JoKyMeHT npepnocTtaBsieH KoHCYIbTaHTIAOC

3aperucTtpupoBaHo B MuHiocTe Poccunm 26 mapta 2019 . N 54173

MUWHUCTEPCTBO 3, PABOOXPAHEHUA POCCUNCKON ®EQEPAL A

NMPUKA3
oT 14 auBapsa 2019 r. N 4H

Ob YTBEP)XAEHUUN NOPAOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELENTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHDIE NMPEMNAPATDI, MOPAAKA O®OPMIJIEHUNA
YKA3AHHbIX BJIAHKOB, UX YHETA N XPAHEHUA

B cooTtBeTCcTBUN C NyHKTOM 16 YacTtwm 2 ctatbn 14 depepasibHOro 3aKOHa OT
21 Hosbps 2011 r. N 323-®3 "O6 OCHOBax OXpaHbl 340POBbA rpaKgaH B
Poccuinckon depepaumn” (CobpaHme 3akoHogaTenbCcTBa Poccmnckon depepaunn,
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, cT. 4397; 2016, N 1, cT. 9; N 15, cT. 2055; N 18, cT.
2488; N 27, cT. 4219; 2017, N 31, cT. 4791; N 50, cT. 7544, 7563) n noanyHKTamm
5.2.177, 5.2.179 wn 5.2.180 T[lonoxeHna o MwuHUCTepCTBe 34pPABOOXPaAHEHUNSA
Poccuiickon ®depepaunn, yTBEPXAEHHOro MocTaHoBAeHneM [lpaBuTenbLCTBa
Poccunckon ®epepaumn ot 19 uioHa 2012 r. N 608 (CobpaHune 3akoHopaTesbCTBa
Poccunckon depepaunn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970; N 20, cT.
2477; N 22, cT. 2812; N 33, cT. 4386; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26,
cT. 3577; N 30, cT. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23,
cT. 3333; 2016, N 2, cT. 325; N9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT.
5255; N 49, cT. 6922; 2017, N 7, cT. 1066; N 33, cT. 5202; N 37, cT. 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), NpuKa3bIBalo:

1. YTBEepanTsb:

nopAanoK Ha3Ha4deHun4d J'IEKapCTBeHHbIX npenapaTOB cornacHo I'IpI/IJ'IO)KeHI/IIO N
1;

dopMbl peuenTypHbiX 6/1aHKOB Ha JfleKapCTBEHHble MnpenapaTbl COrjacHo
npunoxeHuo N 2;

nopanoK 0hopMSIeHUS peLenTypHbIX 6J1aHKOB Ha JIeKapCTBEHHbIE NpenapaThl,
NX y4eTa N XpaHEeHUsa cornacHo npunoxxeHuio N 3.

2. Mpu3HaTb YTPATUBLLUMMU CUIY:

npunkaid MwuHUCTepcTBa 34paBooxpaHeHus Poccumckon depepauynnm ot 20
nekabpsa 2012 r. N 11751 "O6 yTBep>XAeHUM nopsafKa Ha3HAYE€HUS U BbINUCbIBaHNSA
NleKapCTBEHHbIX MpenapaTtoB, a Takxe @opM peuenTypHbiXx 65aHKOB Ha
NlekapCTBEHHbIe NpenapaThl, NopsAka oopMaeHUs yKa3aHHbIX 6J1aHKOB, NX y4yeTa
N XpaHeHus" (3aperncTtpuposaH MMHNCTEPCTBOM OCTULMK Poccunckon depgepaumnmn
25 nioHa 2013 r., pernctpaunoHHbin N 28883);

NYHKT 2 N3MEHEHUN, KOTopble BHOCATCA B NOpPAAOK CO34aHUA N OeATENIbHOCTH
BpayebHOM KOMUCCUM MEOULMHCKOW OpraHm3aunn, YTBEPXXOEHHbIN MPUKa3oMm
MuHNCTepcTBa 34pPaBOOXPAaHEHUSs W COLUMANIbHOrO  pa3BuUTUSA  POCCUMMCKON
Q®epepaunnm ot 5 maa 2012 r. N 502H, n B MNopsAAOK Ha3HAYEHUSA U BbINUCbIBAHUSA
JIeKapCTBEHHbLIX  NpenapaTtoB,  YTBEpP>XXOEHHbIN npuKasom MwuHuncTepcTBa
3QpaBooxpaHeHna Poccunckon depepaunn ot 20 pekabps 2012 r. N 1175H,
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YTBEPXAEHHbLIX  MNpuUKazoM  MuHUCTEpPCTBa  34paBOOXpaHeHuss  PoCcCUNCKOM
Qepepaunn ot 2 pekabps 2013 r. N 886H (3apeructpupoBaH MUHUCTEPCTBOM
tocTmumn Poccuinckon depepaunn 23 pekabpsa 2013 r., perncrpaunoHHbin N
30714);

npukas MMHUCTepCcTBa 34paBooxpaHeHnsa Poccuinckonm depepaumm ot 30 noHSA
2015 r. N 386H "O BHECEHUN U3MEHEHUWN B MPUIOXKEHNA K NpuUKasy MuUHmMcCTepcTea
30paBooxpaHeHus Poccunckon ®epepaumn ot 20 gekabpsa 2012 r. N 1175H "0O6
YyTBEPXAEHUN NOPSAAKA HA3HAYEHUA N BbINUCbIBaHUSA JIEKAPCTBEHHbIX NpenapaTos,
a TakXxe gopMm peuenTypHbiXx 61aHKOB Ha JsieKapCTBEHHble MNpenapaThbl, Nopsaka
opopMeHNs YyKa3aHHbIX 6/1aHKOB, WX y4yeTa U XpaHeHusa" (3aperncTpuvpoBaH
MuHuncTepcTtsoMm tocTuumm Poccuinnckon depepaumm 6 asrycta 2015 r.,
perncrtpaynoHHbin N 38379);

NYHKT 1 W3MEeHeHWUW, KOTOopble BHOCATCA B TnMpuKas MwuHuUCTepcTBa
30paBooxpaHeHus Poccunckon ®epepaumn ot 20 gekabpsa 2012 r. N 1175H "O6
yTBEPXAEHUN NOPSALAKA HAa3HAYEHUA N BbINMUCbIBAaHUSA JIeKapCTBEHHbIX NpernapaTos,
a TakXe ¢opM peuenTypHbix 61aHKOB Ha JsieKapCTBEHHble MpernapaThbl, NopsAAKa
opopMsIeHNs yKa3aHHbIX 61aHKOB, X y4yeTa U XxpaHeHusa" u npunoxeHme N 2 K
npukasy MuHuUcTepcTBa 34paBooxpaHeHus Poccuinckon depepauunm ot 1 aBrycra
2012 r. N 54H "O6 yTBepxaeHun ¢opMbl 61aHKOB peLenToB, coaepxaliunx
Ha3HavYeHne HapPKOTUYEeCKUX CPencTB WM MCUXOTPOMHbLIX BELLecTB, MopsaAka ux
WU3roToBJIEHUSA, pacnpeneneHns, perncTpaunn, y4eta n XxpaHeHus, a Tak>xe npasun
ohopMmneHua", yTBepPXOEHHbIX TMpuKasoM MuUHUCTepCTBa 34pPaBOOXPaHEHUSA
Poccunckon ®epepaummn ot 21 anpena 2016 r. N 2544 (3apermncrtpuposaH
MuHuncTepcTtsomMm toctuymm  Poccuinckon depepaunn 18 wumwona 2016 r.,
pernctpaynoHHbin N 42887);

NYHKT 5 N3MEHEHWUN, KOTOpble BHOCATCHA B HEKOTOpPbIE NMpuKasbl MMHUCTepCTBa
30paBoOXpaHeHUs U couuanbHOro passuTma Poccuinckon depepaunn u
MunHucTepcTBa 34paBooxpaHeHumsa Poccunckon depepaumm N0 BOMpOCaMm
obpalleHna nekapCTBEHHbIX NpenapaToB, CoOAepXallnX HapKoTU4YeCcKne CpeacTBa,
NCUXOTPOMNHbIe BewecTBa W WX TMPEeKypcopbl, W JleKapCTBEHHbIX CpencTs,
nognexawmx npegMeTHO-KOJIMYECTBEHHOMY Y4eTy, YTBEpP)XOEHHbIX MpPUKa3oMm
MunHucTepcTBa 34paBooxpaHeHus Poccuninickon depepaunnm ot 31 okTabpsa 2017 r.
N 882H (3apernctpmpoBaH MWHUCTEPCTBOM tOCTUUMK Poccmnckon depepauunn 9
aHBapsa 2018 r., peructpaunoHHbin N 49561).

MuHucTp
B.N.CKBOPLLOBA

MpunnoxeHne N 1

K NpukKa3y MnHuctepcTBa 34paBoOOXpPaHEHNSA
Poccuinckon ®epepauumu

oT 14 anBapsa 2019 r. N 4H

nMOoPAAOK HASHAYEHUNA NEKAPCTBEHHbLIX MPEMAPATOB
l. ObwiMe nono>xeHusn
1. HacToswwnn nopsaokK ycTaHaBAMBAET NpaBuia Ha3HaYeHUs IeKAaPCTBEHHbIX

npenapatoB AN MeAULUMHCKOro rMpuMeHeHuss (hanee - NeKapCTBEHHbIE
npenapaTbl) U 0POPMIEHMNS UX HA3HAYEHUS NMPU OKA3aHUWN MEeOULIMHCKOM MOMOLLN
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B MEAULIMHCKUX OpraHm3aumsax <1>.

<1> MNyHKT 11 cTaTtbn 2 PefepanbHOro 3akoHa oT 21 Hoabpsa 2011 r. N 323-
@3 "Ob6 ocHOBax 0xpaHbl 340p0BbA rpakaaH B Poccmnckon ®epepaumnn” (CobpanHne
3akoHopaTenbcTBa Poccumnckonm depepaumm, 2011, N 48, cT. 6724; 2016, N 1, cT. 9,
28; 2017, N 31, cT. 4791).

2. Ha3Ha4veHue JsieKapCTBEHHbIX TMpenapaToB OCYLEeCTBAAETCA Jievawmm
Bpa4yoM, (enbAllepoM, aKyLlepkon B Cslydae BO3JIOXKEHUS Ha HUX MOJIHOMOYUN
sleqawero Bpaya B Nopagke, YCTaHOBJIEHHOM nNpuka3soM MuHWUCTepcTBa
34paBoOXpaHeHns 1 coumasnbHOro passntusa Poccnnckon ®depepaumm ot 23 MapTa
2012 r. N 252H "O6 yTBepxaeHun Tlopsaaka BO3JIOXKEHUA Ha qenbilepa,
aKyllepKy pykoBoauTesieM MeOUUUHCKOM oOpraHusaumm npu  opraHmsauunm
OKasaHus nNepBUYHON MeAUKO-CaHUTapHOMW MOMOLLM W CKOPON MeAULUHCKON
MOMOLLM OTAEsIbHbIX PYHKLNI Nevallero Bpadya no HenocpencTBeHHOMY OKa3aHMUIo
MeANLMHCKON MOMOLWM MauneHTy B nepmnod HabniogeHna 3a HAM N €ro sie4eHus, B
TOM 4YMUC/ie NO Ha3Ha4YeHU N NPUMEHEHNIO JIeKapCTBEHHbIX MpenapaTos, BKJOYas
HapKoTUYeCKue JieKapCTBEHHbIe rMpenapaTbl M MNCUXOTPOMHbIE JIeKAPCTBEHHbIE
npenapaTbl" <2>, MHOMBUAYaJIbHLIMU MpeanpuHUMaTENIAMN, OCYLLEeCTBSAIOLWMMN
MeOVNLNHCKYIO AeATeNbHOCTb (fanee - MeanunHckme paboTHUKN).

<2> 3apeructpupoBaH MUHNCTEPCTBOM OCTUUMK Poccuimnckon depepaumn 28
anpensa 2012 r., peructpaynmoHHbin N 23971, C M3MEHEHUAMWU, BHECEHHbIMU
npukasoM MwuHMUCTepcTBa 34paBooxXpaHeHUs Poccunckon dPepepaumm ot 31
okTabpa 2017 r. N 882H (3apernctpuposaH MUHUCTEPCTBOM OCTULUN POCCUNCKON
depnepaunn 9 aHeapsa 2018 r., peructpaumoHHbin N 49561).

3. CBefeHna O Ha3HAYEHHOM JIeKAapCTBEHHOM npenapaTe (HauMeHoBaHMe
JIEKAPCTBEHHOI 0 NMpenapaTa, A03MPOBKA, CNoCcob BBEAEHUS U NMPUMEHEHUS, PEXNM
NO3MPOBaHUS, TMPOAO/DKUTENbHOCTL Jie4eHuss U oboCcHoBaHME Ha3HavYeHus
NIEKapCTBEHHOrO0  npenapaTta) BHOCATCA  MeAULWHCKMM  paboTHUKOM B
MeANLWHCKYI0O OOKYMEHTaLMIO NauueHTa.

B cny4asx, yKasaHHbIX B NyHKTax 9 - 12 HacTosuwero NMopsagka, MeanumnHCKNn
paboTHMK ogopMaseT Ha3HavYeHue JieKapCTBEHHbIX MpenapaToB, B TOM 4ucne
noasieXxawmx M3roToBJAEHUID W OTMYCKY anTeyHbIMU opraHusaunsamm (panee -
NleKapCTBEHHble npenapaTbl UHOUBUAYAJNIbHOMO M3roTOB/IEHUS), Ha peuenTypHOM
6naHke, oopmMneHHOM Ha BymMakHOM HocCuTesie 3a CBOen noanucbto (panee -
peuenT Ha ByMakHOM HocuTene), n (UnKn) c cornacmsa NauneHTa uan ero 3aKoOHHOro
npeactaBuTena <3> Ha peuenTypHoM 6naHke B (hopMe 3/1eEKTPOHHOr0 AOKYMEHTa
C WNCNOJIb30BaHWEM YCUJIEHHOW KBaaU(ULMPOBAHHOW 3IEKTPOHHON MOAMUCK
MeauLUMHCKOro paboTHuka (ganee - peuenT B (hOpMe 3NIEKTPOHHOIr0 AOKYMeEHTa).

<3> B oTHOWeHuUNn Nnua, ykasaHHoro B 4actum 2 ctatbn 20 PepnepasbHOro
3akoHa oT 21 Hosbpsa 2011 r. N 323-®d3 "O6 ocHoBax oxpaHbl 3l0POBbA rpakaaH B
Poccuinckon depepaumn" (CobpaHme 3akoHogaTenbcTBa Poccmnckon depepaunn,
2011, N 48, cT. 6724; 2013, N 48, cT. 6165; 2017, N 31, cT. 4791).

Peuent B oOpMe 3/1IeKTPOHHOrO [OKyMeHTa, coAepXaliuMin Ha3HaydeHue
HapKOTUYeCKUX CpencTts WIN MNCUXOTPOMHbIX BewecTB, MNoAnucbiBaeTCca C
NUCMONb30BaHNEM  YCUJIIEHHOW  KBa/IMMPULMNPOBAHHOW  3JIEKTPOHHOW  MOAMNUCHK
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nevaulero Bpada naun genbliepa, akylwepKn, Ha KOTOPbIX BO3JI0OXKEHbI YHKLUN
nevyaulero Bpaya, U COOTBETCTBYIOLWEN MEANLIMHCKOM OpraHn3saumnm <4>.

<4> YacTb 1 cTaTtbu 26 PepgepasbHOro 3akoHa ot 8 aHBapd 1998 r. N 3-903 "O
HapPKOTUYECKNX cpencTBax " MCUXOTPOMHbIX BeLwecTBax" (CobpaHue
3akoHopaTenbcTBa Poccunmckon depepaummn, 1998, N 2, cT. 219; 2003, N 27, cT.
2700; 2011, N 49, cT. 7019; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238; 2017, N 31,
CT. 4791).

OdopmneHune peuenTtoB B hopMe 2JIEKTPOHHbIX AOKYMEHTOB OCYLLEeCTBAAETCS
B CJly4ae NPUHATUSA YNOJHOMOYEHHbIM OPraHOM UCMOJIHUTEIbHOW BAacTu cybbekTa
Poccunckon ®depepaunnm B COOTBETCTBUM C OYHKTOM 4 cTaTtbu 6 PepepanbHOro
3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalieHnn nekapCTBEHHbLIX cpeacTB”
<5> peweHns o6 wncnonb3oBaHMM Ha Tepputopum cybbekTa Poccunckon
depepaunn Hapagy C peuenTtaMu Ha NeKapCcTBeHHble npenapaTbl, 0POopMIIEHHbIMNA
Ha OyMaXkHOM HoCuTesne, peuenToOB Ha  JieKapCTBEHHble  rnpenapaThl,
CpOopMUPOBAHHBLIX B POPME 3JIEKTPOHHbIX AOKYMEHTOB.

<5> CobpaHune 3akoHogaTenbcTBa Poccunckon depepaunn, 2010, N 16, cT.
1815; 2012, N 26, cT. 3446; 2017, N 31, cT. 4791.

