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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,



8

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).
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CTpaxoBaHHUA 13 , €My MOIyT OBITh Ha3HA4YCHBI JIEKapCTBCHHBIC TMIpeIaparhl, HE
BXOJAIIME B II€PCUYCHBb >XXU3HCHHO HCO6XO,I[I/IMI>IX A BaXHEHIINX JICKAPCTBCHHBIX
npenaparoB, €CJIH HX Ha3zHaueHue H NPHUMCHCHHE 06yCJIOBJ'I€HO MEeIULMHCKUMHA

MOoKa3aHUuAMU.

I11. Hasnauenue JeKapCTBEHHBIX NIPENAapaToB
TIpY OKa3aHUH NEPBUYHOH MEUKO-CAaHUTapHON ITOMOIIIH, CKOpo#t
MeTHUIIMHCKO} MMOMOIIM ¥ AJUTHaTHBHON MEIMIMHCKOM IIOMOIIH

32. Tlpu oka3aHHM MEPBUYHON MEJMKO-CAHHTApHOH NOMOIIH H HaJJTHATUBHOM
MEIUIIMHCKON TIOMOIIKM B aMOYJNaTOPHBIX YCJIOBHMSX Ha3HauYeHHE JIEKapCTBEHHBIX
TPeNapaToB OCYLIECTBIACTCA MEMHIMHCKAM DabOTHHKOM B CIydasx THIHIHOrO
TeueHHs 3a00IeBAHHS TAIIEHTA UCXOMIA U3 TSDKECTH M XapaKkTepa 3a0oieBaHus.

33. HasHaueHwe JIEKAPCTBEHHBIX MpENaparoB IO PEIIEHHIO BpaueOHOH
KOMUCCHH IPH OKA3aHHH MEPBUYHON MENMKO-CAHMTapHOH MOMOIY, NaJLIHaTHBHOH
MeTALIMHCKOM MOMOIIY B aMOYJIaTOPHBIX YCJIOBHAX IPOU3BOJAUTCS B CIIydasX:

1) OTHOBpPEMEHHOTO  Ha3HAYEHHMA OJHOMY MAalUEHTy IIATH H Gonee
JIEKAPCTBEHHBIX [PENapaToB B TeYeHHEe OJHUX CYTOK MIIM CBBIMIC JECATH
Ha¥MEHOBaHUH B TEUEHUE OJTHOTO MECALIA;

2) Ha3HAYEHWs JIEKAPCTBEHHBIX IMPEMNapaToB IPH HETUNWYHOM TEUCHUH
3a60/eBaHMs, HAIMYAHA  OCJIOKHEHHMH OCHOBHOro 3afonepanmus u  (WiH)
COIYTCTBYIOIIMX 3a0oyeBaHMii, Np¥ Ha3HAYCHWH JIEKapCTBEHHBIX IPCTapaTos,
0COOEHHOCTH B3aMMOJIEHCTBHA W COBMECTHUMOCTH KOTOPBIX COTJIACHO HMHCTPYKIHUAM
110 ¥X IPUMEHEHHIO IPHBOSAT K CHIDKEHHIO 3((QEKTHBHOCTH 1 6E30MaCHOCTH JICIEHMS
manpesTa ¥ (WIH) CO3MAI0T IOTEHLHMANbHYIO ONACHOCTH Ui XM3HM W 310POBBA
HAIeHTa;

3) nepBUYHOr0 Ha3HAYeHWs MAlMEeHTy HApKOTHYECKUX M TICHXOTPOIHAIX
nexapcTBeHHBIX npemaparoB cmuckoB Il u III Ilepeuns (B cimyuae IIPHHATHSA
PYKOBOAWTEJIEM  MEIMIMHCKON  OpraHu3aluM  peleHds O HEeoOXOUMOCTH
COIIacOBAHMS HA3HAYEHHS TAKHX JIEKAPCTBEHHBIX IpernapaToB ¢ BpaueOHOH
KOMHMCCHEH).

34. TIoBTOpHOE Ha3HAYEHUE HAPKOTHYECKHUX H ICHXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB cnuckoB II u III Ilepeuns NpoM3BOAUTCS MeTULHHCKAM pabOTHUKOM
CaMOCTOSTEIBHO TAMEHTaM C BHIPAXKEHHBIM OOJNEBBIM CHHIAPOMOM JIF00Or0 reHesa,
HapyLIEHWEM CHA, CYAOPOXHBIMH COCTOSHHAMHM, TPEBOXKHBIMH paccTpoiicTBaMH,
(Oo6HAMH, IICHXOMOTOPHEIM BO30YKACHUEM.

35. Tlpu oKa3zaHHM CKOPOH MEIMIIMHCKON NMOMOIIM JIEKApCTBEHHbIC IIperapaThl
HA3HAYAIOTCH MEIMIMHCKUM PaGOTHMKOM BBIE3[HOM GPHUrajbl CKOPOH MEXULHHCKOH
[IOMOIIY, MEIWIMHCKAM pPa0OTHHUKOM MEAMIIMHCKON OpraHu3ally NP OKa3aHUH
MEIMIMHCKOM TOMOINY TIpaXJaHaM Ipu 3aboneBaHUAX, HECHACTHBIX ClydasX,
TpaBMaX, OTPABNEHHSIX U JIPYTHX COCTOSHHAX, TPEOYIOMHX CPOYHOIrO MEIUIHHCKOTO
BMEIIaTeNbCTBA.

18 [Toctanosnerne [Ipasurensctsa Poccuiickolt Penepaunn ot 4 oxradpa 2012 r. Ne 1006 «O6 ytsepxaeHuH TIpaBui
NPENOCTABEHHsS MEIMUMHCKUMH OPTaHW3alMAMH TIATHBIX MEJHUUMHCKMX YCIyr» (Cofpanne 3aKOHOIATE/LCTBA
Poccniickoit ®enepaumy, 2012, Ne 41, c1. 5628).
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IV. Ha3znaueHue JieKapCTBEHHBIX IIPENapaToB
rpaxkJiaHaM, HMEIOIIIM IIpaBo Ha OeCIIaTHOE MOy YeHHe
JIeKapCTBEHHBIX NPENapaToB WK MOJYyUYCHHE JIEKapCTBEHHbIX
IpenapaToB CO CKUAKOMN, IPH OKa3aHUH NEPBUYHON
MeINKO-CaHUTapHOM IMOMOIIH

36.1Ipn oKa3aHHH II€PBUYHOM MEIMKO-CAHUTAPHOH MOMOIIM Ha3HA4YECHHE
MeUIMHCKIM PaGOTHHKOM B COOTBETCTBHH CO CTaHIapTaMHU MEAMIIMHCKON nomomu'’
JIEKAapCTBEHHBIX ~ MPENapaToB, OTIYCKAaeMBIX OECIVIaTHO MM CO  CKHJKOH,
OCYIIECTRIsETCA Ha peuentypHom Omanke dopmsr Ne 148-1/y-04 (i) ¢ ywerom
pasBuTHs 3a0oieBaHMs, OCOOEHHOCTEH TEYCHHs OCHOBHOTO M COIYTCTBYIOIIEIO
3a00JIeBaHU CJIeTyIOIUM KaTeropusM IpaKaaH:

1) rpaxiaHaM, MMEIOLIUM TIPaBo Ha IONydYeHHe ToCyIapCTBEHHOM COLHANBHOM
moMol B BHJE Habopa COUUAIBHBIX YCIYI, B COOTBETCTBHM C II€pEYHEM
NEKApPCTBEHHBIX IMperapaToB Il MEIMIMHCKOrO TNPUMEHEHHsA, B TOM YHCIE
JEKapCTBEHHBIX MpenapaToB Uil MEOWIMHCKOro MPUMEHEHHH, Ha3sHa4YaeMbIX
II0 PELIEHHIO BpaueOHbIX KOMUCCHH MEIUIIMHCKIX oprauuszanuii®’;

2) munaM, OONbHBIM  remoGwided,, MyKOBHCIMIO30M, THIO(QU3apHBIM
HaHH3MOM, GoJie3HbI0 [ ollle, 3M0KaYeCTBEHHBIMU HOBOOOPa30BaHUAMH JTHMQOUTHOH,
KPOBETBOPHOM U POACTBEHHBIX MM TKaHEH, PAacCesHHBIM CKJICPO30M, I'€MOIMTHKO-
YPEMHYECKAM CHHAPOMOM, IOHOIIECKMM apTPUTOM C CHCTEMHBIM HavalloM,
mykomonucaxapunosoM I, Il u VI Tunos, i nocie TpaHCIUIaHTAllMH OPraHOB U (um)
TKaHe# B COOTBETCTBHM C IEpPEYHEM JIEKAPCTBEHHBIX INPEIApaToB, YTBCPXKAAEMBIM
INpaButenscTBOM Poccuiickoit (DenepaunHz‘.

3) rpaxmaHaMm, MMEIOIUM IPAaBO Ha IOJydYeHHe JICKApCTBEHHBIX IIPENaparoB
GecIUIaTHO MM HOJIyYEHHE JIEKAPCTBEHHBIX IIPENapaToB CO CKHIKOH 3a CYeT CPelCTB
6romKkeToB cyonekToB Poccmiickoit deneparuy, B COOTBETCTBHHU ¢ IlepedHeM rpymni
HaceleHUs M KaTeropuii 3aboiieBaHuii, Ipd aMOyJaTOPHOM JIEYE€HHUH KOTOPBIX
JNIEKapCTBEHHbIE CpEJCTBA W H3JIENUs MEIUIUHCKOrO Ha3HAYCHHUs OTIIyCKaIOTCH
1o perienTaM Bpaueil Gecruiatao, 1 [lepedHeM rpynn HaceleHus, Npu aMOyIIaTOPHOM
JIEYeHUH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIIYCKAIOTCA IO pelenTaM BpadeH
¢ 50-mpoueHTHON CKUAKOH CO CBOOOJHEIX II€H, YTBEPXKJCHHBIMH IOCTAHOBIICHUEM
ITpasutenscra Poccuiickoit Penepanuu ot 30 urosst 1994 r. Ne 890%2,

19 [Tynkr 4 acTu 1 cratsu 37 PenepanpHoro 3akona ot 21 Hoabps 2011 r. Ne 323-@3 «O6 ocHOBaxX OXpaHb! 3X0POBLA
rpaxnad B Poccuiickoit ®enepanmm» (Cobpanue 3akOHOAATENBCTBA Poccuiickoit ®enepauuu, 2011, Ne 48, c1. 6724
2018, Ne 53, ct. 8415).

