[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 NNEKAPCTBEHHbIE NPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YMETA U XPAHEHUA

B cooTBeTcTBMM 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, cT1. 5822; 2014, N 12, cT1. 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, cT1. 325; N 9, cT. 1268; N 27, cT. 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 npunoxkeHuo N 3.

2. Mpu3HaTb YyTPaTUBLUMMM 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 passutua Poccuiickoit Pepepaummn ot 5 masa 2012 r. N 502H, u B MNopaaok HasHayYeHUsa 1
BbINUCbIBAHMA NleKapCTBEHHbIX npenapaTos, YTBEPKAEHHbIN NPUKasom MwuHucTepcTBa
3apaBooxpaHeHunsa Poccuinckont Peaepaummn ot 20 agekabps 2012 r. N 1175H, yTBEpKAEHHbIX NPUKA3OM
MuHucTtepctBa 3apaBooxpaHeHusa Poccuiickor ®Pepepaumm ot 2 gekabpa 2013 r. N 886H
(3apeructpuposaH MwuHUCTepcTBOM tocTUUMKM  Poccuitickoit ®depepaumm 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 MU3MEHEHUN B MNPUNOXKEHUS K nNpukasy MuHUCTepcTBa 34paBooxpaHeHusa Poccuiickoi
depepaunn ot 20 aekabps 2012 r. N 1175H "O6 yTBEpKAEHUM NOPsAKa Ha3HAYEHUA U BbIMUCbIBAHUSA
JNIEKAPCTBEHHbIX MPenapaToB, a Takxe ¢Gopm peuenTypHbiX 61aHKOB Ha JieKapCTBEHHble MpenapaTsl,
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 yTBEpKAEHUM NOPsAKa Ha3HAYEHUA 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 Poccuitickoir Pepepaumm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPNKALUMX Ha3HAYeHME HAPKOTUYECKUX CPeacTB Wan
NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBJIEHUA, pacnpeaeneHns, perucTpaumm, yueta n XxpaHeHums,
a TakkKe npasun odopmaeHua", YyTBEPKAEHHbIX MpPMKaszom MUHUCTEPCTBA 34PaBOOXPaHEHUA
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 3A4paBoOXpaHeHUs Poccuinckol
depepaunn no Bonpocam ob6palLEHMA NEKAapCTBEHHbLIX MPEenapaToB, COAEPrKALLMX HapKOTUYECKMe
CpencTBa, NCUMXOTPOMHbIE BELLECTBA M UX MNPEKYPCOpbl, WU JIEKAPCTBEHHbIX CPeACcTB, MNOASeXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY Y4YeTy, YTBEPXKAEHHbIX MNPUKasoM MUHUCTEPCTBA 340aBOOXPAHEHUS
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 MUHMCTepPCTBA 34paBOOXPaHEHUS
Poccuiickoin Pepepaumm

oT 14 aHBapa 2019 r. N 4H

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

MeANLUMHCKOTO NPUMeHeHUA (aanee - NeKapcTBeHHble NpenapaTtbl) U 0popMAEHUA UX Ha3HAYEHUA Npu
OKa3aHWN MeaULMHCKON NOMOLLM B MeAULMHCKMX OpraHn3aumax <1>.

<1> MyHKT 11 cTtatbn 2 PegepanbHoOro 3akoHa oT 21 Hosbpa 2011 r. N 323-9®3 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoit depepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuintckol
depnepaunn, 2011, N 48, cT. 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
pyKoBOoAMTENEM MEAMUMHCKON OpraHM3aummM Npu OpPraHusauMm OKa3aHWA NepBUYHOM 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 cnyyaaAx, yKasaHHbIXx B NyHKTax 9 - 12 Hactoswero [lopagKa, MeguUUMHCKMIA paboTHUMK
obopmMnAeT HazHayeHWe NIeKApPCTBEHHbIX MpernapaTos, B TOM 4YucCiae NOANENKALLMX W3FOTOBJEHUIO U
OTMYCKY QanTeYHbIMM OpraHM3auMaAMM (Janee - NeKapCTBEHHble Mpenapatbl MHAWBUAYANbHOTO
W3roToB/NEHMA), HA pPeLLenTypHOM 6aaHKe, 0opOopMNEHHOM Ha ByMaxKHOM HOCUTEsle 3@ CBOEW MOAMUCHIO
(manee - peuenT Ha b6ymaxHOM HocuTene), U (UAKM) € corfacuMa 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 340p0BbA rpaxaaH B Poccuiickoit ®eaepaunn” (CobpaHue
3aKoHogmaTenbcTBa Poccuitckoit ®epepauymm, 2011, N 48, c1. 6724; 2013, N 48, c1. 6165; 2017, N 31, cT.
4791).

Peuent B ¢popme 3N1EKTPOHHOIO AOKYMEHTA, COAEPKALLMA Ha3HAYeHMEe HAaPKOTUYECKMX CPeacTB
WA NCUXOTPOMHBIX BELLecTs, NOAMMUCLIBAETCA C MCMNO/b30BaHMEM YCUAEHHOW KBanMdULMPOBAHHOWM
3/1eKTPOHHOM NOANUCK Nevallero Bpada uau denbawepa, akylepKu, Ha KOTOPbIX BO3OXKEHbI GYHKLUN
Nlevalllero Bpaya, 1 COOTBETCTBYHOLLEN MeAMLMHCKOW OpraHM3aLmmn <4>,

<4> Yactb 1 ctaTbu 26 PepepanbHoro 3akoHa oT 8 aHBapa 1998 r. N 3-®3 "O HapKoTMYeCcKux
cpencTeBax U ncmxoTponHbix BewectBax" (CobpaHune 3akoHogaTenbcTBa Poccuitckoit ®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 31EKTPOHHbIX SOKYMEHTOB OCYLLECTBAAETCA B C/y4ae NPUHATUA
YNO/IHOMOYEHHBIM  OPraHOM  WMCMOAHUTENbHON BnacTM cybbekta Poccuiickoh  Pepepaunn B
COOTBETCTBUM C NyHKTOM 4 cTaTbn 6 degepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "0O6
ob6palleHMM neKkapcTBeHHbIX cpeacts" <5> peweHus 06 MCNoAb3OBaHMM Ha TeppuTopun cybbekTa
Poccuitckoit ®epepaumm Hapsagy C peuentamu Ha NeKapCTBEHHble MpenapaTtbl, 0PpOPMAEHHBIMU Ha
6yMa)KHOM HoOcCuTene, peuenToB Ha JIeKApPCTBEHHble Mpenapatbl, COOPMMPOBAHHLIX B dopme


consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E842206FBAF029277162179129A2753D51F5EDB0DCAC7AA7AC65AD24D436423EF29B81FA1DC9838nFI0L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316F8D2D08F5AC029277162179129A2753D51F5ED904CACEFB2F895B8E081E7722E329BA1BBEnDI7L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E842F08F9A1029277162179129A2753D51F5EDD0BCDCEFB2F895B8E081E7722E329BA1BBEnDI7L

IIEKTPOHHbIX AOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickoin ®epepaumn, 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 opraHM3aumm HasHavaloTca ¢ opopmaeHmem pelenta B Gopme 31eKTPOHHOro A0KYMEHTa
M (Mnn) Ha BymaxkHOm HocuTene (3a MCKAOYEeHUEM OQPOPMNEHMA PELLenNTOB Ha JIeKapCTBEHHble
npenapatbl, Nogaexalue oTnycKy 6ecnnaTHO MAM CO CKMAKOMW) NnMbo BblaatoTca (NauMeHTy uUan ero
3aKOHHOMY NpeacTaBUTeNt0) OAHOBPEMEHHO C BbIMMCKOW M3 UCTOPUM 60/1e3HN NleKapCTBEHHble
npenaparbl, B TOM YMC/ae HapKOTMYECKME W MCUXOTPOMHbIE NeKapCTBeHHble npenapaThl, BHECEHHbIE B
cnuckn Il n 1l nepeyHAa HapPKOTUYECKMX CPEACTB, MCUMXOTPOMHbIX BELLeCTB U UX NPEKypcopos,
noanexalmx KoHTpoto B Poccuinickon Peaepauuu, yTBepKaeHHOro noctaHoBneHnem lNpaBuUTenbCTBa
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 Poccuiickot ®egepaumnmn, 1998, N 27, ct. 3198; 2004, N 8, cT.
663; N 47, cT. 4666; 2006, N 29, c1. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572;
2010, N 3, c1.314; N 17, cT1. 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, cT. 1295; N 19, cT. 2400; N 22, cT. 2864; N 37, cT. 5002; N 41, cT. 5625;
N 48, cT. 6686; N 49, c1. 6861; 2013, N 6, cT. 558; N 19, cT. 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, c1. 3763; N 44, cT. 6068;
N 51, ct. 7430; 2015, N 11, c1. 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 MPenapaToB MNPW OKas3aHMM MeaMLMHCKON nomMowM 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 pPeLenToB M TpebOoBaHWM-HaAKNAAHbIX, YTBEPKAEHHOMN
npuvkasom MuUHUCTEPCTBA 34PaBOOXPAHEHUA U COUMANbHOro pa3Butua Poccuiickon depepaumm oT 12
¢depans 2007 r. N 110 "O nopaaKe HasHauYeHMA U BbINUCbIBAHWS NEKAPCTBEHHbIX NpPenapaTos, U34enuni
MeANUMHCKOTO Ha3HAYeHWA U CNeLManm3MpoBaHHbIX MPOAYKTOB 1e4ebHOro nuTaHua" <7>.

<7> 3apeructpmposaH MuHuctepctBom toctnumm Poccuinickon Pepepaummn 27 anpena 2007 r.,
pernctpaumoHHbin N 9364, ¢  M3MEHEHUAMM, BHECEHHbIMWM  NpUKasamum  MuHKUCTepcTBa
3pPaBOOXPaHEHNA M coUManbHOro passuTUA Poccuitckon Pegepaumm oT 27 asrycta 2007 r. N 560
(3apernctpupoBaH MuHUCTepcTBOM tocTUUMKU  Poccuitickon dPepepauum 14 ceHtabps 2007 r.,
pervctpaumoHHbii N 10133), ot 25 ceHTabps 2009 r. N 794H (3apeructpupoBaH MUHUCTEPCTBOM
tocTnumnmn Poccuinckoit ®epepaumm 25 Hoabpa 2009 r., permctpaumoHHbii N 15317), ot 20 sHBapa 2011 .
N 13H (3apeructpupoBaH MuHuUcTepcTBOM tOCTUUMKM Poccuiickon depepauymm 15 maprta 2011 r.,
pernctpaunoHHbiit N 20103), npmukasamm MuUHUCTEPCTBa 34paBooxpaHeHua Poccuninckoit degepauum ot
1 asrycta 2012 r. N 54H (3apeructpupoBaH MuHUcTepcTBOM tocTuumm Poccuiickon Pepepaunmn 15
asrycta 2012 r., peructpaumoHHbin N 25190), ot 26 ¢eBpansa 2013 r. N 94H (3aperncTtpupoBaH
MuHUcTepcTBOM tocTuL MK Poccuiickon ®Pepepaunm 25 utoHa 2013 r., pernctpaumoHHbin N 28881).
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6. HasHauyeHMe neKapCTBEHHbIX MPEnapaToB OCYLLECTBAAETCA MeAMUMHCKMM pPaboTHUMKOM no
MEXKAYHAPOAHOMY HEMATEHTOBAHHOMY HAMMEHOBAHMIO, @ MPU ero OTCYTCTBUMU - FPYNNUPOBOYHOMY MU
XMMMYECKOMY HAaMMEHOBaHMIO. B  cnyyae  OTCYTCTBMA  MEXAYHAPOAHOro  HENnaTeHTOBAHHOIO
HAaMMEHOBaAHMA W TPYNMUPOBOYHOIO WM XMMMUYECKOTO HaMMEHOBaHMA /IEKAapCTBEHHOIO MpPenapaTa,
JIeKapCTBEHHbIM NpenapaTt HazHavyaeTca MeaANUUMHCKMM PabOTHMKOM NO TOProBOMY HaMMEHOBAHMIO.

