITHCRONO
CTPaxXOBAHHA:
HoMep MeauIMHCKON KapThi MALMEHTa, MOMYYAIOIEro MeAHLHHCKYIO MOMOIb B aMOyNaTOpHBIX
YCIOBHAX

daMHIAA, THHIMATB MMEHH H 0T4ecTBa (MOCeHee — TIPY HATHYHH)

Nedaurero Bpaya (peALAMIEPA, AKYILEPKH)
Py6. Kom. 0 g P P PRI

...................................................................................................

IMoanuch U MEYATE Ievalero Bpaya
(noamuce denpamepa, aKymepKH) MLIT.

Peuent neficTBHTeN¢H B TedeHHe 15 nueii, 30 OHeit, 90 mHell (Hy)XHOE NOMUEPKHYTh)
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----- swmmmmmees (3ANONHIETCA CIICINANACTOM AMTETHOH OPraHH3AIMH)

OrmyieHo no peuenty: Toproeoe HaWMeHOBAHHE K RO3HPOBKA:
Hara otmycka: «__ » 20 r. KonuiecTro:
Ipurorosun: IIpoeepun: Ormyetn:

{TMHIA OTpPHIBA)Y

Kopeniok peuenryproro 6iiaHka Cnocol npuMeHeHR:

HanMenoBaHHe [IpoaoICKHTENEHOCTE OHeid

JIEKAPCTBCHHOTO MpenapaTta;

Ho3HpoEKa: KoNH9ecTBO MPHEMOE B JICHB: pas
Ha 1 mpnem: en.

<*> B ¢cyyae H3roTOBRICHHA PELICNITYPHOro GlaHKA ¢ HCTIONB30BAHHEM KOMITBIOTEPHBIX TEXHOMOTHH

ObopoTHadg cTOpoHa

(OTMeTKa O HA3HAYEHHH JIEKAPCTBEHHOI'O
MpenapaTa o pemeHno BpaueOHOH KOMUCCHH

Ipurorornn Ipoeepun OrmyeTn




[Tpunoxenne Ne 3
K NpHUKa3y N[HHHCTepCTBa 3ApaBOOXpaHEHHU

cuiicko} deneparnu
OT” f/ofﬂa"/z N 10 f/ q

IMTopsanox
odopMiIeHHs PeHeNTYPHBIX 6JIaHKOB Ha JleKapCTBEHHbIE NPenapaThl,
HX, y4eTa H XpaHeHHs

I. OdopMmnenne petienta Ha GyMaKHOM HOCHTEIIE

1. Ha penenrtypusix 6nankax ¢popm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(1)
B JIEBOM BepXHEM YINy NpPOCTABIAETCA IMITaMO MEAWOUWHCKON OpraHm3aldu ¢
yKa3aHHMeM e¢e€ HaHMEHOBaHMA, ajpeca M TenedoHa ¢ JaTodl BRIDMCKH (AaToif
odopMIIeHNA) pelieNITa Ha JIeKapCTBEHHEIH TIpenapar.

HononHutenmsHO Ha  penientypHoM OnaHke dopmer  Ne 148-1/y-04(m)
NPOCTARIACTCS KOJ MEIULMHCKOM OpraHW3allid B COOTBETCTBHH ¢ (CHOBHBIM
TOCYZapCTBEHHBIM PErHCTPallMOHHEIM HoMepoM (aanee — OI'PH).

Cepus penentypHoro Omanka dopmer Ne 148-1/y-04(n1) BKIIOYaeT Kox
cyorekta Poccuiickoit ®enepamun, COOTBETCTBYIOIIME ABYM TIePBBIM LiHppam
Obimepoccuiickoro knaccupukaropa o0beKT0B 4IMUHHCTPATHBHO-TEPPUTOPHATHHOTO
nenenns (nanee — OKATO).

Pazpemmaercss wW3roTaBNMBaTH pelENTypHBle OnaHKH dopmer  Ne 107-1/y
1 (opMbr Ne 148-1/y-04(11) ¢ mOMOIIBIO KOMITBIOTEPHBIX TEXHOIOTHIA.

Penenrypueie Omanku ¢opmet  QopMer  No 148-1/y-88 wmsrorapnmBaloTca
ACKITIOYATENBHO TUNOTPadCKIM CIIOCOGOM.

2.Ha  peuentypHeix  OmaHkax, O(QOpPMIAEMBIX  HHIHBUAYAILHBIMH
IpeINPHHAMATENSAMHA, HMEIONIMMH JIHMLEH3HI0 HA MEAMIHHCKYIO JEATeNBHOCTS,
B BEepXHeM JIEBOM YINTy THIIOTpadCKHM CIIoco0OM WM MyTeM MpPOCTaBJISHHS LITAMIIa
N0MKeH OBITH yKasaH ajpec MHAWBUAYAILHOrO NpeATpHHUMATENS, HOMEp W Jara
NMHULIEH3UH, HAHMEHOBaHHE OPTaHa roCyJapCTBEHHOM BIACTH, BHIIABILETO JIHLICH3HIO.

3. Peuentypusie onanku ¢dopm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(m)
3aMONMHAITCA MEIULKMHCKUM pabOTHHKOM YepHITaMH HITH [IAapUKOBOM PyUKOH.

4. NomyckaeTcd odopMiieHHe BCEX PEKBH3HTOB (33 HCKIFOYEHHEM PEKBU3NTA
«Iloammce nevaiero Bpava (moamuch Qerbalepa, aKyLUIepKa» ) peIenTYPHBIX OIaHKOB
dopmer popmer Ne 107-1/y, dopmer Ne 148-1/y-88 u dopmer Ne 148-1/y-04(n)
C HCTIONIB30BAHNEM TIEUATAIOIINX YCTPOUCTB.

5. Odopmiienne penentypHblx OnankoB ¢opmel Ne 148-1/y-04(n) Bkmodaer
1 poBoe KOTUPOBAHHE.,

IndpoBoe koAUpoBaHUE YKa3aHHBIX PeLENTYPHBIX ONaHKOB BKITFOUALT:

1) xon mMemmnmuckoi opramusamud (OI'PH) uiM ko HMHOUBMAYAIBHOTO
NpeANPHHAMATEIS B COOTBETCTBHH ¢ OCHOBHEIM roCyJapCTBEHHBIM PETHCTPALIMOHHEBIM
HOMEPOM HHANBHAYAIBHOTO npeanpuHuMatens (manee — OI'PHHUII), npocraBnseMsli
NpPH U3rOTOBNIEHUH PeLeNITYPHEIX GIIAHKOB;
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2) KOX KaTeropuu TpakAaH, HMEOLIUX NPaBO Ha MOMYYCHHE JEKAPCTBEHHBIX
IpenapaToB B COOTBETCTBUU €O cTathell 6.1 denepansHoro 3akoHa ot 17 urong 1999 r.
Ne 178-®3 «O rocymapcTBeHHOII colMaNbHON NOMOWM»!, H Kom Hozonormdeckoii
¢dopMEl o MexxmyHaponHOi CTaTHCTHUeCKOH KiaccHuukauyy 6onesHel H mpobiem,
CBA3AHHBIX €O 310poBheM (10-ii mepecmotp) (manee — MKDB), 3anonHgemble jiedamum
BpauoOM INyTeM 33HECCHHA Kaxaod Imbpel B MyCTBe AYEHKM, TIPU ITOM TOHKA
MIPOCTABIAETCS B OTACIBHON sueiike;

3) otMeTky 00 wucTOuHHKE ¢QuHaHCHpoBaHWs (¢demepanbHbI Oromxker [1],
Glomker cyopexta Poccuiickoit ®enepamym [2], MyHunuMnaasHeId Oiomxker [3])
U TIPOLIeHTe ommaThl peuenTa (6ecratao [1], 50% [2], unoii % [3]);

4) mTpUX-KOJ — HOOTONHUTENBHBIM pEKBH3UT (B CIydae H3TOTOBIEHHA
Ha Teppuropun cyObekra Poccuiickoit @egeparum peuentypHoro GraHKa
¢ MCITOJIE30BaHAEM KOMITBIOTEPHBIX TEXHOMOTH).

6. B penentypneix 6mankax gopm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(x)
B rpadpe «Pammmmg, uHHULHAIB MMEHH M OTHecTBa (MOCieAHEE — NPH HAIHYHH)
HANEHTa» YKA3BIBAIOTCA (QaMIIIHS, WHUALIHATE HMEHH U oT9ectBa (IocaeiHee — NpH
HaJIM9HK) TIallMeHTa.

7. B penentypHeix Omankax gopm Ne 148-1/y-88, No 107-1/y m Ne 148-1/y-04(x)
B rpate «Jlata poXkIeHNS» YKa3BIBAaeTCA JAaTa POOKACHUA TanHeHTa (UHCI0, MecCs1], ToA).

JIOTIONHHUTENBHO B peuenTypHBIX OnaHkax ¢opmbl Ne 148-1/y-88 u ¢dopMel
Ne 107-1/y nnsa nereit B Bo3pacte a0 1 roga B rpade «Jara poxxaenna» ykasbiaercd
KOJIIECTBO TIOJIHBIX MECALEB.

8. B pementypHeix Onankax ¢dopmsr Ne 148-1/y-04(n) B rpadpax «CHHJIIC»
H «Ne ronuca 00A3aTENBHOr0 MEJULIHCKOTO CTPAaXOBaHUA» YKa3hIBAIOTCHA CTPaxoBOM
HOMEp MHIMBHAYAILHOTO JIHIEBOrO cvYera rpaxkAaHuHa B IlencuonHoMm ¢oHze
Poccuniickoit @enepanuu (CHWIC) (npn Hanu4uu) ¥ HOMep MojHca o0g3aTeNIbHOTO
MEIULIMHCKOTO CTPaXOBAHHA.

9. B penentypHeIx Omankax ¢opMmel Ne 148-1/y-88 B rpade «Aapec Mecta
)KUTEJHCTBA WIH HOMEP MeIUIMHCKO# KapThl ALMEHTA, IONMYyYal0IEero MEAHLIHHCKYIO
IOMOIE B aMOYIaTOPHBIX YCIOBHAX», YKA3bIBAeTCS MOYTOBHIM anpec MecTa
XKUTENBCTBA (MecTa NpeOBIBaHUSA WIH MecTa (aKTHIEeCKOro NMpOXXKHBAHKA) MALHEHTA
AN HOMEP MEJMLMHCKON KapThl MAIHEHTA, MONYYalonIero MEAHIHHCKYIO TOMOIIL B
aMOyNaTOpHEIX YCIOBHSX .

VkazaHue 1 aapeca MecTa JKHUTeTLCTBA M HoMepa MeUIIMHCKOH KapThl HallMEHTa,
IONYYAIOMIET0 MEJHUIIMHCKYI0 TIOMOIb B aMOyNMaTOpHBIX YCNIOBHUAX, HE SBIAETCA
omuOKOi.