4. Mpwn BbINUCKE NauMeHTa U3 MeAULUHCKOW opraHm3auunu, B KOTOPOW emy
OKa3blBaslaCb MefuuMHCKass MOMOLWb B CTauUMOHAPHbLIX YCNOBUAX, OaHHOMY
naumeHTy No peLleHnio PyKOBOAUTENS MeANLVMHCKOW OpraHmn3aunm Ha3HavyalTCsa C
ohopmaeHneM peuenTa B hopMe 3N1eKTPOHHOIr0 JOKYMeHTa N (Mnun) Ha ByMa>kHOM
HocuTene (3a WCKYeHMeM O OpPMJIEHUSA pPeLernToB Ha JIeKapCTBEHHble
npenapaTbl, nogfexawme oTnycKky 6ecnnaTtHO uam Co ckmakom) nmbo BbIJAOTCS
(NauMeHTy nan ero 3aKOHHOMY MpencTaBuUTeslo) OAHOBPEMEHHO C BbIMUCKOW U3
ncrtopun 6ones3HN NeKkapCTBEHHble npenapaThbl, B TOM 4YUC/Ie HapKOTU4YeCcKne wu
MCUXOTPOMNHbIE JIeKapCTBEHHbIE MpenapaTbl, BHECEHHblIe B cOuUckK Il n lll nepeyHsa
HapKOTUYEeCKUX CpencTs, TMNCUXOTPOMHbIX BewecTB W UX MNPeKypcopos,
noasiexxalmnx KOHTPOJItO B Poccuinckon depepauun, yTBEpP>XAEHHOro
noctaHossieHnem [lpasutenoctBa Poccunckon ®epepaumm ot 30 mioHsa 1998 r. N
681 <6> (panee - lNepeyeHb), CUNIbHOAENCTBYOLWME SIEKAPCTBEHHbIE NpenapaThl,
Ha CPOK Npmema naumeHToM A0 5 AHewn.

<6> CobpaHue 3akoHopaTenbcTBa Poccunckon ®depepauun, 1998, N 27, cT.
3198; 2004, N 8, cT. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT.
3439; 2009, N 26, cT. 3183; N 52, cT. 6572; 2010, N 3, cT. 314; N 17, cT. 2100; N
24, cT. 3035; N 28, cT. 3703; N 31, cT1. 4271; N 45, cT1. 5864; N 50, cT. 6696, CT.
6720; 2011, N 10, c1. 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, cT. 6861; 2013, N 6,
cT. 558; N 19, cT1. 953; N 25, cT. 3159; N 29, cT. 3962; N 37, cT. 4706; N 46, CT.
5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, 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, cT. 3330; N 30, cT. 4664; N 33, cT. 5182; 2018, N 27, cT. 4071.

5. HasHa4eHue NeKapCTBEHHbIX TrMpenapaToB MpM OKa3aHNU MeOULUNHCKON
noMoLLN B CTaUMNOHaAPHbLIX YyCJZIOBUAX B TpE6OBaHVI$|X-HaKJ'Ia,£I,HbIX, HanpaBJideMbIX B
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anTe4yHble  opraHM3auunm, gBAdOWMECA  CTPYKTYPHbIMM  nogpasfeneHmnsamu
MeAVLUWMHCKOW oOpraHusauunm, B KOTOPOW OKa3blBaeTCA MeOUuLUMHCKas MOMOLLb,
OCYLLeCTB/IAeTCA B COOTBETCTBMW C WMHCTpyKUMEN O rMopsfke BblINUCbIBAHUA
JIeKapCTBEHHbIX NpenapaToB 1 oopMieHNsa peuenToB N TpeboBaHMN-HaKNaaHbIX,
YyTBEPXXAEHHON MNpuKazoM MUHUCTEpPCTBa 34paBOOXPaHEHUA W COUMANBLHOrO
pa3sutna Poccunckon depepaunm ot 12 despansg 2007 r. N 110 "O nopsaake
Ha3Ha4vYeHus n BbIMUCbIBAHNSA JNleKapCTBEHHbIX npenapaTos, n3genun
MEeAVUMHCKOro Ha3HayeHnsa W CcneumannsmpoBaHHbIX MPOAYKTOB ne4vyebHoro
nUTaHna" <7>.

<7> 3apeructpupoBaH MUHNCTEPCTBOM tocTUuMM Poccuinckon ®epepaunm 27
anpena 2007 r., perncrtpaunoHHblin N 9364, C W3MEHEHUAMMW, BHECEHHbIMU
npukasammn MuHUCTEpCcTBa  34pPaBOOXPaHEHMA N COUMANIbHOrO  pa3BUTUSA
Poccumnckon depepaunmnm ot 27 asrycta 2007 r. N 560 (3apeructpupoBaH
MuHucTepcTBoM tCcTUUMN Poccuinckon dDepepauunn 14 ceHTabpa 2007 r.,
perncTpaynoHHbin N 10133), ot 25 ceHTabpa 2009 r. N 794H (3aperncTtpmpoBaH
MunHuctepctsoM cTuumm Poccunckon depepauunm 25 Hosfbpa 2009 r.,
pernctpaumoHHblin N 15317), ot 20 saHBapsa 2011 r. N 13H (3apermcTpupoBaH
MuHucTtepcTtBoM toctuumm  Poccuimnckon depepaunmm 15 wmapta 2011 r.,
pernctpaumoHHbelin N 20103), npukasamm MuHUCTEpPCTBa 34pPaBOOXPaHEHUs
Poccunckon ®depepaumm ot 1 aBrycta 2012 r. N 54H (3apeructpupoBaH
MuHucTepcTtBoM tCcTUuMM Poccmnckon depepaunm 15 asrycta 2012 r.,
perncTpaynoHHbin N 25190), ot 26 despana 2013 r. N 94H (3aperncrtpmpoBaH
MuHuncTepctsomMm toctuuymm  Poccuinnckon ®depepaumm 25 uwoHa 2013 .,
pernctpaynoHHbin N 28881).

6. Ha3HayeHne neKapCTBEHHbIX MpernapaToB OCYLLECTBASETCA MeAULUUHCKUM
PaboOTHMKOM MO MeXXAyHapoAHOMY HernaTeHTOBAaHHOMY HaWMEHOBaHMIO, a NpU ero
OTCYTCTBMW - FPYMMAMPOBOYHOMY WIN XUMUYECKOMY HauMeHOBaHUt. B cnyvae
OTCYTCTBUS MeXXOYyHapoOHOro HenaTeHTOBAHHOIo HaMMeHOBaHUSA n
rPYNMUPOBOYHOr0 UM XMMMUYECKOrO0 HaMMEeHOBaHUSA JIEKApCTBEHHOIro npenapaTa,
NIeKapCTBEHHbIN MpernapaT Ha3Ha4YaeTCs MeanUNHCKMM paboTHMKOM MO TOProBOMYy
HAaMMEHOBaHWIO.

Mpn HaANYUN MEQULMHCKUX MOKa3aHun (MHAMBMAYasibHas HEMepeHOCUMOCTb,
MO >XM3HEHHbIM MOKa3aHMsAM) MO peLeHnto BpavyebHOoMm KOMUCCMU MeaNLMHCKOWN
opraHmsaunm <8> o0ocCyLlecTBAAEeTCS Ha3HayYeHne un odopMJIeHNEe Ha3HaYeHuUs
NIeKapCTBEHHbIX MpenapaToB, He BXOAALWMX B CTaHAAPTbl MEOUUWNHCKOW MOMOLLN,
pa3paboTaHHbIX B COOTBETCTBUN C NYHKTOM 4 cTaTbn 10 ®enepanbHOro 3akoHa oT
21.11.2011 N 323-®3 "O6 ocCcHOBax OXpaHbl 340pPOBbSA rpakgaH B Poccumnckon
®epepaunn" <9>, nmbo No TOProBbiM HaMMeEHOBaHUAM. PelwweHne BpayvebHON
KOMUCCUXN  MeAULWUHCKOW  opraHm3auum  ukcupyeTcs B MeAWLWNHCKON
OOKYMEeHTaunm naumneHTa n B XXypHase BpadyebHom Komnccun.

<8> [puka3 MuH3gpascouypassutTua Poccum ot 5 mas 2012 r. N 5021 "0O6
yTBEP)XXOEHUN nMopsafka Cco3haHus U OeATeNbHOCTU BpadyebHom Komumccum
MeANLMHCKON opraHm3saumnn” (3apernctpmposaH MuHioctoMm Poccunm nioHsa 2012 r.,
pernctpaynoHHbin N 24516), ¢ UI3SMEHEeHUAMMN, BHECEHHbIMU NpUKasomM MuH3lgpasa
Poccun ot 2 pekabps 2013 r. N 886H (3apernctpupoBaH MwuHiocToM Poccum 23
nekabps 2013 r., pernctpaynoHHbin N 30714).

<9> CobpaHune 3akoHogaTenbcTBa Poccunckon depepaunn, 2011, N 48, cT.
6724; 2014, N 49, cT. 6928; 2017, N 31, cT. 4791; 2018, N 53, cT. 8415.
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7. Ha3HayeHMe neKapCTBEHHOro npenapata B peuenTe Ha 6OyMa)kHOM
HocUTene Uan peuenTte B YOpMe 3JIEKTPOHHOI0 AOKYMeHTa 0popMIsAeTCs Ha MMS
nauMeHTa, 418 KOTOPOro npefHa3HavYeH JlIekapCTBEHHbIN NpenaparT.

PeuenT Ha 6ymMa)kHOM HocuTesie, OPOPMJEHHbLIM Ha peuenTypHOM OnaHke
dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04 (n), yTBEPXAEHHbIX HACTOALWLNM
MPpUKa3oM, a TakXe peuent Ha OyMaxXHOM HocuTene, OGQOPMJIEHHbIN Ha
peuenTtypHoM 6naHke dopmbl N 107/y-HM, yTBEpXAEHHON MNpPUKa3oM
MuHucTepcTBa 3gpaBooxpaHeHnsa Poccnmnckon depepaunnm ot 1 asrycta 2012 r. N
541 "O6 yTBep>xaeHun ¢opmbl 61aHKOB peuenToB, COAEPXXalMX Ha3HavYeHue
HapPKOTUYECKMNX CPEeaCTB WM NCUXOTPOMHbIX BEWECTB, NOpAAKa UX U3rOTOBJIEHUS,
pacnpeneneHns, peructpaunmn, y4yeta n XpaHeHuUs, a Tak>xe npasua ogopmiaeHus"
<10> (pnanee - cdopma N 107/y-HM), moxeT O6bITb MNOJYyYEH NAUNEHTOM, €ro
3aKOHHbIM NpencTaBuTenemM UK AMLOM, UMELWMM 0POPMIIEHHYIO B COOTBETCTBUN
C rpax4aHCKUM 3akoHopaTeNbCTBOM Poccunckon depepaumm [OBEPEHHOCTb OT
rnauveHTa Ha NpaBo NoJly4YeHUs Takoro peuenTa (ganee - ynosIHOMOYEHHOE NnL0).

<10> 3apeructpuposaH MUHUCTEPCTBOM tOCTULUK Poccuinckon depepauumn
15 aBrycta 2012 r., perncrtpauynmoHHbin N 25190, ¢ n3MeHeHnsaMn, BHECEHHbIMU
npukasamm MuHmncTepcTBa 34paBooxpaHeHna Poccnmnckon depgepaunm ot 30 UOHSA
2015 r. N 385H (3apeructpmpoBaH MUHUCTEPCTBOM CTULUN POCCUNCKOWN
depnepaunn 27 Hoab6psa 2015 r., perncTpaynoHHbin N 39868), oT 21 anpensa 2016 r.
N 254H (3apeructpupoBaH MuHUCTepCcTBOM OCTULMK Poccunckon depepaumn 18
mona 2016 r., peructpaunmoHHblin N 42887), oT 31 okTabpa 2017 r. N 882H
(3apernctpupoBaH MuMHMCTEPCTBOM toCTUUUM Poccuinckon depepaumnm 9 sHBaps
2018 r., perncrtpaunoHHbin N 49561).

PeuenT B hopMe 3N1€KTPOHHOIrO0 AOKYMeHTa hopMMpyeTCsa C MCNOJSIb30BaHUEM
rocyfapCTBEHHOW WHMOPMaLMOHHOMW CcuCTeMbl B cdepe 34paBOOXPaHEHUS
cybbekTa Poccuinckon Pepepaunn, MeULUHCKON WNHEPOPMALUOHHOMN CUCTEMBI
MeANLNHCKOM opraHm3aumm <11>.

<11> Ctatbu 91 n 91.1 depepanbHOro 3akoHa oT 21 Hos6ps 2011 roga N
323-®3 "O6 ocHOBax OXpaHbl 340pOBbSA rpaxpaaH B Poccunckon depepaumm”
(CobpaHune 3akoHogaTenbcTBa Poccunckon ®epepaunn, 2011, N 48, cT. 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, cT. 2663; N 31, cT. 4794).

®akT BblJayYXM peuenTa Ha JIEKAPCTBEHHbLIA npenapaT  3aKOHHOMY
npeacTaBUTENO WM YMNOJHOMOYEHHOMY NuULy GUKCUPYeTCa B MeaUUMHCKOWN
NOKYMeHTaLuMn nauneHTa.

8. MeauvumHcknm paboTHUKam 3anpewaeTcs OQOPMAATb peuenTbl Mpw
OTCYTCTBUMW Yy NauMmeHTa MeOUUMHCKUX MNOKa3aHWW; Ha He3aperncTpupoBaHHbIe
JleKapCTBeHHble npenapaTbl <12>; Ha JieKapCTBEHHbIe MnpernapaTbl, KOTOpble B
COOTBETCTBUM C UHCTPYKUMEN MO MeAULUNHCKOMY MPUMEHEHMUIO MpefHa3Ha4YeHbl
ONA MPUMEHEeHUA TOJIbKO B MeOULMHCKUX OpraHvsaumax; Ha HapKoTu4Yeckue
cpencTtBa W MCUXOTPONHbIE BewlecTBa, BHeCEeHHble B cnuncok Il [llepeyHs,
3aperucTpmpoBaHHble B KadeCTBe JleKapCTBEHHbIX MpenapaToB, B Uensax
npMMeHeHusa ona nevyeHns HapKoMaHUN.
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<12> Peuwienne CoBeTa EBpa3nmnckom 3KOHOMUYECKON KOMUCCUM OT 3 Hos6ps
2016 r. N 78 "O [lMpaBunax perncrpaymm m 3KCNepTu3bl eKapCTBEHHbIX CPeacTB
ona  MeguuMHCKOro  npuMmeHeHmsa"  (ouumanbHbll  canT  EBpa3ninckoro
3KOHOMMYecKoro coto3a http://www.eaeunion.org/, 21 Hos6psa 2016 r.). CtaTba 13
depnepanbHOro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpaweHun
NIeKapCTBEHHbIX  CpPeacTB  ONad  MeguumHckoro  npumeHeHus"  (CobpaHwue
3akoHopaTenbcTBa Poccnmckonm depepaunn, 2010, N 16, ct. 1815; 2015, N 29, cT.
4367; 2018, N 24, cT. 3407).

WHOovBuAayanbHbIM  NpeanpuHMMaTenaMm, OCyLWeCcTBAAWNM  MeOULUHCKYO
[eATesIbHOCTb, OOMNOJIHUTENIbHO K TpeboBaHMAM, yka3aHHbIM B ab3aue nepBom
HacTofAlero nmnyHKTa, 3anpewaeTcd OoMOopMAATbL peuenTbl Ha HapKoTU4Yeckue
cpencTBa U NCUXOTPOMNHble BellecTBa, BHeCeHHble B cnucku 1l v 1l MNMepeyHa (nanee
- HapKOTWYeCKUe N MCUXOTPOMHbIE JIeKapCTBEHHble MnpenapaTtbl cnuckos Il v 1l
MepeyHs).

9. ﬂpl/l Ha3Ha4YeHNNn HapKOTUYECKNX W TMCUXOTPONMHbIX J1IeKapCTBEHHbIX
npenapaTtoB CrnCKa Il I'Iepet-n—m, 3a UNCKNKYeHneM neKapCTBEHHbLIX MpenapaToB B
Buae TpaHcaepMalJibHbIX TeparneBTUYEeCKNX CNCTEM N JIEKapPCTBEHHbLIX MPEnapaTos,
coepXXalnx HapKoTMYeCcKoe CpeacTBO B COYETAHUM C aHTArOHNUCTOM OMUOUNAHbIX
peuenTtopoB, peuenTbl Ha 6GyMa>KHOM HocuTene oopMAAIDTCA Ha peLenTypHOM
6naHke copmbl N 107/y-HI.

10. PeuenTypHbIn 6naHK dopmbl N 148-1/y-88 ochopMmasieTcs Npu HasHavYeHUu:

1) HapKOTUYECKNX N MNCUXOTPOMHbIX JleKapCTBEHHbIX rnpenapaToB cnucka |l
MepeyHa B Buae TpaHcAepMasibHbIX TepaneBTUYeCKUX CUCTEeM, HAPKOTUYECKUX
JleKapCTBEHHbIX MnpenapaToB cnucka Il lepe4yHs, copepKalmx HapKoTU4eckKoe
CpeAcTBO B COYETaHWM C aHTaroHWCTOM OMUOUAHBLIX PEeLenToOpPOB, MCUXOTPOMHbLIX
JleKapCTBEHHbIX NpenapaTos cnucka lll MNepe4Hs;

2) nekapCTBEHHbIX mMpenapaTtos, obnagarowmx aHaboMyYeckon akTUBHOCTbLIO
(B COOTBETCTBMU C OCHOBHbIM (DAapMaKOOrM4eCcKUM LeNCTBUEM) N OTHOCALLMXCS MO
aHATOMO-TepaneBTUYECKO-XUMNYECKOW Knaccngukaumm, peKOMeHO0BaHHOM
BcemnpHonm opraHusaumen 3apaBooxpaHeHuns (manee -  ATX) <13>, K
aHabonnyeckum ctepomagam (kog Al4A) (panee - nekapCTBEHHbIE MNpenapaThl,
obnapgaowme aHaboM4eckom aKTUMBHOCTbIO B COOTBETCTBUM C  OCHOBHbLIM
hapMaKoIOrn4eckKnM OeNCTBNEM);

<13> CtaTba 18 denepanbHOro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "O6
obpaweHnn nekapCTBEHHbIX CPeacTB AN MeanUnHCKoro npumeHeHns" (CobpaHue
3aKoHogaTenbcTBa Poccunckonm ®epnepaunn, 2010, N 16, ct. 1815; 2014, N 52, cT.
7540).

