[okymeHT npepoctasneH KoHcynbTaHTI10C

3apeructpuposaHo B MuHtocte Poccnmn 26 mapta 2019 r. N 54173

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

MPUKA3
ot 14 aHBapa 2019 r. N 4H

Ob YTBEPXKOEHUN NOPAAKA
HA3HAYEHWA NEKAPCTBEHHbIX NPEMNAPATOB, ®OPM PELENTYPHbIX
B/IAHKOB HA NEKAPCTBEHHbIE NMPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YMETA U XPAHEHUA

B cooTtBeTcTBMM C NyHKTOM 16 Yactn 2 ctatbm 14 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbA rpaxaaH B Poccuiickon depepauun" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit ®epepaumn, 2011, N 48, cT. 6724; 2013, N 48, cT. 6165; 2014, N 30, cT.
4257; N 49, ct. 6927; 2015, N 10, cT. 1425; N 29, c1.4397; 2016, N 1, c1. 9; N 15, c1. 2055; N 18, cT. 2488;
N 27, ct. 4219; 2017, N 31, cT. 4791; N 50, cT. 7544, 7563) 1 noanyHKTamu 5.2.177, 5.2.179 n 5.2.180
MonoxeHns o MuHUCTepCcTBE 34paBoOXpaHeHMA Poccuiickoit  Pepgepaumn, yTBEPKAEHHOTO
noctaHosneHnem [pasutenbctBa Poccuitckoit Pepepaunmn ot 19 umioHs 2012 r. N 608 (CobpaHue
3aKoHogaTenbcTBa Poccminckom ®egepaumm, 2012, N 26, c1. 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, ct. 3577; N 30, cT1. 4307; N 37, cT.
4969; 2015, N 2, c1.491; N 12, cT. 1763; N 23, cT1. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27, cT1. 4497,
N 28, c1.4741; N 34, c1. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066; N 33, c1. 5202; N 37, c1. 5535; N 40, cT.
5864; N 52, ct. 8131; 2018, N 13, cT. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, cT. 6273), NpMKasbiBalo:

1. YTBEpauTh:
NOpPAAOK Ha3HAYEHUA 1EKAPCTBEHHbIX MPENapaToB cornacHo npuaoxexuo N 1;
dopmbl peLenTypHbix 61aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npuaoxkenuto N 2;

nopagok odopmneHus peuenTypHbiXx GNaHKOB Ha J/IeKapCTBEHHble npenapatbl, WX yyeTa M
XpaHeHWA CornacHo npunoxkeHuto N 3.

2. Mpu3HaTb YTPATUBLUMMM CUAY:

npukas MuHUcTepcTBa 3apaBooxpaHeHua Poccuiickonnt depepaumm ot 20 aekabpa 2012 r. N
1175H "O6 yTBEpPNKAEHUM NOPAAKA HAa3HAYEHWUA U BbIMUCbIBAHUA NEKAPCTBEHHbIX NMPENAPATOB, a TaKkKe
dopm peuenTypHbix 61aHKOB Ha /leKapCTBEHHble NpenapaTtbl, Nopaaka O0GOPMIEHUA YKasaHHbIX
671aHKOB, UX yyeTa M xpaHeHua" (3apernctpmpoBaH MUHUCTEPCTBOM toCTMLMK Pocculickoin degepauunm
25 ntoHs 2013 r., pernctpaunoHHbiin N 28883);

MYHKT 2 W3MEHEeHW, KOoTopble BHOCATCA B [lopAfOK cCO34aHMA M AeATeNbHOCTM BpayvebHol
KOMMCCUN MEeANLMHCKOWN OpraHn3aumm, yTBEPKAEHHbIN NpuKazom MUHUCTEPCTBA 340aBOOXPAHEHUA U
coumanbHoro passutmna Poccuiickoit Pepepaummn ot 5 mana 2012 r. N 502H, u B MNopagok Ha3HayYeHUA 1
BbINUCbIBAHNA NleKapCTBEHHbIX npenapaTos, YTBEPKAEHHbIN NPUKasom MwuHucTepcTBa
3/paBooxpaHeHua Poccuiickoit ®epepaumm ot 20 aekabpsa 2012 r. N 1175H, yTBepKAEHHbIX NPUKA30OM
MuHucTtepctBa 3apaBooxpaHeHusa Poccuiickor ®Pepepaumm ot 2 gekabpa 2013 r. N 886H
(3apeructpuposaH MwuHUCTepcTBOM toCcTUUMKM  Poccuiickoit ®depepaummn 23 pekabpsa 2013 r,
pernctpaunoHHbiit N 30714);

npukas MunHucTepcTea 34paBooxpaHeHnsa Poccuiickoit Pegepaumnm ot 30 mioHA 2015 r. N 386H "O
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BHECEHUM M3MEHEHWUI B NPUNOXKEHUS K nNpuKazy MuHUCTEepCTBA 34paBooxpaHeHna Poccuiickoi
depepaunn ot 20 aekabps 2012 r. N 1175H "O6 yTBEpKAEHUM NOPsSAKa HAa3HAYEHUA U BbINUCbIBAHUSA
JNIeKapCTBEHHbIX MpenapaToB, a TakXe Gopm peuenTypHbix 6/1aHKOB HA /SIeKapCTBEHHbIE MpenapaThbl,
nopsaaxka obopmaeHns yKasaHHbIX 6/1aHKOB, MX yyeTa U XxpaHeHua" (3apernctpmposaH MUHMCTEPCTBOM
tocTnumnmn Poccuinckoit ®epepaumm 6 aBrycta 2015 r., peructpaumoHHbiii N 38379);

NYHKT 1 U3MEHEeHMUN, KoTopble BHOCATCA B NpuKa3s MuUHUCTepCTBa 34paBooxpaHeHma Poccuiickol
depepaunn ot 20 aekabps 2012 r. N 1175H "O6 yTBEpKAEHMM NOpPAAKA HAa3HAYEHUA U BbIMUCbIBAHUSA
NIeKAPCTBEHHbIX MPENApaToB, a TakxKe GopM peuenTypHbiXx 61aHKOB HA NIeKAapCTBEHHble MpenapaTsbl,
nopagka opopMNEHUA YKaszaHHbIX BMaHKOB, MX y4yeTa M xpaHeHua" n npunoxkeHne N 2 K npuKasy
MuHUCTepCTBA 34paBooxpaHeHns Poccuiickoli Pepepaumm ot 1 asrycta 2012 r. N 54H "0O6
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPNKALUMX Ha3HAYeHME HAPKOTUYECKUX CPeacTB Wan
NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBJIEHUA, pacnpeaeneHns, perucTpaumm, yueta n XxpaHeHums,
a TakkKe npasun odopmaeHua", yTBEPKAEHHbIX MpPUMKasom MUHUCTEPCTBA 34PaBOOXPAHEHUS
Poccuitckoit ®epepaummn ot 21 anpens 2016 r. N 254H (3apernctpupoaH MUHUCTEPCTBOM HOCTULIUM
Poccuitckoit Pepepaummn 18 nions 2016 r., pernctpaumnoHHbiii N 42887);

MYHKT 5 MU3MEHEHUI, KOTOpble BHOCATCA B HEKOTOPbIE NPMKasbl MUHUCTEPCTBA 34PaBOOXPAHEHMSA
M coumanbHoro passutua Poccuiickoint ®epepaumm n MuHUCTepcTBa 34paBooxpaHeHus Poccuiickol
depepaunn no Bonpocam ob6palLEHMA NEKAapCTBEHHbLIX MPEenapaToB, COAEPrKALLMX HapKOTUYECKMe
CpencTBa, NCUMXOTPOMHbIE BELLECTBA M UX MNPEKYPCOpbl, WU JIEKAPCTBEHHbIX CPeACcTB, MNOASeXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY Yy4eTy, YTBEPXKAEHHbIX MpPUKasom MUHUCTEPCTBA 34paBOOXPAHEHMA
Poccuiickolt degepaumn ot 31 okTabpa 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM OCTULMK
Poccuiickolt depepaumm 9 aHBapa 2018 r., pernctpaymoHHbin N 49561).

MwuHuctp
B.1.CKBOPLIOBA

MpunoxkeHne N 1

K NpuKasy MMUHUCTEPCTBA 34paBOOXpPaHEHNA
Poccuiickoin Pepepaumu

oT 14 aHBapa 2019 r. N 4H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
l. O6wme nonoxkeHmsa
1. HacToAwMIi NopsafoK yCTaHaB/AMBAET NpaBMAa HasHaYeHUA IeKapCTBEHHbIX MpenapaTtos ANs

MeANUMNHCKOTO NPUMEHeHUA (Aanee - NeKapcTBeHHble npenapaTtbl) N 0POPMAEHNA UX Ha3HAYEeHUA Npu
OKa3aHWN MeaULMHCKON NOMOLLM B MeAULMHCKMX OpraHn3aumax <1>.

<1> MyHKT 11 cTaThk 2 PepepanbHOro 3akoHa oT 21 HoAbps 2011 r. N 323-®3 "0O6 ocHoBax
oXpaHbl 340p0BbA rpaxgaH B Poccuiickolt depepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickol
depnepaunn, 2011, N 48, c1. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, cT. 4791).

2. HasHaueHVe NeKapcTBEHHbIX MPEenapaToB OCYLLECTBAAETCA JeYalum Bpayom, esnbaluiepom,
aKyLWepKoW B C/lyyae BO3/IOXKEHMA Ha HUX MOJHOMOYMIA Jleyallero Bpaya B NOpsAKe, YCTaHOBEHHOM
NprKasom MUWHUCTEPCTBA 34paBOOXPAHEHUS U COLMANLHOTO pa3BuTUa Poccuiickoit Peaepaumn ot 23
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mapta 2012 r. N 252H "O6 ytBepxaeHun [lopsaka BO3/OKEHUA Ha denbilepa, akylepky
pykoBoAMUTENEM MEAMUMHCKOM OpraHvM3aumMm npu OpraHusauuu oOKasaHuA NepBUYHOW MeaUKo-
CAaHUTAPHOM MOMOLLN M CKOPOM MeAMLMHCKON MOMOLWM OTAEe/bHbIX PYHKUMA Nedallero Bpaya no
HenocpeACTBEHHOMY OKa3aHWI0 MeAULMHCKON NOMOLLM NaUMeHTy B nepmnos HabaoaeH A 3a HAM U ero
NleyeHna, B TOM 4UMCAEe MO HA3HAYEHUIOD W MPUMEHEHMIO NEKAPCTBEHHbIX MNPEnapaToB, BK/OYas
HAaPKOTUYECKME NEKAPCTBEHHblE Npenapatbl M MNCUXOTPOMHbIE JNIEKAPCTBEHHbIE MNpenapaTtbl”’ <2>,
WMHAMBUAYANIbHBIMWU NPeANnPUHMMATENSAMMN, OCYLLECTBAAIOWMMU MEANUMHCKYIO AeATeNbHOCTb (panee -
MeANUNHCKUE PaboTHUKM).

<2> 3apeructpupoBaH MuHucTepcTBOM tocTuLMnM Poccuitckolt deaepauum 28 anpena 2012 r.,
pernctpaumoHHbit N 23971, Cc W3MEHEHMAMW, BHECEHHbIMM NpMKasom  MuHUCTEpPCTBA
34paBooxpaHeHua Poccuitckoit depepaumm oT 31 oKtabpa 2017 r. N 882H (3apernctpupoBaH
MuHUCTEpCTBOM tocTUL MK Poccuiickon depepaunn 9 aHeapa 2018 r., pernctpaumoHHbin N 49561).

3. CBefeHMA O HasHaYeHHOM JleKapCTBEHHOM Mpenapate (HaMmeHoBaHWE JIeKapCTBEHHOro
npenapara, A03MpPOBKa, CNOocob BBEAEHUA U NPUMEHEHNA, PEXUM A03MPOBAHMSA, NMPOAO/IIKUTENbHOCTb
nedeHmss M 06OCHOBaHWe HasHaYeHMA JIeKApCTBEHHOro npenapaTta) BHOCATCA  MeAMLMHCKMM
PabOTHNKOM B MEAMLMHCKYIO AOKYMEHTALMIO NaLMeHTa.

B cnyyaax, yKasaHHbIXx B NyHKTax 9 - 12 Hactoswero [lopAagKa, MeguUUMHCKMIA paboTHMK
obopmMnAeT HazHayeHWe NIeKApPCTBEHHbIX MpernapaTos, B TOM 4YucCiae NOANENKALLMX W3FOTOBJEHUIO U
OTMYCKY QanTeYHbIMM OpraHM3auMaAMM (panee - NeKapCTBEHHble Mpenapatbl MHAWBUAYANbHOTO
W3roToB/NEHMA), HA pPeLLenTypHOM 6aaHKe, 0opOopMNEHHOM Ha ByMaxKHOM HOCUTEsle 3@ CBOEW MOAMUCHIO
(manee - peuenT Ha b6ymaxHOM HocuTene), U (UAKM) € cornacua nauMeHTa WAM ero 3aKOHHOTO
npeacraBuTens <3> Ha peuenTypHOM 61aHKe B popme 3/1eKTPOHHOrO AOKYMEHTa C UCMOJIb30BaHUEM
YCUIEHHOWN KBanNOULMPOBAHHOM 3/1EKTPOHHOM NOANUCU MeAUUMHCKOro paboTHMKa (pganee - peuent B
bopme 3/1eKTPOHHOrO AOKYMEHTA).

<3> B OTHOWeEHUN 1L, YKa3aHHOro B Yact 2 ctatbm 20 PepepanbHOro 3akoHa ot 21 HoAbps
2011 r. N 323-d3 "O6 ocHoBax OxpaHbl 340p0OBbA rpaxaaH B Poccuitickoint degepaumn” (CobpaHue
3aKoHogmaTenbcTBa Poccuitckoit ®epepauymm, 2011, N 48, c1. 6724; 2013, N 48, c1. 6165; 2017, N 31, cT.
4791).

Peuent B ¢popme 31EKTPOHHOTO AOKYMEHTA, COAEPKaLMA Ha3HaYeHMe HAPKOTUYECKMX CPeacTs
WAWU NCUXOTPOMHbIX BELLecTB, NOAMMCLIBAETCA C MCNO/b30BaHWEM YCUNEHHON KBanUGULMPOBAHHOM
3/1eKTPOHHOM NOANUCK Nevallero Bpada uau denbawepa, akylepKu, Ha KOTOPbIX BO3OXKEHbI GYHKLUN
Nlevalllero Bpaya, U COOTBETCTBYIOLLEN MeAMLMHCKOW OpraHn3aumm <4>,

<4> Yactb 1 ctaTbu 26 PepepanbHoro 3akoHa oT 8 aHBapa 1998 r. N 3-®03 "O HapKoTUYECKUX
cpencTBax M ncmxoTponHbix BewectBax" (CobpaHme 3akoHopaTenbcTBa Poccuinckoit ®epepaumm, 1998,
N 2, cT. 219; 2003, N 27, cT. 2700; 2011, N 49, ct. 7019; 2013, N 48, c1. 6165; 2016, N 27, cT. 4238; 2017,
N 31, cT. 4791).

OdopmneHune peuenTtoB B Gopme 3/1EKTPOHHbIX JOKYMEHTOB OCYLLECTBAAETCA B C/y4ae NPUHATUA
YNO/IHOMOYEHHBIM  OPraHOM  WMCMOAHUTENbHON BnactM cybbekta Poccuiickor  Pepepaunn B
COOTBETCTBUM C NyHKTOM 4 cTaTb 6 degepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "0O6
ob6palleHMM neKkapcTBeHHbIX cpeacts" <5> peweHus 06 MCNoAb3OBaHMM Ha TeppuTopun cybbekTa
Poccuitckoit Pepepaumm Hapsagy C peuentamu Ha NeKapCTBEHHble MpenapaTtbl, 0POpPMAEHHBIMKU Ha
6ymMa)KHOM HocCuTene, peuenToB Ha JIeKAPCTBEHHble npenapaTtbl, CcPOpMMpPOBaHHbIX B dopme
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IIEKTPOHHbIX AOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickoit Pepgepauymm, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2017, N 31, cT. 4791.

4. Mpu BbINMCKE NaUMeHTa M3 MeAUUMHCKOW opraHu3auMu, B KOTOPOW emy OKasblBaiacb
MeANUMHCKaA NOMOLb B CTaUMOHAPHbIX YCNOBMAX, AaHHOMY MaUMeHTYy MO pelleHuio pyKoBoauTens
MeANLUNHCKOW opraHM3aummn HasHavaloTtca ¢ opopmaeHmnem pelenta B GOpmMe 31eKTPOHHOro A0KYMEHTa
M (Mnn) Ha BymaxkHOmM HocuTene (3a MCKAOYEeHWEM OQPOPMNEHMA PEeLLenTOB Ha JIeKapCTBEHHble
npenapatbl, Nogaexalue oTnycKy 6ecnnaTHO MAM CO CKMAKOMW) NnMbo BblaatoTca (NauMeHTy uUan ero
3aKOHHOMY NpeacTaBUTENt0) OAHOBPEMEHHO C BbIMUCKOW M3 UCTOPUKM 60/1e3HN NleKapCTBEHHble
npenapatbl, B TOM YMC/e HapKOTMYECKME U MNCUXOTPOMHbIE NIeKapCTBeHHble npenapaThl, BHECEHHbIE B
cnuckn Il m 1l nepeyHAa HapPKOTUYECKUX CPEACTB, MCUMXOTPOMHbIX BELLeCTB U UX NPEKYypPCcopos,
noanexalmx KoHTpoto B Poccuiickoin Pegepauun, yTeepKaeHHOro noctaHosneHnem lpaBUTenbCTBa
Poccuitckoit ®epepaumm ot 30 uioHA 1998 r. N 681 <6> (pganee - MepeyeHb), cUAbHOAENCTBYIOLLME
JIeKapCTBEHHbIe NPenaparbl, Ha CPOK Npuema NaumMeHTom Ao 5 aHen.