MpyY HaANYUU MEeAUUMHCKUX MOKasaHui (MHAMBMAYabHAA HENepeHOCUMOCTb, MO KU3HEHHbIM
NoKasaHMAM) MO peLleHno BpayebHoM KoMUCCUM MEeAULIMHCKOM opraHM3aumm <8> ocyliecTBiseTca
HasHayeHMe U opopMNEHME HA3HAYEHUA JIEKAPCTBEHHbIX MPENApPaToB, He BXOAALMX B CTAHAAPTbI
MeANUNHCKON NOMOLLM, pPa3paboTaHHbIX B COOTBETCTBUM € NYHKTOM 4 cTaTbi 10 PeaepanbHOro 3akoHa
0T 21.11.2011 N 323-d3 "0O6 ocHoBax oxpaHbl 340pOBbA rpaxaaH B Poccunitickoit egepaunn' <9>, nnbo
Mo TOProBblIM HaMMeHOBaHMAM. PeleHne BpavyebHOM KOMUCCUM MEAWMUMHCKOM 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 BpavyebHOW KOMUCCUM MeAMLMHCKOW opraHusauumn" (3apernctpupoBaH
MwuHioctom Poccun 9 utoHa 2012 1., pernctpaumoHHbii N 24516), ¢ M3MEHEHUSMWU, BHECEHHbIMM
npuvkasom MuHsapasa Poccum oT 2 gekabpsa 2013 r. N 886H (3apernctpuposaH MuHioctom Poccum 23
AeKkabps 2013 r., perncTpaumnoHHbiii N 30714).

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

7. HasHayeHMe neKkapcTBEHHOro Mpenaparta B peuente Ha GyMa)kHOM HOCUTene WAM peuente B
dbopme 3N1EeKTPOHHOrO AOKYMEeHTa OGOPMAAETCA Ha MMA NauMeHTa, ONA KOTOpPOro npeaHasHauyeH
NleKapcTBEHHbIV 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), yTBEpXAEHHbIX HACTOALWLMM MPMKA30M, a TaKKe peuenT Ha BymarkHom
Hocutene, opopmaeHHbI Ha peuenTypHom 6naHke dopmbl N 107/y-HI, yTBep:KAeHHOW NpuKasom
MuHUCTepCTBA 34paBoOXpaHeHns Poccuitckot Pepgepaumm ot 1 asrycta 2012 r. N 54H "O6
yTBEPXKAEHUN GOPMbl 6NaHKOB pPELLEnTOB, COAEPMKALLUMX Ha3Ha4YeHMEe HAPKOTUYECKUX CPeacTB Wau
NMCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBJIEHMA, pacnpeaeneHns, perucTpaumm, yyeta n xpaHeHums,
a TakKe npasun obopmaeHus” <10> (aanee - popma N 107/y-HM), MOXKeT BbITb NONYYEH NALMUEHTOM,
€ro 3aKOHHbIM NpPeaCcTaBUTENEM WU INLOM, UMEOLWUM 0DOPMIEHHYIO B COOTBETCTBUM C FPaXKAAHCKUM
3aKoHoAaTenbCTBOM Poccuinickon Pepepaunn AOBEPEHHOCTb OT NaLMeHTa Ha NPaBO NOJyYEHUA TaKOro
peuenTa (4anee - ynoJIHOMOYEHHOE NLO).

<10> 3aperunctpmpoBaH MuHUCTepcTBOM tocTnumm Poccuinickon ®egepaumnm 15 asrycta 2012 r,
pernctpaumoHHbin N 25190, ¢ W3MEHeHMAMW, BHECEHHbIMW MNpUKasamum  MuUHKUCTEepPCTBa
34paBooxpaHeHua Poccuitickoit 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 254H (3apernctpupoBaH MuHucTepcTBom toctuumm Poccuiickonn Pegepaunmn 18
miona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTpupoBaH
MuHUCcTepcTBOM tocTUL MK Poccuiickon ®Pepepaunn 9 aHeapa 2018 r., pernctpaumoHHbin N 49561).

Peuent B dopmMe 3/IEKTPOHHOIO JOKYMeHTa GOpPMUPYETCA C UCMOb30BaHUEM FOCYAaPCTBEHHOM
MHOOPMAUMOHHOM cuctembl B cdepe 3ppaBooxpaHeHus cybbekta Poccuitckolt 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 323-93 "0O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuiickoit ®epepaumnn” (CobpaHue 3aKoHoaaTenbctBa Poccuintckol
depgepaunn, 2011, N 48, cT1. 6724; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; N 39, cT1. 4883; N 48, cT.
6165; 2014, N 30, cT1. 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, c1.4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18,
CcT. 2663; N 31, cT. 4794).

®akT BblgAYM peLenTa Ha NEKAPCTBEHHbIM MpenapaT 3aKOHHOMY NPeACTaBUTEND UM
YNOAHOMOYEHHOMY Ly PUKCMpPYeTCA B MeANUMHCKOM AOKYMEHTALUM NaLMeHTa.

8. MeguuuHCcKUM paboTHMKam 3anpewaetca opopmMmaaTb PeLenTbl NPU OTCYTCTBMU Yy MalMeHTa
MEAULMHCKMX MOKa3aHMW; Ha He3aperncTpMpoBaHHbIe JIeKapCTBEHHble npenapatbl <12>; Ha
JIeKapCTBEHHbIE NpPenapaTtbl, KOTOPblE B COOTBETCTBUM C UHCTPYKLUMEN MO MeANLUUHCKOMY NPUMEHEHUIO
npegHasHayeHbl 414 NPUMEHEHUS TONbKO B MEANLMHCKUX OpraHM3aumax; Ha HapKoTUYEeCcKne cpeacTsa
M NCUXOTPOMHbIE BELLECTBA, BHECEHHble B cnucok |l MepeyHs, 3aperucTpupoBaHHblE B KayecTse
JIEKapCTBEHHbIX NPENapaToB, B LEAsaX NPUMEHEHUA ANA NeYEHU HAPKOMaHUN.

<12> PeweHne CoseTa EBpasmicKoOi 3KOHOMUYECKON Komuccum oT 3 Hosbpa 2016 r. N 78 "O
MpaBuaax pervcTpaumm M 3KCNepTM3bl JIEKAPCTBEHHbIX CPEeACTB A1A MeAWULUMHCKOro npumeHeHus"
(odmumanbHbIM canT EBpa3sMINCKOro 3KOHOMMYecKoro cotosa http://www.eaeunion.org/, 21 Hoabpa
2016 r.). Cratba 13 ®depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 ob6pauieHumn
NIeKapCTBEHHbIX CPeACTB AN MeAnUMHCKoro npumeHeHns" (CobpaHue 3akoHoaaTenbcTBa Poccuiickol
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 ab3alie NepBOM HACTOAWEro NyHKTa, 3anpeLiaeTcs
obopMNATL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CNUCKM || 1
Il NepeuHs (panee - HapKOTUYECKME M MCUXOTPOMHbIE NEeKAapCTBEHHble npenapatbl crnvckos Il u Il
Mepeyns).

9. MpK Ha3HAYEHUW HAPKOTUYECKMX M MCUXOTPOMHBIX IEKAapPCTBEHHbIX MpenapaToB cnucka i
MepeyHs, 32 UCK/OYEHWEM JIeKapPCTBEHHbIX MPENapaToB B BUAE TPAHCAEPMAJIbHbIX TEPANeBTUYECKUX
CUCTEM W JIEKAPCTBEHHbIX NpPenapaToB, COAEPXKalMX HaApPKOTUYECKOe CPeACTBO B COYETAHMM C
aHTaroOHUCTOM OMUWOWAHBIX PEeLEenToOpPoOB, pPeuenTbl Ha Oyma)KHOM HocuTene 0QpOopMAAIOTCA Ha
peuenTypHom 6i1aHke popmbl N 107/y-HIN.

10. PeuenTypHbIn 61aHK dopmbl N 148-1/y-88 odopmnsaerca npu HasHaYeHUN:

1) HapKOTMYECKMX M MCUMXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHa B BuAe
TpaHCcAEepPMabHbIX TEPaneBTUYECKUX CUCTEM, HAPKOTMYECKMX JIeKApPCTBEHHbIX NpenapaTtoB crnucka Il
MepeyHa, coAep:Kalux HaPKOTUYECKOe CpeacTBO B COYETAHMM C  aHTarOHUCTOM  OMUOMAHbIX
peLenTopoB, NCUXOTPOMHbIX 1EKAPCTBEHHbIX NpenapaToBs cnucka lll Nepeyxs;

2) neKkapcTBeHHbIX npenapaTtos, ob6nagalowmx aHaboNMYECKON aKTMBHOCTbIO (B COOTBETCTBUM C
OCHOBHbIM PpapMaKONOTMYECKUM AENCTBUEM) M OTHOCALLIMXCA NO aHAaTOMO-TepaneBTUYECKO-XMMMNYECKOM
Knaccudukaumm, peKoMmeHa0BaHHOM BcemupHoM opraHusaumelt 3gpaBooxpaHeHuns (aanee - ATX) <13>,
K aHabosnnyeckum cTepougam (Koa A14A) (manee - nekapcTBeHHble npenapatbl, obnagatoume
aHabo/MYeCcKo aKTUBHOCTbIO B COOTBETCTBUM C OCHOBHbIM HapMaKoorMyeckum AencTenem);

