MAHNCTEPCTBO 3[PABOOXPAHEHNA POCCUMNCKOWN ®EOEPALIMN
NMPUNKA3
oT 14 aHBaps 2019 roga N 4H

O6 yTBepKOEeHWN nopsigka Ha3HavyeHus IieKapCTBEHHbIX npenapaTtoB, ¢opm
peuenTypHbiX GriaHKOB Ha rnekapcTBEHHble npenapaTbl, rnopsiaka odopmieHus
yKasaHHbIX 611aHKOB, X y4eTa U XpaHeHus!

B cooTtBeTcTBUM ¢ nyHKTOM 16 Yactm 2 ctatbun 14 denepanbHoro 3akoHa ot 21
HoA6psa 2011 r. N 323-93 "O6 ocHOBax oxpaHbl 340P0BbA rpaxkaaH B PoccUNCKom
depepaumn” (CobpaHne 3akoHogatenbctBa Poccuiickon ®egepauum, 2011, N 48,
CcT.6724; 2013, N 48, c1.6165; 2014, N 30, cT1.4257; N 49, ¢T1.6927; 2015, N 10,
cT.1425; N 29, c1.4397; 2016, N 1, c1.9; N 15, c1.2055; N 18, ¢T1.2488; N 27,
c1.4219; 2017, N 31, c1.4791; N 50, c1.7544, 7563) n noanyHkTamu 5.2.177, 5.2.179
n 52180 TMonoxeHus o MuHUCTEpPCTBE 34paBooxpaHeHusi Poccuinckon
Penepatimu, yTBEPXOEHHOro noctaHoereHnem [pasutensctea Poccuickon
Penepaumu ot 19 moHa 2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccumnckon
®epepauunn, 2012, N 26, cT1.3526; 2013, N 16, c1.1970; N 20, cT1.2477; N 22,
cT.2812; N 33, ¢c1.4386; N 45, c1.5822; 2014, N 12, ¢T1.1296; N 26, c1.3577; N 30,
cT1.4307; N 37, c1.4969; 2015, N 2, c1.491; N 12, cT1.1763; N 23, ¢1.3333; 2016, N 2,
cT.325; N9, ¢1.1268; N 27, c1.4497; N 28, c1.4741; N 34, c1.5255; N 49, cT1.6922;
2017, N 7, ¢1.1066; N 33, c1.5202; N 37, ¢T1.5535; N 40, c1.5864; N 52, cT.8131;
2018, N 13, c1.1805; N 18, c1.2638; N 36, c1.5634; N 41, cT1.6273),

npuKasblBato:

1. YTBEPAUTD:

NOPSIAOK Ha3Ha4YeHNs NekapcTBEHHbIX NpenapaToB corrnacHo npunoxenuto N 1;

dopMbl  peLenTypHbiXx OnaHKoOB Ha feKapCTBEHHbIe MpenapaTtbl COrnacHo
npunoxeHuto N 2;

NopsifoK OdhopMIIEHNST peLLENTYPHbIX ONaHKOB Ha NEeKapCTBEHHbIE Npenapartbl,
UX y4eTa 1 XpaHeHusi cornacHo npunoxeHuto N 3.

2. MpusHaTb yTpaTnBLLMMK CUNY:

npukas MuHMCTepcTBa 3apaBooxpaHeHust Poccunckon Pepepaummn ot 20
aekabpa 2012 r. N 11751 "O6 yTBEep)XaeHur nopsiaka Ha3HaYeHWs U BbliNUChIBaHUSA
NEKapCTBEHHbIX NpenapatoB, a Takke dopM peuenTtypHbix 6naHKOB Ha
neKkapCcTBEHHblE Npenapatbl, Nopsaaka 0doPMIIEHNs yKka3aHHbIX 6raHKoB, X yyeTa
N xpaHenus" (3apermcTpupoBaH MHMcTepcTBoM ocTULMM Poccuinckon ®enepavinm
25 moHsa 2013 r., perucTpaumnoHHbi N 28883);
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NYHKT 2 U3MEHEHUN, KOTOPbIE BHOCATCS B [1OpANOK CO3aHUA U AEATENbHOCTH
Bpa4ebHON KOMWUCCUU MEAVUMHCKOW OpraHu3aumn, YTBEPXKOEHHbLIA MNPUKA30M
MuHUCTEpCTBA  34pPaBOOXPAHEHNA W COUMANbHOIO  pa3BuTUA  POCCUICKOMN
Penepaumm ot 5 masa 2012 r. N 502H, 1 B Nopaaok Ha3Ha4YeHUss U BbINUCbIBAHUA
NEeKapCTBEHHbIX  NpenapatoB,  YTBEPXAEHHbIW  npuvkasoM  MuHucTepcTBa
3apaBooxpaHeHunsa Poccuinckon Pegepaumm ot 20 gekabpa 2012 r. N 1175H,
yTBepXO4eHHbIX Npukasom  MuHMCTepcTBa  34paBOOXpaHeHust  Poccumnckon
Pepepaummn ot 2 pekabpa 2013 r. N 886H (3apermctpupoBaH MuHUCTEpPCTBOM
tocTuumm Poccunckon depepaummn 23 pgekabpss 2013 r., permctpaunoHHbin N
30714);

npuka3 MuHucTepcTBa 3apaBooxpaHenuns Poccumnckon Penepaumnm ot 30 noHA
2015 r. N 386H "O BHECEHUU U3MEHEHUN B MPUMNOXEHUSA K Npukasy MuHuctTepctBa
3apaBooxpaHeHunsa Poccuickon Pepepaumm ot 20 aekabps 2012 r. N 11754 "O6
yTBEPXOEHUMN NOopsaKa HA3HAYEHUS U BbIMUCbIBAHUA NEKApPCTBEHHbIX NpenapaTos,
a _Takke dopM peuLenTypHbiX 6MaHKOB Ha NeKapCTBEHHblE NpenapaTtbl, Nopsaka
odopMeHnsa yKkasaHHbIX OraHKoB, WX y4eTa U XpaHeHus" (3aperycTpupoBaH
MuHuctepctBoMm tocTuumm  Poccuiickon ®depepaumm 6 asrycta 2015 .,
pernctpaunoHHbin N 38379);

OYHKT 1  W3MEHEHWW, KOTOpbleé BHOCATCA B  NOpukad MuHucTepcTBa
3apaBooxpaHeHusa Poccuiickon Pepepaumm ot 20 aekabps 2012 r. N 1175+ "O6
YTBEPXOEHUMN NOpsaKa HA3HAYEHUA U BbIMUCbIBAHUA NEKAPCTBEHHbIX NpenapaTos,
a _Takke opM peuLenTypHbiX 6naHKOB Ha NeKapCTBEHHble NpenapaTtbl, Nopsaka
0dOpMEHUA YKa3aHHbIX GnaHKoB, MX yveTa U XpaHeHus" n npunoxeHve N 2 K
npukasy MuHUCTepcTBa 3apaBooxpaHeHnsa Poccuinckon Pepepaumm ot 1 aBrycrta
2012 r. N 544 "O6 yrBepxaeHun dopmbl OGNaHKOB peLenToB, CcoaepXalmx
Ha3Ha4YeHMe HapKOTUYECKUX CPEeACTB WUNU MCUXOTPOMHbIX BELLUECTB, MOpsdka UX
W3roTOBMEHWd, pacnpefeneHns, perucTpaumnm, y4eta u XpaHeHus, a Takxe npaBul
odopmnenuns”, YTBEPXKOEHHbIX NpykazoM  MuHUCTepCTBa 3 paBOOXPaHEHUS
Poccuinckon ®depepauum ot 21 anpens 2016 r. N 2544 (3aperMctpupoBaH
MuHuctepcteom toctuumm  Poccuiickon  depepaumm 18  wmona 2016 r,
pernctTpaunoHHbin N 42887);

NYHKT 5 n3mMeHeHun, KOTOpble BHOCATCA B HEKOTOPblEe Npukasbl MUHUCTEpPCTBA
30paBOOXPAHEHNA WM coumanbHoOro passutmna  Poccuiickon  depepaumm  um
MuHucTepcTBa 3apaBooxpaHeHus  Poccuurckon  ®Pepepaumm No  Bonpocam
obpallleHns nekapcTBEHHbIX NpenapaToB, CoAepXalluMx HApKOTUYeCcKne cpeacTtea,
NCUXOTPOMHbIE BELIECTBA W WX NPEKYPCOpbl, W NEKapCTBEHHbIX CPeacTB,
noanexawmx nNpeamMeTHO-KONMYECTBEHHOMY  VYeTY, YTBEPXOEHHbIX MPUKa30M
MuHncTepcTBa 3apaBooxpaHeHust Poccurickon Penepaunm ot 31 oktabpsa 2017 r.
N 882H (3apermctpupoBaH MuHucTtepcTBom tocTuuum Poccuiickon denepauumn 9
aHBaps 2018 r., perncTpauymoHHbin N 49561).

MuHucTp

B.N.CkBopuoBa

3apermcTpupoBaHo

B MMHuCTEpcTBE HOCTULMK
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Poccunckon ®egepaumm
26 mapta 2019 roaa,

peructpaunoHHbin N 54173

NMpunoxeHue N 1. NMNopaaok HazHaYeHUA
reKapCcTBeHHbIX NpenapaToB

MpunoxeHve N 1

K npukasy MMHucTepcTBa 34paBooxpaHeHus
Poccuinckon depepaumm

oT 14 anBapsa 2019 roga N 4H

. O6wMe nonoxeHusn

1. Hactosimn nopsagok ycTaHaeBnuBaeT npasuria HasHa4YeHUs rnekapCTBEHHbIX
npenapatoB Afs MeOULMHCKOrO MNpUMEHeHWst (ganee - feKkapCTBEHHble
npenaparbl) 1 0POPMIIEHUS UX HA3HAYEHNS MPU OKa3aHUM MEeAULUHCKOW NOMOLLM B

MeOMLNHCKMX opraHmnsaumsax! .

I OyHkT 11 ctatbun 2 denepanbHoro 3akoHa ot 21 Hoa6pa 2011 r. N 323-93
"O6 ocHoBax OxpaHbl 340poBba rpaxaaH B Poccuiickon Pepepauunn” (CobpaHue
3akoHogaTtenbcTBa Poccurckon denepaumm, 2011, N 48, c1.6724; 2016, N 1, cT.9,
28; 2017, N 31, c1.4791).

2. HasHayeHne nekapCTBEHHbIX MNpenapaToB OCYLIECTBMSETCHS fedvyawymm
Bpa4yoM, doenbllepoM, akyLlepkon B Criydae BO3JMOXEHUA Ha HUX MOSIHOMOYUN
fevawero Bpaya B Mopsgke,  YCTaHOBMEHHOM fpukasom MuHucTepcTBa
30paBOOXPaHEHNSA N coumnanbHOro passutusa Poccuickon denepaiimm ot 23 mapTa
2012 r. N 252H "O6 yTBepxaeHun Nopsaaka BO3NOXeHUa Ha denbaliepa, akyLlepky
PYKOBOAUTENEM  MEAULIMHCKOW  OpraHvM3auun  Mpu  OpraHu3almnm  okasaHus
NepBNYHON MEeaNKO-CaHUTAPHOW MOMOLM U CKOPOW MEAULIMHCKOW NOMOLLM
oTAenbHbIX  dYHKUWA fievaulero  Bpaya N0 HenocpeacTBEHHOMY —OKa3aHWHo
MeaVLMHCKON MOMOLUM NaUMEHTY B Nepuoa HabmoaeHnsa 3a HAM U ero NieYeHus, B
TOM YMCEe MO HA3HAYEHUIO U NMPUMEHEHWNIO NEKAPCTBEHHbIX MPenapaToB, BKKYas
HapPKOTUYECKNE NEeKAPCTBEHHbIE NpenapaTtbl U NCUXOTPOMHbIE NEKAPCTBEHHbLIE

npenapatbl"2, WHOMBUAYAlNbHLIMA NPEANPUHMMATENSAMM,  OCYLLECTBNALLMMM
MEOMLMVHCKYIO AeATeNbHOCTb (aanee - MeguunHckue paboTHUKN).

< 3aperucTpupoBaH MuHUCTepcTBOM tocTuumm Poccuiickoin depepauum 28
anpena 2012 r., peructpauuoHHbin N 23971, ¢ M3MEHEHUSIMU, BHECEHHbIMMU
npvkasoM MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon Pepepaumm ot 31
okTA6pa 2017 r. N 882H (3apernctpmpoBaH MnMHUCTEPCTBOM tOCTULMN Poccumnckon
®epepauymm 9 aHBaps 2018 r., pernctpauymoHHbii N 49561).
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3. CBegeHnss 0 HasHa4YeHHOM JieKapCTBEHHOM npenapate (HaumMeHoBaHue
neKkapCcTBEHHOro npenapara, 403UpoBKa, cNnocod BBEOEHUSI N MPUMEHEHUS, PEXUM
AO03UPOBaHNS, NPOAOIPKATENIbHOCTb  JleYeHnss M ODOCHOBaHME Ha3HaYeHus
NEeKapCTBEHHOro  npenapata) BHOCATCA  MeOUUMHCKMM — paboTHMKOM B
MEeOULMHCKYIO OKYMEHTaLM0 naumeHTa.

B cnyyasix, ykasaHHbIX B nyHKTax 9-12 Hactoswero lNopsaka, MeauunHCKUn
pabOoTHMK OGOPMNSET Ha3HaYeHWe reKapCTBEHHbIX NpenapaTtoB, B TOM 4ucre
noanexawmx M3rotToBfIEHUO M OTMNYCKY anTevHbiMW OopraHusauusmu (ganee -
neKapCTBEHHble npenapaTbl UHAWBUAYANbHOMO M3rOTOBIEHUS), Ha peLenTypHOM
GnaHke, odopMneHHOM Ha OymakHOM HOcCUTene 3a CBOen nognuchbio (ganee -
peuenTt Ha BymaxHoM HocuTene), u (Mnu) ¢ cornacus NauneHTa UM ero 3aKoHHOro

npeacTaBuTensS Ha peuenTypHoM GriaHke B oopMe 3NEKTPOHHOTO [OKYMEeHTa C
NCMONMb30BaHNEM  YCUMEHHOW  KBanMMUUMPOBAHHOW  SNEKTPOHHOM  noanucu
MeauLUHCKOro paboTHUKa (ganee - peuenT B (oopMe 3IEKTPOHHOTO JOKYMEHTA).

3 B OTHOLWEHMM N1La, Yka3aHHOro B YacTu 2 ctatbu 20 PedepanbHoro 3akoHa
oT 21 Hoabps 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 300pPOBbSA pakaaH B
Poccuiickon ®enepaumn” (CobpaHne 3akoHogaTensctea Poccunckon ®eagepaviun,
2011, N 48, c1.6724; 2013, N 48, cT.6165; 2017, N 31, cT.4791).

Peuent B bopMe 3MEKTPOHHOIO [AOKYMEHTa, COAepXalwmi HasHavyeHue
HaPKOTMYECKMX CPeacTB WM MCUXOTPOMHbIX BELWEeCTB, MOAMUCbIBAeTCs C
NCMOMb30BaHNEM  YCUMEHHOW  KBanMMUUMPOBAHHOW  3NIEKTPOHHOM  Mognucu
nevawlero Bpada wnm genbllepa, akylepKku, Ha KOTOPbIX BO3MOXeHbl (OYHKL MK

reyallero Bpaya, 1 COOTBETCTBYIOLLEN MEAULMHCKON opraHn3aumm 4.

4 YacTtb 1 cTatbu 26 PenepansHoro 3akoHa ot 8 aHeapa 1998 r. N 3-¢3 "O
HapKOTMYECKMX  cpeacTBax WM ncuxoTponHblx  BeuwlectBax”  (CobpaHue
3akoHogaTtenbctBa Poccuickon depepaumm, 1998, N 2, cT1.219; 2003, N 27,
cT.2700; 2011, N 49, c1.7019; 2013, N 48, cT1.6165; 2016, N 27, cT1.4238; 2017, N 31,
CcT.4791).

OdropmneHne peuenTtoB B popMe 3NIEKTPOHHBIX LOKYMEHTOB OCYLLECTBIIAETCS
B ClNy4yae NPUHATMS YNOSIHOMOYEHHbLIM OpraHOM UCMONHUTENbHOM BracTn cybbekTa
Poccuinckon depepaumm B COOTBETCTBMM C NMYHKTOM 4 cTaTbu 6 PegepansHoOro

3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpallieHnn nekapcTBeHHbIX cpeacTs”?
pelweHns 06 ucnonb3oBaHMM Ha Tepputopum cybbekta Poccunckon deaepauum
Hapsgy C peuentamMyM Ha feKapCTBEHHble npenapatbl, OOPMMEHHBIMU Ha
GyMaxxHOM HocuTene, PeLLENTOB Ha NlekapCTBEHHbIE Npenapatbl, ChopMUPOBaHHbIX
B oOpME 3NEKTPOHHbBIX JOKYMEHTOB.