<6> CobpaHue 3akoHoaaTenbcTBa Poccuiickoit degepaunm, 1998, N 27, ct. 3198; 2004, N 8, cT.
663; N 47, cT. 4666; 2006, N 29, cT1. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572;
2010, N 3, c1.314; N 17, c1. 2100; N 24, cT1. 3035; N 28, c1. 3703; N 31, c1. 4271; N 45, cT. 5864; N 50, CT.
6696, cT. 6720; 2011, N 10, cT. 1390; N 12, cT. 1635; N 29, cT. 4466, cT. 4473; N 42, cT. 5921; N 51, cT.
7534; 2012, N 10, ct. 1232; N 11, c1. 1295; N 19, cT1. 2400; N 22, c1. 2864; N 37, cT. 5002; N 41, cT. 5625;
N 48, cT. 6686; N 49, c1. 6861; 2013, N 6, cT. 558; N 19, cT1. 953; N 25, c1. 3159; N 29, cT1. 3962; N 37, cT.
4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, cT. 3763; N 44, cT. 6068;
N 51, ct. 7430; 2015, N 11, cT. 1593; N 16, cT. 2368; N 20, cT. 2914; N 28, cT.4232; N 42, cT. 5805; 2016,
N 15, cT. 2088; 2017, N 4, cT. 671; N 10, cT. 1481; N 23, c1. 3330; N 30, cT1. 4664; N 33, cT. 5182; 2018, N
27, cT. 4071.

5. Ha3HauyeHWe neKapCTBEHHbIX MPEenapaToB MNPW OKa3aHUMM MeAMUMHCKON MOoMOoWM B
CTALMOHApPHbIX YCN0BMAX B TPebOBaHUAX-HAKNALHbIX, HanpaBAfeMblX B anTeYHble OpraHusauuu,
ABNAIOLLMECA CTPYKTYPHbIMM NOAPA3AENEHUAMN MEAUUNHCKOM OpraHM3aumm, B KOTOPOM OKa3blBaeTcs
MeNUMHCKaA MOMOLLb, OCYLLECTBAAETCA B COOTBETCTBMM C WMHCTpyKuMen O mopaake BbIMUCbIBAHWUA
NIeKapCTBEHHbIX MpenapatoB M 0GOPMAEHUA peLenToB WM TpebOoBaHWM-HaAKNAAHbIX, YTBEPKAEHHOMN
npukasom MMHUCTEPCTBA 34PaBOOXPAHEHMA U couManbHOro passuTus Poccuiickon Pepepaumm ot 12
¢depans 2007 r. N 110 "O nopaaKe HasHauYeHMA U BbINUCbIBAHWS NEKAPCTBEHHbIX NpPenapaTos, U34enuni
MeANUNHCKOTO HAa3HAYeHWA U CNeLManm3MpoBaHHbIX MPOAYKTOB e4ebHOro nuTaHua" <7>.

<7> 3apeructpmposaH MuHuctepctBom toctnumm Poccuinickon Pepepaummn 27 anpena 2007 r.,
pernctpaumoHHbln N 9364, ¢  M3MEHEeHWAMM, BHECEHHbIMW  NpWKasamu  MuHUCTEpPCTBA
34paBOOXPaHEHNA M coumanbHoOro passutuA Poccuitckon Pegepaumnm ot 27 asrycta 2007 r. N 560
(3apernctpupoBaH MuHUCTepcTBOM tocTUUMKU  Poccuitickon dPepepauum 14 ceHtabps 2007 r.,
peructpaumoHHbii N 10133), ot 25 ceHTAabps 2009 r. N 794H (3apeructpupoBaH MUHUCTEPCTBOM
tocTnumnm Poccuinckoin Pepepaumm 25 Hosbpa 2009 r., peructpaumoHHbin N 15317), ot 20 aHBapa 2011 .
N 13H (3apeructpupoBaH MuHUCTepcTBOM tocTUUMKM Poccuiickoit depepaummn 15 maprta 2011 r,
peructpaumnoHHbiii N 20103), nprMkasammn MuHUCTepCTBa 34paBooxpaHeHusa Poccuitckoit Pepepauunn ot
1 asrycta 2012 r. N 54H (3apeructpupoBaH MuHUCTEpCTBOM tocTuUMK Poccuiickoir Pegepaumn 15
asrycta 2012 r., peructpaumoHHbin N 25190), ot 26 ¢eBpansa 2013 r. N 94H (3aperncTtpupoBaH
MuHUCcTepcTBOM tocTuLMK Poccuiickon ®depepaumnn 25 mioHa 2013 r., pernctpaumnoHHbiii N 28881).
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6. HasHauyeHMe NeKapCTBEHHbIX MPEenapaToB OCYLIECTBAAETCA MeAUUMHCKUM PaboTHMKOM no
MeXKAyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBAHMIO, @ NPWU ero OTCYTCTBUM - FPYNMNUPOBOYHOMY MK
XMMUYECKOMY HaMMeHOBaHWI0. B ciayyae OTCYTCTBMA — MEMKAYHAPOAHOro  HEMmaTeHTOBaHHOro
HaUMEHOBaHUA W FPYNMNMPOBOYHOIO WAM XMMMYECKOrOo HanMMEHOBaHWA NeKapCcTBEHHOro npenapaTa,
NleKapcTBeHHbIN npenapaTt HasHavaeTca MeaMLMHCKMM paboTHUKOM No TOProBOMy HaMMEHOBaHMIO.

MpyY HaANYUU MEAUUMHCKUX MOKasaHUi (MHAMBMAYabHAA HENepeHOCUMOCTb, MO YKU3HEHHbIM
NoKasaHMAM) MO peLleHno BpadyebHo KoMUCcCUM MeAULIMHCKOM opraHu3aumuu <8> ocyliecTBaseTca
HasHayeHMe U opopMNEHME HA3HAYEHUA JIEKAPCTBEHHbIX MPENApPaToB, He BXOAALMX B CTAHAAPTbI
MeANUNHCKON NOMOLLM, pPa3paboTaHHbIX B COOTBETCTBUM € NYHKTOM 4 cTaTbi 10 PepepanbHOro 3akoHa
07 21.11.2011 N 323-d3 "0O6 ocHoBax 0xpaHbl 340pOBbA rpaxaaH B Poccuitckoit egepaunn” <9>, nnbo
Mo TOProBblM HaMMeHOBaHMAM. PelweHne BpayebHOM KOMUCCUM MEAWMUMHCKOW OpraHu3auuu
dUKcmpyeTca B MeAMLMHCKOM AOKYMEHTALMM NaLMEHTA U B XKypHase BpayebHON Komumccuu.

<8> Mpwukas MunHsgpascoupasemTns Poccum ot 5 maa 2012 r. N 502H "06 yTBep»KaeHUM nopaaka
CO34aHUsA U AeATeNbHOCTU BpavyebHOM KOMWUCCUM MeAMLMHCKOW opraHusauumn" (3apernctpupoBaH
MwuHioctom Poccun 9 uioHa 2012 r., perncTpaunoHHbii N 24516), ¢ M3MEHEHUAMWU, BHECEHHbIMU
npuvkasom MuHsapasa Poccum oT 2 gekabpsa 2013 r. N 886H (3apernctpuposaH MuHioctom Poccum 23
AeKkabps 2013 r., perncTpaumnoHHbiii N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickoin ®epepaumn, 2011, N 48, ct. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791; 2018, N 53, cT. 8415.

7. HasHayeHMe nekapcTBEHHOrO Npenaparta B peuenTte Ha GymaskHOM HOCUTeNe WM peuente B
dbopme 3N1EeKTPOHHOrO AOKYMEeHTa OGOPMAAETCA Ha MMA NauMeHTa, ONA KOTOpPOro npeaHasHauyeH
NleKapcTBeHHbIM Npenapar.

Peuent Ha BymaHOM HocuTene, obOpM/IEHHbIN Ha peuentypHom 6naHke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (n), yTBEpPXAEHHbIX HAacTOALMM MPMKA30M, a TaKXKe PeuenT Ha BymarkHom
Hocutene, opopmaeHHbI Ha peuenTypHom 6naHke dopmbl N 107/y-HI, yTBep:KAeHHOW NpuKasom
MuHUCTepCTBA 34paBoOXpaHeHns Poccuitickot Pepgepaumm ot 1 asrycta 2012 r. N 54H "O6
yTBEPXKAEHUN GOPMbl 6NaHKOB pPELLEnTOB, COAEPMKALLUMX Ha3Ha4YeHMEe HAPKOTUYECKUX CPeacTB Wau
NMCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3rOTOBJIEHMA, pacnpeaeneHns, perucTpaumm, yyeta n xpaHeHums,
a TakKe npasun obopmaeHus” <10> (aanee - popma N 107/y-HM), MOXKeT BbITb NONYYEH NALMUEHTOM,
€ro 3aKOHHbIM NpeacTaBUTENEM WU INLOM, UMEOLWUM 0DOPMIEHHYIO B COOTBETCTBUN C FPaXKAaHCKUM
3aKoHoaaTenbcTBom Poccuiickon Pepepaunn A0BEPEHHOCTb OT NaLMEHTa HA NPaBo NOJyYEHUA TAaKOro
peuenTa (4anee - ynoJIHOMOYEHHOE NLO).

<10> 3aperunctpmpoBaH MuHUCTEPCTBOM tocTMumMmM Poccuinckon Pepepaumnm 15 asrycra 2012 r,,
pernctpaumoHHbin N 25190, ¢ W3MEHeHMAMW, BHECEHHbIMW MNpUKasamum  MuUHKUCTEepPCTBa
34paBooxpaHeHua Poccuitckoit Pepgepaumm ot 30 wmoHa 2015 r. N 385H (3apervctpupoBaH
MuHUcTepcTBOM OCTULMKM Poccuiickon ®egepaumm 27 Hoabpa 2015 r., pernctpaunoHHbiit N 39868), ot
21 anpena 2016 r. N 2541 (3apeructpupoBaH MuHUCTEPCTBOM tOCTMUMK Pocculickolt deaepaumm 18
niona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTpupoBaH
MuHKcTepCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

Peuent B dopme 3/IEKTPOHHOIO JOKYMeHTa GOPMUPYETCA C UCMOb30BaHUEM FOCYLAPCTBEHHOM
MHOOPMAUMOHHOM cuctembl B cdepe 3ppaBooxpaHeHus cybbekta Poccuitickolt degepauumy,
MeAULUHCKON MHGOPMALLMOHHOM CUCTEMbI MeANLMHCKON opraHM3auum <11>.
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<11> Cratbu 91 1 91.1 depepanbvHoro 3akoHa ot 21 Hosbps 2011 roga N 323-$3 "0O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoir depepaumnn” (CobpaHue 3aKkoHoAaTenbcTBa Poccuitckol
denepaumu, 2011, N 48, c1. 6724; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 39, cT. 4883; N 48, cT.
6165; 2014, N 30, cT. 4257; N 43, c1. 5798; N 49, cT1. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27,
cT. 3951; N 29, cT.4397; 2016, N 1, cT. 9, 28; N 15, ct. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017, N 18,
CcT. 2663; N 31, cT. 4794).

®akT BblgAYM peLenTa Ha NEeKAPCTBEHHbIM MpenapaT 3aKOHHOMY MNPeACTaBUTEND  WUAU
YNOAHOMOYEHHOMY Ly PUKCMpPYeTCA B MeANUMHCKOM AOKYMEHTALUM NaLMeHTa.

8. MeguuuHCKMM paboTHMKam 3anpewaetca opopmMaaTb PeLenTbl NPU OTCYTCTBUM Yy NauueHTa
MEAULMHCKMX MOKasaHMM; Ha He3aperncTpMpoBaHHbIe JIEKAapCTBEHHble npenapatbl <12>; Ha
JIeKapCTBEHHbIE NpPenapaTtbl, KOTOPblE B COOTBETCTBUM C UHCTPYKLUMEN MO MeANLUUHCKOMY NPUMEHEHUIO
npegHasHayeHbl 414 NPUMEHEHUS TONIbKO B MEAMLMHCKMX OpraHM3aumax; Ha HapKoTMYeCcKne cpeacTsa
M NCUXOTPOMHbIE BELLECTBA, BHECEHHble B cnucok |l MepeyHs, 3aperucTpupoBaHHblE B KayecTse
JIEKapPCTBEHHbIX NPENapaToB, B LEeNsaX NPUMEHEHMA ANA IeYEHNA HAPKOMaHUMU.

<12> PeweHne CoseTa EBpasmMincKOi 3KOHOMMYECKON Kommuccum oT 3 Hoabpsa 2016 r. N 78 "O
MpaBuaax pervcTpaumm M 3KCNepTM3bl JIEKAPCTBEHHbIX CPEeACTB A1A MeAWULUMHCKOro npumeHeHus"
(odmumanbHbId canT EBpa3suinCKOro sKoHoMMYeckoro cotosa http://www.eaeunion.org/, 21 Hoabps
2016 r.). Cratba 13 ®depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 ob6pauleHumn
NIeKapCTBEHHbIX CPeACTB AN MeAUUMHCKoro npumeHeHna" (CobpaHne 3akoHoaaTenbctBa PoccuincKoi
depepaunn, 2010, N 16, cT. 1815; 2015, N 29, cT. 4367; 2018, N 24, cT. 3407).

NHOouBMAayanbHbIM  NpeanpuUHUMATENAM, OCYLLECTBAAWMM  MEeAULMHCKYIO  AeATeNbHOCTb,
OOMNOJIHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3ale NMepBOM HACTOAWEro NyHKTa, 3anpeliaeTca
obopMNATL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CNUCKM || 1
Il NepeuHs (panee - HapPKOTUYECKME M MCUXOTPOMHbIE NEeKapCTBEHHble npenapatbl crnvckos Il u Il
Mepeyns).

9. MpM Ha3HAYEHUW HAPKOTUYECKMX M MNCUXOTPOMHbIX JIEKAapCTBEHHbLIX MpenapaTos cnucka |
MepeyHa, 33 UCKNOYEHNEM fIeKAapPCTBEHHbIX MPEnapaTos B BUAE TPaHCAEPMasbHbIX TepaneBTUYECKnX
CUCTEM W NIeKApCTBEHHbIX MNPenapaToB, COAEPXKALLMX HAPKOTUYECKOe CPeACTBO B COYETaHMMU C
aHTaroHUCTOM OMWOWAHbLIX PEeLEenTopoB, PeuenTbl Ha 6yma)KHOM HocuTene o0QpopPMAAIOTCA Ha
peuenTypHom 61aHKke popmbl N 107/y-HIN.

10. PeuenTypHbIn 61aHK dopmbl N 148-1/y-88 odopmnserca npu HasHauYeHUN:

1) HapKOTMYECKMX M MCUMXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHa B BuAe
TpaHCcAepPMabHbIX TEPaneBTUYECKUX CUCTEM, HAPKOTMYECKMX JIeKApPCTBEHHbIX NpenapaToB crnucka Il
MepeyHa, coAep:Kawux HaAPKOTUYECKOe CPeacTBO B COYETAHMM C  aHTaroOHUCTOM  OMUOMAHBIX
peLenTopoB, NCUXOTPOMHbIX 1EKAPCTBEHHbIX NpenapaToBs cnucka lll Nepeyxs;

2) neKapcTBeHHbIX npenapaTtos, o6aagaloWwmnx aHaboANMYECKON aKTUBHOCTLIO (B COOTBETCTBUM C
OCHOBHbIM PpapMaKONOrMYECKUM AENCTBUEM) U OTHOCALLIMXCA NO aHAaTOMO-TepaneBTUYECKO-XMMMNYECKOM
Knaccudukaumm, peKoMmeHa0BaHHOM BcemupHoM opraHusaumelt 3gpaBooxpaHeHuns (aanee - ATX) <13>,
K aHabosnnyeckum ctepouaam (Koa A14A) (manee - nekapcTBeHHble npenapatbl, obnagatowme
aHabo/MYeCcKol aKTUBHOCTbIO B COOTBETCTBUM C OCHOBHbIM GapMaKo/IOrMYeckMm AencTBUeEM);

<13> Cratba 18 ®depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpaleHun
JIeKapCTBEHHbIX CPeACTB ANs MeAuUMHCKoro npumeHeHua" (CobpaHune 3akoHoaaTenbcTBa Poccuiickon
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depnepaunn, 2010, N 16, cT. 1815; 2014, N 52, cT. 7540).

