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ot Zé&%M 20/,

006 yTBepxkaeHnu
NOPAAKA HA3HAYEHHH JIEKAPCTBEHHbIX NPENapaTos,
(opM penenTypHBIX 6JIaHKOB HA JeKapCcTBeHHbIE Mpenaparhl,
nopsAKa 0(popMJICHHS YKA3aHHBIX 0JIAHKOB, HX y4eTa H XpaHeHHus

B coorBercTBHM ¢ myHKTOM 16 uwact 2 crarbu 14 dDenepanbHOro 3akoHa
or 21 mHos6ps 2011 r. Ne 323-®@3 «OO6 ocHOBax OXpaHBI 3J0pPOBbS TIpaXKAaH
B Poccuiickoit ®enepanmu» (Cobpanue 3akoHonarenbecTBa Poccuiickoi ®enepanuy,
2011, Ne 48, ct. 6724; 2013, Ne 48, ct. 6165; 2014, Ne 30, ct. 4257; Ne 49, c1. 6927,
2015, Ne 10, ct. 1425; Ne 29, cr. 4397; 2016, Ne 1, ct. 9; Ne 15, ct. 2055;
Ne 18, cr. 2488; Ne 27, ct. 4219; 2017, Ne 31, cr. 4791; Ne 50, ct. 7544, 7563)
u mnommyukrtamu 5.2.177, 5.2.179 m 5.2.180 Ilonoxenus o MuHHUCTEPCTBE
3apaBooxpaHenuss Poccuiickoil ®epepaliM, YTBEPXKIEHHOrO IOCTAHOBJICHHEM
IIpasutensctBa Poccuiickoit @enepanun ot 19 mrons 2012 r. Ne 608 (Cobpanue
3aKoHOAaTenbcTBa Poccuiickoit @eneparuu, 2012, No 26, ct. 3526; 2013, Ne 16,
ct. 1970; Ne 20,ct. 2477; Ne 22, cr. 2812; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014,
Ne 12, cT. 1296; Ne 26, cx. 3577; Ne 30, c1. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491,
Ne 12, cT. 1763; Ne 23, ct. 3333; 2016, Ne 2, cT. 325; Ne 9, ct. 1268; Ne 27, c1. 4497; Ne
28, cT. 4741; Ne 34, c1. 5255; Ne 49,ct. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202; Ne
37, cr. 5535; Ne 40, ct. 5864; Ne 52, cr. 8131; 2018, Ne 13, cr. 1805; Ne 18,
cT. 2638; Ne 36, c1. 5634; Ne 41, c1. 6273),npu K a3 bl Bao:

1. YTBepauTh:

MOPSZIOK Ha3HAYeHU JIeKapCTBEHHBIX IpernapaToB COTJIaCHO
nputoxeHuto Ne 1;

GopMBI peLieNTypHBIX ONaHKOB Ha JIEKapCTBEHHEBIE IIpenapathl COIJIacHO
IpuIokeHuo Ne 2;

HOpSOoK OGOPMIICHHS PELEeNTYPHBIX ONaHKOB Ha JIEKapCTBEHHBIC npenapaTH
UX ydeTa ¥ XpaHEHVsI COTVIACHO NPHIIOKEHHIO Ne 3.




2. Ilpu3HaTh yTpaTUBLIUMU CHUITY:

npuka3  MuHHCTEpcTBa  34paBooxpaHeHus:  Poccmiickonl — ®enepanmun
or 20 mexabps 2012r. Nell75x «OO6 yTBepXACHUM IIOpAAKa Ha3HAYCHHS
¥ BEHIMCBHIBAHMS JIEKAPCTBEHHBIX IMMPEapaToB, a Takke (OpM peLEeNTypHBIX OIaHKOB
Ha JIEKapCTBEHHBIE Tpernapathl, Hopsaka oGopMiIeHHs yKa3aHHBIX GJIaHKOB, UX yueTa
U XpaHeHus» (3apeructpupoBaH MunucrepctBoM foctuimn Poccriickoit @enepanun
25 urons 2013 r., peructpanuoHHbli Ne 28883);

IYHKT 2 W3MEHEHU#, KOTophle BHOCATCA B ITopsfok co3faHus M IeATENbHOCTH
Bpa4ueOHOW KOMHCCHHM MEIWLUMHCKOH OpraHM3alli, YTBEPXAEHHBIM IPHKa3OM
MuHHCTepCTBa 3APaBOOXPaHEHUs U COLMAIBHOTO pa3BUTHs Poccuiickoit Penepanmu
ot 5 mas 2012 r. Ne 502H, u B Ilopsaok Ha3HaYeHUs! H BBIIIMCHIBAHMSA JIEKAPCTBEHHBIX
IIpernaparoB, YTBep K IeHHbINH pUKa3oM MuHMcTepcTBa 34paBooXpaHeHus Poccuiickoi
denepamuu ot 20 gexabpst 2012 r. Ne 11751, yTBep>KIeHHBIX TpUKa3oM MHUHUCTEPCTBA
3apaBooxpaHenus Poccmiickoit  ®eneparuu ot 2 mexkabps 2013 1. Ne 886H
(3aperucTpupoBaH MunucrepcTBoM IOCTHLIHY Poccuiickoi ®enepauun
23 mexabps 2013 r., peructpauroHsbii Ne 30714);

npukas3  MuHUCTEpCTBAa  34paBOOXPaHEHHS Poccuiickoii ~ ®epepanuu
ot 30 mons 2015 r. Ne 386H «O BHeceHMM HM3MECHEHHMH B NPUIIOKEHHS K IIPHUKa3y
MunrctepcTBa 3apaBooxpaHenuss Poccuiickoit @eneparuu ot 20 nexabps 2012 r.
Ne 11751 «OO6 yTBep)XJIeHHHM NOpAJKA Ha3HAYEHHUs U BBIIIHMCHIBAHMS JIEKaPCTBEHHBIX
TpenapaTroB, a Take (GopM peLenTypHHIX OJaHKOB Ha JICKApCTBEHHBIE NpEnaparsl,
nopsiaka ohopMJIEHHS YKa3aHHBIX OJTaHKOB, HX Y4eTa U XpaHEHHsD» (3apernCTpHpOBaH
MunucrepctBoM  toctuimu  Poccuiickoit  ®enepamum 6 aBrycta 20151,
peructpaunoHHblit Ne 38379);

nyHKT 1 W3MeHeHHW#l, KOTOpble BHOCATCA B IpHKa3 MHuHKMCTEPCTBA
sapaBooxpanenust Poccuiickoit ®eneparmu ot 20 mexabps  2012r. Ne1175n
«O06 yTBep)XACHUH MOPAIKa HA3HAYEHNS U BBIIIHMCHIBAHNUS JIEKAPCTBEHHBIX MIPEIApaToB,
a TakKe (OPM pEUENTYpHBIX OJIAHKOB Ha JIEKApCTBEHHBIE IIpENapathl, IOpsaKa
odopmieHs yKa3aHHBIX OJIaHKOB, ux ydera U XpaHEeHUs»
1 npuwioxende Ne 2 kx mnpukasy MuHHCTepCcTBa 34paBOOXpaHEeHUs POCCHUCKOM
®epepamuu ot 1 aBrycta 2012 r. Ne 541 «O6 yTBepXeHUN GOPMBI 6J1aHKOB PELIENITOB,
CoZiepXKalX Ha3HaYeHHWEe HAPKOTHYECKUX CpPEeACTB HIIH IICHXOTPONHBIX BELIECTB,
HOpsIIKa ux M3rOTOBJICHMUS, pacripezenesus, pEerucTpaLyy, ydera
1 XpaHEHHS, a TAIOKe IPaBUI OPOPMIICHHS», YyTBEPKACHHBIX IPHKa3oM MuHHCTEpCTBA
3apaBooxpaHenus Poccuiickoit ®emepanuu  or 21 ampens  2016r.  Ne254m
(3aperucTpupoBan ~ MunucTepcTBoM  roctuuuu  Poccwiickoit  ®Dexpepanuu
18 urons 2016 r., peructpauuonHsiid Ne 42887);

NYHKT 5 W3MEHEeHHH, KOTOpble BHOCATCS B HEKOTOpBIE NpUKassl MHHHCTEPCTBA
30paBOOXpPaHEHHS W commanpHoro  passutust  Poccuiickonn — Depepanuu
u MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu 1o  BONpocam
oOpalleHns] JIEKapCTBEHHBIX NpenapaTroB, COIEP)KalMX HapKOTHYECKHE CpE/ICTBa,



¥

IICUXOTPOIIHBIE BEIECTBA U UX NPEKYPCOPBI, U JIEKAPCTBEHHEBIX CPEACTB, MOIJIEXKAIINX
IPeMETHO-KOJMICCTBEHHOMY Y4YeTy, YTBEP)KIOCHHBIX IpHKa3oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoir ®@enepammu ot 31 oxra6ps 2017 r. Ne 882m

(3apervcTtpupoBaH MuHHCTepcTBOM focTuuuM Poccuiickoii ®eneparuu 9 sHBaps
2018 r., peructparoHHbIi Ne 49561).