20 Yaerp 2 crathl 6.2 PenepanbHoro 3akosa or 17 mons 1999 r. Ne 178-@3 «O rocyRapCTBEHHOM COUNAIbHOM
nomonm» (Cobpanue 3akoHogarenbcTsa Poccniickoit ®enepaumy, 1999, Ne 29, ct. 3699; 2009, Ne 30, ct. 3739; 2010,
Ne 50, ct. 6603; 2013, Ne 48, cT. 6165).

21 Yacrp 7 craThi 44 PenepansHOro 3akoHa ot 21 Hoa6ps 2011 r. Ne 323-@3 «O6 0CHOBaX OXPaHBI 310POBbA IPAKAAH
B Poccuitckoit Penepauum» (CobpaHue 3akoHOHaTeNbCTBa Poccuiickoit Penepaunmy, 2011, Ne 48, c1. 6724; 2013, Ne 48,
cr. 6165; 2016, Ne 18, cr. 2488; 2018, Ne 32, c1. 5092). _

22 Cobpanme 3akoHONATeNbCTBAa Poccuiickoit ®enepauny, 1994, Ne 15, ct. 1791; 1995, Ne 29, ct. 2806; 1998, Ne 1,
cT. 133, Ne 32, cr. 3917; 1999, Ne 14, cT. 1724, Ne 15, ct. 1824; 2000, Ne 39, ct. 3880; 2002, Ne 7, cr. 699.
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4) rpaxpmaHaMm, CTpafaloLM KU3HEYTPOXKAOIUMU U XPOHHYECKUMH
TNIPOTPECCUPYIOIMMH  peaKUMU  (OphaHHBIMH)  3a60/eBaHUIMH, IPUBOJSIIIUMH
K COKpaIICHUIO POAODKUTENBHOCTH XHM3HU IPAXKIAH M UX HHBATHJHOCTHS .

IIpu opopmnennu penenra Ha Granke dopmer No 148-1/y-04 (;1) Ha 6ymaxHOM
HOCHTeNe OPOPMIITIOTCS [(Ba SK3EMIUIAPA, OUH K3 KOTOPBIX OCTAae€TCA B ANTECYHOH
OpraHH3al|uK, BTOPOX — B MEIUIMHCKON MOKYMEHTALNY MAI[MEHTA.

37. TlpaBo Ha3HAYATk JIEKAPCTBEHHEIE NpenapaThl rpaxkiaHaM, KIMEIOLIUM [IPaBo
Ha OeCIUIATHOE IONyYeHWE JIeKAPCTBEHHBIX IpEenapaToB HIH  MOJy4YeHHE
JICKapCTBEHHBIX IPENapaToB CO CKMAKOM, TAKKE HMEIOT:

1) memunuuckue paborTuukm, paGoTaromme B MEIUIMHCKON OpraHu3alyy
TI0 COBMECTUTENLCTBY (B IIPEZIENaX CBOSH KOMIIETEHIUH);

2) MemuIUMHCKHE pPabOTHHUKH CTallMOHAPHBIX OPraHU3alUil COUATBHOTO
OOCIy)XMBaHUS @M HANMYHH JIMOEH3HH Ha OCYIIECTBIIEHHE MEIMLUHCKOM
AesTenbHOCTH 24, mpesycMaTpuBaomeli BbITONHEHHE pabot (okasaHue ycmyr) mo
OKa3aHUI0 NEPBUYHONW MENMKO-CAHHTAPHON IOMOLIA B aMOyJIaTOPHBIX YCIOBUIX
(HE3aBHCHMO OT BEJOMCTBEHHOI NPHHAAJICKHOCTH);

3) MemunMHCKHe paGOTHHKH MeIUIMHCKHX OpraHM3alui, OKa3bIBAIOLIX
HEPBUYHYI0 MEIUMKO-CAaHUTAPHYIO IIOMOIb, I10J(BEJOMCTBEHHEIX (e nepaibHEIM
OpraHaM HCHOJHUTENbHON BJIACTH WM OPraHaM HCIOMHUTENbHON BIACTH CyObeKTOB
Poccwuiickoii ®enepannm;

4) WHIWBMIyalbHBIE IIPeINPUHUMATENH, OCYLIECTBIISIOMKME MEAULUHCKYIO
ACATCIBHOCTE M BKIIOYEHHBIE B PEECTp  MEIUUMHCKAX  OpraHW3aIui,
OCYIICCTBIAIOINUX  NEATENBHOCTS B cepe  00S3aTENBHOrO  MeIMIMHCKOIO
CTpaxOBaHHS.

38.1lpn Ha3HAYEHUH JIEKAPCTBEHHEBIX IIPENapaTtoB TIpa)xIaHaM, HMEIOLIIM
IPaBO Ha OeCIUIATHOE IOJyYeHHe IeKAPCTBEHHBIX IpenapaToB WM MOJNy4YeHHE
JICKapCTBEHHBIX NPENapaToB CO CKUAKOH, B PELENTe yKa3blBaeTCs HOMEp TenegoHa,
0 KOTOPOMY pabOTHMK aNTe4HON OpraHM3aluH IpH  HEOOXOOMMOCTH MOXET
COracoBath ¢ MEAULMHCKUM PaGOTHHKOM 3aMeHY JIEKApCTBEHHOTO npemnapara.

39. HasHavyeHue HAPKOTHYECKUX H IICHXOTPOITHBIX JIEKAPCTBEHHEBIX IIPENapaToB
cnucka II Tlepeuns (3a wuckmroYeHHEM JCKapCTBEHHBIX IpenapaToB B BHJE
TPaHCICPMANBHBIX TEPANEBTHYECKUX CUCTEM, a TaKXKe JIEKApCTBEHHBIX IIpenaparos,
COACPXAINX HApKOTHYECKOE CPEACTBO B COMETAHHUH C AHTArOHHCTOM OIHOMIHBIX
PELENTOPOB)  rpaXkIaHaM, HMEIOWUM TNpaBO Ha  GeCIUIATHOE MOy YeHHE
JCKAPCTBCHHBIX  NPENApaTOB MM  NONYYEHHS JIEKApPCTBEHHBIX  IIPEIapaToB
CO CKMJKOH, OCYIIECTBISETCS HA PELENTypPHOM OJaHKe dopmer Ne 107/y-HII,

3 TlocraHOBNEHHe IlpaBurensctea Poccuiickoit Denepammn ot 26 anpenst 2012 r. Ne 403 «O mopsake BepeHus
DeepalibHOTO PETHCTPa JIHL, CTPAAOIUX KU3HCYTPOIKAIOWMMA M XPOHHYECKAMH TIPOTPECCHUPYIOLMMH PETKHMH
(opdanHbME) 3a60NCBAHMAMY, NPHBOAALWUME K COKPAILCHHIO MPOJOIKHUTENBHOCTH JKU3HM TIpaXIaH H WX
MHBATAIHOCTH, H €ro pEerHoHAIbHOrO cermeHTta» (CobpaHHe 3aKOHOAATENHLCTBA POCCHICKOl Denepannn, 2012,
Ne 19, ct. 2428; Ne 37, c1. 5002).

# TTyukt 46 vactu 1 cratou 12 DenepanbHOro 3akoHa oT 4 Mas 2011 r. Ne 99-®3 «O JIMLEH3UPOBAHHA OTAENbHBIX
BuI0B fearenbHocTy (CobpaHue 3akoHOZarTenseTBa PoccHiickoii Denepaunn, 2011, Ne 19, ct. 2716; 2012, Ne 31,
CT. 4322; 2013, Ne 9, cT. 874; Ne 27, cT. 3477; 2014, Ne 30, ct. 4256; Ne 42, cT. 5615; 2015, Ne I, ct. 115 Ne 29, cT1. 4342;
Ne 44, ct. 6047; 2016, Ne 1, cr. 51; 2018, Ne 31, cT. 4838; Ne 32, ct. 5116; Ne 45, c1. 6841; Ne 53, ct. 8424).
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K KOTOPOMY JOTOJIHUTEIBHO OGOPMIISETCS PELeNT Ha PelenTypHOM Onanke (GopMbl
No 148-1/y-04 (1) (B IBYX 9K3eMILIApaXx MpH 0QOpMIIeHHMH Ha OYMaXKHOM HOCHTEJIE).
40. HazHaueHHe HAPKOTHYECKUX U IICHXOTPOIHBIX JIEKApCTBEHHBIX IPENapaToB
cmcka II Tlepeuns B BHIAE TPaHCAEPMAIBHBIX TEPANEBTHYECKUX  CHUCTEM,
HApKOTHYECKMX JIEKapCTBEHHBIX IpemaparoB cmucka II Ilepeuns, coxepxarux
HAPKOTHYECKOE CPEACTBO B COYETAHWM C aHTATOHMCTOM ONMOMIHBIX DEENTOPOB,
IICHXOTPOIHBIX JIeKapCTBeHHbIX npenaparos cnucka III Ilepeuns, neKapCTBEHHBIX
IIpenaparoB, BKIIOYEHHBIX B nepeueds IIKY, JIekapCTBEHHBIX —MpENaparos,
obnamaromux aHaOONUMYecKOoW aKTUBHOCTBIO B COOTBETCTBHM C  OCHOBHBIM
dapMakonorudeckuM JeficTBueM, KOMOMHMPOBaHHBIX JIGKAPCTBEHHBIX MPENaparos,
yKa3aHHBIX B nojmyHkte 3 myHkTta 10 Hacrosimero Ilopsika, npelHasHauCHHBIC
JUIs  JIeYeHHs TIpaXgiaH, WMEIOIMX 1npaBo Ha  OecIUilaTHO® — IOJNY4YCHHE
JIGKapPCTBEHHBIX ~ [IPENapaToB HMNM  IOJNyYeHHE JIEKapCTBEHHBIX  MpPerapaTos
CO CKHJKOMN, OCYIIECTBIAETCS Ha peuentypHoM Onamke Qopmbr Ne 148-1/y-88,
K KOTOPOMY JIOTOJHHUTEIBHO O(QOPMIIETCS pelenT Ha PEHeNTypHOM Onanke (GopMbl
Ne 148-1/y-04 (;1) (B IBYX 9K3eMILIApax npu opOpMIEHUH Ha GyMaXKHOM HOCHUTETIE).