3) nekapcCTBEHHbIX MpenapaToB, YKasaHHbIX B MyHKTe 5 Mopsgka oTnycka ¢U3MYECKUM nuuam
JIeKapCTBEHHbIX NPenapaToB A8 MeAULMHCKOTO MPUMEHEHMUA, COAEPKALLMX KPOME MaNbIX KOJINYECTB
HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M MX MPEKYpPCoOpoB Apyrve dapmakonornyeckme
aKTMBHblE BELLECTBA, YTBEPXKAEHHOro nNpuMKazom MUHUCTEPCTBA 34PaBOOXPAHEHMA UM COLMANBHOIO
pasBuTna Poccuitickon degepaumm ot 17 mas 2012 r. N 562H <14> (panee - lNopagoK OTMNycKa
JIeKapCTBEHHbIX NpenapaTos);

<14> 3apeructpupoBaH MuHUCTepcTBOM toCTUUMKM Poccuiickon depgepaumm 1 unioHa 2012 r,
pernctpaumoHHbii N 24438, Cc W3MEHEHMAMW, BHECEHHbIMM MNpUKasamu  MUHKUCTepCTBa
34paBooxpaHeHua Poccuitickoit depgepaumm ot 10 wmwoHa 2013 r. N 369H (3apervctpupoBaH
MuHUcTepcTBOM tocTuumn Poccuiickoit ®epepauymm 15 nions 2013 r., pernctpaumoHHbii N 29064), ot 21
asrycta 2014 r. N 465H (3apernctpupoBaH MuHUCTepcTBOM tocTUUMKM Poccuiickon depepauymm 10
ceHTAbps 2014 r., peructpaumoHHbin N 34024), ot 10 ceHTabps 2015 r. N 634H (3aperncTtpupoBsaH
MuHucTepcTBOM tocTULMK Poccuiickoit depepaumm 30 ceHTabpa 2015 r., peructpaumoHHbiii N 39063),
oT 31 oktabps 2017 r. N 882H (3aperucTpupoBaH MUHUCTEPCTBOM tOCTULMM Poccuiickoit degepauun 9
AHBapA 2018 r., pernctpaumoHHbIin N 49561).

4) nekapCTBEHHbIX NPenapaTtoB UHAMBUAYA/NIbHOIO M3rOTOB/EHUS, COAEPMKALLMX HAPKOTUYECKoe
CPeACTBO MW MCUXOTPOMNHOE BellecTBo cnmcka |l MepeyHa, n apyrue GpapmaKosiorMyeckme akTUBHbIE
BElecTBA B [03e, He MpPEeBbllWAOWEN BbICWYHO pPa3oByl f[03y, W MpU  YCNOBUW, YTO ITOT
KOMOMHMPOBAHHbLIA IEKAPCTBEHHbIA MNpenapaTt He ABAAETCA HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka |l MepeyHs;

5) NneKapcTBeHHbIX MNpenapaToB, NOA/AEXKalWMX MPegMeTHO-KOANYECTBEHHOMY Y4yeTy, He
nepeyncaeHHbIX B MOAMNYHKTax 1 - 4 HacToAWEro NyHKTa (3a MCKAOYEHWEeM NIeKapPCTBEHHbIX NPenapaTos,
oTnyckaemblx 6e3 peuenTa).

11. PeuenTtypHbit 61aHK dopmbl N 148-1/y-04 (n) odpopmnseTca Npu HazHAYEHUU NEeKAPCTBEHHbIX
npenapaToB rpaxkgaHam, MMeLWUM NpaBo Ha becniaTHoe NoayYeHWe NeKapCTBEHHbIX NPenapaTos Uan
noJsiydeHue NeKapCTBEHHbIX NPenapaToB CO CKUAKOWN.

12. PeuentypHbiit 61aHKk dopmbl N 107-1/y opopmaneTca npu HasHaYeHUK:

1) nekapCTBEHHbIX NpPenapatoB, YKasaHHbIX B NyHKTe 4 [lopagKka OTNYCKa NeKapCTBEHHbIX
npenaparos;

2) NeKapcTBEHHbIX MPENapaToB, He yKasaHHbIX B NyHKTax 9 - 11 HacToAwero Mopaska.

13. Mpy HaszHa4YeHMU NeKapCTBEHHOro npenapaTa MHAMBUAYANbHOIO M3roTOBAEHUA B peuenTe Ha
6YMa)'KHON\ HOocutene wu (MI'IVI) peuente B d)opme 31IEKTPOHHOIO AOO0KYMEHTAa HauMMeHOBaHWUA
NEKAPCTBEHHbIX NMpenapaTtoB, BKJKYEHHbBIX B NepevyeHb NEeKapCTBEHHbLIX CpeacTts Ana meauunHCKoro
npumeHeHunAa, nognexawux npegmeTtHO-KO/IMYECTBEHHOMY YYETY <15> (,u,anee - JIEKAPCTBEHHbIE
npenaparbl, BKAKOYEHHDbIE B NepeyeHb I'IKy), YKa3blBalOTCA B Ha4Yasne peuenTta, 3atem - BCE OCTa/ibHble
UHIpegneHTbl.

<15> MpuKasz MuHucTepcTBa 3apaBooxpaHeHnsa Poccuinckon Pegepaumnm ot 22 anpens 2014 r. N
183H "O6 yTBEPKAEHUM MEpPeYHA NEeKAPCTBEHHbIX CPEeACTB A8 MEAUUMHCKOTO MNPUMEHEHMUS,
nogfexalWmx npeamMmeTHO-KoNYecTBEHHOMY ydeTy" (3apernctpupoBaH MMHUCTEPCTBOM  HOCTUL MM
Poccuitckoit depepaumm 22 uiona 2014 r., peructpaumoHHbin N 33210), ¢ USMEHEeHUAMU, BHECEHHbIMMU
npukasamu MuHuUcTepcTBa 34paBooxpaHeHusa Poccmninckon Pegepaumnm ot 10 ceHTabpa 2015 r. N 634H
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(3apeructpuposaH MuHucTepcTBOM tOoCTUUMKM  Poccuiickon depepaummn 30 ceHTabps 2015 r.,
pernctpaumnoHHbiii N 39063), ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MuUHUCTEPCTBOM
tocTnumnmn Poccuiickoii Pepepaunn 9 ansaps 2018 r., peructpaumoHHbin N 49561), ot 5 anpens 2018 r. N
149H (3apeructpupoBaH MuHUcTepcTBOM tocTMumMKM  Poccuiickoli ®egepaumm 3 mas 2018 .,
pervctpaumnoHHbiii N 50961), ot 27 uiona 2018 r. N 471H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuiickolt depepaumm 14 asrycta 2018 r., peructpaunoHHbii N 51885).

14. MNpw Ha3HayeHUU NIeKapCTBEHHOro MpenapaTa B peuente Ha bymaxkHOM Hocutene u (Mau)
peuente B popme 3N1EKTPOHHOIO AOKYMEHTa 3anpeLiaeTcA MpeBblwaTb KOAMYECTBO HAPKOTUYECKMX
CPeacTB WMAM  MCUXOTPOMHbLIX BELLECTB, KOTOPOE MOMKET ObiTb BbIMMCAaHO B OAHOM peLenTe,
yctaHoBneHHoe npunoxeHnem N 1 K Hactoawemy [MopAaaKy, 3a UCKIOYEHUEM C/yvaeB, YKa3aHHbIX B
nyHKTax 16 n 25 HacTtoawero MopAaaka.

15. Mpwn Ha3Ha4YeHUM NeKapCTBEHHbIX NPEenapaToB, BKAOYEHHbIX B nepeyeHb [MKY, ao3a KoTopbIx
MPeBbIWAET BbICWWMA OAHOKPATHbIA NpUEM, MeAUUMHCKMI paboTHUMK o0603HayaeT [03y 3TOro
NIeKapCTBEHHOrO MpenapaTa B peuenTe Ha OyMaXHOM HoOCUTene NPOMUCbID C MPOCTaBAEHUEM
BOCKAMLATENbHOIO 3HaKa M (MAM) NPOCTaBAAET BOCKAMLATENbHbIN 3HAK Npu odopmMaeHMM peuenTta B
dopme 3/1eKTPOHHOI0 AOKYMEHTa.

16. Konn4yectBo Ha3HaYeHHbIX NEKAPCTBEHHbIX MPEnapaToBs, BKAOYEHHbIX B nepedeHb [MKY, npu
OKasaHMM NauMeHTaMm, HYXAAWWUMCA B AJUTE/IbHOM Je4EeHUU, NEepPBUYHON MeANKO-CaHUTapHOM
NMOMOLLM M NANNMATUBHOM MEANLMHCKON NMOMOLLM MOKET BbITb yBE/IMYEHO He 6osiee Yyem B 2 pasa no
CPABHEHUIO C KOJIMYECTBOM HAPKOTUYECKMX CPEACTB UM NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXKET ObITb
BbIMWUCAHO B OAHOM peuenTe, ycTaHoBAeHHbIM npunoxeHnem N 1 K HacToAwemy MNopagky.

B cnyuasnx, npeaycMoTpeHHbIX ab3alem nepsbiM HaCTOALLEro NYHKTa, Ha peuenTtax Ha GymaskHOM
HocuTeNe NpoussoamMTcA Haanucb "Mo cneumnasbHOMY Ha3HayeHuo", OTAebHO 3aBepeHHas NoANuChio
MeANLUMHCKOro PaboTHUKA M MedyaTbio MeAMUMHCKON opraHusauuu "[Ons peuentos", Ha peuenTax B
dbopme 3N1EeKTPOHHOrO [OKYMeHTa npoussoauTca oTmeTKa "Moo cneumanbHOMY HasHadeHuo" ¢
NPOCTaBAEHNEM YCUNEHHOW KBAaANPULMPOBAHHOWM 31EKTPOHHOW NOANUCU MEAULMHCKOrO paboTHUKA.

17. CocTaB NneKkapCTBEHHOro npenaparta, NeKapcTBeHHas dopma M obpalleHne MeaWLMHCKOro
paboTHMKa K papmaLueBTMHECKOMY PAabOTHUKY 06 OTNYCKE IeKapCTBEHHOMO NpenapaTta opopmMmastoTca Ha
NIATUHCKOM fi3blKe B POAUTE/ILHOM MagerKe.

Mpu odopmneHnn peuenTypHbIX 6/71aHKOB  [OMYCKAeTCs  WCMO/b30BaHWE  COKpaLLeHWi
(npunoskeHue N 2 K HacToAwemy MopagKy).

Mpy HasHaveHMM JIeKapCTBEHHOro npenapata He [ONycKaeTcA CoKkpalleHue 6aM3KuUX Mo
HaMMEHOBaHMAM WHIPEAMEHTOB, COCTaBAAIOWINX JIeKapCTBEHHbIA npenapaT, He M03BOALWMX
YCTaHOBUTb, KAKOM MMEHHO /1IeKapPCTBEHHbIN NpenapaT HasHayeH.

18. Cnocob npumeHeHMA fleKapcTBEHHOro npenapaTa 0603HaYaeTca ¢ yKa3aHMemM A03bl, 4acToTbl,
BpeMEeHU npuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M ero AJUTENbHOCTU, a A/A NIeKapCTBEHHbIX
npenapaTos, B3aMMOAENCTBYIOLWMX C NMULLEN, - BpEMEHW UX YNnoTpebaeHMs OTHOCUTENbHO Npuema NuLm
(mo enpl, BO Bpems eapl, nocne eabl).

19. Mpu HEOBXOAMMOCTU HEMEANEHHOTO UM CPOYHOrO (B TeyeHUe AByX paboumx gHei) oTnycKa
NIeKapCTBEHHOro npenapaTa nNauMeHTy B BepxHel 4YacTu peuenta Ha 6ymaxKHOM HocuTene
npocTaBasaoTca 0603HavyeHus "cito" (cpoyHo) naum "statim" (HemegneHHo). AHanorMyHble 0603HaYeHUn
NPOCTaBAAOTCA B BUAE OTMETOK Npy obopMIeHnn peLenTa B popme 31eKTPOHHOrO AOKYMEHTa.

20. Mpu obopMAEHMM Ha3HAUYEHMA FOTOBOrO IEKAPCTBEHHOTO NpenapaTa B peuenTe Ha 6ymaxkHOM
HocuTene wuauM peuente B popme 3/7EKTPOHHOrO AOKYMEHTa KOAMYECTBO AeNCTBYHOLWMX BELLECTB
YKa3blBaeTCA B COOTBETCTBMM C WHCTPYKUMEN MO MEeAMUMHCKOMY MNPUMEHEHUIO NeKapCTBEHHOro
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npenapara.

Mpn opopmneHMn HasHayYeHUA JIEKapPCTBEHHOro npenapata WHAWMBWAYA/NIbHOrO U3rOTOB/IEHUA B
peuente Ha OymaHOM HocuTene wMaAM peuente B GOpmMe 3/EeKTPOHHOIO [AOKYMEHTA KOJIMYecTBO
TBEpP/AbIX M CbiNy4mx hapmaLeBTUYecKMxX cybcTaHUMin yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0), *Kuaxux -
B MUAAUAUTPAX, FPAMMaXxX U Kanaax.

21. PeuenTtbl Ha bymaHOM HocuTene, B GopmMe 3N1EKTPOHHOro AOKyMeHTa, 0pOpPM/IEHHbIE Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 u npeaHasHauyeHHble AN OTNYCKa JIeKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoAnyHKTamu 2 - 5 nyHKTa 10 HacToswero MNopaaKa, 4eNCTBUTENbHbI B
TeueHue 15 gHel co aHA opopmaeHus.

22. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/IeKTPOHHOIrO AOKYMeHTa, 0odOpPM/IEHHbIE Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04 (n) n npegHasHayeHHble AN OTNYCKa JIEKapCTBEHHbIX
npenapaTtos rpaxaaHam, ykasaHHbIM B NyHKTe 11 HacToswero MopsagKka, AencTsmuTenbHbl B TeyeHue 30
AHel co aHAa odpopmaeHus.

23. PeuenTtbl Ha bymaHOM HocuTesne, B popme 3/1eKTPOHHOTO AOKYMEHTa, opopmMaeHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04 (n) n npegHasHayeHHble AN OTNYCKa JIEKapCTBEHHbIX
npenapaTtoB rpaxaaHam, AOCTUIUMM MNEHCUMOHHOro BO3pacTa, MHBa/MAAM MEpPBOM rPynmnbl, AeTAM-
MHBANAAM, a TaKXKe Trpa)kgaHam, CTPagalolWum XpoHWYecKMMKu 3aboneBaHuAMK, Tpebyrowmmm
ONNTENbHOTO KYPCOBOIO 1Ie4eHNs, AeNCTBUTENbHbI B TeueHne 90 aHen co AHA opopmMaeHus.

ONnAa neyeHns XpoHMYecKMx 3aboneBaHWii YKasaHHbIM KaTeropusm rpaxgaH JfieKapcTBeHHble
npenapatbl ¢ 0GOPMIAEHMEM PELLENTOB Ha ByMaxKHOM HOCUTeNle AW PEeLEeNToOB B pOPME 3NEKTPOHHOTO
AOKYMEHTa MOryT Ha3HauyaTbCA Ha Kypc nedeHna ao 90 aHen.

24. PeuenTbl Ha Byma)kHOM HocuTene, B popme 3NEeKTPOHHOTO AOKYMeHTa, 0dOpPMAEHHbIE HA
peuenTypHom 61aHKke popmbl N 107-1/y 1 npegHasHadeHHble A4/1A OTNYCKa IeKapCTBEHHbIX NpenapaTos,
npeaycMoTPeHHbIX MyHKTOM 12 HacToswero MNopsagKa, AelcTBUTENbHbI B TeyeHne 60 AHel co AHA
odopmneHus.

MpM Ha3HaYeHUW TrOTOBbIX JEKAPCTBEHHbLIX MPEnapaToB W JIEKAapCTBEHHbIX Npenapartos
WHAMBUAYANbHOrO U3roTOBAEHUA MaLMeHTam ¢ 3a6o1eBaHMAMM, TPEBYIOLMMM AIUTENbHOTO KYPCOBOTO
neyeHus, ¢ opopmaeHneM Ha peuenTypHom 6naHke ¢opmbl N 107-1/y peuenta Ha 6ymarkHOM
HocuTene uAM B Gopme 3NEeKTPOHHOTO OOKYMEHTa YCTaHaB/AMBAETCA CPOK AeilcTBuA peuenTta B
npegenax 40 04HOMO KaseHAapHoro roaa.

B cnyyae ycTaHOB/AEeHMA CpPOKa AeicTBMA pelenTa B npedenax A0 OAHOro roga B peuenTe
npocTtasnserca otmeTtka "lMo cneumanbHOMy HasHauveHWIo", obo3HavaeTca CPOK AencTBMA peuenTa U
NepMoaMYHOCTb OTMYCKa SIeKapCTBEHHbIX MpenapaTos U3 anTe4yHo opraHn3aumm Uan UHANBUAYaAbHbIM
npeanpuvHUmaTenem, UMerLWMM ULEH3NIO Ha papMaLeBTUUYECKYIO AeATeNbHOCTb <16> (exeHenenbHo,
€}XeMeCsAYHO M UHble nepuoAbl). JONONHUTENbHO 3TO yKasaHWe 3aBepseTcsa MNoANUCbI0 U MedyaTblo
MeANUMHCKOro paboTHUKA, a TaKXe nedyaTblo MeAUUMHCKOW opraHmsaummn "Ona peuentos" (gns
peuenta Ha Byma)KHOM HoOcCUTeNe) WAU YCUIEHHON KBanUGUUMPOBAHHOW 3NEKTPOHHOW MNOAMNUCHIO
MeANUMHCKOTo paboTHMKA U nua, YNONHOMOYEHHOTO 3aBepATb AOKYMEHTbI OT MMEHU MeaULIUHCKOM
opraHusaumm (ana peuenTa B popme 31eKTPOHHOro AOKYMEHTA).