Munuctp B.A. CkBopuoBa



IIpunoxenue Ne 1
K IIpuKa3y MuHUCTEpCTBa 3ApaBOOXpaHEHHUS
Poccuiickoit @eneparu

ot ///M/W 2187 Ne H4’//

IMopsiaox
HAa3HAYeHH JIEKapPCTBEHHbIX MPenapaToB

I. O0uue mosyoxeHus

1. Hacrosmuii mopsanok ycTaHaBIMBaeT NpaBWjia HA3HAYEHHUS JIEKAPCTBEHHBIX
IpenapaToB JJii MEAWIMHCKOIO NPUMEHEHUs (hajee — JeKapCTBEHHbIE IMpernaparhl)
¥ 0OpMIIEHHS HX Ha3HAYCHHUS [PH OKa3aHHH MEIMIMHCKOM NOMOLIM B MEIUITMHCKUX
opranusanusx..

2. HasnadeHue JeKapCTBEeHHBIX IPENAPaTOB OCYLIECTBIAETCS JICUAIHM
BpayoM, ¢enpamepoM, akymepKoil B ciiydae BO3IOXKEHHS HA HHUX IIOJHOMOYMIA
JeJallero Bpaua B IOpsA/KE, YCTAHOBIEHHOM IpHKa3oM MuHMCTEpCcTBa
3[paBOOXpAaHEHMS U COIHANIbHOTO pa3BuTHs Poccuiickoit @enepaiuu ot 23 mapta 2012
r. Ne 2528 «O6 ytBepxneHun Ilopsaka Bo3aokeHds Ha (enbaiIepa, aKyIlIepKy
PYKOBOIMTENEM MEIHUIIMHCKON OpraHu3aliil NpU OpraHU3alldd OKa3aHUs MEPBHYHOM
MEJIUKO-CaHMUTAPHOM MOMOIIM H CKOPOM MEIUIIMHCKOH IIOMOIIU OTAEIBHBIX (PYHKITHI
Jeyallero Bpaya o HEIOCPEACTBEHHOMY OKa3aHHIO MEAMLIMHCKOM MOMOIIM MAlMEeHTY
B [I€pUOJ HAONIONEHUSA 3a HAM U €ro J€YeHHs, B TOM YMCJIE 110 HA3HAYEHHIO U
IPUMEHEHMIO JIEKAPCTBEHHBIX MpENaparoB, BKIIOYAs HAPKOTHYECKHE JIEKApCTBEHHBIE
npenapaTtbl M ICUXOTPOIHBIE JIEKAPCTBEHHBIE IPENApaThDy >, HHAUBHIYAIbHBIMH
NPEANPUHAMATEISIMY, OCYIIECTBISIONIMMUA MEAWIUHCKYIO OeSTeIbHOCTh (ajee —
MeIULUHCKHE paOOTHUKH ).

3.CBeneHuss 0 Ha3HAaYeHHOM JIEKAPCTBEHHOM TMperapare (HaMMeHOBaHHE
JICKapCTBEHHOr0 Ipelnapara, JO3UPOBKa, CIOco0 BBEACHHUS U MPUMEHEHHS, PEXUM
JO3UPOBaHMs, IPOJOJDKUTENBHOCTh JieueHuss u  OOOCHOBaHHE  Ha3HAUCHUS
JIEKapCTBEHHOTO IIpernapaTa) BHOCATCS MEIULUHCKAM pabOTHUKOM B MEIMIIMHCKYIO
JOKYMEHTALUIO MalNeHTa.

B cny4asx, ykasaHHBIX B myHKTax 9-12 mHactosimero ITopsiaka, MeIuLMHCKAMN
paboTHHK odopMIseT Ha3HaueHHe JIEKAPCTBEHHBIX IPEMaparoB, B TOM YHCIE
IOJJIEXKAINMX H3TOTOBICHUIO M OTIYCKY anTE€YHBIMH OpraHH3allusIMH (Jajnee —
JIEKapCTBEHHBIE IIpenapaTrbhl HHAWBUAYATHHOTO H3TOTOBJEHMS), HAa pEUENTYPHOM
OnaHke, 0QOpMICHHOM Ha OyMa)XHOM HOCHTEJIE 3a CBOEH MMOJIIUCHIO (Hajiee — pelenT
Ha OyMaXHOM HocuTelle), W (WJIH) C COIIacHs MAIMEHTa WM €ro 3aKOHHOIO

! Mynkr 11 crateu 2 ®eneparnsHoro 3akoHa ot 21 HosGps 2011 1. Ne 323-33 «O6 0CHOBAX OXpaHBI 3NOPOBbS TPAXKIAH
B Poccuiickoit ®enepauum» (Cobpanne 3akoHoxarenscrsa Poceuiickoii ®exepainu, 2011, Ne 48, c1. 6724; 2016, Ne 1, cr.
9, 28; 2017, Ne 31, cT. 4791).

2 3aperucTpHpoBaH MHHHCTEPCTBOM IOCTHIMH POCCHICKOIM OGenepauuu 28 anpens 2012 r., perucTpalHOHHBII
Ne 23971, ¢ wW3sMeHeHMAMHM, BHECCHHBIMM IIPHKa3oM MMUHHCTEPCTBAa 3IpaBooxpaHeHHs Poccuiickoli ®enepauyu
ot 31 oxra0ps 2017 r. Ne 8821 (3aperucTpuposad MunuctepeTBoM rocTaIEE Poceniickoit @epepanun 9 sapaps 2018 1.,
perucrpaluoHHbIN Ne 49561).
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TpeCTABUTENA ° Ha pelenTypHoM OnaHke B dopMe 3NEKTPOHHOIO JOKYMEHTa
C WCHOJNE30BAHMEM YCHIICHHOH KBaIMGUIMPOBAHHOW OJNEKTPOHHOH INOAMHCH
MeTUIMHCKOTo paGoTHHKa (Iaiee — penent B popme 3/1eKTPOHHOTO JIOKYMEHTa).

Penent B (OopMe OJIEKTPOHHOTO JOKyMEHTa, COACPXKAIIMH HA3HAYEHHE
HAPKOTHYECKHX  CPEACTB MM  ICHUXOTPOINHBIX  BEIIECTB,  IOJNHCHIBACTCH
C WCHOJNB30BAHMEM YCHIICHHOM KBaldGUIMPOBAHHOHW OIEKTPOHHOM INOJMUCH
Nevamero Bpada wid (eipIuepa, aKymepkd, Ha KOTOPBHIX BO3JIOXKCHBI GbyHKUHUH
JleyaInero Bpada, ¥ COOTBETCTBYIOIEH MEIMIHCKON OpTaHU3aIKH",

OdopmieHre perenToB B (popMe 3EKTPOHHBIX TOKYMEHTOB OCYIIECTBIACTCA
B cjly4ae MPUHATHUS yNOJIHOMOYEHHBIM OPraHOM MICTIOJTHUTEILHOM BIIACTH CyOBEKTa
Poccuiickoii Defiepallid B COOTBEICTBHH C ITyHKTOM 4 CTaTbd 6 denepabHOro
3akona ot 12 ampens 2010 r. Ne 61-@3 «O6 obpameHny TeKapCTBEHHbBIX CPencTB»’
pemieHdss 00 HCIONB30BaHHM HAa TEPPHTOPHH cyobexra Poccuiickont Deseparyu
Hapsa/y C pelienTaMH Ha JIEKapCTBEHHBIE MPEIaparhl, ohOpMIIEHHEIME Ha GyMaXHOM
HOCHTENIe, PELENTOB HAa JIEKapCTBEHHBIE IIPEnaparhl, COPMUPOBAHHBEIX B dbopme
3JIEKTPOHHBIX JOKYMEHTOB.