B peuentypusx Gnankax ¢opmer Ne 148-1/y-04(n) B rpade «Homep
MEIUUMHCKON  KapThl  MAaUHeHTa, MNOMYYaolero  MeQHLUHCKYI0  ITOMOIIb

! Cobpanue 3akonomatensctea Poccuiickolt ®enepaunn, 1999, Ne 29, cr. 3699; 2020, Ne 52, ct. 8577.

2 Tpukas MuHHCTepCTBA 3ApaBooXpaneHi Poccatickol ®enepamiu ot 15 nekabps 2014 r. Ne 8341 «O6 yTBep)aeHHU
yHupHUHPOBaHHEIX $OpM MEANIHHCKOH AOKYMEHTAIHH, HCTICAB3YEMBIX B MEAHUMHCKHX OPTaHH3alIHIX, OKa3HBAFOMIHX
MEHIMHCKYIO MOMOME B aMOyNaTOpHBIX YCIOBHSX, H MOPANKOB MO HX 3amoaHeHHio» (ganee — [Ipuxaz Ne 334H)
(3aperucTpupoBal MuHHCTepcTBOM ocTHimH Poccuiickolt Qeaepain 20 dgespans 2015 r., perucTpaunoHHEd Ne 36160)
¢ H3MEHCHHAMH, BHeCEHHLIMH MIpHKazaMy MarHcTepeTBa 3apapooxpaHelia Poccuiickoit depepamyn o1 9 anpapa 2018 r,
Ne 2 (sapeructpupoBaH MunncrepcTeoM 1octulii Poccuiickoll Penepaumu 4 ampens 2018 r, pericTpamHOHHBINA
Ne 50614), or 2 moafps 2020 r. No 1186 (3aperucTpHporaH MHHMCTepcTEOM HOCTHUMH Poccmiickoil ®eneparm
27 moalpa 2020 r., pericTpauHoHHEH Ne 61121).




B aMOYNaTOpHBIX YCIOBHAX» yKa3hiBaeTcs HOMep MeIWLMHCKON KapThl NallleHTa,
MOTYYAIOUIEr0 MEAUIHHCKYIO [IOMOMIE B aMOYNaTOPHBIX YCNOBHIX .

10. B rpade «®aMwiug, UHULHAIBI UMEHM M OTYECTBA (TOCHenHee — TpU
HallM4MH) feqamero Bpava ((enpamepa, aKyIIepKH)» PeleNTypHBIX OnaHKoB (opM
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n) yka3eIBaioTCA MONHOCTBIO (aMUIHS,
MHUIMAJIE UMeHH OT4ecTBa (IocieHee — IpH HAMTHYHM) MEINLIUHCKOTO pabOTHHKA,
HA3HAYUBIIETO JICKAPCTBEHHBIE NpenapaTsl ¥ 0¢OPMUBIIIETO peLerlT.

11. B rpadbe «Rp» pementypHeix OmankoB ¢opm Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(n) ykazeiBaercs:

1) HaHMEHOBaHHUE JIEKAPCTBEHHOTO npernapara (MexXIyHapoaHOe
HeTIaTEeHTOBAHHOE HAMMEHOBAaHHe, TPYTIMHPOBOYHOE HIIH XHUMUYEeCKOe HAHMEHOBAHHE,
TOProBoe HaMMEHOBaHHE) Ha JIATMHCKOM f3bIKe MM Ha PYCCKOM #3bIKe, ¢dopma
BBINYCKA, AO3HPOBKA, KOJMYECTBO (YKa3bIBAeTCHA NMPOMUCHI0 HA pElenTypHOM OliaHKe
¢dopmer Ne 107/y-HIT);

2) cnocob npuMeHeHHS JIEKapCTBEHHOTO NIPENapara Ha rocyJapCTBEHHOM S3BIKe
Poccuiickoit ®epepaniuy MIH Ha rocyJapcTBeHHOM sa3bIke Poccuiickoii ®@epnepariuu
W T[OCYyJapCTBEHHOM fA3BIKe pecnmyOmMK M MHBIX S3BIKax HapoaoB Poccuiickoi
denepauun’.

13.Tlpu odopmieHNH penenTypHBIX ONaHKOB 3alpeliaeTcs OTpaHUuIHBATHCS
OOIIHMH yKa3aHWAMH, HanpuMep, «BHyTpeHHee», «I3BecTHO».

14. Penent, odopmneHHBI Ha peuentypHoM Onanke dopm Ne 148-1/y-88,
N 107-1/y u Ne 148-1/y-04(n), moanuchiBaeTcs MEIWLHUHCKAM pabOTHUKOM
¥l 3aBepseTCs ero Ne4aThio.

Pement, odopmieHHBIN Ha penentypHoM Onanke ¢opmbr Ne 148-1/y-88
H dopmer Ne 148-1/y-04(s1), DOTMONHUTENBHO 3aBEPACTCS IIEYaTBIO MEIUIHHCKOMN
opraHu3auyy «Jlis peLentop».

Hns penenta, odopMieHHOro Ha penentypHoMm OsaHke ¢opmer Ne 107-1/y,
Hajimuue nevyat « s penenTosy He sBIAeTCA 0053aTeIbHEIM.

15.Ha omuoMm penentypHoM Onanke ¢opmer No 148-1/y-88 m  dopmul
Ne 148-1/y-04(n) paspemiaercs OCYIIECTBIATH HAa3HAYCHHE TOJIBKO OIHOTO
HaMMEHOBAHNA JIEKapCTBEHHOTO Mpemnapara.

Ha omHom penentypHom Omanke dopmer Ne 107-1/y  paspemaerca
OCYILIECTBJIITh HA3HAueHHWE TOJBKO OAHOTO HAWMMEHOBAHHA JICKAPCTBEHHOTO
npenapara, oTHocsmerocs no ATX k aHTHICHXOTHYeCKHM cpefcTBaM (kod NOSA),
aukcHonuTukaM (koa NOSB), cHOTBOpHEIM U cemaTHBHBIM cpefcTBaMm (konx NO5C),
aHTHIenpeccanTaM (kox NO6A) m He momiekalero NpeaMEeTHO-KONHYECTBEHHOMY
ydeTy, W A0 TpeX HauMEHOBAHUM JIGKapCTBeHHBIX NPENapaTtoB — A HHBIX
JIeKapCTBEHHEBIX TIPENapaToB, He OTHECEHHBIX K Beleyka3aHHEM ATX.

16. UcnparneHus B peLieliTe HE JOMYCKAIOTCS.

17. Ipu opopmieHnu penentypHbIx OnaHkos dopM Ne 148-1/y-88, Ne 107-1/y
1 Ne 148-1/y-04(n1) Ha nexapcTBEHHBIE IIpeNapaThl, HA3HAYEHHBIE NO PEIICHHIO
BpaueOHOIl KOMHCCHH, Ha 00OpOoTe pelienTypHoro 6iaHKa CTaBHTCS CeUHAIbHAas

3 Mpuxas Ne 834n.

4 Yacreb 1 craThn 15 3akoHa Poccriickoit @enepamuu o1 25 okta0pa 1991 r, Ne 1807-1 «O ssmixax maponos Poccnlickoi
Menepamun» (Hanee -~ 3akoH Ne 1807-1). (Bemomoctd chesga HapoiHbIX AemytatoB PCPCP u Bepxosmoro Coeeta
PCOCP, 1991, Ne 50, cT. 1740; Cobpanue 3akoHomaTenscTBa Poccuiickol egepanum, 1998, Ne 31, c1. 3804).




oTMeTKa (IITami).

18. Ha peuentypuoM Onanke ¢popmel Ne 148-1/y-04(a1) BHN3Y HMeeTCA JHHHAA
OTPBIBA, pa3feNdlolas pelenTypHbIii OJIaHK B KOpeLIoK.

Kopenrox ot pemenra, oQopMIEHHOTO Ha YKa3aHHOM peLENTYpHOM OlaHKe,
BELIACTCS MAanpeHTy (ero 3aKOHHOMY NPENCTABHTENIO) B aNTe4HON OpraHu3aliuu,
Ha KOpEIIKe JeNaeTcs OTMETKA O HAMMEHOBAaHHWH JICKApCTBEHHOrO MpeIapara,
AO3HPOBKE, KOMHYECTBE, CIIocobe IprMeHeHH .

I1. Odopmnenne penenta B hopMe IMEKTPOHHOIO JOKYMEHTA

19.Peuent B  dopMe  SMEKTPOHHOrO  OOKYMEHTa,  IMOAMHUCAHHOIQ
YCHJICHHOH  KBAIMUINPOBAHHON  3JEKTPOHHOH  MOAMHMCHIO,  ¢opMupyeTcs
MEIHLHHCKUM Pa0OTHHUKOM, CBEIEHHUS O KOTOPOM BHECEHHI B (efiepaiibHbIN PerucTp
MEeIULHMHCKMX paGOTHUKOB®, a TAKXKE NPH YCIOBHH DPETHCTPALMH MEANUUHHCKOM
OpraHu3allid, B KOTOpoil odopmusercs penent, B ¢QenepansHOM peecTpe
MEAMUMHCKHX OpraHu3alui® eauMHOM rocygapcTBeHHON HHPOPMALHOHHOR CHCTEMBI
B cdepe 3apaBoOXpaHeHHA H NOAKMIOYEHHA TaKoif MeAUUMHCKOH opraHu3zalumu
K TOCYAAapCTBeHHOH HHGOPMAIHOHHOM CHCTEMe B cepe 34paBoOXpaHeHus cyObeKrTa
Poccuiickoii ®enepanun’.

