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Ha Ne oT

-
O penentypHbBIX OJJaHKaX

YBaxkaemeblie KoJUIeru!

MunucTepcTBO 3apaBooxpaneHusi Huxeropoackoit o61actu HanpaBisieT s
U3Y4YEHHsI U pYKOBOJICTBa B padboTe npuka3 Munzapasa Poccuu ot 14 ssuBaps 2019 1.
Ne 4n «OO0 yTBepKIeHUM MOPAIKA HA3HAUYEHHUS JIEKApCTBEHHBIX MIpenaparoB, Gopm
pelenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIC Ipemaparhl, Mopsaka odopmieHus
yKa3aHHBIX OJIAHKOB, UX Y4€Ta U XpaHeHus» (3apeructpupoad Muntoctom Poccun
26 mapTta 2019 r., peructpanuonnsiii Ne 54173) (nanee — [pukas Ne 4n).

B cootBerctBuu ¢ Ilpukazom Ne 4u BBOAATCS HOBBIE (DOPMBI PELENTYPHBIX
omankoB. [lepexon Ha pernentypHbIC OJaHKH HOBOTO 0Opa3sia TpeOyeT MpOBEICHHUS
OPraHU3aLMOHHBIX MEPOIIPUATHI IO UX U3TOTOBIIEHUIO.

CornacHo pazpsacHstomeMy nucbMy Munzapasa Poccuu ot 4 anpens 2019 r.
Ne 25-4/11/2-2885 wncnonb3oBaHUE OCTATKOB paHEE M3TOTOBICHHBIX PEUENTYPHBIX
0J1aHKOB cTaporo oopasma gomyckaercs A0 31 gexadps 2019 r.

Bmecte ¢ tem, B pamkax ucnonHeHus IIpukaza Ne 4H ynoJiHOMOYEHHOM
opranmzamueit I'TT HO «Hwxeropojckas oOnactHas (apmanus» OyayT BHECEHBI
U3MEHEHHsT B TPOrpaMMHOE OOECIMEUYEeHHE MO BBHINMCHIBAHUIO PELENTOB Ha
JIEKapCTBEHHBIE MPENaparhl.

JononautensHo mnpocuM B cpok Ao 30 ampens 2019 r. HampaBuTh B
MUHUCTEPCTBO  3ApaBooxpaHeHuss Hwuxeropoackoil o061actd  BONPOCH IO
[Mpukazy Ne 40 m mpensyoxkeHus MO MEepexoay Ha HOBBIE (POPMBI pelenTypHBIX
OJIaHKOB.

[Ipunosxenune: Ha 25 1. B 1 3K3.

HauanbHuK oTaena JeKapcTBEHHOT0 00ecTeyeH s
U (apMaleBTUYE€CKOM 1eATeIbHOCTH H.}O.OuekypoBa

TBoporosa Onbra MuxaiinosHa, 435-31-70


mailto:official@zdrav.kreml.nnov.ru

3apeructpmpoBaHo B MuHtocte Poccum 26 mapta 2019 r. N 54173

MUWUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW $EOEPALUM

NPUKA3
ot 14 auBapa 2019 r.N 4H

OB YTBEPXAEHUU NOPAOKA
HA3SHAYEHUA NEKAPCTBEHHbLIX MPEMAPATOB, ®OPM PELENTYPHbIX
BNNAHKOB HA NEKAPCTBEHHbIE MPEMAPATbI, NOPAAKA O®OPM/IEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA

B cooTtBetcTBUM € NYHKTOM 16 yYacTu 2 cTaTbu 14 depepanbHOro 3akoHa ot 21
Hoabpa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl 30POBbA rpa*kaaH B Poccuiickol
depepauymmn” (CobpaHune 3akoHogaTenbcTsa Poccuiickon ®egepaumn, 2011, N 48, cT.
6724; 2013, N 48, cT1.6165; 2014, N30, cT1.4257; N 49, cT.6927; 2015, N 10, cT. 1425;
N 29, c1.4397; 2016, N 1, cT.9; N 15, cT. 2055; N 18, cT. 2488; N 27, c1.4219; 2017, N
31, ct. 4791; N 50, ct. 7544, 7563) n noanyHktamu 5.2.177, 5.2.179 un 5.2.180
MonoxeHna o MuHUCTepcTBe 34paBooxpaHeHua  Poccuiickon  ®depepaunn,
YTBEP}KAEHHOTro nocTtaHoBnaeHuem [lpaButenbctBa Poccuiickon degepaumm ot 19
nioHs 2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuiickon degepaumm, 2012, N
26, cT.3526; 2013, N 16, cT. 1970; N 20, cT. 2477; N 22, cT.2812; N 33, cT. 4386; N 45,
cT. 5822; 2014, N 12, c1. 1296; N 26, c1.3577; N30, cT. 4307; N37, cT.4969; 2015, N
2,cT.491; N 12, cT. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, CT.
4497; N 28, cT. 4741; N 34, c1. 5255; N 49, c1. 6922; 2017, N 7, cT. 1066; N 33, cT.
5202; N 37, cT. 5535; N 40, c1. 5864; N 52, cT. 8131; 2018, N 13, cT. 1805; N 18, cT.
2638; N 36, cT. 5634; N 41, cT. 6273), NpMnKa3biBalo:

1. YTBEpAuUTb:

nopALOK Ha3HAYeHUA JIeKapCTBEHHbIX NpenapaToB cornacHo npuaoxedmio N

dbopmbl peuenTypHbix 6MaHKOB Ha /leKapCcTBeHHble MpenapaTbl COrnacHo
npunoxeHuto N 2;

nopazfoK obopmaeHna peLenTypHbiXx 61aHKOB HA IeKapCTBEHHbIE NpenapaThbl,
WX yYeTa U XpaHEHUs CornacHo npunoxenuio N 3.

2. MpuU3HaTb YTPATUBLLMMU CUNY:

npvkas MwuHWUCcTepcTBa 3A4paBooxpaHeHua Poccuiickon depepaumm ot 20
Aekabpa 2012 r. N 1175H "O6 yTBEp:KAEHUWN NOPAAKA Ha3HAYEHUA U BbINMUCbIBAHUA
JNIeKapCTBEHHbIX MpenapaToB, a Takke ¢GopM peuenTypHbix 61aHKOB Ha
JleKapCcTBEHHble NpenapaTbl, Nopaaka oGopMIEeHNA YKa3aHHbIX 61aHKOB, UX yYeTa U
XpaHeHua" (3apernctpupoBaH MuUHUCTEPCTBOM toCcTMLMKM Poccuiickolt ®epepauum 25
nioHA 2013 r., peructpaumoHHbiii N 28883);

NYHKT 2 U3MEHEeHU, KoTopble BHOCATCA B [OpALOK CO34aHMA U AeATENbHOCTHU
BpauyebHOM KOMWUCCUM MEAMUMHCKOM OpraHmM3auuu, YTBEPXKAEHHbIN MpUKa3oM
MuHUCTepCTBA 34PaBOOXPAaHEHMA U COLMANBHOTO pa3sutua Poccuitickon ®eaepamn
ot 5 maa 2012 r. N 502H, v B lMopALOK Ha3HAYEHMA N BbINUCbIBAHMA 1EKAPCTBEHHbIX
npenapaTos, YTBEPXKAEHHbIW  MpuMKaszom  MuHUCTEpPCTBA  34paBOOXPaHEHUs
Poccuitckoit ©egepaumm ot 20 aekabpa 2012 r. N 1175H, yTBepXKAeHHbIX NPUKa30M
MuHUcTepcTBa 34paBooXxpaHeHusa Poccuiickon depepaumm ot 2 aekabpsa 2013 r. N
886H (3apeructpupoBaH MuHUCTEPCTBOM toCcTUUMKM Poccuiickoit ®depepaummn 23
Aekabpa 2013 r., pernctpaumoHHbii N 30714);

npukas MuHucTepcTBa 3apaBooxpaHeHua Poccuiickon ®epepaumm ot 30
mioHa 2015 r. N 386H "O BHeCEHUW W3MEHEHUI B MPUIONKEHUA K MNpPUKasy
MuHuUcTepcTBa 34paBooxpaHeHusa Poccuinickolt ®egepaumm ot 20 gekabpa 2012 r. N
11754 "O6 yTBEp)KAEHUM NOpPALKA HA3HAYeHMA W BbINUCbIBAHWUA NeKapPCTBEHHbIX
npenapaTos, a Takxke dopm peuLenTypHbix 61aHKOB Ha JieKapCTBEHHbIE NpenapaThl,
nopsaka odpopmeHUAs  yKa3aHHbIXx 6MaHKOB, MWX yyeta U XpaHeHus"
(3apeructpmpoBaH MuHucTepcTBOM tocTUuMK Poccuiickon Pepepaummn 6 asrycta
2015 r., peructpaumoHHbii N 38379);

NyHKT 1 UW3MeHeHWi, KOTopble BHOCATCA B NpuMkas MuHUcTepcTBa
3apaBooxpaHeHua Poccuiickoit depepaumm ot 20 aekabpa 2012 r. N 11754 "06
yTBEPXKAEeHMM NopAfdKa Ha3HaYeHWA U BbINUCbIBAHWA NEKapPCTBEHHbIX NpenapaTos, a
TakKe ¢Gopm peuLenTypHbiX ONaHKOB Ha JeKapCTBEHHble MNpenapaTtbl, MopaaKa
odpopmneHnsa yKasaHHbiIXx OM1aHKOB, MX y4yeTa M xpaHeHusa" n npunoxeHve N 2 K
npukasy MwuHucTepcTBa 3apaBooxpaHeHusa Poccuiickoii Pepgepauum ot 1 asrycta
2012 r. N 54H "O6 yTtBep:aeHUM ¢opmbl 6/aHKOB PELLENTOB, COZeprKallymx
Ha3HayeHWe HAPKOTMYECKUX CPeacTB MAM NCUXOTPOMHbIX BELLECTB, MOpAAKa WX
W3rOTOBNEHUA, pacnpeneneHnsa, perucTpaumm, ydyeta nm XpaHeHus, a TaKxkKe npasun
obopmneHna"”,  yTBEP)KAEHHbIX MpPUMKaszom MuHUCTepCTBA  34paBOOXpPaHeHusA
Poccuitickoir depepaumm ot 21 anpens 2016 r. N 254H (3apernctpupoBaH
MuHucTepcTBOM  tocTMUMKM  Poccuiickon  depepaumm 18  wuwona 2016 .,
perucTpaumoHHbin N 42887);

MYHKT 5 M3MEHEHUI, KOTOPble BHOCATCS B HEKOTOPbIE MPMKa3bl MUHUCTEPCTBa
3paBOOXpPaHEHMA W  coumManbHOro pa3sutuAa  Pocculickot  depepaummn  wu
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MuHucTepcTBa  3apaBooxpaHeHuAa  Poccuiickon  depepaumm No  Bomnpocam
06palleHns ieKapCTBEHHbIX MPenapaToB, COAEPKALLMX HapPKOTUYECKME CPeacTBa,
NMCUXOTPOMHbIE BelwecTBa W UX MNPEKYpPCcopbl, W JI€KAapCTBEHHbIX CPeacTs,
noanexalwmx npegMeTHO-KONIMYECTBEHHOMY  Yy4YeTy, YTBEPXKAEHHbIX MPUKa30oM
MuHuUcTepcTBa 34paBooxpaHeHnsa Poccuiickon Pepepaumn ot 31 oktabpa 2017 r. N
882H (3apeructpupoBaH MuHKUCTEPCTBOM tocTUuMKM Poccuitickoinnt Pepepauun 9
AHBapA 2018 r., pernctpaumoHHbliii N 49561).

MwuHucTp
B.N.CKBOPLIOBA

MpunoxexHne N 1

K NpuKa3ly MuHUCTepcTBa 34paBOOXPaHEHUA
Poccuitckoit Pepepauun

oT 14 auBapAa 2019r. N 4H

norPAAOK HASHAYEHUA NEKAPCTBEHHbLIX NPEMNAPATOB
l. O6wune nonoxkeHua
1. HacToAwmit nopaaoK ycTaHaBAMBaET NpaBMaa Ha3HauyeHUA J1eKa pCTBEHHbIX
npenapaTos AN MEAMLMHCKOro npumeHeHua (Janee - fekapcTBeHHble npenapaTbl)

n Od)OpMI'IeHVIFI MUX Ha3Ha4veHnA nNpu OKa3aHuu Me,D,MLI,VIHCKOi;I nomowun B
MeANUMNHCKUX OpraHU3aumax <1>.

<1> MyHKT 11 cTaTbn 2 PenepanbHOro 3akoHa oT 21 HoA6psA 2011 r. N 323-03
"O6 ocHoBax OxpaHbl 340pOBbA rpaxaaH B Poccuiickon Pegepaummn” (CobpaHue
3aKoHozaTenbcTBa Poccuiickoit Peaepaumm, 2011, N 48, cT. 6724; 2016, N 1, cT. 9,
28;2017,N 31, cT.4791).

2. Ha3HauyeHMe feKapCTBEHHbIX MpenapaToB OCYLLECTBAAETCA Jeyallum
Bpayom, ¢enbAllepom, aKylepKoW B CAyyae BO3J/IOMKEHWA Ha HUX MOJHOMOYMUIA
fNlevyawero Bpaya B Mopadxke, YCTaHOBAEHHOM npuKasom  MuHUCTepCTBa
3/paBoOXpaHeHna U coumanbHOro passutna Poccuiickoit desepaumm ot 23 mapTa
2012 r. N 252H "O6 yTBepkaeHuu MNopsagaka BO3/10MKeHUA Ha denbaluepa, aKyLepKy
pYKOBOAMTENEM  MEOMLMHCKOW  OpraHusauuum Mpuv  OpraHuM3auuuM  OKasaHus
NepBUYHON MEAMKO-CaHUTAPHOW MOMOLM W  CKOPOM MEAULMHCKOW MOMOLLM
OTAENbHbIX  GYHKUMI  Nedyallero Bpaya Mo  HEeNocpeacTBEHHOMY OKa3aHUIo
MEANUMHCKON NOMOLWM NauMeHTy B nepuos HabalogeHUs 3a HAM U ero Je4yeHus, B
TOM 4YMC/ie MO HA3HAYEHUIO U MPUMEHEHUIO NEeKapPCTBEHHbIX MpenapaTos, BKAOYan

HapKOTMYECKME JfleKapCTBeHHble MpenapaTtbl M MCUXOTPOMHbIE JIeKapCTBEHHbIE
npenapatbl" <2>, WHAWBMAYANIbHBIMW NpPEANnPUHUMATENSAMU, OCYLLECTBASAIOLMMM
MEONUMHCKYIO AeATeNbHOCTb (Janee - MeguuUHCKMe paboTHUKK).

<2> 3apeructpupoBaH MWHUCTEPCTBOM tOCTULUMKM Poccuiickon ®egepaunn 28
anpena 2012 r. peructpaumoHHbii N 23971, ¢ W3MEHEHMAMMU, BHECEHHbIMU
npukazom MuHuUcTepcTBa 34paBooxpaHeHna Poccuitickoint Pepepaummn ot 31 okTaAbpA
2017 r. N 882H (3apeructpupoBaH MMUHMUCTEPCTBOM HOCTUUMKM Poccuiickol
depepaummn 9 aHBapa 2018 r., peructpaumoHHbin N 49561).

3. CBegeHmMa O Ha3HAYEHHOM NeKapCcTBeHHOM npenapaTe (HaVIMEHOBaHVIe
NNEKAapPCTBEHHOro npenapaTta, 4O3UPOBKa, cnocob BBEAEHMA U NMPUMEHEHUA, PEXNUM
A031pOBaHUA, NPOAO/IKUTENBHOCTD  1e4eHUnA n obocHoBaHue Ha3Ha4veHunA
NeKapCcTBeHHOro npenapaTa) BHOCATCA MeANUUNHCKUM pa6OTHMKOM B MeaANUUNHCKYHO
AOKYMEHTa LU0 NauneHTa.

B cnyyasx, yKasaHHbIX B NyHKTax 9 - 12 HacTosuwero MNopaaka, MeauumMHCKUM
paboTHMK 0dOpPMAAET Ha3HayYeHUEe NEeKaPCTBEHHbIX MpenapaToB, B TOM u4ucae
NoAJ/IEXKALMX W3FOTOBJEHUIO M OTMNYCKY anTeYHbIMM OpraHusaumamu (ganee -
NIeKapCTBEHHble npenapaTtbl WHAMBUMAYA/NIbHOTO WM3rOTOBNEHUSA), HA peLenTypHOM
6naHKe, odopMieHHOM Ha bGyma’rkHOM HOcuUTene 3a cBoeil nognucbio (ganee -
peuent Ha 6ymaHOM HocuTene), U (Maun) c cornacua NnauueHTa UanM ero 3aKOHHOro
npeactaBuTena <3> Ha peuenTypHom 6naHKe B dopme 3/1EKTPOHHOIO AOKYMEHTa C
MCMO/NIb30BAHWMEM  YCUAEHHOM  KBaNMOULMPOBAHHOM  3/IEKTPOHHOW  NoAnucK
MeaMUMHCKOro paboTHMKa (aanee - peuenT B dopme 3/1EKTPOHHOTO JOKYMEHTA).

<3> B OTHOWeEHUM NunLa, YKa3aHHOrO B 4actu 2 ctaTbn 20 depepanbHOro
3aKoHa oT 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax OXpaHbl 340POBbA rpaxaaH B
Poccuitckoit depepaummn" (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumm,
2011,N 48, cT.6724;2013,N48,cT1.6165; 2017, N 31, cT. 4791).

Peuent B ¢opme 3N1EKTPOHHOrO [AOKYMEHTa, COAEPKalMi Ha3HaueHue
HapKOTUYECKUX  CPEACTB  WAM  NCUXOTPOMHbIX  BELecTB, NOAMNWUCLIBAETCA C
MCNONb30BAaHMEM  YCUAEHHOW  KBaNNMOULMPOBAHHOM  3N1E€KTPOHHOW  MoAanucu
Nevawero Bpaya wau denbaluepa, aKyLepKW, Ha KOTOPbIX BO3/0MKeEHbl GYyHKUWUM
Nleyallero Bpaya, U COOTBETCTBYHOLLEN MEAULMHCKON OpraHu3aummn <4>,
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<4>YacTtb 1 cTaThu 26 PenepanbHOro 3akoHa ot 8 sHBapa 1998 r. N 3-d3 "0
Ha PKOTUYECKUX cpencTeBax 7 NMCUXOTPOMHbIX BeLlecTBax" (CobpaHue
3aKoHoZaTenbctBa Poccuiickon degepauymm, 1998, N 2, ¢T.219; 2003, N 27, cT1. 2700;
2011, N 49, c1. 7019; 2013, N 48, cT1. 6165; 2016, N 27, cT. 4238; 2017, N 31, cT.
4791).