3) nekapCTBEHHbLIX MpernapaToB, YKa3aHHbIX B NyHKTe 5 lopsaka oTnycka
PU3NYEeCKNM NnuamM nekapCTBEHHbIX NpernapaToB AN MegUUUHCKOro NpuMeHeHus,
coaep)aWmx KpoMe MasbiX KOJMYEeCTB HApPKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BeWeCcTB U UX MNPeKypcopoB apyrue dapMakosiormyeckme akTMBHble BellecTBa,
YTBEPXXOAEHHOMO MNpuUKasoM MuUHUCTEpPCTBa 34pPaBOOXPaHEHMs U couunasbHOro
pa3sutua Poccunckon ®epepaumm oT 17 masa 2012 r. N 562H <14> (pmanee -
MopsaoK OoTNyCKa NeKapCTBEHHbIX NpenapaToBs);
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<14> 3apernctpupoBaH MMHNCTEPCTBOM OCTUUMN Poccmnimnckon depepaumnn 1
noHa 2012 r., perncTtpaumoHHbin N 24438, C WN3MEHEHUSAMWU, BHECEHHbIMU
npukaszamm MmHuUcTepcTBa 34paBooxpaHeHnsa Poccumnckon depgepaunm ot 10 noHSA
2013 r. N 369H (3apeructpmpoBaH MUHUCTEPCTBOM CTULUN POCCUNCKON
depnepaunn 15 nona 2013 r., peructpaymoHHsin N 29064), ot 21 aBrycta 2014 r.
N 465H (3aperunctpupoBaH MuHucTepcTBOM tocTuunm Poccunckon depepaumm 10
ceHTabpsa 2014 r., peructpaunoHHbln N 34024), ot 10 ceHTsa6ps 2015 r. N 634H
(3apernctpupoBaH MMHMUCTEPCTBOM tOCTUUMKN Poccuinckon degepauynm 30 ceHTAOpS
2015 r., peructpaumoHHbin N 39063), oT 31 okTabps 2017 r. N 882H
(3apernctpupoBaH MWHUCTEPCTBOM KOCTUUMK Poccmnckon depepaunmn 9 sHBaps
2018 r., pernctpaunoHHbin N 49561).

4) JIeKapCTBEHHbIX rnpenapaTos VHOVBUAYAJIbHOIO N3roToBJIEHUS,
cogep>xawmx HapkKoTMYecKoe CpencTBO WU MCUXOTPOMHOe BewecTBo cnucka |l
Mepe4yHda, wn papyrune dQapmakosiorm4eckmne akTMBHbIe BellecTBa B [03e, He
rnpeBbillatoLWen  BbICWIYK  pasoByd A03y, W Mpuv  yCJOBUK, HTO 3ITOT
KOMOWHMPOBaAHHbLIN NEKAPCTBEHHbIN MpenapaT He ABASETCA HAPKOTUYECKUM UIn
MCUXOTPOMHbIM JIEKAapCTBEHHbBIM NpenapaToM cnucka |l NepeyHs;

5) nekapCTBeHHbIX MpernapaTos, NMoasexxawmx npegmMmeTHO-KoJIM4YeCTBEHHOMY
y4yeTy, He nepeyvynucneHHblX B nOoAnyHKTax 1 - 4 HacTosdwero nyHkTa (3a
NCKJII0OYEHMEM NIeKapCTBEHHbIX MpenapaToBs, 0OTNyckaeMbix 6e3 peuenTa).

11. PeuenTtypHbin 6naHk dopmbl N 148-1/y-04 (n1) ocdopmnsgeTcs npwu
Ha3HAYeHUN JIeKapCTBEHHbIX MpenapaToB rpa)khaHam, WMelLWUM MnpaBo Ha
becnnaTtHoe  MoJslyYeHWE  JNIEKAPCTBEHHbIX  MpernapaTtoB  WIW  MNOJlyYeHue
JIEKAPCTBEHHbIX MPenapaToB CO CKUAKON.

12. PeuenTtypHbin 6naHkK doopmbl N 107-1/y odhopMasieTcs Npu Ha3HaYeHUN:

1) nekapCTBeHHbIX MpenapaToB, YKasaHHbIX B MNyHKTe 4 [llopsagka OTnycka
JleKapCTBEHHbIX NpenapaTos.;

2) NnekapCTBEHHbIX NMpernapaToB, He YKa3aHHbIX B NyHKTax 9 - 11 HacToAwero
Mopsapka.

13. Tllpu Ha3HayYeHUM JieKapCTBEHHOro npenapaTta WHAOUBUOYAJIbHOIO
N3roToBNIEHNUA B peuente Ha 6bymakHOM HocuTene m (nnu) peuente B dopme
3JIEKTPOHHON0  [OKYMEHTa HaVMEHOBaHUA  JIeKapCTBEHHbIX  MpenapaTos,
BKJIIOYEHHbIX B TMepeyvyeHb JIeKapCTBEHHbIX CpeacTB Oad  MeOULUHCKOro
npMMeHeHns, nognexawmnx npegmMeTHO-KoNn4YecTBeHHOMY y4eTy <15> (pmanee -
JleKapCTBEHHblE MpenapaTbl, BKJKO4YEHHble B nepeyveHb [1KY), yka3biBalOTCA B
Havasie peuenTa, 3aTeM - BCe OCTaJlbHble UHIpeaNeHTbl.

<15> [lpuka3s MuHnUCTepcCcTBa 34paBooxXpaHeHUs Poccuinckon depepauynm oOT
22 anpena 2014 r. N 183H "O6 yTBepXAEHUMN NepeyHs NeKapCTBEHHbIX CPeacTB
ONA  MeOUUVHCKOro npuMeHeHus, noasiexawmnx npegmMmeTHO-KOJIMYeCTBEHHOMY
yyeTy" (3apernctpuposaH MuHUCTEPCTBOM toCTUUUM Poccmnckon ®depepaunn 22
mona 2014 r., perucTtpaunoHHbin N 33210), C¢ M3MEHEHUAMWU, BHECEHHbIMU
npukasamm MuHUCTEpCcTBa 34paBooxpaHeHuss Poccunckon depepaumm ot 10
ceHTaAbpsa 2015 r. N 634H (3apernctpnpoBaH MUHNCTEPCTBOM OCTULMK POCCUNCKON
®epnepaunn 30 ceHTabpa 2015 r., peructpaunoHHbin N 39063), oT 31 okTabps
2017 r. N 882H (3apeructpmpoBaH MUWHNCTEPCTBOM OCTULUN POCCUNCKON
®epnepaunn 9 aHBapsa 2018 r., peructpaunmoHHbln N 49561), ot 5 anpens 2018 r. N
149H (3apeructpupoBaH MUHUCTEPCTBOM tOCTUUUN Poccmnckon depepaunn 3 Masd
2018 r., peructpaumoHHbin N 50961), ot 27 wona 2018 r. N 471H


consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061C6E0276A73A544FA661A5E03AE364CE638F95477A3BCA1C3F625548W6e3K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD007146D0E7BAA3A544FA661A5E03AE364DC63D799477925CB1C2A34040D3FBC6CCD5591882F82465DWCe2K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061D6E0873AA3A544FA661A5E03AE364DC63D799477924CD102A34040D3FBC6CCD5591882F82465DWCe2K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061D6E0873AA3A544FA661A5E03AE364DC63D799477924CD102A34040D3FBC6CCD5591882F82465DWCe2K

(3apernctpupoBaH MuUHMUCTEPCTBOM tOCTULMN Poccuinckon depepaumnn 14 aBrycta
2018 r., peructpaunoHHbin N 51885).

14. Mpwn Ha3Ha4YeHUN NeKapCTBEHHOro npenapaTta B peuente Ha 6yMa>KHOM
HocuTene n (Mnwn) peuente B (opMe 3NIEKTPOHHOro0 AOKYMEHTa 3anpeuiaeTcs
rMpeBbIlaTbh KOJINYECTBO HAPKOTUYECKUX CpencTB WM MCUXOTPOMHbIX BeLlecTs,
KOTOpOe MOXeT ObiTb BbIMMCAHO B OAHOM peuenTe, YyCTaHOBJIEHHOE NPUI0XEHUEM
N 1 K HacToswemy MNopsaaky, 3a NCKIYEHNEM CJlyYaeB, YKa3aHHbIX B MYHKTax 16 n
25 HacTosuwero lNMopaaka.

15. MNpwn Ha3Ha4YeHUn NeKapCTBEHHbLIX MpernapaToB, BKJIOYEHHbIX B rMepevyeHb
MKY, [o03a KOTOpPbIX MpeBblaeT BbICWNA OOAHOKPATHLIA MpUeM, MeaULUNHCKUA
paboTHMK o06O3Ha4YaeT [03y 3TOro JIEKAapCTBEHHOro MpenapaTa B peuenTe Ha
OyMa>KHOM HoOCUTene nponucbld C MPOCTaB/IEHUEM BOCK/INLUATENbHOr0 3Haka W
(nnn) nNpocTaBnsfeT BOCKAMUATENbHbLIA 3HaK Mpu oopMieHUn peuenTta B opMme
3/IEKTPOHHOI0 LOKYMEHTa.

16. KonmyecTtBO Ha3Ha4YeHHbIX JIEKAPCTBEHHbIX MpernapaToB, BKJIKOYEHHbIX B
rnepederHsb KY, npu okasaHUM naymeHTaMm, HY)KAALWNMCA B OJINTESIbHOM JieHeHuu,
NnepBUYHON MeaMKO-CaHUTAPHOW MOMOLLUM N MananaTUBHON MeAULNHCKON MOMOLLK
MoXeT bbITb yBenm4yeHo He 6osiee 4yeM B 2 pasa MO CPaBHEHMIO C KOJIMYECTBOM
HapKOTUYECKUX CpencTB WM MCUXOTPOMHbIX BeWecTB, KOTOpoe MOXeT ObiTb
BbIMMCAHO B OOHOM peLenTe, YCTaHOB/IeHHbIM npunoxeHnmeMm N 1 K HacToswemy
Mopagky.

B cny4asx, npenycMOTpeHHbiXx ab3auem nepBbiM HACTOALWEro MnyHKTa, Ha
peuentax Ha 6yMa>KHOM HocuTene npousBoaUTCA Hagnuch "Moo cneymanbHOMY
Ha3Ha4yeHu", OTAEesIbHO 3aBepeHHas MOoAMUCbI0 MeaUUUHCKOro paboTHuKa wn
rnevyaTblo MeAUUMHCKON opraHusaumn "Onsa peuenTtoB", Ha peuentax B gopMme
3/IeKTPOHHOIro  AOKYMeHTa npou3BOoANTCA  OTMETKa "Mo  cneumanbHoOMy
Ha3Ha4vYeHu" C NpocCTaB/ieHNEM YCUIEHHOW KBannpuUUPOBaHHOW 3N1EeKTPOHHOW
nognMcn MeguunHCKoro paboTHuka.

17. CocTaB nekapCTBEHHOro npenapaTa, JIeKkapCTBeHHasa popMa 1 obpalleHne
MeauUMHCKOro paboTHUKa K dapmaueBTnyeckomy paboTHuKy 06 oTnycke
JNlIeKapCTBEHHOro npenapaTta opopMAAITCA Ha JTATUHCKOM $3blKe B POOUTESIbHOM
nagexe.

Mpu odopMaeHnn peuenTypHbiXx O6NaHKOB [OOMyCKaeTCcsa WCMosib30BaHue
cokpaweHnn (npuaoxxeHune N 2 K HacToswemy MNopsaaky).

MpW Ha3HaA4YeHUM NeKapCTBEHHOro MnpenapaTta He [0MyCKaeTca COoKpalleHue
OM3KMX MO HAMMEHOBAHUAM WHIPEeAVNEHTOB, COCTABASIOLWINX JIEKAPCTBEHHbIN
npenapaTt, He TO3BONALWMX YCTAHOBUTb, KAaKOM WMEHHO JIeKapCTBEHHbIN
npenapaT Ha3HayeH.

18. Cnocob6 npumMeHeHUss nekapCTBEHHOro npenapaTta o6o3HavyaeTcsa C
yKa3aHWeM [03bl, YaCTOTbl, BpEMEHU MPUEMA OTHOCUTESIbHO CHa (YTPOM, Ha HOYb)
N ero OJINTeNbHOCTUN, a O/ NIeKapCTBEHHbIX NpenapaTos, B3aMMOO4ENCTBYOLWMNX C
nALLEN, - BPEMEeHU nx ynotpebneHnss OTHOCUTENbHO NpueMa nuwin (4o enbl, BO
BpeMs efbl, Nocse eabl).

19. Mpn HeobX0OAMMOCTWM HEMEeANIEHHOr0 WAM CPOYHOro (B TeyeHue AByX
paboynx OHEN) OoTNyCcka NIEKAapCTBEHHOro nMpenapaTa MauneHTy B BEpPXHEN 4acTwu
peuenta Ha 6yMa)KHOM HocuTesie MpPoCcTaBNATCA 0bo03HayveHUs "cito" (Ccpo4yHO)
nnn "statim" (HemepneHHo). AHanorn4Hole o6o3HavYeHUs MPOCTaBAATCA B BUAE
OTMEeTOK Npu opopMsieHUn peLenTa B popMe 3/1IeKTPOHHOIr0 AOKYMEHTA.



20. Npu odopMsIeHNN Ha3HaYeHUs FOTOBOrO JIEKapCTBEHHOro npenapaTta B
peuenTe Ha ByMa)KHOM HoCuTene uau peuenTe B POpMe 3/IEKTPOHHOIN0 AOKYMEHTA
KOJINYEeCTBO OENCTBYIOLLMX BEWECTB YKa3blBaeTCA B COOTBETCTBUN C UHCTPYKLNEN
rno MeguuMHCKOMY NMPUMEHEHUIO SIeKapCTBEHHOr o rnpenaparTa.

Mpn ohopMNeHnn Ha3HavYeHNsa NeKapCTBEHHOrro npenapata MHONBMAYyaJbHOro
N3roToBsieHNss B peuenTte Ha OyMaKHOM HocuTene wam peuente B dopme
3JIEKTPOHHOIr0 AOKYMEHTa KOJINYEeCTBO TBepAblX U CbhiMy4Ynx (apMaLeBTUYeCcKnx
cybcTaHunn ykasbiBaeTca B rpammax (0,001; 0,5; 1,0), Kuokux - B MUAJUANTPAX,
rpaMmMax n kKannsx.

21. PeuenTbl Ha ByMa>XHOM HocuTene, B (OPMe 3/IEKTPOHHOIN0 AOKYMEHTa,
opopMieHHble Ha peuenTypHoM B6naHke dopmbl N 148-1/y-88 1 npefgHa3HavyeHHble
ONa OTNycKa NleKapCTBEHHbIX NpenapaToB, NpefyCMOTPEeHHbIX NoanyHKTamm 2 - 5
nyHkTa 10 HacTtoswero [lMopsaka, OeNCTBUTENbHbI B TevyeHne 15 gHenm co aHsA
oopmaeHuns.

22. PeuenTtbl Ha 6bymMakHOM HocuTesne, B (popMe 3/NEeKTPOHHOro AOKYMEHTA,
opopMsEeHHble Ha peuenTypHoM 6naHke ¢Gopmbl N 148-1/y-04 (n) w
npeaHasHavyeHHble O/ OTMNyCKa JIeKapCTBEHHbIX MpernapaToB rpakgaHam,
yKasaHHbIM B NyHKTe 11 HacToswero lopsagka, OencTBUTesIbHbl B Te4deHune 30
AHewn co AHA ohopMIeHNs.

23. PeuenTbl Ha ByMa>XHOM HocuTene, B (OPMe 3/IEKTPOHHOIr0 AOKYMEHTa,
opopMiieHHble Ha peuenTypHoM 6naHke dopmbl N 148-1/y-04 (n) w
npefHa3HayYeHHble ONa OTNyCKa JIeKapCTBEHHbIX MpenapaToB rpakhaHaw,
OOCTUTWMM  MNEeHCUMOHHOro BO3pacTa, WHBaAMAaM MepBOM Trpynnbl, OeTAM-
WHBaNMAaM, a TakxXXe rpakfaHam, CcTpafallwmMm XpoHUYeckumu 3aboneBaHUsAMN,
TpebyrwmnMmn ANNTENbHON0 KYPCOBOro JsieYyeHus, OEeNCTBUTeNbHbl B TedeHue 90
OHen Co AHA ohOpMNEHNS.

Ona neyeHma XpPoHMYECKUX 3abosieBaHMM YKa3aHHbIM KaTeropusiMm rpaxkaaH
JNlIeKapCTBEHHbLIE MpenapaTbl C 0POPMJIEHUEM peuenToB Ha BymMakHOM HocuTene
nnn peuenTtoB B (GOpPME 3NIEKTPOHHOr0 AOKYMEHTa MOryT Ha3Ha4aTbCA Ha KypcC
nevyeHunsa oo 90 gHewn.

24. PeuenTbl Ha ByMa>XHOM HocuTesie, B OpPMe 3/IEKTPOHHOIN0 LOKYMEHTa,
opopMsieHHble Ha peuenTypHoM 6naHke ¢opmbl N 107-1/y U npefHa3HavyeHHble
AN OTNyCKa JIeKapCTBEHHbIX TrpenapaTosB, MpefyCMOTPEHHbIX MNOyHKTOM 12
HacToswero lNMopsaka, LeNCTBUTENbHbI B TedeHne 60 AHen co AHS ohopMieHuns.

Mpn Ha3Ha4YeHUM rOTOBbIX JIEKAPCTBEHHbLIX MPenapaToB W JIEKAPCTBEHHbIX
npenapaTtoB WHAOMBUAYA/IbHOrO W3roTOBJEHUS NaumeHTam c 3aboneBaHusaMu,
TpebyrwmnMmn oanNTenbHOro KypcoBOro sevyeHus, ¢ opopMieHNEM Ha peLenTypHOM
6naHke ¢opmbl N 107-1/y peuenta Ha OymMa)kHOM HocuTene wuam B dQopme
3/IEKTPOHHOr0 OOKYMeHTa YyCTaHaB/IMBAETCA CPOK AENCTBUA peLenTa B npenenax
[0 OOHOr0 KaneHaapHoro roaa.