20.1lpn  odopmnennn pelienTa B (QOpME SNEKTPOHHOIO JOKYMEHTA
Ha JIEKapCTBEHHBIE MPENapaTtsl, YKa3aHHble B MyHKTaxX 9 u 11 Ilopanxa HazHaveHHs
NeKapCTBEHHBIX IPENapaToB, YTBEPKACHHOTO HACTOSIMM IIPUKA30M, U OTIIYCKaeMEIE
3a MOJIHYIO CTOMMOCTD, 3aIIOJHAIOTCS CAeAYIOLIHe PEKBH3UTEL:

1) xox cyobekta Poccmiickoit ®epepaumn mo OKATO, onpenensrompmii
rOCYIAPCTBEHHYI0 HHGPOPMALIMOHHYIO CUCTeMY B cdepe 31paBOOXpaHEHHA CyOBEKTa
Poccuiickoii Penepannu, B xoTopoii copMHpoBaH pelenT B GopMe 3NEKTPOHHOTO
OOKYMEHTa;

2) HaHMeHOBaHKe MeJULUHCKON OpraHW3alny, aapec, TelnedoH WK (haMuIusd,
HHUIMAJIB HMEeHM H oTdecTBa (IOCIENHee — TNpH HAIWYKMH) HHAMBHIYaNBHOTO
OpeanpUHAMATeNd, HMEIOMEero JHUIEH3WI0 Ha MEIUUMHCKYI0 [OeATeIBHOCTD,
€ro aJpec;

3) OI'PH 1opuanveckoro nuna (MeguIHCKOH opraHusanuu) wnu OI'PHUIIT
UHIUBUAYATBEHOTO IPpeANPUHAMATENS;

4) nata odopMieHHs pernenta (yKa3bIBaeTcs YHCIO, Mecsl, I'of);

5) maTa oOKoHYaHWA JAeHCTBHA penenta ((opMHpPYeTCI TroCyJapCTBEHHOIA
uHpopManuoHHOH cHcTeMoii B cdepe 3mpaBooxpaHeHHa cyObpexTa Poccuiickoi
Mdenmepanu B COOTBETCTBHH CO CpoKaMM AeiicTBud penentoB: 15 guel, 30 nuei,
60 nueii, 90 mHeit, o 1 roga);

6) yHukanbHEIE =~ HOMep  perenta  ((popMHpYyeTCd  rocyJapCTBEHHOI
uHpopManHoHHO#M cucTeMoli B cepe 3apaBooxpaHeHHs cybbekta Poccmiickoii
denepanun ¥ obecneunBacT ONHO3HAYHYIO HIACHTH(HKAIHMIO pelenta B ¢opMe

*Yacts 4 craten 91.1 defepansHoro sakoHa Ne 323-03 (Colpanne 3akoHofaTenbeTa Poccuiickoli Peaepaumn, 2011,
Ne 48, ct. 6724; 2020, Ne 29, c1. 4516).

¢ Yacth 4 craten 91.1 Genepamsroro 3akona Ne 323-03 (Cobpanne sakoHomaTenscTea Poccniickoli Peaepauun, 2011,
Ne 48, cT. 6724; 2020, Ne 29, c1. 4516).

7 Cratb 91 u 91.1 @enepanssoro 3akoHa Ne 323-03 (Cobpanue 3akoHomatensctea Pocchiickoli ®enepammy, 2011,
Ne 48, c1. 6724).



3MeKTpoHHOTO AoKkyMmeHTa B codetanm ¢ OKATO, OI'PH uwiu OT'PHUII);

7) oTMETKH «cito» (CpOYHO) WM «statim» (HeMeINeHHO) MpH HEOOXOAUMOCTH
CPOYHOTO WIH HeMeAJIEHHOIO OTIYCKa JIeKapCTBEHHOIO IipeliapaTa NalHeHTy;

8) anpec maimenTa (yKa3pIBaeTcs IOYTOBBIM aJpec MecTa JKHUTENBCTBa (MecTa
npeObBaHAd WIH MecTa (aKTHIeCKOro NPOXWBaHHA) C YKa3zaHHeM HHIEKca,
HaMMEHOBaHHUA Kpas, o0NacTH, pecHyOINKH, aBTOHOMHOTO OKpPYTra H HHOTO cy0BeKTa
Poccuiickoit Pepepanun, HAMMEHOBAHHS HACEICHHOTO IMyHKTa, HAUMEHOBAaHHUS YIIULEE
(npocriekra, nepeynka, npoe3aa), HoMepa 1oMa (C yKa3aHHEM KOPITyca, IPH HaJIH4YHH),
HOMepa KBapTHUPEI);

0) HOMep 3NEeKTPOHHOH MENUIMHCKOH KapThl MAIMECHTA B roCyJapCTBCHHOM
nHGOpMaIlHOHHON cucTeMe B cdepe 3apaBooxpaHeHHs cyObekra Poccmiickon
®enepanuy;

10) paMmnms, HMs, OT4ECTBO (MIOCIeAHES — P HATHYHH ) TAUEHTA [TOJTHOCTHIO,;

11) maTa poxxmeHHS NalHeHTa (YKa3blBaeTCd HYHCIIO, MECAL, TOZ), ANA IeTeH
1o | roza HONONMHUTENBHO YKA3bIBAETCH KOMMYECTBO MIOJHBIX MECSIIEB;

12) pamunud, HHUIMAIE UMEHH W OTdecTBa (IocieHee — MpH HAIWYHH)
MeAUIHUHCKOTO paboTHUKA MOMHOCTHIO;

13) nanMeHOBaHKe JIeKapCTBEHHOI O npenapara (MexxayHapogHoe
HEIATEeHTOBAHHOE HalMEeHOBaHUE, TPYNIHPOBOYHOE MIIM XUMHYECKOe HAaHMEHOBaHHE,
TOProBoe HAaHMEHOBaHME), HO3HUPOBKA, ¢HopMa BBINMYCKa, KOIHYECTBO (BCce MO3HLMA
YKa3bIBAIOTCSL HA PYCCKOM f3BIKE);

14) cioco® TpUMeHeHHs IIeKapCTBEHHOTO IMpenapaTa Ha TrocyJapCTBEHHOM
a3bike Poccmiickoli Denmepammu MM Ha TOCYAapCTBEHHOM s3bIKe Poccuiickoi
denepauni M TOCYJapCTBEHHOM s3BIKE pecHyOMMK H HHBIX S3BIKaX HapoJoB
Poccuiickoit @emepauun®.

15) noxymeHT, TOATBEPXKAAMOIMI Ha3HaYeHHE JICKapCTBEHHOro Ipelapara
IO PelleHUIO BpaYeOHOH KOMUCCHH MEIMIIMHCKON OpraHy3alny,

16) oTMeTKa © Ha3HAUEHHH JIEKAPCTBEHHOIO IIperapara M0 peHIeHHIO
BpaueOHOW KOMHCCHYI MEAHIMHCKOM OpraHM3ald¥ B Cly4adX, YKa3aHHBIX
B a03ame BrTopoM myHKTa 6 Ilopsnka HasHaueHHA JEKAPCTBEHHEIX IIPENaparos,
YTBEPKAEHHOTO HACTOSAMIMM HPHUKA30M;

17) otMeTKa © ClielanbHOM HA3HAYECHHM JIEKapCTBEHHOTO IIpenapara
(zammoNHAeTCA B CHydasx, yKa3saHHeIX B IyHKTax 15 m 24 Ilopagka HasHaueHuA
JIEKAPCTBEHHBIX IPeMNapaToB, YTBEPXKICHHOTO HACTOSAIIMM IIPHKa30M);

18) oTMeTKa 0 cenHanBHOM Ha3HAYE€HUH JIEKapCTBEHHOTO MpenapaTa NalHeHTy
¢ 3a0omeBaHueM, TpeOYIOIMM JJIMTEIBHOIO KYpPCOBOTO JleYeHHs (3alloiIHAeTcs
B ClTy4ae, yKka3aHHOM B IyHKTe 23 Ilopsaaka HazHavYeHH: JTeKaPCTBEHHBIX NPENapaTos.,
YTBEPXKACHHOIO HACTOAIIMM NPHKA30M) ¢ NPOCTABICHHEM NMEPHOTHYHOCTH OTHYCKa
JeKapCTBEHHOTO IIpenapara;

19)npu  odopmienuu peuenta B ¢GopMe 3NEKTPOHHOIO  JOKYMEHTa
Ha JIEKApCTBEHHBIE MPemapaTsl, yKa3aHHble B HOAMYyHKTaX 2—5 myHKTa 9 ¥ myHkTe 11
IMopsinka Ha3HAYEHWS JIEKAPCTBEHHBIX IPeNaparoB, YTBEP:KICHHOTO HACTOAIINM
IPHKA30M, TpaXkJaHaM, HMEIONMM NpaBo Ha OecIulaTHOE MONMyUEHHE TeKAPCTBEHHBIX

® YacTn 1 craTen 15 3axona Ne 1807-1 (BenoMocTd chesaa Hapoaubix Aemytatos PCOCP 1 Bepxosroro Coseta PCOCP,
1991, Ne 50, c1. 1740; Co6panne 3akoHodaTeNsCTBA Poccutickot Genepauny, 1998, Ne 31, ct. 3804).




6

MpenapaToB WM NOMyYeHHE JIEKAPCTBEHHEBIX IPENapaToB €O CKHIKOMH, 3allONHIIOTCS
PEeKBH3UTHI, MPEeNYCMOTPEHHEIE MOAMYHKTaMH 1—18 HacToslIero IMyHKTa, a TakKe
CIEeYIOIHE PEKBUIHTBIL:

a) KaTeropud TpPaKAaH, HMEWIIMX MpaB0 Ha MONYYSHHE JEKAPCTBEHHBIX
NpenapaToB B COOTBETCTBHM co cratheil 6.1 PenepampHoro 3akoHa ot 17 Hions
1999 r. Ne 178-®3 «O rocyaapcTBeHHOMN COLHANBHOM MOMOLIN»’;

©) xox Hososorndeckoit popmel mo MKb;

B) HCTOYHHK (uHancupoBanud (1 — ¢enepanbHbiii Oromxker, 2 — OGromxer
cyOpekra Poccuiickoit ®enepannn, 3 — MyHHUNIAIBHBIH OI0KET);

r) pasmep omnarthl (1 — 6ecruratao, 2 — 50%, 3 — uHolt %);

1) CTpaxoBofi HOMep WHAMBHAOYAIbHOIO JIHIEBOrO CuYeTd TFpaXAaHHHA
B [lencuonnom doune Poccniickoii ®enepannu (npr samunanu) (CHWIC);

€) HoMep Toirca 0053aTeIBHOTO MEIHIMHCKOTO CTPaXOBaHHsL.

21.Tlpn mpocraBleHMM OTMETKH, YKa3aHHON B MNoAnyHkTe 16 mynkra 20
nHactrosmero ITopsiaka, peuent B ¢gopme 3IEKTPOHHOTO MOKYMEHTa TOANHMCEIBACTCA
yeHIeHHOH — KBamuUUMUpPOBaHHON  SJCKTpPOHHOM  MOAMHMCBIO  mpeacegaTens
AU ceKpeTapd BpaueOHOU KOMHUCCHH MeAUITMHCKON OpPraHH3alHH, IpH MPOCTABICHHH
OTMETOK, yKa3aHHBIX B nommyHKTax 17 u 18 mynkra 20 macrosmero Ilopsaaxa, —
YCUJIEHHBIMA KBamTAGHIHPOBAHHBIMU 3IEKTPOHHBIMH HOAMHCAMHU COOTBETCTBYIOIIUX
MeAULHHCKUAX PabOTHHUKOB.