OdopmneHune peuentoB B Gopme 3NEKTPOHHBIX AOKYMEHTOB OCYLLECTBASETCA
B C/ly4ae NPUHATMA YNOJHOMOYEHHbIM OPraHOM MCMOJIHUTENbHON BAACTU CybbeKTa
Poccuiickoit ®epepaumm B COOTBETCTBMM C MyHKTOM 4 cTaTtbM 6 ®denepanbHOro
3aKkoHa o1 12 anpens 2010 r. N 61-93 "0O6 obpaLieHnn ekapcTBeHHbIX cpeacTs” <5>
peweHna 06 Mcnonb3oBaHWM Ha TeppuTopuM cybbekTa Poccuiickoit degepaunm
Hapagy C peuenTamuM Ha JIeKapCTBeHHble npenapaTtbl, OGOPMIEHHbBIMU Ha
6yMa’KHOM HOCUTesNe, PeLEenToB Ha JIeKapCTBEHHbIE NpenapaTbl, CGOPMMPOBAHHbIX B
dbopMe 3N1EeKTPOHHBIX SOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickon dPegepaumn, 2010, N 16, cT.
1815; 2012, N 26, c1.3446;2017,N 31, cT.4791.

4. Tpw BbINWCKE NauUMeHTa M3 MEAULMHCKOM OpraHu3auuu, B KOTOpPOU emy
OKa3blBaNacCb MeANLIMHCKAA NOMOLLb B CTAaLLMOHAPHbIX YCA0BUAX, JAaHHOMY NaLUeHTy
MO pELEHUID PYKOBOAUTENS  MEAMUMHCKOW OpraHM3auMuM Ha3HayalTtca ¢
odopmneHnem peuenta B popme 31EKTPOHHOTO AOKYMeHTa M (Mau) Ha BymarkHoOM
HocuTene (3a MCKatoueHnem obopMIIEHUA PeLEenToB Ha JIeKaPCTBEHHbIE NpenapaThl,
noanexauime oTnycky 6ecnnaTtHo WUAKM CO CKUAKOM) N1Mbo BblgatoTcA (NauueHTy uam
€ro 3aKOHHOMY MpPEeACTaBUTENIO) OAHOBPEMEHHO C BbIMUCKON M3 UcTopun 60ae3HM
JIeKapCcTBEeHHble npenapaTbl, B TOM YUC/NEe HaPKOTUYECKME W MNCUXOTPOMHble
NeKapCcTBeHHble npenapaTbl, BHeCeHHble B cnucku |l n |1l nepeyHAa HapKOTUYECKUX
CpeacTs, MCUXOTPOMHBbIX BELLECTB M UX MNPEKYPCOPOB, MOA/IEKALLMX KOHTPOAK B
Poccuitickoit  depepaumu, yTBEp)KAEHHOro  nocTtaHoBneHuvem  [paBuTenbCcTBa
Poccuitckoit depepaumm ot 30 utoHa 1998 r. N 681 <6> (manee - lepeyeHb),
CUNBbHOAENCTBYOLWME IeKapCTBEHHbIE NpenapaTbl, HA CPOK Npuema nauneHTom Ao 5
OHewn.

<6> CobpaHue 3akoHogaTenbcTBa Poccuiickon dPegepaumn, 1998, N 27, cT.
3198; 2004, N 8, cT. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439;
2009, N 26, cT.3183; N 52,cT.6572; 2010, N 3,c1.314; N 17, cT.2100; N 24, cT. 3035;
N 28, cT. 3703; N31, cT.4271; N 45, cT. 5864; N 50, cT. 6696, cT. 6720; 2011, N 10, cT.
1390; N 12, cT. 1635; N 29, c1.4466,cT1.4473; N42,c1.5921; N51, cT. 7534; 2012, N

10, cT. 1232; N 11, cT1. 1295; N 19, cT. 2400; N 22, cT1. 2864; N 37, cT. 5002; N 41, cT.
5625; N 48, cT. 6686; N 49, cT. 6861; 2013, N6, cT. 558; N 19, cT. 953; N 25, cT. 3159;
N 29, cT. 3962; N 37, cT. 4706; N 46, cT.5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N
23, cT.2987; N 27,c1.3763; N44,cT1.6068; N51, cT. 7430; 2015, N 11, cT. 1593; N 16,
cT. 2368; N 20, cT. 2914; N 28, cT1.4232; N42, c1.5805; 2016, N 15, cT. 2088; 2017, N
4,cT.671; N 10, cT. 1481; N 23, c1. 3330; N 30, cT. 4664; N 33,cT1.5182; 2018, N 27,
cT. 4071.

5. HasHaueHMe NeKapCTBEHHbIX MNpenapaToB MPU OKAa3aHUU MeaMLMHCKOM
NOMOLLM B CTAaLUMOHAPHBIX YCAOBUAX B TPeBOBAaHUAX-HAKNALHbIX, HANPABAAEMbIX B
anTeyHble  OpraHM3aumMW,  ABAAIOWMECA  CTPYKTYPHbIMW  NoZpasgeneHuamu
MEeOMUMHCKOM OpraHM3auMu, B KOTOPOK OKa3blBAETCA MEAULMHCKAA MOMOLLb,
OCYLLECTBAAEGTCA B COOTBETCTBMM C VHCTpyKUMen o nopsgaKe BbIMMCbIBAHUSA
NIeKapCTBEHHbIX NpenapaToB U obopmIeHUA peLenToB M TpeboBaHMIN-HaKNAAHbIX,
YTBEP)KAEHHOW MNpWMKasoM MUHUCTEPCTBA 34PaBOOXPAHEHUs WU COLMANbHOrO
passutna Poccuiickon depepaumm ot 12 ¢espans 2007 r. N 110 "O nopagke
Ha3HAYEHUA N BbINMUCbIBAHUA J1EKAPCTBEHHbIX NPEnapaTos, U3Lennin MeauLMHCKOro
Ha3HAYEeHWUA M CNeLMann3npPoBaHHbIX MPOAYKTOB e4ebHOro nNuTaHua" <7>.

<7> 3apeructpupoBaH MunHUCTEpPCTBOM tOCTULMKN Poccuitickon Pegepaunn 27
anpena 2007 r. peructpaumoHHblit N 9364, c W3MEHEHUAMWU, BHECEHHbIMM
npukazamm MuHUCTEPCTBA 34PaBOOXPAHEHMA U COLMANBHOTO pa3suTusa Poccuitckoi
depepaumm ot 27 asrycta 2007 r. N 560 (3apeructpmpoBaH MUHUCTEPCTBOM
tocTuumn Poccuiickon Peapepaunn 14 ceHtabpa 2007 r., peructpaymoHHbii N 10133),
oT 25 ceHTabpa 2009 r. N 794H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuitickoit depepaunm 25 Hoabpa 2009 r., perucTpaumoHHbin N 15317), ot 20
AHBapa 2011 r. N 13H (3apeructpupoBaH MWHUCTEPCTBOM HOCTULMM PoccuiicKkoi
depepaumm 15 mapta 2011 r., perucTpaumoHHbii N 20103), npuKazamu
MuHUCcTepcTBa 34paBooxpaHeHna Poccuitckon depepaumm ot 1 asrycta 2012 r. N
541 (3aperucTpupoBaH MwuHucTepcTBOM tocTMummn Poccuitickoinnt Pepepauymn 15
asrycta 2012 r. peructpaumoHHbii N 25190), oT 26 despana 2013 r. N 94H
(3apeructpmpoBaH MuHuUcTepcTBOM tocTULMKM Poccuiickolt ®deapepaumm 25 uioHA
2013 r., perucTpaumoHHbii N 28881).

6. HasHayeHMe fieKapCTBEHHbIX MPEenapaToB OCYLLECTBAAETCA MEAULMHCKUM
pPaboTHUKOM MO MeXAyHapOAHOMY HenaTeHTOBaHHOMY HaUMEHOBAHWIO, @ MPU ero
OTCYTCTBUM - TPYNNUPOBOYHOMY MWAW XMMWUYECKOMY HauMmeHOBaHUIO. B ciyyae
oTCcyTCTBUA MeXAyHapoaHoro HenaTeHTOBAaHHOIO HavMeHOoBaHUA "
rPYNNUPOBOYHOIO MM XMMMYECKOTO HAaMMEHOBAHMA NeKapCTBEHHOro npenapara,
JIEKapPCTBEHHbIN NpenapaT Ha3HaYaerTca MeauUMHCKMM paboTHMKOM MO TOProBomy
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HaWMeHOBaHMUIO.

Mpwu HaMumm MeANLMHCKNX NnoKasaHui (MHomBMayanbHan
HeMnepeHoCUMOCTb, MO JKM3HEHHbIM TMOKa3aHMAM) MO peleHuto BpayebHoM
KOMUCCUN  MEAMLMHCKOW OpraHuMsaumMmM <8> OCYLECTBASETCA Ha3HayeHue U
odbopmieHWe Ha3HaYeHUA NEKAaPCTBEHHbIX NPenapaToB, He BXOAALLMX B CTaHAAPTbI
MeAVLMHCKOW NOMOLLM, pa3paboTaHHbIX B COOTBETCTBUM C MyHKTOM 4 cTaTbu 10
depepanbHoro 3akoHa ot 21.11.2011 N 323-®3 "O6 ocHoBax OxpaHbl 340pOBbA
rpaxkgaH B Poccuiickoit Penpepauun” <9> nnb60 nNo TOProsbiM HAMMEHOBAHUAM.
PeweHne BpayebHOM KOMMCCUM MEAUMUMHCKOMW OpraHuMsaummM QuKcupyetca B
MEeAVLMHCKOWM AOKYMEHTaLMM NauueHTa U B KypHane BpauyebHOM Komuccum.

<8> MpuKka3z MuH3gpascouypassutua Poccum ot 5 maa 2012 r. N 502H "O6
YTBEPXKAEHUN  MOpAAKA CO34AaHMA U OeaTenbHOCTM  BpayvyebHOM  Komuccum
MeAVULUMHCKOW opraHmsaummn” (3apermctpupoBaH MuHiocTtom Poccum mioHa 2012 r.,
perncTpaumoHHbin N 24516), ¢ U3SMEHEHUAMM, BHECEHHbIMK NpUKa3om MuH3apaBa
Poccumn ot 2 pekabps 2013 r. N 886H (3apernctpupoBaH MuHioctom Poccum 23
Aekabpa 2013 r., peructpaymoHHbii N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickon dPegepaumn, 2011, N 48, cT.
6724;2014,N49, cT.6928;2017,N31,c1.4791;2018, N53, cT. 8415.

7. HasHayeHMe JfieKapCTBEHHOro npenapaTta B peuente Ha 6ymaskHOM
HocuTene uam peuente B8 Gopme 3NEKTPOHHOrO AOKYMeHTa oQOpM/IAeTCA Ha MMA
naumeHTa, 418 KOTOPOro npeaHasHayeH IeKapCTBEHHbIN npenapar.

Peuent Ha 6ymaXHom HocuTene, opOPM/IEHHbIN HA peuenTypHom 6naHKe
dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04 (n), yTBEpP)KAEHHbIX HaCTOALLUM
NpUKasom, a TaKkKe peuenT Ha Oyma)XHOM Hocutene, OQGOPMAEHHbIN Ha
peuentypHom 6aaHKke popmbl N 107/y-HI, yTBep»KaeHHOM npuKazom MuHUCTepCcTBa
3apaBooxpaHeHma Poccuiickonn ®depepaumm ot 1 asrycta 2012 r. N 541 "06
yTBEpKAEHUN GOPMbl BIAHKOB PELLENTOB, COAEPKALLMUX HAa3HAYEHNE HAaPKOTUYECKMX
CpeacTB MAU MCUXOTPOMHbIX BelecTs, NOPAAKA WX M3rOTOBAEHUA, pacnpeneneHus,
perncTpaummn, yyeta U XpaHeHusa, a Takke npasun odopmneHuna” <10> (manee -
dopma N 107/y-HM), MmoxeT 6biTb MNONYYEH MNALMEHTOM, €ro 3aKOHHbIM
npeacrtasuTeNiemM  WAM  NMLOM, UMEWMM OGbOPMNEHHYD B COOTBETCTBUM C
rpaskAaHCKMM 3aKoHoZaTenbcTBOM Poccuiickon ®Pepepaunm [OBEPEHHOCTb OT
naumMeHTa Ha NpaBo NOYYeHUA TAaKOro peLenTa (Janee - ynoJIHOMOYEHHOE NULLO).

<10> 3apeructpmpoBaH MuHUCTEPCTBOM tOCTUUMK Poccuitickoii depepaumm
15 asrycta 2012 r., peructpaumoHHbit N 25190, ¢ nameHeHUAMMW, BHECEHHbIMU
npukazamm MuHUCTepcTBa 3A4paBooxpaHeHusa Poccuiickont Pepepaumm ot 30 UIOHA
2015 r. N 385H (3apeructpupoBaH MMUHUCTEPCTBOM HOCTULUMK Poccuiickol
depepaumm 27 Hoabpa 2015 r., pernctpaumnoHHbii N 39868), o1 21 anpena 2016 . N
254H (3apeructpupoBaH MuHUCTEPCTBOM toCcTUUMKM Poccuiickor depepaunn 18
miona 2016 r., perucTpaumoHHbin N 42887), oT 31 okTAbpa 2017 r. N 882H
(3apernctpupoBaH MwuHKUCTepCcTBOM tocTULMKM Poccuiickon ®depepaumm 9 aHBaps
2018 r., peructpaumoHHbiii N 49561).

Peuent B popme 3/71€KTPOHHOTO AOKYMeEHTa GOpMUPYETCA C UCMOb30BaHWEM
rocyZapcTBeHHOW MHPOPMALMOHHON cucTembl B cdepe 34paBoOXpPaHeHUs cybbekTa
Poccuitckoit depepaumm, MeaNUNMHCKOM MHPOPMALMOHHON CUCTEMbBI MEAULIMHCKOM
opraHusaumm <11>.

<11> Cratbm 91 1 91.1 denepanbHOro 3akoHa ot 21 Hoabpa 2011 roga N 323-
®3 "O6 ocHoBax OxpaHbl 340pOBbA rpaxkaaH B Poccuitickon degepaumnn” (CobpaHue
3aKkoHogaTenbctBa Poccuiickonn Penepaumn, 2011, N 48, cT. 6724; 2012, N 26, cT.
3446; 2013, N 27, c1.3477; N 39, c1.4883; N48, cT.6165; 2014, N 30, cT.4257; N 43,
cT. 5798; N 49, cT. 6927, 6928; 2015, N1, cT.85; N 10, cT. 1425; N 27, c1.3951; N 29,
cT. 4397; 2016, N1, cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, cT1.4219; 2017, N
18,cT1.2663; N 31, cT.4794).

daKT BblJAYM peuenTa Ha  JIeKapCTBEHHbIWM npenapaT 3aKOHHOMY
NPeacTaBuTeNto  UAM  YNOJIHOMOYEHHOMY /MUY  OUKCUMpPYeTcA B MEeAULMHCKOM
OOKYMEHTaUuMM naumeHTa.

8. MeguumHCKMM paboTHMKam 3anpewaerca opoOpMAATb peuenTbl npu
OTCYTCTBMM Y MaUMEHTa MeOMUMHCKMX MOKa3aHMii;, Ha He3aperncTpmMpoBaHHble
NIeKapCTBEHHble npenapaTbl <12>; Ha J/leKapCTBeHHble MpenapaTtbl, KOTopblie B
COOTBETCTBUM C MHCTPYKLUMEN MO MEAUULMHCKOMY MPUMEHEHUIO NpeaHa3HayeHbl Ans
NPUMEHEHUA TONbKO B MEOMLIMHCKMX OPraHmM3aLuMsax; Ha HapKOTUYECKMe cpeacTsa U
NCUXOTPONMHbIE BELLECTBA, BHECEHHbIE B CMUCOK || MNepeyHsn, 3aperucTpupoBaHHbie B
KayecTBe /IeKAapCTBEHHbIX MNpenapaToB, B LUENAX MNPUMEHeHWUA [ANA  JedeHus
HapKOMaHUM.

<12> PeweHune CoBeTa EBPa3MIMCKON 3KOHOMWYECKON KOMUCCUM OT 3 HOAbpA
2016 r. N 78 "O MpaBunax peructpaumm U 3KCNepTU3bl JIeKapCTBEHHbIX CpeacTs And
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MeaUUMHCKOro npumeHeHus" (odpuumanbHbiit caiT EBPa3sMnCKOro 3KOHOMMWYECKOTO
coto3a http://www.eaeunion.org/, 21 Hosbpa 2016 r.). CtaTba 13 ®deaepanbHOro
3aKoHa oT 12 anpena 2010 r. N 61-d3 "O6 ob6paLeHnn NekapcTBEHHbIX CPEACTB ANs
MeauUMHCKOro  npumeHeHus"  (CobpaHue  3aKoHOAaTeNbCTBa Poccuiickoi
depepauymm, 2010, N 16, cT.1815; 2015, N 29, cT.4367; 2018, N 24, cT. 3407).

NHaMBMAYaNbHBIM  NPEANPUHUMATENAM, OCYLLECTBAAIWMM  MEAULMHCKYIO
OeATeNbHOCTb, AOMOJIHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3aue nepsom
HacToslLero NyHKTa, 3anpeuiaerca obopMIATL PeLenTbl Ha Ha PKOTUYECKME CpeacTBa

M NCUXOTPOMHble BewecTBa, BHeceHHble B cnucku |l u Il MepeuHa (panee -
HAapPKOTUYECKME U MNCUXOTPOMHbIE JNeKAapCTBEHHble npenapaTtbl cnuckos I wn 1l
MNepeyHs).