<16> MyHKT 47 yactn 1 ctatbn 12 depepanbHoro 3akoHa oT 4 maa 2011 r. N 99-@#3 "O
NINLUEH3NPOBAHUM OTAENbHbIX BUAoB AeatenbsHocTn" (CobpaHue 3aKoHoAaTenbcTBa Poccuiickom
depgepaunn, 2011, N 19, ct. 2716; 2012, N 31, cT1.4322; 2013, N9, c1. 874; N 27, cT. 3477; 2014, N 30, cT.
4256; N 42, 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; N 32, c1.5116; N 45, cT. 6841; N 53, cT. 8424).
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25. PeuenTbl Ha npousBoAaHble 6apbUTYPOBOI KUCAOTbl, KOMBUHMPOBAHHbIE JIEKAPCTBEHHbIE
npenaparbl, coAaepraline KodenH (ero conun), MHble KOMBUHMPOBAHHbIE NEeKapPCTBEHHbIE NpenapaThbl,
noaneskawme npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, JieKapcTBeHHble npenapaTtbhl, obaagatouime
aHaboAMYeCKON aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (apMaKO/OrMyeckum AencTenem, Aaa
NeyeHns NaumeHTOB C XPOHUYECKMMU 3ab60/eBaHMAMM MOTYT 0QOPMAATLCA Ha Kypc sedeHna ao 60
AHen.

B M4aHHbIX CAy4yasx B peuenTax Ha OymaKHOM HocuTene npousBoauTca Haanucb "o
cneupmanbHOMY HasHayeHuto", 3aBepeHHas MoAMUCbI0  MeAMUMHCKOro pPaboTHMKa M nevaTbto
MeAMLUMHCKOW opraHusaumn "Ons peuentos”, peuentax B ¢GOpme 3/NEKTPOHHOro [AOKYMeHTa
npousBoguTca oTmeTKa "Mo cneuManbHOMy HasHauyeHuio", C  NPOCTaBAEHUMEM  YCUIEHHOW
KBa/IMOUUMPOBAHHOW 3/1IEKTPOHHON NOoANUCU MeAMLMHCKOro paboTHMKA M /Mua, YNOJHOMOYEHHOTO
3aBepPATb AOKYMEHTbl OT UMEHU MeANLMHCKON OpraHn3aumu.

26. PeuenT Ha 6ymarkHOmM HocuTene, B GoOpme 3NEKTPOHHOIO AOKYMeHTa, 0POPMAEHHbIN C
HapyLWeHMEeM YCTaHOB/IEHHbIX HAaCTOALLMM MNopaaKom TpeboBaHWI, CUMTAETCA HEAENCTBUTENbHBIM.

Il. Ha3HaueHue nekapcTBEHHbIX NPenapaToB NpU OKasaHUU
MeAULMHCKO NOMOLLM B CTAaLMOHAPHbIX YCI0BUAX

27. Mpx OKasaHWMWM MAUMEHTY MeOMLMHCKOM MOMOLWM B CTAaLMOHAPHbIX YCNOBUAX HA3HayeHue
JIeKapCTBEHHbIX MpenapaToB npousBoguTca 6e3 odopmaeHMa peuenta MeaNUMHCKUM PabOoOTHUKOM
€4MHONIMYHO, 32 UCK/IKOYEHNEM C/lyYaeB, YKa3aHHbIX B NYHKTe 28 HacToAwero MNMopaakKa.

28. CornacoBaHWe Ha3Ha4yeHUA JIeKapCTBEHHbIX NMpenapaToB C 3aBeAylowum OoTAe/IeHUEM Uan
OTBETCTBEHHbIM AEXYPHbIM BPa4Yom M60 APYrMmM ANLOM, YNOJTHOMOYEHHBIM NPUKA30M FNaBHOMO Bpaya
MEOVLMHCKON OpraHM3aumun, a TaKXKe, NpPU HaJlu4ymMM, C BPaAYOM - KAUHUYECKMM (apmMaKosorom
HeobxoAMMO B Cay4anx:

1) OAHOBPEMEHHOI0 Ha3Ha4YeHUA NATU U 6onee NNEKAPCTBEHHbIX MPENapaToB O4HOMY NaUNEHTY;

2) Ha3HaYyeHUA NleKapCcTBEHHbIX NPEenapaTos, He BXOAALMX B NepeyeHb KU3HEHHO HeobXxoauMbIx
N BaXXHEMLUMX NEeKapCTBEHHbIX Mpenapatos <17>, npu HETUNMYHOM TeueHuu 3abosieBaHMA, HaAUYUU
OC/NIO’KHEHWI OCHOBHOro 3aboneBaHusa W (MAKM) conyTcTBYHOWMX 3aboneBaHWi, NPU Ha3HaYeHUU
JIeKapCTBEHHbIX MpenapaToB, O0COHBEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COrNacHo
MHCTPYKUMAM NO WX MPUMEHEHUIO MPUBOAAT K CHUMNKEHWI0 3¢deKTMBHOCTM M 6HesonacHocTu
dbapmakoTepanuu u (Mam) co3gatoT NOTEHLMAIbHYIO ONacHOCTb AN XKU3HW U 340P0BbA NaLMeHTa.

<17> MNyHKT 1 cTtatbn 60 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "0O6 ob6palleHmm
NeKkapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit dPepepaunn, 2010, N 16, cT. 1815;
2012, N 26, cT. 3446; 2014, N 52, cT. 7540).

B YKa3aHHbIX C/ly4aAX Ha3Ha4YeHWe NEKAPCTBEHHbIX NMpenapatos d)l/lKCVIpy@TC’r'I B MEAMLLMHCKOVI
AOKYMEHTaUMN MnauneHtTa wu 3aBepAeTca nognucbko mMeguuynHCKOro pa6OTHVIKa n 3aBegyrouwiero
oTAENEHNEM (OTBETCTBEHHOI’O AEeXYPHOro Bpaya nam 4pyroro ynoJiHOMo4eHHoOro ﬂI/ILl,a).

29. MeguuMHCKMIA pabOTHMK MeAUMUMHCKOW OpraHusauum (ee CTPYKTYpHOro noapasaeneHus),
pacno/sioXXeHHOW B CE/NIbCKOM Hace/fieHHOM MYHKTE, OCYLLEeCTB/AAET Ha3HayeHUe /fleKapCTBEHHbIX
npenapaToB B C/ly4asX, yKa3aHHbIX B NyHKTax 28 1 30 HacToAwero MNopaaka, e4MHOANYHO.

30. Mo pelueHUto BpayebHON KOMUCCUM NaLMEHTam MPU OKa3aHUM UM MEAULIMHCKOW NOMOLIM B
CTaLMOHAPHbIX YCAOBMAX Ha3Ha4aloTCA JIeKapCTBEHHble npenapaTtbl, He BKAKOYEHHble B MepeyeHb
U3HEHHO HeobXOAMMbIX M BaKHEWLIMX SIeKapCTBEHHbIX NpenapaTtos, B C/yd4ae WX 3ameHbl U3-3a
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VIHLI,VIBVI,EI,ya}'IbHOﬁ HenepeHOCUMOCTH, NO XU3HEHHbIM MOKAa3aHNAM.

PeweHne BpayebHOM KomMUCCUM OUKCUMPYETCA B MEeAMUMHCKOM [AOKYMEHTauuu nauyeHTta U
KypHane spadyebHOn Komnccuu.

31. B cnyyasx obcnepoBaHMA U NeYEHUA FPaXKOAHWMHA B CTALMOHAPHbIX YCAOBMAX B pamKax
NpefoCcTaBAEHNA MEAUUMHCKUX YCAYr Ha BO3ME3[HON OCHOBE 3a CYET JIMYHbIX CPEACTB FpaXkAaaH,
CpeACcTB PUANYECKUX NUL, U UHbIX CPeaCcTB Ha OCHOBaHMW [OOrosBopa, B TOM 4ucae [orosopa
A06pPOBONBLHOIO MEeAMUMHCKOro CTpaxoBaHMA <18>, emMy MoOryT ObiTb Ha3HauyeHbl /1IeKAPCTBEHHbIE
npenapaTtbl, He BXOAALWME B MNepPeYeHb MKWM3HEHHO HEOOXOOUMBIX M BAXKHEWMLWMX JIeKapPCTBEHHbIX
NpPenapaToB, eC/IN UX Ha3HAYeHME U NPUMEHEHWNE 06YCNOBAEHO MEANLMHCKMMM NOKA3AHUAMM.

<18> MocTtaHoBneHue Mpasutenbctsa Poccuiickolt Peaepaunn ot 4 okTabpa 2012 r. N 1006 "O6
yTBEpPKAEHUN MNpaBun NpefoCcTaBAEHNS MEANLMHCKMMMU OPraHM3auMAMM NAATHbIX MeAUUMHCKUX ycayr"
(CobpaHue 3akoHoaaTenbcTsa Poccuitckoit depepaumum, 2012, N 41, cT. 5628).

lll. HasHaueHMe neKapcTBEHHbIX NpenapaTos
NpW OKa3aHUM NepBUYHOIN MeAUKO-CAaHUTAPHOIA NOMOLLU, CKOPOW
MeAULMHCKO NOMOLUU U NAaNINAaTUBHO MeAULMHCKOI noMmoLm

32. MNpn OKasaHMM MNEPBUYHON MEAUKO-CAaHUTAPHOW MOMOLM M MNaNANaTUBHOW MeAMLMUHCKOM
NOMOLM B amMbynaTopHbIX YCNOBUAX Ha3HaYeHWe JIeKapCTBEHHbIX MPenapaTtoB OCYLLeCcTBAAETCA
MeANLUNHCKMM PaboTHUKOM B CNyYasaX TUMMYHOIO TeyeHMA 3abonesaHmA NaumMeHTa UCXOAA U3 TAXKECTU U
XapakTepa 3aboneBaHus.

33. HasHavyeHWe NeKapcTBEHHbIX MPenapaToB Mo pelweHnto BpayebHON KOMUCCUMN MPU OKa3aHUn
NepBMYHON MeLMKO-CaHUTAapPHOM MNOMOLLM, NAAMATUBHON MELMULMHCKON MOMOLWM B ambyaTOpPHbIX
YCNOBUAX NPOU3BOAMTCA B CyHaAAX:

1) o4AHOBPEMEHHOTO Ha3HaYeHUa OAHOMY NauMeHTy NATM U Bonee NIeKapCTBEHHbIX NPenapaTos B
TeYeHne OAHMNX CYTOK UK CBbille AeCATU HauMEHOBaHUIA B TEYEHNE OAHOro MecaLa;

2) Ha3HaYeHUA NEeKAPCTBEHHbIX MPenapaTtos MpPu HETUNUYHOM TeuyeHun 3abosieBaHusA, HaAUuUU
OC/IOKHEHWN OCHOBHOro 3abonesaHua u (MaM) conyTcTByOWMX 3ab0neBaHWI, NPU Ha3HAYEHUU
NeKapcTBEHHbIX MpenapaTtoB, O0COB6EeHHOCTM B3aMMOAEWCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHoO
MHCTPYKUMAM MO MX MPUMEHEHMUIO MPUBOAAT K CHUMKEHUIO 3OPEKTUBHOCTU M 6E30MaCHOCTM NIeYEHUS
naumneHTa 1 (1K) co34atoT NOTEHLMAbHYIO ONACHOCTb ANA }KU3HWU M 340P0BbA NaLMEHTa;

3) nepBMYHOro HasHaYyeHWs MNALMEHTY HAPKOTUYECKMX U MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX
npenapatos cnunckos Il u Il MepeyHs (B cnyyae NPUHATUS pPyKOBOAMTENEM MeAULMHCKON OpraHn3aumm
peleHna o HeobX04MMOCTU COrNacoBaHMA Ha3HAYEHWUA TAaKUX IEKAPCTBEHHbIX NPEnapaToB ¢ Bpa4yebHo
Komuccuen).

34. ToBTOpPHOE HA3HAYEHWE HAPKOTUYECKUX M MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MNPEnapaTos
cnuckos Il u 1l NepeyHs npounsBoaUTCA MEAULMHCKMM PabOTHMKOM CamoCTOATENbHO MNalMeHTam C
Bblpa*keHHbIM 60/1€BbIM CUHAPOMOM N060ro reHesa, HapyLeHWEM CHa, CYAOPOKHbIMU COCTOAHUSMMU,
TPEBOKHbIMWU paccTpoiicTBamu, GobmUaAMM, MCUXOMOTOPHbLIM BO3OYKAEHUEM.

35. MNpu OKasaHUW CKOPOWA MeAMLMHCKOW MOMOLUM NeKapCTBEeHHble npenapaTbl Ha3HavaloTcs
MeANLUMHCKMM pPaboTHMKOM Bble3aHOMW 6puragbl CKOpPOM MeAULMHCKON NOMOLWM, MeAULUHCKUM
paboOTHMKOM MeAULMHCKON opraHusauMM Mnpu OKasaHUM MeAULMHCKOW MOMOLLM rpaxaaHam npu
3ab60n1eBaHMAX, HECYACTHbIX C/Ay4anx, TpaBMax, OTPaBAEHUAX W APYrMX COCTOAHUAX, TpebyroLimx
CPOYHOro MeAMLIMHCKOro BMeLlaTe1IbcTaa.


consultantplus://offline/ref=B47B59F31067F957F8601F234BBE1A8A2DC841515DFB065A0DB0E5CCED02281AADA49402B70A525C1AB79A51696DEFE22C1C6C8E04AE0D74L4N2I
consultantplus://offline/ref=B47B59F31067F957F8601F234BBE1A8A2FCA445355F7065A0DB0E5CCED02281AADA49402B70A525F10B79A51696DEFE22C1C6C8E04AE0D74L4N2I
consultantplus://offline/ref=B47B59F31067F957F8601F234BBE1A8A2DCA43595DFC065A0DB0E5CCED02281AADA49402B70A535A10B79A51696DEFE22C1C6C8E04AE0D74L4N2I
consultantplus://offline/ref=B47B59F31067F957F8601F234BBE1A8A2DCA43595DFC065A0DB0E5CCED02281AADA49402B70A515C1DB79A51696DEFE22C1C6C8E04AE0D74L4N2I
consultantplus://offline/ref=B47B59F31067F957F8601F234BBE1A8A2DCA43595DFC065A0DB0E5CCED02281AADA49402B70A535A10B79A51696DEFE22C1C6C8E04AE0D74L4N2I
consultantplus://offline/ref=B47B59F31067F957F8601F234BBE1A8A2DCA43595DFC065A0DB0E5CCED02281AADA49402B70A515C1DB79A51696DEFE22C1C6C8E04AE0D74L4N2I

IV. HasHauyeHue neKapcTBEHHbIX NPenapaToB rpaxkgaHam,
MMelLWMM NPaBo Ha 6ecnaiaTHoe NonyYeHUe NeKapPCTBEHHbIX
npenapaToB UAM NOJIy4YeHME IeKapCTBEHHbIX NpenapaToB
CO CKMA KON, NPU OKa3aHUM NepPBUYHOMN
MeAUKO-CaHUTapPHOW NOMOLLM

36. [lNpn OKasaHUM NEepPBMYHON MEAMKO-CaHUTAPHON MOMOLWM Ha3HayYeHne MeaUUUHCKUM
paboTHMKOM B COOTBETCTBMM CO CTaHAAPTAMM MeAWMLMHCKOM nomowm <19> neKapCTBEHHbIX
npenapaTtoB, OTMycKaembiXx 6ecniaTHO MM CO CKMAKOM, OCYLWECTBAAETCA Ha peuenTypHom OnaHKe
dopmbl N 148-1/y-04 (n) c yyeTom pas3sutna 3abonesaHUs, o0cobeHHOCTel TeyeHWUs OCHOBHOrMo U
CONyTCTBYIOLLEro 3a60NeBaHNI C/IeAYIOWMM KaTeropmsam rparkaaH:

<19> MyHKT 4 yactn 1 ctatb 37 PepepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-d3 "06
OCHOBAx OXpaHbl 340pOBbA rpaxpaH B Poccuitckont depepaumm” (CobpaHue 3aKOHOAATENLCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2018, N 53, cT. 8415).