22.Tlo TpeGoBaHmi0 TALMEHTA MIH €ro 3aKOHHOIO TIPEACTABUTENA
oopMIgeTcs FK3EMIUTAP pelienta B GopMe 3IEKTPOHHOIO JOKYMEHTa Ha OyMaXXHOM
HOCHTEJIE ¢ OTMETKOM «JIyOIuKaT 3eKTPOHHOTO JOKYMEHTA.

II1. Yuer penentypHBIX GIAHKOB (33 HCKINOYEHHEM peleNTypHbBIX 6/1aHKOB
o popMe Ne 107/y-HIT «CrienuansHelii pelienTy pHBIH O71aHIO)

23. VYyer peuentypHeix OnankoB dopm Ne 107-1/y, Ne 148-1/y-88
a Ne 148-1/y-04(), wusroraBnmBaeMbIXx THHIOrpadpckuM crnocoboM (gamee -
pelenTypHble ONaHKH, MOANEKAIIHE YJYeTy), OCYIIECTBIACTCS B JKypHAlax ydera,
OPOHYMEPOBAHHBLIX, NPOIIHYPOBAHHEIX U CKPEIUICHHBIX IOJMHCHI0 PYKOBOAUTENS
H MeYaThi0 MeAMIUHCKON OpraHM3allid WIM NOANKCHIO HMHIMBHIYAIBHOTO
NpeANMPUHAMATENA, MMEIOMIETO TUNESH3NIO Ha MEAHIIMHCKYIO AATENBHOCTb.

24. XKypuan ydera pelentypHbIx OmaHkoB ¢opmel Ne 107-1/y comeput
cneayromue rpadsi:

1) HOMep 1O NopPAAKY;

2) B pazgene «IIpuxon»:

a) JaTa perucTpaluy JOKyMEeHTa, OATBEPKAAIOIIETO NOCTYIICHHE;

6) HOMep U AaTa JOKyMEHTa, TIOJTBEPKAAIOMEro MOCTYIUIeHNE, HANMEHOBAHHE
IIOCTaBILHKA;

B) 0o0I1ee KOJIMYECTBO MOCTYNABIINX PeLeNTYPHHIX 6IaHKOB;

r) paMuusg, MHMIMAIBI WMEHH M OTYeCTBa (TOCie]Hee — NPH HAIWYHH)
U IOANKCH OTBETCTBEHHOr0 MENMIMHCKOrO paboTHHKA, HONYUMBIIETO PENENTYPHBIC

® Cobpannue 3akoHonarenscTea Poccuiickoli ®enepaumn, 1999, Ne 29, c1. 3699; 2020, Ne 52, ct. 8577




0NaHKH OT MMOCTABIIHKA,

3) B paznmene «Pacxony»:

a) AaTta BBIJa4Yd pelenTypHbIX OJAaHKOB;

6) KOMHYeCTBO BEIAAHHBIX PeLIENTYPHBIX OJIAHKOB;

B) paMHIKA, HHHLUHATBI HMEHH W OT4YecTBa (MOCHeHee — NPH HAIWYHH)
OTBETCTBEHHOTO MEAULMHCKOrO pabOTHHUKA, IONyYHBIIETO pelleNTypHEIE OJIaHKH;

) MOAMHCE  OTBETCTBEHHOTO MEJAMLHHCKOTO paboTHHKA, [TONYYHBIIETO
pelLlenTypHbie OIaHKH;

4) hbaMunusi, WHUNHAIH HMEHH H OTYecTBa (MOCHenHee — NpH HAIMYHH)
H TIOANHCH OTBETCTBEHHOTO MEIWIHHCKOTO pa0OTHHKA, BBHIJABINEr0 pPELENTYpPHBIE
OJ1aHKY;

5) OCTaTOK peleNTypHBIX ONaHKOB.

25. Kypnan yuera peuentypHsix OmamkoB ¢opm Ne  148-1/y-88
u Ne 148-1/y-04(1n) conepxuT cnenyomnie rpagsr:

1) HOMEp 1O NOPAAKY;

2) B paznene «Ipuxom»:

a) AaTa perucTpalld JOKyMEHTa, T0JTBEPXKAAIOIIEro MOCTYILICHHE;

6) HOMep U Aara JOKYMeHTa, IOATBePKIAIONIEro MOCTYILeHHe, HaMMEHOBAHNUE
MOCTABLINKA;

B) 00I1Iee KOJHYECTBO MOCTYIHBIIAX PELEITYPHBIX OaHKOB;

I) cepuu i HOMEpa peleNnTypHBIX OlaHKOB;

I) KOJIMYECTBO peleNTypHBIX OTaHKOB [0 CEpPHIM;

e) daMmius, UHHLMATEI HMEHH M oTdecTBa (MociemHee — MPH HATUYHH)
H NOAMUCH OTBETCTBEHHOTO MEAUIIMHCKOTO PabOTHUKA, MONYYHBLICTO PELENTypHEIE
GMaHKH OT MOCTABIIHKA;

3) B pa3nene «Pacxom»:

a) JaTa BRIIaYM PELENTypPHBIX OJIaHKOB;

6) cepuu U HOMepa BBLIAHHBIX pelleNTYPHHIX OJIaHKOB;

B) KOJIMMECTBO BBAAHHBIX PelleNTYpPHBIX OIaHKOB;

r) baMuIMs, MHHIHMAIE UMEHH M OT49ecTBa ([IOCleAHee — IMpH HAIHYHN)
OTBETCTBEHHOIO MEIMIIMHCKOTO pabOTHHKA, MONYYHBIIETO peLieTypHble OIIaHKH;

1) IOANIACh  OTBETCTBEHHOTO MEIWOWHCKOro pabOTHMKA, MOMYYHBILETO
pelLienTypHBIC OIaHKH,

4) ¢daMuaHs, WHUUWANBl MMEHH H OTUecTBAa (MOcCAeAHee — IpH HalHYHH)
U TIOANKCH OTBETCTBEHHOTO MENWIMHCKOrO pabOTHHKA, BHIAABINCFO pPELENTYPHBIC
ONMaHKH;

5) ocTaTok peLlenTypHBIX GTaHKOB.

26. Yuer penentoB, OQOpPMIEHHEIX B ¢opMe 3EeKTPOHHOIO IOKYMEHTa,
OCYIIECTBIACTCA B TOCyAapcTBeHHONW HHQpopManuoHHOH cucteMe B cdepe
3ApaBooxpaHeHus cyobekra Poccniickofi @efepany OCPEICTBOM BEICHUA €AUHOTO
peecTpa pelenToB, OPOPMIEHHBIX B (popMe 3JIeKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue peenTypHbIX 6l1aHKOB (32 HCKIIOUSHUEM PElENTYPHBIX (/1aHKOB
no ¢opme Ne 107/y-HIT «CreuuansHelit penenTypHbIH G1aHIo)

27. MenuuuHCKHe OpraHU3aldi MOIYYaloT HEOOXOIHMMBIC peLeNTypHbIe
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OnaHkH, odopMIleHHBIe THIOTPadCKUM CIOCOO0M, Yepe3 TEPPUTOPHUANBHBIE OPraHbI
VIOpaBISHUA 3IpaBOOXpaHEHUEM WM OPraHH3allMM, YNOJHOMOYEHHBIE HA 3TO
OpraHaM¥ HCTIONHHUTeNbHOH BlacTH cyOopekToB Poccuiickoil Peneparun.

28. PenentypHple OJIaHKH, MOMJICKAIIHE Y4YeTY, XPaHATCA OTBETCTBEHHBIM
JIAIIOM, HA3HAYEHHHIM PYKOBOZHTENeM MEeAMIMHCKOH OpraHHM3aliH, B 3alMpacMOM
MeTalTnueckoM mkady (ceiide) nnm METAITHYECKOM AIIHKE.

29, MuauBuayansHbINH IIpeANpHHIMATED, AMEIomuit JINLEH3HUIO
Ha METHUUHCKYIO JeATeNBHOCTb, XPaHHUT pelenTypHele OnaHKH, MOAJeXKailie
y4ery, B 3aMHPaeMOM MeTaTHIecKoM Mikady (celide) HIH MEeTamTHIeCKoM SLIUKE.

30. TlpoBepka COCTOSHHA XpaHEHHs, yieTa, (pakTHUecKoro HaIMYHsA M pacxofia
peLenTypHEIX ONaHKOB, MOMIeKAMMX y4YeTy, OJHH Pa3 B KBapTall OCYMECTBIACTCA
KOMHCCHEH, CO3MaHHOM B MEAULHHCKOH OpraHu3alliH.

31. Peuenryphubie OnanHkd, odopmiuseMble Ha OyMakHOM HOCHTENE
U TOIJeKAINNe Y4eTy, BBIJAIOTCA MEIWIWHCKAM pabOTHHKaM, HMEIOIUM IpaBo
oOpMITEHHSA PELISTITOR, 10 PACHOPSHKEHUIO IJ1aBHOIO Bpaya HIIH €T0 3aMECTHTENS.

[TonyueHHBle peHenTypHEIE ONaHKH Ha OYMaKHBIX HOCHTENAX XPaHATCA
MEIULHHCKUMH PabOTHHKAaMU B IIOMEIIeHHSIX, 00eCIEYHBAIOIMMX HX COXPAHHOCTS.

32. IlporpaMMHO-TEXHIYECKHE CPEACTBA FOCYAAPCTBEHHBIX MHPOPMALHOHHEIX
cucTeM B cdepe 3IpaBOOXpaHEHHS, MEJHIMHCKUX HHMOPMALMOHHBIX CHCTEM
MEeIMLHHCKAX OpraHusanuii o0eCNmeuuBalOT XpaHEHHE D3JEKTPOHHBIX PpPELENTOB,
0()OPMIIEHHBIX B pOpME FTEKTPOHHBIX JOKYMEHTOB B TCHCHHE CPOKOB, YCTAHOBIEHHBIX
IS XpaHeHWs PELenToB, OGOPMIIEHHEIX Ha COOTBETCTBYIOIINX QopMax pellenTypHBIX
6nankoB Ha GymaxHOM HocHTene'”,

1° Moxmyukr 5.2.169 Monoxenna o Munrctepctse (CobpaHne 3axononaTenscTea Poccutickoli ®enepauny, 2012, Ne 26,
CT. 3526; 2021, Ne 43, ¢1. 7258).