9. MMpu Ha3HaYeHUM HAPKOTMYECKUX W MCUXOTPOMHbIX JIeKapCTBEHHbIX
npenapatos cnucka |l lNepeyHs, 3a MCKAOYEHMEM NEKapCTBEHHbIX MpenapaTos B
BUAE TPaHCAEPMasbHbIX TEPaneBTUYECKUX CMCTEM W JIEKAPCTBEHHbIX MpPenapaTos,
COAEPalLMX HaPKOTUYECKOE CPEACTBO B COYETAHMM C aHTArOHWCTOM OMUOMAHbIX
peLenTopoB, peuenTtbl Ha 6GymaskHOM HocuTene OGOPMAAIOTCA Ha PeuenTypHOM
6naHke popmbl N 107/y-HI.

10. PeuentypHbiii  6naHK  dopmbl N 148-1/y-88 odopmnserca npwu
Ha3HayeHuu:

1) HapKOTMYECKUX WM MCUXOTPOMHbLIX /1IeKAaPCTBEHHbIX NpenapaToB crnucka Il
MNepeyHa B BuAe TPaHCAEPMA/IbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX
NleKapcTBeHHbIX MpenapaTtoB cnucka |l lMepeyHda, cogepKalwmx HapKoTUYeckoe
CpeacTBO B COYETAaHWW C aHTAarOHUCTOM OMUOMAHBLIX PEeLenTopoB, MCUXOTPOMHbIX
NleKapCTBEHHbIX NpenapaTtos cnucka Il MNepeyns;

2) neKkapcTBEHHbIX NpenapaTos, ob6/iajatolmnx aHaboNMYeCKon aKTUBHOCTLIO
(B COOTBETCTBMM C OCHOBHbIM (apPMaKONOrMYECKUM AEUCTBUEM) U OTHOCALLMXCA MO
aHAaTOMO-TepaneBTUYECKO-XMMUNYECKOM Knaccuopukaumm, peKomMeHA0BaHHOM
BcemunpHOW opraHusaumeit 3apaBooxpaHeHus (aanee - ATX) <13>, K aHabonnyeckum
ctepongam (Kog Al4A) (panee - nekapcTBeHHble npenapaTtbl, ob6saapjatouimne
aHaboNMYeCKON aKTUBHOCTBIO B COOTBETCTBUM C OCHOBHbLIM ¢apMaKoN0rnMYecKnum
Aencteumem);

<13> Cratba 18 depepanbHoOro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "O6
obpalyeHnn nekapcTBEHHbIX CPeacTB AnA MeguuMHCKoro npumeHeHusa" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoinn Pepepaumm, 2010, N 16, cT. 1815; 2014, N 52, cT.

7540).

3) NneKkapcCTBEHHbIX MpPenapaToB, YKa3aHHbIX B NyHKTe 5 Mopsaka oTnycka
OU3MYECKMM NMLLAM JIEKAPCTBEHHbIX MPenapaToB 418 MeAUUUHCKOTO MPUMEHEHMUS,
COAEPKALLMX KPOME MasblX KOAMYECTB HAPKOTUUECKMX CPEACTB, MCUXOTPOMHbIX
BELWECTB WM WX MNpeKkypcopoB Japyrve $apmMaKonormyeckne aKTUBHbIE BeLLECTBa,
YTBEP)KAEHHOrO NpMKaszom MUHUCTEPCTBA 34PAaBOOXPAHEHUA W COLMAIbHOTO
pa3sutuAa Poccuiickolt ®egepaumm oT 17 mana 2012 r. N 562H <14> (ganee - Nopagok
OTNYCKA NeKapPCTBEHHbIX MpenapaTos);

<14> 3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKM Poccuiickon Peaepauym 1
mioHs 2012 r., peructpaumoHHbii N 24438, ¢ WU3MEHEHWSMU, BHECEHHbIMM
npukasamm MuHUcTepcTBa 34paBooxpaHeHus Poccuiickon depepaumm ot 10 MioHA
2013 r. N 369H (3apeructpupoBaH MMUHUCTEPCTBOM HOCTULMK Poccuiickol
denepaymm 15 miona 2013 r., pernctpaumoHHbin N 29064), ot 21 asrycta 2014 r. N
465H (3aperunctpupoBaH MuHUcTepcTBOM tocTUUMKM Poccuiickon Pepepauun 10
ceHTabpa 2014 r., peructpaumoHHbiit N 34024), ot 10 ceHTabpa 2015 r. N 634H
(3aperucTpuposaH MuHucTepcTBOM tocTUUMK Poccuitickoin depepaumm 30 ceHTabpA
2015 r., peructpaumoHHbit N 39063), ot 31 oktabpa 2017 r. N 882H
(3apernctpmpoBaH MUHUCTEPCTBOM tocTUUMM Poccuiickoit depepaummn 9 saHBaps
2018 r., peructpaumoHHbiii N 49561).

4)  nekapCTBEHHbIX  MpPenapatoB  WMHAMBMAYa/bHOrO  M3TOTOB/IEHWS,
coAepallymMx HapKOTMYECKOe CPeACTBO WM MCUXOTPOMHOE BelwecTBo cnucka |l
MepeyHs, W apyrve GapMaKoNOrMYeCKMe aKTUBHble BelecTBa B A03e, He
npesblllatoweid  BbICWYD  PasoBylwd A03y, W NpU  YCAOBMM, YTO  3TOT
KOMBVMHUPOBAHHbLIA NEKapCTBEHHbIM MpenapaTt He ABAAETCA HAaPKOTUYECKUM WM
NCMXOTPOMHbLIM 1IEKAPCTBEHHbIM NpenapaTom cnucka |l MepeyHs;

5) nekapcTBeHHbIX MPenapaTos, NOAJENALMX NPEAMETHO-KOINYECTBEHHOMY
y4eTy, He NepeyncaeHHbIX B NoANyHKTax 1 - 4 HacTOALLEro NyHKTa (3a UCKOYEHUEM
JIeKapCTBEHHbIX MpenapaTos, OTNyCcKaembix 6e3 peuenTa).

11. PeuenTtypHblit 6naHk dopmbl N 148-1/y-04 (n) odopmnserca npwu
Ha3HaYeHUW JIeKapCTBEHHbIX MPenapaToB rpak4aHam, WMeWMM npaso Ha
6ecniaTHoe  MOJyd4eHWE  JIEKAapPCTBEHHbIX  MPEnapaToB  WAW  MOJydYeHue
JIEKaPCTBEHHbIX MPenapaTos CO CKUAKOM.

12. PeuenTtypHblit 6aaHK popmbl N 107-1/y odopmnnaetcs Npu HasHaYeHUK:
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1) NneKkapcTBEHHbIX MpPenapaToB, YKa3aHHbIX B MNyHKTe 4 [opagka oTnycKa
NIeKapCTBEHHbIX MpenapaTos;

2) NneKkapcTBEHHbIX NMPENAapaToB, HE YKa3aHHbIX B MyHKTax 9 - 11 HacTosAwLero
Mopaaka.

13. Mpwn Ha3HayYeHMM JNeKapCTBEHHOro npenapata WHAWBUAYA/NbHOrO
M3roToBNEeHMA B peuente Ha bymaxkHom Hocutene wu (uan) peuente B dopme
3/IEKTPOHHOT 0 OOKyMmeHTa HanMMeHOBaHUA NIeKapCTBEHHbIX npenapaTos,
BK/IIOYEHHbIX B NepeyeHb J1IeKapCTBEHHbIX CPeacTB ANA MeAMLMHCKOro NpuMeHeHus,
NnoaneXalnx npegmeTHO-KONMYECTBEHHOMY yyeTy <15> (manee - nekapcTBeHHble
npenapaTbl, BKAOUYEHHble B nepeyeHb MKY), yKa3biBatoTca B Hayane peuenta, 3aTem -
BCE OCTa/IbHble UHTPEeNEHTbI.

<15> MpuKa3z MuHUCTepCTBa 34paBooxpaHeHunsa Poccuitickon depepaumm ot
22 anpensa 2014 r. N 183H "O6 yTBEpPKAEHMM NEepeyHA NeKapCTBEHHbIX CPeacTB 4/
MEOUUMHCKOTO MPUMEHEHUA, MOANEXKALMX NPEeaMETHO-KONYECTBEHHOMY Yy4eTy"
(3apeructpupoBaH MuHUCTepcTBOM tocTMLMKM Poccuitickonnt depepaumm 22 wions
2014 r., peructpaumoHHbii N 33210), ¢ M3MEHEHUAMU, BHECEHHbIMMU MPUKa3amu
MuHUcTepcTBa 34paBooxpaHeHua Poccuiickolt desepaumm ot 10 ceHTsbps 2015 1. N
634H (3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKM Poccuiickont depepaunn 30
ceHTabpa 2015 r., peructpaumoHHbit N 39063), oT 31 oktabpa 2017 r. N 882H
(3apeructpuposaH MwuHUCTEPCTBOM tocTUUMKM Poccuiickoit Pepepaumn 9 aHsaps
2018 r., peructpaumoHHbiit N 49561), ot 5 anpens 2018 r. N 149H (3apernctpmpoBsaH
MuHucTepcTBOM  tocTuumm  Poccuiickonnt  depepaummn 3 mas 2018 .,
pernctpaumoHHblin N 50961), ot 27 wuona 2018 r. N 471H (3aperncTpmMpoBaH
MuHucTepcTBOM  tocTuumM  Poccuiickon  ®depepauum 14  asrycta 2018 r,
pernctpaumoHHbin N 51885).

14. NMpK Ha3HAYeHMM NEeKapCTBEHHOro npenapata B peuenTte Ha BymaykHom
Hocutene wn (unu) peuente B ¢Gopme 3/EKTPOHHOTO JOKYMEHTa 3anpelaercs
NpeBbIWaTb KO/NNYECTBO HAPKOTUMYECKMX CPEeACTB WAW MNCUXOTPOMHbIX BeLLecTs,
KOTOpPOE MOXET ObITb BbIMMCAHO B OAHOM peLenTe, yCTaHOBAEHHOE NpunoxeHnem N
1 K HacToAwemy MNopAaaKy, 3a UCKNKOYEHMEM C/lydaeB, YKa3aHHbIX B NMyHKTax 16 u 25
HacToAwero MNopagka.

15. MNpn Ha3HayYeHUM NeKkapCTBEHHbIX MpenapaToB, BKAKOYEHHbIX B nepevyeHb
MKY, f[o3a KOTOpbIX MpPEBbIWAET BbICWWMA OAHOKPATHbLIN MpPUEM, MESULMHCKUIA
paboTHMK 0603HauyaeT [03y 3TOr0 JIEKAPCTBEHHOrO MpernapaTa B peuente Ha
6yMa’KHOM HOCKTesle NPOMNUCHIO C MPOCTABAEHMEM BOCKIULLATENBHOTO 3HaKa U (Mau)

npocTtasaaer BOCKﬂMLI,aTEHbeIVI 3HaK npu Od)OpMﬂeHVIM peuenta B d)opme
9N1EKTPOHHOIo AOKYMEHTa.

16. KonnuyecTBo Ha3HAYeHHbIX JieKapCTBEHHbIX MpenapaToB, BK/AKOYEHHbIX B
nepeyeHb MKY, Npu OKa3aHMM NauMeHTam, HYXKAAWUMCA B AJUTEIbHOM NeYeHUN,
NepBUYHON MeaMKO-CaHUTapPHOW MOMOLLM W NANNATUBHON MEAULMHCKON NOMOLLM
MOXET 6bITb yBeAMYEHO He Honee yem B 2 pasa NO CPABHEHUIO C KONUYECTBOM
HapPKOTUYECKUX CPeacTB WAW MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXKET ObliTb
BbIMMCAHO B OOHOM peLEenTe, YCTaHOBAEHHbIM npunoxeHvem N 1 K HacToswemy

NopagKy.

B cnyuyasx, npeaycmoTpeHHbIX ab3auem nepsBbiM HACTOALLErO MYHKTA, Ha
peuenTax Ha OYMa)XHOM HocuTene Npou3BoaMTCA Haanucb "lMo cneuuManbHomy
Ha3HauyeHuto", OTAENbHO 3aBepeHHas MOANUCHI0 MeMUMHCKOrO pPaboTHUMKa U
neyaTblo MeguUMHCKOM opraHmsauun "[Ona peuentoB”, Ha peuentax B ¢dopme
3/IEKTPOHHOTO AOKYMEHTa MpPoM3BOAMTCA OTMeTKa "Mo cneunanbHOMy HasHayeHuto"
C NpOCTaB/fieHNEM YCUAEHHOM KBAaNUOUUMPOBAHHOW 3/IEKTPOHHOM noanucu
MegMUMHCKOro paboTHMKaA.

17. CocTaB neKapCTBEHHOro npenapaTa, fiekapcTBeHHan dopma 1 obpalleHne
MeaMUMHCKOro paboTHMKa K dapmauesTMdeckomy paboTHUMKY 06 oTnycke
NIeKapCTBEHHOro npenapaTta O0GOPMAAIOTCA Ha NTATUHCKOM f3blKe B POAUTENbHOM
nagexe.

Mpu odopmaeHUM peLenTypHbiX 6/JaHKOB [OMYCKAaeTca MCNo/b30BaHUe
coKpaueHuit (npunoskeHne N 2 K HacToawemy Mopaaky).

Mpn Ha3HayeHUM NeKapCTBEHHOro npenapaTta He AOMNYCKAETCA COKpallieHue
61M3KMX MO HAaMMEeHOBaHUAM MHrpeaneHToB, COCTaBaAWUX HEKapCTBEHHbIVI
npenapaTt, HE NO3BONAOWNX YCTAHOBUTD, KaKoW MMEHHO HEKapCTBEHHbIVI npenapar
Ha3Ha4eH.

18. Cnocob npuMmeHeHWa /NeKapcTBEHHOro npenapata o6o3Havaerca C
YKa3aHMem [03bl, YaCTOTbl, BPEMEHWN NMPUEeMa OTHOCUTENbHO CHA (YTPOM, Ha HOYb) U
ero AONUTENbHOCTW, a A/1A JIeKapCTBeHHbIX MpenapaToB, B3aMMOAENCTBYIOWMX C
nuw,en, - BPeMeHW X ynotpebneHus OTHOCUTENIbHO MNpuema nuwu (4o enbl, BO
Bpems efbl, Nocse efpl).

19. Mpy HeoHXOAMMOCTU HEMeANeHHOro WAW CPOYHOro (B TeyeHue ABYX
pabounx aHei) OTNyCcKa NeKapCTBEHHOro npenapaTta MNauveHTy B BepXHEeW 4actu
peuenta Ha 6ymakHOmM HocuTene npocTasastoTcs ob6o3HayeHma "cito" (cpoyHo) uam
"statim" (Hemepg/ieHHO). AHafOrMyHble 0603HAYeHUs NPOCTaBAAOTCA B BUae
OTMETOK Npu odopmaeHun peuenta B GOpMe 31EKTPOHHOTO JOKYMEHTA.
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20. Mpu opopmaeHMM Ha3HAYEHUA rOTOBOrO NEKAPCTBEHHOro npenapaTa B
peuente Ha BymajkHOM HocuTesne unu peuente B Gopme 3/1EKTPOHHOTO AOKYMEHTa
KO/ZIMYECTBO AENCTBYIOLLMX BELLECTB YKa3blBAETCS B COOTBETCTBUM C MHCTPYKUMEN NO
MeAUUMHCKOMY NMPUMEHEHMIO /IeKapCTBEHHOrO NpenapaTa.

Mpu odopmneHnn Ha3HayeHuA JIeKapCTBEHHOr O npenapara
WHOMBUAYANbHOTO M3TOTOB/IEHUA B peLenTe Ha BymarKHOM HoCUTene Wau peuente B
dopmMe  I/MIEKTPOHHOTO  JAOKYMEHTA KONMYECTBO  TBEPAbIX U CbINyymx
dapmaueBTMUECKNX cybcTaHUMIA yKa3biBaeTcsa B rpammax (0,001; 0,5; 1,0), sKuakmx -
B MUAJIMANTPAX, TPamMmmaXx 1 Kanasnx.

21. PeuenTtbl Ha Byma’rkHOM HocuTene, B GOpMe 3/1EKTPOHHOIO AOKYMEHTa,
odopmsieHHble Ha peuenTypHom 6naHke ¢popmbl N 148-1/y-88 u npeaHasHauyeHHble
ONA OTNyCKa /NIeKapCTBEHHbIX MpenapaToB, NPeayCMOTPEHHbIX NOANyHKTamu 2 - 5
nyHkta 10 HacToswero [Mopagka, AeUCTBUTENbHbl B TedeHue 15 pgHelt co AHA
odopmnenHus.

22. PeuenTbl Ha BymaxKHOM HocuTene, B pOpMeE 3/IEKTPOHHOTO AOKYMEHTA,
odopM/ieHHble Ha  peuentypHom 6naHke d¢opmbl N 148-1/y-04 (n) n
npefHa3HayeHHble 418  OTMYCKA JIeKapCTBEHHbIX MpenapaToB rpakAaHam,
YKa3aHHbIM B NyHKTe 11 HacToAwero Mopagka, AencTBuTenbHbl B TeyeHne 30 gHel
CO AHA odopmneHus.

23. PeuenTbl Ha bGyma’kHOM HocuTese, B GOpMe 3/1EKTPOHHOIO OOKYMEHTa,
obopmsieHHble Ha  peuentypHom 6naHke dopmbl N 148-1/y-04 (n) wn
npefHasHayeHHble A/a  OTMNyCKa JIeKapCTBEHHbIX NpenapaToB rpakgaHam,
JOCTUTLUMM  MEHCMOHHOrO  BO3pacTa, WHBAa/MAAM NepBOW  rpynnbl, AeTAM-
MHBANMAAM, a TaK¥Ke rpakAaHam, CTpaJatloWwum XPOHUYECKMMKM 3aboneBaHuAMM,
TpebyloWwmMn ANUTENBHOTO KYPCOBOrO NeYeHunsn, AeCTBUTeNbHbI B TedeHue 90 gHei
co aHA obopmneHus.