Ipunoxenue Ne 1
K ITopsiiKy Ha3HaYEHH
JIEKapCTBEHHBIX IIPENapaToB,
yTBEPXKICHHOMY [TPHKa30M
MunucTepcTBa 34paBOOXPaHCHUS
Poccuiickoit denepamum

OT/X/VZ/C/%/ 2019 1. Ne 4’[1

KoandecTrBo HApPKOTH4Y€CKHX CPEACTB HJIH NCHXOTPONHLIX BEeNIECTB,
KOTOPO€ MOKET OBITH BBLINIHCAHO B OJTHOM penenre

Ne MexayHapoJHOe HENATEHTOBAHHOE ®opma BbIyCKA Koanuectso
n/n HAHMEHOBAHNEe HAPKOTHYECKOr0
¥ ICHXOTPONHOTO JIEKAPCTBEHHOIO H 103HpOBKA
npenapara
1 Bynpenop¢un-+Hanokcoxn Tabnetku CyONIUHIBAJIBHEBIE 60 Tabnerox
0,2 mr+0,2 Mr (ynakoBka, KpaTHas
Ne 20)
2 Bynpenophux Pacteop Ans HHBEKLMH, 0,3 30 ammyn
mr/mn 1 ma (WmpHI-TIO6MKOB)
3 BbynpeHophuH TpaHcepManbHbIH
I1acTHIPb
35 MKr/uac
20 nnacteipe
52,5 MKr/4ac
10 mnacTeipei
70 Mxr/4yac
5 macTeIpe
4 JluruapoxoaerH Tabnetku
TPOJIOHTHPOBAHHOTO
JeHCTBUA
60 mr 40 Tabnetok
90 mMr 30 Tabnetok
120 mr 20 tabneTok




5 Mopoux PacTBOp JUI MHBEKLMHA,
pacTBOp JUIS NOAKOXKHOTO
BBEJCHUS 20 ammyn
(mnpHI-TIO6GHKOB)
10 mr/mit 1 M
6 Konenn+Mopdun+Hockanun+lanasepuH PacTBOp A1 NOAKOXKHOIO
BBEJICHHUA
+Tebaun 0,72:+5,75+2,7+0,36+0,05 20 ammyst
mr/mi 1 ma
1,44+11,5+5,4+0,72+0,1
mr/mn 1 M
7 TpumenepuanH Tabnetku 25 Mr 50 Tabnetok
8 TpumenepuanH PacTBOp 118 MHBEKLIHH
10 mr/mn 1 mn 20 ammyn
(WNpHUL-TIOGUKOB)
20 mMr/mn 1 ma
9 Mopdun Tabnerku (KarncyJibl)
MPOJIOHTPOBAHHOTO
nedcTeus
10 Mr 180 Tabn. (karc.)
30 Mr 60 Tabn. (xamc.)
60 mr 40 tabi. (karnc.)
100 mr 20 Tab. (karc.)
200 mr 20 Ta61. (karic.)
10 Mopdun Tabnetku
5wmr 100 Tabaetok
10 mr 100 Tabnerox
11 Mopdux Karum nss npremMa BHYTPb
20 mr/mn 20 ma 4 ¢nakoHa
12 Mopo¢un Pactsop nn1g npuema
BHYTPb (MOHOZIO3bI)
2 Mr/ma 5 M 100 amrrys /3
6 Mr/ma 5 M 80 ammyn n/3

20 Mr/mn 5 mn

30 ammyn /3




TabneTkn

HPOJIOHTIPOBAHHOIO
13 Oxcukoaon+HanokcoH nelicTBHA
5 Mr+2,5 mr 100 TabneTox
10 mMr+5 mMr 60 TabneTox
20 mMr+10 mr 40 TabreTok
40 mr+20 mr 20 tabneTok
14 T[TpormoHMI(PEHUIITOKCHITHINUTISPHIHH Ta6netku 3ameunsie 20 Mr 50 TaGnerok
15 OeHTaHun TpancaepmanbHas
TeparnesTHIecKas cucTeMa
12,5 Mkr/gac 20 miacTeIpei
25 MKr/yac 20 rutacTeipei
50 mxr/4yac 10 runacteipeit
75 MKr/yac 10 mnacTeipeit
100 mkr/gac 10 ruracTeIpei
16 denTaHuN TabneTky NOABA3BIYHBIE
0,1 Mr
0,2 Mr
0,3 mMr 50 TabneTox
0,4 mr
0,6 Mr
0,8 mr
17 DeHTaHuN Cripeii Ha3anbHEIH
®rnakoH 50 MKr/fo3a
2,0 mnt (10 no3) 24 ¢naxoHa

3,2 mn (20 no3)

5,0 M (40 no3)

12 ¢nakoHoB

6 ¢naxoHOB
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®naxon 100 Mxr/mosa

2,0 mn (10 go3)

3,2 mn (20 no3)

5,0 mi (40 no3)

®naxon 200 Mxr/noza

12 ¢naxoHOB
6 thnakoHOB

3 ¢makoHa

2,0 mn (10 mo3) 12 dnaxoHOB
3,2 M (20 no3) 6 ¢akoHOB
5,0 mn (40 no3) 3 ¢nakona
18 bytopdanon PacTtBop 118 MHBEKLHHI
2 mr/mn 1 Ma
20 ammyan
19 HanGydun PactBop 111 UHBEKLIUH
10 mr/mn 1 Mn 50 ammyn
20 mr/mn 1 mn 25 ammyn
20 DenobapbuTan Tabsnetkn
5wMr
50 mr 50 TabneTok

100 mr




Ipunoxenue Ne 2
K ITopsiaxy Ha3HaYCHHS
JIeKapCTBEHHBIX NPENaparos,
YTBEPXKICHHOMY IIPHKA30M
MunvcTepcTBa 3{paBOOXPaHEHUS
Poccuiickoii denepannn

ot /////;,/47%/ 20191 N _ 74t

CrnpaBo4yHO
PexoMeH0BaHHBbIE K HCIIOJIL30BAHHIO COKPALICHHSA
npu opopMIIEHHH pelenTOB
Conpame‘ﬂne IMonnoe nanucanue IlepeBon
aa ana 110, IOPOBHY
ac., acid. acidum KHCIIOTa
aer. aerozolum a’po30Jib
amp. ampulla amIryna
aq. aqua BOZIa
aq. purif. aqua purifikata BOJIa OUHMLICHHA
but. butyrum Macio (TBepaoe)
caps. capsula Karicysa
comp., Cps compositus (a, um) CIOXHBIA
D. Da (Detur, Dentur) Briait (mycTh BBLAAHO, IyCTh
OyZAeT BBLIAHO)
D.S. Da, Signa Brinaii, 0603Ha4b
Detur, Signetur [Tycts 6yneT BLIAAHO,
0003Ha4YEHO
D.t.d. Da (Dentur) tales doses Brinaii (ITycts OyayT BBLIAHBI)
TaKHe J03bI
dil. dilutus pa3BeICHHBIH
Div. in p. aeq. Divide in partes aequales Paznenn Ha paBHBIE YaCTH
emuls. emulsio OMYJIIBCHA
extr. extractum JKCTPAKT, BBITSKKA
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F. Fiat (fiant) ITycts oOpa3syetcs (00pasyroTcs)
gran. granulum rpaHybl
qt., qtt qutta, guttac Kal, Kaluik
qtt. peror. guttae peroralis KaIUTH AJIS IpUeMa BHYTPb
inf. infusum HacTOR
in amp. in ampullis B amIIyJiax
in tab. in tab(u)lettis B Ta0JIeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TabieTKax
C [IPOJIOHTHPOBAHHBIM
BBICBOOOXKIEHUEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TalJIeTKax

obductis C MMPOJIOHTHPOBAHHBIM
BLICBOOOXKIEHUEM, TTOKPBITHIX
o6omoukoi
lin. linimentum KuIKas Masb
lig. liquor KHIKOCTh
lot. lotion JIOCHOH
m. pil. massa pilularum [HTIONBHAs Macca
membr. bucc. membranulae buccales IUTEHKH 3aIIe9YHbIE
M. Misce, Misceatur Cmemaii (ITycth GyzneT cMemaHo)
mixt. mixtura MHKCTYpa
N. numero YHCIIOM
ol. oleum Macio (KUIKoe)
past. pasta mnacra
pil. pilula, pilulae TIAUTEONS, TTHITFONIH
p. aeq. partes aequales paBHbIE YaCTH
ppt., praec. praecipitatus OCaKICHHBIH
pulv. pulvis HOPOIIOK
q.s. quantum satis CKOJIBKO MOTpedyeTes,

CKOJNIBKO Haa10
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r., rad. radix KOpPCHb
Rp. Recipe Bosbmu
Rep. Repete, Repetatur Tosropu (Ilycts Oyner
ITOBTOPEHO)
rhiz. rhizoma KOpHEBHUIIE
S. Signa, Signetur O6Goznausb (ITycts Oyner
0603HaYEHO)
sem. semen ceMs
simpl. simplex IPOCTOMN
Sir. sirupus CHpOI
sol. solutio pacTBOp
sol. peror. solutio peroralis pacTBOD I IPHEMA BHYTPb
spr. spray cpeit
Spr. nas. spray nasale cripeil Ha3aIbHBIA
supp. suppositorium cBeua
susp. suspensio CYCIEeH3Hs, B3BECh
tabl. tab(u)lefta tabneTkKa
t-ra, tinct. tinctura HacToHKa
STT Systemata TpaHcAepMallbHAs
Therapeutica TepaneBTHYECKas CHCTEMa
Transcutanea
ung. unguentum Ma3b
vitr. vitrum CKJISTHKA




IIpunoxxenue Ne 2

K ITpHKa3y MUHUCTEPCTBA 31paBOOXPaHEHHS
Poccuiickoit @enepanuu

or A Wbt b I K

®OPMA PELEIITYPHOI'O BJIAHKA Ne 107-1/y

MHuHUCTEPCTBO 3APaBOOXPAaHEHUS Kon ¢opmer mo OKVY /|
Poccuiickoit ®eneparun Kon yupexaenuns no OKIIO
MeaunuHCcKas JOKyMeHTaIHs
HawumenoBanue (mrrami) ®opma Ne 107-1/y
MEIUIUHCKOHN OpraHu3auu YTBepxKIeHA IPHKA30M

\ MuHucTepcTBa 3ApaBOOXpaHEHHUS
HanmenoaHue (1itami) POCCI/II/ICKOI/I ﬁp% ﬁ Y
HHIUBHUIYAJTEHOTO MPEIIPUHAMATES °
(yxa3ath agpec, HOMep U JaTy JIULEH3HH,
HaNMEHOBaHUWE OpraHa rocyJapCTBEHHOH BJIACTH,
BBIJIABIIETO JTUTEH3HUIO)

PELIEIIT
(B3pOCIIBIIA, AETCKHM — HYXKHOE NOJYEPKHYTH)
« » 20 r.