4.Tlpy BHINHCKE NAlUeHTa W3 MENMIUHCKOM OpraHM3allvy, B KOTOpOH
eMy OKa3biBajach MEIHIMHCKasd IIOMOLIb B CTallHOHAPHBIX YCIOBHAX, AaHHOMY
MAaUMeHTy 110  PENIEHWI0  PYKOBOJMTENs  MENMIMHCKOH  OpraHusaliy
HasHa4yaoTCA ¢ oQopMiIeHHEM perienTa B GopMe 3IEKTPOHHOrO JOKYMEHTa U (vm)
Ha  OymaxxHoM  HocuTene (32  HCKIIOYECHHEM ohopmiieHHsT ~ PELENTOB
Ha JeKapCTBEHHBIE NPENaparthl, MOJUIeXKallue OTIYCKy OecriaTHO MM €O CKHUJKOI)
60 BBLIAIOTCS (NALMEHTY WM €r0 3aKOHHOMY IPENCTaBUTENIO0) OXHOBPEMEHHO
C BBINHMCKOH M3 HMCTOpHH OONE3HH JIEKapCTBEHHBIC IIpenaparel, B TOM YHCIC
HAPKOTHYECKME ¥  IICHXOTPOMHBIE  JIEKAPCTBEHHBIE — MpPENapaTsl, BHECCHHBIC
B crucku 11 u III mepedHss HapKOTHYECKHX CPENCTB, INCHXOTPOMHBIX BEMICCTB M MX
IIPeKypCOpoB, MOIEXAMIUX KOHTpomo B Poccuiickoii Denepanuy, yTBEPKACHHOIO
nocraHoBieHueM IIpaButenscTBa Poccuiickoit ®epeparu ot 30 wmronsa 1998 .
Ne 6816 (nanee — IlepedeHs), CHIBHOACSHCTBYIONME JIEKAPCTBEHHbIC NPETIAPATE], Ha
CPOK IpHeMa [TAaIUeHTOM 0 5 THEH.

5. HasHaueHWe JIEKApCTBEHHBIX TpENaparoB IpPH OKA3aHWM MEJMIMHCKOH
[IOMOLIM B CTALIHOHAPHLIX YCIOBHAX B TpeOOBaHMsX-HAaKIaAHBIX, HaNpaBIEMBIX
B anTeyHble OpraHW3aluy, SBJIAIONMECs CTPYKTYPHBIMH  IIOJPasACNCHUAMH

3 B OTHOIICHWM JIMUA, yKa3aHHOro B wacTh 2 cratbu 20 DenepajpHOro 3akoHa OT 21 noabps 2011 r. Ne 323-03
«O6 OCHOBaX OXpaHBl 3J0pOBbs rpaxiaH B Poccuiickoit deneparm (Cob6panune 3akoHopaTenscTBa Poccuitckoi
®enepaunn, 2011, Ne 48, ct. 6724; 2013, Ne 48, cT. 6165; 2017, Ne 31, ct. 4791).

4 Yaerp 1 crathu 26 DenepanbHoro 3akoHa or 8 sameapa 1998 r. Ne 3-®3 «O HapKOTHYECKHX CPEICTBaX
¥ TICHXOTpONHBIX BemecTaxy» (Cobpanue 3aKOHOATENbCTBA Poccuiickoit ®enepannn, 1998, Ne 2, ct. 219; 2003, Ne 27,
c1. 2700; 2011, Ne 49, cr. 7019; 2013, Ne 48, cT. 6165; 2016, Ne 27, cT. 4238; 2017, Ne 31, cT. 4791).

5 Cobpanue 3aKOHONATENLCTBA PocCHIiiCKOH ®depnepaunuu, 2010, Ne 16, cr. 1815; 2012, Ne 26, c1. 3446; 2017, Ne 31,
cT. 4791.

6 CoOpanne 3aKOHORATEIBCTBA Poccuiickoii ®enepaimu, 1998, Ne 27, c1. 3198; 2004, Ne 8, cT. 663; Ne 47, cT. 4666;
2006, Ne 29, cr. 3253; 2007, Ne 28, ct. 3439; 2009, Ne 26, ct. 3183; Ne 52, ct. 6572; 2010, Ne 3, cT. 314; Ne 17,
ct. 2100; Ne 24, ct. 3035; Ne 28, cr. 3703; Ne 31, ct. 4271; Ne 45, c1. 5864; Ne 50, cT. 6696, c1. 6720; 2011, Ne 10,
ct. 1390; Ne 12, ct. 1635; Ne 29, ct. 4466, ct. 4473; Ne 42, cr. 5921; Ne 51, cr. 7534; 2012, Ne 10, ct. 1232; Ne 11,
cr. 1295; Ne 19, ct. 2400; Ne 22, ct. 2864; Ne 37, ct. 5002; Ne 41, c1. 5625; Ne 48, ct. 6686; Ne 49, cT. 6861; 2013, Ne 6,
cr. 558; Ne 19, ct. 953; Ne 25, ct. 3159; Ne 29, cr. 3962; Ne 37, ct. 4706; Ne 46, ct. 5943; Ne 51, cT. 6869; 2014, Ne 14,
cr. 1626; Ne 23, cr. 2987; Ne 27, ct. 3763; Ne 44, cr. 6068; Ne 51, cr. 7430; 2015, Ne 11, cr. 1593;
Ne 16, cr. 2368; Ne 20, ct. 2914; Ne 28, cr. 4232; Ne 42, ct. 5805; 2016, Ne 15, ct. 2088; 2017, Ne 4, cT. 671; Ne 10,
cT. 1481; Ne 23, cr. 3330; Ne 30, cr. 4664; Ne 33, cT. 5182; 2018, Ne 27, cr. 4071,
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MEIMIUHCKON OpraHM3alii, B KOTOPOW OKa3bIBAacTCA MEAHMIMHCKad IOMOIUb,
OCYINECTBIACTCS B COOTBETCTBUHM C MHCTpyKiMeil O TOpAJKe BBIIUCHIBAHHS
JIeKapCTBEHHBIX IIPenapaToB U OGOPMIICHHA DPELENTOoB H TpeGoBaHMI-HAKIIAIHbIX,
YTBEpXKIEHHOH IprKa3oM MHUHACTEPCTBa 31PABOOXPAHEHHUS X CONMANBHOTO PasBITHA
Poccuiickoil ®enepamuu ot 12 ¢espans 2007 r. Ne 110 «O mopsiike HasHa4CHHS
¥ BBINHMCHIBAHMS JIGKAPCTBEHHBIX INPEapaToB, M3JENHH MEJUIMHCKOrO HasHAYCHHS
¥ CTIEIUATH3HPOBAHHEIX IIPOTYKTOB JIe4€0HOTO UTaHUSD .

6. HazHaueHne JIEKapCTBEHHBIX IIPENaparoB OCYMIECTBIAETCS MEAULUHCKUM
paGOTHHKOM TIO MEXTYHAPOJHOMY HENaTeHTOBAHHOMY HAHMEHOBAHHIO, 2 IIPH €ro
OTCYTCTBHH — TPYNIHMPOBOYHOMY MIH XHUMMYECKOMY HAMMCHOBAHHIO. B cay4ae
OTCYTCTBHS MEX/[yHaPOJHOTO HETIATEHTOBAHHOTO HAHMEHOBAHHUS U IPYTIIMPOBOYHOIO
AMH  XHMHYECKOTO HAMMEHOBAHHMS JIeKApCTBEHHOTO IIperapaTa, JeKapCTBCHHBIH
TperiapaT Ha3Ha4YaeTcs MEIUIIMHCKIM PabOTHHKOM 0 TOProBOMY HAMMEHOBAHHUIO.

[Tpu HaJTMYUU Me IUIIUHCKUX TOKa3aHui (MHOVBU Y alIbHAS
HENIEPEHOCHMOCTb, [0 JKHSHEHHBIM IOKA3aHMAM) TIO  PEUICHHIO BpayeOHON
KOMFICCHY MeMITHHCKO} OpraHM3aIiy® OCyeCTBIIeTCS Ha3HAUYeHHe ¥ 0OpMIICHHE
Ha3HAYEeHYS JEKapCTBEHHBIX IIPENaparoB, He BXOAAIMX B CTAHAAPTE MeTULIHCKOH
MOMOIIM, pa3pabOTaHHBIX B  COOTBETCTBMM C  IIYHKTOM 4 crarem 10
OenepanpHoro 3akoHa or 21.11.2011 Ne 323-03 «0O0 ocHOBax OXpaHBbI
370pOBbs rpax<aaH B Poccuiickon denepanum»’, TUO0 O TOPrOBEIM HAUMCHOBAHUSM.
Pemienne BpadeOHOM  KOMHCCHM — MENMIMHCKOH  OpraHM3aluy bukcupyertcs
B MeTMIMHCKOMN JOKYMEHTAIIMH MALUEHTa U B XKypHaJle BpauyeOHOH KOMHUCCHH.