Lna neveHna XpoHUYecKUX 3aboseBaHWUIA YKa3aHHbIM KaTeropusam rpaxgaH
NleKapCTBeHHble npenapaTbl ¢ opopMaeHMeM peLenToB Ha Byma’kKHOM HocuTene uam
peuenToB B dOpMe 3NEKTPOHHOrO AOKYMEHTa MOTYT Ha3HayaTbCA Ha KypcC /iedeHus
00 90 gHen.

24. Peuentbl Ha b6ymaxkHom HocuTene, B popme 3/1EeKTPOHHOTO AOKYMEHTa,
odopmieHHble Ha peuenTypHom 6aaHKe dopmbl N 107-1/y 1 npegHasHayeHHble Ana
OTMNYCKa JIEKAapCTBEHHbIX NMpenapaTos, NPesyCMOTPEHHbIX MYHKTOM 12 HacTosliero
MopsaKka, gencteuTeNbHbl B TedeHne 60 gHelt co aHA opopmieHus.

MpM Ha3HaYeHWW TrOTOBbLIX JIEKAPCTBEHHbIX MPENapaToB M JiIeKa PCTBEHHbIX
npenapaTtoB WHAMBUAYANbHOTO W3roTOB/MEHMA nNauMeHTam C  3aboneBaHUAMM,

TPebyWMMN OUTENBHOTO KYPCOBOrO jie4yeHus, ¢ 0bOpMIEHNEM Ha peLenTypHOM
6naHke ¢opmbl N 107-1/y peuenta Ha bymarkHOm HocuTene wunum B dopme
3/IeKTPOHHOI0 OOKYMEHTA YCTaHaB/AMBAETCA CPOK AENCTBUA peuenTa B Npeaenax no
OfHOro KaneHgapHoro roga.

B cnyyae ycTaHOBNEHMA CPOKa AeWCTBUA pelenTa B Npegenax 4o O4HOMo roga
B peuenTe npocTaBaderca oTmeTka "Mo cneumanbHOMY HasHaveHUto", obo3Havaercs
CPOK AeicTBuA peuenTa M NepUoaMYHOCTb OTNYCKA JIeKapCTBEHHbIX MPenapaTos U3
anTeyHoW OpraHM3auMM WAW WHAMBUAYANbHBIM NpeanpUHUMATENEM, UMEIOLMM
NnNUeH3no Ha dapmaleBTUYECKYIO AeATeNbHOCTb <16> (eeHedenbHO, eemecAadyHo
M UHble nepuoabl). JONONHUTENbHO 3TO YKa3aHWe 3aBepsAeTca NOAMMUCHIO U NeYaTbio
MeAWLMHCKOro paboTHMKA, a TaKKe MneyaTblo MeAMUMHCKOM opraHusauumu "[Ons
peuentoB" (gnA  peuenta Ha  Gyma)KHOM  HOCUTENe) UMAM  YCWUIEHHOM
KBAaIMPULMPOBAHHOW 3/IEKTPOHHOW MOAMNUCHI0 MEAULMHCKOro paboTHMKa u auua,
YNO/NHOMOYEHHOTO 3aBepsATb AOKYMEHTbl OT WMMEHUM MeSMUMHCKON opraHusauum
(ana peuenta B GopMe 3N1EKTPOHHOIO AOKYMEHTA).

<16> MyHKT 47 yactn 1 ctatbm 12 depepanbHOro 3akoHa ot 4 maa 2011 r. N
99-03 "O /MUEH3MPOBAHUM OTAENbHbIX BWAOB aeatenbHocTn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoinnt Pepepaumum, 2011, N 19, cT. 2716; 2012, N 31, cT.
4322; 2013, N9, c1.874;N27,cT.3477;2014,N 30, cT. 4256; N42, cT. 5615; 2015, N
1,cT.11; N 29, c1. 4342; N 44, cT.6047;2016,N 1, cT. 51; 2018, N 31, cT.4838; N3 2,
cT.5116; N 45, cT. 6841; N53, cT. 8424).

25. Peuentbl Ha npousBoaHble 6apbUTYPOBOMA KUCAOTbl, KOMBUHNPOBAHHbIE
NleKapCTBeHHble  MnpenapaTtbl, CoAepalline KoAeuH (ero  conu),  uMHble
KOMOWHMPOBaHHblE  JIeKApCTBEHHble MpenapaTbl, nNogjexawue nNpPegMeTHO-
KO/ZIMYECTBEHHOMY YYeTy, 1eKapCTBEHHbIe NpenapaTbl, ob6iaaatowme aHaboanyeckom
aKTMBHOCTbIO B COOTBETCTBMM C OCHOBHbIM $apMaKONOrMYECKUM aeicTBuem, Ans
JIEYEHUNS NALMEHTOB C XPOHUYECKMMM 3ab60NeBaHMAMM MOTYT OPOPMAATLCA Ha Kypc
neyeHua no 60 agHen.

B paHHbIX cnAyyasx B peuenTax Ha OymaskHOM HocuTene npou3BOAUTCA
Haanuch "Mo cneuManbHOMY Ha3HayeHUo", 3aBepPeHHas NoANUCbI0 MegULMHCKOro
paboOTHMKA M MeyaTblo MeaMUMHCKOW opraHmsauuu "Ons peuentos", peuenTtax B
dopme 3NEeKTPOHHOro [OKYMeHTa npousBoauTcA oTmeTKa "Moo chneuwanbHomy
Ha3HayeHuo", C NpoCTaBAEHUEM YCUEHHON KBaMPUUMPOBAHHON 3N1EKTPOHHOM
NoAnNUCU  MegMUMHCKOro paboTHMKA M AMua, YNo/JIHOMOYEHHOro  3aBepATb
AOKYMEHTbI OT UMEHU MeAMLMHCKOW OpraHusaumm.
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26. PeuenTt Ha bymakHOm HocuTene, B Gopme 31EKTPOHHOrO AOKYMEHTa,
0hOPMIEHHBIN C HapyLWeHNem YCTaHOBAEHHbIX HacToAWMM Mopaakom TpeboBaHui,
CUYNTAETCA HEeAENCTBUTENbHbIM.

Il. HasHaueHUe NeKaPCTBEHHbIX NPenapaToB NpU OKasaHUW
Me U LMHCKOM NOMOLUM B CTAaLMOHAPHBIX YCNOBUAX

27. Tpy OKasaHMM NAUMEHTY MEAUUMHCKOM MNOMOLLM B CTALMOHAPHbLIX
YC/I0BUAX HAa3HAuYeHWe IeKapCTBEHHbIX MpenapaToB npoussoauTtcs 6e3 obopmaeHus
peuenta MeAMLMHCKMM pPabOTHUKOM €eAMHONMYHO, 33 WCK/HOYEHMEM C/y4aEes,
YKa3aHHbIX B NyHKTe 28 HacToAwero MNopaaka.

28. CornacoBaHWe Ha3HAuYeHWA ieKapCTBEHHbIX MpPenapaToB C 3aBeaylowm
OTAENEHNEM W/JN  OTBETCTBEHHbIM AEXYPHbIM Bpayom ubO  Apyrum  AuLOM,
YNO/IHOMOYEHHbIM MPUKA3OM F1aBHOIO Bpaya MeAULMHCKOW OpraHM3aLmn, a TakKe,
NPY HAaMYUK, C BPAYOM - KNMHUYECKUM HapMaKosorom HeobXxoaMmo B Cayvasx:

1) oAHOBpPEMEHHOro Ha3HauyeHWA NATU U Bonee NeKapCTBEHHbIX NpernapaTos
OA4HOMY NaLMEHTY;

2) Ha3Ha4YeHWs /NeKapCTBEHHbIX MpPEenapaToB, He BXOAAWMX B MNepeyeHb
U3HEHHO HEo6XOAMMbIX W BaKHEWLWMX JeKapCTBEHHbIX npenapatoB <17>, npu
HETUNUYHOM TeYyeHUn 3a60s1eBaHNA, HANUUYNN OCIONKHEHMIA OCHOBHOrO 3aboneBaHus
n  (uan) conytctByowmMx 3aboneBaHuil, NpPW  Ha3HAYeHUU NEKaPCTBEHHbIX
npenapaTtoB, 0CO6eHHOCTU B3aMMOAENCTBMA M COBMECTUMOCTU KOTOPbIX COrNacHo
WMHCTPYKUMAM MO WX MNPUMEHEHUIO MPUBOAAT K CHUMEHUIO 3GPEKTUBHOCTU U
6e3onacHocTM dpapmakoTepanuu M (MAM) cO34atOT NOTEHUMANbHYIO ONacHOCTb AN
YU3HU U 300P0OBbA MaLMEHTa.

<17> MNyHKT 1 cTtaTbn 60 PepepanbHOro 3akoHa oT 12 anpena 2010 r. N 61-d3
"O6 obpauweHun nexkapcTBeHHbIXx cpeacts" (CobpaHuMe 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2010, N 16, cT. 1815; 2012, N 26, cT. 3446; 2014, N 52, cT.
7540).

B yKa3aHHbIX C/ly4asx Ha3HayeHue IeKapCTBEHHbIX NpenapaTos pUKCUpyeTCA
B MEAMUMHCKOM AOKYMEHTAaLMKW MaLuueHTa U 3aBepsaeTcA NOANUCHI0 MeAULMHCKOro
paboTHMKA W 3aBeaytolero oTaeneHnem (OTBETCTBEHHOrO AEXKYPHOro Bpaya wau
APYroro yno/HOMOYEHHOT0 nua).

29. MeguuMHCKMIN pabOTHUK MEAMUMHCKOM opraHuM3aumn (ee CTPYKTYpPHOro

noapasaeneHns), PacrosioKeHHOW B CEeNbCKOM HaCe/lleHHOM MyHKTe, OCyLLecTBASET
Ha3HauyeHWe fieKapCTBEHHbIX MPenapaToB B CAy4YanX, YKa3aHHbIX B NyHKTax 28 u 30
HacTosLwwero MopsaaKa, eaAuHONNYHO.

30. Mo peweHnNo BpayebHON KOMMCCUM MNaLMEHTaM MpPU OKa3aHUM UM
MeAMLMHCKOW NOMOLLM B CTALMOHAPHbIX YCAOBMAX HA3HAYalOTCA /ieKapCTBeHHble
npenapaTbl, He BK/IOYEHHbIE B MNEPEYEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEMLUMX
NIeKapCTBEHHbIX NpenapaToB, B C/lydae MX 3aMeHbl W3-3a WHAMBUAYANbHOM
HerNepeHOCUMOCTH, MO KU3HEHHbIM MOKa3aHUAM.

PelweHne BpayebHOM KOMUCCUU OUKCUPYETCA B MEAULMHCKON AOKYMEHTaLUUn
nauMeHTa v XypHasie BpayebHON Komuccuu.

31. B cnyyanax o6cnegoBaHMA WM JIeYeHMA TpaAaHWMHA B CTaLMOHAPHbIX
YCNI0BUAX B PaMKax NpPeaocTaBNeHnA MeauUMHCKUX YCNYr HAa BO3Me3HOW OCHOBE 3a
CYEeT JNINYHbBIX CPEACTB rparkAaH, CPeacTB IOPUAUMYECKMX /UL, U UHbIX CPeacTB Ha
OCHOBaHMM [OroBopa, B TOM 4ucle A0roeBopa [06POBO/IBHOIO MEAULMHCKOro
cTpaxoBaHua <18>, emy MoryT 6biTb Ha3Ha4yeHbl JIeKAaPCTBEHHble NMpenapaTbl, He
BXOASLLME B NepevyeHb HKU3HEHHO HeobXOAMMbIX W BarKHEWLUMX JieKapCTBEHHbIX
npenapaTos, €C/M UX Ha3HaYeHWe U npuUMeHeHue 0OYCNOBAEHO MeAULMHCKUMU
NOKa3aHUAMMU.

<18> lMocTtaHoBneHne MNpaButenbctBa Poccuitickoint Pegepaunn oT 4 OKTA6PS
2012 r. N 1006 "O6 yvBepxaeHuMn T[paBun nNpegocTaBAEHUA MEANUUMHCKUMU
OpraHM3auMaMM NNATHbIX MeauumMHCKux  yenyr" (CobpaHue 3aKoHOAaTeNbCTBa
Poccuitckoit depepaumm, 2012, N 41, cT. 5628).

lll. Ha3HayeHMe neKapcTBEHHbIX Npenaparos
NMPU OKA3aHMM NEPBUYHON MeLMUKO-CaHMTAPHOM NOMOLM, CKOpPOit
MeAMLUMHCKON NOMOLUM U NaN/INAaTUBHON MeAULMHCKOW MOoMOLUm

32. MNpwn oKasaHUM NepBUYHON MEAMKO-CaHUTAaPHOM MOMOLLM U NANNNATUBHOW
MeAMLUMHCKOM nomowu B ambynaTopHbIX YCAOBUAX Ha3HayeHUe JeKapCTBEHHbIX
npenapaTos OCYLECTBAAETCA MEAUUMHCKMM PabOTHUKOM B CAyYaaxX TUMUYHOIO
TeyeHUA 3a60/1eBaHMA NALMEHTA UCXOAA U3 TAXKECTU U XapaKTepa 3abonesaHus.

33. Ha3HayeHVMe NEKapCTBEHHbIX NpernapaToB MO peleHUIo BpavebHoM
KOMMUCCUWN NpPU OKa3aHUN NEePBUYHON MEAMKO-CAaHUTAPHOW MOMOLLM, NANTNATUBHOM
MeAMLMHCKOWM MOMOLLM B aMBYNaTOPHbIX YCAOBUAX MPOU3BOAMUTCA B CyYaAX:

1) 0AHOBPEMEHHOrO Ha3Ha4YeHUs OJHOMY MauuMeHTy natM u  bonee
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NEeKapCTBEHHbIX nNpenapatoB B TeyYeHUe OJHUX CYTOK UM CBbille AOeCATU
HaMMEHOBaHWN B TeYEHME O4HOro mecaua,;

2) Ha3HaYeHWA NEKapCTBEHHbIX MNpenapaTtoB MPU HETUMUYHOM TedeHUn
3aboneBaHusA, HaNMYMM  OC/IONKHEHWA  OCHOBHOro 3aboneBaHuna W (KMau)
COMyTCTBYIOWMX 3abosieBaHU, MNpPUM Ha3HAYEHUM JEKapPCTBEHHbIX MpenapaTos,
0Cc06eHHOCTU B3aMMOAENCTBMA M COBMECTUMOCTU KOTOPbIX COMIaCHO MHCTPYKUMAM
No MX NPUMEHEHUID MPUBOAAT K CHUMKEHWO 3PPeKTMBHOCTM M 6HesonacHoOCTH
fledeHns naumeHtTa M (MAKM) CO34atoT MOTEHUMANbHYH OMaCHOCTb A/1A KU3HU U
310P0BbA NaLMNEHTA;

3) NepBMYHOrO HaA3HAYEHUA MNaALMEHTY HAPKOTUYUECKMX W MNCUXOTPOMHbIX
NIeKapcTBeHHbIX npenapaTtoB cnuckos |l u 1ll MepeyHa (B cayyae npuHATUA
pyKOBOAMTENEM  MEAMLMHCKOM  OpraHusaumm  pelleHns o  HeobxoauMmocTu
COr/lacoBaHMA Ha3HAYeHUss TaKUX JIeKAaPCTBEHHbIX MpernapaToB C BpayebHow
KoMuccuen).

34. MoBTOpHOE Ha3HaYeHMEe HAaPKOTUYECKUX U MNCUXOTPOMHbIX NeKapPCTBEHHbIX
npenapaTtoB cnuckoB |l u Il MepeyHa Npou3BOAUTCS MESUUMHCKUM pabOoTHUKOM
CaMOCTOATENIbHO NAaLMEHTAM C Bblpa*KEHHbIM 60NEBBIM CUHAPOMOM NO6Oro reHesa,
HapyLleHneM CHa, CYAOPOXMHbIMU COCTOAHUAMM, TPEBOXKHLIMU PACCTPONCTBAMMU,
$obmAMK, NCUXOMOTOPHbIM BO3OYKAEHNEM.

35. TMpM OKasaHUMM CKOPON MEOMUMHCKON NOMOLLM JIeKapCTBEHHbIE
npenapaTtbl Ha3HaAYalTCA MegULMHCKMM PabOTHUMKOM Bble3gHoM Bpuraabl CKopow
MEAVLMHCKOW MOMOLLM, MEAULMHCKUM pPaboTHUKOM MeOUMLMHCKOW opraHv3auum
NPV OKa3aHWW MEeSULMHCKON MOMOLLM rpakaaHam npu 3aboneBaHUAX, HECYACTHbIX
CNYy4yanx, TPaBMaX, OTPABNEHUAX M APYTUX COCTOAHMAX, TPebYIoWMX CPOYHOro
MeAMLMHCKOro BMeLIaTebCTea.

IV. HasHaueHMe NneKapCTBeHHbIX MpPenapaToB rpaXAaHam,
MMELMM NpaBo Ha 6ecniaTHoe NosyvyeHUe NeKapCTBEHHbIX
npenapaToB WAMU NONYYEHUE NEeKapCTBEHHbIX Npenaparos
CO CKMAKOMW, NPU OKa3aHMU NepPBUYHOM
MeAMNKO-CaHUTApHO nomoLumn

36. MpK OKasaHUM NEpPBUYHON MEeAMKO-CAHUTAPHOM MOMOLLM Ha3HauyeHue
MeUUMHCKUM paboTHMKOM B COOTBETCTBUM CO CTaHAAPTaMU MESULMHCKON NOMOLLM
<19> fneKapcTBEHHbIX MpenapaToB, OTMNYCKaemblx 6ecnnaTHO WAW CO CKUAKOM,
OCYLLECTBAAETCA Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) c yyetom
pa3BuTMa 3abosieBaHUs, OCOBEHHOCTE TeYeHWs OCHOBHOTO M COMYTCTBYHOLLETO
3aboneBaHuii cneayoWMM KaTeropuam rpaxaaH:

<19> MyHKT 4 yactn 1 ctaTbk 37 PepepanbHOro 3akoHa ot 21 Hoabps 2011 r.
N 323-03 "O6 ocHoBax OxpaHbl 340pOBbA rpa)kgaH B Pocculickonn degepaunn”
(CobpaHue 3akoHopaTenbcTBa Poccuiickon Pesepaumu, 2011, N 48, cT. 6724; 2018,
N 53, cT. 8415).