3 CobpaHwue 3akoHogaTenbcTBa Poccuiickon ®enepaunm, 2010, N 16, cT.1815;
2012, N 26, ¢1.3446; 2017, N 31, cT1.4791.
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4. Tpu BbINUCKE NauMeHTa U3 MegUUMHCKOW OpraHu3auum, B KOTOPOW emy
oKasblBanacb MeguUMHCKas MOMOWb B CTaLMOHapHbIX YCMOBUAX, AaHHOMY
NnauneHTy No peLleHno pyKoBoAUTENS MeOULMHCKON OpraHuM3aumm Ha3HavarTcs C
ochopmrieHnem peuenta B popMe 3MeKTPOHHOIo AOKYMeHTa U (Mnn) Ha 6ymaxHoMm
HocuTerne (3a WCKMYeHeM OdopMIIEHMS peLlenTOB Ha  feKapCTBEHHble
npenapatbl, noanexawme oTnycky 6ecnnaTHO UM co CKuakown) nmbo BblaaloTcH
(maymeHTy MMM ero 3aKOHHOMY NPEeACTaBUTENO) OAHOBPEMEHHO C BbIMUCKOW U3
nctopmm GOnesHU nekapcTBEHHble MpernapaTtbl, B TOM YUCe HapKoTU4eckue u
NCUXOTPOMHbIE NeKapCTBEHHbIE Mpenapatbl, BHECEHHble B cnucku Il v il nepeyna
HapKOTMYECKMX CPeaCTB, MCUXOTPONHbIX BELIECTB N UX NPEKYPCOPOB, NOASIEXALLMX
KoHTporto B Poccunckon Penepauum, YTBEPXOEHHOIO NOCTaHOBIEHNEM

MpaBuTensctBa Poccuiickoin Penepaumm ot 30 mioHa 1998 r. N 6816 (panee -
MepeyeHb), cunbHOO4ENCTBYOLWME feKapCTBEHHbIE MpenapaTbl, Ha CPOK npuema
nayueHTomMm go 5 gHen.

i CobpaHue 3akoHogaTenscTBa Poccuiickon ®enepauum, 1998, N 27, ¢1.3198;
2004, N 8, c1.663; N 47, c1.4666; 2006, N 29, cT1.3253; 2007, N 28, c1.3439; 2009, N
26, ¢1.3183; N 52, ¢1.6572; 2010, N 3, c1.314; N 17, c1.2100; N 24, c1.3035; N 28,
c1.3703; N 31, c1.4271; N 45, c1.5864; N 50, cT1.6696, cT.6720; 2011, N 10, c1.1390;
N 12, c1.1635; N 29, c1.4466, cT.4473; N 42, c1.5921; N 51, ¢1.7534; 2012, N 10,
cT.1232; N 11, ¢T1.1295; N 19, ¢T1.2400; N 22, c1.2864; N 37, c1.5002; N 41, c1.5625;
N 48, cT1.6686; N 49, c1.6861; 2013, N 6, c1.558; N 19, c1.953; N 25, c1.3159; N 29,
cT.3962; N 37, c1.4706; N 46, c1.5943; N 51, c1.6869; 2014, N 14, cT1.1626; N 23,
cT.2987; N 27, c1.3763; N 44, c1.6068; N 51, cT1.7430; 2015, N 11, c1.1593; N 16,
cT.2368; N 20, cT1.2914; N 28, cT1.4232; N 42, cT1.5805; 2016, N 15, ¢T1.2088; 2017, N
4, c1.671; N 10, c1.1481; N 23, ¢1.3330; N 30, c1.4664; N 33, c1.5182; 2018, N 27,
cT.4071.

5. HasHaueHvne nekapCTBEHHbIX MpenapaToB MNpW OKasaHuM MEAULMHCKOW
NMOMOLLY B CTaLMOHAPHBLIX YCINOBUSIX B TPEOOBaHNsSIX-HaKIMaaHbIX, HanpaBnsieMbIX B
anTeyHble  opraHu3auun, SABMSOWMECS  CTPYKTYPHbIMWM  NoapasgeneHusiMmn
MEeOVLMHCKON oOpraHuM3aumM, B KOTOPOW OKa3biBaeTCA MeAULMHCKAasi MOMOLLp,
OCYLLECTBNAETCA B COOTBETCTBMM C MHCTPYKUMEN O nNopsaaKke BbINMUCbIBAHUSA
NeKapCTBEHHbIX NpenapaToB 1 0dopMIEHUS PELIENTOB U TpeboBaHUN-HaKaaHbIX,
yTBEPXAEHHOW NpKa3oM MUWHUCTepCTBa 34pPaBOOXPAHEHUS M COLMANbHOrO
pa3sutmna Poccurickon denepaumm ot 12 despana 2007 r. N 110 "O nopsake
Ha3HaYeHUs U BbINUCbIBAHUSA NTEKAPCTBEHHbIX NPEenapaToB, U3Aenmin MeanLIMHCKOro

Ha3Ha4YeHNs 1 cneLmnann3MpoBaHHbIX MPOAYKTOB nevyebHoro nutaHua" ™ .

¥ BapeructpupoBaH MuHucTepcTBOM tocTuuumM Poccuitickon depepauum 27
anpena 2007 r., peructpaumoHHbin N 9364, C M3MEHEeHUsIMKW, BHECEHHbIMMU
npukazamu __ MUMHUCTEPCTBA  34PABOOXPAHEHUA W COUMArbHOIO  pa3BUTUSA
Poccuiickon Pepepaummn ot 27 asrycta 2007 r. N 560 (3apeructpupoBaH
MuHuctepctBoM tocTuuum Poccunckon depepaumm 14 ceHtssbpa 2007 .,
pernctpaunoHHbii N 10133), ot 25 ceHTabps 2009 r. N 794H (3aperMcTpupoBaH
MuHuctepctsoMm toctuumm  Poccuiickon  Pepepaumm 25 Hosidpa 2009 r,
permctpaunoHHbin N 15317), 01 20 auBaps 2011 r. N 13H (3aperMcTpupoBaH
MuHuctepctsoMm tcTtuumm  Poccunckon depepaumm 15 wmapta 2011 .,
permctpaumoHHbin -~ N 20103), npukasamu MuHMCTEpCTBa 3[paBOOXpaHEHUs
Poccuinckon ®Pepepauum ot 1 asrycta 2012 r. N 54H (3apeructpupoBaH
MuHuctepctBoM tocTuumm  Poccuinckon  depepaumm 15 aerycta 2012 .,
pernctpauunoHHein N 25190), ot 26 deBpana 2013 r. N 94H (3apeructpupoBaH
MuHuctepcteoMm toctuumm  Poccuiickon  depepaumm 25 umwoHa 2013 r,
peructpaunoHHbin N 28881).
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6. HasHauyeHne nekapCTBEHHbLIX NpenapaToB OCYLUECTBNSAETCS MeOULMHCKUM
pabOTHMKOM MO MeXayHapoaHOMY HenaTeHTOBaHHOMY HaUMEHOBaHWO, a MpW ero
OTCYTCTBUM - TPYNMNMPOBOYHOMY MIIM XMMUYECKOMY HavMMeHoBaHuto. B cnyyae
OTCYTCTBUS MeXOyHapOoaHOro HenaTeHTOBaHHOIo HaMMeHoBaHUA n
rPYNMUPOBOYHOMO UMM XUMMUYECKOTO HaMMEHOBaHMS NIEeKapCTBEHHOrO npenapara,
NeKapcTBEHHbI NpenapaTt HazHa4yaeTcsl MEAULNHCKUM pabOTHMKOM MO TOProBOMY
HaVMEHOBaHMWIO.

Mpy HaMMYMM MEAMLMHCKUX MoKasaHwi (MHOMBMAYyanbHas HEenepeHOCUMOCTb,
MO >KM3HEHHbIM MOKa3aHUsIM) MO pPeLLeHNio BpadyebHON KOMUCCUM MEAULMHCKOW

opraHMsauuMmn®  OCYyLLECTBIAETCA HasHadeHve U odopMIieHne HasHadYeHust
NeKapCTBEHHbIX NpenapaToB, HEe BXOAAWMX B CTaHA4ApTbl MEAULMHCKOM MOMOLLM,
pa3paboTaHHbIX B COOTBETCTBUMN C NYHKTOM 4 cTatbn 10 PegepanbHOro 3akoHa ot
21.11.2011 N 323-®3 "O6 ocHoBax OxpaHbl 300pOBbs rpaxaaH B Poccuiickon

denepaunn"?, nMBo NO TOProBbIM HaMMeHOBaHUAM. PelueHne BpayebHoi
KOMUCCUM  MEOUUMHCKOW  opraHusaumm  dumKkcupyetcs B MEAWULMHCKOM
AOKYMeHTaLun nauuneHTa n B XypHare BpayebHon KOMUCCUN.

% [pwkas MuHsapascoupassutna Poccum o 5 maa 2012 r. N 5024 "O6
YTBEPXOEHUN NOopsaKka Cco3[aHvd U OeATenbHOCTU BpayebHOM KomMuccum
MeaVLMHCKOW opraHudaummn” (3apermctpupoBaH MuHioctom Poccun 9 nionsa 2012 r,
permcTpaunoHHbin N 24516), C M3BMEHEHMSIMN, BHECEHHbIMU NpukasoM MuH3apasa
Poccun ot 2 nekabpa 2013 r. N 886H (3apeructpupoBaH MuHioctom Poccum 23
nekabps 2013 r., peructpaunoHHsin N 30714).

? CobpaHue 3akoHodaTenscTBa Poccuiickoin Genepaunm, 2011, N 48, c1.6724;
2014, N 49, c1.6928; 2017, N 31, c1.4791; 2018, N 53, c1.8415.
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7. HazHauyeHne nekapcTBEHHOrO npenapara B peLente Ha BymaXHOM HocuTene
unu peuente B opMe 3NeKTPOHHOIo AOKYyMeHTa OhopMISeTCa Ha UMA NauueHTa,
A9 KOTOPOro NpeAHa3HayYeH nekapCcTBEHHbIV Npenapar.

Peuent Ha GymaxHOM HocuTernie, OGOPMIIEHHbIN Ha peuenTypHoMm GnaHke
dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04 (n), yTBEepXOEHHbIX HACTOALMM
npuvKkasoM, a Takke peuent Ha OymaxHoOM HocuTene, OMOPMIIEHHbI Ha
peuentypHoM 6naHke gopmbl N 107/y-HI, yTBepxaeHHoOM nprkazoMm MuHuctepcTea
3apaBooxpaHenns Poccunckon ®epepauum ot 1 aerycta 2012 r. N 541 "O6
yTBepKaeHUn  dopmbl  6naHKoB  peLienToB,  coepxXaumx  Ha3HaveHue
HapPKOTUYECKMX CPEeACTB WM MCUXOTPOMHbIX BELLECTB, NOPAAKa X U3rOTOBIIEHUS,

pacnpegeneHys, permcTpaLmm, y4eTa n XxpaHeHusl, a Takxe npasun ogopmnexuns” !l
(oanee - dopma N 107/y-HI1), moxeT BGbITb NOSlyYeH NaUMEHTOM, €ro 3aKOHHbIM
npeactaBuTeNemM WM fULOM, UMeEloWeM OMOPMIIEHHY0O B COOTBETCTBUMM C
rpakgaHckMM 3akoHogartenscTBom Poccuiickon depepaumm [OOBEPEHHOCTb OT
nawumeHTa Ha NpaBo NOSly4YeHNst TaKOro peLienTa (aanee - ynorTHOMOYEHHOE NnLL0).

10" BapeructpuposaH MuHucTepcTBOM tocTuumm Poccuiickonn denepauum 15
asrycta 2012 r., peructpaumoHHbin N 25190, ¢ M3MEHEeHUsIMWN, BHECEHHbIMU
npvkasamm MuHuctepcTea 3gpaBooxpaHeHmsa Poccunckon Pegepaumm ot 30 UOHA
2015 r. N 385H (3apeructpupoBaH MuHUCTepcTBOM tocTuLMM Poccumnckon
depepaumm 27 Hosbpsa 2015 r., pernctpaunoHHbin N 39868), ot 21 anpena 2016 .
N 254H (3aperncTpupoBaH MuHucTepcTBOoM tocTuumnm Poccuiickon depepaummn 18
mons 2016 r., perucTtpauunoHHbli N 42887), ot 31 oktabpa 2017 r. N 882H
(3aperncTpupoBaH MuHucTepcTBOM tocTuumnm Poccuiickon denepauunmn 9 siHBaps
2018 r., perncTtpaumoHHbin N 49561).

PeuenT B cbopMe 31EKTPOHHOrO AOKYMEHTa (popMUpyeTCHa C UCMOSb30BaHNEM
rocyqapCTBEHHON MHAOPMALMOHHON CcuUCTEMbl B cdepe 34paBOOXpaHEHUS
cybbvekta Poccunckon Pepepaumn, MeAUUMHCKOM MHA(OPMALMOHHOM CUCTEMbI

MeaMLUHCKOW opraHmsauunil .

11 Ctatbun 91 1 91.1 PenepanbHoro 3akoHa ot 21 Hoa6psa 2011 roga N 323-93
"O6 ocHoBax OxpaHbl 340poBba rpaxaaH B Poccuiickon Pepnepauunn” (CobpaHue
3akoHogaTtenbctBa Poccuickon ®Pepepaunn, 2011, N 48, cT.6724; 2012, N 26,
cT.3446; 2013, N 27, c1.3477; N 39, c1.4883; N 48, c1.6165; 2014, N 30, c1.4257; N
43, c1.5798; N 49, c1.6927, 6928; 2015, N 1, c¢T1.85; N 10, cT1.1425; N 27, c1.3951; N
29, cT.4397; 2016, N 1, cT1.9, 28; N 15, ¢1.2055; N 18, c1.2488; N 27, c1.4219; 2017,
N 18, cT.2663; N 31, cT.4794).

dakT BblgA4M peuenTa Ha  JIeKapCTBEHHbIM  npenapaT  3aKOHHOMY
npeacTaBUTENO WM YMONIHOMOYEHHOMY NMLy dMKCUMPYeTCs B  MEAWULMHCKOW
AOKYMEHTaLun naumneHTa.
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8. MeauuuHCckMM paboTHMKam 3anpeliaetcs odopMiaTb  peuenTbl  npu
OTCYTCTBMM Yy NaumeHTa MeAULMHCKUX MNOKa3aHWW;, Ha He3aperncTpupoBaHHble

nekapcTBeHHble npenapaTtbilZ; Ha nekapcTBeHHble MpenapaTbl, KOTOpble B
COOTBETCTBUM C MHCTPYKLMEN MO MEAMLMHCKOMY MPUMEHEHMIO NpeaHa3Ha4eHbl
ANS NPUMEHEHNs TOMbKO B MEOUUMHCKMX OpraHuM3auusix; Ha HapKoTUYeckme
cpeactBa M MNCUXOTPOMHblE BewecTBa, BHeceHHble B cnucok Il [NepeyHs,
3aperMcTpupoBaHHble B KayecTBe JEKAapCTBEHHbLIX MpenapatoB, B  Lensax
NPUMEHEHNs1 4Ns TIeYeHN HapKOMaHuK.

12 PeweHne CoBeTa EBpasunCKON 3KOHOMUYECKON KOMWMCCUM OT 3 HOoA6pS
2016 r. N 78 "O [lNpaBunax permcrpaumm n 3KCNepTu3bl eKapCTBEHHbIX CPEACTB
ON9  MeauuMHCKOro — npuMmeHenms"  (odwmumnanbHbln - canT  EBpasuickoro
3KOHOMM4Yeckoro cotosa http://www.eaeunion.org/, 21 Hos6ps 2016 r.). Ctatba 13
depepancHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHun
NEKapCTBEHHbIX  CpeACTB  ANnA  MeaUUMHCKOro  npumMeHenus”  (CobpaHue
3akoHogaTtenbctBa Poccuickon ®epepaunn, 2010, N 16, cT1.1815; 2015, N 29,
c1.4367; 2018, N 24, c1.3407).

MHavBuayanbHeiM  nNpegnpuHMMaTensM, OCYLIECTBAAOWMM  MELULMHCKYIO
AEeATeNbHOCTb, AOMONMHUTENBbHO K TpeboBaHMsAM, ykasaHHbIM B ab3aue nepsom
HacTOSLWEro MyHKTa, 3anpewgaetcs odopMnAaTb peuentbl Ha HapKOTUYECKUe
CpeAacTBa M NCUXOTPOrNHble BeELEeCTBa, BHeCceHHble B cnucku |l u il MepeyHa (nanee
- HapKOTUYECKMEe W MCUXOTPOMHble feKapCTBeHHble npenapatbl cnuckos Il wm il

[epeyHs).

9. MMpy Ha3Ha4YeHWN HapPKOTMHECKMX W MCUXOTPOMHbIX JIeKapCTBEHHbIX
npenapartoB cnucka Il [NepeyHs, 3a UCKMIOYEHMEM NeKapCTBEHHbIX NpenapaToB B
BYAe TpaHcAepMarbHbIX TepaneBTUYECKUX CUCTEM U NEKapCTBEHHbIX NpenapaTos,
coAepXalmx HapKoTUYeCcKoe CpeacTBO B COMETAHUM C aHTarOHUCTOM OMUOWAHbBIX
peLenTopoB, peuenTbl Ha ByMaxHOM HocuTene odopMIAOTCA Ha peLenTypHOM
6naHke opmbl N 107/y-Hr.