<13> Cratba 18 depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 ob6palieHnn
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
3paBooxpaHeHua Poccuitickoit depepaumm ot 10 wmwoHa 2013 r. N 369H (3apernctpupoBaH
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 MM MCUXOTPOMHOE BellecTBo cnmcka |l MepeyHa, n apyrme papmaKosiorMyeckme akTUBHbIE
BElecTBA B [03e, He MpPEeBbllWAOWEN BbICWYHO pPa3oByl f[03y, W MpU  YCNOBUW, YTO ITOT
KOMOMHMPOBAHHbLIA JIEKAPCTBEHHbIA MNpenapaTt He ABAAETCA HAPKOTUYECKMM WU 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) NneKapCTBEHHbIX MNpenapaToB, YKasaHHbIX B MyHKTe 4 [lopagKa OTNyCKa JieKapCTBEHHbIX
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
NEKAPCTBEHHDbIX NMpenapaTtoB, BK/JKYEHHbBIX B NMepevyeHb NEKapPCTBEHHbLIX CPpeacTts Ana MmeauunHCKoro
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 Pegepaumum ot 22 anpens 2014 r. N
183H "O6 yTBEPKAEHUM MEpPeYHA NEeKAPCTBEHHbIX CPEeACTB A8 MEAUUMHCKOTO MNPUMEHEHMUS,
nogfexalWmx npeamMmeTHO-KoNYecTBEHHOMY ydeTy" (3apernctpupoBaH MMHUCTEPCTBOM  HOCTUL MM
Poccuitckoii depepaumm 22 uiona 2014 r., peructpaumoHHbin N 33210), ¢ U3MeHeHUAMN, BHECEHHbIMMU
npukasamu MuHuUcTepcTBa 34paBooxpaHeHusa Poccmninckon Pegepaumnm ot 10 ceHTabpa 2015 r. N 634H


consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316F8D2C04F5AD029277162179129A2753D51F5EDB0DCAC5AD7EC65AD24D436423EF29B81FA1DC9838nFI0L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E842F02FDAD029277162179129A2753D51F5EDB0DCAC4A876C65AD24D436423EF29B81FA1DC9838nFI0L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E842F02FDAD029277162179129A2753D51F5EDB0DCAC4A876C65AD24D436423EF29B81FA1DC9838nFI0L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316F8D2C04F5AD029277162179129A2753D51F5EDB0DCAC5AE7AC65AD24D436423EF29B81FA1DC9838nFI0L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E852F08F8A0029277162179129A2753C71F06D70CC2DBAF7AD30C8308n1IFL

(3apeructpuposaH MuHucTepcTBOM tOoCTUUMKM  Poccuiickon depepaummn 30 ceHTabps 2015 r.,
pernctpaumnoHHbiii N 39063), ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
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 .,
pervcTpaumoHHbii N 50961), ot 27 niona 2018 r. N 471H (3apernctpnpoBaH 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 3N1EKTPOHHOrO AOKYMEHTA 3anpeLlaeTcA MpPeBblwaTb KOAMYECTBO HAPKOTUYECKUX
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. Mpn Ha3HaYeHUWN NEKAPCTBEHHbIX NPENapaToB, BKAKOUYEHHbIX B nepeyeHb MKY, 4033 KOTOpbIX
npeBblWaeT BbICWIMIKA OAHOKPATHLIA MNpUEM, MeOMUMHCKMI paboTHMK o0603HayaeT 403y 3TOro
NeKapCcTBEHHOrO npenapata B peuenTe Ha 6ymakHOM HocuTesne MNPONUCbI0 C MpPOCTaBAeHUEM
BOCK/IMLLATENIbHOTO 3HAKa W (MM) NPOCTaBASAET BOCKAMLATENbHBIM 3HAaK Npu opopmaeHnn peuenta B
dopme 3N1eKTPOHHOTO 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 npousBoaMTCA Hagnucb "o cneunanbHOMY HasHauveHUo", OTAENbHO 3aBepPeHHan NoANucbio
MeAMLMHCKOro paboTHMKA M MedyaTbio MeAMUMHCKON opraHusauumn "[ns peuenTtos", Ha peuenTax B
dbopme 3NEKTPOHHOrO [OOKYMEHTa MpousBoanUTCA OTMeTKa 'Mo cneumanbHOMYy HasHauyeHuio" ¢
NpOCTaB/feHNEM YCUNEHHOM KBAANPULMPOBAHHOM INEKTPOHHOMN NOANNCY MEANLMHCKOTO paboTHUKA.

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

Mpn odopmneHnMn peuenTypHbix ONaHKOB  [OMYCKAaeTCA WUCMNO/b30BaHWE  COKpaLleHui
(npunoskeHue N 2 K HacToAwemy Mopagky).

an Ha3Ha4YeHUN NEKAPCTBEHHOIO npenaparta He AOO0NyCKaeTCcA COKpaulleHue 61M3KNX  no
HaMMeEHOBaHNAM UHIpeaneHToB, COCTaBAAKOWNX }'IEKapCTBeHHbIﬁ npenapart, He no3BoaArWUnX
YCTaHOBWUTD, KaKon MMeHHO ﬂEKapCTBeHHbIVI npenapart Ha3Ha4eH.

18. Cnocob npumeHeHMA fleKapcTBEHHOro npenapaTa 0603HaYaeTca ¢ yKa3aHMemM A03bl, 4acToTbl,
BpEMEeHU npuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M €ro ANUTENbHOCTU, a A1A NeKapCTBEHHbIX
npenapaTos, B3aMMOAENCTBYIOLWMX C NMULLEN, - BpEMEHW UX YNnoTpebaeHMs OTHOCUTENbHO Npuema NuLm
(mo enpl, BO Bpems eapl, nocne eabl).

19. Mpu HEOBXOAMMOCTU HEMEAIEHHOTO UM CPOYHOrO (B TeueHMe AByX pabounx aHei) oTnycka
NleKapcTBEHHOro npenapaTa nNauMeHTy B BepxHeW 4YacTu peuenta Ha 6ymaxXHOM HocuTene
npocrtasasatoTcs ob6o3HayeHus "cito" (cpouHo) nnm "statim" (HemeaneHHo). AHanorMyYHble 0603HaYEHUA
NPOCTaBAAIOTCA B BUAE OTMETOK Npu opopMaeHnn peLenTa B popme 31eKTPOHHOrO AOKYMEHTa.

20. Mpu obopMNEHMM Ha3HAUYEHMA FOTOBOrO IEKAaPCTBEHHOTO 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


consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E852F08F8A0029277162179129A2753D51F5EDB0DCAC5AE7AC65AD24D436423EF29B81FA1DC9838nFI0L
consultantplus://offline/ref=57CDBA7AA113CC71321D60C82D96B0316E852F08F8A0029277162179129A2753D51F5EDB0DCAC5AE7AC65AD24D436423EF29B81FA1DC9838nFI0L

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 hapmalLeBTUYecKMX cybcTaHUMin yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0), KUAKKX -
B MUANMAUTPAX, FPAMMaXxX U Kanasx.

21. PeuenTtbl Ha bymaHOM HocuTene, B GopmMe 3N1EKTPOHHOro AOKyMeHTa, 0pOpPM/IEHHbIE Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 u npeaHasHauyeHHble AN OTNYCKa J/IeKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoAnyHKTamu 2 - 5 nyHKTa 10 HacToswero MNopaaKka, 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 HacTosiwero MNopsagKka, gencTsmuTenbHbl B TeyeHue 30
AHel co aHAa odpopmaeHus.

23. PeuenTtbl Ha bymaHOM HocuTene, B dopme 3NEeKTPOHHOIO AOKYMEHTa, opOopM/IEHHbIe 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 TaKKe TrpaxgaHam, CTpagalowMm XpOHUYecKumu 3aboneBaHuamu, Tpebyrowmmum
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 PeLEenToB B pOPME 31EKTPOHHOTO
AOKYMEHTa MOryT Ha3HauyaTbCA Ha Kypc edeHna ao 90 aHen.

24. PeuenTtbl Ha Byma)kHOM HocuTene, B Gopme 3/1eKTPOHHOIro AOKYMeHTa, opopmieHHble Ha
peuenTypHom 61aHKke popmbl N 107-1/y 1 npegHasHadeHHbIe A4/1A OTNYCKa IeKapCTBEHHbIX NpPenapaTos,
npeaycMoOTPEHHbIX MyHKTOM 12 HacToswero MNopsagKa, AelcTBUTENbHbI B TeyeHne 60 aHel co AOHS
odopmneHus.

MpM Ha3HaYeHUW TrOTOBbIX JEKAPCTBEHHbIX MNPEnapaToB W IEKApCTBEHHbIX MNpenapaTos
WHAMBUAYANbHOrO U3roTOBAEHUA MaLMeHTam ¢ 3a6o1eBaHMAMM, TPEBYIOLMMM AIUTENbHOTO KYPCOBOTO
neyeHus, ¢ opopmaeHneM Ha peuenTypHom 6naHke ¢opmbl N 107-1/y peuenta Ha 6ymarkHOM
HocuTene uAM B GOpMe 3NEKTPOHHOTO AOKYMEHTa YCTaHaB/AMBaeTCA CPOK AelcTBMA peuenTta B
npegenax 40 04HOMO KaseHAapHoro roaa.

B cnyyae ycTaHOB/AEHMA CpPOKa AeicTBMA pelenta B npedenax A0 OAHOro roga B peuenTe
npocTtasnserca otTmeTtka "lMo cneunanbHOMy HasHaueHuio", obo3HavaeTca CPOK AencTBMA peuenTa M
NepMoaMYHOCTb OTMYCKa IeKapCTBEHHbIX NPenapaTos U3 anTe4yHoM opraHn3aLmMm an UHANBUAYa bHbIM
npeanpuvHUmaTenem, UMerLWMM ULEH3NIO Ha papMaLeBTUUYECKYIO AeATeNbHOCTb <16> (exeHenenbHo,
€}XeMeCsAYHO M UHble nepuoAbl). JONoNHUTENbHO 3TO yKasaHWe 3aBepseTca MNoANUCbI0 U MedyaTblo
MeANUMHCKOro paboTHUKA, a TaKXe MedyaTblo MeAuUMHCKOW opraHmsaummn "Ona peuentos" (gns
peuenta Ha Byma)KHOM HoOcCUTeNe) WAU YCUIEHHON KBanUGUUMPOBAHHOW 3NEKTPOHHOW MNOAMNUCHIO
MeANUMHCKOro paboTHMKA U nua, YNONHOMOYEHHOTO 3aBepATb AOKYMEHTbI OT MMEHU MeaULUHCKOM
opraHusaumm (ana peuenTa B dopme 31eKTPOHHOrO AOKYMEHTA).

<16> MyHKT 47 yactn 1 ctatbm 12 depepanbHoro 3akoHa ot 4 maa 2011 r. N 99-9#3 "O
NINLUEH3NPOBAHUM OTAENbHbIX BUAoB AeatenbsHocTn" (CobpaHue 3aKoHoAaTenbcTBa Poccuiickom
depgepaunn, 2011, N 19, ct1. 2716; 2012, N 31, cT.4322; 2013, N9, c1. 874; N 27, c1. 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 npou3BoaHble 6apbUTYPOBON KUCAOTbl, KOMBUHUPOBAHHbIE JfIeKAPCTBEHHbIE
npenaparbl, CoAepaline KogenH (ero conun), nHble KOMBUHMpPOBAHHbIE NEKAPCTBEHHbIE NpenapaThbl,
noaneskawme npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, JieKapcTBeHHble npenapaTtbhl, obaagatouime
aHaboAMYeCKON aKTUBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (apMaKo/OrMyeckum AencTeuem, Oaa
NeYeHns NaumeHTOB C XPOHUYECKMMU 3ab0/1eBaHMAMM MOTYT 0GOPMAATLCA Ha Kypc sedeHna ao 60
AHen.