1) rpaxpaHam, UWMelWMM NpaBo Ha MOAYYEHWE rocy[apCcTBeHHOM
couManbHOW nomouwn B Buae Habopa coumanbHbIX YCAYr, B COOTBETCTBUM C
nepeyHeM /eKapCTBEHHbIX MpenapaToB ANA MEeAULUMHCKOro NPUMEHEHUA, B TOM
ynucae NIeKapcTBeHHbIX MpenapaTos A8 MEAUUMHCKOro MPUMEHEHWUs, Ha3HavaemMblxX
Mo peLeHnto BpavebHbIX KOMUCCUI MEeAULMHCKUX OpraHusauuii <20>;

<20> YacTtb 2 cTaTbhM 6.2 PepepanbHOro 3akoHa ot 17 uiona 1999 r. N 178-d3
"O rocymapcTtBeHHoOM coumanbHon nomowm" (CobpaHme 3aKoHOZATE/NbCTBA
Poccuiickon Pegepaumm, 1999, N 29, cT1. 3699; 2009, N 30, cT. 3739; 2010, N 50, cT.
6603;2013, N 48, cT. 6165).

2) nvuam, 60abHbIM remoduanenn, MyKOBUCLUMAO3OM, TuNodu3apHbIM
HaHM3MOM, 60ne3Hblo lowe, 3/10KaYeCcTBEeHHbIMU HOBOOb pPa3oBaHMAMM
MMPONIHOM, KPOBETBOPHOM M POACTBEHHbIX MM TKaHEMN, PacCesHHbIM CKAepo3om,
remoNIUTUKO-YPeMUYECKMM CUHAPOMOM, OHOLWECKMM apTPUTOM C CUCTEMHbIM
Hayanom, mykononumcaxapugosom I, Il n VI TMNoB, Auy nocne TpaHCNAaHTaUUM
OpraHoB W (MnKM) TKaHel B COOTBETCTBUM C MEpPeYHEeM JIeKapPCTBEHHbIX MPenapaTos,
yTBep:aaembim lNpaButenbcTBom Poccuiickolt Gegepaunm <21>.

<21> YacTtb 7 cTaThk 44 dGepepanbHOro 3akoHa oT 21 HoAbpa 2011 r. N 323-$3
"O6 ocHoBax OXpaHbl 340pOBbsA rpaaaH B Poccuitickoit deaepaummn" (CobpaHue
3aKoHogaTenbctBa Poccuiickonn ®enepaumm, 2011, N 48, cT. 6724; 2013, N 48, cT.
6165;2016, N 18, cT.2488;2018, N 32, cT. 5092).

3) rpaxgaHam, MMeloLWMM NPaBO Ha NOJyYeHWe IeKapCTBEHHbIX NMPenapaTos
6ecniiaTHO UK NONYyYEHWE IeKapPCTBEHHbIX NPenapaToB CO CKUAKOWM 3a CYeT cpeacTs
6ropkeToB cybbekToB Poccuitickon depepaumn, B cooTBeTcTBUM C MepeyHem rpynn
HaceNeHUs M KaTeropui 3abonesBaHui, Npu ambynaTOPHOM JIe4EHUU KOTOPbIX
NIeKapCTBEHHble CPeAcTBa U M34enUa MeLMUMHCKOro HasHayeHusa OTnycKatoTcA no
peuenTam Bpaueit becniaTHo, U lepeyHem rpynn HaceneHus, npu ambynaTopHOM
NleYeHMM KOTOPbIX IeKapCTBEHHbIe CPeACTBa OTMYCKAloTCA NO peuentam Bpayeit ¢ 50-
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NMPOLEHTHON CKWUAKOW CO CBOOOAHbLIX LEH, YTBEPKAEHHbIMW MNOCTAaHOB/EHUEM
MpasuTtenbctea Poccuiickoit ®epgepaumm ot 30 utona 1994 r. N 890 <22>;

<22> CobpaHue 3akoHogaTenbcTBa Poccuiickoit deaepaumm, 1994, N 15, cT.
1791; 1995, N 29, cT1.2806; 1998, N1, cT. 133, N 32,¢cT1.3917; 1999, N 14, cT.1724,N
15, cT. 1824;2000, N 39, cT. 3880; 2002, N 7, cT. 699.

4) rpaxgaHam, CTPAZAOWMM KUIHEYTPONKAOWMMU U XPOHUYECKMMMU
nporpeccupyowmnmmn  pegkumm (opdaHHbIMKM) 3a60M€BaHMAMM, NPUBOAALLMMM K
COKPALLEHWNIO MPOAOIKUTENBHOCTU KU3HW TPAXKAAH U UX UHBANUOHOCTU <23>.

<23> MocTtaHoBneHune MpasuTtenbctea Poccuiickonn Penepauumn ot 26 anpens
2012 r. N 403 "O nopsaKke BeaeHus dPesepanbHOro perncrpa uy, CTpasatowmx
*KU3HEYTPOXKa loWMmn 7 XPOHUYECKMMU NPOrpeccmpyomMmm peakMmm
(opdaHHbIMK) 3a60NEBAHUAMM, NPUBOAALLUMMN K COKPA LLEHNIO NPOAOIKUTENBHOCTH
YKU3HWU TparkAaH U MX MHBANMAHOCTU, U ero pernoHasbHoro cermeHTa" (CobpaHue
3aKoHoZaTenbcTBa Poccuinckoit ®eaepaumm, 2012, N 19, cT.2428; N 37, cT. 5002).

Mpu odopmneHnn peuenta Ha 6aaHke dopmbl N 148-1/y-04 (n) Ha BymakHoM
HocuTene obOPMAAIOTCA ABAa 3IK3EMNAAPa, OAUH M3 KOTOPbIX OCTaeTca B anTeyHoM
OpraHu3aLmm, BTOPON - B MEAULIMHCKON AOKYMEHTALMM MaLMEHTa.

37. MNpaBo Ha3HauyaTb JieKapCTBeHHble npenapaTbl rpa*kgaHam, MMeloWwum
npaBo Ha 6ecnnaTHoe nNoOJy4YeHWe JeKapCTBEHHbIX MpPenapaToB WAW MNoJydeHue
NIEKapPCTBEHHbIX MPEnapaToB CO CKUAKOM, TaKKe UMEIOT:

1) meamumHcKme paboTHUKK, paboTatowme B MeaULUMHCKOW OpraHn3aumm no
COBMECTUTENbCTBY (B Npeaenax CBOei KomnereHuumu);

2) MeauuMHCKME PabOoTHMKM CTaLMOHAPHbLIX OPraHM3auuMii COLMANbHOrO
0BCNYKMBAHUA NPU  HAAMYUKM  ANLEH3MM Ha  OCYLLECTBNEHUE MEeAUUMHCKOM
AeATeNbHOCTM <24>, NpeaycMaTpuBatoLLei BbinosHeHMe paboT (okasaHue ycayr) no
OKa3aHWIO MepBUYHON MEeAMKO-CaHUTAapPHOMW NnomowMn B ambynaTOpPHbIX YC/OBUAX
(He3aBMCUMMO OT BEAOMCTBEHHOWN MPUHAAJ/IEKHOCTH);

<24> MyHKT 46 yactn 1 ctaTbm 12 PepepanbHOro 3akoHa ot 4 maa 2011 r. N
99-®3 "O /MUEH3MPOBAHUM OTAENbHbIX BUAOB aeatenbHocTn" (CobpaHue

3aKoHogaTenbctBa Poccuiickonn Pepepaumm, 2011, N 19, cT. 2716; 2012, N 31, cT.
4322; 2013, N9, c1.874; N 27,cT1.3477;2014,N 30, cT. 4256; N 42, cT. 5615; 2015, N
1, cT. 11; N 29, c1. 4342; N 44, c1.6047;2016,N 1, cT. 51; 2018, N 31, cT. 4838; N 32,
cT.5116; N 45, cT. 6841; N 53, cT. 8424).

3) MeguuMHCKME pPaboTHUKM MEQUUMHCKMX OpraHuM3auuii, OKa3blBaloLWMX
NEepPBUYHYIO MEAMKO-CaHMTAPHYD MNOMOLWb, NOABEAOMCTBEHHbIX deaepaibHbim
opraHam UCMONHUTENbHOW BAACTU UAW OpraHam UCMNONHUTENbHOW BAaCTU Cy6beKToB
Poccuitckoit ®egepaunu;

4) wvHAMBMAYyaNbHble NpeanpUHUMATENN, OCYLLECTBASIOWME MEANLMNHCKYHO
OEeATeNbHOCTb W BK/KOYEHHble B PeecTp  MEeAUUMHCKUX  OpraHusaumi,
OCYLIECTBAAIOWMX  AeATeNbHOCTb B chepe 06A3aTeNbHOrO0  MeAMUMHCKOro
CTpaxoBaHUsA.

38. Mpy Ha3HaAYEHUW NEeKapPCTBEHHbIX MPenapaToB rpa*kgaHam, MMeloWwum
npaBo Ha 6ecnnaTHoe MoOJyYeHWE NEeKapCTBEHHbIX MPenapaToB WAM Nojay4vyeHue
NIeKapCTBEHHbIX NPEenapaToB CO CKUAKON, B peLenTe yKa3sbiBaeTca Homep TenedoHa,
Nno KoTopomy paboTHMK anTeyHOM opraHu3auun npu HeobXoaUMOCTU MOMKET
COrnacoBaTb C MEANLMHCKMM PabOTHUKOM 3aMeHY JIeKapCTBEHHOTO MNpenaparTa.

39. Ha3HayeHMe HAaPKOTMYECKUX M NCUXOTPOMHbIX 1EKaPCTBEHHbIX NpenapaTos
cnucka |l TepeyHsa (3a WCKAOYEHMEM /IEKAPCTBEHHbIX MpenapaToB B BUAE
TpaHCAEepPMabHbIX TepaneBTUUYECKUX CUCTEM, A TaKXKe JIeKapCTBEHHbIX NpenapaTos,
cogepKalunux HapKOTMYECKOe CPeacTBO B COYETAHMM C aHTAarOHUCTOM OMUOUAHBIX
peuenTopoB) rpa)kgaHam, WMeKWMM fpaBo Ha becnnaTtHoe MoJsyyeHue
NIeKapCTBEHHbIX NpenapaToB WAW MNONAYYEHUA JIEKAaPCTBEHHbIX MpenapaToB CcoO
CKUAKOW, ocyllecTBaserca Ha peuenTypHom 6naHke dopmbl N 107/y-HI1, K KoTopomy
AONONHUTENbHO 0POPMIAETCA peLenT Ha peuenTypHom 6naHke dopmbl N 148-1/y-
04 (n) (B ABYX 3K3emnnaApax Nnpu opopmaeHnMm Ha BymaskHOM HocuTtene).

40. Ha3zHayeHMe HapKOTUYECKMX M NCUXOTPOMHbIX 1€KapPCTBEHHbIX NpenapaTos
cnucka |l MNepeyHa B BUAe TPaHCAEPMANbHbIX TepaneBTUYECKUX CUCTEM,
HapPKOTUYECKUX NeKapCTBEHHbIX npenapaTtoB cnucka |l lMepeyHa, coaepalymx
HapKOTUYeCcKoe CpeacTBO B COYETAaHWM C AHTAarOHUCTOM OMUOMAHBLIX PELLenTopOB,
NCUXOTPOMHbIX NEeKapCTBEHHbIX npenapatoB cnucka |l lMNepeyHa, neKapCTBEHHbIX
npenapaTtoB, BKAKOYEHHbIX B nepedeHb [1KY, neKkapCcTBEHHbIX nNpenapaTos,
obnajatowmx aHaboNMYECKOM aKTUBHOCTbIO B COOTBETCTBMM C  OCHOBHbIM
bapMaKoOrMYecKUM AelcTBreM, KOMOBUHMPOBAHHbBIX /EKapPCTBEHHbIX MPenapaTos,
YyKa3aHHbIX B nognyHKTe 3 nyHKTa 10 HacToAwero Mopagka, npegHa3HayeHHble ana
JIeYEHUS TPaXKAaH, MMELMX MpaBo Ha bGecnaaTHoe NoJsyvyeHUe NEeKapCTBEHHbIX
npenapaTtoB WAM  NOAYYEHME NIEKAPCTBEHHbIX MNpenapaToB CO  CKUAKOW,
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OCyLLeCcTBAAETCA Ha peuenTypHom 6naHke ¢dopmbl N 148-1/y-88, K KoTopomy
AONONHUTENbHO 0POPMAAETCA peLenT Ha peuenTypHom 6naHke dopmbl N 148-1/y-
04 (n) (B ABYX 3K3emnnaApax Npu opopmaeHnm Ha BymakHOM HocuTtene).

Mpunoxenne N 1

K MNopAaaKy HasHayeHuA
JIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY MPUKA3OM
MuHucTepcTBa 34paBOOXpPaHeHUA
Poccuitckoin Penepaumu

o1 14 auBapa 2019r. N 4H

KOJIMMECTBO
HAPKOTUYECKUX CPEACTB W/IU NMCUXOTPOMHbIX BELLECTB, KOTOPOE
MOMXET BbITb BbIMUCAHO B OAHOM PELENTE

N MexayHapogHoe dopma BbINycKa 1 Konunyectso
n/ HenaTeHTOBaHHOe O031pOBKa
n | HAMMEHOBaHMe HAaPKOTUYECKOTO
M NCUXOTPOMHOro
JNleKapCcTBEHHOro npenapaTa
1 bynpeHopouH + HanoKcoH Tabnetku 60 Tabnetok
cybnvHrBaibHblE
0,2 mr +0,2 mr (ynakoBka,
KpaTHas N 20)
i BynpeHopduH PacTBop 418 MHbekumid, | 30 amnyn (wnpuu-
0,3 mr/mn 1 mn Tio6MKoB)
3 bynpeHopouH TpaHcaepManbHbli
nAaacTbipb
35 mKr/uac 20 nnacTbipen
52,5 mKr/uac 10 nnacTbipen
70 mKr/uac 5 nnacTbipeit
4 OurnpgpokogenH Tabnetku
NPONOHIFMPOBAHHOIO
nencTama

60 mr 40 TabneTtok
90 mr 30 Tabnerok
120 mr 20 Tabnetok
5 MopduH PacTBOp 415 HBEKUUN,
pacTeop AnA 20 amnyn (wnpwu-
NOAKOMKHOrO BBEAEHUA T1061KOB)
10 mr/mn 1 mn
6 | KogenH + MopduH + HockanuH + Pacteop gna
ManasepuH + TebanH NOAKOXKHOrO BBEAEHWs
0,72 +5,75+2,7+0,36 20 amAvA
+ 0,05 mr/mn 1 mn 1,44 ¥
+11,5+5,4+0,72+0,1
mr/mn 1 mn
7 TpumenepuguH Tabnetkun 25 mr 50 Tabnetok
8 TpumenepunauH PacTBop 41A MHbEKLUMI
10 mr/mn 1 ma 20 amnyn (wnpwu-
TIO6UKOB)
20 mr/mn 1 mn
9 MopduH Tabnetku (Kancynbl)
NPOJIOHTMPOBAHHOTO
nencTeuna
10 mr 180 Taba. (kanc.)
30 mr 60 Taba. (kanc.)
60 mr 40 1abn. (kanc.)
100 mr 20 1abn. (kanc.)
200 mr 20 1abn. (kanc.)
10 MopduH Tabnetku




75 MKr/yac

100 mkr/yac

10 nnacTbipen

10 nnacTbipen

16

deHTaHUN

TabneTkn noabA3bIYHbIE
0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 mr

0,8 mr

50 Tabnetok

5 mr 100 Tabnetok
10 mr 100 Tabnetok
11 MopduH Kannu gnsa npuema
BHYTPb 4 dnakoHa
20 mr/mn 20 mn
12 MopduH PacTtBop ana npnema
BHYTPb (MOHOA03bl)
2 mr/mn 5 mn 100 amnyn n/>
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/s
13 OKcUKoaoH + HanloKCOH Tabnetku
NPONOHIMPOBAHHOIO
aenctensa
5mr+2,5mr 100 Tabnetok
10 mr +5 mr 60 Tabnetok
20 mr +10 mr 40 TabneTtok
40 mr +20 mr 20 Tabnetok
14 | NponnoHundeHnnaTokenaTuanu | Tabnetkn 3awedHbie 20 50 TabneToK
nepuanH mr
15 deHTaHUN TpaHcaepmanbHan
TepanesTMYecKas
cuctema

12,5 mKr/uac
25 mKr/yac

50 mKr/yac

20 nnacTbipei
20 nnacTbipei

10 nnacTbipen

17

deHTaHUN

Cnpeit Ha3abHbIN
®nakoH 50 mKkr/no3a
2,0 mn (10 pos)
3,2 mn (20 pos)
5,0 mn (40 pos)
®nakoH 100 mkr/oo3a
2,0 mn (10 pos)
3,2 mn (20 pos)
5,0 mn (40 pos)
®dnakoH 200 mKr/pno3a
2,0 mn (10 pos)
3,2 mn (20 pos)

5,0 mn (40 pos)