10. PeuenTypHbin 6naHk doopmbl N 148-1/y-88 ocbopmnsieTcst npy HazHa4yeHWM:

1) HapKOTMYECKMX W MNCUXOTPOMHbIX JEeKAapCTBEHHbIX MpenapaToB cnvcka i
[lepeyHa B BuAe TpaHcOepMarbHbIX TepaneBTUYECKMX CUCTEM, HapKOTUYECKMX
nekapcTBeHHbIX npenapaTos cnucka Il [epeyHs, copepxawmx HapKoTu4eckoe
CPELCTBO B COYETAHMM C @HTArOHUCTOM OMMOWAHBLIX PELLENTOPOB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapaTtoB cnucka lll MepeyHs;

2) nekapCTBEHHbIX npenapaToB, obragatowmx aHabonMyeckon akTUBHOCTBIO (B
COOTBETCTBUMN C OCHOBHbIM (PapMaKONoOrM4ecKnMm OEeVCTBUMEM) U OTHOCSLUMXCA MO
aHaTOMO-TepaneBTUYECKO-XMMUYECKOM Knaccudmkaumm, PEKOMEH0BAHHOMN

BcemupHoli opraHusauueit 3aapaBooxpaHeHust (ganee - ATX)13 | k aHabonmyeckum
ctepovgam (kog A14A) (manee - nekapCTBeHHble MpenapaTbl, obnagarouye
aHaboNMyYecKon akTUBHOCTbIO B COOTBETCTBMM C OCHOBHbLIM (papMaKkonorMyecknm
AEeNncTBMEM);

13 Cratba 18 denepansHoro 3akoHa or 12 anpena 2010 r. N 61-93 "O6
obpallieHnn NekapcTBEHHbIX CPEACTB ANA MeAULMHCKOro npuMmeHeHusa” (CobpaHue
3akoHopaTtenbctBa Poccuiickon Pepepaunn, 2010, N 16, cT1.1815; 2014, N 52,
cT.7540).
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3) nekapcTBeHHbIX MpenapaToB, YKasaHHbIX B MNyHkTe 5 [Mopsaaka oTnycka
dm3nYecKknM NMLamM NekapcTBEHHbIX NPenapaToB And MeAULIMHCKOrO NPpUMEHEHHS,
coAepxkalmx Kpome MarblX KOMMYECTB HapKOTUYMECKMX CPEACTB, MCUXOTPOMHbIX
BELIECTB M WX MPEeKypcopoB ApyrMe (hapMakonorMyeckne akTMBHble BeLecTBa,
YTBEPXOEHHOMo NpuvkasoM MUWHWCTEPCTBA _34PaBOOXPAHEHWUS W COLIMANbHOIO

pa3sutua Poccuiickon ®enepaumnmn ot 17 maa 2012 r. N 562414 (nanee - Mopsgok
OTMNycKa nekapcTBEHHbIX NpenapaTos);

14 BapeructpmpoBaH MuHucTepcTBoM tocTuumm Poccuitckon depepaummn 1
moHa 2012 r., pernctpaunoHHbin N 24438, C WU3MEHEHUAMMW, BHECEHHbLIMU
npvkasamm MuHuctepcTea 3gpaBooxpaHeHmsa Poccunckon Pegepaumm ot 10 mioHA
2013 r. N 3694 (3apeructpupoBaH MuHUCTEpCcTBOM tocTuLmMmM Poccumnckon
®epnepaummn 15 uons 2013 r., peructpaumoHHbin N 29064), ot 21 aBrycTta 2014 r. N
465H (3apernctpupoBaH MuHucTepcTBoM tocTuuum Poccuickon ®epepaummn 10
ceHTs6psa 2014 r., perncTtpauunoHHbin N 34024), ot 10 ceHTabpa 2015 r. N 634H
(3apeructpupoBaH MuHuctepctBoM tocTuumm  Poccunckon ®depepauun 30
ceHTs6psa 2015 r., peructpaumoHHbin N 39063), oT 31 okTabps 2017 r. N 882H
(3aperncTtpuposaH MuHucTepcTBoM tocTuumm Poccuiickon ®Penepauumn 9 saHBaps
2018 r., perncTtpaumoHHbin N 49561).

4) nekapCTBEHHbIX NpenapaToB WHAMBUAYANbHOrO U3roTOBMEHMWS, COAEPKALLMX
HapKOTU4YeCcKoe CPeACTBO MMM MCUMXOTPONHoe BelecTBO cnucka Il MepeyHsa, wu
Apyrve dapmakonorMdeckne akTMBHble BellecTBa B [J03€, He NpeBblluatoLLen
BbICLUYI0 pa3oByld 03y, W Mpu YCMOBUM, YTO 9TOT KOMOWMHUPOBAHHLIN
NEKapCTBEHHbIN MpenapaT He SABMSAETCA HAPKOTUYECKUM WM MCUXOTPOMHbLIM
nekapcTBeHHbIM NpenapatoM cnucka Il MNepeyxs;

5) nekapcTBeHHbIX MpenapaToB, noANexawmx MpPegMeTHO-KONMYECTBEHHOMY
yYeTy, He NepPEeYnCIIEHHbIX B MOAMNyHKTax 1-4 HACTOSALLEro NyHKTa (3a UCKIOYEHNEM
neKkapCTBEHHbIX MpenapaTos, OTnyckaemblx 6e3 peuenTa).

11. PeuentypHbin OriaHk c¢opmbl N 148-1/y-04 (1) odoopmngeTca  npu
HasHayYeHUM IeKapCTBEHHbIX npenapaTtoB rpaxaaHam, UMelWwMMm npaBo  Ha
GecnnaTHoe  nofyyeHWe  JieKapCTBEHHbIX  NpenapaToB WK  MofyveHue
neKapCTBEHHbIX rnpenapaToB CO CKUMOKOW.

12. PeuenTypHbi 6naHk dopmbl N 107-1/y odhopmngeTcs npy Ha3HaYeHUK:

1) nekapCTBEHHbIX MpenapaToB, YyKa3aHHbiX B NyHKTe 4 [lopagka otnycka
NeKapCTBEHHbIX NpenapaTos;

2) nekapcTBEHHbIX NMpenapaTtoB, He Yyka3aHHbIX B NyHKTax 9-11 HacToAwero
Mopsiaka.
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13. Tlpn HasHayeHuMn feKapCTBEHHOro npenapara  WMHAMBUAOYANbHOrO
N3roToBNEHMA B peuente Ha GymaxHOM HocuTerne u (unm) peuente B dopme
9MEKTPOHHOIO  OOKYMEHTa  HaMMEHOBaHMSI  JIEeKApCTBEHHbIX  Mpenaparos,
BKIMOYEHHbIX B MEpeYeHb JIeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOro

NPYMEHeHUs, MNoaneXxawmx npeaMeTHO-KonmMyecTBeHHoMy ydeTyl®  (nanee -
neKapcTBeHHble npenapatbl, BKMYEHHble B nepedyeHb [1KY), ykasbiBaloTcs B
Havare peLenTa, 3aTeM - BCe OCTallbHble UHIPEANEHTHI.

13 Mpukas MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon Pepepaumm ot 22
anpena 2014 r. N 183H "O6 yTBepXaeHUM NepeyHs NeKapCTBEHHbIX CPeaCTB Ans
MEOWULIMHCKOTO MPUMEHEHWs, Noanexawmx npeaMeTHO-KONMYECTBEHHOMY yyeTy"
(3aperncTtpupoBaH MuHucTepcTBOM tocTULMKM Poccuinckon depepaumm 22 umons
2014 r., perucTtpauunoHHbin N 33210), ¢ M3MEHEeHUsIMWN, BHECEHHbLIMW MpUKasamu
MuHucTepcTBa 3apaBooxpaHeHns Poccuinckon Pepepaumm ot 10 ceHTabpa 2015 r.
N 634H (3aperucTpupoBaH MuHucTepcTBoM tocTuumnm Poccuiickon ®epepaummn 30
ceHTs6psa 2015 r., peructpaumoHHbin N 39063), ot 31 okTabps 2017 r. N 882H
(3aperncTtpupoBaH MuHucTepcTBOM tocTuumm Poccuiickon ®enepauumn 9 sHBaps
2018 r., permctpauymoHHbln N 49561),or 5 anpena 2018 r. N 149H
(3aperncTpupoBaH MuHucTepcTBoM rocTuLmMmn Poccuinckon ®epepaunm 3 mas 2018
r., permctpaumoHHein N 50961), ot 27 wnonga 2018 r. N 4714 (3aperycTpupoBaH
MuHuctepctsoMm toctuumm  Poccunckon depepaummn 14  asrycta 2018 r,
pernctTpaunoHHbin N 51885).

14. Tpn Ha3HayeHuM neKapCTBEHHOro npenapaTta B peuente Ha GymaxHOM
Hocuterne n (unn) peuente B PopMe 3MEKTPOHHOTO [OKYMEHTa 3arnpeliaeTcd
npeBbiaTh KOMMYECTBO HAPKOTUYECKUX CPEACTB WM MCUXOTPOMHbIX BELLECTB,
KOTOpoe MOXeT BbITb BbIMMCAHO B OAHOM peLenTe, YCTaHOBIEHHOE MPUIIOXKEHNEM
N 1 k HacTodAweMmy NMopsaKky, 3a UCKIMIOYEHNEM CIlydaeB, YKa3aHHbIX B MyHKTax 16 u
25 HacTtogwero lNopsaka.

15. lNpn HasHauYeHUn NeKapCTBEHHbIX MPenapaToB, BKIMOYEHHbIX B MNepeYeHb
MKY, posa KOTOPbIX MpeBbIWAET BbICLUMWA OAHOKPATHbIM MPUEM, MEOULINHCKUIA
paboTHMK 0OO3Ha4YaeT [03y 3TOro JieKapCTBEHHOrO MNpenapaTta B peuenTte Ha
OymMaXHOM HOcUTene MponuUCbIo C MPOCTaBfEHNEM BOCKMMUATESNBbHOMO 3HaKa W
(vrm) nNpocTaBnsieT BOCKNMUATENbHbIA 3HAK Npu odopmMreHun peuenta B dopme
3MEKTPOHHOIO JOKYMEHTA.

16. KonnyecTBO Ha3Ha4Y€HHbIX MNeKapCTBEHHbIX MpenapaToB, BKIMOYEHHLIX B
nepeyeHb MNKY, npy okazaHum naumeHTam, Hy>KadalWwMMcs B ANMTENbHOM NledYeHnn,
NepBUYHON MeOUKO-CaHUTAPHOW NMOMOLLM W MannmMaTtMBHOW MegULMHCKON NOMOLLM
MoXeT ObITb yBenuMyeHo He Goree 4yem B 2 pa3a Mo CpaBHEHMIO C KONMMYECTBOM
HaAPKOTUYECKUX CPEACTB MIM MCUXOTPOMHbIX BELEeCTB, KOTOPOEe MOXeT OblTb
BbIMMCaHO B OOHOM peLenTe, ycTaHOBIEHHbIM npunoxeHvem N 1 kK HacToswemy
Mopsagky.

B cnyyasax, npegycMoTpeHHbIX ab3auemM nepBbiM HACTOSLLEro MyHKTa, Ha
peuenTax Ha OymaxHOM HocuTene npousBoguTca Hagnucb "lMo cneuunansHoOMy
HasHa4yeHuo", OTAEernbHO 3aBepeHHas MNOAMUCbID MeOMUMHCKOro paboTHuKa U
nevyaTtb0 MeguUMHCKOW opraHmsauuu "[na peuentoB", Ha peuentax B dopme
9MIeKTPOHHOrO  AOKYMeHTa  npousBogutcs  oTmeTtka "lo  chneuuansHomy
HasHayeHuo" C MpocTaBfeHNEM YCUIEHHON KBanMduuMpPOBaHHOW 3EKTPOHHON
noAnMcyn MeguLMHCKOro paboTHuMKa.
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17. CocTaB nekapcTBEHHOro npenapaTta, fiekapcTBeHHasa dopma n obpalleHue
MeguUMHCKOro paboTHMKa K drapmaueBTU4ecKkoMmy paboTHuMKYy o6 oTnycke
NeKapCcTBEHHOro npenaparta 0qopMIATCS Ha NAaTUHCKOM SA3blke B pOAUTESNIbHOM
nagexe.

Mpn odopmneHnn peuenTypHbiX ©OraHKkoB [OMNycKaeTcs  MCMNonb30OBaHWe
cokpaweHun (npunoxeHune N 2 k HacToswemy MNopagky).

lMpn HasHadYeHuM neKapCTBEHHOro npernaparta He OOoMycKaeTCs COKpalleHue
OnM3KMX MO HAMMEHOBAHWAM WHIPEAWEHTOB, COCTABMSAIOWMX NEKapCTBEHHbIN
npenapar, He NO3BOSSOLWMX YCTAaHOBUTb, KakO UMEHHO fieKapCTBEHHbIN nNpenapar
Ha3Ha4eH.

18. Cnocob npumeHeHVs1 nekapCcTBEHHOro npenapata obo3HavaeTca C
yKasaHueM [03bl, 4acTOTbl, BPEMEHU MpUemMa OTHOCUTENBHO CHa (YTPOM, Ha HOYb)
N ero AnUTenbLHOCTU, a ANS NeKapCcTBEHHbIX NpenapaTtoB, B3aMMOLENCTBYOLWNX C
nvwen, - BpeMeHn ux ynotpebneHus oTHOCUTENbHO npvema nuwm (0o efbl, BO
BpeMmsi efbl, nocne eabl).

19. MNpn HeOBXOANMOCTU HEMEONEHHOIO UM CPOYHOrO (B TeYeHue ABYX pabounx
AHeln) oTnycKa nekapcTBEHHOro npenapara nauueHTy B BepXHen YacTu peLenTta Ha
OymaxxHOM HocuTene npocTaBnsalTca 0b6o3HadeHus "cito" (cpodHo) mm "statim”
(HemeaneHHo). AHanormyHble 0603HaAYEHUA NPOCTaBMIATCS B BUOE OTMETOK Npwu
odpopmneHun peLenTa B popMe 31IEKTPOHHOIO JOKYMEHTa.

20. lMpyn odopMneHUN Ha3HaAYeHUss rOTOBOrO JiEKApPCTBEHHOrO npenapata B
peLenTe Ha ByMaxxHOM HOcuTeNe Unn peuente B hopme 3NEeKTPOHHOro AOKYMEHTa
KONMM4eCcTBO AENCTBYIOLLMX BELLIECTB YKa3blBaeTCA B COOTBETCTBUN C MHCTPYKLUMEN
no MeguuMHCKOMY NPMMEHEHNIO NEKapCTBEHHOMO nNpenapara.

Mpy ocbopmneHnn HaszHavyeHUsi NeKkapCTBEHHOro npenaparta UHAMBUAYarnbHOro
M3roToBrieHMa B peuente Ha OymaxHOM HocuTene unm peuente B dopme
3NIEKTPOHHOIO JOKYMEHTa KONMMYECTBO TBEPAbIX M CbiNy4nx hbapmaueBTUHECKUX
cybcTaHumm ykasbiaetca B rpammax (0,001; 0,5; 1,0), xugkux - B MUAMNMTpax,
rpammax u Kannsx.

21. PeuenTtbl Ha GymaxHoOM HocuTene, B OpMe 3MEKTPOHHOIO OOKYMEHTa,
ochopmrieHHble Ha peuenTypHoM 6rnaHke cdopmbl N 148-1/y-88 n npegHasHavyeHHbIe
ANa OTnycKa NeKapCTBEHHbIX NpenapartoB, NpegyCMOTPEHHbIX MOANyHKTaMun 2-5
nyHkta 10 HacToswero lNopsgka, gencTBUTENbHbI B TeyeHne 15 gHenm co aOHg
odhopMIeHUS.

22. Peuentbl Ha OymaxHOM HocuTerne, B OpMe 3MEeKTPOHHOrO OOKYMEHTa,
ocopmrnieHHble  Ha peuenTypHoM 6naHke copmbl N 148-1/y-04 (n) w
npegHasHadeHHble [Ofs  OTNyCKa JiekapCTBEHHbIX MpenapatoB rpaxgaHawm,
yKkasaHHbIM B NyHKTe 11 HacToswero Nopsaaka, AencTButenbHbl B TedeHne 30 aHen
CO AHA 0dhopMITIEHMS.

23. PeuenTtbl Ha BGymaxHoM Hocutene, B OpMe 3MEKTPOHHOIO OOKYMEHTa,
ohopmrieHHble  Ha peuenTypHoM 6naHke opmbl N 148-1/y-04 (n) w
npegHasHadeHHble [ OTNycka JIeKapCTBEHHbIX MpenapaTtoB rpaxaaHawm,
AOCTUMUMM MNEHCMOHHOTO BO3pacTa, WHBanMaam nepBOW rpynnbl, AeTaM-
WHBanNMOaMm, a Takxke rpaxagaHam, CTpagallMM XPOHUYECKMMU 3aboreBaHusMN,
TpebyroLWMM ONUTENBHOMO KYpPCOBOMO NEYEHUsi, OeNCTBUTENbHbI B TeveHne 90
AHen co OHA 0opMMEHUs.

Ons neyeHus XpPOHWMYECKMX 3abOoneBaHUM YyKasaHHbIM KaTeropusiM rpaxaaH
neKapcTBeHHble npenapatbl ¢ 0OPMIEHMEM PeELLEnTOB Ha GyMaxkHOM HocuTene
unn peuentoB B opMe 3fEeKTPOHHOrO AOKYyMEHTa MOryT Ha3HavaTbCsl Ha Kypc
nedvenus go 90 gHen.



24. PeuenTtbl Ha OymaxHOM HocuTerne, B (POpPMe 3MEKTPOHHOrO AOKYMEHTa,
odopMrieHHble Ha peuenTypHom GraHke cdopmbl N 107-1/y n npegHasHayYeHHbIe
AnNa  OTMNycKa feKapCTBEHHbIX npenapatoB, NpPeayCMOTPEHHbIX MyHKTOM 12
HacTosiero MNopsaka, oencTBuTenbHbl B TedeHne 60 aHer co AHA 0dhopMITEHMS.

Mpn HasHayeHUM roTOBbIX FEKAPCTBEHHbIX MpenapaToB M JieKapCTBEHHbIX
npenapaTtoB WHAMBMAOYANbHOrO W3rOTOBMEHMS NauueHTam ¢  3aboneBaHusMw,
TpebyuyMn NUTENBHONO KYpCOBOIO NeYeHnsi, ¢ 0hOpMIIEHMEM Ha peL.enTypHOM
6naHke dgopmbl N 107-1/y peuenta Ha OymaxHOM HocuTene wm B dopme
3MEeKTPOHHOrO AOKYMEHTa yCTaHaBNMBaEeTCs CPOK AEWCTBUA pelenTta B npegenax
A0 OOHOro KaneHgapHoro roga.