DaMuHs, THALHAIB HMEHH M OTYeCTBa (MocieqHee — IPH HaTUYKH)
MalUeHTa
JlaTta poxxaenuns
daMuTHs, THAMATB] MMEHH U OTYECTBA (HOC/EAHEe — TIPH HATTHYMH)
nedamiero spaya ((enpuiepa, aKyLepKkm)

py0.|kom.| Rp.

Tloanuce
M [e4aTh Jeyalero spaya M.IL
(noanuck Qenpainepa, aKymepKH)

Penent paeiicTBuTeNeH B Teuenme 60 aHedt, mo 1 roma ( )
(Hy>kHO€ TTIOTYEPKHYTb) (yKa3aTk KOJIMYECTBO MECAIIEB)




O6opoTHas CTOpOHA

OTMeTKa 0 Ha3HAYCHUH JIEKapCTBEHHOTO
Ipenapara 1o pelIeH o BpaueOHON KOMHCCHH

[Tpurorosun IIposepun OTnycTun
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®OPMA PELIETITYPHOI'O BJIAHKA Ne 148-1/y-88

MHUHHCTEPCTBO 3APaBOOXPAHEHHUS

Poccuiickoii ®enepauuu Kona dhopmer mo OKY ] 3108805
MenuuuHCKas TOKyMEHTALus
HaumMenoBanue (mrami) ®opma Ne 148-1/y-88
MeIULMHCKON OpraHu3aluu YTBepkaeHa MPUKa3oM
MuHHCTEpCTBA 31PaBOOXPAHEHHS
HaumMeHoBaHue (1Tami) Poccwuiickoit ®enepanuun

HUHAMBUYAILHOTO NIPEANPUHAMATEIIS or 7 VWW /ﬁtf %%
(ykasate agpec, HOMep U JaTy JULCH3HH,

HaHMEHOBaHHE OpraHa rocyAapCTBEHHOMH BIIACTH,
BBIIABIIIETO JINLICH3HUIO)

mlmlniniminininin
o I I O O I O O N O O O
N T O

PELIEIIT «__» 20__r.

(nara odopmieHHI-peLienTa)

(B3pOCJIBIii, JETCKUH - HYXKHOE MOJYEPKHYTh)

DaMuIKs, HHEIIHAIBI MMEHH H 0TYeCTBA (TIOCIeTHEE — TIPU HAJTUYUH)
nanyenTa

Hara poxxnenus

A)Ipec MECTA JKUTENIbCTBA HIH Ne MeﬂHHHHCKOﬁ KapThbl aM6ynaTopHoro MalKUeHTa, IIOJYYarouicro
MEJUIHNHCKYIO ITOMOILb B aM6yJIaTOpHBIX YCJIOBHAX

daMuITisl, FHAIHAJIBI HMEHH B OTYeCTBa (TI0CIIeiHEe — P HAJTUYKH)
Jieyaiero Bpava (Qespamepa, aKymepKku)

............................................................................
............................................................................
............................................................................
............................................................................

............................................................................

IMoanmuck U mevaTh Jieyamero Bpaia
(nogrmack denpamepa, akymepKkm) M.IL

Penernr pelicrButened B TeueHue 15 nHel




OO6opoTHas CTOpPOHA

OTMeTKa O Ha3HAYECHUH JIEKAPCTBEHHOIO
npenapara o pereHHIo BpaueOHO! KOMUCCHH

[purotoBun [Mposepun OtmycTun
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OOPMA PELIEIITYPHOI'O BJIAHKA Ne 148-1/y-04 (i)

MHHHICTEPCTBO 3APaBOOXPaHEHHS
Poccuiickoii denepauuu

Kon
MEJIMLIMHCKOH OpraHu3aluy

LTI TTTITTITTT]

e [TTTT]
Kox
MHAUBUIYANTbHOTO NIPEANPHHHMATENA

LI TP TTITTTTTITT ]

VTBEPXJEHA

TIPHKa30M MI/IHl/ICTepCTBa 3APaBOOXpaHCHUA

o 1Y prilif BNy

Kon ¢popmel mo OKVY/J] 3108805
®opma Ne 148-1/y-04 (1)
Kon xareropum Hcrounuk puHAHCHPOBAHUA:
rpaxaaH Kon Hozonoruueckoit (opmst (MIOMYEPKHYTE) % oIaThl:
(o MKB) (TOXYEpKHYTB)

1.®enepanbHbiii G10/0KET

2. Brojpket cydrekta Poccuiickoii ®eneparmn 1. becrnatHo

3. MyHHIMAAnEHbIH OODKET

2. 50%

PEL[EHT Cepus Ne Jlata odopmneHus: 20 T

(I)aMI/IJ'II/ISI, HWHHUIHAJIBI UMCHH U OTYCCTBA (r[ocne,uHee — IIpH HaJII/I‘II/II/I)

MarueHra

Jara poxnenns

CHHUJIC

Ne nonuca
00A3aTENBHOrO
MEAMLMHCKOrO
CTpaxOBaHMS:

HOMep MeIUIMHCKOH KapThl NALMCHTA, MOJTYYAI0MEero MEJUIIHHCKYIO NOMOIIb B aM6ynaTopH51x

YCJIOBHAX

(DaMI/UII/Iﬂ, HHHULYaJIbl HMMCHH H OTUCCTBA (HOCJ’[C}IHGG — [IpH Ha.J'II/I‘II/II/I)

nevaigero Bpava (Qenpamepa, aKymepkH)

Py6. Kom. Rp:
ISR D R A« R
SUURPORURROIN | -4 1 OO

[Moamucs 1 evaTh Jievaniero Bpada
(moanuck Genpamepa, akymepky)

M.IL

PeuenT neiictButeneH B Teuenue 15 aneii, 30 mueit, 90 nuei
(Hy>XHO€ HOTUEPKHYTh)

--------------- (3aroNHSETCs CHeUMANTHCTOM ANTeYHON OPTaHH3aIluY)

OrnoynieHo 1o peLenty: Toproeoe HaMMEHOBaHKE U JO3HPOBKa:

Jlata otmmycka: «_ » 20 r. Konuuectso:

IIpurorosui: IIposepuin: Otnycrhi:

--------------------------------------------- (JIMHHUS OTPBIBA)===—============r======o—==—oco———==
Kopeuiok penienitypHoro 61aHka Crioco6 npuMeHeHUs: 5
HauMeHOBaHUE TTpomoIDKUTETBHOCTE IHeH
TeKapCTBEHHOTO Npenapara:
Jo3upoBka: KonudecTBO NPUEMOB B ICHB: pas

Ha 1 mpuem: en.




OGopoTHas CTOpOHA

OTMeTKa 0 Ha3HAYCHUH JIEKapPCTBEHHOTO

mperiapara no peleH o BpayeOHOH KOMUCCHH

[Ipurorosui

IIposepun

Otnyctun




ITpunoxenue Ne 3
K MpuKazy MUHHCTEpCTBa 31paBOOXpaHEHHS

Poccuiickoit ®epepaunu
or 7 4,%%///5/1%%%/}\{9 ‘% V4

Hopsinox
oopmiieHHS peLeNTYPHBIX 0JIAHKOB HA JIeKaPCTBEHHBIE NPenapaTsl,
HX y4eTa M XpaHeHusi

I. Opopmnenne perienta Ha GyMa)KHOM HOCHTEJE

1.Ha peuentypueix Omankax ¢opm Ne 107-1/y, Ne  148-1/y-88
1 Ne 148-1/y-04(;1) B neBoM BepXHEM YNy MpPOCTAaBIAETCSA INTAMIT MeIWLIMHCKOM
OpraHH3alUH C YKa3aHUEM ee HAaMEHOBaHMUS, ajpeca u TenedoHa.

HononuurensHo Ha peuentypHom Omanke Qopmer  No  148-1/y-04(xm)
IIPOCTABJIAETC KOJ MEOUIIMHCKOM oOpraHusanmud B COOTBETCTBUH C (OCHOBHBIM
rOCYJapCTBEHHBIM PerucTpaliioHHBIM HoMepoM (nanee — OI' PH).

Cepus peuentypHoro Omanka ¢opmbr Ne 148-1/y-04(;1) BKiIIOHaeT KoA
cyobbekra Poccuiickoii ®enepanuu, COOTBETCTBYIOIIMH JBYM IEpBBIM Ludpam
O6mepoccuiickoro Kiaccupukaropa 00BEKTOB aIMHHUCTPATUBHO-TEPPUTOPHATLHOTO
nenenus (nanee — OKATO).

Paspemnaercs  W3roTaBIMBaTh  peUENTypHBI  OmaHk  ¢opmer  107-1/y
C MOMOIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHUH.

2.Ha  peuentypHblx  OjlaHKax,  OQOpPMISEMBIX  HHAWBHIYAJIbHBIMH
NpeNPUHAMATEISIMH, WMCIONINMH JIMLIEH3UI0 Ha MEOWLIMHCKYIO IeATeIbHOCTS,
B BEPXHEM JIEBOM YIUIy THIOrpad)CKUM CIOCOOOM MM IIyTEM IPOCTABICHUS IITaMIa
JO/DKEH OBITh YKa3aH ajgpeC WHAWBHIAYAILHOIO NpeANpHUHUMATENs, HOMEp W Jara
JMIIEH3MH, HAHMEHOBaHKe OpraHa roCyJapCTBEHHOMN BJIACTH, BEIAABIIETO JIUIICH3UIO.

3. PenentypHsie 6nanku gopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(x)
3aIOJIHAIOTCS MEIUIIMHCKHM pabOTHUKOM pa30op4MBO, UYETKO, UYEPHHIAMH WM
[AapUKOBOM PYUYKOM.

4. lomyckaeTcst opopMIIeHHE BCeX PEKBU3UTOB (3a UCKIIIOYEHHEM PEKBU3HTA
«[lopmuce nedamero Bpada (MOANKCH (epAmepa, aKylIepKH») pPelenTypHBIX
6mankoB ¢opmpl Ne 107-1/y, popmer Ne 148-1/y-88 u dopmer Ne 148-1/y-04(x)
C HMCITOJIb30BaHUEM MEYaTAIOINX yCTPOUCTB.