7. HasHaueHwe JIeKapCTBEHHOTO MpeliapaTa B pelenTe Ha OyMaKHOM HOCHTENS
WK pelnente B GopMe 3JIEKTPOHHOIO AOKyMEHTa opopMisieTcss Ha MM MAIUCHTA,
JUI KOTOPOTO TIpeiHa3Ha9eH JIeKapCTBEeHHBIN TIperapar.

Perent Ha 6yMaKHOM HOCHUTeIe, O(OPMIIEHHBIH Ha PELENTy PHOM Onanke GopM
Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04 (:1), yTBEp KICHHBIX HACTOAIIMM [PAKA3OM,
a TaKKe pellenT Ha OGyMaKHOM HOCHTeNe, OGOPMICHHBIH Ha PELENTypPHOM OnaHke
dopmer Ne 107/y-HII, yTBEpX[€HHOH IIpHKa3OM MumnrcTepcTBa 34paBOOXPaHCHUA
Poccuiickoit ®enepanuu ot 1 asrycra 2012 r. Ne 54n «O6 yTBepKACHAH (QOPMEI
GIAHKOB DEIEeNTOB, COIEpXKAaIMX Ha3HAYeHHe HAPKOTHYECKHX CPEACTB HIH
TICHXOTPOIHEIX BEILECTB, MOPSAIKA UX M3TOTOBJICHHUS, PACIIPEAEIICHHUS, PETHCTpaliH,

7 3aperucTpupoBaH MHHHUCTEPCTBOM IOCTHIIMH Poccuitckoit Pemepauun 27 anmpena 2007 r., PEericTpalOHHbIH
Ne 9364, ¢ WM3MEHCHMAMH, BHECEHHBIMH MNpHMKa3aMH MUHMCTEPCTBA 31PaBOOXpAaHEHWT H COLMANBHOTO Pa3BHTHA
Poccuiickoll ®emepamu ot 27 aerycra 2007 r. Ne 560 (3aperucTpHposa MunvcTepeTBOM FocTHIME Poccuiickoi
Denepaunn 14 cenrabps 2007 r., perucrpauvonssiit Ne 10133), ot 25 cenTabps 2009 r. Ne 794u (3aperucTpHpoBaH
MHuHHCTEpPCTBOM  ocTHIMM  Poccuiickoit  Qenepaluu 25 HosGps 2009 r., perHcTpaumMOHHBIA Ne 15317),
or 20 smeaps 2011 r. Ne 13H (3aperucTpupoBaH MuHucTepcTBOM tocTHimu Poccuiickoit denepalnn 15 mapra
2011 r., peructpaumoHHbt Ne 20103), mpuKaszamu MuHHCTEpCTBA  3ApaBOOXpaHeHus Poccuiicko OenepaLiuu
ot 1 aBrycta 2012 r. Ne 54H (3aperucTpupoBaH MuHHCTEPCTBOM FoCTHLHNHE Poccuiickoit denepalmu 15 aBrycra 2012 r.,
perucTpauMonHsiil Ne 25190), ot 26 despans 2013 r. Ne 94H (3aperucTpHpoBaH MHUHHCTEPCTBOM IOCTHLHA Poccuiickoi
Depepanuy 25 mons 2013 T., peruCTPalHOHHBIH No 28881).

8 [Ipukas Mumnsnpascoupassutus Poccun 0T 5 mag 2012 1v. Ne 502H «OO6 yTBEpKACHUHM MOPANKA CO3TAHUA
H JIESTENBHOCTH BpaueOHON KOMHCCHM MEIMLUMHCKOH OpraHn3aim» (3apeructpupoBaH Mumntoctom Poccun
9 mons 2012 r., perucTpalMOHHBIA Ne 24516), ¢ W3MEHEHWAMH, BHECCHHBIMH MPHUKa3OM Mumnzgpasa Poccun
ot 2 nexa6psa 2013 r. Ne 886H (3aperncTpupoBaH MHUHIOCTOM Poccuy 23 nexabpa 2013 r., perucTpauroHHsIA Ne 30714).
9 Cobpanre 3aKOHORATENLCTBA Poccuiickol ®enepanun, 2011, Ne 48, cr. 6724; 2014, Ne 49, ct. 6928; 2017, Ne 31,
cT. 4791; 2018, Ne 53, cT. 8415.
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y4eTa ¥ XpaHeHHs, a TAKXKe MpaBHI oopmienus»'® (naee — dopma Ne 107/y-HID),
MOXeT OBITh IMOJYy4YeH Ial[MeHTOM, €ro 3aKOHHBIM IIPEACTABUTENEM WIH JIMIOM,
pMeromeM O(OPMIEHHYIO B COOTBETCTBHM C TpaXJaHCKMM 3aKOHOJATEIbCTBOM
Poccuiickoii ®emepaiid JOBEPEHHOCTh OT MAlMEHTa Ha MPaBO IIOJNyYE€HHsA TaKoro
perienTa (ajnee — yIOIHOMOYEHHOE JIULO).

PertenT B GOpMe 3IEKTPOHHOTO JNOKyMEHTa (OPMHPYETCS C HMCIOIb30BAHUEM
roCyJapCTBEHHON MH(QOPMAIMOHHON CHCTEMBI B Cepe 31paBOOXPaHEHHS cyOBeKTa
Poccuiickoit Depmepaluy, MEeIUIMHCKOH MH(OPMAIMOHHON CHCTEMBI MEIUIIMHCKOM
oprauuzauyn '

daxkT BHJAYM pelenta Ha JIGKapCTBEHHBIA  Ipemapar  3aKOHHOMY
TMPEACTABUTENIO WM YIOJTHOMOYEHHOMy JuIly (GHKCHpYeTCs B MeIULUHCKOH
JOKyMEHTAllMX NalyeHTa.

8. MemuuuHCcKUM ~ paboTHMKaM  3ampemiaercs  OQOpMIIATH  PELENTHI
P OTCYTCTBHM y IAlMEHTa MEJMIMHCKAX I[OKa3aHWH; Ha HE3aperucTpUpOBaHHBIC
JIeKapCTBEHHEIE IIpemapaTsl '2 ; Ha JIeKapCTBEHHblE Iperaparkl, KOTOpBE B
COOTBETCTBHMH C MHCTPYKIMEH 110 MEJUIMHCKOMY MPUMEHEHUIO MPEAHA3HAYCHBI JUIS
IPUMEHEHUs TOJIBKO B MEIMIMHCKMX OpraHW3aluAX; Ha HapKOTHYECKHE Cpe/iCcTBa
¥ NICHXOTPONHEIE BEINECTBA, BHeCEHHbIE B cnucoK II Ilepedns, 3aperucTpMpOBaHHBIC
B KauyecTBe JIEKApCTBEHHBIX IIPENaparoB, B ILeNX INPUMEHEHHS M1 JICICHMA
HapKOMaHHUHU.

VHAMBUAYAIBHbIM NPEANPHHAMATENSAM, OCYIIECCTBIAIOIIMM METUIMHCKYIO
JeSATeNbHOCT, HOIOMHUTENHO K TpeGOBaHWSM, YKa3aHHBIM B ab3ane INepBOM
HACTOSIIEro IyHKTa, 3alpemaercss opOpMIATh PeLienThl Ha HAPKOTHYECKHE CPEACTBA
¥ TICHXOTpONHEIE BemecTBa, BHeceHHble B cmucku Il n III Ilepeuns (manmee —
HApKOTHYECKHEe U ICHXOTPOIHBIE JIEKapCTBEHHBIE IPENapaThl CIIMCKOB I n IlI
[Nepeuns).