1) rpa)kAaHam, MMeLIMM NPaBo Ha MoJlyYeHue rocyJapCcTBEHHOW COoLManbHOM NOMOLWIM B Buae
Habopa couuasbHbIX YCAYr, B COOTBETCTBUM C TNepeyHeM JIeKapCTBEHHbIX MNpenapaToB ANs
MEAULMHCKOTO MNPUMEHEHUss, B TOM YUCNE JIEKAPCTBEHHbIX MpPenapatoB A8 MeAULMHCKOro
NPUMEHEHWS, Ha3HAYaeMbIX MO PELIEHNI0 BPAaYeOHbIX KOMUCCUIA MeANLIMHCKUX OpraHmn3aumnii <20>;

<20> YacTb 2 cTaTby 6.2 PegepanbHoro 3akoHa ot 17 nronsa 1999 r. N 178-d3 "O rocyaapcTBeHHOM
coumanbHoli nomouwm" (CobpaHue 3akoHoaatenbcTea Poccuitickoint deaepaumm, 1999, N 29, cT. 3699;
2009, N 30, ct. 3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165).

2) nuuam, 60nbHbIM remoduanen, MyKOBUCLMAO30M, TMNOPU3APHBIM HaHM3IMOM, 60ne3Hbto
lowe, 310KaYeCTBEHHbBIMM HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBLIX MM
TKaHeWn, paccesHHbIM CKAepO30M, FeMOJIMTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKMM apTPUTOM C
CUCTEMHbIM Ha4vasiom, myKkonoauncaxapugosom |, Il u VI Tunos, nvy, nocne TpaHCNAaHTaLMM OpPraHoOB U
(unn)  TKaHEM B COOTBETCTBMM C MepeyHeM JIeKAPCTBEHHbIX MPEenapaToB, YTBEPXKAAEMbIM
MpasuTtenbcteom Poccuinckoit Pegepaumm <21>.

<21> Yactb 7 ctatbm 44 depepanbHOro 3akoHa oT 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickonn depepauun” (CobpaHue 3aKkoHoaaTenbcTBa Poccuitckol
depepaunn, 2011, N 48, c1. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rparkgaHam, MMeEKLMM NpPaBo Ha MNOJlyYeHMe NIeKapCTBEHHbIX MNpenapaToB 6ecnnatHo uau
nosly4yeHune NeKapCcTBEHHbIX NpenapaToB CO CKU/AKOM 3a cYeT cpeacTs b6loaKeToB cybbekToB Poccuiickoi
depepaunn, B cooTBeTcTBMM C [lepeyHem rpynn HaceneHua W KaTeropuin 3abonesaHuin, npu
ambynaTopHOM NleYeHUU KOTOPbIX NEeKApPCTBEHHbIE CPeACTBa WM M3A4eNnA MeAMUMHCKOro Ha3HayeHus
OTMYCKAlOTCA MO peuentam Bpayel HecnniatHo, n MNepeyHem rpynn HaceneHus, nNpu ambynaTopHoOM
JNIeYEeHUN KOTOPbIX JIEKAPCTBEHHbIE CPEeACTBA OTNYCKAlOTCA MO peuentam Bpayeh ¢ 50-npoLeHTHOM
CKMOKOM CcO CBOOOAHbLIX LEH, YTBEPXAEHHbIMW nocTaHoBneHMem [pasButenbctBa Poccuinckoit
depepaunm o1 30 utona 1994 r. N 890 <22>;

<22> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®egepaumm, 1994, N 15, ct. 1791; 1995, N 29, cT.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, cT. 1724, N 15, cT. 1824; 2000, N 39, cT1. 3880; 2002,
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N 7, cT. 699.

4) rpaxgaHam, CTPaAaloWMM KUSHEYTPOMNKAOWUMN U XPOHUYECKMMU MNPOrPeccUpyoLLmmm
peakumu (opdaHHbIMK) 3ab60NeBAHUAMU, MPUBOAALLMMU K COKPALLLEHUIO NPOAOIKUTENBHOCTU KU3HU
rpa*kgaH U X MHBAAMAHOCTM <23>,

<23> MMocTtaHoBneHue lpasuTtenbcta Poccuiickoin ®egepaumm ot 26 anpena 2012 r. N 403 "O
nopsake segeHus deaepanbHOro perncrTpa nu, CTPaaatowmx KU3HEYrpoXKaloWMMN U XPOHNUYECKMMMU
nporpeccupyowmmm  pegknmm  (opdpaHHbIMK) 3aboneBaHMAMK, NPUBOAAWMMU K COKPALLEHUIO
NPOAO/IKUTENbHOCTM KU3HU rPaxKaaH U UX UHBAANMAHOCTU, U ero permoHanbHoro cermeHTa" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumu, 2012, N 19, c1. 2428; N 37, cT. 5002).

Mpn odopmneHumn peuenta Ha 6naHke dopmbl N 148-1/y-04 (n) Ha 6ymarKHOM HocuTene
opopMAAIOTCA ABa 3K3eMNaApa, OAMH M3 KOTOPbIX OCTAeTca B anTeyHOW opraHM3aluu, BTOPOMN - B
MeANUNHCKON OKYMEHTaLUUN NaumeHTa.

37. NpaBo Ha3HayaTb /IEKAPCTBEHHbIE NpenapaTbl rpa)kaaHam, MMeLWMM nNpaBo Ha becniaTHoe
NnoJslyYyeHMe NEeKAPCTBEHHbIX MNPEenapaToB WAM MNOJIyYEHWE JIEKAPCTBEHHbIX MPEnapaTtoB CO CKUAKOM,
TaKXe MMeoT:

1) megmumHcKMe paboTHMKK, paboTalowme B MeaULMHCKOW OpraHM3aumm no COBMEeCTUTENbCTBY
(B npeaenax cBoelt KOMNETEHLMN);

2) MeAWUMHCKME PabOTHWKKM CTALMOHAPHbIX OpraHM3aumii coumanbHOro OBCAYKMBaHMA NpuU
HaMYMM NNLEH3UM HA OCYLLECTB/IEHWE MEeAMUMHCKON AOeATenbHocTn <24>, npeaycmaTtpuBatoLLei
BbINO/IHEHNE pPaboT (OKasaHMe YCAyr) MO OKa3aHWI0 MepPBUYHON MeAMKO-CaHUTAapHOW MOMOLLM B
ambyNaTopHbIX YCNOBMAX (HE3aBUCMMO OT BEAOMCTBEHHOW NPUHAA/IEKHOCTK);

<24> TyHKT 46 vactm 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-#3 "O
JNIMLLEH3NPOBAHUM OTAeNbHbIX BUAOB peatenbHocTn" (CobpaHue 3aKoHopaTenbcTBa Poccuitckoi
depepaunu, 2011, N 19, c1. 2716; 2012, N 31, cT1. 4322; 2013, N 9, cT. 874; N 27, c1. 3477; 2014, N 30, cT.
4256; N 42, ct. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44, c1. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, c1.5116; N 45, cT. 6841; N 53, cT. 8424).

3) meAuUMHCKME PaboTHUMKU MeAMLMHCKMX OpraHM3aluii, OKasbiBaloLWMX MNEepPBUYHYI0 MeaMKO-
CaHMUTapHYlO MNOMOLILb, MOABEAOMCTBEHHbLIX ¢eaepanbHbIM OpraHam WCMNOJHUTENbHOW BAACTU MK
opraHam MCMONHUTENbHOM BAacTu cybbekTos Poccuinickon Peaepaumu;

4) nHaAnBunaAyanbHble npeanpuHMmaTenm, ocyuiectsaawouwime megununHCKYro AOeATEe/IbHOCTb WU
BK/IKOYEHHbIE B peectp mMegununHCKux opraHmaauMﬁ, ocywecrtBnaWwmnx AOeATeNbHOCTb B cd)epe
obA3aTenbHOro MeONUNHCKOTO CTPaxXxoBaHUA.

38. Mpu HasHaAYeHMM NIeKaPCTBEHHbIX NMPEnapaToB rpaxgaHam, MMerLWMM NpaBo Ha becniaTHoe
noJlyyeHue IeKapCTBEHHbIX NPEnapaToB MW MOJIyYEHME NEKAPCTBEHHbIX MPenapaToB CO CKUAKON, B
peuenTe yKasblBaeTcd Homep TenedoHa, MO KOTOPOMY PAabOTHUK anTeyHoW OpraHusauum npu
HeobX0AMMOCTN MOXKET COFNAacoBaTb C MeAMLMHCKMM paboTHUKOM 3aMeHy 1eKapCTBEHHOrO Npenapara.

39. HasHaueHne HapPKOTMYECKUX M NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTtos cnucka Il MepeyHs
(33 UCKNtOUEHMEM NeKapCTBEHHbIX NPenapaTos B BUAE TPAHCAEPMAsbHbIX TepaneBTUYECKMX CUCTEM, a
TaKXe /leKapCTBEHHbIX MpPenapaToB, COAEpPMKallMX HaApPKOTMYECKoe CpeacTBO B COYeTaHuMM C
aHTaroHMCTOM OMWOMAHbIX PELEenTopoB) rpaxaaHam, MMelWMM MNpaBo Ha GecniatHoe noaydyeHue
NleKapcTBeHHbIX NPenapaToB WAM NOMYYEHUA NEKAPCTBEHHbIX NPenapaToB CO CKUAKOW, OCYLLeCcTBAAETCA
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Ha peuenTtypHom 6naHke ¢opmbl N 107/y-HIM, K KOTOpoMy AONOAHUTENbHO OPOPMAAETCA PeLenT Ha
peuentypHom 6naHke dpopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUnU Ha BymaxKHOM
HocuTene).

40. Ha3zHayeHne HapKOTMYECKNX N NCUXOTPOMHbIX NeKapCTBEHHbIX npenapaTtos cnucka |l MNepeyna
B BMAE TPaHCAEPMAJbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NEKAPCTBEHHbIX MpenapaTtos
cnucka Il MepeyHs, copeprKalunx HapKOTUYECKoe CPeaCcTBO B COYETAHUM C aHTAarOHUCTOM OMUOUZAHBIX
peLenTopoB, MNCUXOTPOMHbIX JIeKApPCTBEHHbIX MpenapatoB cnucka Il [epeyHa, nexkapcTBEHHbIX
npenapaToB, BKAOYEHHbIX B NepeyeHb [KY, nekapcTBeHHbIX NpenapaTos, o6aasatowmx aHaboamyeckoi
aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (GAPMaKONOTMYECKMM [eNCTBUEM, KOMOWMHMPOBAHHbIX
NIeKapCTBEHHbIX MpenapaToB, YKasaHHbIX B noAnyHKTe 3 nyHKra 10 Hactoawero [lopagka,
npefHasHavyeHHble ANA NeYeHUA rpaxKaaH, MMeoLWUX NpaBo Ha becnaaTHoe NofyYyeHWe eKapCTBEHHbIX
nNpenapaTtoB WAW MOJNyYEeHUE NEKAPCTBEHHbIX NPENapaToB CO CKUAKOM, OCYLWEeCTBAAETCA Ha
peuentypHom 6naHKe ¢opmbl N 148-1/y-88, K KOTOPOMY AOMOAHUTENbHO OPOPMANAETCA peuenT Ha
peuentypHom 6naHKke dpopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu opopmaeHUn Ha BymarkHOM
HocuTene).

MpunoxkeHne N 1

K MopAaaKy HasHayeHnA
JleKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MuHUCcTepcTBa 34PaBOOXPAHEHMUA
Poccuitckoit ®epepaumm

oT 14 aHBapa 2019 r. N 4H

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB UJIU NCUXOTPOMHbIX BELLLECTB, KOTOPOE
MOXET BbiTb BbIMUMCAHO B OAHOM PELLENTE

N n/n | MesxayHapoaHoe HenaTeHTOBaHHOE dopma BbInycKa u Konnyectso
HaMmeHOoBaHMe HapPKOTUYECKOro U [031POBKa
NCUXOTPOMHOIO IeKapCTBEHHOIO
npenapara
1 BynpeHopdmH + HanokcoH Tabnetku 60 TabneTok

CY6I'IVIHI'BaﬂbeIe

0,2 mr +0,2 mr (ynakoBka, KpaTHas N 20)
2 BynpeHopduH PacTBOp A5 MHBbEKLUN, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TIO6MKOB)
3 bynpeHop¢uH TpaHcaepMasbHbIN
naacTbipb
35 mKr/uac 20 nnacTbipen
52,5 MKr/uac 10 nnacTbipei

70 mKr/uac 5 nnactbipen
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4 AurngpokoaeunH Tabnetku
NPOIOHIMPOBAHHOTO
JencTeus
60 mr 40 TabneTok
90 mr 30 TabneTok
120 mr 20 TabneTtokK
5 MopouH PacTBOp ANs UHBEKLUN,
pacTBop ANA 20 amnyn (wnpuu-
NOAKOXHOro BBEAEHUSA TI06MKOB)
10 mr/mn 1 mn
6 KopeunH + MopduH + HockanuH + Pactesop gna
ManasepuH + TebanH NOAKOYKHOro BBEAEHMUSA
0,72+5,75+2,7+0,36 + 20 amnv
0,05 mr/mn 1 mn 1,44 + y
11,5+5,4+0,72+0,1
mr/mn 1 mn
7 TpumenepuanH Tabnetku 25 mr 50 Tabnetok
8 TpumenepugmnH PactBop A1a MHbEKLMIA
10 mr/mn 1 mn 20 amnyn (wnpuy-
TI0BUKOB)
20 mr/mn 1 mn
9 MopduH TabneTku (Kancynbl)
NPOJIOHIMPOBAHHOTO
nencrens
10 mr 180 Tabn. (kanc.)
30 mr 60 Tabn. (Kanc.)
60 mr 40 Tabn. (kanc.)
100 mr 20 Tabn. (Kanc.)
200 mr 20 Tabn. (Kanc.)
10 MopduH Tabnetku
5 mr 100 TabneTok
10 mr 100 TabneTok
11 MopduH Kanau gna npnema
BRYTPb 4 dnakoHa
20 mr/mn 20 mn
12 MopduH PacTtBop gna npnema




BHYTPb (MOHOA,03bI)
2 Mr/mn 5 mn
6 mr/mn 5 mn

20 mr/mn 5 mn

100 amnyn n/s
80 amnyn n/3

30 amnyn n/3

13 OKcuKoaoH + HanokcoH TabneTku
NPOOHIMPOBAHHOTO
JencTeus
5mr+2,5mr 100 tabneTok
10 mr+5 mr 60 Tabnetok
20 mr+ 10 mr 40 TabneTtok
40 mr + 20 mr 20 Tabnetok
14 | MponnoHUndeHnNIToKCnaTUANMNepmn | TabneTkn 3awedHble 20 50 12616 TOK
AVH Mr
15 deHTaHUN TpaHcaepmanbHasa
TepaneBTUYecKas
cuctema
12,5 mKr/yac 20 nnactbipeit
25 mKr/uac 20 nnacTbipen
50 MKr/uac 10 nnactbipei
75 mKr/uac 10 nnacTbipe
100 mKr/yac 10 nnacTtbipei
16 deHTaHUN TabneTkn noabA3bIYHbIE
0,1 mr
0,2 mr
0,3 mr 50 Tabnetok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHUN Cnpei Ha3anbHbIN
®nakoH 50 mKr/go3a
2,0 mn (10 po3s) 24 dnakoHa

3,2 mn (20 pos)

12 ¢nakoHoB




5,0 mn (40 pos)
dnakoH 100 mKr/oo3a
2,0 mn (10 pos)
3,2 mn (20 pos)
5,0 mn (40 pos)
dnakoH 200 mKr/oo3a

2,0 mn (10 po3s)

6 ¢pnakoHoB

12 ¢naKkoHoB

6 ¢dnakoHoB

3 ¢pnakoHa

12 ¢dnakoHoB

3,2 mn (20 pos) 6 ¢pnakoHoB
5,0 mn (40 pos) 3 pnakoHa
18 bytopdaHon PactBOp Ans MHbEKUNi 2 20 amnyn
mr/mn 1 mn
19 HanbyduH PactBOp ANs MHbEKLNIA
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 deHobapbuTan TabneTku
5mr
50 mr 50 Tabnetok
100 mr

MpunoxeHune N 2
K MNopaaky Ha3HavyeHuA

JleKapCTBEHHbIX NpernapaTtos,
yTBEPKAEHHOMY NMPUKA30M

MwuHucTe PCTBa 34pPpaBOOXPaHEHUA

Poccuitckoin ®epepaumm
oT 14 ansapa 2019 r. N 41

CnpaBoyHO

PEKOMEHAOBAHHbIE K UICNMNO/1b30OBAHUIO COKPALLEHUA

NP O®OPM/IEHUM PELEENTOB

CokpaweHune

lNonHoe HanucaHue

MNepesog,

daa

ana

no, MOPOBHY




ac., acid. acidum Kucnorta
aer. aerozolum a3po30/ib
amp. ampulla amnyna
ag. aqua BOAA
aq. purif. aqua purifikata BOAa OYMLLEHHan
but. butyrum macno (Teepaoe)
caps. capsula Kancyna
comp., cps compositus (a, um) CNOXKHbIN
D. Da (Detur, Dentur) Bblaai (NycTb BbiAAHO, NyCTb
6yaeT BblAaHO)
D.S. Da, Signa Detur, Signetur Bblgali, 0603Haub
MycTb 6yaeT BblAAHO,
0603Ha4eHo
D.t.d. Da (Dentur) tales doses Bbigan (Myctb 6yayT BbiAaHbI)
TaKue [03bl
dil. dilutus pa3BeaeHHbIN
Div. in p. aeq. Divide in partes aequales Pa3zenun Ha paBHble YacTu
emuls. emulsio amysibcun
extr. extractum SKCTPAKT, BbITAXKa
F. Fiat (fiant) Myctb obpasyetca (0bpasytoTca)
gran. granulum rpaHybl
qt., gtt qutta, guttae Kanns, Kanam
qtt. peror. guttae peroralis Kanau gna npuema BHYTpb
inf. infusum HacTo
in amp. in ampullis B amnynax
in tab. in tab(u)lettis B TabneTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TabneTKax c
NPOJIOHTMPOBAHHbIM
BblcBODOOMXKAEHNEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TabneTKax c

obductis NPOJIOHTMPOBAHHbIM
BbICBOBOXKAEHNEM, MOKPbITbIX
ob6onoukoi
lin. linimentum UOKaa masb




lig. liquor KUOKOCTb
lot. lotion NOCbOH
m. pil. massa pilularum NUAAbHas Macca

membr. bucc.