[Ipunoxxenue Ne 4
K IpHKa3y MUHHCTEpCTBA 3ApaBOOXPAHEHHUS
Poccuiickgit @enepauu

M?.NQM%//

PopmMa cHennaabLHOro pellenTypHoro 6aanka Ne 107/y-HIT

MHHHCTEPCTBO 3ApPaBOOXpaHEeHHA Koa ¢opmer mo OKY ]|
Poccniickoit ®epepanun MeaunuHCKad ZOKyMeHTaus
®opma Ne 107/y-HII,
YTBEpXACHHAA IPHKA30M
MuHHCTepCTBA 3PaBOOXPAaHEHHS
HITAMIT MEAUIHHCKOH OpraHu3alun Poccwuiickoii Denepanun

ot 1 lot) N 109 i

PELIEIIT

| | L. L 1. 11 1
cepia | || [ 1% | [1TTI ) |

n " 20_ r.
(oaTa BEITHCKH peLiCNITa)

(B3pocnEIil, ZETCKHIT - HY)KHOE NOAYEPKHY Th)

MaMUTAS, MM, OTIECTBO (MTOCASTHEE — IPH HATHYHH)
nmalHeHTa

Bospact
CepHd M HOMEp nonmca 0653aTeNbHOT0 MEAHIMHCKOTO CTPaXOBaHHA
Homep MeIHIIHHCKOH KapThl
dammms, HM4, 0TYeCTBO (TOCcneaHee — NPH HATHYUN )
neyamero Bpada ((enpamepa, akymepkH)

[Moanucs u Mu4Hag neyarhb Bpaya
(moAnuck ¢empamepa, aKylIepKH)

M.IL

daMuIHA, HM3, OTYECTBO (MOCHEAHEe — [IPH HANUYHH) H HOAMTHCH YIIOTHOMOYEHHOTO JTHIIA
MeIHIMHCKOR OpraHu3alii

M.IL

OTMETKa anTeqdHoi opraru3anug 00 OTIYCKe

GaMILTHA, HMS, OTYECTBO (MoceaHee — IPH HAIHYAH) H NOANUCh pabGoTHAKA anTeuHOH
OpraHH3aIHA

M.IL
Cpox peiictBua penenta 15 queii




ITpunoxxenne Ne 5
K nprKa3y MHHHCTEpCTBA 3ApaBOOXPaHESHHS
cchiickol ADenepatnu

1047y

OT

Ilopsaaok
H3TrOTOB/ICHHS, pacnpeaeleHHN, perHCTPALHH, Y4eTAa H XPAHEHHS pelentoB,
COAEePKAMMAX HAZHATCHHE HAPKOTHYECKHX CPEACTB HJIH HCHXOTPOMHBIX BEIeCTB

1. ITopsnok M3roTOBIEHHS, pacHpeaeaeHHA CIeHHATBHBIX PELENTYPHBIX OlaHKOB
mo (opme Ne 107/y-HIT

1. OpraHusaumi0 HM3rOTOBIEHHS W paclpeleNeHHs pELENnTypHbIX OJaHKOB
no popme Ne 107/y-HIT «CreinanbHEIH penenTypReii 61aHK» (1anee — cnenuaIbHbIA
pelenTypHbiii 61aHK) ocyllecTBiser MHUHHCTEPCTBO 3/paBooxpaHeHus Poccuiickon
Ddenpeparmu (manee — MHHHCTEPCTBO).

2. CreuManbHBElE  penlenTypHble  ONAHKM  ABILIIOTCS  3al[UINEHHOM
nomurpaduuecKoil npoxykuueit ypoas «B», usrotaBmusaeMoi Ha Gymare po3oBoro
upera pasmepoM 10 cM x 15 cM, JODKHBEI HMETh CEPHIO M HOMED, & Takke
COOTBETCTBOBATh TPeOOBaHUAM, YKA3aHHBIM B IpHKaze MHHHCTepPCTBAa (DHHAHCOB
Poccuiickoit ®epmepauun ot 29 centadbpa 2020 r. Ne 2178 «O0 yTBepXAcHHH
Texuuyeckux TpeGOBaHM W YCNOBHI K3TOTOBIEHMS 3AILHUIIEHHON OT MOIIENOK
nonurpapuueckodi MNpoxyKUMHM» (3aperHcTpHpoBaH MHHUCTEPCTBOM  IOCTHIMH
Poccuiickoii ®epepaunu 16 Hoabpa 2020 r., peructpaoHHslit Ne 60930).

3. B uensx opraHU3anyy H3TOTOBJICHHMA H pPaclpeleNeHud CHelHaNbHBIX
PELENITYPHBIX GJIAaHKOB MEIUITHHCKHE OpraHM3alliy, UMEIOoIUe IPaBo OCYIIECTBIATE
BoIIaYY peLEeNTOB HAa HAPKOTHYECKHE CPEACTBA MM MCHXOTPOIHBIC BELIECTBA
cnucka II Tlepeuns m 3apeructpupoBaHHbie B Poccuiickoil ®enepanuy B KadecTBe
JIeKApCTBEHHBIX MIPENapaToB st MEAUIHHCKOTO TIPUMEHEHHS (Aajee COOTBETCTBEHHO
— MeIHIMHCKAs OpraHM3aldd, HApKOTHUECKHH (IICHXOTPOMHBIH) JeKapCTBEHHLIM
Ipernapar), COCTABIAIOT 3a5BKM Ha peHENTypHBIS OIaHKH.

4. B cpox no | okTa0ps Tekymero roja 3asBKM MeJHLIMHCKHX OpraHU3allHi
Ha CHEIHANLHEIC PeleNTypHbIe OIaHKH MPeACTABIAIOTCA:

1) MeAMUMHCKHMH OpraHU3alMAMH, HAXOAAIIMMHACSA B BeAeHMH (eAepanbHBIX
OpraHoOB WCIOJNHUTENBHONH BIACTH, — B COOTBETCTBYIOIIME (efepanbHEe OPraHbl
HCIIOJIHUTEILHOM BIIACTH;

2) MEIWIHMHCKMMH OpPraHM3aLWsAMH, HAXOIJIIAMHCS B BeJeHHH CyOBEeKTOB
Poccuiickoii ~ @efepauus, MeAHIWHCKMMH  OPraHU3alMAMH  MYyHHUHMANBHON
H 9acTHOM CHCTEM 3ApaBOOXPaHEHHS — B OPraHbl HCTIOJHUTENEHOH BIAcTH CyOBEKTOB
Poccuiickoit @enepaiinu B chepe oXpaHEI 340POBbA IpaxKiaH, HA TSPPUTOPHH KOTOPHIX
OHH PacONOKeHHI (Jaee — OpraHbl HCTIONHUTENBHOM BIacTH cyOBekToB POCCHACKOM
denepanun).

5. B 3asBke MEIHMIMHCKOM OpPraHU3aliy Ha CTII[UANbHbIE peLeNTypHbIE OIaHKH
YKa3bIBAIOTCA CIEAYIOIINE CBSICHU:

1) cBemeHHS 0 MEAUNMHCKOH OpTaHH3AaLUH, [IOAABIIEH 3a4BKY Ha CrieLialIbHbIC
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peuentypHsie OaHKH (TOTHOEe HANMEHOBAHKE, aAPEC MECTa HaXOXKACHHUA );

2) XONHYEeCTBO CIEUHAIBHEIX pPELUeNnTypHBIX OJIAaHKOB, M3pacXxOJOBaHHBIX
MeINLMHCKOH opraHu3alieil Ha | sHBaps NpeAliecTBYIONIEro roaa;

3) KONMYECTBO CHSHHANBHBIX pPELENTYPHBRIX ONaHKOB, HEOOXOIMMEIX
MeANIMHCKOH OpraHn3aliy Ha CIEAYIOIMUMN I'oA.

3assBKa MeNWLMHCKOH OpraHH3allMd Ha CIEeLUadbHblE pelenTypHble ONaHKA
NOAMUCHIBACTCS PYKOBOOUTENIEM MEJAMIIMHCKOH OpraHHM3aluy, KOTOpBbIl HeceT
NEPCOHABHYI0 OTBETCTBEHHOCTh 34 O0OCHOBAaHHOCTH U JOCTOBEPHOCTh YKAa3aHHBIX
CBEACHHH.

6. DenmepanbHBIE OpraHbl HCMONHUTENLHOH BIAcTH, B BEASGHHH KOTOPBIX
HaXOmATCA MENMUMHCKHE oOpraHu3amuu (ganee — denepalbHble  OpraHbl
HCTIONMHUTENBHOM BJIACTH), H OPTaHbl UCIIONHUTENBHOH BiIacTH cyOpekToB Poccuiickoi
Oenepallii Ha OCHOBAHHHM 3a4BOK MEOULMHCKUX OPTraHH3alMii Ha clelHalbHEIE
peLenTypHsle GnaHKH GOPMHPYIOT CBOTHBIE 3aiBKH Ha CIELHANBHBIE peleNnTypHbIe
O7aHKH B B cpoK A0 | fekaOpsa TeKyllero roxa NpeAcTaBIfgioT HX B MuHHCTEpCTBO.

7. B cBomHOIT 3asBKe Ha CIELHANBHBIE peLENTYpHble ONaHKH YKa3BIBAKOTCS
cneayroIiKe CBeICHUA:

1) ceemenns © denepanbHOM OpraHe HCIONHHUTENBHOH BNAacTH (oOprate
HCTIONIHUTENBHOH BnacTH cyOpekta Poccmiickoit ®epepanuu), NOpeacTaBUBILIEeM
CBOIHYIO 3ajdBKy Ha CHELHANBHBIC pelenTypHble OMaHKH (MONHOS HAHMEHOBaHHE,
aapec MecTa HaXOXKIeHHA );

2) KONMHYECTBO CHNEUMANBHBIX peLeNnTypHBIX OJaHKOB, paclpelelIeHHbIX
demepalbHEIM OPraHOM HCTIONHHTENBHOU BIACTH (OPraHOM HCTIONHHUTEILHON BIACTH
cyobpekta Poccmiickoii Penepanni) Ha |1 gHBapA NpeAMIECTBYIOIIErO rofa MeEKIy
MEAULHHCKUMU OpraHH3alUsIMU;

3) KONMMYEeCTBO CHEIMANBHBIX PpELEeNTYpPHEIX ONaHKoB, HeOOXOOUMBIX
denepaIbHOMY OpraHy HMCIIONHHUTENBHOU BIACTH (OpraHy HCIIOJIHUTENBHOH BIAaCTH
cyobekTa Poccuiickoit ®enepanuy) Ha CleOyIONMA rof A pacpeaciacHUs MKy
MEAUIMHCKUMH OpraHU3alHAMU;

4) cBeleHHS O IOABEAOMCTBEHHOW OpraHM3alHM, YIOJTHOMOYEHHOH
¢eiepalIbHEIM OpraHOM HCTIONHHTENBHOW BIAcTH (OPraHOM HCIOJHHTENBHON BIACTH
cyopekTa Poccuiickoit ®denepanun) OCYMECTBIATH IOJYYEHHE CIELMANBHBIX
pelienTYpHEIX ONaHKOB OoT MHHUCTEpCTBA, MX XpaHEHHMe W BBLIAYY METHIMHCKHM
opraHmzanusaM (TONHOE HAHMEHOBaHMe, aipec MecTa Haxoxaenws, MHH/KIIII,
OKTMO opranmzanmu, GpakTHICCKHIA aJpec MOCTaBKH).