B cnyyae yctaHoBneHust cpoka OencTBUs peLenTa B npegernax 40 O4HOro roga
B peuente npocTaBnaetcd oTMmeTka "[lo  cneuyuanbHOMY  HasHa4yeHuo",
obo3Ha4YaeTcsa CpoK AeNCTBUA peLenTa U NepuoguyHOCTb OTMNyCKa fekapCTBEHHbIX
npenaparoB U3 anTe4YHOW opraHn3auum U MHANBUAyarnbHLIM NpeanpuHuMaTenem,

VMEIOLWMM NMLIEH3MIO Ha (bapMaLeBTUMYECKYD AesTenbHOoCcTblE  (exeHenenbHo,
eXeMeCA4YHO W WHble nepuofbl). [OnonHUTenbHO 3TO YyKasaHue 3aBepsieTcs
NOAMUCBIO U NevYaTbio MeANUMHCKOro paboTHMKA, a Takxe nevaTbio MeAULUHCKOM
opraHusauum "[Ona peuentoB" (Ona peuenta Ha OymaxHOM HocuTene) unm
YCUINEHHON  KBanMMUMPOBaHHOW  3MEKTPOHHOW  MNOAMNUCbID  MEAULMHCKOro
paboTHMKa W §nMua, YMONMHOMOYEHHOrO 3aBepATb  [OKYMEHTbl OT  MMEHU
MeOVLMHCKOWN opraHu3aLumm (onsa peuenta B popMe 3fIEKTPOHHOMO JOKYMEHTA).

16 [yHKT 47 Yyactn 1 cTtatbun 12 denepanbHoro 3akoHa ot 4 mag 2011 r. N 99-
®3 "O nuueHsnpoBaHuM OTAEnbHbIX BuaoB aedarenbHoctn" (CobpaHue
3akoHopaTtenbctBa Poccuickon Pepepaunn, 2011, N 19, cT1.2716; 2012, N 31,
cT.4322; 2013, N 9, c1.874; N 27, c1.3477; 2014, N 30, c1.4256; N 42, cT1.5615;
2015, N 1, c1.11; N 29, cT1.4342; N 44, c1.6047; 2016, N 1, c1.51; 2018, N 31,
cT.4838; N 32, c1.5116; N 45, c1.6841; N 53, cT.8424).

25. Peuentbl Ha npou3BodHble 6apbuUTypoBON KUCMOTbI, KOMOUHMPOBAHHLIE
neKkapCTBEHHble  MpenapaTbl, cogepXawme KogewH (ero  comv), WHble
KOMOMHMPOBaHHbIE  NEeKApCTBEHHble MNpenapaTtbl, MoAanexaume npegMeTHo-
KONMYeCcTBEHHOMY yyery, nekapcTBEHHbIE npenaparbl, obrnagatowme
aHabonMYeCcKon aKkTUBHOCTLIO B COOTBETCTBUM C OCHOBHbIM (bapMaKkosiormieckum
AencTBMeM, 08 NeYeHUs NauWeHTOB C XPOHUYECKMMM 3aboneBaHusMn MOryT
0hopMNATLCA Ha Kypc neyenns go 60 gHen.

B paHHbIX crnydasx B peuentax Ha OymaxHOM HocuTene mnpou3BOAUTCS
Hagnucb "o cneuunanbsHOMY HasHa4yeHUK", 3aBepeHHas NoAMUCLI MeAULMHCKOro
paboTHMKA M neYyaTbio MegUUMHCKOW opraHusauumm "[ns peuentoB", peuentax B
dopMe 3MEeKTPOHHOrO AOKYMeHTa npou3Boautca otmeTka "lNo cneymanbHomy
Ha3Ha4yeHuO", C NpoCTaBfieHWEM YCWUIIEHHOW KBanMMUUPOBAHHOW 351eKTPOHHOW
NOAMMCN  MEAWMUMHCKOro paboTHMKa W nvua, YNOfHOMOYEHHOrO  3aBepSATb
AOKYMEHTbI OT MMEHN MESMULMHCKON OpraHM3aLmn.

26. Peuent Ha OymaxHOM HocuTene, B (QOPME IMEKTPOHHOrO [OOKYMEHTA,
O(hOpPMIIEHHBIV C HapyLLEeHNeM YCTaHOBIEHHbIX HacTosAwmM Mopsgkom TpebosaHun,
cyMTaeTCcs HeQencTBUTENbHBIM.

Il. HasHayeHue NeKapCTBEeHHbLIX npenapaTtoB NP OKa3aHUu
MeOULUHCKOW NOMOLUM B CTauunOHapPHbLIX yCIoBUAX
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27. MNpn okaszaHun NaumeHTy MeguLMHCKON NOMOLLM B CTaLNOHAPHbIX YCIOBUSIX
Ha3Ha4YeHMe nEKapCTBEHHbIX MpenapaTtoB npou3Boantca 6e3  odopmMieHus
peuenta MegUUMHCKMM PabOTHUKOM €eOMHOMNMYHO, 33 WCKMKYEHMEM Crly4aes,
yKa3aHHbIX B NyHKTe 28 HacToswero Nopagka.

28. CornacoBaHvne Ha3Ha4YeHUsA NeKapCTBEHHbIX MpenapaTtoB C 3aBefyloLyMm
oTAEeNeHneM WM OTBETCTBEHHbIM AEeXypHbiM BpadoM mnbo ApyrMM nuULOM,
YMOSTHOMOYEHHBIM NPUKa30M MaBHOro Bpaya MeauLMHCKOW opraHnsaunm, a Takxe,
NPV HanNnU4YuKn, C BPa4oM - KIIMHUYECKMM (hapMaKorioroM HEOOXOAMMO B CIly4asix:

1) ogHOBpPEMEHHOro HasHadeHusi NATU U Boree nekapCTBEHHbIX npenapaToB
OLHOMY NauMeHTY;

2) HasHa4YeHUs NEeKapCTBEHHbIX MpenapaToB, He BXOASWMX B MNepeyeHb

XVU3HEHHO HEOOXOAMMBIX W BaXXHEMWMX reKkapcTBeHHbIX npenapaTtoBl?, npw
HETUMNYHOM  TeyeHuM  3aboneBaHWsi, HanmMyuM  OCMOXHEHWA  OCHOBHOMO
3aboneBaHuas 1 (unM) conyTcTBYlOUMX 3aboneBaHuWn, NpuM  Ha3HAYEHUU
NeKapCTBEHHbIX npenapaToB, OCOBEHHOCTU B3auMMOAENCTBUA U COBMECTUMOCTHU
KOTOPbIX COrMacHO WMHCTPYKUUSM MO WX MPUMEHEHWUIO MPUBOASAT K CHWDKEHUIO
adpekTMBHOCTM U1 Oe3onacHocTM  dapmMakoTepanumn un (M)  co3garoT
NOTeHLNanbHy0 ONacHOCTb ANS XU3HWU U 300pOBbs NaUMeHTa.

17 OyHkt 1 ctatbun 60 denepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-93
"O6 obpaleHnn nekapctBeHHbIX cpeacts” (CobpaHve 3akoHogaTenbcTBa
Poccunckon depepaummn, 2010, N 16, c1.1815; 2012, N 26, c1.3446; 2014, N 52,
CT.7540).

B yKkasaHHbIX cryyasx HasHavyeHue fiekapCTBEHHbIX NpenapaTtoB (MKCUpyeTCs
B MEOMLUMHCKON LOKYMEHTaLun naumeHTa n 3asepseTcsa noannucbio MeauLmMHCKOro
paboTHMKA M 3aBeaylLIero oTaeneHneM (OTBETCTBEHHOMO OEXYPHOro Bpayva unm
ApYroro ynorHOMO4YEeHHOro niua).

29. MeguuMHCKMN pabOoOTHUMK MeOULMHCKON opraHu3auumn (ee CTPYKTYPHOro
nogpasgernieHust), pacnoroXeHHOM B CeNbCKOM HaceneHHOM MyHKTE, OCYyLLeCTBAeT
Ha3Ha4YeHve NekapCTBEHHbIX NpenapaToB B CrlyvasiX, ykadaHHbIX B nyHKTax 28 n 30
HacToswero Nopsaka, equHONMNYHO.

30. Mo peweHno BpadyebHOM KOMUCCUM NAUMEHTaAM NPU OKa3aHuM UM
MeOULMHCKON NMOMOLLM B CTaLMOHAPHbIX YCIOBUAX Ha3Ha4aloTCs NeKapCTBEHHbIE
npenapatbl, He BKIMOYEHHbIE B MEpeYeHb XU3HEHHO HeOBXOOMMbIX U BaXXHENLLMX
NeKapCTBEHHbIX MpenapaTtoB, B Cllydae WX 3aMeHbl K3-3a WHOUBUAYarbHOW
HenepeHOCUMOCTH, MO XMU3HEHHbLIM MOKa3aHUSM.

PelueHne BpayebHON KOMUCCUM MKCUMPYETCS B MEOVULMHCKON OOKYMEHTaLum
naumeHTa u xypHare spayebHon KoMnccuw.
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31. B cnyyasx obcrnedoBaHusi M FEYEHUs] TpadaHuHa B CTalMOHapPHbIX
YCINOBMSIX B pamMKax npeaocTaBneHnss MeAULMHCKMX YCIyr Ha BO3ME3AHOW OCHOBE
3a CYET NIMYHbIX CpeacTB rpaxaaH, cpeacTB pUaNYECKNX NiL, U MHbIX CPEACTB Ha
OCHOBaHWM [oroBopa, B TOM 4ucle AoroBopa [06pOBONbHOO MeAULMHCKOro

cTpaxoBaHusl® | eMy MoryT ObiTb Ha3HayeHbl eKapCTBEHHble Mnpenapatbl, He
BXOOSLME B NEPEYEHb XMIHEHHO HEOOXOAMMbBIX U BaXHEMLIMX JleKapCTBEHHbIX
npenapaToB, €Cfiv UX Ha3Ha4yeHWe U NpUMeHeHue OOYCMOBIEHO MEOWLMHCKUMU
nokasaHusIMW.

12 MocTtaHoBnenve [Mpasutensctea Poccuiickon Penepaumm ot 4 oktabps
2012 r. N 1006 "O6 yrtBepxaeHun [lpaBwn npeaocTaBneHus MeAVLMHCKUMM
opraHv3aumnamy _nnaTtHblx MeauumHckmx  yenyr® (CobpaHue 3akoHogaTtenscTBa
Poccwuiickon ®epepaumm, 2012, N 41, c1.5628).

lll. HazHayeHne nekapCcTBEHHbLIX NpenapaToB NPU oKa3aHUU
nepBMYHON MeAUKO-CaAaHUTAapPHOW NOMOLLU, CKOPOM
MeAULMHCKON NOMOLLM U NasisIMaTUBHON MeAULIMHCKON
nomMoLumn

32. lMpn okasaHuM NEPBUYHON MELUKO-CaHUTaAPHOW NMOMOWWM W NaniMaTUBHOW
MeOMLMHCKON MoMOoLwM B aMOynaToOpHbIX YCIIOBUSAX Ha3HaA4YeHWE reKapCTBEHHbIX
npenapatoB OCYLLECTBAETCA MeOULMHCKUM pabOoTHUKOM B Crlydasix TUMUYHOMO
TeyeHns: 3aboneBaHns NaumMeHTa UCXOAA U3 TSHKECTU U XxapakTepa 3abonesaHus.

33. HasHauyeHne nekapCTBEHHbIX MNpenapaTtoB MO peLleHno BpavyedHom
KOMMUCCUKN NPU OKa3aHUn NepBUYHON MEeOUKO-CaHUTAPHOM MOMOLLM, NanmaTuBHOW
MeaMLMHCKON NOMOLLM B aMBynaTopHbIX YCIIOBUSX NPOM3BOAMTCA B Cryvasix:

1) OQHOBPEMEHHOrO Ha3HaYeHUss OfHOMY nauueHTy natm u  boree
NEKapCTBEHHbIX MpernapatoB B TEYEeHUE OOHMX CYTOK WNM CBbille AecsTu
HaVMeHOBaHWUI B TEYEHNE OOHOIO MecsLa;

2) Ha3Ha4YeHWs NEeKapCTBEHHbIX NpenapaTtoB MNpv HETUMMYHOM TEeYEeHUU
3aboneBaHnsi, HanMYUM  OCIIOKHEHWM OCHOBHOro 3aborneBaHua u  (uUnwm)
conyTCcTBylOWMX 3aboneBaHuid, NpW Ha3Ha4YeHMM §EeKapCTBEHHbIX Mpenaparos,
0COBEHHOCTUN B3aUMOAENCTBMSA 1 COBMECTUMOCTM KOTOPbIX COMMAacHO MHCTPYKLMSAM
No WX MNPUMEHEHMIO MPUBOAAT K CHWKEHUIO 3ddeKTUBHOCTU U Ge3onacHoCTH
fevyeHns nauneHta u (Mnm) cosgarT NOTEHUMarnbHYH OMAaCHOCTb ANS XU3HW U
340pOBbS NALNEHTA;

3) nNepBMYHOrO HasHa4YeHWs MauueHTy HapKOTUYECKUX W MCUXOTPOMHbIX
nekapcTBeHHbIX npenapartos cnuckoB Il wlll_[NepeyHa (B cnyvae npuHATUA
pykoBoguTeneMm MeOMUMHCKOM oOpraHu3auunm peweHus O  HeobxogumocTu
COrfiacoBaHWa Ha3Ha4YeHUss TaKuX JeKapCTBEHHbIX npenapaTtoB C BpayebHon
Komuccuen).

34. MNoBTOpHOE Ha3HayeHWe HapPKOTUMYECKUX M MCUXOTPOIHbIX JIeKapCTBEHHbIX
npenapatos cnuckoB Il wn lll NepeyHa npomsBoaAUTCA MEOULMHCKUM PabOoTHUKOM
CaMOCTOATENbHO NauueHTaM C BblpaXeHHbIM 0oneBbIM CUHAPOMOM foboro
reHesa, HapylweHMeM CHa, CYOOPOXHbIMW  COCTOSHUAMK,  TPEBOXHbIMU
paccTponcteamm, obusiMm, NCMXOMOTOPHBLIM BO30Y>KOEHNEM.
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35. lNpu okaszaHMn CKOpPOW MEAULMHCKOM MOMOLLM FeKapCTBEHHbIE npenaparsbl
HaszHa4yalTCd  MeOWUMHCKMM  paboTHMKOM  Bble3gHOW  Opuragbl  CKOpOW
MEOULMHCKON NOMOLLY, MeOULMHCKMM pabOTHUKOM MEAWULMHCKOW opraHu3auum
npu OKasaHun MeaULMHCKOW NMOMOLLM rpaxaaHam npu 3aboneBaHunsix, HeCHacTHbIX
Chnyyasx, TpaBMax, OTPaBMEHUAX W OPYrMX COCTOSHUSIX, TPeOYHLMX CPOYHOro
MeOULMHCKOro BMeLlaTernbCcTBa.

IV. HazHauyeHue nekapcTBeHHbIX NpenapaTtoB rpaxapaHam,
MMelLWMM NpaBo Ha becnnaTHoe nosiyyYyeHue
JfleKapCTBEHHbIX NpenapaTtoB Uin Nony4yeHue
JNleKapCTBEHHbIX NpenapaTtoB CO CKUAKOMU, MPU OKa3aHuu
nepBMYHON MeAUKO-CAaHUTapPHOMU NOMOLLMU

36. lpn okaszaHMM NEepPBUYHON MEOUKO-CaHMTApPHOM MNOMOLLM Ha3HaYeHue
MeOUUMHCKMM paboTHMKOM B COOTBETCTBUM CO CTaHgapTamu MeguLMHCKON

nomowm!? nekapcTBEHHbIX MPenapaToB, OTNyCKaeMbIX 6E€CNIaTHO U CO CKUOKOM,
OCYLLECTBIAETCS Ha peuenTypHoMm 6naHke dopmbl N 148-1/y-04 (n) ¢ yyeTom
pa3BuUTUs 3aboneBaHusl, OCOBEHHOCTEN TEYEeHUS OCHOBHOMO UM COMYTCTBYHOLLENO
3aboneBaHnn CrieqyoLMM KaTeropysim rpakaaH:

19 MyHkT 4 yactn 1 ctatbu 37 PenepansHoro 3akoHa ot 21 Hoab6pa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbs rpaxaaH B Poccurickon Peneparimm”
(Cobpanve 3akoHogaTenbctBa Poccuiickon ®epepaunn, 2011, N 48, cT1.6724;
2018, N 53, cT1.8415).

1) rpaxgaHam, MMELLWM NpaBo Ha MorydYeHue rocygapcTBEHHOW coLunanbHOn
nomoum B Buae Habopa coumanbHbIX YCIyr, B COOTBETCTBUM C MNepeyHeM
NeKapCTBEHHbIX npenapaTtoB AN MEAUUMHCKOro MNPUMEHEHUs, B TOM 4ucre
neKapCTBEHHbIX NpenapaTtoB ANS MegULMHCKOrO MPUMEHEHWsi, HadHavYaeMblX Nno

peLLeHNo BpavebHbIX KOMUCCUIA MEAULIMHCKUX opraHm3aunin<l ;

20 Yactb 2 ctatbu 6.2 PenepanbHoro 3akoHa ot 17 urona 1999 r. N 178-d3 "O
rocyoapctBeHHon  couuvaneHon  nomoum"  (CobpaHue  3akoHoAaTernbCcTBa
Poccuiickon depepaumn, 1999, N 29, ¢1.3699; 2009, N 30, cT1.3739; 2010, N 50,
c1.6603; 2013, N 48, cT1.6165).

2) nmuam, 60nbHBIM reModmnMen, MykoBUCLMA030M, rMnodm3apHbIM HAHU3MOM,
GonesHbto  lowe, 3nMoka4yecTBEHHbIMM  HOBOOOpPAa3OBaHUSAMU  NIMMCPOVAHOMN,
KPOBETBOPHOM N POACTBEHHbIX UM TKaHEW, PacCesAHHbIM CKIepPO30M, rEMOSIUTUKO-
YPEMUYECKUM CUHOPOMOM, OHOLLUECKMUM apTPUTOM C CUCTEMHbLIM Ha4ariom,
MyKononmcaxapvgosom |, Il v VI Tunos, nuu, nocne TpaHcnaHTawmM opraHoB 1 (1nm)
TKaHen B COOTBETCTBUMN C NEepeyHEM feKapCTBEHHbIX NpenapaTos, YTBEPK1aeMblM

MpasutensctBom Poccuiickoi Genepaumm 1.