5. OdopmreHne pelenTypHbix OaHkoB ¢(opmbl Ne 148-1/y-04(1) BKiIrovaer
THHPOBOE KOAUPOBAHUE.

I1dppoBoe KOTUPOBAHHE YKAa3aHHBIX PELENITYPHBIX OJaHKOB BKIIIOYACT:

1) xon MeOUIMHCKONH OpraHU3aluu (OrPH) wnmm koI WHAMBHAYAJIBHOTO
npeanpuHUMaTens B cooTBeTcTBUM ¢ OCHOBHBIM  TOCYIapCTBEHHBIM
PErMCTPALlMOHHEIM HOMEPOM HHAMBHAYaIbHOTO IpeflpUHHMaTens (namee —
OI'PHUII), npocTaBnsieMblii IIpH H3TOTOBICHUH PELENTYPHBIX OIaHKOB;

2) KO KaTerOpHH TpaXk[aH, MMEIOIIUX IpaBo Ha II0Jy4YeHHe JEeKapCTBEHHBIX
TIperapaToB B COOTBETCTBUHM cO cTathell 6.1 PenepanpHoro 3akoHa ot 17 monst 1999 .
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Ne 178-@3 «O rocymapcTBeHHON cONMANBHOM MOMOLIE»!, H KON HO30JOTHIECKOH
dopmel Mo MexnyHapoqHO# cTaTHCTHYECKOMH Knaccudukanpeii Oonesnei (nanee —
MKB), 3anonHsemble JledaluM BpadoM IyTeM 3aHECEHHs KaXIOi IUQPEL B IIyCTHIE
SYCHKH, IIPY 9TOM TOYKA HPOCTABIISETCS B OTAEIBHOM s4eiike;

3) otMeTka 06 HCTOYHHKE (QMHAHCHPOBAHHSA (benepanenbiit Gromxer [1],
Oromxer cybnekTa Poccuiickoit ®eneparuu [2], Mymunumanensii Gromxer [3])
H IPOLEHTE OILIaTh! perenta (GecmnatHo [1], 50% [2]);

6. B penentypHsIx 6nankax Gpopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpade «DaMuivis, MHULHUAIE HMEHH M OTYECTBA (mocneHee — mpH HATHYMK)
MIALHCHTaY yKa3BIBAKOTCA (aMMIINS, HHUIHANbl UMEHH M OT4ecTBa (IIpH HAJIUYHH)
HanyeHTa.

7. B peuentyprbix 61ankax popm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpade «[laTa poXAEHHs» yKasbIBaeTCA NaTa POXKACHHS MAIMEHTA (4mncio, Mecsll,
roj).

JIOTIONHUTENBHO B peNenTypHBIX OnaHkax ¢opMer Ne 148-1/y-88 u ¢opmsr
Ne 107-1/y nns nmeteit B Bo3pacre mo 1 roxa B rpade «JlaTa poxxaeHus» ykasblBaeTCs
KOJINYECTBO MOJTHBIX MECSIIEB.

8. B peuenrtypusx Grankax Qopmsr Ne 148-1/y-04(;1) B rpadax «CHUJIC»
H «Ne mosuca 0653aTeNbHOTO MEIMIUHCKOrO CTPAXOBAHHSY YKA3BIBAKOTCS CTpaxoBoOi
HOMEp HHIMBHIYaJbHOTO JIMLEBOro cyera rpaxaaHuHa B [leHcuoHHOM (oHze
Poccuiickolt @enepanun (CHUJIC) (npu Hamwmunu) u HOMEp mojiuca o0I3aTeaIrH0ro
MEIUIMHCKOTO CTPaXOBaHMs.

9.B penentypreix Gnankax Qopmbl Ne 148-1/y-88 B rpade «Anpec Mmecra
KUTEIBCTBA MM HOMEP  MEIMIMHCKOM KapThl [NAlWMeHTa, IOJyYaroLIero
ME/IMIUHCKYIO [IOMOIIE B aMOYNATOPHBIX YCIOBHSX», YKashIBaeICA aipec MecTa
KHTENBCTBA (MecTa MPeOBIBaHUS WM MeCTa (paKTHYECKOro IIPOXXMBAHUS) MalleHTa
WM HOMEP MEIMUMHCKOH KapThl NAlMeHTa, IMONyYaollero MeHIUHCKYIO [IOMOIb
B aMOyJTaTOPHBIX YCIOBHIX>.

B peuentyprsix Onankax ¢opmel Ne 148-1/y-04(1) B rpade «Homep
ME[MUMHCKOH  KapThl ~ NAUMeHTa, MONyYalolero  MEJHMIMHCKYID  MOMOIIb
B aMOYJIaTOPHEIX YCIOBHSX» yKa3BIBAETCA HOMEP MeIMLUHCKOM KapThl NalMeHTa,
NOJTY4AIOIIEr0 MEAULIMHCKYTO IIOMOIIb B aMOYIAaTOPHEIX YCIOBUAX:.

10. B rpade «®amunus, MHHIMANEl MMEHH M OTHeCTBa (IOCHEIHEe — npu
HAJIMYAY) Jevalero Bpada (benpiiuepa, aKymepKu)» peUenTypHeIX 6i1aHKOB (opM
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(;1) pyuHBIM CrIOcO6OM HITH C HOMOIIBIO
IITaMIIa yKa3bIBAIOTCS (HaMUNIHs, WHMIHMANG UMEHH M OTYecTBa (IIOCIENHEe — npu
HAIMYHH) MEAULMHCKOTO DPaGOTHHKA, HA3HAYHMBILNErO IEKAPCTBEHHbIE [Ipenaparkl
¥ 0)OPMHBIIIETO PELIET.

! Co6panve 3akoHOnaTenscTBa Poccuiickoil ®enepaumn, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010, Ne 50,
cT. 6603; 2013, Ne 48, cT. 6165.

2 [puxas MuHHCTEPCTBA 3apaBooxpaHeHus Poccuiickoit ®enepauun ot 15 gexabps 2014 r. Ne 834u «O6 YTBEPXKIACHUH
YHUQHUHPOBaHHBIX GOPM METMUMHCKOM 10KyMEHTALHH, HCTIOIb3YEMBIX B METHUIIMHCKHAX OpraHH3alyAX, OKa3bIBAIOIUX
MCIMLUHCKYI0O MOMOIE B aMmOyJaTOPHBIX YCNOBHAX, M TOPAAKOB MO MX 3alOJHEHHION (3aperucTpuposan
Munucrepcreom toctuumn Poccuiickoit ®enepaunn 20 despanst 2015 r., perucTpauronHslii Ne 36160), ¢ usMeHeHUAMY,
BHECCHHBIMA MpHKasoM MuHucTepcTsa 3apaBooxpaHenus Poccumiickodt ®exepamuu ot 9 auBaps 2018 r. Ne 2
(3aperncTpupoBaH MUHHCTEPCTBOM FOCTHIMH Poccuiickoi Denepauun 4 anpena 2018 r, peructpauronssit Ne 50614)
(aanee — npukas Ne 834n).

3 IMpuxas Ne 834H.




11. B rpade «Rp» peuentyphbix GirankoB dopm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(i1) yka3piBaeTcs:

1) HauMeHOBaHUE JIEKaQpCTBEHHOTO mpernapaTa (MexayHapoHOE
HeIaTeHTOBAHHOE HAaMMEHOBaHHUe, IPYNIIAPOBOYHOE WM XMMHYECKOe HAaHMEHOBAHUE,
TOpProBoe HaMMEHOBaHHE) Ha JATHHCKOM sA3bIKe, (opMa BBHIMYCKa, MO3HPOBKA,
KOJIUYECTBO;

2) cnoco6 IpUMEHEeHHs JIeKapCTBEHHOrO IIpemapara Ha TOoCyJapCTBEHHOM
s3pike Poccmiickoif (efepanuy WM Ha TOCYHapCTBEHHOM A3bIKe Poccuickoi
defiepallid U TOCYJapCTBEHHOM SI3BIKE PECIYONMK M HHBIX S3BIKAX HApOJOB
Poccuiickoit ®enepanun’.

12. TTpu ohopMIIecHHNH pELENTypHBIX OJIAaHKOB 3armpelraeTcss OrpaHHIUBATHCH
oOLIMMH yKa3aHHUSAMH, HallpuMep, «BryTpeHHee», «3BeCTHOY.

13. PenenT, odopmieHHBIH Ha peuentypHoM Omanke dopm Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(;1), mommuchiBaeTCd MEIULIHUHCKEM pabOTHUKOM
U 3aBepsAeTCs ero e4aTsio.

Penent, ohopmieHHBI Ha peuentypHoM Omanke (opmer Ne 148-1/y-88
u dopmel Ne 148-1/y-04(1) HONONHHUTENBHO 3aBEPAETCS MEYATHIO MEMMIHHCKOH
oprasu3aiyu « /s penenTosy.

14.Ha omHOM penenTypHoM Omanke ¢opmel Ne 148-1/y-88 m  Qopwmel
Ne 148-1/y-04(;) paspemaercss OCYLIECTBISATH Ha3HauyeHHE TONBKO  OJIHOTO
Ha¥MEHOBaHU JIEKAPCTBEHHOTO IIpemnapara.

Ha omguoMm penentypHom Omanke ¢opmel Ne  107-1/y  paspermaercs
OCYIECTBJIATh Ha3HAUYEHHE TOIBKO ONHOrO HAMMEHOBaHHS JIEKapCTBEHHOTO
npenapara, oTHocsumerocs M0 ATX K aHTHICHXOTHYECKUM CPeNCTBaM (KOZ NO5SA),
ankcronurukaM (ko NOSB), cHOTBOpHEIM ¥ cemaTHBHBIM cpenctBam (xox NO5C),
anTugenpeccanram (kox NO6A) u He MOIJIEKAIEro NPEeAMETHO-KOIHICCTBEHHOMY
yueTy, W JO TpeX HAUMEHOBAaHMH JIEKapCTBEHHBIX IpernapaTtoB — JUIA MHBIX
JIeKapCTBEHHBIX [IPENApaToB, He OTHECEHHBIX K BhimeykazanusM ATX.

15. McnpaBienus B pelLienTe HE JOITyCKArOTCH.

16. TIpu odopmiIeHHH perenTypHbix 61aHkoB Gopm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(;1) Ha nexkapCTBEHHbIE IpENapaThl, HA3HAYCHHBIC II0 PELICHHIO
BpaueOHON KOMHCCHH, Ha 000poTe pelenTypHoro OiaHka CTaBUTCH CHENHAIbHASA
oTMeTKa (IITamir).

17. Ha penenrtypHom Gianke ¢opmel Ne 148-1/y-04(1) BHU3Y HMeECTCS JHMHHA
OTpBIBa, Pa3eIsIoLasl PeleNTYPHbIH OIaHK U KOPEIIOK.