9.Tlpy Ha3HAYEeHWM HAPKOTHYECKHX U IICHXOTPONHBIX JIEKAPCTBEHHBIX
npenaparos cuucka II [Tepedns, 3a HCKIFOYECHIEM JIEKAPCTBEHHBIX NPEMapaTos B BUIE
TPaHCAEPMAIBHBIX ~TEPANEBTHUECKUX CHCTEM M JIEKAapCTBEHHBIX IPeraparos,
coflepKalliiX HAapKOTHYIECKOE CPENCTBO B COYETAHHM C aHTArOHUCTOM OIHMOMIHBIX
PelLIelITOPOB, pELEenTsl Ha GyMaXHOM HocuTene OGOPMIAIOTCS HA PELEITyPHOM
6nanke gopmsl Ne 107/y-HIL

10 3aperucTpUpoBaH MHHHCTEPCTBOM IOCTHLMH Poccuicko# denepauuu 15 asrycra 2012 r., pervcTpauMOHHBIH
Ne 25190, ¢ H3MEHEHHAMH, BHECEHHBIMH IIpHKa3aMH MHHHCTEPCTBA 3APaBOOXpaHEHHA Poccuiickoii Penepanuu
ot 30 mrons 2015 r. Ne 385H (3aperncTpupoBaH MHHHCTEPCTBOM tocTHLmK Poccuiickol @enepatyy 27 "oabps 2015 r.,
peructpaumonHsiit Ne 39868), ot 21 anpens 2016 r. Ne 254u (3aperucTpupoBaH MUHHCTEPCTBOM IoCTHLMH Poccuiickoi
®enepamun 18 mons 2016 r., perucTpaudoHHBIA Ne 42887), ot 31 okrsGpsa 2017 r. Ne 882H (3aperucTpHpoBaH
MuHHCTepCTROM FocTHLHMK Poccuiickoit denepamum 9 susaps 2018 r., perucTpauroHHbli Ne 49561).

11 Crateu 91 u 91.1 GexepanbHOro 3akoHa ot 21 HosGpa 2011 roaa Ne 323-P3 «O0 ocHOBax OXpaHB! 3MOPOBLS IPpakAaH
B Poccuiickoi ®enepanmm» (CoGpaHue 3aKOHOAATENbCTBA Poccuitckoit Penepammn, 2011, Ne 48, ct1. 6724; 2012, Ne 26,
cT. 3446; 2013, Ne 27, cT. 3477; Ne 39, ct. 4883; Ne 48, ct. 6165; 2014, Ne 30, ct. 4257; Ne 43, c1. 5798; Ne 49, cT. 6927,
6928; 2015, Ne 1, cr. 85; Ne 10, cr. 1425; Ne 27, ct. 3951; Ne 29, ct. 4397; 2016, Ne 1, ct. 9, 28; Ne 15, cT. 2055; Ne 18,
cr. 2488; Ne 27, c1. 4219; 2017, Ne 18, cT. 2663; Ne 31, cT. 4794).

12 perenme CoBera EBpasuiickolt SKOHOMHYECKOH KOMHCCHH OT 3 HOAGpA 2016 r. Ne 78 «O TlpaBunax peructpanvu
H JKCHEpPTH3bl JICKAPCTBEHHBIX CPEACTB JUII MEIVLMHCKOr0 MPAMCHEHHA) (odymansHelil calfiT Espasuiickoro
3KOHOMHYECKOTO COF03a http://www.eaeunion.org/, 21 Hoabps 2016 r.). Crates 13 QenepaipHOro 3akoHa oT 12 ampesns
2010 r. Ne 61-®3 «O6 ofbpamenHvs JEKapCTBEHHBIX CPEACTB JUIA MEMHMIMHCKOro NpUMEHCHHA» (Cobpanue
3aKoHOaTebcTBa Poccuiickoit denepaumu, 2010, Ne 16, cT. 1815; 2015, Ne 29, cT. 4367; 2018, Ne 24, c1. 3407).
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10. PenenTypHsiii 61ank dopmbl Ne 148-1/y-88 odopmitsiercs npu Ha3HAYCHAH:

1) HapKOTHYECKHX U ICHXOTPONHBIX JIEKAPCTBCHHBIX IIPENapaTroB CIHCKA I
[lepeunss B BHAC TPAHCAEPMANBHBIX TEPANCBTUYECKHX CUCTEM, HAPKOTHICCKHX
neKkapcTBeHHBIX mpemapaToB comcka Il Ilepeuns, cojepXkamux HAPKOTHIECKOS
CpEICTBO B COYETAaHHH C AHTarOHUCTOM OIMOMAHBIX PENENTOPOB, MCUXOTPOIHBIX
JNeKapCTBEHHBIX npernapaToB cnucka I [Tepedns;

2) NexapcTBEHHBIX MpeIapaToB, OONANaOIMX aHAOONNIECKOH aKTHBHOCTEBIO
(B COOTBETCTBUH C OCHOBHBIM (DapMaKOIOTMYECKMM JEHCTBHEM) M OTHOCAUIMXCS
0 AaHATOMO-TEPAIeBTHYECKO-XUMUYIECKOH  KIacCHQUKaluh, PEKOMEHIOBaHHOH
BceMupHO# opraHdsaryeil 31paBooXpaHeHus (majiee — ATX)"B, x anaGonuueckuM

crepougaM (xox Al4A) (nmanee — JIeKapCTBCHHBIC IPENapaTl, obnajaromye
aHaBGONMYECKOM AKTUBHOCTBIO B COOTBETCTBHH C OCHOBHBIM (apMakOJIOTHYECKHM
HNeHCTBHEM);

3) 7eKapCTBEHHBIX NpETapaToB, YKAa3aHHBIX B TyHkTe 5 llopsaka OTITycka
(QU3MYECKAM JIMIaM JIEKapPCTBEHHBIX IPENaparoB M MEIUIMHCKOTO NMPUMEHCHUS,
colepKallliX KpOMe MAallBIX KOJHYECTB HAPKOTHYECKHUX CpPEJCTB, IICHXOTPOMHBIX
BEIIeCTB M HX MPEKypCcOopoB Ipyrue (apMaKoJOrHuecKre aKTUBHBIE BEIIECTBA,
YTBEPXKAECHHOTO IpHKa3oM MHUHHCTEPCTBA 3[PaBOOXPAHEHMSA M COLUANBHOTO
passutus Poccuiickoit ®enepanun ot 17 mas 2012 r. Ne 562u'* (manee — Ilopsimox
OTIyCKa JIEKAPCTBEHHBIX IIPENapaToB);

4) NeKapCTBEHHBIX IIPENapaToB MHIUBUIYAIBHOTO U3TOTOBICHHMS, COAEPXKAIINX
HapKOTHYECKOE CPEICTBO M IICHXOTPONHOE BemecTso crucka I 1lepedns, u npyrue
(hapMaKoNOTMUeCKye aKTHBHBIE BEIIECTBA B JI03€, HE IPEBBIAIOMIEH BBICIIYIO
pa3OBYI0 03y, W IIPH YCIOBHH, YTO 3TOT KOMOMHHPOBaHHBIA JIeKapCTBCHHbIH
pemapar He SBISETCS HAapKOTHYECKUM WM ICHXOTPOIHBIM  JIEKAPCTBEHHBIM
npenaparoM ciucka II Ilepeuns,

5) JNeKapCTBEHHBIX IIPENapaToB, MOIEKALIMX IIPEAMETHO-KOIMIECTBEHHOMY
y4eTy, He IEPeYMCIICHHBIX B MONYHKTaX 1-4 HaCTOAIIEro MyHKTa (33 HCKIIOYEHHEM
JIeKapCTBEHHBIX MPENapaToB, OTIYCKaeMBIX 6e3 pelenta).

11. Penentypusi  Omamk  ¢opmsr  Ne  148-1/y-04 (1)  odopmusercs
IpH Ha3HAYEHWH JICKapCTBEHHBIX MpENaparoB TpaXaaHaM, HMMEIOLMM IpaBo
Ha OeclIaTHOE IMOJy4YeHHEe JIEKapCTBEHHBIX IPEmaparoB HIU  IOIy4YeHHE
JIEKAPCTBEHHBIX [IPETIapaToB CO CKUIKOM.

12. Penentypusiii 6mank ¢popMer Ne 107-1/y odpopmitsiercs ipH Ha3HAYCHUM:

1) nexapcTBEHHBIX IIpenapaToB, yKasaHHRIX B HyHkre 4 Ilopsanka oTmycka
JIEKapCTBEHHBIX PEIapaToB;

2) NeKapcTBEHHBIX MPENapaToB, He YKa3aHHBIX B MyHKTax 9-11 Hacrosmero

13 Crates 18 ®enepansHoro 3akona or 12 ampensa 2010 1. Ne 61-®3 «O6 obpamieHuH JIEKapCTBEHHBIX CPEACTB AIA
MeIMIMHCKOTO mpuMeneHus» (CoOpaHHe 3aKOHOIATENbCTBA Poccuitckoit ®enepanuy, 2010, Ne 16, cr. 1815; 2014,
Ne 52, ct. 7540).