24 dnakoHa
12 dnakoHoB

6 ¢nakoHoB

12 ¢nakoHoB
6 ¢nakoHoB

3 ¢pnakoHa

12 ¢pnakoHoB
6 ¢pnakoHoB

3 ¢pnakoHa




18 bytopdaHon PacTBOp 418 MHbEKLMIA aq. aqua BOAA
2 mr/mn 1 mn
ag. purif. aqua purifikata BOZa OYMLLEHHanA
20 amnyn
but. butyrum macno (Teepaoe)
19 HanbyduH PacTBOp 418 MHbEKLMIA
caps. capsula Kancyna
10 mr/mn 1 mn 50 amnyn
comp., ¢ps compositus (a, um) C/IOXKHbIN
20 mr/mn 1 mn 25 amnyn
D. Da (Detur, Dentur) Bbigait (nycTb BblAaHoO,
20 deHobapbuTan Tabnetku nycTb 6yaeT BblAaHO)
5 mr D.S. Da, Signa Detur, Signetur Bblgan, obo3Haub
MycTb bypeT BblgaHo,
50 mr 50 Tabnetok obo3HayeHo
100 mr D.t.d. Da (Dentur) tales doses Bbigaii (Myctb 6yayT
BblAaHbl) TaKMe [03bl
n N 2
PUAOKERUE dil. dilutus pa3BeaeHHbIN
K MopsaaKy HasHayeHun
/IEKAPCTBEHHBIX NpenapaTos, Div.in p. aeq. Divide in partes aequales Paspenu Ha paBHble YacTn
YTBEPKAEHHOMY MPUKa3om
MuHuCTepcTBa 3paBOOXPaHeHUA emuls. emulsio aMynbCuA
Poccuitckoin enepaumn
oT 14 auBapAa 2019r. N 4H extr. extractum 3KCTPAKT, BbITAXKKA
CnpaBoYyHO F. Fiat (fiant) MycTb o6pasyerca
PEKOMEHAOBAHHbIE K UCNOJIb3OBAHMIO COKPALLEHUA (o6pasytoren)
nNPU OPOPM/IEHUN PELENTOB
gran. granulum rpaHybl
CoKpalweHue MonHoe HanucaHue MNepesog, qt., qtt qutta, guttae Kannaa, kKanau
aa ana rno, NOPOBHY qtt. peror. guttae peroralis Kanau ana npvema
BHYTPb
ac., acid. acidum KucnoTta
inf. infusum HacToM
aer. aerozolum aspo3onb
in amp. in ampullis B amnynax
amp. ampulla amnyna
intab. in tab(u)lettis B Tabnetkax




in tab. prolong.

in tab(u)lettis prolongatis

B TabneTkax c
NPO/IOHTMPOBAHHbIM
BbICBODOXKAEHMEM

Rp.

in tab. prolong, obd.

in tab(u)lettis prolongatis

B TabneTkax c

obductis NPOJIOHTMPOBAHHbIM
BbICBOOOXKAEHMNEM,
NOKpPbITbIX 060/104KOM
lin. linimentum MUAKaAa masb
lig. liquor XMOKOCTb
lot. lotion NOCbOH
m. pil. massa pilularum

NUNKONbHAA Mmacca

membr. bucc.

membranulae buccales

NNEeHKN 3aleyHble

M. Misce, Misceatur Cmewati (MycTb 6yaet
CMeLLaHo)
mixt. mixtura MUKCTYpa
N. numero 4yncaom
ol. oleum Macno (Kuakoe)
past. pasta nacra
pil. pilula, pilulae NUAONA, TUOAK
p. aeq. partes aequales paBHble YacTn
ppt., praec. praecipitatus OCaKAEHHbIN
pulv. pulvis NOpPOLLOK
g.s. quantum satis CKONbKO notpebyertcs,
CKONbKO Hago
r. rad. radix

KOpeHb

Recipe Bo3sbmu
Rep. Repete, Repetatur MNosTopwm (MycTb Byger
NOBTOPEHO)
rhiz. rhizoma KOpHeBuLLe
S. Signa, Signetur 0O603Haub (MycTb byaer
0603HaueHo)
sem. semen cems
simpl. simplex npocTomn
sir. sirupus cupon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBop N5 Nnpuema
BHYTPb
spr. spray cnpen
spr.nas. spray nasale cnpei Ha3anbHbIN
supp. suppositorium cBeya
susp. suspensio CycneH3ua, B3BECb
tabl. tab(u)letta Tabnertka
t-ra, tinct. tinctura HacToMKa
STT Systemata Therapeutica TpaHcaepmanbHan
Transcutanea TepanesBTMYecKan
cuctema
ung. unguentum Ma3b
vitr. vitrum CK/IAHKA




Mpunoxexne N 2

K NpuKasy MUHMUCTEPCTBA 34paBOOXPAaHEHMA

Poccuitckoii Penepaumn

oT 14 auBapAa 2019r. N 4H

®OPMA PELIENTYPHOTO B/JIAHKA N 107-1/y

MyHMCTEPCTBO 3OPaBOOXPAaHEHUS
Poccurickom Odemepauumn

HamMmeHoBaHMe (mTaml)
MENUUMHCKOM OpTaHM3aluumn

HamMmeHOBaHMe (mTaml)

VHOVBUOYAJBLHOTO NPEenNpPUHMMAaTETS
(ykasaTh azmpec, HOMep M IaTy JMLeH3UH,
HaMeHOBaHMe opraHa I'OCyIapCTBEHHOM
BJIACTM, BHIOABIEIO JIMIEH3UIO)

PEOEIT

(B3pOCIBI, IOETCKMM - HYXHOE INOOUYEPKHYTH)

daMmnamsa, MHMULMAJE MMEHM M OTUecTBa (ImocljelHee

ImaumMeHTa

.

Kon dopwmer nmo OKY]

Kon yupexnmenmsa no OKIIO
MenuumMHCKasa HOOKyMeHTalus
dopma N 107-1/y

YTBepXxIeHa IpMKasz0OM
MyHMCTEepPCTBa 3OPaBOOXPaHEeHUS

Poccuiickont demepauun

or 14 auBapsa 2019 r.

- OpM HaJIW4YUN)

JaTa poxneHud

daMmuIMsa, MHULMAJE MMEHM UM oTuecTBa (mocliejHee

Jleyamero Bpaua (denbnumepa, akKyuwepku)

- OpM HaJIMU4MUM)

I[Tognuce
¥ [IedaThb Jledalero Bpaua
(momnuck Gernpnmepa, aKyllepKu)

PeuenT ImeMcTBUTeJIeH B TeueHue 60 nHew,

(HEeHYyXHOEe BaUYepKHYTh)

OBopoTHass CTOPOHAa

no 1 roma

(

(yKaSaTb KOJIMYEeCTBO

MecsdleB)

OTMeTKa 0 Ha3HaYeHUW SieKapCTBEHHOrO NpenapaTa no
pelweHnto BpavyebHON Komumccum

Mpurotosun Mposepun

OTtnyctun

N 4u






®OPMA PELLENTYPHOIO BNNIAHKA N 148-1/y-88

MMHMCTepCTBO 3O0PaBOOXPaHeHAa

Poccurickon demepaumm Kon dopmer mo OKYI 3108805
MemyuyHCKasg IOKYMEeHTAaluda
HammMeHOBaHMe (mTaml) dopma N 148-1/y-88
MENUUMHCKOM OpTaHM3aluumn YTBepXIeHa NPpUKas0M
MUHMCTEpPCTBa 3IOPaBOOXPAaHEHUS
HamMeHOBaHME (WITaMII) Poccurickon demepauun
VHIVMBUIOYAJBHOTO NPenNIpPMHMMATEISA or 14 suBapsa 2019 r. N 4=H

(yxasaTh azmpec, HOMep M IaTy JMLEeH3UH,
HalMMEeHOBaHMEe OoOpraHa I'OCYyIHapCTBEHHOMU
BJIACTM, BHIOABIWEI'O JIMLEH3UIO)

rarararn rararararn
Cepusa N
L4L 1L 1L 1 L4L 1L 1L 1L

PELEIT noom 20 T.
(naTa odopmiieHMa peLelnTa)

(B3pOCILI, IOEeTCKMUM — HYXHOE I[NOINUEPKHYTH)

daMmIMa, MHMULMAJE MMEHM UM OTUYecTBa ([NocjenHee -— IIPYM HAJIMUUM)
nauveHTa

JaTa poxnmeHud

Anpec MecTa XKMTEeJIbCTBa nmim N MeIMUMHCKOM KapTeL aM6ynaTopHoro InaumMeHTa,
InoJjiydyamomero MeIMUIMVMHCKYI IIOMOIb B aMGYHaTOpHHX YCIIOBUAX

daMmIMsa, MHULMAJE MMEHM M OTUYecTBa ([ocjemHee -— IPYM HaJIMuUM)
Jleuamero Bpada (dbenpnumepa, akyllepku)

[lognmuchk M HedaThb Jledallero Bpada M.II.
(nopnmuce denpnuepa, akKyllepku)

PeuenTt mewncTBUTEJIeH B TeueHue 15 mHeun

OBbopoTHasas CTOpPOHA

OTMmeTKa O Ha3HaYeHun
NeKapcTBEHHOro npenapara no
peleHuto BpayebHOM Kommccum

Mpurotosun MNposepun OTnyctnn







®OPMA PELLENTYPHOIO B/IAHKA N 148-1/y-04 (n)

MMHMCTepCTBO 3OPaBOOXPaHEeHNA

Poccunickon Odemepaluuu

YTBEPXIEHA
nprKkasoM MuHMCTEepCTBa 3OpaBOOXpaHeHUd

Poccumnickom demepaumum

or 14 guBapsa 2019 r. N 4
MTamn
Konm
Me,JIMLU/IHCKOﬁ opraHmn3aumnmn
MTamn
Kon
MeHMHMHCKOﬁ OopraHM3alumnum
-
|
Kon dopmel mo OKYI 3108805
dopma N 148-1/y-04 (m)
Kog Kog NCTOYHUK PUHAHCMpPOBaHUA: % onnarbl:
KaTeropun | HO30/10rMYeCKoM (noauepKHyTbL) (noaYepKHYTL)
rpaxgaH | ¢opmbl (no MKB)
1. depgepanbHbIli GloaxeT 1. becnnatHo
2. brogkeT cybbeKTa 2. 50%
Poccuitckonn Pepepaunu
3. MyHuumMnanbHbInN 6roaxkeT
PELEIT Cepus N OaTa obopmMmIieHMS: 20 .
@aMVIHVIH, VMHMIMAJIBEL VMMEHWM M OTUYeCTBa
(mocrnenHee - HOpu HaJIUUUNU)
IIaumMeHTa ﬂaTa pPoxXoeHmnsAa
CHUANC
N nonuca
obnasatenbHOro
Me ONLIMHCKOTO
CTpaxoBaHuA:
HOMep Me,J:[MLU/IHCKOﬁ KapTel IIaumMeHTa, IIoJjiyuyampumero MeIOMLIMMHCKYIO IIOMOIIb B
aMOyJIaTOPHEIX YCJIOBUAX
daMmIMsa, MHMULMAJE MMEHM UM OTUeCcTBa ([IocjiefHee - IIPM HAaJWUUUN)
Jlevamero Bpauda (desnbnumepa, akylLepKM)
Py6. Kon. Rp:
D.t.d.

Signa:...
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[lognmce M HnedaThs Jiedalmero Bpada
(moonmuce odernpamepa, aKyllepkKu)

PeuenT pgercTBUTeJIeH B TedeHme 15 gHem, 30 nguem, 90 mHen
(Hy’XHOe TOOUEPKHYThH)

—————————— (3anonHsgeTcsa CcHneuraJuCcTOM alTedHOoU opr‘aﬁmsauvm) T ===

OTnyweHo no peuenTy: Toprosoe HaumeHOBaHMeE M 4O03MPOBKaA:

lara ornycka: " " 20 T. KonwnuecTtso:

MNpurotosun: MNposepun: OTnyctun:
———————————————————————————————————————— (MMHMA OTPBIBA) -------m-mmmmmmmm oo

Kopewok peuenTypHoro 61aHKa Cnocob npumeHeHwus:

et e MNpoaoNKUTENBHOCTb aHen

HavmeHoBaHMe feKapCcTBEHHOrO Npenapara:

Jo3npoBska: Konnuyectso npnemos B AeHb: ____ pas

Ha 1 npuem: ea.

ObopoTHasa CTOPOHA

OTMeTKa O HasHaYeHMM TeKAPCTBEHHOTO
npenapara no peleHnio BpauebHOo M KomUccum

Mpurotosun

MNposepwun

OTnyctnn




MpunoxeHne N 3

K NnpuKa3y MuHuUcTepcTBa 34paBOOXPaHEHUA
Poccuitckoit Pepepauuu

oT 14 anBapa 2019r. N 4H

noPAAOK
O®OPMJIEHUA PELENTYPHbIX B/IAHKOB HA JNEKAPCTBEHHbBIE TMPENAPATDI,
MX YHETA U XPAHEHUA

. OpopmneHmne peuenta Ha 6ymarKHOM Hocutesne

1. Ha peuenTypHbix 6naHKax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
B JIEBOM BEpXHEM Yray MpOCTaBAAETCA LWTamn MeAUUMHCKON OpraHuMsauumn ¢
YKa3zaHuem ee HAMMEHOBaHUsA, agpeca u TenedoHa.

LononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n)
NPoCTaBAAETCA KoL MeSMUMHCKON opraHu3aumMmM B cooTBeTcTBUM € OCHOBHbIM
rocyZiapCTBeHHbIM PErmcTpaLMoHHbIM Homepom (ganee - OTPH).

Cepua peuenTtypHoro 6naHka dopmbl N 148-1/y-04(n) Bratodaer Kog cybbekTa
Poccuitckoi depepaumm, COOTBETCTBY LU OBYyM nepBsbim umbpam
ObLwepoccuinckoro KnaccuoukaTopa 06bekToB aAMMHUCTPATUBHO-
TeppuTOopManbHoro genexHusa (ganee - OKATO).

Paspewaerca u3rotaBAuBaTb peuenTypHblii 6naHK  dopmbl  107-1/y c
MOMOLLbIO KOMMNbIOTEPHbIX TEXHO/OTUA.

2. Ha peuenTypHbix 6naHKax, odopmaAembiXx  MHAMBUAYANbHBIMU
npeanpuHUMaTeNnAMM, UMEIOWMMN NULEH3UIO HA MEAMUMHCKYIO AeATeNbHOCTb, B
BEPXHEM IeBOM yray Tunorpadckum cnocobom mau nytem nNpocTaBAeHUA LWTamna
OOJ/IKeH ObITb YKasaH aApec WHOMBUAYANbHOTO NpeanpuHUMaTens, Homep M AaTa
JNINLEH3UN, HAMMEHOBaHME OpraHa rocyAapCcTBEHHOMN BNaCTH, BblAaBLIErO JMLEH3MIO.

3. PeuentypHble 61aHkn dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
3aN0/HAITCA MEeAUUMHCKUM paboTHMKOM pa3bopyumBo, YETKO, YepHUaMMU UK
LA PUKOBOW PYYKOIA.

4. OonycKkaetcs opopmieHMEe BCEX PEKBU3IMTOB (33 MCKIOYEHUEM PEKBU3UTA
"Moanucb neyawero Bpaya (noanucb denbalepa, akywepku") peuenTypHbIX
6naHKoB dpopmbl N 107-1/y n popmbl N 148-1/y-88 ¢ ucnonb3oBaHMEM NeYaTa oLLNX
YCTPOWMCTB.

5. OdopmneHne peuentypHbix 6aaHkoB dopmbl N 148-1/y-04(n) skntouaer
unMdpoBOe KoaNpoBaHMe.

LindpoBoe KoaMpoBaHME YKa3aHHbIX peLenTypHbiX 61aHKOB BKAtOYaET:

1) koA meauumHcKol opraHusaumm (OMPH) wam Kop wHAMBMAYaNbHOrO
npeanpuHnUmaTens B COOTBETCTBUN c OCHOBHbIM rocyAapCTBEHHbIM
PEerucTpaLMoOHHbIM  HOMEPOM WHOMBUAYANbHOIO NpeanpuHumaTens (ganee -
OrPHWM), npocTaBasemblii NPU U3rOTOBAEHUMN pPeLLenTypPHbIX 61aHKOB;

2) Kop, KaTeropuu rpaxkgaH, MMelowWwmx NpaBo Ha NOJlyYeHWe IeKapPCTBEHHbIX
npenapaToB B COOTBETCTBMM CO cTaTbel 6.1 PenepanbHOro 3akoHa ot 17 ntona 1999
r. N 178-®3 "O rocypapcTBeHHOM couManibHOM nomowm" <1>, 1 Koa HO30/10rMYecKom
dopmbl No MeKayHapoaHOM CTaTUCTUYECKOW Knaccudukaumm bonesHel (panee -
MKB), 3anosiHAsemble /ie4alnMm BpayoM NyTeM 3aHeceHUa Kakaow umdpbl B NycTbie
AYENKKN, NMPU 3TOM TOYKA NPOCTABNAETCA B OTAE/IbHON AYENKE;

<1> CobpaHue 3akoHogaTenbcTBa Poccuiickon dPegepaummn, 1999, N 29, cT.
3699; 2009, N 30, cT.3739; 2010, N 50, cT. 6603; 2013, N48, cT. 6165.

3) oTmeTka 06 WCTOYHMKe ¢UHaHCcupoBaHUA (deaepanbHblii brogxer [1],
6roakeT cybbekta Poccuiickoirt depepaumn [2], myHMuMnanbHbIn Glogxker [3]) u
npoueHTe onnaTbl peuenTa (6ecnnatHo [1], 50% [2]);

6. B peuenTypHbIx 6naHKax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B
rpade "®damuausa, MHWLMANLI UMEHM M OTYecTBa (nocnegHee - MPU HaAMYUK)
naumeHTa" ykasbiBatoTcA GpamMuansA, MHULMANLI MMEHM M OTYecTBa (MPW HaAUYMK)
nauueHTa.

7. B peuenTypHbIx 6naHKkax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B
rpade "Jata poxkaeHua" yKasbiBaeTcA AaTa POXMAEHMA nauueHTa (4ncno, mecad,
roa).

JononHutenbHo B peuenTypHbiXx 6naHKax dopmbl N 148-1/y-88 n dopmbl N
107-1/y ana peteir B Bo3pacTe Ao 1 roga B rpade "Jata poxaeHus" ykasbiBaercs
KO/IMYECTBO MOJIHbIX MECALEB.

8. B peuenTypHbix 6naHKkax ¢dopmbl N 148-1/y-04(n) B rpacdax "CHUNC" u "N
nonvca o0683aTeNbHOr0 MEAUUMHCKOTO CTpaxoBaHMA" YKa3blBAalOTCA CTPaxoBoW
HOMEP MWHAMBMAYANbHOTO JIMLEBOrO CYeTa rpaxgaHuHa B [MeHCcMOHHOM ¢oHAe
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Poccuitickoit depepauun (CHUAC) (npu Hanuumm) m Homep nosauca obs3aTeNbHOro
MeOMUMHCKOTo CTPaxoBaHMs.