Kopemox oT pementa, 0QOPMICHHOr0O Ha yKa3aHHOM PELENTYPHOM OlaHKe,
BBIAAeTCA NALMEHTy (ero 3aKOHHOMY IIPeJCTaBHTENI0) B ANTEYHOW OpraHU3alliy,
Ha KOpEIUKe JeNaercsi OTMETKa O HAaWMEHOBAHWH JIEKapCTBEHHOIO IIpENapaTta,
JI03MPOBKE, KOTMYECTBE, CIIOCO0E IPUMEHEHHUS.

18. OdopmileHrE CIELHAIBHOIO pPEeLENTypHOoro OyiaHka Ha HApKOTHYECKOE
CPEICTBO U MCUXOTPOIHOE BEIECTBO OCYIIECTBISCTCS B COOTBETCTBHH C NPHUKA30M
MunucTepeTBa 31paBooxpanenus Poccuitckoit ®enepanui ot 1 asrycra 2012 T.

4Yactp 1 cTathu 15 3axona Poccuiickoit ®enepanuu ot 25 oka6ps 1991 r. Ne 1807-1 «O s3pikax Haponos Poccuiickoit
®enepamyn» (BeIOMOCTH Che3/la HAPOJHBIX ACHYTAaTOB PC®CP u Bepxosroro Coera PCOCP, 1991, Ne 50, cr. 1740;
CoGpanne 3akoHONaTeNbCTBa Poccuiickoit dexepanuy, 1998, Ne 31, cT. 3804) (nanee — 3akoH Ne 1807-1).



Ne 54 «O6 yrBepxIeHUH (GOPMBI OIaHKOB PELENTOB, COACPIKAIIMX HA3HAYCHUC

HAapKOTHYECKUX CPEACTB HIIH MICUXOTPOIMHBIX BEIIECTB, IMOPsAAKa HX U3roTOBJIICHHA,

pacnpenesicHus, peructpanyy, yucTa u XpaHeHus, a TaKXKC I[IpaBUJI O(bOpMHeHI/IH»S.

I1. OpopmiieHure pelienTa B GOopMe 3JIEKTPOHHOTO JOKYMEHTA

19.Peent B (GopMe  INEKTPOHHOTO  JOKYyMEHTa,  HOAIHMCAHHOrO
yCHIEHHOH  KBaTUGHMIMPOBAHHOA  OIEKTPOHHOH  NOAMKCEIO, (dhopMmHupyeTCst
MeIUIMHCKUM pabOTHAKOM, CBEEHHS O KOTOPOM BHECEHBI B ()efepalbHBIH PErUCTP
MeMIUHCKAX PAGOTHHKOB®, a Takke NpH YCIOBHM PETMCTPAalMy MEXHUIIMHCKOH
OpraHW3allid, B KOTOpOH oQopmiseTcs peuent, B (eleparbHOM —peecTpe
MeIMIHHCKUX OPTaHM3alyuil’ eUHOM rocyJapCTBEHHOH MH(GOPMAlHOHHOH CHCTEMBI
B cdepe 3ApaBOOXPaHEHHs M IOAKIIOUEHHS Takod ME[UIMHCKOH OpraHu3alyy
K rocyJapcTBeHHON MH(MOPMANHOHHON CHCTEME B cepe 3ApaBOOXPaHEHHS cyObexTa
Poccuiickoii ®enepanun’®.

20.TIpu odopmiennn penenta B (opMe  IJIEKTPOHHOrO  JOKyMEHTa
Ha JIeKapCTBEHHEIE MpelapaThl, yKkasaHHbIEe B IIO/IMyHKTax 2-5 nyHkra 10 1 myHKTe 12
ITopsinka HasHaueHWs JIGKApCTBEHHBIX MPENapaToB, YTBEPXKACHHOTO HACTOALIIM
IIPHKa30M, W OTIyCKaeMble 3a MOJHYI0 CTOMMOCTB, 3aHOIHSAIOTCS CIIEAYIOIHC
PEKBU3UTHI:

1)xom cy6wexta Poccuiickoit ®emepammu no OKATO, ompenensromui
TFOCYJapCTBEHHYIO HHGOPMAILMOHHYIO CHCTEMY B Cepe 3ApaBOOXpPaHEHHUS cy0ObeKTa
Poccuiickoii ®efepanun B KOTopoil chOPMHPOBaH pelEnT B (GopMe 31eKTPOHHOTO
IOKyMEHTa;

2) HaHMEHOBAHHE MEIHMIMHCKOM OpraHu3alluH, ajpec, TeledOH I bamuys,
MHMIMAIBl WMMEHH W oTdecTBa (IOcielHee — IPU HaIMYMH) HHAUBULYanbHOTO
IpeANpHHAMATENSl, HUMEIOIEro JHIEH3UI0 HAa MEIHUIUHCKYIO NEATENBHOCTb, €Tro
azpec;

3) OT'PH ropuaudeckoro jiuua (MeTUIMHCKOM OpraHu3anyu) HIH OI'PHUAII
MHIUBHIYaTBHOTO IpEANIPUHAMATE]IS,

4) mata odopmieHus perenta (yKa3sBaeTCs YHCIO, MECSL, FOJ);

5 3aperucTpuposaH MHUHHCTEPCTBOM IOCTHLMHM PocCHICKOM ®denepanuu 15 asrycra 2012 T., perucrpalHOHHBIH
Ne 25190, ¢ H3MECHEHHAMH, BHECEHHBIMH NpHKa3aMd MHUHHCTEPCTBAa 3ApaBOOXpaHEHHUS Poccuiickoit Penepanuu
ot 30 mons 2015 1. Ne 385H (3aperucTpupoBa MHHHCTEPCTBOM tocTHUME Poccuiickoil Penepauun 27 "HosOpsa 2015 1.,
perucTpaumonHsiit Ne 39868), or 21 ampens 2016 r. Ne 254H (3aperucTpupoBaH MUHHCTEPCTBOM HOCTHLIMH Poccuiickoi
®enepaunn 18 wmions 2016 r., perucTpanuonHsii Ne 42887), ot 31 okrsa6ps 2017 r. Ne 882m (3aperHcTpHpOBaH
MusncTepcTBOM rocTHumK Poccuiickoit ®enepannu 9 axsaps 2018 r., peructpauroHHbIi Ne 49561).

6 TynxTsr 6,7 ITonokeHWA 0 eMHOM TOCYNAPCTBEHHON HH(MOPMAUMOHHOH CHCTEME B cepe 3OpaBOOXPAHEHHUS,
YTBEPAIEHHOrO TOCTaHOBNEHHeM I[lpaBurenbcTBa PoccuicKor ®denepauyn or 5 mag 2018 r. Ne 555 (CoGpanue
3aKoHOJaTeNbcTBa Poccuiickoit denepauny, 2018, Ne 20, c1. 2849; Ned9, cr. 7600; No 50, ct. 7755; 2019, Ne 6, cT. 533)
(manee — [Tonoxenwe 0 €IUHOMH CHCTEME).

7 Mynkrst 9, 10 ITonoxeHHA O EAMHON CHCTEME.

8 Crareu 91 1 91.1 denepansHoro 3akona ot 21 HoaGps 2011 roxa Ne 323-3 «O6 ocHOBax OXpaHbl 3M0POBhSA IPAKAAH
B Poccuiickoit ®eneparmm» (Cobpanue 3akOHOIATENBCTBA Poccuiickoit ®enepaumu, 2011, Ne 48, 1. 6724; 2012, Ne 26,
cT. 3446; 2013, Ne 27, c1. 3477; Ne 39, ct. 4883; Ne 48, ct. 6165; 2014, Ne 30, c1. 4257; Ne 43, ct1. 5798; Ne 49, ct. 6927,
6928; 2015, Ne 1, cT. 85; Ne 10, cT. 1425; Ne 27, cr. 3951; Ne 29, ct. 4397; 2016, Ne 1, ct. 9, 28; Ne 15, cT. 2055; Ne 18,
cT. 2488; Ne 27, ct. 4219; 2017, Ne 18, ct. 2663; Ne 31, cT. 4794).




5) nata OKOHYaHWS JelicTBus peuenta (QopMHpyeTCs TIOCYAapCTBEHHON
nHGOPMAMOHHOM cucTeMO B cdepe 31paBooxpaHeHMs CyObekta Poccuiickoi
(enepauy B COOTBETCTBHUH CO CPOKaMH JEHCTBUS PEIIENITOB: 15 nueit, 30 nHei,
60 mueit, 90 nueit, 7o 1 roxa);

6) yHUKalbHBIE ~ HOMep  penenta  (GopMHpyeTcs — TOCYIapCTBEHHON
MHQOPMaIMOHHOM cucTeMoit B cdepe 31paBooxpaHeHus CyObekra PoccuicKon
defeparuy ¥ 0b6ecleYUBaeT OAHO3HAYHYIO MACHTHOMKALMIO penenta B Qopme
311eKTpOHHOrO JoKyMeHTa B codetanuy ¢ OKATO, OI'PH unu OI'PHUII);

7) OTMETKH «Cito» (CpouHO) Wik «statim» (HeMeIJIEHHO) P HEeOOXOIUMOCTH
CPOYHOTO MJIM HEMEJJICHHOTO OTIIyCKa JIEKapCTBEHHOTO periapaTa MalieHTy;

8) azpec manueHTa (yKasbiBaeTCs HOYTOBBIM aJpec MeCTa XKUTENLCTBA (MecTa
npeOplBaHMs WM MecTa (DAKTHUECKOro INPOXKMBAaHUA) C yKasaHHEM HHIEKCa,
HaHMEHOBaHUS Kpas, o0JIacTH, pecIyOaMKH, aBTOHOMHOIO OKpyra, HaMMCHOBAaHUS
HACEeJIeHHOr0 IyHKTa, HAaMMEHOBaHHWs yIMLBl (IIPOCHeKTa, Iepeylika, Mpoe3na),
HoMepa ioMa (C yKa3aHueM KOpIyca, IIpH HAJTUYHMHI), HOMepa KBAPTHPEL);

9) HoMep 2JIEKTPOHHON MEeIWIMHCKOH KapThl MAalMeHTa B IOCYJapCTBEHHOH
MHQOPMaLMOHHOM cucTeMe B cdepe 3apaBooxpaHeHHs CyObekTa Poccuiickoi
®epepauny;

10) damuus, MM, OTIeCTBO (IIPU HAIMYKH) NAIIUEHTA II0JHOCTHIO;

11) nara poxkaeHus mauveHTa (yKa3blBaeTCs HYHCIO, MECAL, IOA), s AeTei
10 1 roma JONONHUTENBHO YKa3bIBaeTCsA KOIUYECTBO IIOJHBIX MECSIIEB,;

12) baMunus, WHHOMANbl MMEHH M OT4ecTBa (IIOCeqHEeE — MPH HAIMYUH)
MeTUIMHCKOro paboTHHKA ITOJIHOCTEIO;

13) HaumeHOBaHUE JIEKapCTBEHHOTO npenapara (MexXIyHapOaHOE
HeaTeHTOBAHHOE HAaHMEHOBaHHE, IPYNIAPOBOYHOE MIM XMMHYECKOE HAHMEHOBAHUE,
TOProBO€ HAMMEHOBAaHWE) Ha JIATHHCKOM f3bIKE, JO3MPOBKa, (opma BHIIyCKa,
KOJIMIECTBO;

14) cmoco6 mpuMeHeHUs JIEKapCTBEHHOIo Ipernapara Ha TIocyJapCTBEHHOM
s3pike  Poccuiickoit Penepauuy WM Ha TOCYAapCTBEHHOM s3bike Poccuiickoit
denepand W TOCYAPCTBEHHOM S3BIKE DPECIyONMK M WHBIX S3bIKax HapoJIoB
Poccuiickoii @epepanun’.