membranulae buccales

NAeHKn 3aleydHble

M. Misce, Misceatur Cmewaw (MycTb 6yaet
cMellaHo)
mixt. mixtura MWUKCTYpa
N. numero yncnom
ol. oleum macno (¥uakoe)
past. pasta macTa
pil. pilula, pilulae NUAONA, MUK
p. aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OCaXAEeHHbIN
pulv. pulvis NOPOLLOK
g.s. guantum satis CKOJIbKO NOTPebyeTcs, CKOIbKO
Hazo
r., rad. radix KOpeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MoeTopwu (MycTb byaer
NoBTOPEHO)
rhiz. rhizoma KOopHeBuLe
S. Signa, Signetur O6o03Haub (MycTb byaeT
0603HaueHo)
sem. semen cems
simpl. simplex npocrtoi
sir. sirupus cmpon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp ANA NPUEMA BHYTPb
spr. spray cnpe
spr. nas. spray nasale cnpei HasanbHbIlM

supp.

suppositorium

CcBeua




susp. suspensio CycneHsus, B3BeCb
tabl. tab(u)letta Tabnetka
t-ra, tinct. tinctura HacToMKa
STT Systemata Therapeutica TpaHcaepmanbHas
Transcutanea TepaneBTUYecKaa cuctema
ung. unguentum Masb
vitr. vitrum CKNAHKA
MpunoxkeHue N 2
K npuKasy MuHUCTepCcTBa 34paBOOXPaHEHUA
Poccuitckoin ®epepaumm
ot 14 ansapa 2019 r. N 41
®OPMA PELLENTYPHOIO B/TAHKA N 107-1/y
MMHMCTEPCTBO 3OpaBOOXPaHEeHUA Kon ¢opmer mo OKY[

Poccurickon demepalum

Kon yupexnenHmsa no OKIIO
MenmumMHCKasa OOKYMEHTALUSI

HauMeHOBaHMe (mTamil) ®opma N 107-1/y

MEIMUMHCKOM OpTaHM3alumn YTBEepXOeHa NPMKA3Z0M
MyHMCTEepCTBa 3OPaBOOXPaHeHUs

HavMeHoBaHMe (WITaMI) Poccuiickor demepauuu

VMHIOVBUOYAJBHOTO NPEenONPpMHMMATETIA or 14 sauBapsa 2019 r. N 4H

(yxkazaTp aipec, HOMEp M OaTy JMLEeH3UH,
HaMMeHOBaHMeE OpTaHa I'OCyIapCTBEHHOM
BJIaCTM, BHIABIETO JMLEH3MD)

PELEIT
(BBpPOCIBIN, IETCKMM — HYXHOE [NOOUEPKHYTH)
"o 20 T.
daMuIIMsa, WMHULMAJE MMEHM ¥ OTUYeCTBa (mocjenHee — NOPY HAJMUUM)
nauyeHTa
IaTa poxneHUAa
daMumsa, MHMLMAJE MMEHM M OTUecTBa (IocjenHee — IIPM HaJIMUUM)

Jleyamero Bpaua (denbruepa, akylLepKu)

py0. |xomn. | Rp.

pyo. |xkono. | Rp.
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[Noonmce M.II.
¥ [edaThb Jiedalero Bpada
(momnmuck oGespOmepa, aKyLEepKHU)

PeuenT meMcTBUTeJIeH B TeueHme 60 mHer, mo 1 roma ( )
(HyXHOEe MNOOUEPKHYTH) (ykaz’aTb KOJIUUECTBO
MecsleB)

ObopoTHasa CTOpPOHa

OTMeTKa 0 HasHaYeHUW NeKapCTBEHHOro
npenapara no peLeHnto BpayebHo Kommccum

Mpurotosun Mposepun OTtnyctun

®OPMA PELENTYPHOIO B/IAHKA N 148-1/y-88

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS

Poccurickon Odenmepauun Kon dopmer mo OKYI 3108805
MeoMUMHCKAS IOKYyMEHTAaLMS
HavMeHoBaHMe (WITaMII) dopma N 148-1/y-88
MEeIMLMHCKOM OpTraHM3alun YTBepXIoeHa IpPMUKa30M
MuyHMCTEpPCTBa 3IPaBOOXPaHEHUS
HamMmeHOBaHMe (WTaMII) Poccunickon Odenmepaumum
MHIMBUIOYAJIbBHOTO MNPEenIpMHUMAaTEA or 14 suBaps 2019 r. N 4H

(yxazaTb aIpec, HOMEp M IaTy JMLEeH3UM,
HaMMeHOBaHMe opraHa I'OCyHapCTBEHHOM
BJIACTM, BHIOABIETO JIMLEH3MUII)

rarairarn rarairarar
Cepusa N
LJLJLa1Ld I Iy B
PELIENT "o 20 .
(naTa odopMIIeHMA PpeLelnTa)

(B3pOCIBEI, IOEeTCKMM — HYXHOE INOIOUEPKHYTH)

damMmiimda, MHMUMAJE MMEHM M OTUeCTBa (nocne):[Hee - IIpmu HaJ'H/HJI/H/[)
IIaluMeHTa

JaTa poxneHmd

Ampec MecTa XuTenbCTBa MM N MEeIMUMHCKOM KapThl aMOyJlaTOPHOTO IIaluMeHTa,
nojiydyamnmero MeIMLIMHCKYI IOMOIL B aMOyJIaTOPHEIX YCJIOBUSAX
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daMmIMsa, WMHULMAJE MMEHM ¥ OTUYeCcTBa (mocjenHee — MOPY HAJUMUUM)
Jledyamero Bpauda (denbrnuepa, akylLepKu)

[lognmce M nedaTs Jledaller'o Bpada M.II.
(momnmmuchk odesbmmepa, aKylepKu)

PellenT OeMcTBUTEJIEH B TeueHue 15 nHenl

ObopoTHasa CTOPOHA

OTMmeTKa 0 Ha3Ha4YeHUW IEKAPCTBEHHOTO
npenapara no peLeHnto BpadyebHom Komuccum

Mpurotosun Mposepwun OTnyctun

®OPMA PELIENTYPHOIO B/TAHKA N 148-1/y-04 (n)

MUHMCTEPCTBO 3OPaBOOXPaHEHUA YTBEPXIEHA
Poccurickon denmepauun nprMKkasoM MMHMCTEPCTBa 3IOPaBOOXPAaHEeHUS
Poccurickon denmepaumm
or 14 suBaps 2019 r. N 4u

MTamn
Kon
MEOUIMHCKOM OpTaHM3aLluu

Tamn
Kon
MHOMBUIOYAJBEHOTO IIPpedlpuHMMAaTeIq

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Koa Koa NCTOYHUK dMHaHCMpOBaHWA: % onnatbl:
KaTeropum HO30/10rM4YecKom (noauepKHyTb) (noauepKHyTb)
rpa*kaaH dopmbl (no MKB)
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1. PepepanbHbiii brogKeT

2. bBrogxkeT cybbekTa Poccuiickoit
depepauunm

3. MyHUUMNanbHbIN GroaxKeT

1. becnnaTtHO

2.50%

PEIEIT Cepusa N HDaTa odopmiieHUS :

daMMIMa, MHMULMAJE MMEHM M OTUueCTBa
(mocyenHee - OpPM HaJIWU4UU)
nmaumMeHTa OaTa pPOXIeHUS

20




CHUAC

N nonuca
obsa3aTenbHOro
MeaNLUHCKOro
CTpaxoBaHuA:

HOMep M@,JIMLU/IHCKOﬁ KaprI InaumeHTa, IIoJiyuvamnumeIro MeIVLIMHCKYIIO IIOMOIUIb B
aMOyJIaTOPHBEIX YCJIOBUAX
damMmma, MHMLMAJE MMEHM UM OTdecTBa ([NocjenHee - IIPM HAJUUUM)
Jleyamero Bpaua (benbpmmepa, akyllepKu)

cee +«.. ... D.t.d. e e et eee e e e eee e e eee e e e

B e K 0 -

[loonuce ¥ HnedaThb Jiedallero Bpaua M.II.
(momnmuce Qernbpraumepa, akyllepKu)

PeuenT melicTBUTeJieH B TeueHue 15 muen, 30 ngherr, 90 mHen
(HyXHOE MNOOUYEPKHYTH)




OTnyweHo no peuenTy: Toprosoe HaMMeHOBaHWE 1 A03MPOBKa:
Hara ornycka: " " 20 T. Konunyectso:
Mpurotosun: Mposepwun: OTnyctun:

(nMHMA oTpbiBa)

KopeLloK peuenTtypHoro 61aHKa Crnocob npumeHeHus:
MpoaoNKNTENBHOCTD aHen

HanmeHoBaHue NEKAPCTBEHHOTIO nNpenaparta:

Jo3nposkKa: Konnyectso NnpnemosB B A€EHb: pa3s

Ha 1 npuem: en.

ObopoTHasa CTOPOHAa

OTmeTKa 0 Ha3Ha4YeHUW IEKAPCTBEHHOTO
npenapara no peLeHnto BpayedbHoM Komuccum

Mpurotosun MNposepun OTnyctnn

MpunoxkeHne N 3

K NpuKasy MuHucTepcTBa 34paBOOXPaHEHMA
Poccuitckoin epepaumm

oT 14 ansapa 2019 r. N 41

NoPAOK
OPOPM/IEHUA PELEENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbBIE NMPENAPATbI,
MX YYETA U XPAHEHUA

I. OpopmneHue peuenta Ha 6ymarKHOM HocuTene

1. Ha peuentypHbIix 61aHKax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 8 nesom BepxHem
YyFNy NPOCTaBAAETCA WTamn MeAMUMHCKOM OpraHM3auMu C yKasaHMEM ee HaumeHOBaHWA, agpeca M
TenedoHa.

JononHutenbHo Ha peuenTypHom 6naHke ¢opmbl N 148-1/y-04(n) npocTasnseTca KoA



MeAMLMHCKOW OpraHusaumMmM B COOTBETCTBUM C OCHOBHbIM TOCYAapPCTBEHHbIM PErUCTPALMOHHbBIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BkatovaeT Kog cybbekta Poccuiickoi
depepaunn, cCOOTBETCTBYIOWMIN ABYM NepBbiM LmMdpam Obuiepoccniickoro knaccudumkatopa 06beKkToB
aAMMHUCTPATUBHO-TEPPUTOPUANBbHOTO AeneHus (aanee - OKATO).

PaspeluaeTtca M3rotasamsaTh peuenTypHblid 6aaHK dopmbl 107-1/y ¢ NOMOLLBIO KOMMLIOTEPHbIX
TEXHOOTUMA.

2. Ha peuentypHbix 6naHKax, 0odOpPMAAEMbIX WHAMBUAYANbHLIMW NpeanpPUHUMATENAMMU,
UMEIOWMMM JIMLEH3NI0O HA MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM YAy TUNOrpadCKum
cnocobom MM MNyTeEM MNPOCTaB/AEHUA LWTamna JO/MKEeH b6biTb YyKasaH agpec WHAMBUAYa/NbHOIO
npeanpuvHMMaTens, Homep M pgaTta JIMULEH3UKM, HaMMEHOBaHWE OpraHa rocyAapCTBEHHOM BacTy,
BblAABLUErO /INLEH3MIO.

3. PeuentypHble 6naHkn dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) 3anonHsatotca
MeANLMHCKMM PaboOTHUKOM Pa3bopumBO, YETKO, YEPHUAAMU UM LLIAPUKOBOMN PYYKOW.

4. NonyckaetcAa opopmMmaeHMe BCeX PEKBU3UTOB (3a UCKAoYeHMeM pekBu3uTa "Moanuch fevallero
Bpaya (noanucb denbaliepa, akywepkn") peuenTtypHbix 6aaHkos popmbl N 107-1/y, dopmbl N 148-1/y-
88 1 dopmbl N 148-1/y-04(n) c UcnoNb3oBaHMEM NeYaTaloWwmx YCTPOUCTB.

5. OdopmneHne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BKAtoyaeT umdposoe
KoAupoBaHue.

LndpoBoe KoampoBaHMe yKasaHHbIX PeLenTypHbIX 6N1aHKOB BKAOYAET:

1) Kog mepmuMHCcKolM opraHusauum (OTPH) Mau Kop WHAMBUAYANbHOrO NpeanpuHMMaTens B
cootBeTcTBMU C OCHOBHbIM TOCYAapPCTBEHHbIM  PErnCTPaLMOHHbIM  HOMEPOM WHAUBWAYASIbHOTO
npeanpuHumartens (aanee - OFPHUM), npocTaBasemblii NPU U3roTOBEHUUN PeLEnTYPHbIX 6/1aHKOB;

2) Ko KaTeropuu rpa)kaaH, MMeloWwux MNpaBo Ha MOJyYeHWe NIeKapCTBEHHbIX MpenapaToB B
COOTBETCTBUM CO cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 mnons 1999 r. N 178-$3 "O rocyaapcTBeHHOM
coumanbHoi nomowm" <1>, U Kog Ho3onormyecko ¢opmbl No MeKayHapoaHOW CTaTUCTUYECKOM
Knaccudukaumnm bonesHelt (aanee - MKB), 3anonHsemble nevyalum BPayoM NyTem 3aHECEHUS KaxkaoWn
uMdpbl B NyCTbie AYENKN, NPU 3TOM TOUYKA NPOCTaBASETCA B OTAENbHOM AYElKe;

<1> CobpaHune 3akoHogaTenbcTBa Poccuickoit ®egepaumm, 1999, N 29, c1. 3699; 2009, N 30, cT.
3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165.

3) oTmeTKa 06 WCTOYHWMKe PUHaHcUpoBaHuA (peaepanbHbit GroaxeT [1], 6roaxeT cybbekTa
Poccuitckoit depepaumm [2], myHuumnanbHbi 6logxeT [3]) U npoueHTe onnatbl peuenta (becnnatHo
[1], 50% [2]);

6. B peuentypHbix 61aHKax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "dammnus,
MHULMAAbI MMEHM K oTd4ecTBa (mocnesHee - NPW HaauuuKM) naumeHTa" yKasbiBalOTCA damuaus,
WHULMA/bI UMEHW 1 OTYECTBA (NPW HaNUYUK) NaUMeHTa.

7. B peuentypHbix 6naHKkax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[ata
poxaeHua" yKkasblBaeTca faTa poXKAeHMA naumeHTa (umcno, mecau, roa).

JononHutenbHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 u popmbl N 107-1/y ana geten B
Bo3pacTte Ao 1 roga B rpade "[aTta poxaeHMA" yKasblBaeTCA KOAMYECTBO MOJHbIX MECALLEB.
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8. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B rpadax "CHWAC" u "N nonuca
06A3aTeNbHOr0 MEeAMLMHCKOrO CTpaxoBaHMA" YyKasblBalOTCA CTPaxoBOM HOMEpP WHAWMBUMAYaNbHOMO
JIMLLEBOrO cyeTa rpaxkaaHunHa B NeHcnoHHom poHge Poccuitickon depepaumm (CHUMC) (npu Hanuumm) u
HoMep noaunca 06Aa3aTeNIbHOro MeAULMHCKOrO CTPaxoBaHMs.

9. B peuentypHbix 61aHKax dopmbl N 148-1/y-88 B rpade "Agpec mecTa KUTeNbCTBa UM HOMEpP
MeAULMHCKOM KapTbl NauMeHTa, NOJy4alLWero MeAnLMHCKYIO NMOMOLLb B ambynaTopHbIX ycioBuax"
YKa3blBaeTCsA aZlpec MecTa *KUTenbCTBa (MecTa npebbiBaHUA UAM mecTa GaKTUYECKOro MPOXKMBaHUSA)
naumMeHTa WAM HOMEpP MEAMUMHCKOM KapTbl MNalUMeHTa, MOAy4Yalowero MeAMUMHCKYI0 MOMOLLb B
ambynaToOpHbIX YCNOBUAX <2>,

<2> MpuKas MuHUCTepcTBa 34paBooxpaHeHna Poccuiickon depepaumm ot 15 gekabps 2014 r. N
834H "O6 yTBEPHKAEHUN YHUOULMPOBAHHBLIX GOPM MEAMLMHCKON OOKYMEHTALMU, UCNONb3YEMbIX B
MEANLMHCKMX OpraHM3aumax, OKasblBAOWMX MELMLMHCKYI0 NOMOLLb B ambynaTopHbIX YCAOBUAX, U
nopaAKoB Mo WX 3anosiHeHu" (3aperncTpupoBaH MuHUCTEPCTBOM tocTULMKM Poccuiickolt degepauyn
20 o¢eBpans 2015 r., peructpaumoHHbii N 36160), ¢ M3MEHEHMAMM, BHECEHHbIMU MPUKA30M
MuHUCTepcTBa 3apaBooxpaHeHns Poccuinckont deaepaumm ot 9 aHeapa 2018 r. N 2 (3apernctpupoBaH
MuHucTepcTBOM tocTUUMKM Poccuiickoii ®eaepaumn 4 anpena 2018 r., peructpaumoHHbii N 50614)
(manee - npukas N 834H).