B cnyyYae ycTaHOB/IeHUSA CpOKa OENCTBUSA peuenTa B npegenax Ao O4HOro
rooa B peuente npoctasnsgeTca oTMeTka "[lo cneuuanbHOMY Ha3HayeHuio",
ob603HavYaeTCs CPOK AENCTBUA peuenTa U NeEPMOANYHOCTb OTNYCKa JIEKApPCTBEHHbIX
npenapaTos n3 anTevyHon opraHusaumm nnun WHOVWBUAYAJIbHbIM
npeaonpuHuMaTeneM, MMeLWnMM NNLEH3NID Ha papMaLeBTUYeCKY0 OeATesNIbHOCTb
<16> (exeHepesnbHO, eXeMecCsA4HO U WHble nepuodbl). HOMOAHUTENIbHO 3TO
yKa3aHune 3aBepsAeTcsa NoAMUCbIo U NevyaTbld MeguUMHCKOro paboTHMKa, a Takxe
rnevyaTblo MeAMUMHCKOW opraHm3aunm "Ona peyenToB"” (oNa peuenTta Ha 6ByMa>KHOM
HoCcuUTene) Win YyCUNeHHOW KBaiUUUMPOBAHHOW 3NEKTPOHHOW MOAMNUCHLIO
MeOUUMHCKOro paboTHMKa v nuua, YNoJIHOMOYEHHOro 3aBepsiTb LOKYMEHTbl OT



MMEHN MeOVUMHCKOW opraHusaummn (onsa peuenta B (QOpMe 31eKTPOHHOro
OOKYMEHTa).

<16> [NyHKT 47 Yyactu 1 cTtaTtbu 12 ®epepanbHOro 3akoHa ot 4 maa 2011 r. N
99-®3 "O JnuueH3MpOoBaHUW OTAeNbHbIX BUAOB gesaTenbHocTn" (CobpaHue
3aKoHopaTenbcTBa Poccuinckon depepaunm, 2011, N 19, cT. 2716; 2012, N 31, cT.
4322; 2013, N 9, cT. 874; N 27, cT. 3477; 2014, N 30, cT. 4256; N 42, cT. 5615;
2015, N1, cT. 11; N 29, cT. 4342; N 44, cT. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, cT. 5116; N 45, cT. 6841; N 53, cT. 8424).

25. PeuenTbl Ha npowu3BogHble 6apbuUTypoBON KUCAOTbI, KOMOMHMPOBAHHbLIE
NleKapCTBEeHHble NpenapaTbl, coAepxawme KodenH (ero conv), WHble
KOMOMHMPOBaHHbIE  fleKapCTBEHHble nMpenapaTbl, Mnoanexawme npeaMeTHo-
KOJIN4eCTBEHHOMY yyeTy, JleKapCTBEHHble npenapaThbl, obnapatowme
aHaboNM4YeCcKONn aKTMBHOCTbID B COOTBETCTBUM C OCHOBHbIM (hapMaKosIOrnyeckmum
AencTBueM, ANA JNeYyeHUa MNauMeHTOB C XPOoHUYecKnMn 3aboneBaHMAMU MOryT
0hOpPMNIATBLCA Ha KypcC fledeHus no 60 gHen.

B OaHHbIX Ciy4asax B peuentax Ha 6yMa)KHOM HocuTene npoun3BOAUTCA
Hagnuceb "lMo cneunanbHOMY Ha3Ha4vYeHUo", 3aBepeHHasa NoAnNMCbI0 MeanLUHCKOro
paboTHMKa M NevyaTbld MeAMUWUHCKOW opraHm3auun "[na peuenTtoB", peuenTtax B
dopMe 3NeKTPOHHOro AOKYyMeHTa npousBoauTca oTMmeTka "o cneumanbHOMY
Ha3Ha4YeHu", C NpocTaBJIeHNEM YCUJIEHHON KBaJMMPULNPOBAHHON 3N1EKTPOHHOW
nognucn MeguunHckoro paboTHMKa W nuua, YMNOJIHOMOYEHHOro 3aBepsTb
OOKYMEHTbI OT UMEHU MEeOUNLIMHCKOW OpraHmn3aumn.

26. PeuenTt Ha 6ymMa)kHOM HocuTene, B (DOPME 3NEeKTPOHHOrO AOKYMEHTa,
0(hOPMIEHHbIN C HAPYLLUEHNEM YCTAaHOBNEHHbIX HacToAWwMM Mopsakom TpeboBaHui,
CYNTAETCA HeAEeNCTBUTESbHbIM.

Il. HazHayeHue NneKapCTBEHHbIX NpenapaToB NP OKa3aHUM
MeAMLMHCKOW NOMOLLUM B CTAaLLMOHAPHbIX YCJIOBUAX

27. TMpu oKasaHUM NauMeHTy MeaUUMHCKOM TMOMOWW B CTauMOHAPHbIX
yC/IOBMAX  Ha3Ha4YeHue  JieKapCTBEHHbIX rMpenapaToB  npoum3BoamTca  6es
opopMsieHNs peuenTta MegUUNHCKUM pPaboTHMKOM e€4UHONMNYHO, 338 UCKIIYEeHUeM
c/ly4aeB, YKa3aHHbIX B NYHKTe 28 HacTodwero lNopsagka.

28. CornacoBaHMe Ha3Ha4YeHMs NeKapCTBEHHbLIX MpenapaToB C 3aBeAyoLWnM
oTOesIeHNEM WIN OTBETCTBEHHbIM [OEXYPHbIM BpadyoM nmbo Jpyrum numuom,
YNOJIHOMOYEHHbIM MPWUKa3oOM [JlaBHOro0 BpavYa MeAuUWMHCKOW opraHusauuu, a
Tak>Xe, MpPu Haan4yum, C BPAYOM - KIIMHUYECKMM (apMakosiorom Heobxogmmo B
cnyyasx:

1) oAHOBpPEMEHHOro Ha3Ha4YeHUs NATU 1 6onee NeKapCTBEHHbIX NpenapaToB
OZIHOMY MaLNEHTY;

2) Ha3Ha4YeHUst NeKapCTBEHHbIX MpenapaToB, He BXOAAWMWUX B MepeyvYeHb
YKN3HEHHO HEeobXOAMMbIX U BaXKHEWLWUX JIeKapCTBEHHbIX MpenapaTtoB <17>, npu
HETUNNYHOM  TeyeHun  3aboneBaHUsl, HaAM4YUN  OCJIOXKHEHUW  OCHOBHOIMO
3aboneBaHns u (unam) conyTcTBylOWMX 3aboneBaHun, NpU  Ha3HaAYEHUU
NIeKapCTBEHHbLIX NpenapaTtoB, 0COBEHHOCTN B3auMMOAENCTBUMA U COBMECTUMOCTU
KOTOPbIX COr/IaCHO WHCTPYKUUSM MO MX MPUMEHEHUIO MNPUBOAAT K CHUXXEHUIO
3(pchekTnBHOCTM 1 BesonacHocTM  dapMakoTepanum u  (uam)  co3gatoT
NMOTEHUMaNIbHY ONACHOCTb AJ19 XXU3HW 1 300POBbs NMayMNeHTa.
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<17> [NyHKT 1 cTtatbn 60 PepepanbLHOro 3akoHa ot 12 anpens 2010 r. N 61-
®3 "O6 obpaweHnn nekapcTBeHHbIX cpencTs" (CobpaHue 3akoHOAATENLCTBA
Poccunckon ®epepaumnn, 2010, N 16, ct. 1815; 2012, N 26, cT. 3446; 2014, N 52,
CT. 7540).

B yKka3aHHbIX C/ly4asix Ha3Ha4YeHNe IeKapCTBEHHbIX NpenapaToB UKCMpyeTcs
B MeAWLUMHCKON OOKYMEHTaLunM naumeHTa 1 3aBepsaeTcs NoAnucbio MeauLMHCKOro
paboTHUKA W 3aBenylLLero oTaeneHneMm (0OTBETCTBEHHOIO AEXYPHOro Bpaya uam
OpPYyroro yrnoJsiIHOMOYE€HHOr 0 SnLLA).

29. MegnunHCKUA paboOTHUK MeAVUMHCKOM OpraHu3aummn (ee CTPYKTYPHOro
nogpasgesieHus), pacrnosioXXeHHOWN B  CeJIbCKOM HaceneHHOM NyHKTE,
OCYLLeCTBJISeT Ha3Ha4YeHne JleKapCTBEHHbIX NnpernapaToB B CAyvasX, YyKa3aHHbIX B
nyHkTax 28 n 30 HacTosAwero lNopsaaka, e GUHOJINYHO.

30. Mo peweHnto Bpa4yedbHON KOMUCCUWN MALMEHTAM TMPU OKa3aHUM UM
MeANLMHCKON MOMOLUM B CTaLMOHAPHbIX YCNOBMAX Ha3HaA4YaloTCA JIEKapCTBEHHbIE
npenapaTbl, HE BKJIIOYEHHbIE B NMEpeYeHb XXN3HEHHO HEOBXOAUMbIX U Ba>kKHEWLLINX
JIeEKapCTBEHHbLIX MpenapaToB, B CJlyd4ae WX 3aMeHbl W3-3a WHAMBUAYAJIbLHON
HENepeHOCUMOCTHU, MO XXMN3HEHHbIM NOKa3aHUAM.

PeweHne BpayebHON KOMUCCUN PUKCUPYETCA B MEAULIMHCKON AOKYMEHTaUnm
nauMeHTa 1 XXypHase BpadyebHoW KOMUCCUN.

31. B cnyvyaax obcnenoBaHUss U JIeYEHUS FpPaXKAaHUHA B CTALMOHAPHbLIX
YyCNIOBUSIX B paMKax NpenocTaBieHns MeauUMHCKUX yCcayr Ha BO3Me3HOW OCHOBe
3a CYET JINYHbIX CPeACTB rpa)kaaH, CPeACcTB opUaNYecKux NNL, U UHbIX CPeacTB Ha
OCHOBaHWM [OroBopa, B TOM 4ucie pAorosopa A06POBOSILHOrO MeOULUHCKOro
CTpaxoBaHus <18>, eMy MOryT ObiTb Ha3HAYeHbl JIeKAPCTBEHHbIE NpenapaThl, He
BXOAsLNE B MepeyvyeHb >XU3HEHHO HeOobXOoAMMbIX U Ba)KHEMLIUX NEeKapCTBEHHbIX
npenapaToB, €CQN UX Ha3HavyeHne U npuMeHeHne o6yCNOBJIEHO MeOUNLUHCKUMMU
rMoKasaHUAMM.

<18> [ocTaHoBneHue MpaBuTenscTBa Poccumnckon degepaunm ot 4 okTabps
2012 r. N 1006 "O6 yTBepxaeHuun [MpaBun npenocTaBAeHUS MeAULUNHCKUMMU
opraHm3aunaMm nnaTHblX MeguumHckux ycnyr" (CobpaHme 3aKOHOAATENLCTBA
Poccunckon ®epgepaunn, 2012, N 41, cT. 5628).

Ill. HazHayeHMe nekKapCcTBEeHHbIX NpenapaToB
npyv oKasaHUM NepBUYHOU MeAUKO-CaAaHUTAPHOW NOMOLLU, CKOPOM
MeOWLUHCKOU NOMOLLM U NaJIJZIMaTUBHOM MeULMHCKON NOMOLLMU

32. MNpwn oKasaHUM NepBUYHON MeONKO-CaHUTAPHOW MOMOLLKM M NaanaTUBHON
MeOULMHCKOW MoMoLWM B aMBynaTOpPHbLIX YC/I0BUMAX Ha3HavYeHUe NeKapCTBEHHbIX
npenapaToB OCYLECTBASETCA MeAUUUHCKUM PaboTHMKOM B Ciydasix TUMUYHOIO
TeyeHuns 3aboneBaHMA NaUMEHTa NCXOAS U3 TSXKECTU N XxapakTepa 3aboneBaHuns.

33. Ha3Ha4deHue neKapCTBEHHbIX MpenapaTtoB MO peweHnto BpadvebHon
KOMUCCUW MPUN OKa3aHUN NEPBUYHON MeOUNKO-CaHUTAPHOW MOMOLLMX, NaJ/IMaTUBHOWN
MeANLMHCKON noMowm B aMbyaTOpPHbIX YC/IOBUAX MPON3BOAMNTCS B Cydanx:

1) oOOHOBPEMEHHOro Ha3HAaYeHUs OJHOMY nMaunmeHTty natm u  bonee
NIEKAPCTBEHHbIX MpernapaToB B TeYEeHMEe OAHMX CYTOK WKW CBbllle [OecsaTu
HAaVMEHOBAHWUI B TeYeHNe 04HOro MecsLa;
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2) Ha3Ha4YeHUs NeKapCTBEHHbIX rMpenapaToB MNpU HETUMNUYHOM TeYeHUn
3aboneBaHnda, HaAUYUM  OCJIOXKHEHWUWM OCHOBHOro 3aboneBaHuas u  (1Man)
conyTcTBywWMX 3aboneBaHnn, NpU Ha3HAYEHUN JIEKAPCTBEHHbIX MNpPenapaTos,
0COOEHHOCTN B3aUMOOENCTBUA N COBMECTMMOCTU KOTOPbIX COr/TaCHO MHCTPYKLUUAM
Mo WNX MPUMEHEHMIO MNPUBOAAT K CHUMXKEHUID 3PPEKTUBHOCTM U Be3onacHOCTU
NleYyeHns nauneHTa u (unu) co3gatoT NOTEeHUMasbHYK OMaCHOCTb ONA XKU3HU U
3[00pPOBbS MaUNEHTa;

3) NepBUYHOro Ha3HaAYeHMsA MauMeHTY HAPKOTUYECKUX W TMCUXOTPOMHbIX
JleKapCTBEHHbIX npenapaTtoB cnuckoB Il mn Il lMepeyHsa (B ciyyvae NPUHATUS
PyKOBOAUTENEM MEAMUWMHCKOW oOpraHmsaumm peweHus o HeobxogmmocTwn
COrslacoBaHWs Ha3HAYeHUA TaKUX JIEKapCTBEHHbLIX MpenapaTtoB C Bpa4ebHon
KoMUuccmen).

34. NoBTOpPHOE Ha3HAa4YeHNEe HAaPKOTUYECKNX N NCUXOTPOMHLIX JIEKAPCTBEHHbIX
npenapaTtoB cnuckos Il u Il MepeyHsa NpousBOAUTCA MeOAUUUHCKUM paboTHUKOM
CaMOCTOATENbHO NauMeHTaM C BblpakeHHbIM 6051eBbIM CMHAPOMOM I060oro reHesa,
HapyLweHneM CHa, CYOOPOXXHbIMW COCTOAHUAMU, TPEBOXHbLIMWU PacCTPONCTBaMN,
hobnamMun, NCMXoMOTOPHLIM BO3BYXAEHMEM.

35. MNMpwn oKazaHUM CKOPOWN MeAULVNHCKOWN MOMOLLM NeKapCTBEHHbIE npenapaThbl
HasHa4valTCca  MeauuUHCKUM  paboTHUKOM  Bble3gHOW  Opuragbl  CKOpOW
MeANLMHCKON MOMOLM, MeAUUMHCKUM pPabOTHMKOM MeAULMHCKOM opraHu3auunmn
MpW OKasaHUM MeAULMNHCKON MOMOLUWM FrpakgaHaM npu 3aboneBaHnAX, HECHACTHbIX
c/ly4aax, TpaBMax, OTPABAEHUAX W OPYruxX COCTOAHMUAX, TPebylowwmnx CpoOYHOro
MeAVLUWHCKOro BMelwaTesbCTBa.

IV. HasHavyeHMe nneKapCTBeHHbIX NpPenapaToB rpa>kaaHam,
MMeIoL MM NpaBo Ha becnnaTHoe noslyyeHue JieKapCTBeHHbIX
npenapaTtoB UJIM NOJZlIyYeHue JIeKapCTBEeHHbIX NnpenapaTos
CO CKMAKOW, NPU OKa3aHUM NepBUYHHOMN
MeAUKO-CAaHUTApPHOM NOMOLLU

36. lpn oKasaHUX nNepBUYHON MeOUKO-CAaHUTAPHOW MNOMOLLM Ha3HavYeHue
MeOULUMHCKMM paboOTHMKOM B COOTBETCTBMM CO CTaHAapTaMym MeauLUHCKON
noMown <19> nekapCTBEHHbLIX MpernapaToB, OTNyCKaeMbiXx 6ecnnaTHO wnuM Cco
CKMOKON, OocCyllecTBnsieTca Ha peuenTypHoMm 6naHke ¢opmbl N 148-1/y-04 (n) ¢
y4yeTomMm pa3BuTma  3aboneBaHums, 0COBEHHOCTEM TeYeHMss  OCHOBHOIMO U
conyTcTBylowero 3aboneBaHnin cnenyowmmM KaTeropmam rpa>kjaH:

<19> NyHKT 4 YyacTn 1 ctatbn 37 PenepanbHOro 3akoHa oT 21 Hosbps 2011
r. N 323-®3 "O6 ocHOBax OXxpaHbl 300p0BbsA rpakaaH B Poccunckon depepauymn
(CobpaHune 3akoHopaTenbcTBa Poccumckonm ®depepaumn, 2011, N 48, cT. 6724;
2018, N 53, cT. 8415).

1) rpaxpaHaMm, WMeLWMM MNpaBoO Ha MNOJly4YeHUe rocyaapCTBEHHOW
coumaanoM nomMowin B BUAe Ha6opa counasibHbIX Yycnyr, B COOTBETCTBUN C
nepeyHeM JlieKapCTBEHHbLIX MpenapaToB Aasd MeAUUUHCKOro NpUMeHeHus, B TOM
ynucsie  JleKapCTBEHHbIX  npenapaTtoB 04 MeOULWUHCKOro  MpUMeHeHus,
Ha3Ha4aeMbIX Mo pPeLueHnto Bpa‘-IE6HbIX KOMUCCUN MeONUNHCKNX OpI'aHl/l3aLl,I/IIZ
<20>;

<20> YacTb 2 ctatbu 6.2 depepasibHOro 3akoHa ot 17 uona 1999 r. N 178-
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®3 "O rocypmapcTBeHHOM coumanbHonm nomowmn" (CobpaHme 3akoHOLaTENbLCTBA
Poccuinckon ®depepaunm, 1999, N 29, ct. 3699; 2009, N 30, cT. 3739; 2010, N 50,
CT. 6603; 2013, N 48, cT. 6165).