9. B peuenTtypHbix 6aaHkax ¢dopmbl N 148-1/y-88 B rpacde "Agpec mecTa
KUTENbCTBA WAM  HOMEP MEOMUMHCKOM  KapTbl MaumMeHTa, NoJy4yatowero
MeAVLMHCKYI0 MoMoLb B amMbynaTopHbIX ycaoBuAX" yKasblBaeTcA agpec MecTa
Xutenbctea (Mecta npebbiBaHMA MAM MecTa GaKTUUECKOro MPOXKMBAHMA) NaLMeHTa
UM HOMEP MEAUUMHCKOM KapTbl NaLMEHTA, NONYYA IOWEr0 MeANLIMHCKYIO NOMOLLb B
aMbyNaTOPHbIX YCNOBUAX <2>,

<2> MpuKas MuHuUcTepcTBa 34paBooOXpaHeHnsa Poccuiickoin deaepaumm ot 15
nekabpa 2014 r. N 834H "O6 ytBepKAeHUN YHUPUUMPOBAHHbBIX GOPM MegULMUHCKOM
OOKYMEHTaLUuM, WCMNOoMb3yeMbiX B MEAUUMHCKUX OpraHu3aumax, OKa3blBaloWMNX
MEOMUMHCKYIO NOMOLb B aMBy1laTOPHbIX YCA0BUAX, U MOPAAKOB MO UX 3aMN0NHEHUID"
(3apeructpmpoBaH MuHucTepcTBOM tocTULmMK Poccuiickon denepaumm 20 despana
2015 r., perucTpaumoHHbit N 36160), ¢ M3MEHEHUAMU, BHECEHHbIMW MPUKA3OM
MuHMCTepcTBa 34paBoOXpaHeHMa Poccuitckoit Pegepaumm ot 9 aHBaps 2018 r. N 2
(3apeructpupoBaH MwuHucTepcTBOM tocTuumK Poccuiickon Pepepauymn 4 anpens
2018 r., pernctpaumoHHbii N 50614) (nanee - npukas N 834H).

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep
MEAMLMHCKOW  KapTbl MaLMeHTa, MONYYaloWero MeAMUMHCKYIO TMOMOWb B
ambynaTopHbIX ycnoBuAX" yKasbiBaeTca HOMEP MEeAMLLMHCKOM KapTbl MaumeHTa,
NONYYa IOLLEr0 MEAMLIMHCKYHO MOMOLLLb B amMbBy1aTOPHbIX YCA0BUAX <3>.

<3> Mpunka3s N 834H.

10. B rpade "®amuaua, MHULMANbLI MUMEHM W OT4YecTBa (mocnegHee - npu
HanMumMn) nevauero Bpaya (denbawepa, akywepkn)" peuenTypHbiX 6AaHKOB dopm
N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4HbiMm cnoco60M MAM C MOMOLLbIO
WTamna yKasbiBatoTcAa Gpamuauns, MHUUMANBI UMEHM M OTYeCcTBa (mocneaHee - Npwu
HaNM4MKn) MeaULMHCKOro paboTHWKA, Ha3HAYUMBLLErO JieKapCTBEHHbIe npenapaTsbl U
odopmumBLLErOo peuenT.

11. B rpade "Rp" peuenTypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(n) yka3biBaeTca:

1) HavMeHOBaHWE  NEeKaPCTBEHHOro npenapata  (mexayHapogHoe
HernaTeHTOBaHHOEe HanmeHOBaHMe, rpynnmMpoBOYHOE nnn XMmuyeckoe
HaumeHOBaHWe, TOProBoe HaMMEHOBaHME) HAa NATUHCKOM f3biKe, Gopma BbIMycCKa,
[031POBKa, KOIMYECTBO;

2) cnocob nNpuMeHeHWa JNleKapCTBEHHOro npenapaTta Ha rocyAapCTBEHHOM
A3blke Poccuiickoli desepaumMM WM Ha roCyAapcTBEHHOM A3blke Poccuiickoi
degepaumm M rocyaapCTBEHHOM f3blke pecnyb/iK M MHbIX A3blKax HapoaoB
Poccuitckoit epepaunn <4>,

<4>YacTtb 1 ctatbm 15 3akoHa Poccuiickoit Peaepaumm ot 25 okTabps 1991 r.
N 1807-1 "O saA3blkax HapogoB Poccuitickoit Pegepaummn” (BegomocT cbesga
HapogHbix genytatoB PCOCP n BepxosHoro Coseta PCHCP, 1991, N 50, cT. 1740;
CobpaHue 3akoHomaTenbcTBa Poccuitickoit ®egepaumm, 1998, N 31, ct. 3804) (aanee
- 3akoH N 1807-1).

12. Npu odopmneHnn peuenTypHbiXx BAaHKOB 3anpeLLaeTcs orpaHUYnBaTbLCA
06WnMK yKaszaHuaMu, Hanpumep, "BHyTpeHHee", "U3BecTHO".

13. PeuenT, odopmMeHHbI Ha peuenTypHom 6naHke dopm N 148-1/y-88, N
107-1/y wu N 148-1/y-04(n), noanucbiBaeTcA MEAUUMHCKUM pPaboOTHUKOM W
3aBepAeTcA ero neyaTblo.

Peuent, obopmieHHblt Ha peuenTypHom 6naHke dopmbl N 148-1/y-88 u
dopmbl N 148-1/y-04(n) pononHUTenbHO 3aBepsAeTcA MeyaTblo MeAMLMHCKOMN
opraHusaumm "Ons peyentos".

14. Ha ogHom peuentypHom 6naHke dopmbl N 148-1/y-88 n dpopmbl N 148-
1/y-04(n) pa3pelaeTca OCyLLECTBAATb Ha3HaUYeHWE TONbKO OAHOr0 HauMMeHOBaHUA
JNIeKapCTBEHHOro npenapaTa.

Ha ogHom peuentypHom 6naHke ¢opmbl N 107-1/y pa3pelsaetca
OCYLLeCTBNAATb Ha3HayeHMe TOJIbKO OAHOr0 HAaMMEHOBAHWA J1eKapCTBEHHOrO
npenapaTa, oTHocAweroca no ATX K aHTUNCUMXOTUYecKMm cpeacTtBam (Kog NOSA),
aHKcMonuTMKam (Ko NO5B), cHOTBOpHbIM M ceaaTMBHbIM cpeacTBam (kKo NO5C),
aHTMgenpeccaHTam (Koa NOG6A) M He nognexalwero NpPeameTrHO-KOAMYECTBEHHOMY
yyery, M QOO0 Tpex HaWMEHOBAaHMWI JNIeKapCTBEHHbIX NpenapaTtoB - [ANA WHbIX
NIeKapCTBEHHbIX NpenapaToB, HE OTHECEHHbIX K BblleyKa3aHHbim ATX.

15. UcnpagieHus B peuenTe He LOMYCKaOTCA.
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16. Mpu odopmaeHnn peuentypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y
m N 148-1/y-04(n) Ha nNeKkapcTBEHHble MpenapaTtbl, Ha3HaYeHHble MO peLeHuto
BpayebHON Komwuccuu, Ha obopoTe peuenTypHoro 6aaHKa CTaBUTCA cheuuanbHas
oTmeTKa (wramn).

17. Ha peuenTypHom 6naHke dopmbl N 148-1/y-04(n) BHU3Y MmeeTCA NMHUA
OTpbIBa, pa3gendallan peuenTypHblii 61aHK U KOPELLOK.

Kopelwok oT peuenta, opOPM/IEHHOTO Ha yKa3aHHOM peLenTypHom 6naHKe,
BblAAETCA NaumMeHTy (ero 3aKOHHOMY MpeacTaBMTeNto) B anTeYHOW opraHM3aumm, Ha
KopeliKe [gdenaercA OTMETKa O HaWMeHOBaHMM JieKapCTBEHHOro npenaparTa,
[03MPOBKe, KONMYecTse, crnocobe npumeHeHus.

18. OdopmneHne cneumanbHOro peuentypHoro 61aHKa Ha HapKoTMyeckoe
CpeacTBO M MCUXOTPOMHOE BeLLeCTBO OCYLLECTBAAETCA B COOTBETCTBUMM C MPUKA3OM
MuHuUcTepcTBa 34paBooxpaHeHna Poccuiickon degepaumm oT 1 asrycta 2012 r. N
541 "O6 vyTBepkaeHun ¢opmbl O6NAHKOB peLenToB, COAep’KallMx Ha3HauvyeHue
HAapPKOTUYECKUX CPeacTB WM MCUXOTPOMHbIX BELLECTB, MOpPAAKA WX U3roTOBAEHMUA,
pacnpegeneHuns, permcTpauuun, yyeta M XpaHeHusa, a TaKkKe npasun odopmaeHuna”
<5>,

<5> 3apeructpupoBaH MuHUcTepcTBOM tocTULMK Poccuiickoint Pepepaumm 15
asrycta 2012 r., peructpaumoHHbolin N 25190, ¢ M3MEHEeHWsMU, BHECEHHbIMU
npukasamv MuHUcTepcTBa 34paBooxpaHeHnsa Poccuiickon ®epepaumm ot 30 MIOHA
2015 r. N 385H (3apeructpupoBaH MMUHMUCTEPCTBOM HOCTUUMK Poccuiickoi
depepaummn 27 Hoabpa 2015 r., pernctpaumoHHbiii N 39868), ot 21 anpena 2016 r. N
254H (3aperucTpmpoBaH MuHUCTEpCTBOM tocTUMUMM Poccuitickon depepaumm 18
mions 2016 r., peructpaumoHHbii N 42887), ot 31 oktabpa 2017 r. N 882H
(3apeructpupoBaH MuHUcTepcTBOM tocTUUMK Pocculickoli ®epepauymn 9 AHBaps
2018 r., peructpaumoHHbiii N 49561).

Il. OdopmneHune peuenta B popme 3N1€KTPOHHOIO AOKYMEHTA

19. PeuenT B Popme 3NEKTPOHHOrO [AOKYMEHTa, MOAMNUCAaHHOIO YCUIEHHOM
KBAaNNPUUMPOBAHHON  I/IEKTPOHHOM  MoAanucbio, GOpPMUPYETCA  MEAULUHCKUM
pPabOTHUKOM, CBEAEHUA O KOTOPOM BHeCeHbl B dpesepasibHbIi PErucTp MeamumHCKNUX
pabOoOTHMKOB <6>, @ TaKKe NPU YCNOBUN PErUCTPaLLUM MESULIMHCKON opraHM3aumu, B
KoTopoli  odopmasetca peuent, B ¢defepanbHOM peecTpe  MeaULMHCKUX
opraHusaumin <7> efMHOW rocyJapCcTBEHHOW MHPOPMALMOHHOW cucTembl B chepe

3[PaBOOXPAaHEHUA U MOAK/AIOYEHUA TaKOWM MEAMLMHCKOMW  OpraHusauun K
rocyfapcTBeHHoW MHPOPMaUMOHHOW cucteme B chepe 34paBOOXPaHEHUA CybbekTa
Poccuitckoit epepaunn <8>.

<6> MyHKTbl 6, 7 MNoNoXeHna 0 eguHON rocyaapCcTBEHHOM MHPOPMaLNOHHOM
cucteme B cohepe  34paBOOXPAHEHUA,  YTBEPMKAEHHOrO  NOCTAHOB/IEHWEM
MpasutenbctBa Poccuiickoir ®epepaumm oT 5 maa 2018 r. N 555 (CobpaHue
3aKoHozaTenbctBa Poccuiickoit degepaumm, 2018, N 20, cT. 2849; N 49, cT. 7600; N
50, cT. 7755; 2019, N 6, cT. 533) (nanee - MonoxeHne o eAMHON cucTeme).

<7> MyHKTbl 9, 10 MNMonoXKeHMA 0 eauHON cUcTemMe.

<8> Ctatbn 91 1 91.1 depepanbHOro 3akoHa ot 21 HosbpAa 2011 roga N 323-
@3 "O6 ocHoBax OxpaHbl 30pOBbA rpaxaaH B Poccuitickonn ®egepaumnn” (CobpaHue
3aKoHogaTenbcTBa Poccuiickoint Pepepauum, 2011, N 48, c1. 6724; 2012, N 26, cT.
3446; 2013, N 27, c1.3477; N 39, c1.4883; N 48, cT.6165; 2014, N 30, cT1. 4257; N 43,
cT. 5798; N 49, cT. 6927, 6928; 2015, N1, cT.85; N 10, cT. 1425; N 27, c1.3951; N 29,
cT. 4397; 2016, N1, cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1.4219; 2017, N
18,cT1.2663; N31,cT.4794).

20. Mpun odopmneHun peuenta B GopmMe 3NEKTPOHHOFO [JOKYMEHTA Ha
NleKapCcTBEHHble npenapaTbl, YKa3daHHble B NoAnyHKTax 2 - 5 nyHkTa 10 v nyHkTe 12
MopAaaKa Ha3HaYeHWA NeKapCTBEHHbIX MNPenapaTos, YTBEPKAEHHOro HaCToAWMM
NPUKa3oM, W OTNyCKaemble 33 MOJHY CTOMMOCTb, 3aMOJIHAIOTCA Ccaeaylouime
PEKBU3UTI:

1) kom cybvekta Poccuitickon Pemepaummn no OKATO, onpegensatowmi
rocyaapcTBeHHy0 MHGOPMALMOHHYIO cucTemy B cdepe 34paBoOXpaHeHUa cybbeKkTa
Poccuitickoit depepaumm, B KoTopok chopmmnpoBaH peuenT B popmMe 3/1EKTPOHHOIo
AOKYMeHTa;

2) HauMmeHOBaHME MEAMUMHCKOW opraHusaumun, agpec, TenepoH uau
bammamna, UHMLMANbI  MMEHW W oTyecTBa (nocneaHee - MNpW  HaAUYMM)
WHOMBUOYANBbHOTO NpeanpuHMMaTens, MMENOWEro JIMUEH3UIO HA MEAULMHCKYIO
[eATeNbHOCTb, ero agpec;

3) OlPH topuanyeckoro nvua (MeauMumHCKoW opraHusaumm) wunm OTPHUM
WHAMBMAYANbHOMO NpegnpuHUmMaTens;

4) paTta opopmneHua peuenTa (yKasbliBaeTca YMCNO, MECALL, roa);
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5) pata OKOHYaHMA pgeictBuA peuenta (popmupyeTca rocynapcTBeEHHOM
WHPOPMALMOHHON cucTeMoi B cdepe 3apaBooxpaHeHMa cybbekta Poccuitckoit
degepalmm B COOTBETCTBUM CO CPOKamMuM gencTteusa peuentos: 15 aHelr, 30 gHein, 60
AaHel, 90 gHeld, oo 1 ropa);

6) YHMKaNbHbLIXN  HOMep peuenta (popmupyeTca  rocynapCTBEHHOM
MHPOPMALMOHHON cucTeMon B coepe 3apaBooOxpaHeHMa cybbekta Poccuiickol
Pepepaumn n obecneunBaer OAHO3HAYHYO WMAeHTMOUKAuUMIO peuenta B dopme
3/1eKTPOHHOTO IOKYMeHTa B codeTaHumn ¢ OKATO, OTPH nan OTPHUM);

7) otmeTkm "cito" (cpouHo) mam "statim" (HemeaneHHo) Npu HEO6XOAMMOCTH
CPOYHOrO AN HEMEANEHHOTrO OTMYCKa /IeKapCTBEHHOro npenaparta nauueHTy;

8) agpec nauumeHTa (yKa3biBaeTca NOYTOBbIMA aApec MecTa KuTenbcTea (Mecta
npebbiBaHMA WMANM MecTa (GaKTUYECKOro MPOXKMBAHMA) C YyKa3aHMEM WHAEKCa,
HaMMeHOBaHUA Kpana, obnactu, pecnybauKK, aBTOHOMHOIO OKpyra, HAaMMeHOBaHWA
HaceNneHHoro MyHKTa, HaMMEHOBaHWA yAuubl (NpocnekTa, nepeynaka, npoesaa),
Homepa AoMa (C yKasaHMem Koprnyca, NPy Hasiuymmn), HOMepa KBapTupbl);

9) HOMep 3/1eKTPOHHON MeAMLMHCKOW KapTbl MauMeHTa B rocyaapcTBeHHOM
MHOpMaLMOHHON cucteme B cdepe 34paBooxpaHeHUa cybbekTa Poccuitckoi
depepaumu;

10) damunus, uma, oT4ecTBO (MPM HaMUYMK) NALMEHTa NOJHOCTbIO;

11) pata poxAaeHus nauumeHTa (yKasblBaeTcs YMCAO, mecAud, roa), ana perein
80 1 roga AONONHUTENIBHO YKa3blBa €TCA KOIMYECTBO MOJIHbIX MECALEB;

12) damunusa, MHUUMANBI MUMEHW WM OT4YecTBa (NocsiegHee - MpPU HaUYUN)
MeAULMHCKOro paboTHMKA NOMHOCTbIO;

13) HaumeHOBaHMe  NEKapCTBEHHOro  npenapaTta  (MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHOoBaHwe, rpynnupoBoYHoe nnm XMMMUYecKoe
HaMMEHOBaHMe, TOProBOE HAaMMEHOBAHME) HA IaTUHCKOM A3bIKe, LO03MPOBKa, dopma
BbIMYCKa, KOJIMYECTBO;

14) cnocob npuMeHeHUs NeKapCTBEHHOro MpenapaTa Ha rocyAapcTBEHHOM
A3blke Poccuitickoit Pesepaumm UAM Ha roCcyaapCcTBEHHOM s3blke PoccuiicKom
degepalMnm M rocysapcTBEHHOM f3blKe PecnybiMK M MHbIX A3blKaXx HapoAos
Poccuiickoii egepaunn <9>;

<9> YacTtb 1 ctaTtbm 15 3akoHa N 1807-1.