15) mpu3HaK ~ yTBEpPXKASHHS  HA3HAUYEHHs  JIEKAPCTBEHHOIO  IpenapaTa
110 PEIISHHUIO BpaueOHOH KOMUCCUM MEIUIIMHCKON OpraHu3aIvy;

16) oTMeTKa © Ha3HaYeHWHM JIEKApCTBEHHOIO IIpenapara IO pEIISHUIO
BpaueOHOM KOMHCCHM MEIMLMHCKOH OpraHu3alliki B CIy4asX, YKa3aHHBIX
B ab3anle BTopoM myHkTa 6 Ilopsnka HasHayeHWs JIEKapCTBEHHBIX MpeNaparos,
yTBEPXKIEHHOTO HAaCTOSIIUM IIPHKA30M;

17) otMeTka O CHEIUAIBPHOM Ha3HAaYEHMH JICKApCTBEHHOro Ipenapara
(3amonHAETCa B CiIydvasx, yKasaHHBIX B IyHKTax 16 u 25 Ilopsnka HasHa4yeHUsA |
JIEKapCTBEHHBIX MPENAapaToB, yTBEPKICHHOTO HACTOSALIMM ITPHKa30M);

18) oTMeTKa 0 ceNMaTbHOM Ha3HAUYEHUH JIEKAPCTBEHHOTO MpeNnapaTa NalueHTy
c 3aboieBaHHEM, TPEOYIOMMM [UIHTEIHHOIO KypCOBOTO JIEUEHHs (3aMOIHACTCS
B ClIy4ae, yKa3aHHOM B ITyHKTe 24 [Topsaka HasHaYeHUs JIEKapCTBEHHBIX NIPENaparTos,
YTBEP)KIEHHOTO HACTOSIIAM IIPHUKa30M) C IPOCTaBJIEHHEM MEPUOANIHOCTH OTIIyCKa

2 Yacts 1 cTatby 15 3axona Ne 1807-1




JIEKapCTBEHHOTO IIpenapara;

19)nmpu  odopmennu penenra B (GopMe  BTEKTPOHHOrO  JOKyMEHTA
Ha JICKapCTBEHHBIC HperapaThl, yKasaHHbIE B NOAMYHKTaX 2-5 myHkTa 10 1 myHkTe 12
Ilopsinka Ha3sHaueHHs JEeKapCTBEHHBIX NPENaparoB, YTBEPKICHHOTO HACTOSLIHM
TIPHKA30M, TPXIaHAM, HMEIOIIMM IIPaBO Ha GECIIATHOE MONyYeHHe NeKapPCTBEHHBIX
TIpEIIapaToB MM TIONYYECHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUIKOM, 3amOHIIOTCS
PEKBUSHUTEL, IPEJyCMOTPEHHBIE NOAIYHKTaMH 1-18 HacTosmero myHkTa, a Takke
CIIEAYIOIIUE PEKBU3HTEI:

a) KaTeropust PaxkAaH, HMEIOIHX [IpaBO Ha TOJNy4YEeHHE JIEKAPCTBEHHBIX
TIpENapaToB B COOTBETCTBUM CO cTatheil 6.1 MDenepanbHoro 3akoHa or 17 wrons
1999 r. Ne 178-®3 «O rocynapcTBeHHOM cOMUAIBHON romMoru» '%;

6) xon Ho30MOrMYECKOH hopmel mo MKE;

B) UCTOYHMK (uHaHCHpoBanus (1 — (benepanbusii Gromker, 2 — GromKer
cybrekta Poccuiickoit ®eneparun, 3 — MYHUIUNAILHBIH GroKeT);

r) pasmep omarsl (1 — 6ecrarso, 2 — 50%);

J) CTPaxOBOff HOMED WHAMBHAYAIbHOTO JHIEBOrO CYeTa rpakIaHuHA
B IlencuonnoM ¢onne Poccuiickoi Qenepaunn (npu Hanwaun) (CHUJIC);

) HoMep T0/THCa 00s3aTENEHOr0 MEUIMHCKOTO CTPAXOBAHHSL.

21.1lpn mPOCTAaBIEHHH OTMETKH, YKa3aHHOH B noamyukre 16 mynkra 20
Hacrosmero Ilopsinka, perent B ¢opme 3MEKTPOHHOTO JMOKYMEHTA MOIINMHMCEIBAECTCS
YCHJICHHOH KBalH(QHIMPOBAHHOM 3IEKTPOHHON IOJIIHCHIO Ipeacefarens HIH
CEKpeTaps BpaueOHOM KOMHCCHH MEIMUMHCKON OpraHM3aluy, IIPH TIPOCTaBIEHHUH
OTMCTOK, yKa3aHHBIX B MOAIYHKTax 17 m 18 mynkra 20 Hacrosimero Iopsnka, —
YCHJICHHBIMH KBaJIM(QUIIMPOBAHHBIMH 3JIEKTPOHHBIMH TTOIHCIMH COOTBETCTBYIOLIMX
MEIMLIMHCKHUX paOOTHHKOB.

22.Tlo TpebOBaHMIO TAaNMEHTA WIH €ro 3aKOHHOIO IPEACTaBUTENS
oopmIIseTCs SK3EMILTAP penenta B opMe BJEKTPOHHOIO NOKYMEHTa Ha GyMaXHOM
HOCHTCIE, B TOM 4HCIE IyTeM ero OQOPMJIEHHS HA pPELENTYpHBIX OJIaHKAX
dopm  Ne 107-1/y, No 148-1/y-88, Ne 148-1/y-04(1) ¢ ormerkoit «JlyGmukar
JJIEKTPOHHOI'O TOKYMEHTAY.

III. Yuer penentypusix 61aHK0B

23. Vuer pemenTypHsix GrnamkoB dopMm N 107-17y, Ne 148-1/y-88
1 Ne 148-1/y-04(;1), wm3roraBaMBaeMBIX TUNOTpadCKUM  criocoboM  (namee —
peuenTypHele GnaHKH, MOIJIEXAIIUe y9eTy), OCYILECTBIACTCS B KypHaJlaXx ydera,
MIPOHYMEPOBAHHEBIX, MPOIIHYPOBAHHEIX W CKPEILIEHHBIX MOMIHCHIO PYKOBOIMTEIS
M TeYaThbio MCIMLMHCKOH OpraHM3alMM MM IOAIMCHIO HHANBULYAIHHOTO
IpCANPUHUMATE]IS, HIMEIOIIErO JIMIIEH3HIO HA MEIUIMHCKYIO [IESITENBHOCTD.

24. Kypnan ydera pelenTypHBIX GIaHKOB dopmer Ne 107-1/y comepxur
CIIEAYIOINHUE TpadEbl:

1) HOMep 1o mopsaKy;

19 Cobpanne 3axoHOmaTenscTBa PoccHiickoit Genepauun, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010, Ne 50,
cr. 6603; 2013, Ne 48, cT. 6165.



2) B paznene «IIpuxom»:

a) JlaTa PETMCTPAIUK JOKYMEHTA, IIOATBEPK AAIOIIETO IOCTYIIJICHHE;

6) HOMep ¥ J1aTa JIOKyMEHTa, HOATBEPIHIAIOLIErO OCTYIUICHUE, HAUMEHOBAHHE
IIOCTABIIHKA,;

B) 00LIee KOMMYECTBO IIOCTYIMBIINX PELENTYPHBIX GIAHKOB;

r) pamunus, MHUIHANG HMEHH M OT4YecTBa (IIOCIEAHEEe — IpU HATUYUH)
¥ TIOMIHCE OTBETCTBEHHOIO MEIUIMHCKOrO paGOTHUKA, ITOJyYHMBLIETO PEHENTYPHBIE
OTaHKU OT MOCTABILUKA,

3) B pasznene «Pacxomy:

a) AaTa BBIAAYH PELENTYPHEIX OIaHKOB;

6) KONMUIECTBO BBIAHHBIX PELENTYPHBIX GIAHKOB;

B) GaMWIINs, HHULKANE UMEHH M OTYEeCTBa (mocneqHee — mpH HAIMYHK)
OTBETCTBCHHOTO MEZIMIMHCKOTO PabOTHHKA, OTYYHBIIETO PENENTYPHBIE GIaHKH;

T) IOANKCH  OTBETCTBEHHOTO  MEIMIMHCKOIO paboTHHUKA, [OJIYYUBLIETO
pelenTypHsble OJIaHKH;

4) Qamunus, WHMIMANEl MMEHA M OTY9ecTBa ([IOCIEIHEE — IpY HATUYHH)
U TOIMIHCE OTBETCTBEHHOTO MENWIMHCKOrO PaGOTHMKA, BBIABIIETO pPEIENTypPHbIE
OJIaHKWY;

5) OCTaTOK peleNnTYPHBIX OITaHKOB.