2) nnuaMm, 60sbHBIM remouaMen, MYKOBUCLMOO30M, runodusapHbIM
HaHWU3MOM, B6onesHbto Mowe, 3/10Ka4YeCTBEHHbIMU HOBOObGpa3oBaHMAMMK
NMM@ONaHON, KPOBETBOPHOW N POACTBEHHbIX UM TKaHEN, pacCessHHbIM CKJIEpO30M,
reMoJINTUKO-YPEMNYECKUM CUHOPOMOM, OHOLECKUM apTPUTOM C CUCTEMHbIM
Ha4anoMm, Mmykononmcaxapugosom I, Il u VI Tnnos, nuy nocne TpaHCAaHTauuun
OpPraHoB n (UNKM) TKaHEeN B COOTBETCTBUU C NepevYHEM JIeKapCTBEHHbIX NpernapaTos,
yTBEep>XXAaembiM paBnTenbCcTBOM Poccunckon depepaummn <21>.

<21> YacTtb 7 cTaTtbu 44 ®epepasnbHOro 3akoHa ot 21 Hoabpsa 2011 r. N 323-
@3 "Ob6 ocHOBax oxpaHbl 300p0BbA rpakaaH B Poccmnckon ®epepaumnn” (CobpaHune
3akoHopaTenbcTBa Poccmnnckonm depepaunn, 2011, N 48, cT. 6724; 2013, N 48, cT.
6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rpaxgaHam, uMeruwmMM NpaBo Ha MoJlyYeHne JieKapCTBEHHbIX NpenapaTos
6ecniaTHO WMAM MNOJNIyYEHME NEKapCTBEHHbLIX MpenapaToB CO CKMAKOM 3a cyeT
cpencts 6waxeTtoB cybbekToB Poccuinckon depepaunn, B COOTBETCTBUM C
[lepeyHeM rpynn HaceneHus u kKateropun 3abonesaHun, npu ambynaTopHOM
NeYyeHUn KOTOpPbIX JIeKapCTBEHHbIE CpeacTtBa W M3genus MepuuUHCKOro
Ha3Ha4YeHUs OTMyCKalTCA MO peuenTtaMm Bpadvenm becnnaTHo, n [lepedyHem rpynn
HaceneHus, npu ambynaToOpHOM Jie4eHUN KOTOPbIX JIeKapCTBEHHblEe cpencTsa
OTNYCKalTCA NO peuenTamMm Bpayen ¢ 50-NpoUeHTHON CKNAKOW CO CBOBOAHbLIX LEH,
yTBEPXAEHHbIMN NocTaHoBNeHueM lpaBuTenbcTBa Poccuinckon depgepauunnm ot 30
nona 1994 r. N 890 <22>;

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

4) rpaxpgaHaMm, CTpafallWMM >KUIHEYrpoXalWwmMMn U1  XPOHUYECKUMN
nporpeccupyrowmnmm peakumm (opdaHHbIMK) 3aboneBaHUAMKU, MNPUBOASALLMMU K
COKpPALLEHMIO MPOAOIKUTENBHOCTM XKN3HN FpaXKaaH N UX NHBANMOHOCTN <23>.

<23> [NocTaHoBaeHue lMpaButenscTBa Poccumnckon depepaumnm ot 26 anpens
2012 r. N 403 "O nopsagke sBepneHns depepasbHOro perncrpa sy, CTpajarowmnx
XKU3HEYrpoXxatowmnmm " XPOHUNYECKMU nporpeccmpyoLwmmmm peaknuMmn
(opthaHHbIMK) 3aboneBaHusMu, npUBOAALLNMU K COKpaLLEeHunto
MPOAO/IKUTENIbHOCTN XU3HUN FpaKgaH U UX UHBaIMOHOCTU, U €ro permoHanbHOro
cermeHTa" (CobpaHune 3akoHogaTenbcTBa Poccmninckon depepauynnm, 2012, N 19, cT.
2428; N 37, cT. 5002).

Mpn opopmneHnn peuenta Ha 6naHke cdopmbl N 148-1/y-04 (1) Ha ByMa>KHOM
HocuTene oQoOpPMISIOTCA ABa 3K3eMnasapa, OAUH N3 KOTOPbIX OCTAaeTCs B anTeyHown
opraHu3auum, BTOPON - B MEAULIMHCKON AOKYMEeHTauMn NaLuueHTa.

37. MpaBo Ha3HayaTb JleKapCTBEHHble MnpenapaTbl Fpa)kaaHaM, WUMelLWmnMm
npaBo Ha becnnaTHoOe MojslydyeHWe NEeKAPCTBEHHbIX MNpenapaToB WM MNoJslyYyeHue
JIEKaPCTBEHHbIX NPenapaToB CO CKUOKON, TAKXXE UMEIOT:
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1) MmeaguumHckne paboTHUKKM, paboTalowme B MeAULNHCKOW opraHm3aumm rno
COBMeCTUTEeNbCTBY (B Npefenax CBOen KoOMneTeHUnn);

2) MeguuUMHCKMe pabOoTHMKKM CTauWOHapHbIX OpraHuM3auuMm CcounanbHOro
0b6CNy>KMBaHMA NPU  HaAM4YUM  JIMLEH3UW Ha OCyllecTBieHne MeOUUNHCKON
neAaTenbHoOCTU <24>, npegycMaTpuBarowen BbinosHeHne paboT (okasaHue ycnyr)
MO OKa3aHMIO NEPBUYHON MELNKO-CaHUTapHOW NOMOLLM B aMBynaTOPHbIX YCIOBUAX
(He3aBMUCMMO OT BEAOMCTBEHHON NPUHALNEXHOCTW);

<24> [lyHKT 46 Yyactmn 1 cTaTtbn 12 depepasibHOro 3akoHa ot 4 maa 2011 r. N
99-®3 "O sUMUEH3MPOBAHUW OTAENbHbLIX BUAOB geatensHocTn" (CobpaHue
3aKoHogaTenbcTBa Poccunckonm ®epepaumnn, 2011, N 19, ct. 2716; 2012, N 31, cT.
4322; 2013, N 9, cT. 874; N 27, cT. 3477, 2014, N 30, cT. 4256; N 42, cT. 5615;
2015, N1, cT. 11; N 29, cT. 4342; N 44, cT. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, cT. 5116; N 45, cT. 6841; N 53, cT. 8424).

3) MeAuuMHCKME paboTHUKM MEeJULUMHCKUX OpraHu3auun, OKa3bliBatoLnx
MepPBUYHYID MeOUKO-CaHUTAPHYI MNOoMOWb, MNOABEAOMCTBEHHbLIX qenepasibHbIM
opraHamMm WCMNOJIHWTENIbHOW BAACTU WINW OpraHaMm WCNOJIHUTENIbHOM BNACTU
cybbekToB Poccuinckon denepaunu;

4) wnHomBuAOyasibHble NpeanpuHUMaTENN, OCYLLECTBASWME MeOULUNHCKYI0
DeAaTeNbHOCTb M BKJIIOYEHHbIE B  peecTp MeAUUVMHCKUX  OpraHu3auuni,
OCYLLECTBASAOWNX OeATeNbHOCTb B cdepe o06s3aTeNbHOro MegULNHCKOro
CTpaxoBaHUs.

38. lNpu Ha3Ha4YeHUW NeKapCTBEHHbLIX MpenapaToB rpakhaHaMm, NUMEOLWNM
npaBo Ha 6ecnnaTHOe MoJsiydeHue NeKapCTBEHHbIX MpenapaToB WAM MNoJlyYyeHune
JIeKapCTBEHHbIX MpenapaTtoB CO CKUAKOW, B peuenTe YyKasbiBaeTCca Homep
TenedoHa, No KOTopoMy pPaboTHUK anTeYyHOW opraHm3aumm npu HeobxoommocTun
MOXXeT corsacoBaTb C MeAUUUHCKMM pPaboOTHUKOM 3aMeHYy JIeKapCTBEHHOro
npenapaTa.

39. Ha3HayeHMe HapKOTUYEeCKUX N  NCUXOTPOMHLIX  JIEKAPCTBEHHbIX
npenapaTtoB cnucka Il MepeyHsa (3a UCKAKYEHMEM JIeKapCTBEHHbIX MpenapaToB B
BUAE TpaHcOepMalibHbIX TeparneBTUYECKUX CUCTEM, a TaKXe JIeKapCTBEeHHbIX
rnpenapaToBs, COAep>XalNX HAapKOTUYeCKoe CpeaCcTBO B COMEeTaHUM C aHTarOHNCTOM
OMMONAHbIX PELLENTOPOB) rpa)kgaHaM, MMELWMM NpaBo Ha becnnaTHoe NonyyYyeHue
NIeKapCTBEHHbIX npernapaTtoB WAM MNONYyYeHUs NeKapCTBEHHbIX MpenapaToB Co
CKMOKON, OCYLWLeCTBASeTCA Ha peuentypHoM 6naHke dopmbl N 107/y-HMO, K
KOTOPOMY LOMOJIHUTENbHO OhOpPMAAETCA peuenT Ha peuenTypHoM BnaHke (popMbl
N 148-1/y-04 (n) (B ABYX 3K3eMnasgpax npu opopmsieHnn Ha bymMma>KHOM HocuTene).

40. Ha3HayeHuMe HapKOTUYECKUX U  TMNCUXOTPOMHbIX  JIeKapCTBEHHbIX
npenapatoB cnucka Il [lepe4yHa B BuAe TpaHCOepMasibHbIX TepaneBTUYeCKUX
CUCTeM, HapKOTUYeCKMX JIeKapCTBEeHHbIX rMpenapaTtoB cnucka Il TllepeyHs,
cofep>xawmx HapkKoTU4YecKoe CpeACcTBO B COMETAaHUM C aHTaroHMCTOM OMMOUNAOHbLIX
peuenTopoB, MNCUXOTPOMHbLIX JIeKapCTBEeHHbLIX npenapaTtoB cnucka Il lMepeyHs,
JIeKapCTBEHHbIX MNpenapaToB, BKJOYEHHbIX B MnepevyeHb [1KY, neKapCTBEHHbIX
npenapaToB, ob6napawnx aHaboAM4eCKOW aKTUBHOCTbIO B COOTBETCTBUM C
OCHOBHbIM (DapMaKOoJIOrMYeCKUM AeNCcTBMeM, KOMOBUHMPOBAHHbLIX JleKapCTBEHHbIX
rnpernapaToB, YKas3aHHbIX B MNoAnyHkTe 3 nyHKTa 10 HacTtosAwero [lopsanka,
npefHa3HayYeHHble AN JNle4eHUsa rpaxkhaH, uMmewwunx npaso Ha 6ecnnaTHoe
rnosiyMeHue JieKapCTBEHHbIX MpenapaToB WIW  MNOJiyvYeHue JiIeKapCTBEHHbIX
npenapaToB CO CKUAKOW, OCYLLeCTBASeTCHa Ha peuenTypHOM 6rnaHke popmbl N 148-
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1/y-88, K KOTOPOMY [AOMOJIHUTENbHO O(OPMAAETCA peuenT Ha peuenTypHOM
6naHke ¢opmbl N 148-1/y-04 (n) (B ABYX 3K3emnaspax npuv oMOpPMAEHUU Ha
byMa>KHOM HocuTene).

MpunnoxeHne N 1

K lNopsagky Ha3sHa4YeHUsA
JleKapCTBEHHbIX NMpenapaTos,
YyTBEPXAEHHOMY MPUKa30M
MwnHuCTepcTBa 34pPaBOOXPaHEHNSA
Poccuinckon ®epepaumu

oT 14 aHeapa 2019 r. N 4H

KOJINYECTBO
HAPKOTUYECKUX CPEACTB WIN NCUXOTPOMHbIX BEWECTB, KOTOPOE
MOXKET BbiTb BbIMNCAHO B OOHOM PELLENTE

N n/ MexayHapoaHoe dopmMa BbINyCKa u KonnyecTtso
M HernaTeHTOBaHHOe [031pOBKa
HavMeHoBaHue
HAPKOTUYECKOro n
MCUXOTPOMHOr o
JleKapCTBEHHOro npenapaTa
1 bynpeHopdrH + HanokcoH TabneTtku 60 TabneTok
cybsiMHrBanbHbIe
0,2 mMr + 0,2 mr (ynmakoBka, KpaTHas
N 20)
2 bynpeHopguH PaCTBOva,J'Iﬂ 30 amny” (Wwnpu-
nHbekuun, 0,3
TIOONKOB)
mr/mn 1 mn
3 bynpeHopduH TpaHcaepMasbHbIN
nnacTblpb
35 MKr/4ac 20 nnacTbipen
52,5 MKr/4yac 10 nnacTbipen
70 MKr/4ac 5 nnacTbipen
4 AnrnpgpokoaenH TabneTkn
MPOJIOHr MPOBAHHOI O
nencTeuns
60 mr 40 TabneTok
90 mr 30 TabneTok
120 mr 20 TabneTok
5 MopduH PacTtBop onga 20 amnyn (wnpuy-
WHBbEKLMIW, pacTBOP TIOOUKOB)




ONA NOAKOXKHOIro
BBeOEeHUS

10 mr/mn 1 mn

6 KogeunH + MopuvH + PacTtBop on4
HockanuH + lNManaBepuH + MOOKOXHOIo
TebaunH BBeneHuns 0,72 +
575+ 2,7+ 0,36 + 20 aMnAv
0,05 mr/mn 1 mn y
1,44 + 11,5+ 5,4 +
0,72 + 0,1 mr/mn 1
M
7 TpumenepnanH Tabnetkn 25 mr 50 TabneTtok
8 TpnmenepnaonH PacTtBop on4
NHBbEeKLU WA
20 amnyn (wnpuu-
10 mr/mn 1 mn TIOONKOB)
20 mr/mn 1 mn
9 MopdunH TabneTku (Kancynbl)
MPOJIOHMMPOBAHHOIO
nencTeuns
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 TabneTkn
5wmr 100 TabneTok
10 mr 100 TabneTtok
11 MopduH Kannv gnsa npnema
BHYTPb 4 hnakoHa
20 mr/mn 20 mn
12 MopduH PacTtesop onsa
npuema BHYTpb
(MOHOLO3bI)
2 Mr/mn 5 mn 100 amnyn n/3
6 Mr/mn 5 mn 80 amnyn n/>
20 mr/mn 5 mn 30 amnyn n/a
13 OkcnkofoH + HanokcoH TabneTtku




NMPOJIOHIr NMPOBAHHOIO

nencTeuns
5Mr + 2,5 wmr

10 Mmr + 5 mr

100 TabneTok

60 TabneTok

20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 | MNpOoNMOHNNPEHNISITOKCUNITUN TabneTtku

nmnepmnonH

3aweyHble 20 mMr

50 TabneTok

15

deHTaHunN

TpaHcaepmanbHasn
TepaneBTnYeckas
cucTema

12,5 mMKkr/4ac
25 MKr/4ac
50 MKr/4ac
75 MKr/4ac

100 mKr/4ac

20 nnacTbipen
20 nnacTblpen
10 nnacToipen
10 nnacTbipen

10 nnacTbipen

16

deHTaHunN

TabneTtku
noabA3blYHbIE

0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 mr
0,8 mr

50 TabneTtok

17

deHTaHun

Cnpew Ha3asibHbIN

dnakoH 50
MKIr/0o3a

2,0 mn (10 po3)
3,2 mn (20 po3)
5,0 mn (40 po3)

®nakoH 100
MKIr/0o3a

2,0 mn (10 po3)
3,2 mn (20 po3)

24 hnakoHa
12 chnakoHOB

6 pnakoHoOB

12 dpnakoHOB

6 pnakoHoB




5,0 mn (40 po3)

®nakoH 200
MKIr/0o3a

2,0 mn (10 po3)
3,2 mn (20 po3)

3 hnakoHa

12 chnakoHOB

6 pnakoHoOB

5,0 mn (40 po3) 3 chnakoHa
18 byTopgaHon PacTBop on4
nHbekunn 2 mr/mn 1
M
20 amnyn
19 HanbydwuH PacTtBop ans
NHBEKLUN
10 mr/mn 1 mn 50 amnyn
20 mr/mMmn 1 mn 25 amnyn
20 deHobapbuTan TabneTku
5wmr
50 mr 50 TabneTok
100 mr

MpunoxeHue N 2
K MNopagky Ha3sHavyeHus

NeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY MPUKA30M
MUHNCTEPCTBa 34PaBOOXPaHEHNS

Poccunckon depepaynmn

oT 14 anBapsa 2019 r. N 4H

CnpaBo4HO

PEKOMEHAOBAHHBLIE K UCIMOJIb3OBAHNIO COKPALLLEHUA

nPN O®OPMJIEHUUN PELLENTOB

CokpalueHune MonHoe HanucaHne Mepeson
aa ana rno, NOPOBHY

ac., acid. acidum KMUCNoTa

aer. aerozolum a3p030Jib




amp. ampulla amnyna
aq. aqua BO4a
aq. purif. aqua purifikata BOZa OYULLEHHas
but. butyrum Macno (Teepaoe)
caps. capsula Kancyna
comp., Cps compositus (a, um) CNNIOXKHbIN
D. Da (Detur, Dentur) Bbigan (NycTb BblAaHO,
nycTb byneT BbigaHoO)
D.S. Da, Signa Detur, Signetur Boinan, o6bo3Ha4b
MycTb BypeT BblAAHO,
0603HavyeHo
D.t.d. Da (Dentur) tales doses Bboigan (Myctb 6yayT
BblAaHbl) TaKne A03bl
dil. dilutus pa3BefeHHbIN
Div. in p. aeq. Divide in partes aequales Paspenun Ha paBHble
4yacTu
emuls. emulsio 3MYJIbCUSA
extr. extractum 3KCTPAKT, BbITSAXKKa
F. Fiat (fiant) MycTb obpasyeTcsa
(obpasyroTcs)
gran. granulum rpaHybl
qgt., qtt qutta, guttae Kannsd, Kkanau
qtt. peror. guttae peroralis Kanaw ans npuema
BHYTPb
inf. infusum HacTomn
in amp. in ampullis B aMnyJsax
in tab. in tab(u)lettis B TabneTkax

in tab. prolong.