21 YacTtb 7 cratbu 44 denepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-93
"O6 ocHoBax OxpaHbl 340poBba rpaxaaH B Poccuiickon Pepnepauunn” (CobpaHue
3akoHogaTtenbctBa Poccuickon ®Pepepaunn, 2011, N 48, c1.6724; 2013, N 48,
cT.6165; 2016, N 18, ¢1.2488; 2018, N 32, ¢1.5092).
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3) rpakgaHam, MMEHLWMM MNpaBO Ha MOSlyYeHMEe JieKapCTBEHHbIX MNpenapaToB
BOecnnatHO WM MOry4YeHVe JieKapCTBEHHbIX MpenapaTtoB CO CKUAOKOW 3a cuyeT
cpeactB GrogxkeToB cyobekTtoB Poccuiickon ®depepauumm, B COOTBETCTBUM C
[MepeyHem rpynn HaceneHus W KaTteropun 3aboneBaHwn, Npuv ambynaTopHOM
JIeYEHUN  KOTOPbLIX JIeKapCTBEHHbIE CcpeacTBa W u3germs  MeauLMHCKOro
Ha3Ha4YeHus OTMyCcKalTCs NOo pelentam Bpaven 6ecnnatHo, v [lepeyHem rpynn
HaceneHusl, Npy ambynaTtopHOM MEeYEHUN KOTOPbIX NEKapCTBEHHbIE CpeacTBa
OTNyCKAaKTCs N0 pelentam Bpadyen ¢ 50-NpoLEeHTHON CKUOKOW CO CBOOOAHbIX LIEH,
yTBEPXKOEHHbIMM NocTaHoBneHveM [paButensctBa Poccunckon Pegeparium ot 30

mrong 1994 r. N 89042 ;

42 CobpaHve 3sakoHopaTtenbctBa Poccuiickon ®depepauun, 1994, N 15,
cT.1791; 1995, N 29, c1.2806; 1998, N 1, c1.133, N 32, c1.3917; 1999, N 14,
cT.1724, N 15, c1.1824; 2000, N 39, c1.3880; 2002, N 7, cT.699.

4) rpaxgaHam, CTpajatlolmM  XUSHEYIPOXaWMMU U XPOHUYECKUMMN
nporpeccupyloumMmm peakumm  (opdpaHHbiMK) 3aboneBaHuaMK, MPUBOASLUMK K

COKpalLLEHNIO MPOAOITKUTESNTIbHOCTU XU3HU TpaXaaH N nx l/IHBaJ'Il/I,EI,HOCTl/I23 .

43 [MocTtaHoBnenue [MpaButensctBa Poccuitckon Penepaimm ot 26 anpens
2012 r. N 403 "O nopsake BegeHus PenepanbHOro permcrpa vy, cTpagarolmx
XM3HEYIPOXALWMMWN N XPOHUYECKMMM NMPOrPECCUPYHOLIMMN peakumMm (opdpaHHbIMK)
3aboneBaHMsaMKN, NPUBOASALLIMMK K COKPALLIEHUO NPOAOIPKATENBHOCTU  KU3HU
rpaxkdaH W WX WHBaIMAOHOCTW, W _€ero pervoHanbHoro cermeHra" (CobpaHue
3akoHogaTenscTBa Poccunckon ®egepaumm, 2012, N 19, ¢1.2428; N 37, ¢1.5002).

Mpw ocopmneHnn peuenta Ha GnaHke gopmbl N 148-1/y-04 (n) Ha GymakHOM
HocuTene oopMIATCA ABa 3K3eMnispa, 0gMH U3 KOTOPbIX OCTaeTCs B anTe4yHOW
opraHusaLumn, BTOPOW - B MEAULMHCKOW AOKYMEHTaLUN naumeHTa.

37. NpaBo Ha3HayaTb fekapCcTBEHHbIE Npenaparbl rpaxaaHam, UMeroLMM NpaBo
Ha OecnnaTHoe Mony4YyeHVe feKapCTBEHHbIX nNpenapaTtoB WM  nonyvyeHue
neKapCTBEHHbIX NMpenapaToB CO CKUOKOW, TakxXe UMEIOT:

1) meauuunHckue paboTHuKKM, paboTawme B MeAULMHCKOW opraHu3auum rno
COBMECTUTENBLCTBY (B Npegenax CBoen KoMNeTeHum);

2) MeOuuMHCKME pabOTHUKM CTaUMOHapHbIX OpraHM3auuii  coumanbHoro
OGCNMYMBAHMSA NPV HalM4YMM  JIMLEH3UM Ha  OCYLLECTBIEHME MEAMLNHCKON

AesTenbHOCTUZ4 | NpegycMaTprBaloLLei BbiNonHeHe paboT (okasaHue ycnyr) rno
OKasaHWo NepBUYHON MEAWKO-CaHUTapHOW MOMOWM B amMBynaTOpHbIX YCHOBUSAX
(He3aBMCMMO OT BEAOMCTBEHHOW NPUHAANEXHOCTW);

24 MyHKT 46 YyacTun 1 cTtaTbun 12 PenepanbHoro 3akoHa ot 4 mag 2011 r. N 99-
®3 "O nuueHsnpoBaHuM OTAenbHbIX BuaoB aedatenbHoctun"  (CobpaHue
3akoHogaTtenbctBa Poccuickon Pepepaumnn, 2011, N 19, cT1.2716; 2012, N 31,
cT.4322; 2013, N 9, c1.874; N 27, c1.3477; 2014, N 30, c1.4256; N 42, cT1.5615;
2015, N 1, c1.11; N 29, c1.4342; N 44, c1.6047; 2016, N 1, c1.51; 2018, N 31,
cT.4838; N 32, c1.5116; N 45, c1.6841; N 53, cT.8424).

3) MeauuMHCKMe pabOoTHUMKM MEOMLMHCKUX OpraHm3auuni, OKasblBaloLLWX
NEPBUYHYI0 MEOWKO-CaHUTApHY0 MOMOLLb, MOABEAOMCTBEHHbLIX deaepanbHbIM
opraHam WCMOSHUTENbHON BNacTW WM OpraHam  UCMONHUTENbHOW  BracTu
cybbekToB Poccuickon ®enepauiunu;
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4) wHOouBuMAOyanbHble nNpeanpuHUMaTeny, OCYLLECTBNAOWME MeOULMHCKYHO
NeATENbHOCTb W BKIMIOYEHHblE B PEeecTp  MEAULMHCKMX  OpraHusauum,
OCYLLECTBMSAOWMX [OeATeNnbHOCTb B cdpepe 06s3aTenbHOro  MeauvLMHCKOro
cTpaxoBaHus.

38. lNpn Ha3HayeHUN NekapcTBEHHbIX NpenapaToB rpaxgaHam, UMeLWmMM NpaBo
Ha OecnnatHoe Mony4YyeHVe feKapCTBEHHbIX nNpenapaTtoB WM  nonyvyeHue
NeKapCTBEHHbIX MNpenapatoB CO CKUOKOW, B peuenTe YyKasblBaeTCs HoMep
TernedgoHa, No KOTOpOMY pPabOTHWMK anTe4yHOW opraHu3auun npu HeobXxoamMoCTU
MOXeT corfiacoBatb C MeAUUUHCKUM paboTHMKOM 3aMeHy IleKapCTBEHHOro
npenapara.

39. HasHayeHne HapKOTMYECKMX N MCUXOTPOMHbIX FIeKapCTBEHHbIX NpenapaToB
cnucka |l [MepeyHa (3a WCKMOYEHWEM §eKapCTBEHHbIX npenapatoB B Buae
TpaHcAepmarnbHbIX  TEepaneBTUYECKUX CUCTEM, a TakKke JIeKapCTBEHHbIX
npenapaToB, COAEPaLLMX HAPKOTUYECKOE CPeaCTBO B COMETAHNM C aHTaroHUCTOM
ONMOMAHbIX PELLENTOPOB) rpaxkgaHam, MMEKLLMM npaBo Ha GecnnaTtHoe noslyvYeHne
NeKapCTBEHHbIX MpenapaTtoB WM MOSlyYeHUSA JleKapCTBEHHbIX MNpenapaTtoB Co
CKMOKOW, OCYLLEeCTBMSETCA Ha peuentypHom 6GnaHke doopmbl N 107/y-HIM, «
KOTOPOMY AOMONMHUTENBbHO OhOpMISIETCA peLenT Ha peuenTypHoM BriaHke dopmbl
N 148-1/y-04 (n1) (B ABYX 9K3eMnispax npu odpopmMreHnm Ha 6ymaxkHomM HocuTere).

40. HaszHavyeHne HapKOTMYECKUX U MCUXOTPOMHBLIX NEeKapCTBEHHbIX NpenapaToB
cnvcka |l lMepevyHa B BuAe TpaHcOepMarbHbIX TepaneBTUYEeCKUX CUCTEM,
HapKOTMYECKUX JleKapCTBEeHHbIX npenapatoB cnucka |l [MepeyHsa, copgepxalumx
HapKoTM4Yeckoe CpeaCcTBO B COMETAaHUN C aHTaroHUCTOM OMNMOUAOHbLIX PeLenTopoB,
NCUXOTPOMHBIX feKkapcTBeHHbIX npenapatos cnvcka Il MepeyHsa, nekapCTBEHHbIX
npenapaTtoB, BKIOYEHHbIX B rnepedeHb [MKY, nekapCcTBEHHbIX npenapaTos,
obrnagatoumx aHabonM4eckom akTMBHOCTbIO B COOTBETCTBMM C  OCHOBHbIM
drapmakonormyeckmm encTBmeM, KOMOMHMPOBAHHbLIX NIeKAapCTBEHHbIX NpenapaTos,
yKasaHHbIX B nognyHkTe 3 nyHkTa 10 HacToswero lNopagka, npegHasHavyeHHble Ans
neYeHnst rpaxkgaH, umerowmx npaeBo Ha O6ecnnatHoe NOonyvyeHue NeKapCTBEHHbIX
npenapatoB WM MOSlyYeHWe NEeKapCTBEHHbIX MpenapaTtoB CO  CKUAOKOW,
OCYLLECTBAETCS Ha peuenTtypHoMm OnaHke dopmbl N 148-1/y-88, Kk koTopomy
AOMOSHUTENBbHO 0GOPMIAETCSA peLenT Ha peuenTypHoM BraHke dopmbl N 148-1/y-
04 (n) (B 4BYX 9K3emnnsgpax npy oopmeHnn Ha BymaxxHom HocuTene).

NMpunoxeHne N 1 k MNMopsaaky. KonnyectBo HApKOTUYECKUX
cpeacTB U NCUXOTPONHbIX BELEeCTB, KOTOPOEe MOXeT
ObITb BbINMCAHO B OAHOM peuenTe

MpunoxeHve N 1

K MNopsaaky HasHavyeHus1 nekapCcTBEHHbIX
npenapartoB, yTBEPXOEHHOMY MPUKA30M
MuHMCTepcTBa 34paBOOXpaHEHUS
Poccuinckon depnepaumm

oT 14 anBapsa 2019 roga N 4H
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N MexayHapogHoe HenaTeHTOBaHHOE dopma BbIMycka n || Konnyectso
n/n || HaMMeHOBaHME HAPKOTMUYECKOrO A03UpoBKa
N MCUXOTPOMHOTO NIEKapCTBEHHOIO
npenapara
1 BynpeHopdwmH+HanokcoH Tabnetkn 60
CyOnuHrBanbHble Tabnertok
0,2 mr+0,2 mr (ynakoBka,
kpaTHaa N
20)
2 BynpeHopdmH PactBop ona nHbekumn, 30 amnyn
(Wnpmu-
0,3 mr/mn 1 mn TOOUKOB)
3 BynpeHopdmH TpaHcaepmMarnbHbIN
nnacTbIpb
35 MKr/yac 20
nracTbIpen
52,5 mKr/vac 10
nnacTbipen
70 mKkr/yac 5
nnacTbipen
4 AurmapokonenH Tabnetku
MPONOHIIMPOBAHHOIO
AencTeus
60 mr 40
TabneTtok
90 mr 30
TabneTtok
120 mr 20

TabneTok




MopdomH PactBop ans wvHbekuun, || 20 amnyn
pacTBOp ANS NOAKOXHOrO || (LnpuL-
BBEAEHUSA TIOOUNKOB)
10 mr/mn 1 mn
KogeunH+MopdmH+HockanuH+anasepuH || PacTBop Ans nogkoXxHOro
+TebavH BBEOEHMSA
0,72+5,75+2,7+0,36+0,05 || 20 amnyn
mr/mn 1 mn
1,44+11,5+5,4+0,72+0,1
mr/mn 1 mn
TpumenepnguH Tabnetkn 25 mr 50
Tabnetok
TpumenepnauH PacTBop Ons MHbEKL UK
10 mr/mn 1 mn 20 amnyn
(wnpuu-
TIOOUKOB)
20 mr/mn 1 mn
MopdomH Tabnetkn (Kancynbl)
MPOSIOHIMPOBAHHOIO
JencTeunsa
10 mr 180 Ttabn.
(kanc.)
30 mr 60  Tabn.
(kanc.)
60 mr 40 Tabn.
(kanc.)
100 mr 20 Taobn.

(kanc.)




200 mr 20 Tabn.
(kanc.)
10 MopdmH TabneTtkn
5 wmr 100
Tabnetok
10 mr 100
Tabnetok
11 MopdmH Kanmm  gns npuema
BHYTPb
20 mr/mn 20 mn 4 donakoHa
12 || MopdwmH PactBop ana npuema
BHYTPb (MOHO4,03bI)
2 mr/mn 5 mn 100 amnyn
n/a
6 mr/mn 5 mn 80 amnyn
n/a
20 mr/mn 5 mn 30 amnyn
n/a
13 || OkcukogoH+HanokcoH TabneTtkn
MPONOHIMPOBaHHOIO
aencTeuna
5mr+2,5 mr 100
Tabnetok
10 mr+5 mr 60
Tabnetok
20 mr+10 mr 40

TabneTok




40 mr+20 mr 20
Tabnetok
14 MponunoHnndeHunaTokcuaTunnunepuanH || Tabnetkn 3awedHbie 20 || 50
Mr TabneTtok
15 || PeHTaHUN TpaHcoepmarnbHas
TepaneBTM4eckas
cuctema
12,5 mKr/vac 20
nnacTbipen
25 MKr/uac 20
nnacTbipen
50 mkr/vac 10
nnacTbipen
75 MKr/vyac 10
nnacTbipen
100 mKr/uac 10
nnacTbipen
16 deHTaHun TabneTtkn noabaA3blYHbIE 50
TabneTok

0,1 mr

0,2 mr

0,3 mMr

0,4 mr

0,6 mr




0,8 mr

17 || ®eHTaHun Cnpewn Ha3anbHbIN
®nakoH 50 mkr/aosa
2,0 mn (10 gos) 24 dornakoHa
3,2 mn (20 po3s) 12
doriakoHOB
5,0 mn (40 po3s) 6 donakoHoB
®nakoH 100 mKr/ao3a
2,0 mn (10 po3) 12
donakoHoB
3,2 mn (20 pos) 6 donakoHoB
5,0 mn (40 po3s) 3 (hnakoHa
dniakoH 200 MKr/go3a
2,0 mn (10 pos) 12
donakoHoB
3,2 mn (20 po3) 6 donakoHoB
5,0 mn (40 po3s) 3 (hnakoHa
18 || ByropdaHon PactBop ona nHbekummn 20 amnyn
2 mr/mn 1 mn
19 HanbydwmH PacTtBop onst nHbekumm

10 mr/mMn 1 mn

50 amnyn




20 mr/mn 1 mn 25 amnyn
20 || d®eHobapbuTan TabneTtkn
5 wmr
50 mr 50
Tabnertok
100 mr

NMpunoxeHune N 2 k MNMopsaaky. PekomeHAOBaHHbIE K
MCMNONb30BaHUIO COKpaLleHUs npu ocpopmneHnmn peuentoB

Mpunoxexue N 2
K Mopsiaky HasHayYeHWs iekapCTBEHHbIX
npenaparos, YTBEPX4EHHOMY MPUKa3oM
MuHUCTepCcTBa 34paBOOXpaHEHS
Poccunckon ®egepauimm
oT 14 anBaps 2019 roga N 4H

CnpaBo4HO

PekomeHOoBaHHbIE K UCMOMNb30BaHWUIO COKpaLleHusa npu OCbOpMJ'IeHVIVI peuenTtoB



CokpalleHue MNonHoe HanucaHve MepeBon

aa ana Mo, MOPOBHY

ac., acid. acidum Kucrota

aer. aerozolum a’3po30/b

amp. ampulla amnyna

aq. aqua BoAa

aq. purif. aqua purifikata BOa O4ULLEHHas

but. butyrum macno (TBepgoe)

caps. capsula Kancyna

comp., Cps compositus (a, um) CIIOXHbIN

D. Da (Detur, Dentur) Bbigan (nycTe  BblAaHo,
nycTb 6yaeT BblaaHo)

D.S. Da, Signa Bblgan, 0603Haub

Detur, Signetur MycTb 6ygeT BbligaHo,

o60o3Ha4eHo

D.t.d. Da (Dentur) tales doses Boigan  (Mycte  GyayT
BblAaHbl) Takne Jo3bl

dil. dilutus pa3BefeHHbIN

Div. in p. aeq. Divide in partes aequales || Pasgerm Ha  paBHble

4acTun




emuls. emulsio aMyInbCus

extr. extractum 3KCTPAKT, BbITAXKA

F. Fiat (fiant) MycTb obpasyeTcs
(obpasytotcs)

gran. granulum rpaHynbl

qt., qtt qutta, guttae Kanns, Kannm

qtt. peror. guttae peroralis Kannu ang npuema BHyTpb

inf. infusum HacToun

in amp. in ampullis B amnyriax

in tab. in tab(u)lettis B TabneTtkax

in tab. prolong.