8. Ha ocHOBaHHH MONTYy4e€HHBIX CBOJHBIX 3a4BOK Ha CHELHAlIbHbIE PELENITYPHBIC
6naHKd MUHHCTEPCTBO €XXETOAHO B CPOK A0 15 sHBaps cienyromero roga ¢opMupyet
H YTBEP)KIAET IUIaH paclipeelcHHs CIIEIHANbHBIX pelenTyPHbBIX GIaHKOB, B KOTOPOM
oTpaxaeTcd roxoBad noTpeOHOCTD Poccuiickoii ®enepauun
B CTIELMANBHBIX peLeNTYPHBIX OIaHKaX (fajiee — IIaH pacnpeneneHus MUHUCTEPCTBA).

9. B nnane pacnpeneneHus MHHUCTEPCTBA YKa3bIBAIOTCS CHESAYIOLUINE CBEEHHA:

1) nopsaaAKOBEIi HOMEpP 3alHCH;

2) HauMeHoOBaHMe ¢peepabHOTO OpraHa WCHIOJMHUTENbHOH BIAacTH (opraHa
HCTIONHUTENBHOM BmacTH cyObekta Poccmiickoii Pemepainu), npeacTaBHBLIETO
CBOJHYIC 3a4BKY Ha Crie[HajIbHbIe peLleNTYPHBIE OaHKH;

3) HeoGX0AMMOe KOJIHYECTBO CIICIHANBHEIX PeleNTYPHBIX GIIaHKOB.




10. HanpapieHne crienAaNBHEIX pPeLeNTYPHBIX OMaHKOB (efepalibHBIM OpraHam
HCIIOJTHUTEIbHOM BIacTH, OpraHaM HCIIOJHHUTENBHOH BiacTh cyObekToB Poccuiickoit
@depepauuy  ocymecTBseTcs MHHHCTEPCTBOM B KOJIHYECTBE, IMPENYCMOTPEHHOM
IUIaHOM pacnpeneneHus MuHHCTepCTBa.

11. MUHHUCTEPCTBOM AOTIONHUTENBHO K KOMHIECTBY CIIEUANIBHBIX PELISIITYPHBIX
O1aHKOB, TIPeIYCMOTPEHHOMY TUIAHOM pacipeneneHus MuauctepctBa, hopMUpyeTcs
pesepBHEINI  3allac  CHeUMalBHBIX  PELENTYpHBIX ONaHKOB B KOJNHYECTBE,
He npesbimaonmeM 150 000 cnenHaNBHBIX pelenTypHBIX OIaHKOB.

12. B cnyyae yBenuueHUs nNOTPeOHOCTH B CHIENHANBHBIX pPELENTYPHBIX
OnaHkax (efepanbHble OpraHBl HCIIONHHUTENBHOH BNACTH (OpraHbl HCIIOJHUTEILHOM
BIacTH CyObekToB Poccuiickoii ®egepanun) HanpapnsioT B MUHHCTEPCTBO CBOXHEIE
3a9BKH Ha MIOIONHHUTEIbHOE KOJHYECTBO CHELUATBHBIX peleNnTypHBIX OJIaHKOB
(¢ 060ocHOBaHHEM YBENHYEHHA MOTPeGHOCTH B CHEUHMANBHBIX PELENTYpPHEIX 6aHKax),
KOTOpBIe MPEAOCTABIIOTCS MHHHUCTEPCTBOM H3 pPe3epBHOTO 3amaca CIEHHAIBHBIX
PeLENTYPHBIX 6JIaHKOB.

13. denepansHble OpraHbl UCMOJIHUTENLHON BIAcTH (OpraHbl HCIIOMHHATENBLHON
BIaCTH cyOBekTOB Poccuiickoit ®emepanyu) pacnpefensior  MONYYSHHEIE
ClleNUaNbHEIE peeNnTypHEIe OJaHKuM MeXZy METUIMHCKHMH OpPTraHW3alMAMK Ha
OCHOBAaHHH IUIAHOB paclpeelieHus, chOpMHPOBAHHBIX B COOTBETCTBHH € 3asBKaMH
MEANIMHCKHX OPraHH3aliii Ha crelHalbHEBIe peleTypHBIC OIIaHKU.

II. ITopanok perucTpauui, y4eTa U XpaHECHHA
CreHaNbHBIX PelenTypHBIX OaHKoB no (opme Ne 107/y-HIT

14. MunucrepcTBo, uHBE (efepanbHBE OpPraHBl HCIOMHHTENBHOH BIACTH
¥ OpraHel HCTOJHUTENbHON BIacTH cybbekToB Poccuiickoili @efepalidy opraHu3yIoT
XpaHEHHE CrELHATBHBIX PELENTYPHBIX OIaHKOB B NMOJBEIOMCTBEHHBIX OpraHH3alMAX,
YIONMHOMOYEHHBIX OCYLIECTBIATH MOJyUYeHHe CIelMalbHEIX pelenTypHbIX GJIaHKOB
or MuHHCTepCTBa, MX XpaHEeHWe M BBLJAYy MeJULHHCKHM OpraHm3aluaM (Janee —
YIIOJTHOMOYEHHAs OpraHu3anus).

15. B ynmonHoMOYeHHOH oOpraHWsalil M MEIUNHMHCKOH OpraHm3alu,
TONTy4YHBIeH CrielHanbHple penenTypHble OlaHKU, OpraHHu3yeTCcs PErHCTpanysi, y4er
¥ XpaHeHHe CHeI[HaNbHEIX PelenTyPHBIX OTaHKOB.

Perucrpaiud, y1eT 1 XpaHeHHe pe3epBHOIO 3afaca CIelHaIbHBIX PeLEeNTyPHbIX
OnamkoB MHUHHCTepCTBAa  OCyIIECTBIseTCS  (emepaibHBIM — TOCYAapCTBEHHBIM
GIOKETHBIM  yUYpeX/IeHHeM, HaxondimuMmcs B BeldeHMH MuHucTepcTBa (Zanee
COOTBETCTBEHHO, — pe3epBHEIH 3amac, NOABeIOMCTBEHHOE YUPEXKICHHE).

16. PaGoTHMK, Ha3HAYEHHBIH TPUKA30M pPYKOBOAHTEI YIIOIHOMOYECHHOM
oprauuzauud (yIOJHOMOYSHHOH OpraHM3alliK, NOABETOMCTBCHHOTO YUPESKICHHA)
OTBETCTBEHHBIM 33 DPETHCTPALIUIO, XpaHEHHWE M Y4eT CHElHANBHBIX PpELENTYPHBIX
OnaHKOB (majee — OTBETCTBEHHBIH pabOTHUK), HAa OCHOBaHHH JOBEPEHHOCTH,
odpopMNeHHOW B TNOpsAAKE, YCTAHOBIEHHOM 3aKOHOJATEABCTBOM Poccuiickoi
demepanid (¢ NOAUHCEI  PYKOBOAMTENd  YHOJNHOMOYEHHOH  OpTaHU3aLH
(YIIOTTHOMOUEHHON OpraHu3ailiH, MOABEIOMCTBEHHOTO YUPEXAEHHd), IJIaBHOIO
Oyxranrepa, 3aBepeHHBIX KPYITiOil e4aThio), NONy4YaeT CIElUAIbHbIe pelieNTypHEIE
O/laHKH ¥ OCYINECTBIIeT BeleHHEe JXKypHala DPEerHcTpaudy H y4YeTa CHELHATBHBIX
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peLIeNTYpPHBIX ONaHKOB, K KoTopoMy mnpHoduiaer (GoTo- U (MJIH) BHISOMATEPHAIEL,
HOATBEpKAaroIIHe GakT opOPMISHUA pelenTyPHBIX OJIaHKOB Ha JOMY (IIpY HAINYHH).

17. XKypHan peracTpaliii H y4eTa CIeLHAIBHEIX PELENTYPHBIX O1aHKOB J0IKEH
OBITh MPOHYMEPOBaH, NpPOIIHYPOBaH, MMeTh Ha MOCIeAHEH CTpaHHIE 3arlllCh,
COIEPKALIYI0 KOJMMYECTBO CTPAHHUL, IIOMHOe HaWMEHOBaHWE YIIOJIHOMOYEHHOMN
oprauu3alyH (MEAULMHCKON OpraHH3alliH, TOABEAOMCTBEHHOTO YYPEKICHHA),
a TaKKe CKpellleH TOANNCHI0 PYKOBOAWTENS U [eYaThiO YNOITHOMOYEHHOI
OpraHH3aluH (MEOULMHCKON OpraHHU3aliH, OABEOMCTBEHHOIO YUPEKICHHUA).

JXypHan perucrpanuu u yueta CHEeNHAANBHEIX PELENTYPHBIX OIAHKOB PE3E€PBHOrO
3amaca  MuHHCcTEpCTBA CKpeIsieTc TaKxKe TOAMHUCHIO IUPEKTOPa
(B cryuae ero OTCYTCTBHS — 3aMecTUTend aupekropa) JlemaprameHrta perynupoBaHuA
oOpameHns JIEKaAPCTBEHHBIX CPEACTB M MeTUIMHCKHX m3fenuid MuHucTepcTBa H
nev4aTei0 MUHHCTEPCTRA.

18. B KypHajle pErHCTpalM{ W ydeTa CHEeUMaIbHBIX PELENTYpHBIX GNaHKOB
YKa3bIBAIOTCA ClEAYIOIHE CBSISHMI:

1) nopAaKOBEI HOMEp 3aIINCH;

2) NpuUxoA CeLHaNbHBIX PeLeNTypHbIX OJIaHKOB:

a) PEKBU3UTHI U 1aTa PETHCTPALUY NPHXOIHOIO JOKYMEHTA,

6) obllee KOMMYECTBO MOCTYMUBIIMX CIIEIHATBHEIX PELENTYPHEIX 61aHKOB;

B) CepHs H HOMEP CHELHANBHOTO peLieNTYpHOTO 61aHKa;

T') KONMYECTBO CIIEIHANBHBIX PEeeNTYPHBIX OJIaHKOB MO KaXJOH CepuH;

n) daMunus, WM, OTYeCTBO (MOCNeAHee — INpPH HANWYHH) H TOANHCH
OTBETCTBEHHOTO pa0OTHUKA;

3) pacxoj1 CTieLIHaNbHEIX peleNTypHBIX OTaHKOB:

a) ;Aara BbIIAYH CMeLHAbHEIX peleNTypHbIX OJaHKOB;

6) ceprH ¥ HOMepa BBIIAHHEIX CTIEIMANIBHEIX PEENTYPHEIX O1aHKOB;

B) KOJIMYECTBO BHIAHHBIX CMEWHANBbHBEIX PELENTYPHEIX GIaHKoB ¢ yKasaHHEM
B CKOOKaX KOIMYeCTBA CIEUHAIBHBIX PpEHeNTYpHBIX OJNaHKOB, BHINAHHBIX 1A
oopMIIeHHA Ha IOMY;

r) ¢amMunns, uMs, OTYECTBO (MOCHAEJHee — NpPH HAIHYHM) H MNOANKCH JHNA,
TOJIYYUBILETO ClIeMaibHble peleNTyPHbIC ONaHKH,

1) KOMMYECTBO CTIELHANBHEIX PELENTYPHBIX 61aHKOB, O(OPMJICHHEIX HA JIOMY;

e) damunms, UMA, OT4eCTBO (TOCAeAHee — MpPH HAIHYMHM) M IOAMHUCH JIULA,
0()OPMMBILIETO CTIEHATBHbIE peLeNTYPHbIC OIaHKH Ha IOMY;

4) daMuaHiA, HMMs, OTYECTBO (MOCNegHee — MpPH HAIHYMH) M [OAIMCE
OTBETCTBEHHOTO PabOTHHKA;

5) oCcTaTOK CrelHaNBHBIX PeleNTYPHBIX GIIaHKOB.