14 3aperucTpUpoBaH MUHHCTEPCTBOM IocThlMM Poccniickol Penepanuu 1 wons 2012 r., perucTpauMOHHEIHA
Ne 24438, ¢ M3MCHCHHAMM, BHECCHHBIMH TNpHKasaMM MUHHCTEPCTBA 3[paBOOXPAHCHHUS Poccuiickoit Denepaiuu
or 10 mons 2013 r. Ne 369H (3aperucTpuposaH MuHHCTepCTBOM focTuumu Poccuiickodt denepanyy 15 mons
2013 r., perucrpauonHsiit Ne 29064), ot 21 aprycra 2014 r. Ne 465H (3aperucTprpoBaH MUHHCTEPCTBOM HOCTHIIHN
Poccuiickoit ®enepamn 10 centsabps 2014 r., perucrpamponnsiii Ne 34024), ot 10 centabpa 2015 r. Ne 634u
(3aperucTpupoBaH MuHHCTEPCTBOM KoCcTHUMH Poccuifckoil Denepainy 30 cenrsbps 2015 r., perucTPalMOHHBLHA
Ne 39063), ot 31 oktsa6ps 2017 r. Ne 882H (3apermcTpupoBaH MHHHCTEPCTBOM IOCTHLHY Poccuiickoii Denepanvin
9 supaps 2018 r., perucrpanuonnbii Ne 49561).




Iopsnaxa.

13.7lpy  Ha3HaueHMM JIEKAPCTBEHHOrO  Mperapara  HHIUBHIYaJIbHOIO
M3rOTOBNEGHHS B perienTe Ha OymMaxkHoM Hocutene H (Wwik) penente B (opme
5JEKTPOHHOTO JOKYMEHTa HaMEHOBAHHMS JIEKAPCTBEHHBIX IPENapaToB, BKIIOUSHHBIX
B IepeueHb JIEKApPCTBEHHBIX CPEACTB I  MEIMIMHCKOrO  IPHMCHEHMS,
[O/UIEXKAINUX TPEIMETHO-KOJIUIECTBEHHOMY YdeTy ° (mamee — JIeKapCTBEHHBIE
Tpenaparhl, BKIoYeHHbIe B Tepedens IIKY), ykassiBaoTcs B Hayase pelenTa, 3aTeM —
BCE OCTaJIbHbIE UHIPEIUEHTEI.

14. TIpu Ha3HayeHHM JIEKApCTBEHHOrO Ipemapara B pelente Ha OyMaXXHOM
HocuTene M (wim) pelente B (opMe DSIEKTPOHHOIO TOKYMEHTa 3alpellacTcs
IPEBHIIATH KOJMMYECTBO HAPKOTHYECKMX CPEACTB HIIM IICHXOTPONHBIX BEIIECTB,
KOTOpPOE MOXKET OBITh BBINUCAHO B OJHOM DELEINTE, YCTAHOBIECHHOE NMPHIIOKCHHEM
Ne 1 x HactosmeMy IlopsaKy, 3a MCKIIOYEHHEM CIIy4aeB, YKa3aHHBIX B MyHKTax 16
u 25 "actosero Ilopsiaxka.

15. [Ipy HasHavyeHWH JIEKAPCTBEHHBIX NPENaparoB, BKIIOYCHHBIX B INEPEUCHb
[IKY, mo3a KOTOPBIX HpEBBIIAET BBICIIMI OJHOKPATHBIA IPHEM, MEIUIUHCKUH
paGoTHUK 00O3Ha4YaeT Jo3y JITOr0 JIEKAPCTBEHHOro Iperapata B PEHenTe
Ha OyMa)XHOM HOCHTeJe IPOIHUCHIO C MPOCTABJEHMEM BOCKJIMLIATEIBHOIO 3HaKa
¥ (MIH) DpOCTABISET BOCKIMLATENBHBINA 3HAK IIpHM Oo(QOpMIIEHHM penenta B Gopme
9JIEKTPOHHOTO TOKYMEHTA.

16. KonuyecTBO Ha3HAYeHHBIX JIEKAPCTBEHHBIX IIPEMaparoB, BKIIOYEHHBIX
B nepeueHs [TKY, npu okasaHHH NalleHTaM, HYKIAIOIUMCs B JUIUTENILHOM JIEYEHHH,
TIEpPBUYHON MEUKO-CAHUTApHOH MOMOIM M HaJUTHATUBHON MENULMHCKOH ITOMOIIH
MOXXEeT OBITh yBelHueHO He Oojee 4eM B 2 pas3a II0 CPaBHEHHIO C KOJIHYCCTBOM
HAPKOTHYECKUX CPENCTB MM I[ICHXOTPOIHBIX BEINECTB, KOTOPOE MOXKET OBITh
BBINICAHO B OJHOM pELENTe, YCTAHOBIEHHBIM IpunoxenueM Ne 1 Kk HacrosmeMy
ITopsanaxy.

B ciywasx, mpeXyCMOTPEHHBIX a03aleM MEepBBIM HACTOSAINETO ITYHKTa,
Ha pelenTax Ha GyMaXHOM HOCHTeNe Npou3BoAMTCs Hammuch «llo cnenmanbHOMY
HA3HAYEHWIO», OTHENBHO 3aBEPEHHAs [OJMICHI0  MEIUIUHCKOro paboTHHKA
M NeYarbi0 MeIULUHCKOH opraHusaumuu «Jlisi pelientoB», Ha penentax B Qopme
3JeKTPOHHOTO JOKYMEHTa Ipou3BoAuTcsa oTMeTKa «Ilo crenuaabHOMY Ha3HAIEHHUIO)
C IIPOCTaBIEHWEM YCHJIEHHOM KBaIM(MIMPOBAHHOH  OJNEKTPOHHOH  NOJNMCH
MeJUITUHCKOTO pabOTHUKA.

17. CocTaB JIeKapCTBEHHOTO IpeInapara, jJekapcTBeHHas ¢opma v obpalieHue
MeIUIIMHCKOTO paboTHMKa K (apmaneBTHiecKoMy pabOTHMKY 00 ormycke
JIEKapCTBEHHOI'0 IMpenapara OQOpPMIAIOTCA Ha JIATHHCKOM S3BIKE B POJAMUTEBHOM
najiexe.

15 [Tpuxas MunucTepcTBa 34pasooxpanenus Poccutickoit dexepaumn ot 22 anpens 2014 r. Ne 1831 «O0 yTBEpXKACHHH
TIepEyHs JIEKAPCTBEHHBIX CPEACTB LIS MEAMLMHCKOTO MPUMEHeHHs, IO/NEKAMX MPEAMETHO-KOIMIECTBCHHOMY yHETY)
(3aperncTpuposan MunucTepcTBoM ocTHImM Poccuiickoit @enepanmu 22 mons 2014 r., peructpaunonHsii Ne 33210),
¢ M3MEHEHHAMY, BHECSHHBIMH NPHKA3aMH MEHHCTepCTBa 3apaBooxpaneHms Poccutickolt denepawyu oT 10 ceHTAOpA
2015 r. Ne 634u (3aperncTpupoBad MunuctepctsoM locTaumn Poccniickoit ®enepampm 30 centabpa 2015 r.,
peructpauuonHstii Ne 39063), ot 31 oxTabpst 2017 r. Ne 882# (3aperncTpuposan MHHHACTEPCTBOM I0CTHINHK Poccuiickoi
deneparu 9 smBaps 2018 r., peructpaimonHsiii Ne 49561), ot 5 anpens 2018 r. Ne 149H (3aperucTpHpoBaH
MuHucTepcTBOM KocTHIMK Poccuiickoit ®enepaumn 3 mas 2018 r., perncTpalyoBHbIA Ne 50961), ot 27 mona 2018 r.
Ne 4711 (3aperucTpupoBad MuHucTepcTBOM focTHIMH Poccuiickoit Genepaiun 14 aBrycra 2018 r., perucTpalliOHHBIA
No 51885).
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IIpy oQOopMIEHHH pEUEeNTypHbIX OJaHKOB JONYCKAeTCs MCMOIB30BaHue
cokparienuit (mpunoxenue Ne 2 K HaCTOSIIEMY Iopsinky).

IIpy HasHAYEeHHH JEKapCTBEHHOIO MpenapaTa HE JOMYCKAeTCs COKPAINCHHE
6IM3KUX 110 HAMMEHOBAHHSM HHIPEJMEHTOB, COCTABJIMIONIMX JIEKAapCTBCHHBIH
TpenapaT, He MO3BOJIIOMMX YCTAHOBHUTH, KaKOH HMEHHO JIEKapCTBEHHEIM Iperapar
Ha3Ha4EH.