B M4aHHbIX CAy4yasx B peuenTax Ha OymaKHOM HocuTene npousBoauTca Haanucb "o
cneumanbHOMY HasHauyeHuto", 3aBepeHHas MoAMUCbI0  MegMUMHCKOro pPaboTHMKa M nevaTbio
MeAMLUMHCKOW opraHusauun "[Ona peuentos", peuentax B ¢GOpmMe 3/EKTPOHHOrO [OKYMEHTa
npousBoguTca oTmeTKa "Mo cneuManbHOMy HasHauyeHuio", C  NPOCTaBAEHUMEM  YCUIEHHOW
KBa/IMOUUMPOBAHHOW 3/1EKTPOHHOM NOANUCUM MeAMUMHCKOro paboTHMKA M nua, YNOAHOMOYEHHOTO
3aBepPATb AOKYMEHTbl OT UMEHU MeANLMHCKON OpraHmn3aumm.

26. PeuenT Ha 6ymarkHOmM HocuTene, B GoOpme 3NEKTPOHHOIO AOKYMeHTa, 0POPMAEHHbIN C
HapyLWeHMEeM YCTaHOB/IEHHbIX HAaCTOALLMM MNopagKkom TpeboBaHMI, CUMTAETCA HEAENCTBUTEIbHbIM.

Il. Ha3HaueHue nekapcTBEHHbIX NPenapaToB NpU OKasaHUU
MeAULMHCKO NOMOLLU B CTaLMOHAPHbIX YCI0BUAX

27. Mpx OKasaHWMWM MAUMEHTY MeOMLMHCKOM MOMOLWM B CTAaLMOHAPHbIX YCNOBUAX HA3HayeHue
JIeKapCTBEHHbIX MpPenapaToB npousBoguTca 6e3 opopmiaeHua peuenta MeAMUMHCKUM PabOoOTHUKOM
€4MHONIMYHO, 332 UCK/IKOYEHNEM C/lyYaeB, YKa3aHHbIX B NYHKTe 28 HacToAwero MNMopaakKa.

28. CornacoBaHWe Ha3Ha4yeHUA JIeKapCTBEHHbIX NMpenapaToB C 3aBeAylowum OoTAe/IeHUEM Uan
OTBETCTBEHHbIM AEXKYPHbIM BPa4yom 60 APYrM NLOM, YNOJHOMOYEHHBIM MPUKA30M F1IaBHOMO Bpaya
MEOVLMHCKON OpraHM3aumun, a TaKXe, NpPU HaJlu4ymMM, C BPaAYOM - KAMHUYECKMM (apmMaKoaorom
HeobxoAMMO B Cay4anx:

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

2) Ha3HaYeHUA NleKapCTBEHHbIX NPEenapaTos, He BXOAALLMX B NepeyeHb KU3HEHHO HeobXxoauMbIx
N BaXXHEMLUMX NeKapCTBEHHbIX Mpenapatos <17>, npu HETUNUYHOM TeyeHun 3abosieBaHMA, HaAUUNK
OC/NIO)KHEHWI OCHOBHOro 3aboneBaHua W (MAKM) CONYTCTBYHOWMX 3aboneBaHUl, MNPU Ha3Ha4yeHUU
JIeKapCTBEHHbIX MpenapaToB, O0COHBEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COrNacHo
MHCTPYKUMAM MO WX TMPUMEHEHUIO MPUBOAAT K CHUKeHuo 3dPeKTMBHOCTM M 6e30nacHOCTM
dbapmakoTepanuu 1 (M1m) co3aatoT NOTEHUMAIbHYIO ONacHOCTb ANA }KU3HM U 340POBbA MNaLUeHTa.

<17> NyHKT 1 cTtatbn 60 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6pauleHmm
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. MeguuUMHCKMIA paboTHUK MeAMUMHCKOW opraHu3aumu (ee CTPYKTYpHOro noapasgeneHus),
pacrnosioXXeHHOM B CENbCKOM Hace/fieHHOM MYHKTe, OCYLLEeCTB/AAET Ha3HayeHue /fleKapCTBEHHbIX
npenapaTtoB B C/ly4asX, YKasaHHbIX B NyHKTax 28 1 30 HacToswero MNopaaKka, eAUHONNYHO.

30. Mo pelueHUto BpayebHOM KOMUCCUM MaLMEHTam MPU OKasaHUM UM MeAMLMHCKOMW NOMOLLN 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 BpayebHO Komuccum OUKCUMPYeTCAa B MEeAULMHCKOM [AOKYMEHTauuM nauueHTa u
KypHane spadyebHOn Komnccum.

31. B cnyyasx obcnepoBaHMA U NeYEHUA FPaXKOAHWMHA B CTALMOHAPHbIX YCAOBMAX B pamKax
NpefoCcTaBAEHNA MEAUUMHCKUX YCAYr Ha BO3ME3[HON OCHOBE 3a CYET JIMYHbIX CPEACTB FpaXkAaaH,
CpeacTB PUANYECKUX NIUL, U UHbIX CPeacTB Ha OCHOBaHWKM [0roBopa, B TOM 4ucne [A0rosopa
A06pPOBONBHOIO MEeAMUMHCKOro CTpaxoBaHMA <18>, emMy MoryT ObiTb Ha3HaueHbl /IeKAPCTBEHHbIE
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 NpefoCcTaBAEHNA MEANLIMHCKMMWU OPraHM3auMAMM NAATHbIX MeAUUNMHCKMX 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 MEeAUKO-CAaHUTAPHOW MOMOLM M MNaNANaTUBHOW MeAMLUHCKOM
NOMOLM B amMbynaTopHbIX YCNOBUAX Ha3HaYeHWe JIeKapCTBEHHbIX MPenapaTtoB OCYLLeCcTBAAETCA
MeANLUNHCKMM PaboTHUKOM B CNyYasaX TUMMYHOIO TeyeHMA 3abonesaHmA NaumMeHTa UCXOAA U3 TAXKECTU U
XapakTepa 3aboneBaHus.

33. HasHauyeHWe NeKapcTBEHHbIX MPEnapaToB MO peleHnto BpayebHON KOMUCCUM MPU OKa3aHUM
NepBMYHON MeLMKO-CaHUTAapPHOM MNOMOLLM, NAAMATUBHON MELMULMHCKON MOMOLWM B ambyaTOpPHbIX
YCNOBUAX NPOU3BOAMTCA B CyHaAAX:

1) o4AHOBPEMEHHOTO Ha3HaYeHUa OAHOMY NaLMEHTY NATU U 6oaee NEeKaPCTBEHHbIX 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 3ab0neBaHWA, NPU Ha3HAYEHUU
NeKapcTBEHHbIX MpenapaTtoB, O0COB6EeHHOCTM B3aMMOAEWCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHoO
MHCTPYKUMAM MO MX MPUMEHEHMUIO MPUBOAAT K CHUMKEHUIO 3OPEKTUBHOCTM M 6E30MaCHOCTM /leYeHUS
naumneHTa 1 (Man) co34atoT NOTEHLMAbHYIO ONACHOCTb ANA }KU3HWU M 340P0BbA NaUMEHTa;

3) nepBMYHOro HasHaYyeHWs MNALMEHTY HAPKOTUYECKMX U MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX
npenapatoB cnunckos Il u Il MepeyHs (B cryyae NPUHATUA PYKOBOAMTENEM MEOULIMHCKOM OpraHM3aumnm
peleHna 0 HeobXx0AMMOCTU COrNacoBaHMA Ha3HAYEHWUA TaKUX IEKAPCTBEHHbIX NPenapaToB ¢ BpayebHo
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,
TPEBOKHbIMW paccTpoiicTBamu, GobmUaAMM, MCUXOMOTOPHbLIM BO3OYKAEHUEM.

35. MNpu OKasaHUW CKOPOM MeAMLMHCKOM MOMOLUM NeKapCTBEHHble npenapaTbl Ha3HayalTCs
MeANLUMHCKMM pPaboTHMKOM Bble3aHOMW 6puragbl CKOpPOM MeAULMHCKON NOMOLWM, MeAULUHCKUM
paboOTHMKOM MeAULMHCKON opraHusauMM Mnpu OKasaHUM MeAULMHCKOW MOMOLLM rpaxaaHam npu
3ab60n1eBaHMAX, HECYACTHbIX C/y4anx, TPaBMax, OTPABAEHUAX W APYrUX COCTOAHUAX, TPebyoLlimx
CPOYHOro MeAMLIMHCKOro BMeLlaTe1IbcTaa.
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IV. HasHauyeHue neKapcTBEHHbIX NPenapaToB rpaxkgaHam,
MMeLWMM NPaBo Ha 6ecnnaTHoe NosyYeHUe NeKapPCTBEHHbIX
npenapaToB UAM NOJIy4YeHME IeKapCTBEHHbIX NpenapaToB
CO CKUAKOMN, NPU OKa3aHUM NePBUYHOMN
MeAUKO-CaHUTapPHOW NOMOLLM

36. [lpn OKasaHUM NEepPBUYHON 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
MEAULMHCKOrO MNPUMEHEHWss, B TOM UYMUCAE JIEKAPCTBEHHbIX MpPenapaTtoB An8 MeAULIMHCKOro
NPUMEHEHWS, Ha3HAYaeMbIX MO PELIEHNI0 BPAaYeOHbIX KOMUCCUIA MeANLIMHCKUX OpraHmn3aumnii <20>;

<20> YacTb 2 cTaTby 6.2 PegepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-$3 "O rocygapctBeHHOM
coumanbHoli nomouwm" (CobpaHune 3akoHogatenbcTea Poccuitckoit deaepauum, 1999, N 29, c1. 3699;
2009, N 30, ct. 3739; 2010, N 50, c1. 6603; 2013, N 48, cT. 6165).

2) nuuam, 60nbHbIM remoduanen, MyKOBUCLMAO30M, TMNOPU3APHBIM HaHM3IMOM, 60ne3Hbto
lowe, 310KaYeCTBEHHBIMW HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOW M POACTBEHHbLIX MM
TKaHeWn, paccesHHbIM CKAepO30M, FeMOJIMTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKUM 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 ctatbu 44 depepanbHoOro 3akoHa ot 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax
oXpaHbl 340p0BbA rpaxgaH B Poccuiickolt ®epepaumn” (CobpaHue 3akoHopaTenbcTBa Poccuiickol
depepaunn, 2011, N 48, c1. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rpa)kgaHam, MMeLMM NpaBo Ha MNOJyYeHMe JIeKapCTBEHHbIX MpenapaToB 6ecniaTHO WMAM
nosly4yeHume NeKapCTBEHHbIX MPenapaToB CO CKU/KOM 3a cYeT cpeacTsB 610aKeToB cybbeKkToB 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 ambynaTopHOM
JNIeYEeHUN KOTOPbIX JIEKAPCTBEHHbIE CPEeACTBA OTNYCKAlOTCA MO peuentam Bpayeh ¢ 50-npoLeHTHOM
CKMOKOMW CcO CBODOAHbLIX LEH, YTBEpPXAEeHHbIMW MnocTaHoBneHnem [lpasutenbctBa Poccuiickoit
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, c1. 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) 3ab6oneBaHUAMM, NPUBOAALLMMM K COKPALLEHUIO NPOAO/IMKUTENBHOCTU KU3HU
rpa*kgaH U X MHBAAMAHOCTM <23>,

<23> MMocTtaHoBneHue lpasuTtenbctBa Poccuiickoin ®epepaumm 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 UHBAANAHOCTU, 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 anTe4yHOW OpraHMsauuun, BTOPOMN - B
MeANUNHCKON OKYMEHTaLUUN NaumeHTa.