19. CneunanbHelli pelLenTypHbid ONaHK SBIAETCS AOKYMEHTOM CTPOro#
OTYETHOCTH. 3anac CreuHanbHEX PelenTypHEIX OIaHKOB B METHIIMHCKOM OpTaHU3a1iH
JOKEH  XPaHMThCA B CIOEUUANbHBIX  IOMeIleHHAX,  cedibax  win
B CHCLMANBHO M3TOTOBJIEHHBIX IMKadax, OOWUTHIX OMNWHKOBAHHBIM JKEJIE€30M,
C HA/IEKHBIM BHYTPEHHHM HJIM HABECHBIM 3aMKOM.

IoMewenus, ceiipl, Wkarl, B KOTOPBIX XPaHIATCA CNIELHATBHBIE PEICHTYPHBIC
GnaHKH, MOMKHEL OBITE 3aKPHITHI HA 3aMKH M MOCHe OKOHYaHWS paboTHl
OTEYaTaHbl €YaThl0 YIIOJHOMOYEHHONW OpraHp3allii (MeXMUUMHCKOH OpraHH3alHy)
WIH OTLIOMOUPOBaHHI.
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20. B MeAHIIHHCKKX OPraHA3AUHMIX 3aMac CeHHATbHBIX peLeNTypPHBIX ONaHKOB
He MOJKEH NPeBLIIATh FONOBOH NOTPeGHOCTH.

21. Paspemaercs BBIAaBaTHh MEAMIMHCKOMY pPabOTHHKY, HMEIOLIEMY IpaBo
Ha3HauaTh  HapKoTHYecKHe  (TICHXOTPONHBIE)  JIEKADCTBEHHBIE  IIPEMaparThl,
€IHHOBPEMEHHO He Dollee IBAaLATH ClIelIHANBHBIX PeLeNTyPHBIX 61aHKOB.

Mennuuackue pabOTHHKH, BBITHCHIBAIOLINE pPELIENTH HAa HApPKOTHYECKHE
(ICUXOTPOIMHBIE) JIEKAPCTBEHHbIC NpeNaparbl, HA OCHOBAHHH MPHKa3a PYKOBOAHTENA
MEAMIHHCKON OpraHu3anuy HecyT IJIMYHYIO OTBETCTBEHHOCTE 334 COXPaHHOCTh
HOJTyYeHHBIX CIELUANbHEIX pPeLeNnTypHeIX OnmaHkoB. CrnenyaibHble pENeNnTypHBIE
GIaHKM, TTOTyYeHHbIE MEAUIIHHCKUM pabOTHHKOM, XPaHATCS TOA 3aMKOM B ceiidax,
METANIHYECKHX ITKapaxX WA METAUINYECKHX ALINKAX.

22. B MemMuuHCKO# OpraHu3aliy CO3JaeTcs HOCTOSHHO IEHCTBYIOMIas
KOMHCCHS, KOTOpas He pexe | pasa KeapTanl (0 pEIIEHHI0 PYKOBOAMTEIA
MeJIMIMHCKON OpraHH3allMd BO3IMOXHO 4Yalle) OCYLIECTBIAET MPOBEPKY COCTOSHHA
pETHCTPALKHU ¥ y4eTa CelHANbHBIX PEHeNTYPHBIX 6/IaHKOB, B TOM YHCJIE IyTeM CBEPKU
3amicell KypHala PEerHCTPallHH H ydeTa CHelMalIbHBIX pPEeLenTYpHBIX ONaHKoB, ¢
(aKkTHIECKUM HaIUYMEM CHELMANBHEIX PELEeNTYyPHEIX ONaHKOB, a TaKKe HPOBEPKY
COCTOSHHSA XpaHeHUA CTIeUHANbHBIX PeleNTypHBIX OTaHKOB.

ITo pesynbraraM MpoBepKH B JKypHAle DPErHCTPALld M ydeTa CIeHHANbHBIX
PELENTYPHBIX GIIAHKOB JIeSTAeTCs 3aIlMCh O PE3YAbTATAX MPOBEASHUSA CBEPKU HAHHBIX,
3aKpenicHHas TIOATHCIMH BCEX HWISHOB KOMHMCCHH WM CO3JAeTCS CNENHANbHBIN aKT
MPOBEPKHU.

23. MepepanbHEIE OPraHbl MCTIOMHUTENBHON BIACTH U OPTaHBl HCIIOIHUTENBHON
BIacTH Cy6hekToB PoccHiickoi Defiepalliy oCyINECTBILAIOT KOHTPOJE 33 OpraHu3atuen
peTHCTpALMH, y4eTa M  XpPaHEeHHWs CIENHAIBHBIX  pELENTypHbIX  GlaHKOB
B YIIOJITHOMOYEHHEIX OPTaHU3alHAX U METHIHHCKHAX OPTaHM3AIHAX.

24, Brigaua coelMalbHBIX PpelENnTYPHBIX OJNIAHKOB M3 PE3epBHOrO 3amaca
MuHucTepcTBa (dellepaibHBIM  OpraHaM  HCTONHHUTENBHOH BJIaCTH H  OpraHam
WNCHONHHUTENbHOM BIacTH cyonekToB Poccuiickoi ®enepallid OCYINECTBIACTCS
OTBETCTBEHHBIM pPAa0OTHHKOM MOABEAOMCTBEHHOIO YUYpPEKACHHA HA OCHOBAHHH
pelenns 06 OTIyCKe CHelMalbHBIX PEleHTYPHBIX 61aHKOB, 0GOPMICHHOTO B BHAE
[IMCbMa, TMOANMMCAHHOTO AMpEeKTOpoM (B cllydae €ro OTCYTCTBHA — 3aMECTHTENEM
nupekTopa) JemapraMeHTa peryiHpoBaHHA OOpalleHHs JICKAPCTBEHHBIX CPEACTB U
MeIMHHUHCKHX H3denuii MuHucTepeTBa.

ITpoBepka AEATENBHOCTH TOABEAOMCTBEHHOIO YUPEXKIEHMS MO pPerucTpalui,
y4€Ty M XpaHEHHIO pe3epBHOrO 3amaca ocymecTBiderca JlemapraMeHTOM
peryiupoBaHus oOpalleHHUs JeKapCTBEHHBIX CPEACTB M MERHLMHCKUX H3CTHH
MuHnctepcTBa 2 pa3a B rof He mo3fiHee 20 4ucia Mecana, CJAeAyIOMero 3a NCTeKIIHM
TIOITYTOZTAEM.




Ipunoxenne Ne 6
K npuKasy MuHHCTEpCTBa 31paBOOXpaHEeHUA
ccuiickoli Peepaluu

Lo L] f Aty 1.27%

ITpaBuna
oopMIIeHHA PelenTOB, COAeP/KALIHX HAZHAYEHHE HAPKOTHYECKHX CPEACTR HIH
NCHXOTPONHBIX BEIECTE, B TOM YHcJ€e B (hopMe IEKTPOHHBIX AOKYMEHTOB

I. Odopmienne penenTa Ha OyMaXXHOM HOCHTEE

1. Ha penenrypusix Onankax ¢opmer Ne 107/y-HIT B nesom BepxHeM yriy
TPOCTABIAETCA I[NTaMI MeJWULUWHCKONR OpraHM3allid C YKa3aHHWEM €€ IIOJHOro
HaVMEHOBAHM, aapeca H TenedoHa ¢ JaTol BBHIMHCKH (#aToil odopMiieHus) peLenTa
Ha JICKapCTBEeHHBI Npernapar.

Peuentyphsie 6nanku dopmer Ne 107/y-HIT usrorasnusaiorcss HCKITIOUHTENBHO
TUIOTPadCKHM CIIOCOOOM.

2.Ha  penentypupix  OnaHkax, oQopMaAeMBIX  HHIMBHUAYAILHEIMH
OpeAnpUHUMATENIMY, HMEIONMMH JHUCH3HI0 Ha MEIUUMHCKYIO NEATENbHOCTD,
B BEPXHEM JISBOM YTJIy THHOTpadcKMM ¢nocoOGoM MM IyTeM ITPOCTABICHHS IITaMIa
nomkeH ORITB yKazaH afpec WHAUBHAYAIbHOTO MpeANpHHHUMATENA, HOMEP M JaTa
JHMIICH3WH, HAMMEHOBAHHUE OPTaHa I'OCYAapCTBEHHOMN BIIACTH, BHLAABILETO JIMIEH3HIO.

3. Peuentypusle Onankd ¢opmbel Ne 107/y-HIT 3amonHAtoTCd MEXMIHMHCKHM
PabOTHHKOM YEepHIIAMH I LIAPUKOBOH PYYKOM.

4. Monyckaercs o(opMIIeHHE BCEX PEKBH3UTOB (32 HCKIIOYEHHEM PEKBH3NTA
«IToanuce nevaniero Bpayda (MOAMKCH (eNpALIEpa, AKYLISPKH» ) PELIeNTYPHBIX ONIAHKOB
dopmel Ne 107/y-HIT ¢ ncronp3oBaHieM ne4aTaloMMX yCTPOUCTB.

5. B peuenrtypHoM Gnanke ¢opmsl Ne 107/y-HIT B ctpokax «PaMuins, UM,
oTdecTBO (MOCIeAHee — MpPH HAaNW4YAM) NanueHTay #u «Bo3pacT» yKaspIBalOTCA
HONHOCTRIO (aMuiIidg, UMA, OTUECTBO (TOciegHee — NpPH HANWYMM) MAalHeHTa, ero
BO3pacT (KOJIMYEeCTBO TOJIHBIX JET).