in tab(u)lettis prolongatis

B TabneTtkax c
MPOJIOHIMPOBAHHbLIM
BbiCBOOOXAEeHNEM

in tab. prolong, obd.

in tab(u)lettis prolongatis

B TabneTkax c

obductis MPOJIOHIMPOBaHHbLIM
BbiCBOBOXKAEHMEM,
NOKPbITbIX 060104KOM
lin. linimentum XUAKaa Masb
lig. liquor XXNOKOCTb




lot.

lotion

JNOCbOH

m. pil.

massa pilularum

MM JIbHaAa MacCcCa

membr. bucc.

membranulae buccales

nieHKn 3alle4vyHble

M. Misce, Misceatur Cmewan (Myctb byneT
CMeLLaHo)
mixt. mixtura MUKCTYpa
N. numero YUCIIOM
ol. oleum Macno (>kmakoe)
past. pasta nacTa
pil. pilula, pilulae MUK, NUTON
p. aeq. partes aequales paBHble YacTun
ppt., praec. praecipitatus OCa>OEeHHbIN
pulv. pulvis MOPOLLOK
g.s. quantum satis CKOJIbKO noTpebyeTcs,
CKOJIbKO Hafo
r., rad. radix KOpeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MosTopwu (MycTb ByneT
MOBTOPEHO)
rhiz. rhizoma KOpHeBuLLe
S. Signa, Signetur O6o3Hayb (MycTb bypeT
0603Ha4veHo)
sem. semen cems
simpl. simplex NpoCTON
sir. sirupus cupon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBop 4S8 npuema
BHYTPb
spr. spray cnpen
spr. nas. spray nasale cnpen Ha3allbHbI
supp. suppositorium cBeva
susp. suspensio CycneH3us, B3BeCb
tabl. tab(u)letta TabneTka




t-ra, tinct. tinctura HacToMKa
STT Systemata Therapeutica TpaHcaepMasibHas
Transcutanea TepaneBTU4ecKas
cucrtema
ung. unguentum Ma3b
vitr. vitrum CKJIiHKA
MpunoxeHue N 2
K Nnpuka3ly MuHuncTepcTBa 34paBOOXPaHEHUS
Poccunckon depepaynmn
oT 14 anBapsa 2019 r. N 4H
O®OPMA PELENTYPHOIO BAHKA N 107-1/y
MWHUCTEPCTBO 3A4paBOOXpaHeHus Kog ¢opmbl no OKY[

Poccuiickoih depepauunu

HaunmeHoBaHue (wTtamn)
MEAVUMHCKON opraHn3aunun

HaunmeHoBaHue (wTtamn)

Koa yupexpgeHusa no OKIMO
MeguuuHCKasa OOKyMeHTauus
dopma N 107-1/y

yTBepxageHa npukasom
MUHMUCTepcTBa 34paBoOXpaHeHus
Poccuiickoin depepauymun

WHOMBUAYaNbHOrO npeanpuHnmaTtensa oT 14 auBapsa 2019 r. N 4H
(yka3aTb agpec, Homep ¥ paTy /vueH3uu,

HaumeHoBaHMe opraHa rocyaapCTBEHHON

B/1lacTW, BbI4ABWEr0 NULEH3WI0)

PELENT

(B3poCnbli, OETCKUA - HYXHOE MNOAYEPKHYTb)

" 20 r.

dammnuns, uWHULManL MMEHM U oTdyecTBa (MOCnefHee - MPU HaIMuuK)

nauneHTa

JaTa poxaeHusa

dammnus, uHWLManel UMEHUM U oT4yecTBa (MOcCnefHee - MPU HaIMUUK)

nevawero Bpadva (denbgwepa, aKywepku)
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Mopgnuceb M. M.
M rnedaTb flevawero Bpaya
(nognuce odenbguepa, akywepku)

PeuenT pgeictBuTeneH B TedeHue 60 gHei, go 1 ropga ( )
(HeHyXHoe Mnof4YepKHYTb) (ykasaTb KO/NMYecTBO
MecsLeB)

06opoTHas cTOpoHa

OTMeTKa 0 Ha3Ha4YeHun
JleKapCTBEHHOr o rnpenapaTa no
peleHunto BpadebHom KoMmnccum

Mpurotosun lMposepun OTnycTun

®OPMA PEUENTYPHOI'O BJIAHKA N 148-1/y-88

MUHUCTEPCTBO 34paBOOXPAHEHUS

Poccuiickoii ®egepaunn Kon ¢opmbl mo OKYJ 3108805
MeauuMHCKasas [OKyMeHTauus
HaunmeHoBaHue (wTamn) dopma N 148-1/y-88
MeAUUMHCKON opraHu3auunu yTBepxageHa npukasom
MWHMCTepcTBa 34paBoOXpaHeHus
HanmeHoBaHMe (wTamn) Poccuitckoin depepauymu
WHAWBUAYANBHOIO nNpeanpuHuMaTens OoT 14 aHBapa 2019 r. N 4H

(yKkazaTb agpec, Homep W gaTy AuUeH3uu,
HaVMeHoBaHWe opraHa rocyaapcTBeHHO
BacTU, BblAaBIIEro /NLEH3UI0)

rairararna N rararararna

Ld1LJdL 1L 4d LdLJdJL JdJL 4L 4

PELUENT " 20__r.
(pata odopmneHunsa peuenTta)

Cepusa

(B3poCnbli, AETCKUA - HYXHOe NOoAYEPKHYTb)

dammnuna, uHuumans MMeHu M oTyecTBa (nocneAHee - npu HaﬂMHMM)
nauneHTa

JaTa poxaeHus

Afpec MecTa xuTenbcTtBa wWAM N MeAWUMHCKOW KapTbl amby/naTOPHOro nauueHTa,
nofiyvyanuero MeAuUUHCKY MoMollb B amMbynaTOpHbIX YC/IOBUSX

damMunna, uHUUMansl UMeHW M oTyecTBa (nocnegHee - MNpU Haau4uun)
nevawero Bpaya (denbawepa, akywepku)



consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061E6A0870A73A544FA661A5E03AE364CE638F95477A3BCA1C3F625548W6e3K

Moannucb M neyaTb Jsedalero Bpava M.

(nognuck ¢enbpuepa, akywepku)

PeuenT geictBuTeneH B TedeHue 15 AHeid

060poTHasi CTOpOHa

OTMeTKa 0 Ha3Ha4YeHun
JleKapCTBEHHOro nNpenapaTa Mo
peLueHunto BpavyebHomnm KoMmmccum

MpuroTosun

MpoBepun

OTnycTtun

MUHNCTEPCTBO 34paBooOXpaHeHuna

®OPMA PEUENTYPHOI'O BJIAHKA N 148-1/y-04 (n)

Poccuitckoin depepauymu

YTBEPXAEHA
npukasom MmHUCTepcTBa 34paBoOXpaHeHus
Poccuiickoii depepauunmu
oT 14 aHBapAa 2019 r. N 4H

Wramn
Kop,
MeAWLUVHCKON opraHunsaymu
Wramn
Koz
MeAUUMHCKOW opraHusaumm
Koa ¢opmbl no OKYJ 3108805
dopva N 148-1/y-04 (n)
Kon Kog NCTOYHUK PpUHaHCUpPOBaAHUS: % onnaTbl:
KaTeropuu | HO30J10rM4ecko (NooYepKHYTb) (NooYepKHYTb)
rpakgaH n popmbl (No
MKB)

1. ®epepanbHbin BlooXeET

1. becnnaTHoO
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2. bropxxeT cybbekTa
Poccunckon depepaynn

3. MyHuumnanbHbIN BlogxeT

2.50%

PELEMNT Cepus N JaTa odopmrieHus:

damnnns, WHULKMANL UMEHW U OT4HecTBa
(nocnepgHee - npu Hanuuum)
naymeHTa JaTa poxgeHus

20__




CHUNC

N nonuca
obs3aTenbHO
ro
MeOULUNHCKOr
o
CTpaxoBaHuUS:

Homep MeAWUMHCKOW KapThl  MauueHTa, MNoaydyailuero MeguLMHCKY0  MOMOLllb
amMbynaTOpHbIX YC/T0BUAX

B

damMunua, uHUUMansl UMeHU N oT4yecTBa (nocneAHee - npun HaﬂMHMM)

Nevauwero Bpaya (denbgwepa, akylwepku)

Py6. Kon. Rp:
e D.t.d.
Signha:...

Mognucb W MNeyaTb fievauwero Bpaya M.M.
(nognuck ¢enbpuwepa, akywepku)

PeuenT peiicTBUTeneH B TeyeHue 15 gHei, 30 pgHeli, 90 aHen
(HyXHOe noAYepKHYTb)




TOpFOBoe HanMmeHoBaHne "

____________________________ DO3NPOBKa:
JaTta otnycka: "_" __ 20 r. Konun4yecTBo:
Mpurotosun: Mposepwun: OTnycTun:

HanmeHoBaHMe NeKapCcTBEHHOro
npenapaTa:

[o3npoBKa:

Cnocob npumeHeHuns:
MpoaoKNUTENBHOCTb

KosnnyectBO nNpuemMoB B [O€Hb:

pa3

Ha 1 npuem: en.

060poTHaa cTopoHa

OTMeTKa 0 Ha3Ha4YeHun
JleKapCTBEHHOro npenapaTa no
pelleHunto BpadebHom Komnccum

MpurotoBun

Mposepun OTnycTun

MpunoxxeHne N 3

K Npuka3ly MuHmncTepcTBa 34paBoOOXpPaHEHNS
Poccunckon depepaynn

oT 14 anBapa 2019 . N 4H

NOPAAOK

OPOPMJIEHNA PELLENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE

NMPENAPATHDI,

NX YHETA U XPAHEHUA

I. OpopMmneHue peuenta Ha ByMa>kHOM HocuTene

1. Ha peuenTypHbix 6naHkax dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n)
B JIEBOM BEpPXHEM Yrjy MNpoCTaBAAETCA WTaMn MeOUUWMHCKOWM OopraHm3aumm C

yKasaHnem ee HauMeHOBaHUA, agpeca 1 TenedoHa.




JononHuTenbHO Ha peuenTypHoMm 6GnaHke ¢opmbl N 148-1/y-04(n)
MPOCTaBNSAETCA KOO MeOUUMHCKOWM opraHusaumm B COOTBETCTBMM C OCHOBHbIM
rocyaapCTBEHHbIM perncTpaymoHHbIM HoMepoMm (aanee - OFPH).

Cepwus peuenTtypHoro 6naHka gopmbl N 148-1/y-04(n) BkAOYaeT Koa cybbekTa
Poccunckon depepauun, COOTBETCTBYOLLUN ABYM nepsbIM undpam
O6LepoCcCcMncKoro KaaccmdmkaTopa 06beKTOB aAMUHNCTPaTUBHO-
TeppuTopuanbHoro geneHusa (ganee - OKATO).

Pa3pewaeTcs wu3rotasnuBaTb peuenTypHbin 6naHK ¢opmbl  107-1/y ¢
MOMOLLLbIO KOMMbIOTEPHbIX TEXHOIOMUNA.

2. Ha peuenTypHbix 6naHkax, O0MOPMASEMbIX  WUHAMBUAYASbHLIMU
npeanpuHUMATENSMU, UMEWMMN JIMLEH3NI0 Ha MeOVLUMWHCKY AesATeNbHOCTb, B
BEPXHEM JIEBOM YrJjly TUNOrpadCKmMM crocoboM mam rnyTem nNpocTaBfieHUsa wWTamMna
[o/KeH BblTh YKa3aH aapec MHAMBMAYANbLHOIrO NnpeanpuHuMaTens, HoMep 1 gaTa
NIMLEH3MN, HauMeHOoBaHWe opraHa roCydapCTBEHHOW BJACTW, BblAaBLUEro
JINLEH3NI0.

3. PeuentypHble 6naHkn cdopm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n)
3aMN0JHATCA MeAUUMHCKUM paboTHMKOM pa3bopymBo, 4YETKO, YepHWIaMu Wau
LIAPUKOBOW PYHKOW.

4. [onyckaeTcsa opopMieHNe BCeX PEKBU3UTOB (3@ UCKIKOYEHUEM pekBU3UTa
"Mognncb nevawero Bpadva (noanucb denbaliepa, akywepku') peuenTypHbIX
6naHkoB popmbl N 107-1/y 1 hopmbl N 148-1/y-88 € MCNOSIb30BAHUEM MeYaTaroLwmnx
YCTPOWNCTB.

5. OdopmneHne peuenTypHbiX 6naHkoB dopmbl N 148-1/y-04(n) BKAOYaeT
ungppoBOE KOANPOBaHME.

LincdpoBoe KoampoBaHNe yKasaHHbIX peLenTypHbiX 6/1aHKOB BKJIOYaET:

1) koo MeguumHckon opraHmsaumm (OFPH) wanm ko4 WHAMBUAYAJSIbHOrO
npeanpuHNMaTens B COOTBETCTBUM C OCHOBHbIM rocyaapCTBEHHbIM
perncTpaumoHHbIM HOMEpOM UWHAMBUAYaJ/IbHOrO npeanpuHuMaTens (pnanee -
OrPHWM), npocTaBnsaeMbI NpY U3rOoTOBJIEHUN peLenTypHbIX 6/1aHKOB;

2) KoL KaTeropum rpa)kgaH, UMeLmx npaBo Ha MNoJlydeHmne sIeKapCTBEHHbIX
rnpernapaToB B COOTBETCTBUM CO CTaTben 6.1 PenepasnbHOro 3akoHa oT 17 wmonsa
1999 r. N 178-®3 "O rocygapCTBeHHOW coumasbHOM nomMowmn" <1>, U Kopg
HO30/10rM4ecKon GopMbl N0 MeXAyHapoOHON CTaTUCTUYECKOW KJaacCndukalmnm
bonesHen (panee - MKB), 3anofHsAeMble fnevawmM BpavYoM MNyTEM 3aHeECeHUS
Ka)X4oM Undpbl B NyCcTble A4ENKW, NMPY 3TOM TOYKa NPOCTaB/AETCA B OTAE/IbHOMN
A4Yenke;

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

3) oTmeTKa 06 uUCTOYHUKe uUHaHcupoBaHus (denepanbHbin GogxeTt [1],
6rooxeT cybvekTa Poccuinckon depepauunn [2], MyHnumnanbHbin 6ogxeT [3]) n
npoueHTe onnaTthl peuenTa (becnnaTtHo [1], 50% [2]);

6. B peuenTypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B
rpage "®amMmunnga, vHULKMaANbI MUMEeHU N oT4ecTBa (mocsegHee - NpU HannU4yuu)
nauveHTa" yKasblBaloTCAa paMUInsg, UHULMANbI UMEHU N OTYecTBa (Npyn Hannu4un)
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naymneHTa.

7. B peuenTypHbix 6naHkax ¢oopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B
rpacge "[aTta poxaeHusa" yKasblBaeTCsa AaTa POXAEHUS nauneHTa (4ucno, mecsay,
rog).

[onosnHnTeNnbHO B peuenTypHbiXx 6aHkax ¢opmbl N 148-1/y-88 n dopmbl N
107-1/y pna pneTten B Bo3pacTe A0 1 roga B rpade "NaTa poxaeHnsa" yKasbiBaeTcH
KOJINYEeCTBO MOJIHbIX MeCsLEeB.

8. B peuenTypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpadax "CHWIC" n "N
rnosnmca obsa3aTenbHOro MeguUMHCKOro CTpaxoBaHWUA" yKa3blBAlOTCA CTPaxoBOW
HOMEep WHOMBUAYANIbHOrO JINLEBOro cCYeTa rpakgaHuHa B [leHCMOHHOM doHae
Poccunckon ®epepaunmn (CHUNC) (npyn Hann4mn) n Homep nosauca obsasaTenbHOro
MeANLNHCKOro CTpaxoBaHuUA.

9. B peuentypHbix 6naHkax ¢opmbl N 148-1/y-88 B rpacde "Aopec MecTa
XNTeNbCTBA WAM HOMEp MEeOUUMHCKOM KapTbl MauneHTa, nosy4valrLero
MeOVUMHCKY MOoMOLWb B aMbynaToOpHbIX ycnoBuax" ykKa3sbiBaeTCa agpec MecTa
XUtenoctBa (Mecta npebbiBaHMA WM MecCTa (aKTUYeCKOoro npoXXuBaHUSA)
naymeHTa wWAM  HOMEep MEeOUUMHCKOM  KapTbl NauueHTa, nojyyvatouwero
MeANLMHCKYIO MOMOLWb B aMbynaTOPHbIX YC/IOBUAX <2>.

<2> [lpuka3 MuUHNCTepCTBa 34paBooxpaHeHna Poccunckon ®epepaumm ot 15
nekabps 2014 r. N 834H "O6 yTBEpPXAOEHUN YHUDUULMPOBAHHBLIX GOPM
MEeOVNUMHCKON [OKYMEeHTauuu, WCNOoJb3yeEMbIX B MEOULUMHCKUX OpraHm3auunsx,
OKa3blBalOLWNX MeONLUNHCKY0 NoMoub B aMbynaTOpHbIX YCNOBUSAX, N NOPSAKOB MO
MX 3anoJsiHeHuK" (3aperncTpupoBaH MUHUCTEPCTBOM OCTUUMKM  Poccumnckon
Q®epepaunn 20 cdespang 2015 r., pernctpaynoHHbin N 36160), C n3IMEHeHUsMN,
BHECEHHbIMN NpuKasoM MuHuUCTepcTBa 34paBooxpaHeHns Poccunckon denepaumn
oT 9 aHBapsa 2018 r. N 2 (3apeructpupoBaH MNUHNCTEPCTBOM OCTULKUN Poccunckonm
Q®epepaunn 4 anpens 2018 r., peructpaumoHHbin N 50614) (nanee - npuka3 N
834H).