37. NpaBo Ha3HayaTb /IEKAPCTBEHHbIE NpenapaTbl rpa)kaaHam, MMeLWMM nNpaBo Ha becniaTHoe
NnoJslyYyeHMe NEeKAPCTBEHHbIX NpPenapaTtoB WM MOJiyYeHWe JIEKAapCTBEHHbIX MPEenapaToB CO CKUAKOW,
TaKXe MMeoT:

1) megmumHCcKMe paboTHUKK, paboTalowme B MeaMLMHCKOW OpraHM3aumm no COBMeCTUTENIbCTBY
(B npeaenax cBoelt KOMNETEHLMN);

2) MeAUUMHCKME pPabOTHWKM CTALMOHAPHbIX OpraHM3aumin coumanbHOro OBCAYKMBaHMA NpuU
HaMYMM NNLEH3UM HA OCYLLECTBIEHWE MEAMUMHCKON AeATeNbHOCTU <24>, npeaycmaTpuBatoLeit
BbINOZIHEHNE pPaboT (OKasaHMe YCAyr) MO OKa3aHWI0 MepPBUYHON MeAMKO-CAaHUTApHOW 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 OpraHM3alLuii, OKasblBaloLWMX MNEePBUYHYI0 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 TesnedoHa, MO KOTOPOMY PABOTHMK anTeyHoOW OpraHusauum npu
Heo6X0AMMOCTN MOXKET COFNAacoBaThb 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
peuenTtypHom 6naHke dopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu oGpopmaeHnn Ha BymarxkHOM
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 (GAPMAKOOMMYECKUM AeNCTBUEM, KOMOWHMPOBAHHbIX
NIeKapCTBEHHbIX MpenapaToB, YKasaHHbIX B noAnyHKTe 3 nyHKra 10 Hactoawero [lopAagka,
npefHasHavyeHHble ANA NeYeHUA rpaxKaaH, MMeoLWUX NpaBo Ha becnaaTHoe NofyYyeHWe eKapCTBEHHbIX
nNpenapaToB WAW MOJlyYeHME JNIeKAPCTBEHHbIX MpenapaToB CO CKUAKOM, OCYLEeCTBAAETCA Ha
peuenTypHom 6naHke ¢popmbl N 148-1/y-88, K KOTOpOMYy AOMOAHWUTENbHO ODOPMASAETCA peuenT Ha
peuentypHom 6naHKke dopmbl N 148-1/y-04 (n) (B ABYX 3K3emnaapax npu oGopmiaeHUn Ha BymaxkHOM
HocuTene).

MpunoxkeHne N 1

K MopAaKy HazHayeHnA
JleKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPMKA3OM
MuHUcTepcTBa 34PaBOOXPAHEHMUA
Poccuitckoit ®epepaumm

oT 14 aHBapa 2019 r. N 4H

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB U/ NCUXOTPOMHbIX BELLECTB, KOTOPOE
MOXET BbiTb BbIMUCAHO B OAHOM PELENTE

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

Cy6ﬂMHFBa}1bele

0,2 mr +0,2 mr (ynakoBka, KpaTHas N 20)
2 BynpeHopduH PacTBOp 4N5 UHBEKLUN, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TIO6MKOB)
3 bynpeHop¢uH TpaHcaepmasnbHbIN
nnacTbipb
35 mKr/uac 20 nnactbipen
52,5 MKr/vac 10 nnacTbipei

70 mKr/uac 5 nnactbipen
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4 AurngpokoaeunH Tabnetku
NPOJIOHIMPOBAHHOIO
nencremn
60 mr 40 TabneTtok
90 mr 30 TabneTtok
120 mr 20 TabneTtok
5 MopouH PacTBOp ANs UHBEKLUUN,
pacTeop ANA 20 amnyn (wnpuu-
NOAKOXHOTrO BBEAEHMA TI06MKOB)
10 mr/mn 1 mn
6 KopeunH + MopduH + HockanuH + Pactesop gna
ManasepuH + TebanH NOAKOXHOrO BBEAEHMSA
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 TpumenepungmnH PacTBOp 418 MHBEKUNIA
10 mr/mn 1 mn 20 amnyn (wnpuy-
TI06UKOB)
20 mr/mn 1 mn
9 MopduH TabneTku (Kancynbl)
NPOJIOHIMPOBAHHOIO
aencrenn
10 mr 180 Tabn. (kanc.)
30 mr 60 Taba. (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 ana npuema
BHYTPb 4 dnakoHa
20 mr/mn 20 mn
12 MopduH PacTtsop gna npuema




BHYTPb (MOHO4,03bI)
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
MPOJIOHIMPOBAHHOTO
nencremn
5mr+2,5mr 100 TabneTok
10 mr +5 mr 60 Tabnetok
20 mr+ 10 mr 40 TabneTtok
40 mr + 20 mr 20 Tabnetok
14 | MponnoHUNbeHUNIToKCUaTUANMNEpK | TabneTku 3awedHble 20 50 Ta616TOK
AVH mr
15 deHTaHUN TpaHcaepmanbHasn
TepaneBTUYecKas
cuctema
12,5 mkr/yac 20 nnactbipel
25 mKr/uac 20 nnacTbipen
50 mKr/vac 10 nnactbipen
75 mKr/uac 10 nnacTbipeii
100 mKr/yac 10 nnactbipei
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 HazanbHbIN

®nakoH 50 mKr/po3a
2,0 mn (10 po3)

3,2 mn (20 po3)

24 pnakoHa

12 ¢nakoHoB




5,0 mn (40 po3)
®nakoH 100 mkr/po3a
2,0 mn (10 po3)
3,2 mn (20 po3s)
5,0 mn (40 po3)
®nakoH 200 mkr/po3a

2,0 mn (10 po3)

6 ¢pnrakoHoB

12 pnaKkoHoB

6 ¢dnakoHoB

3 ¢pnakoHa

12 ¢nakoHoB

3,2 mn (20 pos) 6 ¢pnakoHoB
5,0 mn (40 po3s) 3 pnaKkoHa
18 bytopdaHon PactBop oA MHbeKUn 2 20 amnyn
mr/mn 1 mn
19 HanbyduH PactBOp ANs MHBEKLUI
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 deHobapbutan Tabnetku
5mr
50 mr 50 Tabnetok
100 mr

MpunokeHue N 2
K MNopaaky Ha3HavyeHuA

JleKapCTBEHHbIX NpernapaTtos,
yTBEPKAEHHOMY NMPUKA30M

MwuHucTe PCTBa 34pPpaBOOXPaHEHUA

Poccuitckoit ®epepaumm
oT 14 ansapa 2019 r. N 41

CnpaBoyHO

PEKOMEH/OBAHHBbIE K NCMNOJIb3OBAHUIO COKPALLEEHMA

NP1 O®OPMJIEHUM PELIENTOB

CokpaweHune

lNonHoe HanucaHue

MNepesog

daa

ana

no, MOPOBHY




ac., acid. acidum Kucnorta
aer. aerozolum a3po30/1b
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 pa3BefeHHbIN
Div. in p. aeq. Divide in partes aequales Pa3zenun Ha paBHble YacTu
emuls. emulsio 3aMySibCcun
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
BblcBODOOMKAEHNEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TabneTKax c

obductis NPOJIOHIMPOBAHHbIM
BbICBOBOXKAEHNEM, NOKPbITbIX
obonoukol
lin. linimentum UOKaAa masb




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

membr. bucc.

membranulae buccales

NAeHKn 3ale4dHble

M. Misce, Misceatur Cmewan (MycTb 6yaet
cMellaHo)
mixt. mixtura MUKCTYpa
N. numero ymncaom
ol. oleum macno (Xuakoe)
past. pasta macTa
pil. pilula, pilulae NUAONA, MUK
p. aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OCaXAEeHHbIM
pulv. pulvis NOPOLLOK
g.s. guantum satis CKOJIbKO NOoTpebyeTcs, CKOIbKO
Hazo
r., rad. radix KOpeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MoeTopwu (MycTb byaer
NoBTOPEHO)
rhiz. rhizoma KOpHeBuLe
S. Signa, Signetur O603Haub (MycTb Gyaer
o0b03HaueHo)
sem. semen cems
simpl. simplex npocrtom
sir. sirupus cupon
sol. solutio pactBop
sol. peror. solutio peroralis pacTBOp ANA NPUEMA BHYTPb
spr. spray cnpe
spr. nas. spray nasale cnpei HasaNbHbIlM

supp.

suppositorium

cBe4a




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
MUHMCTEPCTBO 3OPaBOOXPaHEHUA Kon ¢opmer mo OKYI

Poccurickon demepalun

Kon yupexnmenma no OKIIO
MemnMUMHCKAasA IOOKYyMEHTalUMA

HauMeHOBaHMe (mTamil) ®opma N 107-1/y

MEIMUMHCKOM OpTaHM3alumn YTBEepXOeHa NPMKA3Z0M
MyHMCTEepCTBa 3OPaBOOXPaHeHUs

HavMeHoBaHMe (WITaMI) Poccurickon denmepaluum

VMHIOVBUOYAJBHOTO NPEenONPpMHMMATETIA or 14 sauBapsa 2019 r. N 4H

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

PELEIT
(BBpPOCIBEIN, IETCKMM — HYXHOE IIOOUEPKHYTH)
"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 HazHaYeHUN NeKapPCTBEHHOIO
npenapara no peLeHnto BpayebHo Kommccnm

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) Poccurickon denmepaumm
MHIMBUIOYAJIbBHOTO MNPEenIpMHUMAaTEA or 14 suBaps 2019 r. N 4H

(yxazaTb aIpec, HOMEp M IaTy JMLEeH3UM,
HaVMeHOBaHMe opraHa I'OCyHapCTBEHHOM
BJIACTM, BHIOABIETO JIMLEH3MUI)

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

(B3pOCIBI, IOEeTCKMM — HYXHOE INOIOUEPKHYTH)

damMmniya, MHMLUMAJE MMEHM M OTdUeCcTBa (mocrnenHee - npn HaJIMuUm)
IIallMeHTa

JaTa poxneHmd

Ampec MecTa XuTenbCTBa MM N MEIMUMHCKOM KapThl aMOyJlaTOPHOT'O IaluMeHTa,
nojiydyamnmero MeIMLUMHCKY IOMOIEL B aMOyJIaTOPHHEX YCJIOBUSX
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daMmIMsa, WMHULMAJE MMEHM ¥ OTUYeCcTBa (mocjenHee — MOPY HAJUMUUM)
Jleyamero Bpauda (denbruepa, akxkyuLepKu)