HomycTMo ykazaHHe JaThl POXKACHHS MallUeHTA.

6. B peuentypHom 6rranke ¢popmsl Ne 107/y-HIT:

1) B crpoke «CepHi H HOMep mojuca O0A3aTeNBHOTO MEAHIHHCKOTO
CTPAaXOBaHHA» YKa3plBaeTcs HoMep moiuca 00:A3aTelbHOr0  MEAMLMHCKOrOo
CTpaxoBaHUA NaUueHTa (IpH HAJTHINH);

2) B cTpoke «Homep MeaWIMHACKOH KapThD» YKa3bIBa€TCi HOMEP MEIUIMHCKON
KapThl MAlHEHTa, MOMYYaAMIETo METUIMHCKYIO TOMOLIE B aMOyNaTOPHEIX YC/IOBHSX,
WM HCTOPHH GOJe3HH MaI[MEHTa, BBIMACHIBAEMOTO U3 METHLIMHCKOH OpraHN3aliHH;

3) B cTpoke «Damunus, HMs, OTIECTBO (TIOCIEAHEE — MIPH HAJIMYHMK) NE€YAMIETO
Bpaua ((denpamepa, aKymiepKn)» yKa3pIBaeTCAd MONHOCTBIO GaMHIIMA, MM, OTYECTBO
(mocnendee — Mpu HAMMYHK) Bpada (¢erpanepa, akylllepKu), BHIIUCABILETO PELENT Ha
HApKOTHYEeCKHH (IICHXOTPOIIHEIH) iekapCTBEHHBIH IIpemnapar.

7. B rpade «Rp» peuentyproro 6naska $popmer Ne 107/y-HII, ykaseipaercs:




1)  HaWMeHOBaHHME  JIGKapCTBEHHOro  mpemapara  (MeXIyHapOmHOe
HEMaTeHTOBAHHOES HAHMEHOBAHNE, IPYNIIHPOBOYHOE MM XHMHIECKOe HAHMEHOBAHHE,
TOProBO¢ HAHMEHOBAHME) HA JIATHHCKOM S3BIKE WIM HA PYCCKOM s3bIKe, dopma
BBINIYCKa, JO3HUPOBKA, KOJHYECTBO (YKA3BIBACTCS IIPONUCHIO HA PeLENITYPHOM GliaHke
dopme1 Ne 107/y-HIT);

2) cnioco6 mpUMeHEHU eKapCTBEHHOTO MPENnapara Ha rOCYAapCTBCHHOM A3BIKE
Poccuiickoit ®enepaliud UM Ha rocymapcTBeHHOM s3bike Poccmiickoit ®enepanun
H TOCYIApCTBEHHOM s3bIKe peclnyO/NMK W HHBIX A3bIKax Hapomos Poccuiickoii
Penepanpu’.

8.IIpu odopmieHUH peleNnTypHHIX ONaHKOB 3aNpellaeTcs OTPaHHMYMBATECS
of1muMy ykazaHUSIMH, HanpuMep, «BHyTpeuHee», «3BecTHOY.

9. IIpu odopMmieHAN NMaUHeHTy peuenTypHoro Gnadka ¢gopmer Ne 107/y-HII
Ha HApKOTHYECKUH (IICHXOTPONHELN) JNeKapCTBEHHBIH Npenapar B paMKaX OKa3aHHs
MEIMIMHCKOH NOMOLIH MPH OTIpeAeSICHHOM 3a00/IeBaHUHN TaKOH peLenT 3aBepsaeTcs:

1) moamnMchlo U NHYHON IedaTei0 Bpaua MO0 MOANUCE (denpamepa
(akymepku);

2) medYaTeiO MEJUNMHCKOR opraHM3anyd, THOO CTPYKTYPHOTO MOApa3zfeeHus
MEIULMHCKOH opraHusamuu «JUI1 penenToB», KoTopas TMPOCTABIAETCA JIHLIOM,
YIOJHOMOYEHHBIM PYKOBOAHTENEM MEIUIIHHCKOW OpraHu3allid C YKa3aHhueM
¢dbaMuTHH, IMEHH, 0T9ecTBa (MoCNeRHee — MPH HATMYIHH) U IPOCTABICHUEM €r0 THYHOM
TOITUCH.

B caydasx HeoOxomMMOCTH oOQOpMIEHHS peHenta Ha HapKOTHYECKHT
(mcuxoTponHEBI) JNekapcTBeHHBIH IIpemapaT Ha JOMY B paMKaxX OKa3aHHA
NAUIMATUBHOH MEOVIIMHCKON HOMOMIY IONyCKaeTcd IpelBapHTENLHOE 33aBEpPEHHE
pelienTa WTaMIOM MEIUHUHCKONH OpraHH3aIluH, MTeYaThi0 MEIHLIHHCKON OpTraHH3aLHH
m160 CTPYKTYPHOTO MOApa3NeNieHHs MeOUIHHCKOM opraHuzanuu «ns peuenTosy,
KOTOpad MpOCTABIAETCH JIHLOM, YIIONHOMOYEHHBIM PYKOBOAMTENEM MeXUIIHHCKOMH
OpraHM3alli, ¢ ykazaHueM (paMHINH, UMEHH, oT4ecTBa (TOocneHee — MPH HATHYHH)
U TpOCTaBIeHUEM €ro nu4YHOM mofmucu. Ilpm »TOM B XypHale perucrpanuu
W y4eTa PELEeNTYPHEIX OJaHKOB B COOTBETCTBHHM ¢ [IopsAAKOM perucTpannd, yiera
M XpaHEHHA CHEIUANbHBIX PELENTYPHBIX OIAHKOB HA HAPKOTHYSCKHE CPEICTBA HIH
IICHXOTPOITHBIE BEMIECTRA, YTBEPHKACHHBIM HACTOAIINAM IIPHKA30M, AENAeTCI OTMETKA O
ero BeAave A opOpMIICHHA Ha IOMY, a TakXKe OTMETKA, YIOCTOBEpEHHAS OAIHCEHIO
Bpaga nubo ¢enpamepa (aKyniepku ), opopMHUBIIEro pelienT, o haKTe ero oGopMIECHHA,
KOTOpbIi MoOXeT OBITb JOMONHHUTENBHO MOATBEPkKAeH ¢oro- H (W)
BUAEOMaTepHASIaMH.

B crpoke «OTMeTka amnTeuHOH OpraHM3alud o0 OTMYCKE» CTaBHTCA
OTMETKa AanTe4YHOH OpraHu3auMH 00 OTHYCKe HapKOTHYECKOro (MCHXOTPOIHOIO)
JEKAapCTBEHHOTO Npenapara (C yKazaHHeM HaHMEHOBaHHS, KOJIHYECTBA OTNYILEHHOTO
HAPKOTHYECKOT0 (IICHXOTPOITHOIO) JIEKApCTBEHHOTO Mpelnapara H AaThl ero OTMYCKa),
KOTOpas 3aBepsercs MOAIHMCHI0 paloTHHKA anTevHOM OpraHW3al[iH, OTIYCTHUBIIETO
HAPKOTHYECKUH (IICHXOTPONHLINA) JISKapCTBEHHBIH MpemapaT (C yKasaHHEM ero
dbamMunuu, UMeHH, oTdecTBa (IIOCeHES — [IPY HAIMYHNH), a TAaKXKe KpyIJoi ImevyaTsio

1 Yacts 1 craten 15 3akoHa Poccuiickoit ®enepanmn o1 25 oktafpsa 1991 r. Ne 1807-1 «O s3wikax Haponos Poccuiickoit
ODepepariny (pance — 3akoH Ne 1807-1). (Beaomoct cpesna HapomHeix aemytator PCPCP n Bepxoenoro Coeera
PCQOCP, 1991, No 50, c1. 1740).
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alITEYHOM OpraHU3al|y, B OTTHCKE KOTOPOU HOIDKHO GHITh HACHTH(GHIMPOBAHO [OMTHOE
HAaHMEHOBaHWe allTeYHOH OpraHu3alluy.
10. Ha omHoM penentypHoM Osanke ¢opmer Ne 107/y-HI1 paspemaerca
OCYILECTBIATH Ha3HaueHHe TONBKO OTHONO HaUMeHOBaHUSA IEKapCTBEHHOI O ITpenapara.
11. HcnipaBineHna B pelienTe He AOMYCKalOTCH.

I1. OdopmieHue penernta B popMe ISKTPOHHOTO TOKYMEHTA

12.Penenr B  ¢opMe  BNEKTPOHHOIO  JAOKYMEHTa,  IIOJNHCAHHOIC
YCHIEHHON  KBaNUGUIUPOBAHHON  3NIEKTPOHHOM  NHOAMHCHIO,  (opMHpyeTcs
MEAULHHCKUM pabOTHHKOM, CBEACHUA O KOTOPOM BHECEHEI B ()elepallbHBIH perucTp
MEJHIMHCKAX PaGOTHHKOB?, a Taloke MpPU YCJIOBMM DPETMCTPALMH MEIHIHHCKOM
OpPTaHM3alHH, B KOTOpoH odopMiaseTcs peuent, B (eAcpallbHOM peecTpe
MEIHUITHHCKAX OpPTaHH3ali|i’ eJQUHON TOCyHapCTBEHHOH MH(MOPMALHOHHON CHCTEMEI
B cdepe 3IpaBOOXpAHEHHS W MOAKIIOUEHHA TaKoH MeEAMLMHCKOH OpraHu3aluu
K roCcyIapCTBEHHOM HHPOPMALIHOHHOM cricTeMe B cdepe 3JpaBOOXpaHEeHN CyOBeKTa
Poccuiickoii ®enepammu®,

13.1lo TpebGoBaHHIO NALMEHTa WIM €ro 3aKOHHOIO IMPEACTaBUTENS
otopmIsieTcs IK3eMIULIp pelienTa B (popMe 3NEKTPOHHOTO JOKYMEHTa Ha OyMaXKHOM
HOCHTeNe ¢ 0TMeTKOH «dy0nmkar 3meKTpoHHOro JOKYMEHTaY.

2 Yacrs 4 crated 91.1 @eaepanbhoro 3akona Ne 3233 (Cobpanite 3axonoaaTenbcrsa Poccutickoi denepawy, 2011,
Ne 48, ct. 6724; 2020, Ne 29, cT. 4516).

3 Yactn 4 cTathi 91.1 ®enepansuoro 3akona Ne 323-03 (CoGpanne 3akoHonaTenbcTBa Poccutickoii ®Penepawun, 2011,
Ne 48, ct. 6724; 2020, N 29, cT. 4516).

4 Cratbu 91 u 91.1 ®enepamsroro 3akoHa Ne 323-@3 (Cobpanne 3axorozmarensctsa Poccuiickoli Pemepaumn, 2011,
Ne 48, ct. 6724).