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep MeAMLMHCKON KapTbl
naumMeHTa, NoAyyalowero MeAMUMHCKYI0 MOMOLWb B ambyiaTOpHbIX YCnoBUAX" YKasbiBaeTcs Homep
MeAULMHCKOM KapTbl NaUWEHTa, NOAYYaOWEro MeaMLUMHCKYO NOMOLLb B aMbynaTOPHbIX YCA0BUAX <3>.

<3>lpukas N 834H.

10. B rpage "damunuva, vHMUMANbl UMEHM U oT4ecTBa (NocnegHee - MPU HaAMYMK) Nedallero
Bpaya (penbaliepa, akylwepku)" peuentypHbix 6naHkos popm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) py4HbIM CnNocobom MAM C MOMOLLbIO LITAaMNa YyKasbiBaloTcA GamMUAUA, UHULMANALI MMEHU U
oTyecTBa (nocnesHee - MpU HaAVuYUK) MEAMLIMHCKOTO PabOTHWMKA, HA3HAYMBLUETO JIEKAPCTBEHHbIE
npenapaTtbl U 0GOPMUBLLETO pPeLenT.

11. B rpade "Rp" peuentypHbix 61aHkos ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n)
yKa3bliBaeTca:

1) HauMmeHoBaHME  /IeKApCTBEHHOro npenapata (Me)KAyHapogHoe  HemnaTeHTOBaHHOe
HauMeHOBaHWe, rPYNNUPOBOYHOE WAM XMMMYECKOe HauMMeHoBaHMe, TOProBoe HauMMeHOBaHWe) Ha
NAaTUHCKOM fi3blKe, GOpMa BbiNycKa, L03MPOBKa, KOANYECTBO;

2) cnocob nNpUMeHeHWs NeKapCTBEHHOro npenapaTa Ha rocyAapcTBEHHOM fA3blke Poccuiickoi
denepaumm UM Ha rocyaapcTBEHHOM A3blke Poccuitickolt depepauun M rocyaapCTBEHHOM si3biKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Peaepauyn <4>.

<4> Yactb 1 ctatbm 15 3akoHa Poccuinckoit Pegepaumm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoB Poccuitickoint depepaumn” (Begomoctn cbesga HapogHbix aenytatoB PCPCP n BepxosHoro
Coseta PCPCP, 1991, N 50, c1. 1740; CobpaHue 3akoHoaaTenbCcTBa Poccnitckon Pegepauymm, 1998, N 31,
ct. 3804) (nanee - 3akoH N 1807-1).

12. Mpu odopmneHnn peuenTypHbiXx 6GAHKOB 3anpellaeTcd OrpaHMyYMBaTbCcA  06LMMM
YKasaHuamMmu, Hanpumep, "BHyTpeHHee", "13BecTHO".
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13. PeuenT, opopmneHHbIit Ha peuenTypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTcA MeAUUNMHCKMM PabOTHUKOM U 3aBEPSAETCA ero nevyaTbio.

PeuenT, odpopmeHHbI Ha peuenTypHom bnaHke dpopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n)
[0MO/IHUTEIbHO 3aBepsAeTCcA NevyaTblo MeANUMHCKON opraHmnsauunm "Ana peuentos".

14. Ha ogHom peuentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaetca
OCYLLLECTBNATb Ha3HaYeHMe TO/IbKO O4HOIO HaMMeEHOBaHWA IeKapCTBEHHOro npenapara.

Ha ogHom peuentypHom 6naHKke dopmbl N 107-1/y paspeluaeTca OCYLECTBAATb Ha3HayeHue
TONIbKO OAHOM0  HAUMMEHOBAHWA  NEKAPCTBEHHOrO  MpenapaTta, oOTHocAweroca no ATX K
aHTMNCMXoTUYeckMm cpeactsam (Kog NO5A), aHKcmonmTuKkam (Kog NO5B), CHOTBOPHbLIM M CEAATUBHbBIM
cpeactBam (kog NOS5C), aHTuaenpeccaHTam (Kog, NO6A) M He noanexawero npegmeTHo-
KOJINYECTBEHHOMY Y4yeTy, M [0 Tpex HaMMEHOBAaHMUMN JNIeKAapCTBEHHbIX MNpenapatoB - A8 MWHbIX
NIeKapCTBEHHbIX NPenapaToB, He OTHECEHHDIX K BbilleyKa3aHHbiMm ATX.

15. VicnpasaeHuna B peuenTte He A4ONYCKaKOTCA.

16. NMpu odbopmneHun peuentypHbix 6a1aHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NleKapCTBeHHble MpenapaTbl, Ha3Ha4YeHHble MO pelweHuto BpayebHOM Komuccumn, Ha obopoTe
peuenTtypHoro 61aHKa CTaBUTCA cneuunanbHan oTMeTKa (wTtamn).

17. Ha peuentypHom 6naHke d¢opmbl N 148-1/y-04(n) BHWM3Y MMeeTCA AUHMA OTPbIBA,
pasgenamroLLan peuenTypHbli 61aHK U KOPELLOK.

Kopewok ot peuenTa, obOpMAEHHOIO Ha yKa3aHHOM peuenTypHom 6/1aHKe, BblAaeTca naumeHTy
(ero 3akoHHOMY npeAcTaBMTE/N0) B anTeYHOW OpraHM3auMu, Ha KOpeLKe [efaeTcd OTMEeTKa O
HaMMeHOBaHUKN NEeKapCTBEHHOrO Npenapara, A403MpPOoBKe, KonYecTse, cnocobe NpUMmeHeHus.

18. OdopmneHne cneuManbHOroO peuenTypHoro 6saHKa Ha HAPKOTUYECKoe CpeacTBo U
NMCUXOTPOMHOE  BELWeCTBO  OCyLeCcTBAAeTcA B COOTBETCTBMM € NpuKasom  MwuHucTepcTsa
3apaBooxpaHeHua Poccuiickoit Pepepaumm ot 1 aerycta 2012 r. N 54H "0O6 ytBepxaeHun ¢opmbl
61aHKOB peLenToB, COAEpPMKALLMX HA3HAYEHWE HAPKOTUYECKUX CPEACTB MM MCUXOTPOMHbLIX BELLECTB,
nopsaaKka WX MW3roTOBNEHWA, pacnpenesneHuna, PerucTpauum, yvyeta M XpaHeHMUA, a TakkKe npasun
odopmneHuns" <5>.

<5> 3apeructpmposaH MuHucTepcTBom toctuumm Poccuiickor ®epepaumn 15 asrycrta 2012 r,
pernctpaumoHHbin N 25190, ¢ W3MEeHeHMsMM, BHECEHHbIMM MpuKasamu  MuHUCTepCTBa
3apaBooxpaHeHua Poccuiickolh ®Pepepauumn oT 30 wuoHA 2015 r. N 385H (3aperucTpupoBaH
MuHKcTepCcTBOM tocTULMK Poccuiickoit depepaunn 27 Hoabpa 2015 r., pernctpauunoHHbii N 39868), ot
21 anpena 2016 r. N 254H (3apernctpmpoBaH MuHucTepcTBom toctuumm Poccuitickont ®epepaumn 18
nionsa 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTtpupoBaH
MuHUcTepcTBOM tocTuLMK Poccuiickon Peaepaumnm 9 aHBaps 2018 r., pernctpaumnoHHbiii N 49561).

Il. OpopmneHue peuenta B popme 3/1eKTPOHHOIO AOKYMEHTA

19. PeuenT B popme 3/1EKTPOHHOIO AOKYMEHTA, NOANNUCAHHOIO YCUAEHHOW KBAMULMPOBAHHOM
3NEKTPOHHON noanucbto, popmmpyeTca MeaUUNMHCKUM PabOTHUKOM, CBEAEHUS O KOTOPOM BHECEHbI B
desepanbHbIit  pPerucTp MeauUMHCKUMX pPaboTHUMKOB <6>, a TaKXe npu YCAOBMM perncrtpauuu
MeANUMHCKOW opraHu3aLmm, B KOTopoi odpopmaseTca peuenT, B degepasbHOM peectpe MeanuUHCKUX
opraHmMsauni <7> egMHOM rocyaapCcTBEHHOM MHPOPMALMOHHOM cUCTEMbI B chepe 34paBOOXPaAHEHUSA U
NOAKNOYEHMA TAaKOM MeAMUMHCKOM OpraHu3auMm K rocyaapcrBeHHOM MHPOPMALMOHHOW cucTteme B
coepe 3apaBooOXpaHeHMna cybbekTa Poccuiickon ®epepaumnm <8>.
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<6> MNyHKTbl 6, 7 NONOXKEHNA O €4MHON roCyAapcTBEHHON MHPOPMALMOHHON cucteme B chepe
3/ paBOOXPaAHEHNA, YTBEPKAEHHOIO NocTaHoBAeHneM MpaBuTenbcTBa Poccuitickon Pegepaumm ot 5 mas
2018 r. N 555 (CobpaHune 3akoHoaaTenbctBa Poccuiickoit ®epepaunm, 2018, N 20, cT. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, cT. 533) (nanee - MonoxeHue o eaMHON cucTeme).

<7> MyHKTbI 9, 10 MNonoKeHns o egMHON cUCTEME.

<8> Ctatbk 91 n 91.1 depepanbHoro 3akoHa ot 21 Hoabpsa 2011 roga N 323-93 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoit Pepepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuitckolt
depepaunu, 2011, N 48, ct. 6724; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; N 39, cT. 4883; N 48, cT.
6165; 2014, N 30, cT. 4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27,
cT. 3951; N 29, c1.4397; 2016, N 1, cT1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1.4219; 2017, N 18,
cT. 2663; N 31, cT. 4794).

20. NMpu odopmneHnn peuenta B ¢GOPME 3JIEKTPOHHOIO [AOKYMEHTA Ha JIEKAPCTBEHHble
npenapaTbl, YyKa3aHHble B noAnyHKTax 2 - 5 nyHkta 10 mn nyHkTe 12 [lopagka Ha3HayeHuA
JIeKapCTBEHHbIX MNPenapaTos, YTBEPXAEHHOro HAcTOAWMM MPUKasoM, M OTMyCKaemble 3a MNOJIHYIO
CTOMMOCTb, 3aN0JIHAIOTCA CNeAyoLne PEKBU3SUTDI:

1) koa cybbekta Poccuitickon depepaumm no OKATO, onpeaensowmin rocynapCTBeHHYyO
MHbOPMaALUMOHHYIO cuctemy B chepe 34paBooxpaHeHns cybbekTa Poccuitickoit Pepepaunn, B KOTOpoWn
chopmmpoBaH peuenT B GOpMe 3/1EKTPOHHOTO AOKYMEHTA;

2) HanmeHoBaHUe Mep,MLI,MHCKOﬁ opraHunsauunun, agpec, TEI'IECI)OH nnn d)aMMnMﬂ, MHUNUManNbl UMEHU
M oT4yecTBa (nocnep,Hee - npu Ha}'IW-IMVI) MHONBMAYaNbHOIoO npeanpuHMMmaTtTena, MMmeruwero a1nueH3snto
Ha MeANUNHCKYIO 0eATENIbHOCTb, €ro agpec;

3) OrPH ropuanyeckoro nvua (MeguuMHCKOM opraHusaumm) uam OFPHUN uHgmsupgyanbHoro
npegnpuHuUmaTens;

4) pata opopmneHuns peuenta (YKasbiBaeTca YNCNO, MecAL, roa);

5) paTa OKoHuaHusA pgenctBuA peuenta (dopmupyeTtca rocypapCTBEHHON WMHPOPMAUMOHHOM
cuctemoit B chepe 3apaBooxpaHeHma cybbekTa Poccuiickoin deaepaumnmn B COOTBETCTBUM CO CPOKaMM
nencreus peuentos: 15 aHeir, 30 aHen, 60 aHen, 90 aHen, ao 1 roaa);

6) YHUKanbHbIA HOMep peuenTta (bopmupyeTca rocyaapcTBeHHOM MHGOPMALNOHHOW CUCTEMOI B
chepe 3apaBooxpaHeHus cybbekta Poccuiickoit ®Pepepaumm n  obecneumBaeT OAHO3HAYHYHO
naeHTMoMKaumo peuenta B dopme 3/EKTPOHHOrO AOKYyMeHTa B coyeTaHun ¢ OKATO, OIPH wmnm
OrPHMM);

7) otmeTkM "cito" (cpoyHo) uam "statim" (HemensNeHHO) NpU HEOBXOAMMOCTU CPOYHOrO UK
HemeAa/1IeHHOTo OTMNYyCKa IeKapCTBEHHOrO NpenapaTa NauneHTy;

8) agpec naumeHTa (yKasbiBaeTcA MOYTOBLIN afpec MecTa KuUTenbcTBa (MecTa npebbiBaHMA UAK
MecTa paKTUYECKOro NPOXKMBaHUA) C yKasaHWeM MHAEKCca, HaMmeHoBaHuA Kpasa, obnactu, pecnybamku,
aBTOHOMHOrO OKpyra, HaMMeHOBaHWA Hace/eHHOro MyHKTa, HauMeHOBaHWA YyAuubl (NpocnekTa,
nepeyska, npoesaa), Homepa AoMa (C yKasaHMem Koprnyca, Npu Haandnmn), Homepa KBapTupsbl);

9) HOMep 3NEKTPOHHON MeAULMHCKON KapTbl NauMeHTa B rocyaapcTBEHHOW WMHGOPMaLMOHHOM
cucteme B chepe 34paBooxpaHeHmnsa cybbekTa Poccuiickot Pepepaunu;

10) damununs, ums, oT4eCTBO (NPM HANNYMM) NaALMEHTa NOJHOCTbIO;
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11) pata poxaeHus nauueHTa (ykasbiBaeTca 4yucno, mMecaud, roa), Ana getern go 1 roga
AOMOJIHATENbHO YKa3bIBAETCA KOIMHYECTBO MOJHbIX MECALEB;

12) damunua, uHULMaNbl UMEHM W OT4yecTBa (MocnedHee - MNPW HaMYUKU) MEAMUMHCKOro
paboTHUKa NOHOCTbIO;

13) HaumeHOBaHMe  JIeKApCTBEHHOro npenapata (Me)ayHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHMe, FPYNMNUMPOBOYHOE WAN XMMMUYECKOoe HaMMeHOBaHWe, TOpProBoe HauMmMeHOBaHMWe) Ha
NaTUHCKOM f3blKe, A031POBKa, GOPMa BbINyCcKa, KOIMYECTBO;

14) cnocob npumeHeHUs NIeKapCTBEHHOro npenapaTta Ha rocy4apCTBEHHOM A3blKe PoccuiicKol
desepaumm UM Ha rocyaapcTBeHHOM A3blke Poccuitckolt deapepauun U rocyaapCTBEHHOM si3biKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Pesepauum <9>;

<9>Yactb 1 ctatbm 15 3akoHa N 1807-1.

15) npusHak yTBEpP:KAEHMA Ha3HaYeHMA JIEKAapCTBEHHOro npenaparta rno peweHuto BpayebHol
KOMMCCUM MeANLMHCKOM OpraHusauuuy;

16) oTMeTKa O Ha3HauyeHWW NeKapCTBEHHOrO npenapaTa Mo pPeleHuto BpadebHoM Komuccum
MEeAMLMHCKOWM OpraHM3aummn B CAy4asx, YKasaHHbIX B ab3aue BTOpoM MyHKTa 6 lNopAagka HasHayeHun
NeKapCTBEHHbIX NPenapaTos, YTBEPKAEHHOIO HAaCTOALLMM NPUKA30M;

17) oTmMeTKa O cneumanbHOM HasHAYeHMM IEKAPCTBEHHOIO npenapaTa (3anoNHAETCA B CAyYasX,
YKa3aHHbIX B NyHKTax 16 u 25 lMopAaaka HasHavyeHWA NeKapCTBEHHbIX MpenapaTos, YTBEPXKAEHHOro
HaCTOALWMM NPUKA30M);

18) oTMeTKa O crneLManbHOM Ha3HaYeHUN eKapCTBEHHOIO Npenapara nauueHTy ¢ 3abosieBaHnem,
TpebyloWwmMM 41MTeNbHOMO KYPCOBOTO eYeHus (3ano/HAeTCA B ClyYae, yKazaHHOM B NyHKTe 24 Mopagka
Ha3Ha4YeHMsA NEeKapCTBEHHbIX NPenapaTos, YTBEP)KAEHHOro HacTOALWMM NPUKA3oM) C NPOCTaB/eHNEM
NepuoanYHOCTM OTMNYCKa EKapCTBEHHOro Npenapara;

19) npu odopmneHum peuenTa B GOPME 3/EKTPOHHOrO [AOKYMEHTa Ha J/IeKapCTBEHHble
npenapaTtbl, YKasaHHble B MOANYyHKTax 2 - 5 nyHKkta 10 u nyHkTe 12 [lopsgka HasHayeHuA
NleKapcTBEHHbIX NPENapaToB, YTBEPKAEHHOIO HACTOALWMM NPUKA30M, FpaXKaaHam, MMEeILWMMm Npaso Ha
6ecnnatHoe MojlyYeHMe NEeKAPCTBEHHbIX NPENapaToB WAWM NOJyYeHWe NeKapCTBEHHbIX MPenapaTos Co
CKMAOKOW, 3aMONHAIOTCA PEKBU3MTbI, NPeayCMOTPEHHbIe noanyHKTamu 1 - 18 HacToAlero nyHKTa, a
TaKXKe c/esytowme peKBU3nUTbI:

a) KaTeropus rpa)KgaH, MMelLWMX MNpPaBo Ha MOoJyYyeHUe JeKapCTBEHHbIX MPenapaToB B
COOTBETCTBUM €O cTaTben 6.1 PepepanbHOro 3akoHa ot 17 mntons 1999 r. N 178-$3 "O rocygapcTBeHHOM
counanbHoM nomolmn" <10>;

<10> CobpaHue 3akoHoaaTenbCcTBa Poccuiickon ®enepaumm, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165.