25.KypHan ydera  peuenTypHEIX ~ OJIAHKOB dopm  Ne  148-1/y-88
1 Ne 148-1/y-04(;1) comepsxur cienyromme rpadsr:

1) HoMep no mopsnKy;

2) B pasgene «I[Ipuxom»:

a) lata PETMCTPaIiK JOKYMEHTA, TIOATBEPK IAF0IIEro HOCTYILICHHUE;

6) HOMEp U JaTa JJOKYMEHTA, IIOATBEPIKNAIOLIETO IOCTYIIJIEHHE, HAUMEHOBaHHE
[IOCTaBIIIMKa;

B) O0LLee KOMMYECTBO IIOCTYIUBIIMX PELENTYPHBIX GIIAHKOB;

I') CEPHU U HOMepa PELENTYPHBIX OIaHKOB;

J) KOJIMIECTBO PEIENTYPHBIX GJIAHKOB IO CEPUSIM;

€) Gamunus, MHMIMANB WMEHH W OTYecTBa (IIOCIENHEE — IIPY HAJTUYHH)
M TIOAMHCE OTBETCTBEHHOTO MEAMIMHCKOrO paGOTHMKA, IOIYYHBIIErO PELeNTYpPHbIE
OJIaHKH OT MMOCTABILUKA,

3) B paznene «Pacxom»:

a) laTa BbLIAYH PELENTYPHBIX OJaHKOB;

6) cepuu M HOMepa BBIIAHHBIX PELENTYPHBIX GIIAHKOB;

B) KOJIMYECTBO BBIIAHHEIX PELENTYPHBIX GIaHKOB;

I) baMuMs, HHMIMANBl AMEHM M OTYecTBa (IOCieqHee — IIpY HAaJU4HH)
OTBETCTBEHHOT'O MEAUIIMHCKOI0 pabOTHHMKA, IOJYYHBIIETO PELENTYPHBIC OIaHKH,

M) IOANMCH  OTBETCTBEHHOTO MENWLMHCKOTO paGOTHHKA, MOJIyYHUBIIIETO
peLenTypHble OaHKY;

4) damunus, MHEIMATE MMEHM M OT4ecTBa (IOCIEIHEe — IIPH HAJIUYIHH)
H IOJIHCE OTBETCTBEHHOIO MEJUIHMHCKOrO pabOTHMKA, BHIAABINENO pPEIENTYpHbIE
OJIaHKH;

5) OCTaTOK pelenTyPHAIX OIaHKOB.

26. Vuer crenmanbHEIX PELENTYPHBIX GJAHKOB HA HAPKOTHYECKOE CpencTBO
M  TICHXOTPONHOE BELIECTBO OCYINECTBIAETCS B COOTBETCTBUHM C IIPHKa30M
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MunuctepeTBa 30paBooxpanenns Poccmiickoii ®eneparmu ot 1 asrycra 2012 r.
Ne 54n «O6 yrBepx)menun ¢opmbI GiiaHkoB perenTos, COZIepXKallUX Ha3HAYECHHUE
HAPKOTHIECKHX CPEACTB WM IICUXOTPONHEIX BEWIECTB, IOPSAKA HX H3rOTOBIICHUS,
PACTIPCACIICHHS, PErHCTPAIIUHL, y4eTa M XPaHEHHUS, & TAK)Ke TPaBuJl odopmieHns»! !,

27. Vuer peuentos, ohOpPMIEHHBIX B ¢GopMe ameKkTpoHHOrO JIOKyMEeHTa,
OCYIIECTBIICTCA B  TOCYNAapCTBEHHONH HH(OPMALMOHHOM cHCTeMe B chepe
31paBooxpanenus cyobekra Poccuiickoit Denepanun IIOCPEICTBOM BEICHHS €IUHOTO
peecTpa penenToBs, opOPMIEHHBIX B (JOPMe 3NIeKTPOHHEIX JIOKYMEHTOB.

IV. Xpanenne peuentypHsIx 61aHK0B

28. Menumuuckue opraHuzanuu NOJIy4al0T HeOOXOAMMEIE PpELENTYpHbIE
OaHKH, OQOpMIICHHEIE TUIIOTPA(CKUM CTIOCOGOM, depes TePPUTOPUAIILHBIE OPTaHbI
YUPABIICHUS 3APaBOOXPAHEHHEM WM OPraHM3alHH, YIOJIHOMOYEHHBIE Ha 3TO
OpraHaMH HCIIOJIHUTEIbHOM BIIAaCTH CYOBeKTOB PoccHiickoi Denepariun.

29. PenentypHsle GNaHKM, IOIEXAITHE YYETY, XPaHATCS OTBETCTBEHHBLIM
JIMIOM, Ha3HAICHHBIM DYKOBOAWTENEM MEIMLUHCKON OpraHM3amuH, B 3alupaeMoM
MeTaJUIMIeCKOM IIKady (cetde) mnu meTammmueckom simke.

30. ManuBumyansHeIit IpeaIpUHIMATEH, HMEIOIHIMA JULEH3HUIO
Ha MEIUIHMHCKYIO IEATENbHOCTD, XPAHHT peLeNTypHEle GlIaHKH, HOJTIeKaIIHe
YHCTY, B 3allHPacMOM METaJLIH4eCKOM HIKady (ceiide) mim MeTamnugeckom SIILIUKE.

31. Ilposepka cOCTOSAHUS XpaHEHwUS, y4eTa, (akTHIeCKOro HalWYus M Pacxoxa
PELENTYpPHEIX OJIAHKOB, MOMNEXAUIMX YYETY, OJUH pa3 B KBapTall OCYIIIECTBISAETCS
KOMHCCHEH, CO3[aHHOM B MEANLMHCKOMH OpraHu3alKHy.

32. Penentypusie GnaHKH, odopmisemMble Ha GYMaxHOM HOCHTENe
M TOMNEXAllUe yHeTy, BBIJAIOTCS MENUIMHCKHM DaGOTHHKAM, MMEIONHUM 1paBo
OGOPMIIEHHS PELENTOB, MO PACIIOPSKEHHIO IIABHOTO Bpaya HJIM €ro 3aMEeCTUTEIS.

Ilonydyennble penentypHble GiaHky Ha OYMaXHBIX HOCHTENAX XPaHATCH
MEIUIMHCKUMH PaOOTHUKAMH B IIOMELIEHUSX, 06ECIIEYMBAIOIIIK HX COXPaHHOCTb.

33. XpaHeHHe CHenuanbHBIX PCUCNTYPHEIX OJIaHKOB Ha HAPKOTHYECKOE
CPEICTBO U IICUXOTPOITHOE BEUIECTBO M BBIAAYa YKAa3aHHBIX PEeUENnTypHBIX OJIaHKOB
MCIMLHUHCKOMY PabOTHHKY OCYIIECTBISETCS B COOTBETCTBHH ¢ IIPUKa30oM
MunvcrepcrBa 3apaBooxpanenus Poccuifckoit ®eneparmu ot 1 asrycra 2012 .
Ne 54 «O6 yTBepxmeHuu (GOpMBI 6GIaHKOB PELENTOB, COAepXKaIUX Ha3HAYCHHE
HapKOTAMECKUX CPEICTB MM INICHXOTPONHEIX BEIUECTB, TOPSAKA MX H3TOTOBJICHHH,
PaCIpENIeICHIA, PETUCTPAlllH, Y4eTa i XpaHEeHHS], & TAKXKe TIPABUIT obopmieHna» 2,

! 3apeructpuposan MunncrepcrBoM rocTHiMn  Poccriickoit ®enepaumn 15 asrycra 2012 ., PErUCTPALMOHHBII
Ne 25190, ¢ m3MeHeHwsMm, BHeceHHBIMU NpukazaMu MUHHCTEPCTBA 34paBOOXpaHeHHs Poccuiickoi Denepaumu
oT 30 mrona 2015 r. Ne 385u (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHIHME PoccHHACKOI ®exepanuu 27 Hosbps 2015 r.,
peructpamuonHsii Ne 39868), or 21 anpens 2016 r. Ne 2541 (3aperucTpupoBan MuHHCTEpCTBOM KocTHIMH Poccuiickoit
@enepamyn 18 mona 2016 r., perucTpaunonnslii Ne 42887), ot 31 oxtabpa 2017 r. Ne 882n (3apeructpuposan
MunucTepeTBoM rocTHImME Poccuiickoi Denepaunn 9 ausaps 2018 r., perucrpatonssrit Ne 49561),

12 3apeructpuposan MunucrepcrBoM foctunmm  Poccmiickoit Denepaupn 15 asrycra 2012 r., PETUCTPalMOHHBIH
Ne 25190, ¢ wsMenenmsamu, BHeceHHBIMH NpukasaMH MuHHCTepCTBa 3apaBoOXpaHeHns Poccuiickoif Qenepaunn
ot 30 mons 2015 r. Ne 385H (3apeructpuposan Munucreperom roctuumn Poccuiickoit ®enepaumu 27 HOa6ps 2015 r.,
peructpaumonHeiit Ne 39868), ot 21 anpens 2016 r. Ne 2541 (3aperncTpupoBaH MUHHCTEPCTBOM FOCTHLMY PoccHiickoi
Denepamun 18 mona 2016 r., perucTpaumonnsiit Ne 42887), or 31 okmabpa 2017 r. Ne 882m (3aperucTpupoBaH
MunncreperBoM roctruumm Poceniickoit Genepauun 9 supapa 2018 r., perucTpauMoHHbIH Ne 49561).
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34. IIporpaMMHO-TeXHUYECKHE CPEACTBa TOCYAapCTBEHHBIX HWHPOPMAIIMOHHBIX
CHCTEM B cQepe 3[paBOOXPAHEHHS, MeIUIHHCKIX UHOOPMALMOHHEIX CHCTEM
MEIUIMHCKMX OpraHM3alid 0OECHeYUBAIOT XPAHEHHE OJIeKTPOHHEIX penenTos,
OhOPMIICHHLIX B  (OPME  DIEKTPOHHEIX AOKyMEHTOB B TEYEHHE CpOKOB,
YCTaHOBJICHHBIX JUIi XDaHEHHS PEIeNTOB, O(QOPMICHHBIX Ha COOTBETCTBYIONIHX
opMax penenTypHBIX GIaHKOB Ha GYMaXKHOM HOCHTeNe!?,

¥ Tyskr 14 npasun ormycka JICKApPCTBCHHBIX MPEMapaToB IS MEAMUMHCKOTO NPUMEHEHHA, B TOM 9HCJIE
MMMYHOGHONIOTHYECKUX ~ JIGKADCTBEHHBIX  IPENApaToB,  alTeYHbIMH OpraHv3auMAMYE,  WHIUBHUAYAILHBIMH
TIPCANPUHUMATENIAMY, HMCIOIUUMH JIHICH3MIO HA (DapMalleBTHYECKYIO IeATeNbHOCTS, YTBEPXICHHBIX IMPHUKA3OM
MunucrepcTa  3xpaBooXpaHerus Poccuifckon @enepaumu ot 11 wmons 2017 r. Ne 403m (3aperucTpuposan
MunucTepcTBOM FocTHIME Poccuiickoit Denepaunn 8 cenrabpsa 2017 r., peructpauronHsrii Ne 48125).