[lognmce M neyvaTs Jledaller'o Bpauda M.II.
(momnmmuchk odesbmmepa, aKylepKu)

PeuenT pencrBUTeJIeH B TeueHue 15 nmHem

ObopoTHasa CTOPOHA

OTmeTKa 0 Ha3Ha4YeHNW IEKAPCTBEHHOTO
npenapara no peLeHnto BpayedbHoM Komuccum

Mpurotosun MNposepun OTnyctnn

®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 dMHaHCMpOBaHMA: % onnatbl:
KaTeropum HO30/10rMYecKom (noauepKHyTb) (noauepKHyTb)
rpa*kaaH dopmbl (no MKB)
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1. depepanbHbiii brogKeT

2. bBrogykeT cybbekTa Poccuiickoit
depepauunm

3. MyHUUMNanbHbIN 6roaxKeT

1. becnnaTtHO

2.50%

PEIEIT Cepusa N HDaTa odopmiieHUS :

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

20




CHUAC

N nonuca
obsa3aTenbHOro
MeaNLUHCKOro
CTpaxoBaHuA:

HoMep MeIMUMHCKOM KapTH nmaumMeHTa, [oJyuvawnlero MeOULMHCKYIIO IoMOIlL B
aMOyJIaTOPHBEIX YCJIOBUAX
damMmma, MHMLMAJE MMEHM UM OTdecTBa ([NocjenHee - IIPM HAJUUUM)
Jleyamero Bpaua (benbpnmepa, akKylepKu)

ce+e .. ... D.t.d. e et et eee e et e et e e eee e e e

B I 0 Y-S

[loonuce ¥ HNedaThk Jeyalero Bpaua M.II.
(momnmuce Qernbpraumepa, akyllepKu)

PeuenT melicTBUTeJieH B TeueHue 15 muen, 30 pghert, 90 nHen
(HyXHOE€ MNOOYEPKHYTH)



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

(nMHMA oTpbiBa)

KopeloK peuenTtypHoro 61aHKa Crnocob npumeHeHus:
MpoaoNXKNUTENBHOCTb aHen

HanmeHoBaHue NEKAPCTBEHHOTIO nNpenaparta:

Jo3nposkKa: Konnyectso NnpnemoB B A€eHb: pa3s

Ha 1 npuem: en.

ObopoTHasa CTOPOHAa

OTmeTKa 0 Ha3Ha4YeHNW IEKAPCTBEHHOTO
npenapara no peLleHnto BpadyedbHom Komuccum

Mpurotosun MNposepwun OTnyctnn

MpunoxkeHne N 3

K NpuKasy MuHucTepcTBa 34paBOOXPaHEHMA
Poccuitckoit depepaumm

ot 14 ansapa 2019 r. N 4H

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

I. OpopmneHue peuenta Ha 6ymarKHOM HocuTene
1. Ha peuentypHbix 61aHKax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 8 nesom BepxHem
yry NPOCTaBAAETCA LTaMN MEAMLMHCKOMN OpraHMsauMu C yKasaHMeM ee HauMMeHOBaHWA, aapeca U

TenedoHa.

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



MeJMLMHCKOW OpraHusaumMm B COOTBETCTBMM € OCHOBHbIM [OCYAapPCTBEHHbIM PErncTpaLMOHHbIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BkatovaeT Kog cybbekta Poccuiickoi
depepaunn, COOTBETCTBYIOWMIN ABYM NepBbiM Lmudpam Obuiepoccnintckoro knaccudmkatopa 06beKkToB
aAMMHUCTPATUBHO-TEPPUTOPUANbHOTO AeneHuns (aanee - OKATO).

PaspeluaeTtca nM3rotasamsaTth peuenTypHbiil 6aaHK dopmbl 107-1/y ¢ NOMOLLBIO KOMMbIOTEPHbIX
TEXHOOTUMA.

2. Ha peuentypHbix 6naHKax, 0odOpPMAAEMbIX WHAMBUAYANbHLIMW NpeanpPUHUMATENAMMU,
UMEIOWMMM JIMLEH3NI0O HA MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM YAy TUNOrpadCKum
cnocobom MM NyTeM MPOCTaB/NEHUA LWTamna [JO/MKeH ObiTb yKasaH agpec WHAMBUAYANbHOTO
npeanpuHMmaTens, HoOmMep M AaTa AULEH3MWM, HaMMeHOBaHWe OopraHa rocyAapCTBEHHOM BAacTy,
Bbl4ABLUETO IMLEH3UIO.

3. PeuentypHble 6naHkn dopm N 148-1/y-88, N 107-1/y n 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 61aHkos popmbl N 107-1/y, dopmbl N 148-1/y-
88 1 dopmbl N 148-1/y-04(n) c Ucnonb3oBaHMEM NeYaTaloWmx YyCTPOUCTB.

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

LndpoBoe KoampoBaHMe yKasaHHbIX PeLenTypHbIX 6N1aHKOB BKAOYAET:

1) Kog mepmuMHCcKolM opraHusauum (OTPH) Mau Kop WHAMBUAYANbHOrO NpeanpuHMMaTens B
cootBeTcTBMU C OCHOBHbIM [OCYAAPCTBEHHbIM PErNCTPALMOHHBIM  HOMEPOM WHAUBUAYANIbHOMO
npeanpuHumartens (aanee - OFPHUM), npocTaBasemblii NPU U3roTOBEHUUN PeLEenTypPHbIX 61aHKOB;

2) Ko KaTeropuu rpa)kaaH, MMeloWwux MNpaBo Ha MOJyYeHWe NIeKapCTBEHHbIX MpenapaToB B
COOTBETCTBUM €O 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, MPU 3TOM TOYKA NPOCTAaBASAETCA B OTAE/NbHOM 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 (peaepanbHbiit bioasker [1], 6roaxeT cybbekTa
Poccuitckoit depepaumm [2], myHuumnanbHbi 6rogxkeT [3]) n npoueHTe onnaTtbl 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 "damunus,
MHULMAAbI MMEHM K oTd4ecTBa (mocnesHee - NP HaauuMKM) naumeHTa" yKasbiBaloTCa damuans,
WHULMA/bl UMEHW 1 OTYECTBA (NPM HaAUYUK) NaUMeHTa.

7. B peuentypHbix 6naHkax ¢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 getent B
Bo3pacTte Ao 1 roza B rpade "[ata poxaeHMA" yKa3blBaeTCA KOJIMYECTBO MNONHbIX MECALEB.
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8. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B rpadax "CHWUAC" u "N nonuca
0653aTeNbHOr0  MEeAMUMHCKOTO CTpaxoBaHMA" YKasblBalOTCA CTPaxoBOM HOMeEp MWHAMBUAYA/bHOMO
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 "Aagpec mecTa KUTeNbCTBA UM HOMEpP
MeAULMHCKOM KapTbl NauMeHTa, NOJyYalLWero MeAnUMHCKYIO MOMOLb B ambynaTopHbIX ycioBuax"
yKa3blBaeTCs agpec MecTa KUTesbcTBa (MecTa npebbiBaHMA waM mecTa GaKTUYECKOro MpPOXKMBaAHUSA)
naumMeHTa WAM HOMEP MEAMUMHCKOWM KapTbl MNaLMeHTa, MOJyYaloWero MeAMUMHCKYI0O MOMOLLb B
ambynaToOpHbIX YCNOBUAX <2>,

<2> MpuKas MuHUCTepcTBa 34paBooxpaHeHna Poccuiickon deagepaumnm ot 15 aekabps 2014 r. N
834H "O6 yTBEpXKAEHUM YHUOUUMPOBAHHBLIX GOPM MEAULMHCKON AOKYMEHTAUMWU, UCMOJIb3YEMbIX B
MEANLMHCKMX OpraHM3aumax, OKasblBAOWMX MELMLMHCKYI0 NOMOLLb B ambynaTopHbIX YCAOBUAX, U
NnopsaAKoB Mo UX 3anosiHeHUo" (3apermucTpuposaH MuHucTepcTBOM tocTULMK Poccuiickoit deaepaunm
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 MeAuUMHCKYI0 NMoMOLb B ambynaTopHbIX YCcnoBuaX" yKasblBaeTCcA HOMep
MeAULMHCKOM KapTbl NaUWEHTa, NOAYYaOWEro MeaMLUMHCKYO NOMOLLb B aMbynaTOPHbIX YCA0BUAX <3>.

<3>lpukas N 834H.

10. B rpage "damunua, vHMUMANbI UMEHU U oT4yecTBa (NocnegHee - NpPU HaAUM4YMK) fleyallero
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
oT4yecTBa (nocnegHee - NPU HaAWYMM) MEOMUMHCKOrO pPaboTHMKA, HA3HAUMBLLErO JIEKAPCTBEHHbIE
npenapatbl U opopmUBLIETO peuenT.

11. B rpade "Rp" peuentypHbix 6naHkos ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n)
yKasblBaeTca:

1) HauMmeHoBaHME  /IeKApCTBEHHOro npenapata (Me)KAyHapogHoe  HemnaTeHTOBaHHOe
HauMeHOBaHWe, rPYNMNUPOBOYHOE WAM XUMMYECKOe HaMMeHOBaHWe, TOProBoe HauMeHOBaHWe) Ha
NAaTUHCKOM fi3blKe, GOpMa BbiNycKa, L03MPOBKa, KOANYECTBO;

2) cnocob nNpuUMeHeHWA NeKapCTBEHHOro NnpenapaTa Ha rocygapCTBEHHOM fA3blke PoccuiicKkoi
denepaumm UM HA rocydapcTBEHHOM fA3blke Poccuiickolt Pepepauym U rocyLapCTBEHHOM 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 Poccuiickoit Pepepaunn” (Begomoctn cbesaa HapoaHbix aenytatoB PCOCP u BepxoBHoro
Coseta PCPCP, 1991, N 50, c1. 1740; CobpaHue 3akoHoaaTenbcTBa Poccniickon ®egepauymm, 1998, N 31,
ct. 3804) (nanee - 3akoH N 1807-1).

12. Mpu odopmneHnn peuenTypHbiXx 6GAHKOB 3anpellaeTcd OrpaHMyYMBaTbCcA  06LMMM
YKasaHuaMu, Hanpumep, "BHyTpeHHee", "N3BecTHO".
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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), noanucbiBaeTcd MeAULMHCKMM PabOTHUKOM M 3aBEPSETCA ero nevyartbto.

PeuenT, opopmeHHbIN 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 OcCyLWEecTBAATb HasHayeHue
TONIbKO OAHOM0  HAMMEHOBAHWA  NEKAPCTBEHHOrO nNpenapaTta, OTHocAwerocas no ATX K
aHTMNCMXoTUYeckMm cpeactsam (Kog NO5A), aHKcmonmTuKkam (Kog NO5B), CHOTBOPHbLIM M CEAATUBHbBIM
cpeactBam (kog NOS5C), aHTugenpeccaHTam (Kog, NO6A) M He noanexawero npegmeTHo-
KOJINYECTBEHHOMY YYeTy, M [0 Tpex HaMMEHOBAHUN JIEKAapPCTBEHHbIX MNpenapatoB - A8 MHbIX
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,
pasgenAaroLLan peuenTypHbli 61aHK U KOPELLOK.