6) Koa, Ho3o10rnYeckol popmbl No MKB;

B) UCTOUYHUK dMHaHcMpoBaHMA (1 - denepanbHbit BroaXKeT, 2 - BloaxKeT cybbekTa Poccuinckolt
depepaunn, 3 - MyHMLMNANbHBIN OIOAMKET);

r) paamep onnatsbl (1 - 6ecnnaTHo, 2 - 50%);
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[) CTpaxoBOi HOMEpP MHAMBUAYANbHOrO /IMLEBOMO CYeTa rpaskaaHuWHa B [leHCcMoHHOM ¢oHae
Poccuitckoit ®epepaunm (npu Hanmumnm) (CHUNC);

e) Homep noanca 06A3aTeIbHOr0 MeANLIMHCKOro CTPaxoBaHUA.

21. MNpu NpocTaBneHNUN OTMETKM, YKa3aHHOM B noanyHKTe 16 nyHkTa 20 HactoAwero Mopaaka,
peuent B ¢GOpMe 3NEKTPOHHOFO AOKYMEHTa MOAMMUCLIBAETCA YCUAEHHON KBanMduLMpPOBaHHOM
SNEKTPOHHOM nNoANUCbID MpeacefaTens WAM  CeKpeTaps BpayebHOM KOMMCCUM  MeaMLIMHCKOM
opraHmsauuu, Npu NPoCcTaBNeHMN OTMETOK, YKasaHHbIX B nognyHkTax 17 n 18 nyHkta 20 HactoAwero
MopAagKa, - YCUNEHHbBIMW KBanMOUUMPOBAHHBIMW 3NEKTPOHHBIMU MNOAMUCAMM  COOTBETCTBYHOLLUX
MeANUNHCKUX PabOTHUKOB.

22. Mo TpeboBaHMIO NauMeHTa WAM ero 3aKoHHOro npeacraButens odopmaAaeTcAa 3K3emnnap
peuenta B GOpMe 3NEKTPOHHOTO [OKYMEHTa Ha 6ymaHOM HocuTese, B TOM 4Yucine MyTem ero
odopmMieHNs Ha peuenTypHbix 6aaHkax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) ¢ oTmeTKoM
"NybAnKaT 3/IeKTPOHHOIO AOKYMeHTa".

lll. YyeT peuentypHbix 6n1aHKOB

23. VYuer peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wu N 148-1/y-04(n),
M3rotaBanBaemMbIx TuNorpapckum cnocobom (manee - peuentypHble 6AaHKKM, Nognexalue ydyety),
OCYLLECTBNAETCA B )KypHanax yyera, NPOHYMEPOBAHHbIX, MPOLHYPOBAHHbIX U CKPeNnaeHHbIX NOAMUCHIO
pykoBoauTeNnss M nevyatbld MeAWMUMHCKON opraHvM3auuMuM MAWM  MOAMUCHI0O  WHAWBMAYANbHOMO
npeanpuHUMaTens, UMEIOLLEro INLEH3MIO HA MEAULMHCKYIO AeATeNbHOCTb.

24. XypHan yyeTta peuLenTypHbix 61aHKoB popmbl N 107-1/y cosepkuT cneaytowme rpadbi:
1) Homep No NOPAAKY;

2) B pasgene "Mpuxoa™:

a) AaTta perncrTpaumm 4oKyMeHTa, MoATBEPKAAIOLLErO NOCTYNAEHUE;

6) Homep ¥ AaTa LOKYMEHTa, MOATBEPKAAIOLLErO NOCTyNAEHWEe, HAMMEHOBAHME NOCTaBLUMKA;
B) 06LLee KOMYECTBO NOCTYNUBLLIMX PeuenTypHbIX 61aHKOB;

I') d)aMMI'IVIﬂ, MHUNUMaNbl MMEHUN WU OTYHECTBA (nocne,a,Hee - npu Hal'IM‘-IMM) n noanucb
OTBETCTBEHHOIO MmeaAMUNHCKOIo paGOTHMKa, nosyyusllero peuenTtypHble 61aHKKM OT NOoCTaBLUUKa,

3) B pasgene "Pacxog":
a) AaTa BblAauM peLenTypHbIX 61aHKOB;
6) KO/IMYEeCTBO BblJaHHbIX PELLENTYPHbIX 61aHKOB;

B) d)amvmvm, MHUNUManNnbl MMeHM WU oT4ecTBa (nocnep,Hee - npu HaJ'IW-IMM) OTBETCTBEHHOIO
MegnunHCKOro pa6OTHVIKa, nosyymseLluero peuenTtypHble 6ﬂaHKI/I,'

l') noanncb oTBETCTBEHHOIO meanUnNHCKOro pa6OTHMKa, nonyymseLlero peuenTtypHble 61'IaHKI/I;

4) damunna, UHUUMaNbl MMEHM U oT4yecTBa (nocnegHee - MpU  HaAMYMM) U NOANUCH
OTBETCTBEHHOIO MeAULIMHCKOro paboTHMKa, BblAaBLIero peuenTypHble 6aaHKu;

5) ocTaTok peuenTypHbIX 61aHKOB.

25. XypHan ydyeta peuenTypHbix 61aHKkoB dopm N 148-1/y-88 n N 148-1/y-04(n) copep>kut



cheayrouwme rpadol:
1) Homep no nopAaKy;
2) B pasgene "Mpuxoa™:
a) AaTa perncTpaumm 4OKYMEHTa, NOATBEPKAAOLWEro NOCTyn/ieHne;
6) Homep ¥ faTa AOKYMEHTa, MOATBEPKAAOLLEr0 NOCTYN/IeHNE, HAMMEHOBaHME NOCTABLLMKa;
B) 06LLee KONMYECTBO NOCTYMNUBLLMX PELLENTYPHbIX 6/1aHKOB;
r) cepumn n Homepa peuenTypHbIX 61aHKOB;
A1) KONIMYECTBO peuenTypHbIX 61aHKOB MO CEPUAM;

6) d)aMMI'IMﬂ, UMHUUManbl MMeEHN WU OTYECTBa (I'IOCJ'IELI,HEE - npu HaJ'IVILIVIM) n noanmcb
OTBETCTBEHHOIO MeaANLLIMHCKOTO paGOTHMKa, nonyyunsliero peuentypHble 61aHKM OT NOCTaBLWWUKa,

3) B pasgene "Pacxon':

a) AaTa BblAauuM peLenTypHbIX 6/1aHKOB;

6) cepuun 1 HoMepa BblAaHHbIX PELLENTYPHbIX 61aHKOB;
B) KOJIMYECTBO BblAAHHbIX peuenTypHbIX 6/1aHKOB;

I') d)aMMJ'IVI‘r'l, MHUUManbl MMeHnN U oOT4ecCTBa (nocnep,Hee - npu HaJ'IVILIVIM) OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nosyymseLlero peuenTtypHble 6J'IaHI-(M,'

ﬂ,) noanncb OoTBETCTBEHHOIO MeaANLUNHCKOIo pa6OTHMKa, nonyymseLlero peuenTypHble 6J'IaHKM;

4) damunua, UHULMaNbl MMEHM U oT4yecTBa (nocnegHee - MpPU  HaAMYMM) U NOAMUCH
OTBETCTBEHHOrO MeAMLMHCKOro paboTHMKaA, BblAaBLLIEro peuenTypHble 61aHKu;

5) ocTatok peuenTtypHbix 61aHKOB.

26. YueT cneumanbHbIX peuenTypHbiX 61aHKOB Ha HapKOTMYECKOEe CpeacTBO M MCUMXOTPOMNHOe
BELLLECTBO OCYLLECTBAAETCA B COOTBETCTBMM C NpuKaszom MuHWUCTepCTBa 34paBooxpaHeHna Poccminckoit
depepaunn ot 1 asrycta 2012 r. N 54H "O6 yTBepaeHUM Ppopmbl 6NaHKOB peuenToB, cogeprKalinx
Ha3HAYeHMEe HAPKOTMYECKUX CpPeacTB WAM MNCUMXOTPOMHbLIX BELLECTB, MOPAAKA WX W3roTOBJIEHWUSA,
pacnpezeneHus, permMcTpaumuu, ydeTta n xpaHeHus, a Takxe npasun opopmneHuna” <11>.

<11> 3apeructpupoBaH MuHuctepcteom toctuumm Poccninckoit ®epepaumm 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190, ¢ W3MeHeHMAMM, BHECEHHbIMM MNpuKazamu  MuHKUCTepcTBa
3apaBooxpaHeHua Poccuitickoit depepaumm ot 30 wmwoHA 2015 r. N 385H (3apernctpupoBaH
MuHUCTepcTBOM HOCTULMKU Poccuiickon ®eaepaumm 27 Hoabpa 2015 r., pernctpaunoHHbit N 39868), ot
21 anpena 2016 r. N 2541 (3apernctpmpoBaH MuHUCTepCTBOM tocTuumMK Poccuiickoit ®epepaumn 18
uiona 2016 r., peructpaumoHHbin N 42887), ot 31 oKtabpa 2017 r. N 882H (3aperucTpmpoBaH
MuHUCTepcTBOM tocTULMK Poccuiickon depepaunn 9 sHeapa 2018 r., pernctpaumoHHbin N 49561).

27. Yuetr peuentoB, obopmMeHHbIX B GOpPME 3/EKTPOHHOr0 [OKYMEHTA, OCYyL,ecTBASeTCs B
rocyAapcTBeHHOM WHPOPMAUMOHHOM cucteme B cdepe 3a4paBOOXpaHeHUs cybbekTa Poccuiickoi
depepaunn NnocpeaCcTBOM BEAEHUA eANHOMO peecTpa peLenToB, opopMaeHHbIX B GOPME 3NEKTPOHHbIX
OOKYMEHTOB.
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IV. XpaHeHue peuenTypHbIX 61aHKOB

28. MeanUMHCKME OpraHM3aLUnmM nosiy4aoT Heobxoammble peuenTypHble 6/1aHKK, opopmMaeHHbIe
TMnorpadckMm crnocobom, 4Yepes TeppuTOpMasibHble OpPraHbl ynpas/ieHUs 34pPaBOOXPaHEHWEM WAU
OopraHmM3auuu, YynoJsHOMOYEHHbIEe Ha 3TO OpraHamMu WMCNOJIHUTENbHOM BAacTU cybbekToB Poccuiickol
depgepaunn.

29. PeuenTypHble 61aHKK, Nog/exalme yyeTy, XpaHATCA OTBETCTBEHHbIM JMLOM, Ha3HaYeHHbIM
pyKoBoauTENEM MEOMUMHCKOM OpraHvM3auMu, B 3anMpaeMoM MeTan/Myeckom wkaoy (ceride) nam
METa/IIMYECKOM AILLMKE.,

30. MHgMBMAayanbHbI NpeanpuHUMaTEb, UMEIOLLMI TULLEH3UIO Ha MeULMHCKYIO AeATeIbHOCTb,
XPaHUT peLenTypHble 61aHKK, NogaexKallme yyeTy, B 3anMpaeMom mMeTaniMyeckom wkraody (cerde) nam
METaNINYECKOM ALLMKE,

31. MNpoBepKa COCTOAHUA XpPaHeHUA, ydyeTa, (aKTUYECKOro Ha/iuMuMa U pacxoda peuenTypHbIX
6/1aHKOB, nogne)Kawmx y4yeTy, OAMH pa3 B KBapTaa OCYLIECTBASAETCA KOMUCCUEH, CO34aHHON B
MeANLMHCKON opraHM3auum.

32. PeuentypHble 61aHKM, odopmasembie Ha OymaxKHOM HoOcuTesNe U nogaexkallune y4yeTy,
BblAAOTCA MEANLMHCKMM PabOoTHUKAM, MMEOLWMUM NPaBo 0bOpPMIEHNS PELENTOB, NO PACNOPSAMNKEHUIO
rNABHOrO Bpaya MaKW ero 3amecTuTens.

MonyyeHHble peuenTypHble 6naHKM Ha 6yMa)KHbIX HOCUTENAX XPaHATCA MeaNUNHCKUMU
pa60THMKaMM B nomeuleHunAx, O6€CI'I€‘-IMBa|'OLLI,MX MX COXPaHHOCTb.

33. XpaHeHue cneumanbHbIX peuenTypHbiX 61aHKOB HA HAPKOTUYECKOE CPEACTBO U NCUXOTPOMHOE
BELLECTBO M BblAaya YKa3aHHbIX peLenTypHbix 6/J1aHKOB MeANLMHCKOMY PabOTHMKY OCyLLEeCcTBAAETCA B
COOTBETCTBUM C NPUKazom MuHUCTepPCTBA 34paBooxpaHeHma Poccuiickoinn ®egepaumm ot 1 asrycta 2012
r. N 541 "O6 ytBepxaeHUM dopmbl 6NaHKOB peuenToB, COAEPHKALMX HA3HAYeHME HAPKOTUYECKUX
CPeACTB MM NMCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOBIEHUA, pacnpeneneHuns, permcTpauum, yyeta
W XpaHeHUA, a TakKe npasun odopmaeHmna" <12>.

<12> 3apeructpmpoBaH MuHUcTepcTBOM tocTuumm Poccuinckon depepaumnm 15 asrycra 2012 r.,
pernctpaumoHHbin N 25190, ¢ W3MeHeHMAMM, BHECEHHbIMM MNpUKazamu  MuHKUCTepcTBa
3paBooxpaHeHMa Poccuitickoit depepaumm ot 30 uwoHA 2015 r. N 385H (3aperucTpupoBaH
MuHUCTepcTBOM toCTULUMKM Poccuiickon ®enepaumm 27 Hoabpa 2015 r., pernctpaumnoHHbiii N 39868), ot
21 anpena 2016 r. N 2541 (3apernctpmpoBaH MuHUCTepCTBOM tocTuumMK Poccuitickoit ®epepaumn 18
miona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTtpupoBaH
MuHKcTepCTBOM tocTULMKM Poccuitickoit Pepepauum 9 saHeaps 2018 r., perncTpaumoHHbiii N 49561).

34. MporpaMmHO-TEXHUYECKME CPEeACTBA rOCYAapPCTBEHHbIX MHPOPMALMOHHBIX cuctem B chepe
3[paBOOXPAHEHUS,  MEAUUMHCKMX  MHOOPMALMOHHLIX  CUCTEM  MEAMUMHCKUMX  OpraHu3aumi
obecneymBatoT XpaHeHWe 31EKTPOHHbBIX PeLEenToB, 0POPMIEHHbIX B GOPME 3/IEKTPOHHbIX AOKYMEHTOB B
TEYEHMEe CPOKOB, YCTAaHOB/IEHHbIX AJ/1A XpaHeHUa peuenToB, OQOPMIEHHbIX HA COOTBETCTBYHOLLMX
dopmax peLenTypHbix 61aHKOB Ha BymarKHOM HocuTene <13>.

<13> MyHKT 14 npaBuna OTNYCKAa NEKAPCTBEHHbIX NPENnapaTos AAA MeAMLUMHCKOro NPUMEHEHUA, B
TOM 4YUCNe MMMYHOBMONOTMYECKMX JIEKAPCTBEHHbIX MNPenapaTtoB, anTeYHbIMM OPraHU3aLUAMM,
WHAMBUAOYANbHBIMU - NPEANPUHUMATENAMW,  UMEOWMMKU  JNLEH3NID  Ha  dapmaLeBTUYECKYHO
OEATENbHOCTb, YTBEPKAEHHbIX NPUKazom MuHMUCTEPCTBA 34paBooXxpaHeHma Poccuitickon Pepepauum ot
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11 wona 2017 r. N 403H (3apeructpupoBaH MuHUcTepCcTBOM tOCTUUMKM Poccuiickon depepauum 8
ceHTAbpsa 2017 r., peructpaumnoHHbii N 48125).