in tab(u)lettis prolongatis

B TabneTkax
C NPONOHIMPOBAaHHbLIM
BbICBODOXOEHNEM

in tab. prolong. obd.

in tab(u)lettis prolongatis
obductis

B TabneTkax

C NPONOHIMPOBAaHHbLIM
BbICBODOXOEHMEM,
MOKPbITHIX
obono4ykon

lin. linimentum *unakasi masb
lig. liquor XXUOKOCTb
lot. lotion JIOCbOH

m. pil.

massa pilularum

nMnoribHaa Mmacca




membr. bucc.

membranulae buccales

NNeHKn 3alle4vHble

M. Misce, Misceatur Cmewan (Myctb OGyget
CMeLLaHo)

mixt. mixtura MUKCTYpa

N. numero Yncrom

ol. oleum Macno (Kugkoe)

past. pasta nacra

pil. pilula, pilulae NUNONS, MUK

p. aeq. partes aequales paBHbIE YacTn

ppt., praec. praecipitatus OCaXOEeHHbIN

pulv. pulvis NMOPOLLIOK

g.s quantum satis CKonbko notpebyetcs,
CKOIbKO Hago

r., rad. radix KOpeHb

Rp. Recipe Bosbmun

Rep. Repete, Repetatur Mostopn (lMyctb OGyaer
NMOBTOPEHO)

rhiz. rhizoma KOpHEeBMLLE

S. Signa, Signetur O6o3Ha4vb (MycTb Gyoet

0603Ha4YeHo)




sem. semen cems

simpl. simplex npocToun

Sir. sirupus cupon

sol. solutio pacTBop

sol. peror. solutio peroralis pacTBop And  npvemMa
BHYTPb

spr. spray cnpen

Spr. nas. spray nasale cnpew HasanbHbIN

supp. suppositorium cBeva

susp. suspensio CyCneH3us, B3BeCb

tabl. tab(u)letta Tabnetka

t-ra, tinct. tinctura HacTouKa

STT Systemata Therapeutica || TpaHcoepmanbHas

Transcutanea TepaneBTu4ecKas

cuctema

ung. unguentum Masb

vitr. vitrum CKISIHKa

NMpunoxeHune N 2. PopMbl peLenTypHbIX
OnaHKOB Ha NeKapCTBEeHHbIe npenaparbl




Mpunoxenue N 2
K npukasy MuHucTepcTBa 3gpaBoOXpaHeHUst
Poccunckon ®egepaumm
oT 14 anBapst 2019 roga N 4H

®dopma peuentypHoro 6naHka N 107-1/y

MuHucTepcTBO Koa dopmbl no OKY[1

34paBOOXpaHEeHns Kopg yupexaerua no OKIO

Poccuinckon degepanmm MeguumHckas
AOKyMeHTauus

HavnmeHoBaHue (Luramn) ®opma N 107-1/y

MeaWLMHCKOW opraHm3anmm YTBepxaeHa npukasom
MuHucTepcTBa

HanveHoBaHve (wramn) 34paBoOXpaHeHs

MHOMBUAYaNbHOro Poccuinckon depgepanmm

npeanpuHumartens  (ykasatb ot 14 auBaps 2019 rogpa N

agpec, Homep v pgarty 4H

NMLEH3UN, HavMeHoBaHue

opraHa rocynapCcTBEHHON

BnacTu, BblJaBLLEro

NLLEH3MIO)

PELENT

(B3pOCHbli, ETCKMIA - HY>KHOE NMOAYEPKHYTb)
" 20 .
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damunus, MHMLManbl UIMEHW 1 OTYECTBA (NoCneaHee - NPY HanMynm)

nauueHTa

[aTa poxageHus

dammnus, nHULManbl UMEHU N OTYeCTBa (nocne,u,Hee - npun HaJ'IVI‘-IVIVI)

nevatlero Bpaya
(cbenbaLuepa, akyLlepKn)

py6.|kon.| Rp.

py6.|kon.| Rp.

py6.|kon.| Rp.




MNoanuchk
N NeYyaTb fevallero Bpada

(nognuchk dhenbaluepa, akyLLepku)

Peuent genctButeneH B TedyeHne 60

aHen, no 1 roga

(Hy>kHOe nogYepKHyTb)

O6opoTHas cTopoHa

M.I.

(

(ykasaTb KOnM4yecTBO
MecsLeB)
OTmeTka o Ha3Ha4YeHun

NeKapCcTBEHHOroO npenaparta no
peLLeHnto BpavYebHom kommccum

MpuroTosmn

IMNposepun

OTtnyctun

®dopma peuentypHoro 6naHka N 148-1/y-88




MuHucTepcTso
3[1paBOOXpaHEeHus
Poccunckon ®egepaumm

HavmeHoBaHue (wramn)
MeOULIMHCKOW OpraHun3aLmm

HavmeHoBaHue (wramn)
NHOMBUOYanNbHOIO

npeanpuHumarens  (ykasarb
agpec, Homep ¥ pary

nMLEH3NN, HavMeHoBaHue
opraHa rocynapcTBEHHON
BnacTu, BblJaBLLEro

NNLLEH3MIO)

Kog dopmbl no OKY[l
3108805 MepguumHckas
AOKYMeHTauus

®dopma N 148-1/y-88
YTBepXKaeHa npmkasom
MuHucTepcTBa
34paBOOXPaHEHMS
Poccunckon ®egepaumm

ot 14 aueapsa 2019 roga N
4H
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Cepuis N

PELENT " " 20 r.

(oaTa odbopmneHus pevenTta)

(B3pOCHbli, ETCKUIA - HY>KHOE NOAYEPKHYTb)

damunus, MHMLManbl MIMEHU 1 OTYECTBa (NoCreaHee - NpY Hanuynm)

nawuueHTa

[aTa poxgeHuns

Anpec MecTa xutenbctBa unM N MeguUMHCKOW KapTbl ambyrnaTopHOro
naumeHTa, nony4atoLLero

MEOWULMHCKYIO  MOMOWb B
ambynaTopHbIX YCNOBUSX

damunns, nHULKanbl UMEeHN 1 OTYeCTBa (MocneaHee - NPy HanNM4Yun)

nevawlero Bpaya
(denbaLwepa, akyLLepku)

Py6. Kon. Rp:




MNoanucbk u ne4yatb nedawero M.I1.
Bpaya

(nognucob denbaLepa,
aKyLLepKu)

PeuenT genictBuTENEH B Te4eHne 15 gHen

O6opoTHas cTopoHa

OTtmeTka o} Ha3Ha4YeHnK
NeKapCcTBEHHOroO npenaparta no
peLLeHnto BpavYebHom kKommccum

MpuroTosmn MNposepun

OTtnyctun

Popma peuentypHoro 6naHka N 148-1/y-04 (n)




MuHucTepcTBO  3apaBooxpaHeHuss  Poccuickon YTBEPXOEHA

depepaumm npvKasom
MuHucTepcTBa
34paBoOOXpPaHEHNSI
Poccunckon
denepauun
oT 14 anBapsa 2019
roga N 4H

il

Kon

MeOWLIMHCKON opraHmn3aumm

L et e

Kog

nHamBuyayarbHOro npegnpuHnMmartend

e e e e e e e e




Kog dopmbl no OKY[] 3108805
®opma N 148-1/y-04 (n)

Kon Kon NcTouHuK % onnaTbl:

KaTeropum HO30s10rM4YecKom PMHAHCUPOBAHWS: (mog4YepkHyTb)
rpaxagaH dopwmsbl (no MKB) (nogyepkHyTb)
1. BecnnaTHo
1. depneparnbcHbIn
OrogxeT 2. 50%

2. BrogxeTt
cybbekTa
Poccunckon
denepaunn

3. MyHuumnanbHbIN
OropxeT

PELUENT Cepuga N Hata 20 T
0hopMIIEHUS:

damunus, nHMLKMansl UMEHN N oT4YecTBa nocne,u,Hee npu HaJ'IVI‘-II/II/I

e [MMIT
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CHUNC

N

nonuca

obsasaTensHoro

MeauLm

HCKOro

CTpaxoBaHWA:

Homep MeauumnHCKON KapTbl NauMeHTa, Noy4YatoLwero MeguLMHCKYI0 NOMOLLE B aMOynaTopHbIX

yCroBuax

dammnus, HULManbl UMEHU U OTYeCTBa (nocne,u,Hee - npun HaJ'IVI‘-IVIVI)

ie4yailero

aKyLlepKmn)

Bpaya (dbenbaLepa,

Py6.

Kon.

Mognuck 1 nevaTtb neyawero Bpaya
(nognuck dhenbaLuepa, akyLlepkm)

Peuent gencteuteneH B Tedenne 15 gHen, 30 aHen, 90 aHen

(Hy>xHO€E NnoaYepKHYTh)



----------------- (3anonHsieTcst cneuvanucTom aNTEYHON - - --=---==----- -

opraHusaum) ---
OTnyLleHo No peuenty: ToproBoe HavMeHOBaHWe 1 003UPOBKa:
KonnyecTtBo:

[arta ornycka: " " 20 r.

Mpurotosun: Mposepwun: OTtnycTun:

---------------------------- (nMHKUa oTpbiBa) e

Kopellok peuentypHoro 6naHka Cnocob npumeHeHus:

HavmeHoBaHuWe nekapcTBEeHHOro npenapara: MponormkMTensHOCTL AHen

Hosunposka: KonnyectBo npuemoB B pa3
A€Hb:
Ha 1 eq.
npuem:

|

O6opoTHasa cTopoHa




OTmeTKa o] Ha3Ha4YeHUn
NeKapcTBEHHOro npenaparta no
peLLEHNIO BpayebHOM KOMUCCUmn

MpuroToBun MpoBepun OTtnycTtun

NMpunoxeHune N 3. NMNopsaagok ocpopmMmneHus
peuenTypHbIX OTaHKOB Ha NIeKapCTBEHHbIe
npenapartbl, UX yyeTa U XpaHeHUs

MpunoxeHue N 3
K npvkady MMHucTepcTBa 34paBooXpaHEHNs]
Poccunckon ®egepauimm
oT 14 anBaps 2019 roga N 4H

I. OcpopmneHue peuenTta Ha 6yMaXHOM HocuTene

1. Ha peuenTtypHbix 6riaHkax dpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B
NEBOM BEPXHEM YIIy MPOCTaBNAETCA LWTaMn MeOUUMHCKOM opraHusaumm c
yKaszaHMeM ee HaMeHOBaHWs1, agpeca u TenedoHa.

[dononHutensHo Ha peuenTypHoMm 6naHke ¢opmbl N 148-1/y-04(n)
NpoOCTaBnseTCHA KOO MEAUUMHCKOW OpraHuM3auun B cCOOTBETCTBUM C OCHOBHbLIM
rocy4apCTBEHHbIM perncTpaumoHHbIM HoMepom (ganee - OIMPH).

Cepusa peuentypHoro 6naHka copmbl N 148-1/y-04(n) BknoyaeT koa cybbekTa
Poccunckon  depepauuyn,  COOTBETCTBYOLLMA  OBYM  MepBbIM  Ludpam
Ob6ulepoccumnckoro Kriaccudmkaropa 06bekToB a4MWHUCTPATUBHO-
TeppuTopuanbHoro genenus (aanee - OKATO).

PaspeluaeTtca usrotasnmeaTb peuenTypHbii 6rnaHk dgopmbl 107-1/y ¢ noMOLLbHO
KOMMbHOTEPHBIX TEXHOSIOMNMN.

2. Ha peuentypHblx  GnaHkax, OQOPMNAEMbIX  MHAMBUAOYaNbHLIMU
NpeanpUHMMaTENsSMK, MMEOLWMMA JIMLEH3NI0 Ha MEeOULMHCKYI0 AesATeNbHOCTb, B
BEPXHEM NEBOM Yrily Tunorpadickum cnocobom vnm nyTem NpocTaBfieHUs LTamna
[AOIkeH ObITb yKa3aH agpec MHOAMBUAYanbHOro NpeanpuHUMaTens, HoMep U aata
NMALEH3UN, HauUMeHOBaHWE oOpraHa rocyqapCTBEHHOM BracTW, BblOaBLLErO
NMALLEH3UIO.
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3. PeuentypHble 6naHkn copm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n)
3anonHATCA MeOULMHCKMUM paboTHUKOM pas3bopynBo, YETKO, YepHurnamu umm
LLIAPVIKOBOW PYYKOWN.

4. [onyckaeTcsa odopmrieHne BCeX PeKBU3UTOB (3a UCKIIOYMEHUEM peKkBuU3UTa
"Moannck nevawero Bpada (noanuchb penbawiepa, akywepku)" peuenTypHbIX
6naHkoB dopmbl N 107-1/y, cdopmbl N 148-1/y-88 n dopmbl 148-1/y-04(n) c
NCMorb30BaHNEM MevaTarLLmX YCTPOUCTB.

5. Ocbopmnenne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BknoyaeT
LmdpoBOE KOONPOBAHUE.
Lindoposoe kogmpoBaHue ykasaHHbIX peLenTypHbIX 61aHKOB BKIIOYaeT:

1) kog wmeguumHckon opraHmdaumm (OMPH) wnm kog wHAMBMAOYanbHOro
npeanpuvHumatenss B COOTBETCTBMM € OCHOBHbIM  rOCYAapCTBEHHbLIM
perMcTpaumoHHbIM  HOMEPOM  UMHAMBMAYANbHOrO npegnpuHumarens (oanee -
OIPHWIM), npocTaBnsiemMbl NPy 3roTOBMEHWN peLenTypHbIX 611aHKOB;

2) Kop, KaTeropuu rpaxgaH, UMerLWmX NpaBo Ha MOfydeHUEe NeKapCTBEHHbIX
npenapaTtoB B COOTBETCTBUM CO cTatben 6.1 PenepanbHoro 3akoHa ot 17 uwona

1999 r. N 178-®3 "O rocymapcTBeHHOW couuanbHon nomoum”l, u  Kop
Ho30rmorn4yecko ¢opmbl Mo MexayHapoaHOW CTaTUCTUYECKOW KrnaccudwmKaumm
6onesHen (panee - MKB), 3anornHgemble fnevYawymm BpavyoM MyTeM 3aHeceHus
KaXKOoM LUndgpbl B NyCThle SMENKW, NPU 3TOM TOYKa NPOCTAaBMAETCS B OTAEMbHON
AYeliKe;

I Cobpanve 3akoHonaTenbcTBa Poccuiickorn ®enepaumm, 1999, N 29, ¢1.3699;
2009, N 30, ¢1.3739; 2010, N 50, c1.6603; 2013, N 48, cT.6165.

3) oTmMeTka 06 WCTOYHWKE (MHaHCUpoBaHua (deaepaneHbin OrogpxkeT [1],
Gropxet cybbvekTa Poccunckon depepaumm [2], MyHuumnaneHbin Grogxet [3]) u
npoueHTe onnaTtbl peyenta (6ecnnatHo [1], 50% [2]).

6. B peuenTypHbix 6naHkax popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B
rpacge "dammnung, MHUUManbl MMEHM M oTyecTBa (nocregHee - NpW HanmM4yum)
nauneHTa" ykasblBalOTCA paMuUnns, MHMLmMansl UMEHN 1 oT4yecTBa (MpU Hanmm4ymm)
naumeHTa.

7. B peuentypHbix 6naHkax popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B
rpace "[aTta poxaeHns" ykasblBaeTca AaTa poXOoeHus nauueHTa (4Mcro, Mecs,
roa).

HononHutensHo B peuentypHbix 6riaHkax doopmbl N 148-1/y-88 n dpopmbl N 107-
1/y ana geten B Bo3pacTe 4o 1 roga B rpade "[aTta poxaeHus" ykasbiBaeTcs
KONMYEeCTBO NOSHbIX MECSIL,EB.

8. B peuentypHbix 6naHkax dgopmbl N 148-1/y-04(n) B rpadgpax "CHAJIC" n "N
nonmca o6sa3aTenbHOr0 MEAULMHCKOrO CTpaxoBaHMsA" YKa3blBalOTCA CTPaxoBOW
HOMEp WHOMBMAYarbHOrO fULEBOro cveTa rpaxagaHuHa B [leHcnoHHOM doHae
Poccuiickon ®egepaunm (CHAJIC) (npy Hannuumm) n Homep nonmnca obs3aTenbHOro
MEOULMHCKOrO CTPaxoBaHus.
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9. B peuentypHbix GrnaHkax dopmbl N 148-1/y-88 B rpacde "Aopec mecTta
XuTenbcTBa WM HOMEP MeOMUMHCKOW KapTbl NauueHTa, nory4varoLero
MEOULMHCKYIO NOMOLWb B ambyraTopHbIX YCroBusX", ykasbiBaeTCs agpec MecTta
xutenbctBa (Mecta npebbiBaHMA UM MecTa pakTUYECKOrO  MPOXMBAHUSA)
nauneHTa unm HoMep MeaULMHCKON KapTbl NaumeHTa, nonyyatroLlero MeauLnHCKyo

MOMOLLp B amMByraTOPHbIX YCIIOBUAX < .