Kopelwok oT peuenta, opOpMAEHHOIO Ha yKa3aHHOM peLenTypHom 61aHKe, BblAaeTcsa NauneHTy
(ero 3akoHHOMY npeAcTaBMTE/NI0) B anTeYHOW OpraHM3aLMM, Ha KOpellKe AeNnaeTca OTMeTKa O
HaMMeHOBaHUK NEeKapCTBEHHOrO Npenapara, 403MPOBKe, KOIMYeCTBe, crnocobe npumMeHeHus.

18. OdopmneHne cneuManbHOroO peuenTypHoro 6saHKa Ha HAPKOTUYECKoe CpeacTBo U
MCUXOTPOMHOE  BELWeCTBO  OCyLeCcTBAAETCA B COOTBETCTBMM € NpuKasom  MwuHucTepcTsa
3/paBooxpaHeHMa Poccuiickoit depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepkaeHUM GopMmbl
61aHKOB pPeLenToB, COAEPMKALLMX HA3HAYEHWE HAPKOTUYECKUX CPEACTB WAN MCUXOTPOMHbLIX BELLECTB,
nopsaaKka WX MW3roTOBNEHWA, pacnpenesneHuna, PerucTpauum, yvyeta M XpaHeHMUA, a TakkKe npasun
odopmneHuns" <5>.

<5> 3apeructpmposaH MuHucTepcTBOM tocTuumm Poccuiickor ®epepauymn 15 asrycra 2012 r,
pernctpaumoHHbin N 25190, ¢ W3MEHeHMAMW, BHECEHHbIMW MNpUKasamum  MuUHUCTepPCTBa
3apaBooxpaHeHua Poccuiickolh ®Pepepauumn oT 30 wuoHA 2015 r. N 385H (3aperucTpupoBaH
MuHUcTepcTBOM OCTULMKM Poccuiickon ®egepaumm 27 Hoabpa 2015 r., pernctpaunoHHbiit N 39868), ot
21 anpena 2016 r. N 254H (3apernctpupoBaH MuHucTepcTtBOM tocTuumm Poccuiickon Pepepaunn 18
nionsa 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTtpupoBaH
MuHKcTEpCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

Il. OpopmneHue peuenta B popme 3/1eKTPOHHOrO AOKYMEHTA

19. PeuenT B popme 3/1EKTPOHHOIO AOKYMEHTA, NOANNUCAHHOIO YCUAEHHOW KBAMULMPOBAHHOM
3NEKTPOHHON noanuceio, popmupyeTca MeauUNMHCKMM PaboTHUKOM, CBEAEHUA O KOTOPOM BHECEHbI B
desiepanbHbIit  perucTp MeauUMHCKUMX PabOTHUKOB <6>, a TaKXe npu YyCI0BUWU perucrtpauum
MeANUMHCKOW opraHu3aLmm, B KOTopoi odpopmaseTca peuenT, B degepasbHOM peectpe MeanuUHCKUX
opraHmMsauni <7> eaMHOM rocyaapcTBEHHOM MHPOPMALMOHHOM CUCTEMBI B chepe 34paBOOXpPaHEHUA U
NOAKNIOYEHMA TAaKOM MeAMUMHCKON OopraHu3aumMm K rocyaapctBeHHOM MHPOPMALMOHHOM cucTteme B
coepe 3apaBooOXpaHeHMna cybbekTa Poccuiickon ®epepaumnm <8>.
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<6> MNyHKTbl 6, 7 NONOXKEHNA O egMHON roCcyAapCTBEHHON MHPOPMALMOHHON cucTeme B chepe
3/ paBOOXPaAHEHNA, YTBEPKAEHHOIO NocTaHoBAeHneM MpaBuTenbcTBa Poccuitickon Pegepaumm ot 5 mas
2018 r. N 555 (CobpaHune 3akoHoaaTenbctBa Poccuitckont depepaunn, 2018, N 20, cT. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, cT. 533) (aanee - MonoxeHue o eaMHoOM cucTeme).

<7> MyHKTbI 9, 10 MNonorkeHns o egMHOMN 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, cT1. 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, c1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18,
cT. 2663; N 31, cT. 4794).

20. Npu odopmneHnn peuenta B ¢GOpMe 3/IEKTPOHHOIO [AOKYMEHTA Ha JIEKAPCTBEHHble
npenapaTbl, YyKasaHHble B noAnyHKTax 2 - 5 nyHkta 10 m 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 Meﬂ,MLLMHCKOVI OopraHunsauunun, agpec, Teﬂeq)OH nnn d)aMM!'IMFl, MHUNUManbl UMeHU
M oT4yecTBa (nocnep,Hee - npu Ha}'IW-IMVI) MHONBMAYaNbHOIoO npeanpuHMMmaTtTena, MMmeruwero a1nueH3snto
Ha MeANUNHCKYIO 0eATENIbHOCTb, €ro agpec;

3) OrPH topuanyeckoro nvua (MeguuMHCKOM opraHusaumm) wuam OTPHUM wnHauBmayanbHoro
npegnpuHuUmaTens;

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

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

6) YHUKaNbHbIA HOMep peuenTta (bopmupyeTca rocyaapcTBeHHONW MHGOPMALNOHHOW CUCTEMOI B
chepe 3apaBooxpaHeHus cybbekta Poccuiickoit ®Pepepaumm n  obecneumBaeT OAHO3HAYHYHO
naeHTMdMKaumo peuenta B Gopme 3NEKTPOHHOrO [OKYMeHTa B coyeTaHun ¢ OKATO, OIPH wmam
OrPHMM);

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

8) agpec naumeHTa (yKasbiBaeTcA MOYTOBLIN afpec MecTa KuUTenbcTBa (MecTa npebbiBaHMA UAK
MecTa GaKTUYECKOro MPOXKMBaHUA) C YKaszaHNMeM MHAEKCa, HaMmeHoBaHUA Kpas, obnactu, pecnybamky,
aBTOHOMHOrO OKpyra, HaMMeHOBaHWA Hace/eHHOro MyHKTa, HauMeHOBaHWA YyAuubl (NpocnekTa,
nepeyska, npoesaa), Homepa AomMa (C yKasaHMem Koprnyca, npu Haanunm), Homepa KBapTupsbl);

9) HOMep 3/IeKTPOHHOW MeAULMHCKON KapTbl MauueHTa B rocyaapcTBeHHON WMHPOPMALIMOHHOM
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
[OMOJIHATENbHO YKa3bIBAETCA KOJIMYECTBO MOJHbIX MECALEB;

12) damuaua, uHULMANbI UMEHM W OT4yecTBa (MocnedHee - MPU HAAMYUKU) MEAMLMHCKOro
paboTHUKa NOHOCTbIO;

13) HaumeHOBaHMe  JIeKApCTBEHHOro npenapata (Me)ayHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHMe, FPYNMNUMPOBOYHOE WAN XMMMUYECKOoe HaMMeHOBaHWe, TOpProBoe HauMeHOBaHWe) 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 Pesepauun <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
MEeAMLMHCKOW OpraHM3aummn B CAy4asx, YKasaHHbIX B ab3aue BTOpoM MyHKTa 6 lNopAagka HasHayeHun
NeKapCTBEHHbIX NPenapaTos, YTBEPKAEHHOIO HAaCTOALLMM NPUKA30M;

17) oTmeTKa O cneunanbHOM HasHaYeHWM NEKAapPCTBEHHOTO Mpenapata (3anonHAeTca B cay4yasx,
YKa3aHHbIX B NyHKTax 16 n 25 lopAagka Ha3HayeHMA NeKapCTBeHHbIX NpenapaTos, YTBepKAeHHOro
HaCTOALWMM NPUKA30M);

18) oTMeTKa O crneLManbHOM Ha3HaYeHUN eKapCTBEHHOIO Npenapara nauueHTy ¢ 3abosieBaHnem,
TpebyloWwmMM 41UTEeNbHOMO KYPCOBOro eyeHus (3anoHAeTCA B Cydae, yKazaHHOM B NyHKTe 24 MopajkKa
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 nyHkta 10 u nyHkTe 12 [lopsaka HasHayeHus
NleKapcTBEHHbIX NPENapaToB, YTBEPKAEHHOIO HACTOALWMM NPUKA30M, FpaXKaaHam, MMEeILWMMm Npaso Ha
6ecnnaTtHoe MojlydyeHMe NIeKapCTBEHHbIX NPenapaToB WAWM MOJyYeHUe NeKapCTBEHHbIX MPenapaTos Co
CKMAKOW, 3aMONHAIOTCA PEKBU3MTbI, NMPeayCMOTPEHHble noanyHKTamu 1 - 18 HacToAlero MyHKTa, 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 rocyaapcTBeHHOM
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, Ho3o10rMYeckolt popmbl No MKB;

B) UCTOUYHUK dMHaHcupoBaHuA (1 - deaepanbHbiit BroaxKeT, 2 - 6roaKeT cybbekTa Poccuintckoit
depepaunn, 3 - MyHMLMNANbHBIN OIOAMKET);

r) paamep onnatsbl (1 - 6ecnnaTHo, 2 - 50%);
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[l) CTpaxoBOi HOMEP MHAMBUAYANbHOrO /IMLEBOrO CYeTa rpaskaaHuWHa B [leHCcMoHHOM ¢oHae
Poccuiickoit depepaumm (npu Hannumm) (CHUAC);

e) Homep noanca 06A3aTeIbHOr0 MeANLIMHCKOro CTPaxoBaHUA.

21. MNpu NpocTaBneHNUN OTMETKM, YKa3aHHOM B noAnyHKTe 16 nyHKkTa 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 u 18 nyHKta 20 HactoALwero
MopAagKa, - YCUNEHHbBIMW KBanMOUUMPOBAHHBIMW 3NEKTPOHHBIMU MNOAMUCAMM  COOTBETCTBYHOLLUX
MeANUNHCKUX PabOTHUKOB.

22. Mo TpeboBaHMIO NauMeHTa WAM ero 3aKoHHOro npeacraButens odopmaAaeTcAa 3K3emnnap
peuenta B GoOpme 3/1EKTPOHHOIO AOKYMEHTa Ha 6ymaxHOM HocuTene, B TOM 4Mcae MNyTem ero
odopmieHNs 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 n N 148-1/y-04(n),
M3rotaBanBaemMblx Tunorpapckum cnocobom (manee - peuenTtypHble 6AaHKWM, NOANexawme yyeTy),
OCYLLECTBNAETCA B )KypHanax yyera, NPOHYMEPOBAHHbIX, MPOLHYPOBAHHbIX U CKPeNnaeHHbIX NOAMUCHIO
pykoBoauTeNnss M nevyatbld MeAWMUMHCKON opraHvM3auuMuM MAWM  MOAMUCHI0O  WHAWBMAYANbHOMO
npeanpuHUMaTeNs, UMEIOLLEro INLEH3MIO HA MEAULMHCKYIO AeATeNbHOCTb.