18. Coco6  NpHMeHeHHs  JIeKapCTBEHHOTO  TIpemapara  0003HadTaeTcs
C yKa3aHWEM J03bl, 4YacTOTBl, BpeMEHM IpHeMa OTHOCHTENBHO CHA (yTpOoMm,
Ha HOYB) M €ro JUIUTENBHOCTH, @ JUIi  JIeKApCTBEHHBIX  IPCNapaTos,
B3aMMOJIEHCTBYIOMHEX C MHLIEH, — BpeMeHH UX YHOTpeOIeHHs OTHOCHTENbHO NpHueMa
U (10 e/Ibl, BO BpeMs €Ibl, ITOCIIE €IBI).

19.Tlpn HeOOXOMMMOCTH HEMEAJIEHHOTO HJIM CPOYHOro (B TeueHHE IBYX
pabounx [He#) OTIyCKa JIEKapCTBCHHOIrO Mpenapara NalueHTy B BepXHell 4acTu
pelenTa Ha 6YMaXHOM HOCHTeNe MPOCTaBIAIOTCA 0003HAYEHUS «Citoy (CPOYHO) UIIH
«statim» (HeMeJIeHHO). AHATOTMYHbIE 0003HAYEHHs TIPOCTABIIAIOTCS B BUIE OTMETOK
1ipx o)OpMIIEHHH pelieniTa B popMe 3IeKTPOHHOTO NOKYMCHTA.

20.TIpa odopmieHHHM Ha3HAYEHHs TOTOBOTO JICKAPCTBEHHOIO Iperapara
B pelleriTe Ha GyMaXHOM HOCHTENE MU peuente B popme 3IeKTPOHHOTO JOKyMEHTa
KOJIMYECTBO AEHCTBYIOIIUX BEIECTB YKa3hIBaeTCsl B COOTBETCTBUM C HHCTPYKIMEH
10 MEIUITMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO Mperapara.

TIpu odhopMmiIeHHH Ha3HAYEHMs JIEKapPCTBEHHOIO Nperapara WHAUBHUIYalbHOTO
M3rOTOBJICHUS B pellente Ha OyMaXHOM HOCHUTeNle MM pEIenTe B dopme
3EKTPOHHOTO JOKYMEHTAa KOJIMYECTBO TBEPABIX M CBINYYIHX (apMarieBTHIECKUX
cyOcTaHIUi yKa3bIBaeTCsl B rpaMMax (0,001; 0,5; 1,0), *xuaxkux — B MHJUIMIATPAX,
rpaMmax ¥ Karliix.

21. PeuenTsl Ha OyMa)KHOM HOCHTENE, B (POpMe IIEKTPOHHOTO NOKYMEHTA,
o(hOpMIIEHHBIE HA PelenTypHoM Gnanke hpopmbr Ne 148-1/y-88 u mpenHasHauyeHHbIE
U1 OTIYCKAa JEKapCTBCHHBIX MPENaparoB, HPeIyCMOTPEHHBIX MOMIyHKTaMK 2-5
nyrkra 10 HacTosIIero Iopsinka, AeHCTBUTENBHBI B TEYCHHUE 15 nHet co nOHA
odhopmuenus.

22. Penenthl Ha GyMaxHOM HocHTejle, B (opMe dIeKTPOHHOrO NOKYMCHTa,
ohOpMIIEHHBIE Ha PELENTYPHOM OJatke GOpMBI No148-1/y-04 (;1) u npeaHa3HAYCHHBIS
JUIL OTIyCKa JIEKApCTBEHHBIX IIPENapaToB IpaxiaHaM, YKa3aHHBIM B ITYHKTE 11
nacrosero ITopsnka, neiicTBrTeNbHEI B TedeHue 30 HEH co THA odopmIieHus.

23. PenienTsl Ha OyMaXXHOM HOCHTele, B (OopMe IJEKTPOHHOIO HOKYMCHTa,
oQOpMIIEHHEIE Ha pelentypHoMm OnaHke —(OPMEI Ne 148-1/y-04 (m) w
TpeHa3HAYeHHbIE VIS OTITyCKa JIEKapPCTBEHHBIX IPENapaToB rpax/jaiaM, JOCTUIIIIM
IEHCHOHHOTO BO3pAacTa, WHBAIUJAAM MEPBOA IPYIIBI, JSTAM-HHBAIHIAM, a TaKKe
rpaXaaHaM, CTPajialioliiM  XPOHHYECKHUMHU 3a00NeBaHUAMM,  TPEOYIOIUIMH
JUTATEIBHOTO KypPCOBOTO JICUEHHMs, JIEWCTBUTEIbHBI B TEUCHUC 90 nHel co HOHA
oopmIieHus.

Jlns TedeHMs XPOHHYECKHX 3a00seBaHui yKa3aHHBIM KATCTOPHAM IpaX/aH
JIeKapCTBEHHbIE TperapaThl ¢ O(QOpMICHHEM pENENTOB Ha OyMaXHOM HOCHTENE
WIA penentoB B (opMe SIEKTPOHHOrO JOKYMEHTa MOIyT Ha3HaJaThCA Ha Kype
neuyenus Ao 90 qHEH.

24, Pererrtbl Ha OGyMakKHOM HocHTene, B (opMe SIEKTPOHHOIO NOKYyMEHTa,
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odopMIleHHbIe HA pelienTypHOM Onanke Gopmsel Ne 107-1/y 1 mpeaHasHaYeHHbBIS IS
OTIIyCKa JIEKAPCTBEHHBIX IMPENapaToB, MPELyCMOTPEHHBIX ITYHKTOM 12 HACTOSIIETO
Ilopsifika, NEACTBUTENBHBI B TCUEHHE 60 nHeii co THA 0pOpMICHHUS.

[Ipy Ha3HAYEHWW TOTOBHIX JIEKAPCTBEHHBIX IPENApaTOB H JIEKAPCTBEHHBIX
NpEnaparoB HMHIWBUAYAJILHOTO W3rOTOBJICHHS IAlMEHTaM C  3a0O0JIeBaHUsIMH,
TpeOYIOIUMH JJIUTETBHOTO KypCOBOTO JiedeHHs, ¢ O(QOPMIIEHHEM Ha pELEeNTypHOM
6nanke Qopmer Ne 107-1/y peuenta Ha OymMakHOM HocuTelle HIM B (opme
JJIEKTPOHHOTO JOKYMEHTa yCTAaHABIMBAeTCA CPOK JCHCTBHA pelenTa B IpeAenax
10 OIHOTO KaJIEHIApPHOTO TOAa.

B citydae ycTaHOBJIEHHS CpoKa JIeMCTBHUS pelelTa B NpeAenax A0 OAHOro roja
B pelLienTe NpocTaBnseTca oTMeTKa «Ilo creruanbHOMy Ha3HAaueHHIO», 0003Ha4aeTCs
CPOK JelCTBHS pellenTa W TNEPUOJUYHOCTh OTIYCKAa JIEKAPCTBEHHBIX IIpenapaToB
U3 anTeyHOW OpraHM3alvd WIH WHIVBHIYalbHBIM IpPEANPHHUMATENCM, UMEIOIUM
JIMIEH3MI0 Ha (DapMaleBTUUECKYIO IEATENBHOCTH ' (eXXeHeIeNbHO, €XEMECSYHO U
WHEBIE TIepHOMBI). JIOMOMHUTENFHO 3TO yKa3aHHE 3aBEPAETCSA MOAMUCHIO U IEUATHIO
MEIULMHCKOro paboTHHKA, a Takke IIedaTblo MEJHMIMHCKOW OpraHu3aliy
«Jlns pemenToB» (OMa peuenta Ha OyMaXHOM HOCHTENE) WM YCHJICHHOH
KBAMH(HUIMPOBAHHON 3JIEKTPOHHOM MOANMCHIO MEIUIHMHCKOTO paboTHUKa M IHMIIA,
YIIOJHOMOYEHHOIO 3aBEPATh [OKYMEHTHl OT HMMEHH MEIULMHCKON OpraHH3aluu
(7151 penenta B popMe 3NEKTPOHHOTO TOKYMEHTA).