4 Mpvkas MuHMcTepcTBa 3apaBooxpaHeHuss Poccuiickon denepauum ot 15
aekabpsa 2014 r. N 834H "O6 yTBEpKAEHUM YHUPMNLIMPOBAHHBLIX (POPM MEANLLIMHCKOW
OOKYMEHTaL MW, WCMOoMb3yeMbiX B MEAWLUMHCKUX OpraHv3auunax, OKasblBaloLLmX
MEOULIMHCKYIO NOMOWL B ambBynaTopHbIX YCMAOBUSAX, W MNOPSAOKOB N0 WX
3anonHeHun"  (3apermctpupoBaH  MuHucTepcTBOM  ocTUUMKM  Poccumnckon
®epepaummn 20 depana 2015 r., permctpaumoHHbin N 36160), ¢ n3MeHeHuaAMU,
BHECEeHHbIMU npukazoMm MuHucTepcTea 3apaBooxpaHeHuns Poccumnckon Pegepatinm
o1 9 auBaps 2018 r. N 2* (3apernctpuposaH MuHucTepcTBOM tocTUL MK Poccumnckon
®epnepaummn 4 anpensa 2018 r., pernctpaumonHsin N 50614) (ganee - npukas N
834H).

* BeposATHO, owmbka opurMHana. Cnegyet udutatb "N 2H". - [MpumevaHue
nsrorosutens 6a3sbl AaHHbIX.

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpade "Homep
MEOULUWHCKON KapTbl NauueHTa, MonyyawLwero MeguUMHCKY0 MNOMOWbs B
ambynaTopHbIX YCIoBUSIX" yKa3blBaeTCA HOMEP MEeOWLMHCKOM KapTbl MauueHTa,

nosy4aroLLero MEAMLMHCKYHO MOMOLLE B aMOYNaTOPHbIX YCIOBUSIXS .

3 Mpukas N 834H.

10. B rpade "®amumnusa, uHMLManbl UMEHW KU oTdyecTBa (nocregHee - npwu
HannymKn) nedvawlero Bpada (denbgllepa, akywepkm)" peuenTypHbix 6raHkoB ¢opm
N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4HbIM CNOCOGOM UMM C MOMOLLILIO
WwTaMna ykasblBaTcsa haMmunmsa, nHugmansl UMEHN 1 oT4ecTBa (nocregHee - npu
HanM4Mn) MeauLMHCKOro paboTHMKA, Ha3HaYMBLLErO NeKapCTBEHHbIE NpenapaTbl U
ochopmuBLLErO peLenT.

11. B rpadpe "Rp" peuentypHbix 6riaHkoB goopm N 148-1/y-88, N 107-1/y n N 148-
1/y-04(n) ykasbiBaeTcs:

1) HaVMeHoBaHue NEeKapCTBEHHOIO npenapara (MexxgyHapogHoe
HEeMaTeHTOBaHHOE  HaWUMEHOBaHWe,  PYNMUPOBOYHOE WM XMMMUYECKoe
HaVMeHOBaHWe, TOProBoe HavMeHOBaHWEe) Ha NaTUHCKOM s3blke, hopMa BbIMycKa,
[1031POBKa, KOJNIMYECTBO;

2) cnocob npuUMeHeHUs JieKapCTBEHHOrO Mpenapata Ha rocy4apCTBEHHOM
a3blke Poccuickon depepauum unm Ha rocygapcTBeHHOM A3blke Poccumnckon
depepaumn 1M rocygapCTBEHHOM $3blke pecnybrMK M MHbIX $3blkax HapogoB

Poccuiickoin Genepaunm4.

4 Yactb 1 ctatbu 15 3akoHa Poccuiickon Peneparimm ot 25 oktabpsa 1991 r. N
1807-1 "O gasbikax HapogoB Poccuiickon Pepepaumn” (BegomocTn cbesga
HapogHbix genytatoB PCPCP n BepxosHoro Coseta PCPCP, 1991, N 50, cT1.1740;
CobpaHue 3akoHopaTenbctBa Poccunckon depepauum, 1998, N 31, c1.3804)
(nanee - 3akoH N 1807-1).
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12. MMpn odpopMneHMn peuenTypHbIX ONaHKOB 3anpellaeTcsl OorpaHNYMBaTbCS
obLWMK yKasaHnsamMu, Hanpumep, "BHyTpeHHee", "M3BeCcTHO".

13. PeuenT, odopMneHHbIn Ha peuenTypHom 6naHke gopm N 148-1/y-88, N 107-
1/y n N 148-1/y-04(n), nognucbiBaeTcss MegULMHCKUM pabOTHMKOM U 3aBepsieTCs
€ero nevarblo.

PeuenT, odopmreHHbI Ha peuenTtypHoMm 6naHke dopmbl N 148-1/y-88 wu
dopmbl N 148-1/y-04(n1) gononHUTENbHO 3aBepsieTCs nevyaTblo MegULUHCKON
opraHusauun "Ona peuenTtos”.

14. Ha ogHom peuentypHoM BriaHke goopmbl N 148-1/y-88 n popmbl N 148-1/y-
04(n) paspeluaeTcs OCYLECTBNATb Ha3Ha4YeHWe TONbKO OAHOr0 HaMMEHOBaHMWS
neKkapcTBEHHOro npenapara.

Ha ogHom peuentypHom ©OmnaHke dopmbl N 107-1/y  paspelaetcs
OCYLEeCTBMATb Ha3HayYeHue TOMbKO OAHOr0 HaUMEHOBaHWUS feKapCTBEHHOro
npenapara, oTHocsweroca no ATX K aHTuncuxotudecknm cpegcteam (kog NOSA),
aHkcuornmTukam (kog NO5B), cHOTBOpHBIM 1 cegaTuBHbiM cpeactBam (kog NO5SC),
aHTugenpeccaHTam (kog NOGA) n He noanexawlero npegMeTHO-KONMYeCTBEHHOMY
yyeTy, U OO0 Tpex HaMMEHOBaHUN JeKapCTBEHHbIX MpenapatoB - AN MHbIX
neKapCTBEHHbIX NpenapaToB, He OTHECEHHbIX K BbllLeyka3aHHbIM ATX.

15. NcnpaeneHns B peuenTte He A0ONyCKalTCS.

16. MNpn ocbopmneHnn peLenTypHbix 6rnaHkos opm N 148-1/y-88, N 107-1/y n N
148-1/y-04(n1) Ha rnekapcTBeHHble npenapaTbl, Ha3Ha4YeHHble MO PeLleHUIo
Bpa4yebHon komuccum, Ha obopoTe peLenTypHOro GnaHka CTaBUTCA cneuunanbHas
oTMeTKa (wramn).

17. Ha peuentypHom GnaHke copmbl N 148-1/y-04(n) BHU3Y umeeTcs NnHUSA
OTpbIBa, pasgenstoLias peLenTypHbIN 651aHK 1N KOPELLOK.

Kopeluok oT peuenta, opOpMIEHHOrO Ha yKa3aHHOM peuenTypHoMm 6naHke,
BblAAeTCA NauMneHTy (ero 3aKkOHHOMY MpeacTaBMTEND) B anTEe4YHOW OpraHv3auui,
Ha KOpellke fenaeTtcsi OTMEeTKa O HaMMEHOBaHWM eKapCTBEHHOrO npenapara,
A03UPOBKE, KONMYecTBe, CNocobe NpUMEHEHUS.

18. OdopmnieHve cneumanbHOro peLenTypHoro 6naHka Ha HapKoTudeckoe
CPeaAcTBO WM MNCUXOTPOMHOE BELIECTBO OCYLUECTBNSETCA B COOTBETCTBUM C
npukasom MnHucTepcTBa 3apaBooxpaHeHust Poccuickon Penepaumv ot 1 aBrycta
2012 r. N 544 "O6 yTBepxaoeHun cbopMbl OnaHKOB peLenToB, CcoaepXalumx
Ha3Ha4YeHMe HapPKOTUYECKUX CPEeACTB UMW MNCUXOTPOMHbIX BELIECTB, MOPSAKa KX
W3roTOBMEHWA, pacnpeaeneHns, perucTpaumnm, y4etTa n XpaHeHus, a Takxe npaBul

odopmneHma" > .

3 BapeructpupoBaH MuHucTepcTBoM tocTuuum Poccuiickon depepauum 15
asrycta 2012 r., peructpaumoHHbin N 25190, ¢ n3aMeHeHusiMW, BHECEHHbIMMU
npvikasamu MuHuctepcTBa 3apaBooxpaHeHns Poccuinckon Pegepaumm ot 30 moHA
2015 r. N 385H (3aperucTtpupoBaH MuHucTepcTBOM tocTuUMM Poccuimnckon
depepaummn 27 Hosbpsa 2015 r., pernctpaunoHHbin N 39868), ot 21 anpena 2016 .
N 254H (3aperucTpupoBaH MuHucTepcTBoM tocTuumnm Poccuiickon depepaummn 18
monss 2016 r., permcTtpauunoHHbii N 42887), ot 31 oktabpa 2017 r. N 882H
(3aperncTpupoBaH MuHucTepcTBOM tocTuumm Poccuiickon ®denepauun 9 siHBaps
2018 r., perncTtpaumoHHbin N 49561).

Il. OchopmneHue peuenta B popme 3fIeKTPOHHOro
AOKYMeHTa
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19. Peuent B (popmMe 3MEKTPOHHOrO [AOKYMEHTa, MOAMUCAHHOIO YCUIEHHOW
KBanNMuuMpoOBaHHON 3NEKTPOHHOM MOAMUCHI0, dOPMUPYETCS  MEAULMHCKUM
paboTHMKOM, CBeOeHUss O KOTOPOM BHeCeHbl B defeparnbHbli - perncTp

MeOMLMHCKMX paboTHUKOBY , a Takxe Mpu YCroBUMM perncTpauum MeauLMHCKON
opraHv3auun, B KOTOPOM odopmnsieTcsl peuent, B denepansHOM peecTpe

MEOULIMHCKMX — OpraHvsauuin’  eduHoW  rocyaapCTBEHHOW  MHGOPMaLMOHHO
cuctemMbl B cdepe 34paBOOXPaHEHUSI W NOOKIMOYEHUS TakoW MeOULMHCKOM
opraHuM3auunm K rocygapCTBEHHOM WHGopMauMOHHOW cucTtemMe B  cdepe

3apaBooXpaHeHnst cyobekTa Poccuiickon denepaumm? .

6 [yHKTbl 6, 7 [onoxeHWs O eaWHOW rocyAapCTBEHHOW WHAOPMAaLMOHHOM
cucteme B cdepe  34paBoOXpaHeHus, YTBEPXOEHHOrO NOCTaHOBAEHNEM
MpaButensctBa Poccuickon Pegepaumm ot 5 maa 2018 r. N 555 (CobpaHue
3akoHogaTtenbcTBa Poccumnckon ®enepaumm, 2018, N 20, ¢1.2849; N 49, c1.7600; N
50, c1.7755; 2019, N 6, cT.533) (nanee - NonoxeHve 0 eguHON CUCTEME).

7 NyHkTb! 9, 10 MonoXeHUs 0 eanHON CUCTEME.

& Cratbu 91 1 91.1 PenepansbHoro 3akoHa ot 21 Hosa6pa 2011 rona N 323-93
"O6 ocHoBax OxpaHbl 340poBba rpaxaaH B Poccurickon Pepepauunn” (CobpaHue
3akoHogaTtenbctBa Poccuickon ®Pepepaunn, 2011, N 48, c1.6724; 2012, N 26,
cT.3446; 2013, N 27, c1.3477; N 39, c1.4883; N 48, c1.6165; 2014, N 30, c1.4257; N
43, c1.5798; N 49, c1.6927, 6928; 2015, N 1, c¢T1.85; N 10, cT1.1425; N 27, c1.3951; N
29, ¢1.4397; 2016, N 1, cT.9, 28; N 15, cT1.2055; N 18, cT1.2488; N 27, c1.4219; 2017,
N 18, cT.2663; N 31, cT.4794).

20. Tllpu odoopmrieHun peuenta B (OpMe 9MeKTPOHHOro [OOKYMEeHTa Ha
neKkapcTBeHHble npenaparbl, ykadaHHble B nognyHktax 2-5 nyHkta 10 u nyHkte 12
Mopsigka HasHavyeHWsi neKapCTBEHHbIX NpenapaToB, YTBEPXOEeHHOro HaCTOALLMM
NnpvKasoM, M OTNyCcKaemble 3a MOMHYI CTOMMOCTb, 3anosHAKTCA Cchneaylowme
PEKBU3UTDI:

1) koa cybvekta Poccumckon ®epepaumm no OKATO, onpeaenstowmin
rocygapCTBEHHYIO WHGOPMAUMOHHY0 CcuUCcTeEMy B cdhepe 34paBOOXpaHEHUS
cybbekta Poccunckon depepauum B KOTOpPoW CopMMpoBaH peuent B dopme
3NEKTPOHHOIO LOKYMEHT3;

2) HaMMeHoBaHVe MeOULMHCKOW opraHusauun, agpec, TenedoH nnm damunus,
MHMUManNbl UMEHM W OT4yecTBa (NocriegHee - NPV HanMMuuM) WMHOAWBUAYaNbHOMO
npegnpuHUMarens, UMEeKLWero NUUEH3NK Ha MeOULUMHCKY OedTerbHOCTb, ero
anpec;

3) OI'PH topugundeckoro nmua (MeguumHcKon opranmsauum) mim OFMPHUN
MHAMBUAYANbHOMo NpeanpuHUMaTens;

4) nata odoopmneHns pelienTta (ykasblBaeTcs YMCIIO, MecsiL, rof);

5) paTta oOkoH4yaHuss JOencteBus peuenta (PopMUpYeTCs rocyaapCcTBEHHOMU
NMHCOPMAaLMOHHOM CUCTEMON B cdpepe 34paBooxpaHeHus cybbekta Poccumckon
denepauunn B COOTBETCTBUM CO Cpokamu aencteua peuentoB: 15 gHen, 30 gHewn,
60 gHen, 90 gHen, oo 1 roga);
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6) YHMKanbHbIn  HOMep  peuenta  (opMUpyeTCs  rocyaapCTBEHHOM
WMH(POPMaLMOHHOM CUCTEMON B cdpepe 34paBooxpaHeHus cybbekta Poccumnckon
degepaummn 1 obecneynmBaeT OOHO3HAYHYH MOeHTUdMKauuo peuenTta B dopme
3MEKTPOHHOrO foKymeHTa B codeTaHum ¢ OKATO, OMPH wunn OrPHAM);

7) oTmeTkm "cito" (cpoyHo) unm "statim" (HemeaneHHo) npu HeobGxogMMOCTU
CPOYHOro N HEMeAJSIEHHOTO OTNyCKa NEKapCTBEHHOrO nNpenapaTa nauueHTy;

8) agpec nauuneHTa (ykasblBaeTCsl NOYTOBbIN agpec MecTa XuTenbcTBa (MecTa
npebbiBaHMA MMM MecTa (aKTUHMECKOTO MNPOXMBaAHMS) C YyKa3aHWeM WHOEKCa,
HaMMeHOBaHUA Kpasi, obnactu, pecnybnmky, aBTOHOMHOIO OKpyra, HaMMeHOBaHWS
HaCeneHHoro MyHKTa, HaMMeHOBaHMSA Yyruubl (NpocnekTa, nepeyrnka, npoesaa),
HOMepa fioMa (C yKazaHueM Koprnyca, Npu Hanm4nm), Homepa KBapTupbl);

9) HOMep 9neKTPOHHOM MeAULMHCKOW KapTbl naumeHTa B rocygapCTBEHHOM
WMH(POPMaLMOHHOM cucTeMe B cdepe 34paBooxpaHeHus cybbekta Poccumckon
denepaumu;

10) cbammnms, nmsi, OTYECTBO (MPU HaNMM4YMK) NauneHTa NOSIHOCTHIO;

11) para poxgeHus naumeHTa (ykasbliBaeTcs YMCHo, Mecsl, roq), aAns ageten oo
1 roga 4ONOSNHUTENBHO YKa3biBAETCSA KONMMYECTBO MOSHbIX MECSILIEB;

12) dramunusa, vHMUKWanNbl MMeHM M oT4yecTBa (nocrnegHee - MNpy HanmMyum)
MeOULMHCKOrO paboTHUKA NOMHOCTbIO;

13) HanmMeHoBaHue NleKapCTBEHHOro npenapaTta (MexgyHapogHoe
HenaTeHTOBaHHOE HavMeHoBaHue, rpPynnNUMpoBOYHOE nnm XMMM4eckoe
HavMeHOBaHVe, TOProBoe HaMMEHOBaHME) Ha FAaTUHCKOM A3blke, [LO3MPOBKA,
doopMa BbINycKa, KOrM4ecTBO;

14) cnocob npuUMeHeHUs1 NEeKapCTBEHHOro npenapara Ha rocyaapCTBEHHOM
a3blke Poccuinckon depepauum unm Ha rocygapcTBEHHOM A3blke Poccumnckon
depepaumn 1M rocygapCTBEHHOM $3blke pPecnybrMK M MHbIX $3blkax HapogoB

Poccwuiickoi ®enepauumn? ;

% YacTtb 1 ctatbu 15 3akoHa N 1807-1.