24. ypHan yyeTa peuenTypHbix 6a1aHKoB dopmbl N 107-1/y coaeput cneayrolime rpadbi:
1) Homep No NopaaKy;

2) B pasgene "Mpuxoa™:

a) AaTa perncTpauun OKyMeHTa, NOATBEPKAAIOLEro NOCTyrnieHue;

6) Homep ¥ faTa JOKYMEHTa, NOATBEPNKAAIOLLLEro NOCTYN1IeHNE, HAMMEHOBaHME NOCTaBLLMK3;
B) 0bLLee KONNYECTBO NOCTYNUBLLUMX PeLenTypHbIX 6naHKOB;

r) ¢amuava, uHMUMaNbI MMEHM U OT4ecTBa (nocneaHee - MpPU  HaAMuYMKM) M NOANMUCH
OTBETCTBEHHOI0 MeAWLMHCKOro paboTHMKa, NOyYMBLUETO peLenTypHble 61aHKM OT MOCTaBLUMK];

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 HaﬂW—IMM) OTBETCTBEHHOIO
MegnunHCKOro pa6OTHVIKa, nosyymseLluero peuenTtypHble 6ﬂaHKI/I,'

I') noanncb OTBETCTBEHHOIO meaANUMNHCKOTO pa60THMKa, nonyymsLliero peuenTtypHble 6]'IaHKVI,'

4) damununa, UHUUMaNbl MMEHM W oT4yecTBa (MocneaHee - MNpPU  HaAMYMM) U NOANUCH
OTBETCTBEHHOIO MeAULIMHCKOro paboTHMKa, BblAaBLIero peuenTypHble 6aaHKu;

5) ocTaTok peuenTypHbIX 61aHKOB.

25. XypHan ydyeta peuenTypHbix 6naHkoB ¢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, MOATBEPKAAOLLErO NOCTYN/IEHNE, HAMMEHOBaHWE NOCTABLUMKA;
B) 06LLee KONMYECTBO NOCTYNUBLLIMX PeLLENTYPHbIX 61aHKOB;
r) cepumn n Homepa peuenTypHbIX 61aHKOB;
A1) KONMYECTBO peuenTypHbIX 61aHKOB MO CEpPUAM;

6) d)aMMI'IMﬂ, UMHUUManbl MMeEHN WU OTYECTBa (I'IOCJ'IELI,HEE - npu Ha!'IMLIMM) n noanmcb
OTBETCTBEHHOIO MeaANLLIMHCKOTO paGOTHMKa, nonyyunsliero peuentypHble 61aHKM OT NOCTaBLWWMKa;

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)aMM/'IVIFl, MHUUManbl MMeHN U OTHeECTBa (I'IOCI'IELI,HEE - npu Hal'IMLIMM) OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nonyyunsliero peuenTtypHble 6I'IaHI-(VI,'

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

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

5) ocTatok peuenTtypHbix 61aHKOB.

26. YueT cneumanbHbIX peuenTypHbiX 61aHKOB Ha HapKOTMYECKOEe CpeacTBO M MCUMXOTPOMNHOe
BELLLECTBO OCYLLECTBNAETCA B COOTBETCTBMM C NpuKaszom MuHUCTepCTBa 34paBooxpaHeHna Poccuitckoit
depepaunn ot 1 asrycta 2012 r. N 54H "O6 yTBepxaeHUN dopmbl BAaHKOB PeLLEenTOB, COAEpPKALLMX
Ha3HayeHMe HaAPKOTMYECKUX CPeacTB WAN MCUXOTPOMHbIX BeLWecTB, MNopAdKa WX W3roToB/EHWUS,
pacnpezeneHus, permcTpaumuu, ydeTta n xpaHeHus, a Takxke npasua opopmneHna” <11>.

<11> 3apeructpuposaH MuHucTepcTBom toctuumm Poccuitckoit ®epepaumm 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190, ¢ W3MeHeHMAMM, BHECEHHbIMM MNpuKazamu  MuHKUCTepcTBa
3paBooxpaHeHua Poccuitickoit depepaumm ot 30 uwoHa 2015 r. N 385H (3aperucTpupoBaH
MuHUCTepcTBOM HOCTULMK Poccuiickon Pepepaumm 27 Hosbpa 2015 r., peructpaumoHHbii N 39868), ot
21 anpena 2016 r. N 2541 (3apernctpmpoBaH MuHUCTepCTBOM tocTuumMK Poccuiickoit ®epepaumn 18
uiona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3apeructpupoBaH
MuHUCTepCTBOM tocTULMK Poccuiickon deaepauum 9 aHBaps 2018 r., pernctpaumnoHHbiii N 49561).

27. Yuetr peuentoB, obopmMeHHbIX B GOpPME 3/EKTPOHHOr0 [OKYMEHTA, OCYyL,ecTBASeTCs B
rocyaapcTBeHHoM WHPOpPMaUMOHHOM cucteme B cdepe 34paBooxpaHeHUs cybbekTa Poccuiickoi
depepaunn NnocpeaCcTBOM BEAEHUA eANHOMO peecTpa peLenToB, opopMaeHHbIX B GOPME 3NEKTPOHHbIX
OOKYMEHTOB.
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IV. XpaHeHue peuenTypHbIX 61aHKOB

28. MeAnUMHCKME OpraHM3aLmnmM NosyYaoT Heobxoanmble peuenTypHblie 61aHKKM, 0POopMAEHHblE
TMnorpadckMm crnocobom, 4Yepes TeppuTOpMasibHble OpPraHbl ynpas/ieHUs 34pPaBOOXPaHEHWEM WAU
OopraHM3aumnuM, YyNnosHOMOYEHHbIEe Ha 3TO OpraHamMu WMCNONHWUTENbHOM BacTU cybbekToB Poccuiickol
depgepaunn.

29. PeuenTypHble 6/1aHKK, NogaexKaline yuyeTy, XPaHATCa OTBETCTBEHHbIM JIMLUOM, Ha3HAYEHHbIM
pyKoBoauTENEM MEOMUMHCKOM OpraHvM3auMu, B 3anMpaeMoM MeTan/Myeckom wkaoy (ceride) nam
METa/IIMYECKOM AILLMKE.,

30. MHgMBMAayanbHbI NPeAnPUHUMATENb, UMEIOLLMI TNLEH3UIO HA MEOUUMHCKYIO AeATeIbHOCTb,
XPaHUT peLenTypHble 61aHKK, NogaexKalme yuyeTy, B 3anMpaeMoM MeTaNIMYeckom WKady (ceide) nam
METaNINYECKOM ALLMKE,

31. MNpoBepKa COCTOAHUA XpaHeHUA, ydyeTa, GaKTUYECKOro HanuMumMa U pacxoda peuenTypHbIX
6/1aHKOB, nogne)Kawmx y4yeTy, OAMH pa3 B KBapTaa OCYLIECTBASAETCA KOMUCCUEH, CO34aHHON B
MeAULMHCKON opraHM3auum.

32. PeuentypHble 61aHKM, odopmasembie Ha OymaxKHOM HoOcuTesNe U nogaexkallune y4yeTy,
BblAAOTCA MEANLUMHCKMM PabOoTHUKaAM, MMEoLWMM NpPaBo 0GOpPMIEHUS PELLENTOB, NO PACMOPAKEHUIO
rNABHOrO Bpaya MaKW ero 3amecTuTens.

MonyyeHHble peuenTypHble 6naHKM Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeaUUUHCKUMU
pa60THMKaMM B nomeuleHunAx, O6€CI'Ie‘-|MBaPOUJ,MX MX COXPaHHOCTb.

33. XpaHeHue cneumanbHbIX peuenTypHbIX 61aHKOB HA HAPKOTMYECKOE CPeacTBO U NCUXOTPOMNHOE
BELLLECTBO M BblAaya YKa3aHHbIX peLenTypHblX 6/1aHKOB MeauLMHCKOMY PabOTHUKY OCYLLecTBAAETCS B
COOTBETCTBUM C NPUKazom MUHUCTEPCTBA 34paBooxXpaHeHma Poccuiickon ®epepaumm ot 1 asrycrta 2012
r. N 541 "O6 ytBepxaeHUM dopmbl 6NaHKOB peuenToB, COAEPHKALMX HA3HAYeHME HAPKOTUYECKUX
CPeACTB UM NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3rOTOBJIEHUA, pacnpeaeneHus, peructTpaumm, yueta
W XpaHeHUA, a TakKe npasun odopmaeHmna" <12>.

<12> 3apeructpmpoBaH MuHUcTepcTBOM tocTuumm Poccuinckon depepaumnm 15 asrycra 2012 r.,
pernctpaumoHHblin N 25190, ¢ W3MEHeHWAMM, BHECEHHbIMM NpuMKaszamnm  MuHUCTepCTBa
3paBooxpaHeHMa Poccuitickoit depepaumm ot 30 wmwoHa 2015 r. N 385H (3aperucTpupoBaH
MuHUCTepcTBOM HOCTULMKU Poccuiickon ®eaepaumm 27 Hoabpa 2015 r., pernctpaunoHHbit N 39868), ot
21 anpena 2016 r. N 254H (3apernctpmpoBaH MuHucTepcTBOM tocTuUumMn Poccuiickoit depepaunm 18
miona 2016 r., peructpaumoHHbii N 42887), oT 31 oktabpa 2017 r. N 882H (3aperucTtpupoBaH
MuHKcTepCTBOM tocTULMK Poccuiickoit depepaumm 9 sHeapa 2018 r., perncTpayoHHbin N 49561).

34. MporpaMmHO-TEXHUYECKME CPEeACTBA rOCYAapPCTBEHHbIX MHPOPMALMOHHBIX cuctem B cdepe
3[paBOOXPAHEHUS,  MEAUUMHCKMX  MHOOPMALMOHHLIX  CUCTEM  MEAMUMHCKUMX  OpraHu3aumi
o0becneymBaloT XpaHeHWE 3NEKTPOHHbBIX PeLEenToB, 0POPMIIEHHbIX B GOPME 3/1EKTPOHHbIX AOKYMEHTOB B
TEYEHMEe CPOKOB, YCTAaHOB/IEHHbIX AJ/1A XpaHeHUa peuenToB, OQOPMIEHHbIX HA COOTBETCTBYHOLLMX
dopmax peLenTypHbIx 61aHKOB Ha BymarKHOM HocuTene <13>,

<13> MyHKT 14 npaBunAa OTNYCKa NE€KAPCTBEHHbIX NPENapaToB AAA MeAUUMHCKOro NPUMEHEHUA, B
TOM 4YUCNe WMMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX MPENapaToB, anTeYHbIMM OPraHUsaLMAMM,
WHAMBUAOYANbHBIMU - NPEANPUHUMATENAMW,  UMEOWMMKU  JNLEH3NID  Ha  dapmaLeBTUYECKYHO
OEeATeNbHOCTb, YTBEPKAEHHbIX NPUKazom MuHMUCTepPCTBA 34paBooXpaHeHna Poccuiickon degepauunm ot
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11 wona 2017 r. N 403H (3apeructpuposaH MuHuUcTepcTBOM tocTUUMKM Poccuitickoii depepaunn 8
ceHTabps 2017 r., perncTpaumoHHbii N 48125).