B peuenTypHbix 6naHkax d¢opmbl N 148-1/y-04(n) B rpade "Homep
MEOULNHCKOM KapTbl MauueHTa, MoJsyyalllero MeauUVHCKYD MNOMOLb B
amMbylaToOpHbIX YCNOBUAX" YKa3blBAaeTCS HOMep MeAMUMHCKOW KapTbl MNauuneHTa,
noJsiyvyatoLwero MeanLMHCKY NoMoLLb B aMBynaTOPHbIX YCNOBUAX <3>.

<3> [Mpuka3 N 834H.

10. B rpade "®amunus, vHMUMANLI UMEHUM N OoT4ecTBa (nocnenHee - Mnpu
Hann4umn) neyvawlero spada (penbalwepa, akywepkm)" peuenTypHbix 61aHKoB hopm
N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4HbIM CnocobomM uam C NOMOLLbIO
WwTaMna ykKasblBaloTCsa paMunnsg, nHULMaabl UMEHU N oT4yecTBa (nocnepHee - npu
HanM4nmM) MegnUNHCKOro paboTHUKa, Ha3Ha4YMBLLEro IeKapCTBEHHbIe nNpenapaThbl U
ochopmMumeLLEro peuenT.

11. B rpade "Rp" peuentypHbix 61aHkoB ¢popm N 148-1/y-88, N 107-1/y n N
148-1/y-04(n) yKa3biBaeTCH:

1) HanMeHoBaHMe NIeKapCTBEHHOIO npenapaTa (Me>xayHapoaHoe
HernaTeHTOBaHHoOe HanMeHOoBaHWe, rpPynnnpoBoYHOE nnn XMMUnyeckoe
HaMMeHOBaHWe, TOProBoe HanuMeHOBaHME) Ha NTAaTUHCKOM si3blke, (dOpMa BbIMyCKa,
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0O31npoBKa, KOJINYECTBO;

2) cnocob npuMeHeHUs NeKapCTBEHHOro npenapaTa Ha rocynapCTBEHHOM
A3blke Poccumnckon depepaumm wam Ha rocyfapCTBEHHOM A3blke Poccummnckom
depepaunm 1 rocyfapCTBEHHOM fA3blke pecnybMK U WHbIX A3blKkax Hapo4oB
Poccunckon ®epepaunm <4>.

<4> Yactb 1 cTtaTtbu 15 3akoHa Poccunckon denepaunnm ot 25 oktabpsa 1991
r. N 1807-1 "O sa3blkax HaponoB Poccunckon depepauunn" (BegpomocTm cbespna
HapoaHbix genytatoB PCOCP n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740;
CobpaHune 3akoHomaTenbcTBa Poccunckom depepauunn, 1998, N 31, ct. 3804)
(nanee - 3akoH N 1807-1).

12. Mpwn ocopmneHnn peuenTypHbiX BNaHKOB 3anpelaeTcsa orpaHN4YnBaTbCA
obwmnmn ykazaHnsamm, Hanpmmep, "BHyTpeHHee", "U3BecTHO".

13. PeuenT, opOpMJIEHHbLIN Ha peuenTypHoMm 6naHke dopm N 148-1/y-88, N
107-1/y w N__148-1/y-04(n), nopnucbiBaeTCsd MeOULUMHCKUM paboTHUKOM =
3aBepseTCcs ero neyaTbio.

PeuenT, odopmMneHHbIN Ha peuenTtypHom 6naHke dopmbl N 148-1/y-88 un
dopmbl N 148-1/y-04(n) A[OMNOJHUTENIbHO 3aBepsAeTCA Ne4yaTbio MeOULVHCKON
opraHusauun "na peuenTtoB”.

14. Ha ogHoMm peuenTtypHoM 6naHke dopmbl N 148-1/y-88 n popmbl N 148-1/y-
04(n) pa3pellaeTcsa OCyWeCTBAATb Ha3HA4YeHMEe TOJIbKO OAHOr0 HauMeHOBaHUSA
JNIeKapCTBEHHOr 0 npenaparTa.

Ha opnHom peuenTypHoM ©6OnaHke dopmbl N 107-1/y pa3pelwsaeTcs
OCyLW,eCTB/NATbL Ha3HayeHne TOJIbKO OOHOro0 HauMeHOBaHUSA JleKapCTBEeHHOro
npenapaTa, oTHocsAweroca no ATX K aHTUNCUXOTUYEeCKUM cpencteam (kog NOSA),
aHkcnonnTukam (kog NO5SB), cHOTBOpHLIM N cepaTUBHbIM cpeacTBaM (kog NOS5C),
aHTnpgenpeccaHtam (kog NO6A) n He nognexawero NpeaMeTHO-KOIMYeCTBEHHOMY
y4yeTy, U OO0 Tpex HauMeHOBaHUWN JNeKAapCTBEHHbIX MpernapaTtoB - OS89 MHbIX
JleKapCTBEHHbIX NpernapaToB, He OTHECEHHbIX K BbllleyKa3aHHbIM ATX.

15. NcnpaBneHua B peuenTe He JonyCcKalTCs.

16. NMpun ogopmneHun peuenTypHbix 6naHkoB opm N 148-1/y-88, N 107-1/y n
N 148-1/y-04(n) Ha neKapCTBEHHble MpenapaTbl, Ha3HAYEeHHbIE MO pPeLeHUto
BpayebHOM Komuccum, Ha obopoTe peuenTypHoro 6saHka CTaBMTCA crieunanbHas
oTMeTKa (wTamn).

17. Ha peuenTtypHoMm 6naHke cdopmbl N 148-1/y-04(n) BHU3Y MMeeTCA JINHUSA
OTPbIBa, pa3fensowas peuenTypHbii 6/1aHK N KOPELLIOK.

Kopelwok oT peuenTta, 0QOPMJIEHHOIN0 Ha yKa3aHHOM peuenTypHoMm 6naHke,
BblAaeTCa naynmeHTy (ero 3aKOHHOMY NpeAcTaBUTEN0) B anNTeYHOW opraHmsauunu,
Ha Kopelwlke fgefniaeTca OTMeTKa O HaMMeHOBaHWM JIEKAapCTBEHHOro npenaparTa,
003MPOBKeE, KomyecTBe, cnocobe NnpumMeHeHUs.

18. OcopmMneHne cneumanbHOro peuenTtypHoro 6naHka Ha HapkKoTU4Yeckoe
CPeAcTBO N NCUXOTPOMHOE BELLEeCTBO OCYLLECTBJ/IAeTCA B COOTBETCTBUN C NPUKa30M
MunHucTepcTBa 34paBooxpaHeHnsa Poccunckon ®epepaumm ot 1 asrycta 2012 r. N
541 "O6 yTBepxaeHun ¢opMbl 6naHKOB peuenToB, cCoAep)XaluxX Ha3HayYeHune
HapKOTUYECKNX CPeacTB WM NCUXOTPONMHbIX BELWeCTB, NopsAaAKa UX U3roTOBJIEHUS,
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pacnpepeneHnsd, peructpaunu, ydeta u XxpaHeHus, a Takxxe npasun ogopmaeHusa"
<5>.

<5> 3aperncrtpupoBaH MUHNCTEPCTBOM tOCTUUMK Poccnnckon depgepaunn 15
aBrycta 2012 r., peructpauymoHHbin N 25190, C M3MEHEeHUSAMU, BHECEHHbIMU
npukasamMmm MuHmncTepcTBa 34paBooxpaHeHna Poccnmnckon depepaunm ot 30 MOHSA
2015 r. N 385H (3apeructpupoBaH MwuHUCTEPCTBOM tOCTULUUN PocCcunckon
Pepepaunn 27 Hos6pa 2015 r., perncTpaynoHHbin N 39868), oT 21 anpensa 2016 r.
N 254H (3aperunctpupoBaH MuUHUCTEPCTBOM tOCTULMKN Poccuinckon depepaunn 18
nona 2016 r., peructpaumoHHbin N 42887), ot 31 okTabpa 2017 r. N 882H
(3apernctpupoBaH MUHUCTEPCTBOM OCTUUMK Poccmnckon depepaunmn 9 sHBaps
2018 r., pernctpaunoHHbin N 49561).

Il. OpopMmneHune peuenta B (popMe 321IeKTPOHHOIro A,O0KYyMeHTa

19. Peuent B popMe 3/1EKTPOHHOro AOKYMEHTa, MoAnMCaHHOro YCUJIEHHOW
KBa/IM(PULUMNPOBAHHON 3JIEKTPOHHOM NoANUCbIo, QOPMUPYETCA MEeOULMHCKUM
paboTHMKOM, CBedeHUss O KOTOPOM BHeCeHbl B (enepanbHbIl  PEerncTp
MeANLMHCKMX PaboTHUKOB <6>, a Tak>Xe Npu yCg0BUN perncrpaumm MeanymmHCKomn
opraHmsauuun, B KOTOpoM odopMaseTca peuent, B ¢denepanbHOM peecTpe
MEeAUNUWNHCKNX OpraHusaunnm <7> efuHon rocyaapcTBeHHOW MHGOPMaLNOHHOWN
cucTtembl B cdepe 34paBOOXpPaHEHUSs W MOAK/OYEHUA TaKoM MeauLUMHCKOWN
opraHmsaumm K rocynapCTBEHHOM WHPOPMALMOHHOM cuctemMe B  Chepe
3apaBooxpaHeHnsa cybbekTa Poccuinckon depepaumm <8=>.

<6> [yHKTbI 6, 7 MMoNOXEHNA 0 eAUHON rocygapCcTBEHHOW MHGMOPMaLNOHHOW
cuctemMe B cpepe  34paBOOXPaHEHUs, YTBEPXAEHHOro MNOCTaHOBJIEHUEM
MpaButensctBa Poccunckon depepaunmm ot 5 masa 2018 r. N 555 (CobpaHue
3aKoHogaTenbcTBa Poccunckonm depnepaunn, 2018, N 20, cT. 2849; N 49, cT. 7600;
N 50, cT. 7755; 2019, N 6, cT. 533) (nanee - NoNoXXeHne 0 eAMHON cucTeMme).

<7> [yHKTbI 9, 10 MNMoNoXXEeHUA 0 eANHON cucTeme.

<8> CtaTtbm 91 n 91.1 depepanbHOro 3akoHa ot 21 Hoabpsa 2011 ropna N 323-
@3 "Ob6 ocHOBax 0xpaHbl 340p0BbA rpakaaH B Poccmnckon ®epepaunn” (CobpanHune
3akoHopaTenbcTBa Poccnmnckonm depepaunn, 2011, N 48, cT. 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, cT. 5798; N 49, cT. 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, cT. 2663; N 31, cT. 4794).

20. lpu odopmneHnn peuenta B @(OpMe 3JIeKTPOHHOro [LOKYMEHTa Ha
JleKapCTBEHHble npenapaTbl, YyKa3aHHble B NoAnyHKTax 2 - 5 nyHkTa 10 n nNyHKTe
12 Tlopsgka Ha3HaYeHUA  JIeKapCTBEHHbIX  MNpernapaTtoB, YTBEPXOEHHOro
HacToOALMM TMPUKaA3OM, U OTMyCKaemble 3a TMOJIHYI0 CTOMMOCTb, 3aroJIHAKTCH
cnepyrwouwme pekBusnTbI:

1) koo cybbekTa Poccunckonm depepaunmn no OKATO, onpeaensatowumn
rocyfapCTBEHHYIO MHMOPMAaLUMOHHYIO CuUCTeMy B cdepe 34paBooxpaHeHus
cybbekTa Poccuinckon depepaunn, B KOTOpPOW ChopMUpoBaH peuenTt B ¢dopme
3N1€KTPOHHOI 0 LOKYMEHTa;

2) HaMMeHOBaHMEe MeOULUMHCKOW opraHusaunu, azpec, TenedoH wuin
damMmnmsa, wuHUUKMANBLI WUMEHM W oT4ecTBa (nocnegHee - MNpU  HaAU4YUK)
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nHOnBMAOyaJibHOro npeanpmnHnMaTtTena, uMerwero anUeH3nto Ha MeanunHCKYLo
neAaTeNiIbHOCTb, €ro aapec,

3) OIPH topugnyeckoro numua (MeguUMHCKOW opraHusaunun) wuam OMPHUM
WHONBMAYANbLHOrO NpegnpuHNMaTens;

4) paTa oopmMmaeHusa peuenTa (yKa3sbiBaeTca 4Y1MCno, Mecsu, ron);

5) baTa OKOHYaHUSa p[encTems peuenta (opMupyeTca rocynapCTBEHHON
MHOPMALIMOHHON CUCTEMOW B Ccdepe 3apaBooOxXpaHeHUs cybbekTa Poccumnckonm
depepaunm B COOTBETCTBMM CO CPOKaMuM aencTtBusa peuentoB: 15 gHen, 30 gHen,
60 goHen, 90 oHen, 0o 1 ropa);

6) YHUKanbHbIW  HOMep peuenta (opmupyeTcsa rocynapCTBEHHON
MH(OPMALMOHHON CUCTEMOW B Ccdepe 3apaBooxXpaHeHUs cybbekTa Poccunckom
depepaunn n obecnevymBaeT OOHO3HAYHYID MAEHTUPUKAUMIO peuenTa B ¢dopmMme
3/IEKTPOHHOIr0 AOKYyMeHTa B codeTaHum ¢ OKATO, OIPH nnun OrPHUM);

7) oTmeTKK "cito" (cpo4Ho) mnm "statim" (HememneHHo) Npm HeobxoaMMOCTHN
CPOYHOIr0 UM HEMELJIEHHOr0 OTNYCKa JIeKapCTBEHHOr O nNpenapaTta nauneHTy;

8) agpec naumeHTa (yKasblBaeTCHA NOYTOBLIN aApec MecTa XUTesibCTBa (MecTa
npebbiBaHMA nAM MecTa (QaKTUYeCKoro npoXXMBaHUSA) C YyKasaHMEM WHAOEKCa,
HanMeHoBaHUA Kpas, obnactun, pecnybsimkn, aBTOHOMHOI0 OKpyra, HaMMeHOBaHMUA
HacesIeHHOro MyHKTa, HauMeHOBaHMA yauubl (NpocnekTa, nepeyJska, npoesna),
HOoMepa OoMa (C yKa3zaHueM Kopnyca, npu Haanm4ynmn), HoMepa KBapTupsbl);

9) HOMep 3/IeKTPOHHOU MEeOULUUHCKOW KapTbl NauMeHTa B rocyaapCTBEHHON
MH(OPMALMOHHON CcucTeMe B cdepe 34paBoOOXpaHeHUss cybbekTa Poccumckon
depepaunu;

10) hammnms, nmsa, 0oTHECTBO (NPU HaANNYUM) NALMEHTA NOJIHOCTLIO;

11) paTta poXOoeHnAa nauneHTa (yKa3bIBaeTCFI 4yncao, Mecsau, rog), ons gerten
00 1 rona 4ONOJIHNTEJIBHO YKa3biBAETCA KOJINYECTBO MOJIHbIX MeCSLEB;

12) damunua, uvHULMaNbl UMEeHU N oT4ecTBa (rnocnegHee - Mpu Haan4nun)
MeANLMHCKOro paboTHMKa NOTHOCTbIO;

13) HaumeHoBaHMe  NeKapCTBEHHOro  rnpenapaTa  (MexayHapogHoe
HenaTeHTOBaHHOe HauMeHoBaHue, rpynnMpoBoYHOE nnu XnMmn4yeckoe
HanMeHOBaHMWe, TOProBoe HaMMEHOBAHME) Ha JNIaTUHCKOM $3blke, [03UPOBKA,
¢hopmMa BbINycKa, KONNYECTBO;

14) cnocob npumeHeHUs NEKapCTBEHHOro npenapaTta Ha rocyaapCTBEHHOM
A3blke Poccunckon depepaunmnm uUaM Ha rocyfapCTBEHHOM fA3blke POCCUMNCKON
depepaunm N rocygapCTBEHHOM fA3blke pecnybnMK W WUHbIX SA3blkax HapoOAOoB
Poccunckonm ®epgepaunn <9>;

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

15) npu3Hak yTBepXAEHUA Ha3Ha4YeHUa JIeKapCTBEHHOro npenapaTta Mo
peLleHnto Bpa4ebHom KOMUCCUN MeOUNLIMHCKOM OpraHu3aumnu;

16) oTMeTKa O Ha3HAYeHUM JIEKAPCTBEHHOro rMpenapaTta Mo pPeLleHunto
BpayYebHON KOMUCCUN MeOULIMHCKOW OpraHM3aumnm B cinyvanx, yYKa3aHHbIX B ab3ale
BTOPOM NyHKTa 6 [lopsigka Ha3HaYeHUs  JIeKapCTBEHHbIX  MpenapaTos,



consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0041A6A0B72A83A544FA661A5E03AE364DC63D799477925C3182A34040D3FBC6CCD5591882F82465DWCe2K
consultantplus://offline/ref=E8F7BC37044736DADD0F8F0E2ABB9CD0061E6A087BAD3A544FA661A5E03AE364CE638F95477A3BCA1C3F625548W6e3K

yTBEP)XXOEHHOr0 HAaCTOSALWMM NPUKa30M;

17) oTMeTKa O crneuvasbHOM Ha3HaYeHUU JNleKapCTBEHHOro nMpenapaTa
(3anonHaeTca B C/lydasaXx, YKasaHHbIX B MyHKTax 16 mn 25 lNopsaka Ha3Ha4veHus
JNIeKapCTBEHHbIX NMpenapaToB, YTBEPXKOEHHOMO HACTOALLMM MPUKA30M);

18) oTMeTKa O crneuvasibHOM Ha3Ha4YeHUU JIeKapCTBEHHOro rnpenapaTa
nauveHTty c¢ 3aboneBaHumem, TpebywWwWMM [ANTENBHOIO KYpPCOBOro Jie4yeHus
(3anonHaeTca B CcAyyae, YKa3aHHOM B nOyHKTe 24 T[lopsgka Ha3Ha4veHus
NIeKapCTBEHHbLIX NpenapaToB, YTBEPXOEHHOro  HacToAWwWMM  MNpuKasom) C
rnpocTaBJieHneM NepnoaAnNYHOCTN OTNYCKa JIeKapCTBEHHOr O rnpenapaTa;

19) npu odopmneHnn peuenta B GOpMe 3DNEKTPOHHOro [OOKYMeHTa Ha
JleKapCTBEHHbIE npenapaTbl, YKa3aHHble B NoAnyHKTax 2 - 5 nyHKTa 10 n OyHKTe
12 Tlopsgka Ha3HayvyeHUs  NIeKapCTBEHHbIX MpernapaTtoB, YTBEPXAEHHOro
HacToOSALWMM MPUKA30M, Fpa>kgaHaMm, MMelwWwmm npaso Ha becnnaTHoe nosy4vyeHue
JIeKapCTBEHHbIX MpernapaTtoB WM MNoJiydeHne JIeKapCTBEHHbIX TrpenapaTtoB CO
CKMAKON, 3anoJIHAKTCA PEeKBU3NUTbI, NpefycMOTpeHHble noanyHkTamum 1 - 18
HacTosAWero rNyHKTa, a Takxe cieaytoume peKBU3nNTbl:

a) KaTeropus rpaxaaH, MMelLwKnXx MpaBo Ha MNoJlydYeHue JieKapCTBEHHbIX
rnpenapaToB B COOTBETCTBUM CO CTaTben 6.1 PepnepasbHOro 3akoHa oT 17 wmong
1999 r. N 178-®3 "O rocynapCTBEHHOW counanbHOM noMowmn" <10>;

<10> CobpaHue 3akoHoaaTenbCcTBa Poccunckon depepaunn, 1999, N 29, cT.
3699; 2009, N 30, cT. 3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165.