15) npu3Hak yTBepXOeHWsi Ha3HayYeHuUs JeKapCTBEHHOro npenapata no
peLleHuo BpavyebHON KOMUCCUN MeAULIMHCKOW opraHm3auuu;

16) oTMeTKa 0 Ha3Ha4YeHWN fiekapCTBEHHOIO NpenapaTa Mo peLleHnto BpayebHom
KOMUCCUN MEOULIMHCKOW OpraHv3auum B cryyasix, ykasaHHbix B ab3aue BTOpOM
nyHkTa 6 [lopsiaka HasHa4YeHWs1 NEeKapCTBEHHbIX MNpenapaToB, YTBEPXKOEHHOro
HaCTOSILLWIM NPUKa30M;

17) oTmeTka O crneyuanbHOM Ha3Ha4YeHUM JleKapCTBEHHOrO npenapaTta
(3anonHsieTca B cnyyasx, ykasaHHbiX B NyHkTax 16 n 25 lMopsiaka HasHa4vyeHus
neKapCTBEHHbIX NpenapaToB, YTBEPXKAEHHOrO HAaCTOSLLMM NPUKa3oM);

18) oTmMeTKa 0 crneumanbHOM Ha3HaYeHUN NieKapCTBEHHOIO npenapara nauneHTy
c 3aboneBaHuneM, TpebyLMM OUTENBLHOMO KYPCOBOro fnevYeHus (3anosnHseTcs B
clfiydae, ykasaHHOM B nyHkTe 24 [lopsagka Ha3HavyeHusi neKapCTBEHHbIX
npenapaTtoB, YTBEPXOEHHOTO HacToAWMM  MNpuKa3oM) C  MpocTaBfieHNeM
nepuoauYHOCTM OTNYyCKa NekapCTBEHHOro npenapara;
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19) npu odoopmneHun peuenta B (OPME INEKTPOHHOrO AOKYMEHTa Ha
neKkapCTBEHHble npenaparbl, ykadaHHble B nognyHkTax 2-5 nyHkta 10 u nyHkTe 12
Mopsigka HasHavyeHWsi NeKapCTBEHHbIX NpenapaToB, YTBEPXOEHHOrO HaCTOSALLMM
npukasoM, rpaxgaHaMm, WMelWwuMm npaBo Ha OecnnaTHoe  nonyveHue
NEKapPCTBEHHbIX MNpenapaToB UMM MNOfydYeHMEe JeKapCTBEHHbIX MpenapaTtoB CO
CKWOKOW, 3arnonHsTCA pPeKBU3UTbI, MNpegyCMOTpeHHble noanyHkTammn  1-18
HaCTOSILLEro NyHKTa, a Takxe creytolme pekBu3nTbI:

a) Karteropua rpaxmgaH, WUMelWMX MNpaBO Ha MoMyYyeHUe IeKapCTBEHHbIX
npenapatoB B COOTBETCTBMWU CO cTaTbei 6.1 denepanbHoro 3akoHa ot 17 uona

1999 r. N 178-93 "O rocyaapcTBEHHOM coumansHo nomowm" 10 ;

I Cob6paHve 3akoHogaTenbcTBa Poccuiickon Pepepauun, 1999, N 29,
cT.3699; 2009, N 30, cT1.3739; 2010, N 50, cT1.6603; 2013, N 48, cT1.6165.

0) kog Hososnorn4eckon gopmbl No MKB;

B) WMCTOYHMK (pmHaHcupoBaHus (1 - doegepanbHbin BogxeT, 2 - OrogxeT
cybbekTa Poccunckon ®egepaumu, 3 - MyHULMNANbHbIN 60XeT);

r) paamep onnatbl (1 - 6ecnnatHo, 2 - 50%);

A) CTpaxoBOW HOMEP WHAMBMOYaNbHOIO JMLEBOrO cYyeTa rpaxgaHuHa B
MeHcunoHHOM goHae Poccunckon ®egepauum (npu Hannyaum) (CHAIC);

e) HOMEpP nornunca obsa3aTenbHOro MeauLMHCKOro CTpaxoBaHus.

21. Tpn npoctaBneHU OTMETKM, YyKasaHHOM B noanyHkte 16 nyHkta 20
HacTosiero MNopsagka, peuent B popMe 3MeKTPOHHOIO JOKYMEHTa nognucbiBaeTca
YCUMNEHHON KBanMuMLUMPOBaHHOW 3MeKTPOHHOW NOANUCBI0 npeacenartens  wunm
cekpeTaps Bpa4yeObHOM KOMUCCUN MELULMHCKON OpraHu3auuun, npy npocTaBneHnn
OTMETOK, YKasaHHbIX B nognyHktax 17 v 18 nyHkta 20 HacTtoswero [lMopsaka, -
YCUNEHHbIMN KBanmmupoBaHHbIMK 9NEKTPOHHbIMU nognucamm
COOTBETCTBYIOLLMX MEAULMHCKNX pabOTHMKOB.

22. o TpeboBaHMo NaumeHTa nnm ero 3aKOHHOro NpeacTaBUTENs 0hOPMIIAETCS
aK3emnnap peuenta B YOPMe ANIEKTPOHHOTO AOKYMEHTa Ha ByMaXxXHOM HocuTene, B
TOM 4Yucne nytem ero odopMneHus Ha peuenTypHbix 6naHkax ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04(n) c otmeTkon "[ybnukaTt aneKTpOHHOro LOKYMeHTa".

lll. Y4yeT peuentypHbIX 6aHKOB

23. Yyet peuentypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-
04(n), nsrotaBnmeBaembIx TMNorpadckmm cnocobom (ganee - peuenTypHble BriaHKy,
noanexawme yyeTy), OCYLUECTBMSETCA B >XypHanax ydeTa, NpPOHYMEpPOBAHHbIX,
MPOLUHYPOBaHHbLIX W  CKPEMsfeHHbIX MNOAMUCBIO  PYKOBOAUTENS UM MevaTbio
MEAULMHCKOW OpraHu3auumM unm nognucbio MHOVBMAOYaANbHOrO npeanpuHuMaTens,
WUMEIOLLIErO NIULLEH3NI0 HA MEAULIMHCKYIO AeATEeNbHOCTb.

24. XypHan yyeTta peuenTypHbix 6naHkoB c¢opmbl N 107-1/y copepxut
crieayrome rpadbi:

1) HOMep No NopsaaKy;

2) B pasgene "lMpuxon":
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a) Aarta permcTpaunn goKyMeHTa, noaresepXxgarowero nocTynreHne,

6) HoMep 1 AaTa QOKYMeHTa, NoATBepXaatoLLero NocTynneHne, HaumeHoBaHVe
NOCTaBLLYIKA;

B) oOLLee KonM4ecTBO MNOCTYNMBLLUMX peLenTypHbIX 61aHKOB;

I') CbaMVIJ'IMﬂ, MHUguanbl MMEHM U OTYEeCTBa (nocne,u,Hee - npu HaJ'IVI‘-IMM) n
noanncb OTBETCTBEHHOro MeauumuHCKOro pa60THvu<a, nonyymBLUero peuentypHblie
©naHKnM OT NOCTaBLUMKA;

3) B pasgerne "Pacxon™:
a) faTa Bblaayu peLenTypHbIX 61aHKoB;
6) KonM4ecTBO BblAaHHbIX peLenTypHbIX 6J1aHKOB;

B) dramunns, WHULMANbl MMEHW U OT4ecTBa (MocnegHee - Mpu HamMyum)
OTBETCTBEHHOIo MeaMLMHCKOro paboTHMKA, NONMy4YMBLLErO peLEnTypHble BNaHKu;

r) noanucb OTBETCTBEHHOTO MEAULUMHCKOro pabOoTHUKA, MOMy4YmBLIErO
peuenTypHble BraHKu;

4) damnnus, MHUUManNbl MMEHM M OTYecTBa (MocrnegHee - Mpu HanmMuum) u
NMOAMUCb OTBETCTBEHHOIO MEeOMLUMHCKOro paboTHWMKA, BblAaBLUErO peuenTypHble
OnaHkKu;

5) ocTtaTok peLenTypHbIX 611aHKOB.

25. XKXypHan y4eTa peuenTypHbix 6rnaHkoB copm N 148-1/y-88 n N 148-1/y-04(n)
coaepxuT crneaytoLme rpadbi:

1) HOMep No NopsAAKY;
2) B pasgerne "lMpuxon™:
a) garta perycTpaunm JOKYMEHTa, NOA4TBEP KO atoLLEro NOCTYNIEHWE;

6) Homep 1 AaTa AOKYMeHTa, NoATBepXaatoLLero NocTynneHne, HaumeHoBaHve
NOCTaBLLYIKA;

B) obLLee KONM4YeCcTBO NOCTYNUBLLUMX peLenTypHbIX 611aHKOB;
r) cepumn 1 Homepa peLenTypHbIX ONaHKOB;
A) KONMYecTBO peLenTypHbIX 611aHKOB Mo cepusaMm;

e) damMunus, nHuuManbl MMEeHW K OT4yecTBa (MocriegHee - NpyU HanMyaum) u
NnoanNnCb OTBETCTBEHHOINO MEAMLMHCKOro paboTHMKA, MOMyYMBLLErO peuenTypHble
OflaHKM OT NOCTaBLUMKA;

3) B pasgene "Pacxon™:
a) paTa Bblaaym peLenTypHbiX 61aHKoB;
6) cepun 1 HoMepa BblAaHHbIX peLenTypHbIX 61aHKOB;

B) KONMMYEeCTBO BblAaHHbIX pelenTypHbIX ONaHKoB;



r) damunusi, vHMUMaNbl UMEHW W oOT4YecTBa (NocrnegHee - MpU  HamMyum)
OTBETCTBEHHOMO MEAMLMHCKOro paboTHMKA, MOMy4YMUBLUErO peLenTypHble GraHKuy;

A) noanucb OTBETCTBEHHOTO MeOMULMHCKOro paboTHMKA, MOonyqMBLLETO
peuenTypHble B6naHku;

4) damynusg, MHUUKMaNbl MMEHW U OTYecTBa (MocregHee - MpU HanMuum) u
noannCb OTBETCTBEHHOIO MEAULMHCKOrO pabOoTHWKA, BblAaBLUEro peuenTypHble
OnaHku;

5) ocTaToK peLenTypHbIX B/1aHKOB.

26. YyeT cneymanbHbIX peuenTypHbIX 6naHKOB Ha HapKOTMYEeCKoe CPeacTBO U
NMCUXOTPOMHOE BELIECTBO OCYLUECTBMASETCS B COOTBETCTBMM  C NPUKA3OM
MuHucTepcTBa 3apaBooxpaHenna Poccurckon Penepaumm ot 1 aBrycta 2012 r. N
54H "O6 yTBEepxaeHUn dopMbl ONaHKOB peLIenToB, coAepXallimx HasHauYeHue
HaAPKOTUYECKNX CPEACTB UMM MCUXOTPOMHbIX BELIECTB, NOpAaKa X U3rOTOBMNEHWUS,

pacnpegeneHvs, permcTpaLmy, yieTa U XxpaHeHusl, a Takxe npasun odopmreHms”!l

11 ZapernctpuposaH MuHuctepcTBom tocTuummn Poccuiickon depepaummn 15
asrycta 2012 r., peructpaumoHHbin N 25190, ¢ M3MEHEHUsMWN, BHECEHHbLIMU
npvkasamu MuHuctepcTBa 3apaBooxpaHeHus Poccunckon Penepaumm ot 30 UoHA
2015 r. N 385H (3apermcTtpupoBaH MuHUCTepcTBOM tocTuumm Poccumnckon
®epepaummn 27 Hosbpsa 2015 r., pernctpaunoHHsin N 39868), ot 21 anpensa 2016 r.
N 254H (3apermcTpupoBaH MuHucTepcTBoM tocTuumnm Poccuiickon depepaummn 18
mons 2016 r., permcTtpauunoHHbln N 42887), ot 31 oktabpa 2017 r. N 882H
(3aperncTtpuposaH MuHucTepcTBoM tocTuumm Poccuiickon ®Pepepauumn 9 saHBaps
2018 r., perncTtpaumoHHbin N 49561).

27. YdeT peuLenToB, OMOPMIEHHbIX B (POpMEe 3MEKTPOHHOIO [OOKYMEHTA,
OCYLLECTBMSAETCSA B [OCY4apCTBEHHOW WMHAGOPMaLMOHHOM cucteme B cdepe
34paBooxpaHeHns cybbekta Poccumnckon degepaumm MNOCPEACcTBOM BeAeHUS
€0VHOro peecTpa peLenToB, 0hopMIIeHHbIX B hOpMeE 3M1EKTPOHHbIX LOKYMEHTOB.

IV. XpaHeHune peuentypHbIX 6NaHKOB

28. Megu1umHCKMe opraHusaunm nonyyarT Heobxoaumble peuenTypHble braHku,
odpopMIeHHble  TUNorpadckMm cnocobom, 4epe3 TeppuTopuarnbHble  OpraHbl
yrnpaBreHnsa 34paBOOXPaHEHMEM WM OpraHuM3auuv, YMNOSIHOMOYEHHbIe Ha 3TO
opraHamMmun UCNOMHUTENbHON BriacTu cybbekToB Poccuickon degepaumm.

29. PeuenTypHble 6naHku, noanexawpe Y4eTy, XpaHsSTCs OTBETCTBEHHbIM
NALOM, Ha3Ha4YeHHbIM PyKOBOAWUTENEM MEOULIMHCKON opraHvM3auum, B 3anMpaemMom
MeTanm4eckoMm Lukagy (ceride) nnm MeTannmyeckom siLLKe.

30. WHauBmpayaneHbl  npegnpuHUMaTenlb,  UMEKWMW  JIMLEH3U  Ha
MEOVLMHCKYIO AEATENbHOCTb, XPaHUT peLenTypHble 6naHkun, noanexawme yyeTy, B
3anupaeMoM MeTannmMyeckom Lwkady (cende) nnm MeTanMyeckom sLmke.

31. lNpoBepka COCTOAHUS XpaHeHWs, ydeTa, PakTUYEeCKOro Hannyua 1 pacxona
peLenTypHbIX 6raHKoB, noanexawmx y4eTy, oguH pa3 B KBapTas OCYLLEeCTBMAeTCs
KomMuccuen, cosgaHHon B MEAULMHCKOW OpraHn3aLum.
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32. PeuentypHble 6naHku, odopMmrsieMble Ha OymaxHOM HocuTerne wu
noanexawme y4veTy, BblOAIOTCA MEAUUUHCKUM paboTHMKaMm, uMelowmM npaBo
odpopMneHnsa peLenToB, MO PacrnopsXeHWIo rMaBHOro Bpaya unn ero 3amecTuTens.

MonyyeHHble peuenTypHble OraHku Ha OyMaXHbIX HOCUTENSX XpaHATCSA
MEAVLMHCKMMUN pabOTHMKaMKN B NOMELLEHMAX, 00eCneYnBaoLLMX X COXPaHHOCTb.

33. XpaHeHve cneuumanbHbIX peLenTypHbiX OnaHKOB Ha HapKoTU4yeckoe
CcpeacTBO U NCUXOTPOINHOE BEeLWEeCTBO 1 Bblava yKa3aHHbIX pelenTypHbIX O6rnaHkoB
MeOULUMHCKOMY pabOTHMKY OCYLUEeCTBNSETCA B COOTBETCTBUM  C NPUKA30oM
MunuctepcTBa 3apaBooxpaHeHus Poccumckon Pegepaumm ot 1 aBrycta 2012 r. N
54n "O6 yTtBEepxaeHun opMbl ONaHKOB pEeLIenToB, CcoAepallmx HasHavYeHue
HAPKOTUYECKUX CPEACTB UMM NMCUXOTPOMHbIX BELIECTB, NOPSAAKA UX U3rOTOBMEHUS,

pacnpenerniedHnd, permctTpaunm, ydeta U XpaHeHud, a Takxe rnpaBusl OCbODMJ'IeHI/IFI"12

12 BapernuctpupoBaH MuHucTepcTBoM tocTuumm Poccuiickon ®depepaunm 15
asrycta 2012 r., peructpaumoHHbin N 25190, ¢ wn3aMeHeHusiMW, BHECEHHbIMMU
npvkasamm MuHuctepcTBa 3apaBooxpaHeHus Poccunckon Pepgepaumm ot 30 UoHA
2015 r. N 385H (3apermcTtpupoBaH MuHucTepcTBOM tocTmumm Poccumnckon
depepaummn 27 Hosbpsa 2015 r., permcTpaumnoHHbin N 39868), ot 21 anpensa 2016 .
N 254H (3aperucTpupoBaH MuHucTepcTBoM toctuumnm Poccuiickon depepaummn 18
monss 2016 r., permctpauunoHHbin N 42887), ot 31 oktabpa 2017 r. N 882H
(3aperncTpuposaH MuHucTepcTBOM tocTuumm Poccuiickon ®denepauumn 9 sHBaps
2018 r., perncTpaunoHHbii N 49561).

34. lMporpaMMHO-TEXHUYECKME CpeacTBa rocynapCTBEHHbIX WUHGOPMALMOHHBIX
cucteM B cdpepe 30paBOOXPAHEHMS!, MeOMLMHCKUX MHMOPMAaLMOHHbIX CUCTEM
MEAULMHCKMX OpraHuM3auuni obecneymBaloT XpaHeHUe 3NEKTPOHHbIX PeLenTos,
0POpPMIIEHHbIX B (POPME 3NEKTPOHHbIX [AOKYMEHTOB B TEYEHME CPOKOB,
YCTaHOBIEHHbLIX O XpaHEHUs peuenToB, 0OPMIEHHbIX HA COOTBETCTBYHLLMX

dhopmax peLenTypHbIX 6raHKoB Ha GymaxxHoM HocuTenels .

13 MyHkT 14 npaBun oThNycka NeKapCTBEHHbIX NpenapaToB Ans MeAULIMHCKOTO
NPUMEHEHNS, B TOM YMUCIIE UMMYHOOMOMOrMYECKNX JIEKAPCTBEHHbIX MPENapaToBs,
anTeYyHbIMU OpraHn3aunaMn, MHANBUAYaNbHLIMU NpeanpUHUMaTENaIMm, UMEOLLIMMA
JULEH3NIO Ha (papMaLeBTUYECKYIO OeATENbHOCTb,  YTBEPXOEHHbIX NPUKa3oM
MuHucTepcTBa 3apaBooxpaHenns Poccunckon Penepaumm ot 11 uong 2017 r. N
403H (3aperucTpupoBaH MuHucTepcTBoMm tocTuumm Poccunckon depepauun 8
ceHTs6psa 2017 r., pernctpaumoHHbin N 48125).

OnNEKTPOHHbIN TEKCT AOKYMEHTA
noarotoerneH AO "Koaekc" n ceepeH no:
OdmumansHbI MHTEPHET-NoPTan
npaBoBOV UHpopMaLnm
www.pravo.gov.ru, 27.03.2019,

N 0001201903270029
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