15) npu3HaK YTBEP)KAEHMA Ha3Ha4YeHUs JIeKapCTBEHHOro npenapaTta nNo
pelweHnto BpayebHOW KOMUCCUN MEOULMHCKON OpraHu3aumu;

16) oTMeTKa O Ha3HA4YeHUM JIeKApCTBEHHOro Mpenapata Mo peLleHuio
BPauebHON KOMUCCUM MEAMUMHCKON OpraHMsaumMmn B Caydasx, yKasaHHbIX B ab3aue
BTOPOM NyHKTa 6 [lopagKka  Ha3Ha4eHMA  JIeKapCTBEHHbIX  MpPenapaTos,
YTBEPKAEHHOTO HACTOALWMM NPUKA3OM;

17) oTmeTKa O cneuuasbHOM Ha3HAYEeHUW JiIeKapCTBEHHOro npenapaTta
(3anonHAeTcs B CAydYasx, yKasaHHbIX B MyHKTax 16 u 25 lopagka Ha3HayeHus
JIeKapCTBEHHbIX NPEenapaToB, YyTBEPKAEHHOIO HACTOALLUM NPUKA3OM);

18) oTmeTKa O cneunasbHOM Ha3HAYEHUW JieKapCTBEHHOro npenapaTta
naumeHty c 3aboseBaHvem, TpebyOLWMM O/UTENBHOTO KYPCOBOro /ed4eHus
(3anonHaetca B cnydae, yKasaHHOM B NyHKTe 24 [lopagka Ha3HauyeHus
NIEeKapCTBEHHbIX  NpenapaToB,  YTBEPXAEHHOrO  HaACTOAWMM  NpUKasom) C
npocTaBneHnem NepuoaMYHOCTU OTMYCKA NeKapCTBEHHOro Npenapara;

19) npu odopmneHun peuenta B ¢GOPMe 3/EKTPOHHOTO JAOKYMEHTA Ha
NleKapCTBEHHble npenapaTbl, YKa3daHHble B NoANyHKTax 2 - 5 nyHKTa 10 n nyHKte 12
MNopAaaKka Ha3Ha4eHWA JIeKAapPCTBEHHbIX MpenapaTos, YTBEPXKAEHHOro HaCTOALLUM
NPUKasom, rpa)kgaHam, UMelOWMM npaBo Ha becnnatHoe  nosnydveHue
NIeKapCTBEHHbIX NpenapaTtoB MAM MNOAYYEHMEe JIeKapCTBEHHbIX MpenapaToB CoO
CKMAKOW, 3aNONHAIOTCA PEKBU3UTbI, MPesyCMOTpeHHble noanyHKTamm 1 - 18
HaCTOALLEro NyHKTa, a TaKXKe c/ieaylolime pekBn3nTbl:

a) KaTeropua rpa)kAaH, MMELWMX NpaBo Ha MONYYEeHWE JieKapCTBEHHbIX
npenapaToB B COOTBETCTBUM CO cTaTbel 6.1 PeaepanbHOro sakoHa ot 17 mntona 1999
r.N 178-$3 "O rocyzapcTBeHHOMN counanbHon nomowm" <10>;

<10> CobpaHue 3aKkoHogaTenbcTBa Poccuiickont deaepaumm, 1999, N 29, cT.
3699; 2009, N 30, ¢T.3739; 2010, N 50, cT.6603; 2013, N 48, cT. 6165.

6) Ko Ho3onormnyeckon ¢opmbl no MKB;

B) MCTOYHWMK ¢UHaHcupoBaHus (1 - depepanbHbi blogker, 2 - bromxer
cybbekta Poccuiickon Pegepaumn, 3 - MyHMLMNAAbHbIN BrOAMKET);
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r) pasmep onnatsl (1 - 6ecnnaTtHo, 2 - 50%);

) CTpaxoBoW HOMeEpP WHAMBMAYAaAbHOTO JIMLEBOrO CcYeTa rpaAaHuHa B
MeHcoHHOM ¢oHae Poccuitckoit Peagepaunn (npu Hanuumm) (CHUNC);

e) HOMep nosinca obA3aTenbHOro MeANUNHCKOrIo CTpaxoBaHUA.

21. Mpwn npocTaBAeHUM OTMETKM, YKa3aHHOW B nognyHKTe 16 nyHkta 20
HacToAwero Mopagka, peuent B ¢opme 3NEKTPOHHOIO AOKYMEHTa MoANMCbIBaETCA
YCUNEHHON KBaNMOUUMPOBAHHOW 3/1EKTPOHHON nNoAnucbio npeacesaTensa  wam
cekpetapsa BpayebHOM KOMWUCCUM MEeOMUMHCKON OpraHusauuu, npu NpocTaBieHUn
OTMETOK, YKa3aHHbIX B nognyHktax 17 u 18 nyHKta 20 HacTtoAwero lopAgka, -
YCUNEHHBIMU KBaNUOULMPOBAHHBIMU 3/1EKTPOHHBLIMM NOAMNUCAMMU COOTBETCTBYHOLLLUX
MeOMUMHCKUX pabOoTHMKOB.

22. Mo TpeboBaHWMIO NaLMEHTAa WAW €ero 3aKOHHOro npeacTaBuTens
odopmnsetca ak3emnaap peuenta B GoOpme INEKTPOHHOTrO JOKYMEHTa Ha
6yMaXXHOM HocuTene, B TOM 4ucae nyTem ero opopmMaeHMs Ha peuenTypHbIX
6naHkax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c otmetkon "dybaunkat
3/IEKTPOHHOr0 AOKYMeHTa".

lll. YuyeT peuentypHbiXx 613aHKOB

23. Yuet peuenTtypHbix 6naHkos ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-
04(n), usrotasamMsaembix TMNorpadpckmm cnocobom (ganee - peuentypHblie GAAHKK,
nogneskalme yuyety), OCYLECTBAAETCA B JKypHajax ydera, MNPOHYMepPOBaHHbIX,
NPOWHYPOBAHHbIX M  CKPEMAEHHbIX MOANWUCLIO  PYKOBOAMTENA M NeyaTbio
MEAMLMHCKOMN OpraHM3aumMm MAM MNOAMNUCBIO UHAMBUAYANbHOrO MpeanpuHUMaTens,
MMEIOLLLErO /IMLEH3UIO Ha MEAULMHCKYIO AeATeNbHOCTb.

24. MypHan ydyeta peuenTypHbix 6naHkoB ¢opmbl N 107-1/y coaeput
cneayowmne rpaodsol:

1) Homep Mo NOPAAKY;
2) B pasgene "Mpuxoa":
a) paTa pernctpaumm AOKYMeHTa, NOATBEPKAAIOLLEro NOCTYNAEHUE;

6) HOmMep M fgaTa  OOKYMeHTa, MOATBEPXAAOWEro  MocTyrnjaeHue,
HanmeHOBaHMe NOoCTaBLINKA;

B) obLiee KOMYeCTBO NMOCTYMUBLLUMX PeLenTypHbIX 6aaHKOB;

r) damunusa, MHMUMANbLI MMEHUM M oTdYecTBa (nocnegHee - MPU HaNUUuUK) U
NOAMNUCb OTBETCTBEHHOrO MeAMLMHCKOro paboTHMKA, NOJy4YMBLIErO peLenTypHble
671aHKM OT NOCTaBLLMUKA;

3) B pa3gene "Pacxon:
a) paTa BblAaum peLenTypHbiX 61aHKOB;
6) KONMYecTBO BblAAHHbIX PeLEenTypHbIX 61aHKOB;

B) damunua, MHUMUMaNLI MMeHW W oT4yecTBa (nocnegHee - MPU HaNMYUK)
OTBETCTBEHHOIO MEAMUMHCKOro paboTHMKA, MONYYMBLUErO peuenTypHble 6aaHKK;

r) MoAMWMCb OTBETCTBEHHOTO MEAMUMHCKOro paboTHWKA, MOAy4YMBLIErO
peuenTypHble 6AaHKW;

4) damunusa, MHUUMANBI UMEHW W OTYECTBa (nNocnegHee - MPU HaANMUMK) U
noanucb OTBETCTBEHHOrO MeOMUMHCKOro paboTHMKa, BblAABLIEro peuenTypHble
BNaHKK;

5) ocTaToK peuenTypHbix 61aHKOB.

25. ypHan yyeta peuenTypHbix 6naHkos dopm N 148-1/y-88 n N 148-1/y-
04(n) copepxuT cneayowme rpadsol:

1) Homep No NopAAaKy;
2) B pasgene "Mpuxoa":
a) gaTa pernctpaumm AOKYMeHTa, NOATBEPKAAOLLErO MOCTYMAEHUE;

6) HOMep M faTa  AOKYMeHTa, MOATBEPXKAAloWero  nocTynjeHue,
HaMMeHOBaHMe NOCTaBLLMKa;

B8) 06Lee KONMYECTBO NOCTYNMBLUMX PeLenTypHbIX 61aHKOoB;
r) cepumn n Homepa peuenTypHbIX 61aHKOB;

4) KOANYECTBO peuenTypHbIX 61aHKOB Mo cepuam;



e) bammnua, MHUUMaNbLl MMeHM M oT4ecTBa (mocnegHee - MPWU HaAUYUMK) U
noAnucb OTBETCTBEHHOTO MEAMUMHCKOro paboTHWMKa, MOYYMBLUErO peuenTypHble
671aHKM OT NOCTaBLUMUKA;

3) B pa3gene "Pacxoq":

a) paTa BblAaum peLenTypHbiX 61aHKOB;

6) cepun M Homepa BblAaHHbIX PeLenTypHbIX 61aHKOB;
B) KOJIMYECTBO BblAAHHbIX PeLenTypHbiX 61aHKOB;

r) damuaua, MHUUMaNLI MMeHM W oTYyecTBa (nocsnegHee - MPU HaNMYUK)
OTBETCTBEHHOrO MEAMUMHCKOro paboTHMKA, MONYYMBLUErO peuenTypHble 6aaHKK;

4) noanucb OTBETCTBEHHOTO MEAULMHCKOro paboTHMKa, MOoyyYuBLUETO
peuenTypHble 6aaHKK;

4) damunusa, MHUUMANBI UMEHW W OTYeCTBa (nNocnegHee - MPU HaNUUMK) U
noanucb OTBETCTBEHHOrO MEAMUMHCKOro paboTHMKA, BblAABLUErO pPeLenTypHble
BNaHKK;

5) ocTaToK peuenTypHbix 61aHKOB.

26. YueT cneumanbHbIX peuenTypHbIX 61aHKOB Ha HAapPKOTUYECKOE CPeaCTBO U
NCUXOTPOMNHOE  BEW,EeCTBO  OCYLLECTBNAeTcA B COOTBETCTBMM C  MPUKA3OM
MuHWCTepcTBa 34paBooxpaHeHna Poccuitckon depepaumm ot 1 asrycta 2012 r. N
541 "O6 yTBepkaeHUn ¢opmbl GIAHKOB pPeuUenToB, COAepXKallMX Ha3HayeHue
HAaPKOTMYECKUX CPEACTB MM MCUXOTPOMHbLIX BELLEeCTB, NOpAAKa WX W3roTOB/EHMS,
pacnpegeneHvsa, pPerncTpaLuun, yyeta M XpaHeHus, a TaKxe npasun opopmaeHms"
<11>.

<11> 3apeructpupoBaH MuHUCTEPCTBOM tOCTULMKM Poccuinickon Pepepauum
15 asrycta 2012 r., pernctpaumoHHboln N 25190, ¢ U3MeHeHUsAMU, BHECEHHbIMMU
npukazamm MuHUCTepcTBa 3A4paBooxpaHeHusa Poccuiickoit Pepepaumm ot 30 UIOHA
2015 r. N 385H (3apeructpupoBaH MMUHUCTEPCTBOM HOCTUUMKM Poccuiickol
depepauymmn 27 Hoabpa 2015 r., peructpaumoHHbiii N 39868), ot 21 anpensa 2016 1. N
2541 (3apeructpupoBaH MuHWUCTEpPCTBOM tocTUuMKM Poccuiickoin Pepepauyn 18
niona 2016 r., peructpaumoHHbin N 42887), oT 31 okTAbpa 2017 r. N 882H
(3aperncTpupoBaH MuHUCTEPCTBOM tocTULMKM Poccuiickon ®depepaumm 9 aHBaps

2018 r., pernctpaumoHHbii N 49561).

27. Yyer peuentoB, 0dOpPMAEHHbIX B (OpPME 3NEKTPOHHOrO [AOKyMeHTa,
OCyLLecTBNAETCA B rOCYJapCTBEHHON MHOOPMAUMOHHOW cucTeme B cdepe
34paBooxpaHeHua cybbekta Poccuiickoh Pepepauun  nocpeacTsBom  BeaeHwA
€[IMHOro peecTpa peLenTtos, 0PpopMIEHHbIX B OpMe 3/EKTPOHHbLIX LOKYMEHTOB.

IV. XpaHeHue peuenTypHbiX 61aHKOB

28. MeauuMHCKME OpraHu3auum MnoJsyvyatoT HeobxoAumble peLenTypHble
61aHKKM, opopmaeHHble TUNorpadcknum cnocobom, yepes TeppuUTOpUa/IbHbIE OpPraHbl
ynpaB/iieHNsa 34paBOOXPAaHEHUMEM WAW OPraHM3auuu, YNOJHOMOYEHHbIE Ha 3TO
opraHamu UCMOIHUTEIbHOM BNacTn cybbekToB Poccuitickoit denepaumm.

29. PeuenTypHble 6/1aHKM, MNognexalime y4yeTy, XPAaHATCA OTBETCTBEHHbIM
NINLLOM, Ha3HAYEHHbIM PYKOBOAMUTENEM MESMUMHCKON OpraHM3aumm, B 3annMpaemom
METaNIINYECKOM KAy (cernde) nnm metaninyeckom AwukKe.

30. WHauBMAyanbHbIM  NpeanpuHMMaTenb, WMMELWWn  NULEH3UIo  Ha
MEeAVLMHCKYI0 AeATeNbHOCTb, XPaHWUT peuenTypHble BnaHKku, nognexalime ydyerty, B
3anMpaemom MeTananyeckom wrKady (ceride) Manm meTannmyeckom awmKe.

31. NpoBepKa COCTOAHUA XpaHeHWs, yyeTa, GaKTMUECKOro HaInuMsa U pacxona
peuenTypHbiX 61aHKOB, MOA/EKALLIMX YYETy, OAMH pa3 B KBapTan OCyL,ecTBaAserca
KOMUCCHEN, CO34aHHOM B MEOULMHCKON OpraHusaumm.

32. PeuenTypHble 6naHKM, odopmasemble Ha Oyma’KHOM HocuTene u
nognexauine yyerty, BblAAIOTCA MEAMUMHCKMM paboTHMKAM, MMelWMM npaso
odopmaeHnA peLenToBs, MO PaCcNOPANKEHUIO FNaBHOMO Bpaya UK ero 3amecTuTens.

MonyuyeHHble peuenTypHble 6naHKM Ha OyMa’KHbIX HOCUTENAX XpaHATCA
MeANLMHCKMMU paboTHMKAMM B NOMeLLLeHMAX, 06ecneymBatomnx Ux COXpaHHOCTb.

33. XpaHeHWe creuManbHbIX peLenTypHbiXx 6713aHKOB Ha HapKOTMYECcKoe
CPeacTBO M NCUXOTPOMHOE BEL,ecTBO M BblJaya yKa3aHHbIX peuenTypHbiX 61aHKOB
MeOUUMHCKOMY pPabOTHMKY  OCYLLEecTBAAETCA B  COOTBETCTBMM C  MPUKa3om
MuHucTepcTBa 34paBooxpaHeHna Poccuitckon ®Pepepaumm ot 1 asrycta 2012 r. N
541 "O6 vyTBepxAeHUN ¢opmbl OAAHKOB peuenToB, COAepXKalLMX Ha3HayeHue
HapPKOTUYECKMUX CPEeACTB WM MCUXOTPOMHbLIX BELeCTB, MNOpAAKa WX U3roTOBAEHMUA,
pacnpegeneHusn, perucTpauuu, ydeta M XpaHeHus, a TaKxe npasua opopmaeHuma"
<12>.
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<12> 3apeructpmpoBaH MuHUCTEPCTBOM tOCTUUMK Poccuitickoii depepaumm
15 asrycta 2012 r., pernctpauymoHHbii N 25190, ¢ M3MEHEeHUsIMU, BHECEHHbIMU
npukazamm MuHUCTepcTBa 3A4paBooxpaHeHus Poccuiickon Pepepauum ot 30 mioHA
2015 r. N 385H (3apeructpupoBaH MWHUCTEPCTBOM toCTULUMKM Poccuiickoi
depepauymmn 27 Hoabpa 2015 r., peructpaumoHHbiii N 39868), ot 21 anpensa 2016 1. N
254H (3apeructpupoBaH MuHUCTEPCTBOM toCcTUUMKM Poccuiickont depepaunn 18
miona 2016 r., perucTpauMoHHbin N 42887), oT 31 oKktabpa 2017 r. N 882H
(3apernctpupoBaH MwuHUCTepCcTBOM tocTULMKM Poccuiickon ®depepaumm 9 aHBaps
2018 r., peructpaumoHHbii N 49561).

34. MporpamMHO-TEXHUYECKME CPeacTBa rocyaapCcTBeHHbIX MHGOPMA LMOHHbIX
cuctem B cdepe 34paBOOXPAHEHUS, MEOUUMHCKMX MHOOPMALMOHHbLIX CUCTEM
MEOMUMHCKMX OpraHuM3aumii obecneunmBatoT XpaHEHMEe 3S/EKTPOHHbIX PEeLenTos,
obopmeHHbIX B GOPME  3/EKTPOHHbIX AOKYMEHTOB B TEYEHWE CPOKOB,
YCTAaHOBNEHHbIX AN XPaHEHWA peuenToB, OGOPMEHHBIX HA COOTBETCTBYIOLLMX
dopmax peuenTypHbix 61aHKOB HAa BymakKHOM HocuTene <13>.

<13> TMyHKkT 14 npaBuMA OTNYCKa NeKapCTBEHHbIX MpenapaToB AnA
MEeOMUMHCKOTO NPUMEHEHUA, B TOM YMCAE UMMYHOBMONOTrMYECKUX S1eKa PCTBEHHbIX
npenapaTos, anTe4yHbIMU opraHusaumamm, MHAMBUAYANbHBIMU
npeanpuHUMaTenamm, UMerLLnMn JINLEH3 IO Ha bapmaueBTMUecKyto
OEeATeNbHOCTb,  YTBEPXKAEHHbIX MNpUMKa3om  MwuHUCTepcTBa  34paBOOXPaHEHUA
Poccuitickoir  depepaumm ot 11 wmwona 2017 r. N 403H (3apernctpupoBaH
MuHucTepcTBOM  tocTUuMM  Pocculickoit  degsepauumn 8 ceHTabpa 2017 .,
perucTpaumoHHbin N 48125).
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