6) kog Ho3on0rmyeckom popmbl No MKB;

B) WCTOYHUK (UHaHCcupoBaHusa (1 - depnepanbHbin 6rogxeT, 2 - 6ooxer
cybbekTa Poccnnckonm depepauunu, 3 - MyHULMUNANbHbLIA BI0OOXET);

r) pasmep onnathl (1 - 6ecnnaTHo, 2 - 50%);

A) CTpPaxoBOW HOMEpP WHAMBUAYAJIbHOrO JINLUEBOr0 CYeTa rpa)kgaHwHa B
MeHcrnoHHOM hpoHae Poccunckonm depepauunm (npm Hannydun) (CHNC);

e) HoMmep nosimca obsA3aTeNbHOro MeAINLMHCKOro CTpaxoBaHUs.

21. lpwn npocTaB/ieHNM OTMETKW, YKa3aHHOM B NoanyHkTe 16 nyHkTta 20
HacToswero lNMopsaaka, peuenT B (OpMe 3NeKTPOHHOIr0 AOKYMEHTa NnoAnucbiBaeTCs
YCUNEHHOW KBanuuUMPOBAHHOW 3/IEKTPOHHOMW MNOAMNUCbLIO npeacenatens Uan
cekpeTaps BpadyebHON KOMUCCUM MeOULIMHCKOW opraHm3auum, npyv npocTaBieHun
OTMEeTOK, YKa3aHHbIX B noanyHkTax 17 u 18 nyHkTa 20 HacToswero lNMopsagka, -
YCUNEHHbIMU KBaMpUUMNPOBaHHbIMM 3/IeKTPOHHbIMU noanucsamMmn
COOTBETCTBYOLLNX MEANLMNHCKMUX PabOTHUKOB.

22. Mo TpeboBaHWIO MauUMeHTa WAM €ro 3aKOHHOro npencTaBuUTens
ohopMnseTcss 3K3eMnasp peuenta B (OpPME 3IEKTPOHHOr0O [OKYMEHTa Ha
6yMa)KHOM HocuTene, B TOM 4ucse nyTem ero oOopMJIEHMSA Ha peuenTypHbIX
6naHkax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c otmeTkon "LybnukaTt
3JIEKTPOHHOIr0 OKyMeHTa".

I1l. YyeT peuenTtypHbiXx 61aHKOB

23. YyeT peuenTtypHbix 6naHkos dgopm N 107-1/y, N 148-1/y-88 n N 148-1/y-
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04(n), nsrotasBamBaeMbix TUNorpapCkmMmMm cnocobom (pganee - peyenTypHble BNaHKN,
noanexawme y4yeTy), OCYLLEeCTBAAETCA B >XypHanax y4veTa, NPOHYMepOBaHHbIX,
MPOLHYPOBAHHbLIX W CKPErnJeHHbIX MNOAMUCbI0 PYKOBOAUTENS U MNe4vaTbio
MeAVUNHCKOW OopraHm3aunm nav noanucbio MHOMBUAYANILHOrO NpegnpuHuMaTens,
NMEILLEro NNLEH3UI0 HA MEeONLUMHCKYIO AesTeNlbHOCTb.

24. XypHan y4yeTa peuenTypHbix 6naHkoB dopmbl N 107-1/y copepxut
crepyowme rpadobl:

1) HoMep NO NOPAAKY;
2) B pa3gene "Mpuxoa":
a) maTa perncrpaunm 4oKyMeHTa, NOATBEPXKOAOLWEro nocTynjeHmne;

0) HOMep n haTa OOKYMEHTa, nogTBepXanatoLwero nocrtynneHue,
HanMeHOBaHMeE MNMoCTaBLLWNKa,

B) obLiee KONMYECTBO NOCTYNUBLUMX peuenTypHbIX 61aHKOB;

r) damMmang, nHUUnanbl MMEHU KU OTYecTBa (mocnepgHee - MpU HaANU4Un) W
MnoANMUCb OTBETCTBEHHON0 MegUUMNHCKOro paboTHMKa, NOAyYMBLLUErO peuenTypHble
61aHKV OT MOCTaBLUWKA;

3) B pa3gene "Pacxon':
a) faTa BblAa4yn peuenTypHbIX 611aHKOB;
6) KOIMYeCcTBO BblAaHHbIX peLenTypHbIX 61aHKOB;

B) damMmmnnnga, nHUumnanbl UMEHM N OTYeCcTBa (nocnepHee - npum Hann4nuun)
OoTBETCTBEHHOI0O MegUUNHCKOIo pa6OTHVIKa, nony4dymBLlero peuenTypHbie 6naHKu;

r) nognmcb OTBETCTBEHHOr0 MeOUUMHCKOro paboTHWKa, Noay4YmBLUEro
peuenTypHble 6naHKu;

4) cbamunmsa, MHUUMaNbl UMEHW KU oT4YecTBa (mocnegHee - NMPU HaNU4yum) u
MnoANMUCb OTBETCTBEHHOr0 MeAUUWMHCKOro paboTHWMKa, BblOaBLUEro peuenTypHble
61aHKuK;

5) ocTaToK peuenTypHbIX 61aHKOB.

25. XXypHan y4eTa peuenTtypHbix 6naHkos ¢opm N 148-1/y-88 n N 148-1/y-
04(n) copepXxuT cnepyrowme rpadbl:

1) HOMep No NOPAAKY;
2) B pa3gene "Mpuxoa":
a) maTa perncTpaunm 4oKyMeHTa, NOATBEPXKOAoLWEro nocTynjeHmne;

0) HOMep 7 haTa ODOKYMEHTa, nogTBepXanatoLwero nocrtynneHue,
HanMeHOBaHMeE NMoCTaBLLUKa,

B) obuwiee KoM4ecTBO NOCTYNMBLUNX peLenTypHbIX 61aHKOB;
r) cepum n HoMepa peuenTypHbIX 61aHKOB;

1) KONM4yecTBoO pPeUeEnTYPHbIX 6naHKoB No cepnam,



e) hamunmsa, MHMUManbl MMEHU M OT4YecTBa (MocnepHee - NpU HaAU4Un) n
MnoANUCb OTBETCTBEHHOr0 MeguUMHCKOro paboTHWKa, NoayyYMBLLUEro peuenTypHble
61aHKKM OT NOCTaBLUUKA;

3) B pa3nene "Pacxon':

a) naTa Bblga4yn peuenTypHbIX 6J1aHKOB;

0) cepun n HoMepa BblAaHHbIX peLenTypHbIX 6/1aHKOB;
B) KO/INYECTBO BblAaHHbIX peLenTypHbIX 611aHKOB;

r) dhamMmmnnnga, nmHnymanbl MUMEeHW U oT4ecTBa (nocnepgHee - npu Hann4nu)
oTBETCTBEHHOIO MEANLNHCKOIO pa6OTHVIKa, nony4dymBLlero peuenTypHbie 6naHKu;

A) noganucb OTBETCTBEHHOr0 MeguuMHCKOro paboTHuMKa, nosy4YmBLUEro
peuenTypHble 6NaHKu;

4) cbamunmsa, MHUUMaNbl UMEHW U oT4YecTBa (mocnegHee - NMPU HaNU4yUm) u
MnoAnNnUCb OTBETCTBEHHOr0 MeAUUWMHCKOro paboTHWMKa, BblOaBLUEro peuenTypHble
61aHKuK;

5) ocTaToK peuenTypHbix 61aHKOB.

26. Y4yeT cneymanbHbiX peuenTypHbiX 6/1aHKOB Ha HapKOTUYeCKoe CpeacTBO n
MCUXOTPOMNHOEe BeLleCcTBO OCYLIEeCTBAAETCA B COOTBETCTBMM C [OpUKa3oM
MunHucTepcTBa 34paBooxpaHeHnsa Poccunckon ®epepauumm ot 1 asrycta 2012 r. N
541 "O6 yTBepxaeHun dopmbl 61aHKOB peuenToB, COAEpPXXalUX Ha3HaveHue
HApPKOTUYECKNX CPencTB UM NCUXOTPOMHbIX BELLEeCTB, nopsagka Ux U3roToBsieHUs,
pacnpepeneHnsd, peructpaunm, ydeta n XxpaHeHus, a Takxxe npasunn ogpopmaeHua"
<1l1>.

<11> 3apeructpupoBaH MuHUCTEPCTBOM lOCTUUMKN Poccunckon denepauynm
15 aBrycta 2012 r., peructpaunoHHbin N 25190, ¢ U3MeHeHNAMU, BHECEHHbIMU
npukasamum MuHmncTepcTBa 34paBooxpaHeHna Poccnmnckon depepaunm ot 30 UOHSA
2015 r. N 385H (3apeructpupoBaH MwuHUCTEPCTBOM tOCTUUUN PocCcunckon
Pepepaunn 27 Hos6pa 2015 r., perncTpaynoHHbin N 39868), oT 21 anpensa 2016 r.
N 254H (3aperunctpupoBaH MuHUCTepcTBOM toCcTUuMm Poccunckon depepaumm 18
nona 2016 r., peructpaunoHHbin N 42887), oT 31 okTabpa 2017 r. N 882H
(3apernctpupoBaH MWHUCTEPCTBOM KOCTULMKM Poccmnckon depepaunmn 9 sHBaps
2018 r., peructpaunoHHbin N 49561).

27. YyeT peuenToB, OOPMNEHHbIX B (OpMe 3JIeKTPOHHOro [OOKYyMeHTa,
OCyLLeCTBNAeTCA B rOCyOapCTBEHHON WH(POPMALNOHHON cucteme B cdepe
30paBooxpaHeHus cybvekTta Poccunckon ®depepaunm nocpencTBOM BeOEHUSA
e[INHOro peecTpa peuenTos, 0popMIeHHbIX B JOpPMe 3/IEKTPOHHbIX OOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX OJ1aHKOB

28. MeaWUMHCKME oOpraHMsauuMm nonyyatT HeobxoOuMble peLenTypHble
6naHKM, OgOopMEeHHble TunorpadckMMm crnocobom, 4epes TeppuTopualibHbie
OpraHbl yrnpaBJieHUs 3[4PaBOOXPAHEHNEM WUAN OPraHu3aLunm, YrnoJIHOMOYEHHbIE Ha
3TO OpraHaMm UCMOJIHUTENbHOW BNacTn cybbekToB Poccuiickon denepaumn.

29. PeuenTtypHble 6naHkKK, nogfexxawme y4yeTy, XPaHATCA OTBETCTBEHHbLIM
JINLOM, Ha3Ha4YeHHbIM pyKoBOAUTENIEM MeAULNHCKON OpraHu3aunm, B 3anMpaeMom
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MeTaJI/INYeCKOM LWKagy (cende) nim meTaninydeckom sLiunke.

30. WHauBupyanbHbin  NpegnpuHMMaTenb, WUMEKLWUA  NUUEH3UKD  Ha
MEeANLMHCKYIO AeATeNbHOCTb, XPaHUT peuenTypHble BnaHKu, noanexawme y4yeTy,
B 3annMpaemMoM MeTalsZIn4eckoM LWKady (cende) nam MeTassiIn4eckoMm sLmke.

31. NMpoBepKa COCTOAHUA XpPaHEeHUsd, y4eTa, (pakTU4eCKOoro Hain4ma n pacxoga
peuenTypHbiX 61aHKOB, Nogfexxawmx y4eTy, oguH pa3 B KBapTaJ OCyLLeCcTBAAETCA
KOMWUCCUEN, CO3AaHHON B MEOULUHCKOW OpraHmn3auunm.

32. PeuenTtypHble 6naHku, odopmnseMmble Ha OyMa>KHOM HocuTene u
noanexawme y4yeTy, BblAATCA MegUuUUHCKUM paboTHMKaM, MMelwmm npaso
ohopMNEeHNA peLenToB, Mo PpacnopsA>XXeHWo rN1aBHOro Bpaya Wian ero 3aMecTuTens.

MonyyeHHble peuenTypHble 671aHKU Ha OyMaXkKHbIX HOCUTENAX XPaHSATCS
MeOUNLNHCKMMM pabOTHMUKaMM B MoMeLLeHNsAX, obecrnevynBatoLLMX NX COXPaHHOCTb.

33. XpaHeHue cneuuvanbHbIX peuenTypHbiX 65aHKOB Ha HapKoTu4eckoe
CpencTBO U NCUXOTPOMHOE BELWECTBO M Bblga4a YKa3aHHbIX peuenTypHbiX 61aHKoB
MeOULNHCKOMY pabOoTHUKY OCyLLeCcTBASeTCA B COOTBETCTBUM C [pMKa3oM
MunHucTepcTBa 34paBooxpaHeHnsa Poccunckon ®epepaumm ot 1 asrycta 2012 r. N
541 "O6 yTBepxaeHun dopmbl 61aHKOB peuenToB, COAEPXXAlUX Ha3HaveHue
HAPKOTUYECKNX CPencTB UM NCUXOTPOMHbIX BELLEeCTB, nopsagka Ux U3roToBsieHUs,
pacnpepeneHnsd, peructpaunm, ydeta u XxpaHeHus, a Takxxe npasunn ogopmaeHua"
<12>.

<12> 3apeructpuposaH MuHUCTEpPCTBOM lOCTUUMK Poccunckon denepauynmn
15 aBrycta 2012 r., peructpaunoHHsin N 25190, ¢ U3MeHeHNAMU, BHECEHHbIMU
npukasamum MuHmncTepcTBa 34paBooxpaHeHna Poccnmnckon d®epepaunm ot 30 UOHSA
2015 r. N 385H (3apeructpupoBaH MuHUCTEPCTBOM tOCTULUUN PocCuUnCcKon
depepaunn 27 Hos6pa 2015 r., perncTpaynoHHbin N 39868), oT 21 anpensa 2016 r.
N 254H (3aperunctpupoBaH MuHuCTepcTBOM tocTUuMm Poccunckonm depepaumm 18
nona 2016 r., peructpaunmoHHbin N 42887), oT 31 okTabpa 2017 r. N 882H
(3apernctpupoBaH MWHUCTEPCTBOM KOCTULMKN Poccmnckon depepaunmn 9 sHBaps
2018 r., peructpaunoHHbin N 49561).

34. NporpaMMHO-TEXHUYECKME CpeacTBa roCy4apCTBEHHbIX MHPOPMALIMOHHbIX
CNCTEM B cCdepe 34paBOOXPaHEHUSA, MEeOUNUUNHCKUX WHGPOPMALMOHHBLIX CUCTEM
MeONLMHCKMX OpraHm3aunnm obecneymBaldoT XpaHEHWE 3SNEeKTPOHHbIX pPeLenTos,
0hOpPMJIEHHbLIX B (OPME 3JIEKTPOHHbLIX [OOKYMEHTOB B Te4yeHue CPOKOB,
YCT@HOBJIEHHbIX [J11 XpPaHEeHUs PeLenToB, OOPMJIEHHbLIX Ha COOTBETCTBYOLLUX
dopmax peuenTypHbiX 6/1aHKOB Ha ByMa)KHOM HocuTene <13>.

<13> [yHKT 14 npaBua OTMNyCcKa JleKapCTBEHHbIX MpenapaTtoB AJs
MeANLMHCKOro NpMMeHeHNs, B TOM 4Yucsie MMMYyHOBMONOrn4ecknx neKapCTBEHHbIX
npenapaTos, anTe4YHbIMN opraHusaumamm, WHONBMAYANbHLIMU
npegnpuHNMaTensaMu, nMeLwnmMmn NNLEH3UIO Ha hapmaLeBTNYECKYIO
0eATeNbHOCTb, YTBEPXKAEHHbIX TMPUKasoM MuHuUCTepcTBa 34paBOOXPAHEHUSA
Poccuimnckon depepaumm ot 11 wwona 2017 r. N 403H (3aperncrtpumpoBaH
MuHncTepcTBoM tocTuumm Poccmnckon depepaunmn 8 ceHTabpa 2017 r.,
pernctpaynoHHbin N 48125).
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