25. Penenthl Ha NPOU3BOAHBIE GapOHTYypOBOH KHCIOTHI, KOMOHHHPOBAHHBIE
JleKapCTBEHHbIE ~ IIpeNapaThl,  COAepXaliHe KojewH (ero  CONM),  HHBIE
KOMOMHUpOBAHHBIE  JIEKAPCTBEHHBIE  IpENaparsl, MOAJEKAMHKE  MPEAMETHO-
KOJIMIECTBEHHOMY Y4eTy, JTeKapCTBeHHBIE TIpenaparsl, o0nanaomue aHaboIniecKoH
AKTHBHOCTBIO B COOTBETCTBUM C OCHOBHBIM (papMaKOJNOTHYECKUM JCHCTBUEM,
JUIS NIeYeHWs TALMEHTOB C XPOHMYECKMMH 3a00JeBaHMSMH MOTYT OQOPMIATECS
Ha Kypc JiedeHus 10 60 gHen.

B maHHBIX ciIy4asX B pelenTax Ha OyMaXHOM HOCHTeJIe IPOU3BOIUTCS HAIIUCh
«Ilo cmenuanpHOMY  Ha3HAUEHWIO», 3aBEPEHHAs TOANHMCHIO  MEIUIMHCKOTO
pabOTHMKA M T€4aThi0 MEMULMHCKOH opraHusamuy «JUis peuenToBy, pererrax
B (OpMe SIEKTPOHHOTO JOKyMeHTa MNpoM3BOAMTCS OTMeTKa «llo cmenuanbHOMY
HA3HAYECHUIO», C POCTABIEHHEM YCHICHHOH KBalM(pUUUPOBAHHOM 3JIEKTPOHHOM
IOAMUACH MEAULMHCKOTO pabOTHUKA W JIHLA, YIOJTHOMOYSHHOIO 3aBEPATH JOKYMCHTBI
OT UMEHHM MEIUIIMHCKON OpraHu3aIii.

26. PemenT Ha OyMaXXHOM HOCHTeNe, B (opMe 3JIEKTPOHHOIO IOKYMEHTa,
o(OPMIIEHHEBIH ¢ HApyIIEHHEM YCTaHOBIEHHBIX HacTosmuM llopsakom TpeOOBaHUH,
CUYMTAETCS HEJEHCTBUTEIBHEIM.

16 TTyakt 47 wactn 1 cTaren 12 DenepalbHOrO 3aKOHA OT 4 mas 2011 r. Ne 99-03 «O auiEeH3HPOBAaHUMN OTACJIBHBIX
pugoB gesrensHocTH» (CoOpaHHE 3aKOHOMATENbCTBA Poccuiickoit Peneparuy, 2011, Ne 19, c1. 2716; 2012, Ne 31,
cT. 4322; 2013, Ne 9, ct. 874; Ne 27, c1. 3477; 2014, Ne 30, ct. 4256; Ne 42, ¢t. 5615; 2015, Ne 1, ct. 11; Ne 29, cr. 4342;
Ne 44, ct. 6047;2016, Ne 1, 1. 51; 2018, Ne 31, ct. 4838; Ne 32, c1. 5116; Ne 45, ct. 6841; Ne 53, ct. 8424).




11. HazHaueHwe JIeKapCTBEHHBIX NIPETIapaToB NpX OKa3aHWUU
MeETUIITHCKOM ITOMOIIH B CTAI{HOHAPHBIX YCIOBHAX

27.TIpy oOKa3aHWM IAIMEHTY MEJVIUHCKON IIOMOIM B CTAalHMOHAPHBLIX
YCIOBUSIX Ha3HaYeHHE JIEKapPCTBEHHBIX MPENapaToB IPOM3BOAUTCA 6e3 odopmieHHS
pellenTa MEJUUMHCKIM PabOTHHKOM IMHONHMYHO, 33 HCKIIOYEHHEM  CIly4acs,
yKa3aHHBIX B IyHKTe 28 Hacrosuero ITopska.

28. CorlacoBanyie Ha3HAYEeHHs JIEKAPCTBEHHBIX IIPEMapaToB C 3aBEIYyIOLINM
OTHENeHHEM WM OTBETCTBEHHBIM JAEKYPHBIM BpadoM IHOO JPYTUM JIMLOM,
YIIONHOMOYEHHBIM ~ NPHMKa30M IJIABHOTO  Bpada MEIVIMHCKON  OpraHM3alluy,
a TaKKe, NP HATHYMH, C BPA4OM — KIMHMYECKUM (PapMaKojiorom Heo0X0AUMO
B CIIy4asx:

1) OIHOBPEMEHHOTrO HA3HAYEHHs NATH K Ooljiee JICKApCTBEHHBIX IPENapaTos
OJHOMY MaLIMEHTY;

2) Ha3HA4YCHH JIEKapCTBEHHBIX npenaparos, HE BXOASAIINX
B [IepedeHb KU3HEHHO HEOOXONMMBIX ¥ BKHEHIIMX JIEKapCTBCHHBIX npenapatos'’,
IpM HETMIIMYHOM TEYCHHWH 3a0ONeBaHMs, HAIAIAHA OCJIOKHEHHU# OCHOBHOI'O
3aGoneBanus W (WIM)  CONMYTICTBYIOIMX  3a0oneBaHMM, MpH  Ha3HAYCHUH
JIEKapCTBEHHBIX TPENapaToB, OCOOEHHOCTH B3aMMOJICHCTBHMA M  COBMECTHMOCTH
KOTOPBIX COTJACHO HHCTPYKIHAM IO HMX MNPMMEHEHHIO MPUBOIAT K CHIKCHHIO
5(GeKTUBHOCTH ¥ Oe30TIaCHOCTH (papMaKoTepanuy 1 (u¥) CO3aIOT MOTEHIUATIBHYIO
OIMMacHOCTH VIS KM3HU U 30POBbs ITAIIUEHTA.

B yka3aHHBIX CITydasX Ha3sHaueHHe JICKaPCTBEHHBIX IIPENapaToB buKcupyercs
B MEIHMIMHCKON JOKYMEHTAlUM NallMEHTa W 3aBepsAeTcs MOAMUCHI0 MEIMIHHCKOrOo
paGOTHHKA W 3aBefyIOIIero OTAeNeHHeM (OTBETCTBEHHOIO ASKYPHOTO Bpata MM
JPYTOTo YIOTHOMOYEHHOTO JIALA).

29. MeqUIMHCKANA pabOTHAK MEIMIIMHCKOW OpraHM3aluu (ee CTPYKTYpPHOTO
TOpa3/ieieHus), PacIONOKEHHON B CEIbCKOM HACENECHHOM IIyHKTE, OCYIIECTBIACT
Ha3HAuYeHHE JEKapCTBEHHBIX NPENapaToB B CIydasx, yKasaHHBIX B ITyHKTaX 28 u 30
Hacrosuero ITopsaka, eJUHOINIHO.

30.Tlo pemenuio BpaueOHOM KOMHCCHM IMalMEHTaM Ipd  OKasaHUH
MM MEIHMIMHCKOH IIOMOIIHM B CTAIIOHAPHBIX YCJIOBUAX HAa3HAYAIOTCS JCKAPCTBCHHBIC
Tpenaparsl, He BKIIOYEHHBIC B MEPEUCHL JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIUX
JIEKApCTBEHHBIX IIPENapaToB, B Clydae HX 3aMCHBl M3-3a UHIUBUYaJIbHOM
HETEPEHOCHMOCTH, 10 XU3HEHHBIM NTOKa3aHUSM.

Pemerne BpadeOHON KOMHCCHM (QUKCHpYeTCS B MEIUIMHCKON NOKyMEHTalUN
aIMeHTa ¥ )XypHaJie BpadeOHON KOMUCCHH.

31.B cmydasx ofciefoBaHhs W JIEYCHHA TIPaXJaHMHA B CTAllMOHAPHBIX
YCIOBHSX B paMKaxX NpPEeNOCTaBICHHA MEIMUMHCKHX yCIyr Ha BO3ME3JTHOA OCHOBE
33 CYET JMYHBIX CPEJCTB IPaXKIaH, CPEICTB FOPUIMYECKHX JIMI, M HHBIX CPCACTB
HA OCHOBAHWH XOTOBOpA, B TOM HYHCIE JIOOBOpa HOOPOBOJIBHOIO MEIHULMHCKOTO

17 Mynxt 1 cTateu 60 ®eaepasbHOro 3aKOHA OT 12 anpens 2010 r. Ne 61-®3 «OG6 obparueHnH JEKapCTBEHHBIX CPEACTE)
(CobOpanue 3aKOHOIATENBCTBA Poccuiickoit denepammn, 2010, Ne 16, cr. 1815; 2012, Ne 26, ct. 3446; 2014, Ne 52,
cT. 7540).




