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MockBa

O BHeceHMH M3MeHeHMH
B Ipuka3 MuHHCTEpCTBa 3ApaBOOXpaHeHHs
Poccuiickoii @®enepannu ot 20 nexadbps 2012 r. Ne 11751 «O6 yTBep:KaeHHH NOPAIKA
Ha3HAYeHHS U BBINHCHIBAHHA JIEKAPCTBEHHbIX NPenaparToB, a TaKkxke Gopm
penenTypHbIX 0JaHKOB Ha JIeKapCTBeHHbIE NpenapaThl, Nopsaaka odpopmieHHs
YKa3aHHBIX 0JIAHKOB, HX y4YeTa H XpaHEeHHs» U npuioxeHue Ne 2 k npuka3zy
MuHucTepcTBa 3ApaBooxpanenns Poccuiickoit @enepauun ot 1 aBrycra 2012 r.
Ne 541 «O06 yTBepxkaennu ¢GopMbl OJIaHKOB pellenToB, COAEPKAIMNX HA3HAYEHHE
HApKOTHYECKHX CPeACTB HJIH NICHXOTPONHBIX BellecTB, NOPAAKa HX H3roTOBJIeHH ,
pacnpeaeieHHs1, perHCTPAaL|H, y4eTa H XpaHeHHsl, a TakoKe NpaBHJI oGopMiIeHHS»

IlpukaszbBalo:
1. VYrBepauTh TmpuiIaraeMble H3MEHEHHsS, KOTOpble BHOCATCS B IPHKa3

MunucrepcTa 3apaBooxpaHeHus Poccuiickoit ®eneparmn ot 20 nexabps 2012 .
Ne 11751 «O6 yTBepXIEeHHH MOpAAKa Ha3HAYEHUs M BBIIHMCHIBAHMS JIEKapCTBEHHBIX
IperaparoB, a Takke (OpM PpelenTypHbIX ONaHKOB Ha JIeKapCTBEHHBIE IIpenaparkl,
nopsizka ohOpMIIeHHs YKa3aHHBIX OJIAHKOB, MX y4YeTa M XpaHEeHHUs» (3aperHcTpHUpOBaH
MunncrepctBoM roctuimu Poccutickoit @enepauun 25 urons 2013 r., perucTpallHOHHBIH
Ne 28883) ¢ M3MeHEHUSAMH, BHECEHHBIMH IpHKa3zaMd MMHHCTEPCTBA 31paBOOXpaHEHHUS
Poccuiickoit ®emepauuu ot 2 pekabps 2013 r. Ne 886m (3aperucrpuposaH
MunucrepctsoM roctuumm  Poccuiickoit  ®epepanmm 23 nexabps 2013 1,
peructpammonHbii Ne 30714), or 30 moms 2015 r. Ne 386H (3aperHcTpHpOBaH
MunucTepcTBOM 10cTHIMK Poccuiickoit @enepanuu 6 asrycra 2015 r., perucTpalvioHHBIH
Ne 38379), u npunoxenre Ne 2 x nprkasy MHHHCTEPCTBa 3ApaBoOXpaHeHus Poccuiickor
®enepamuu oT 1 aBrycrta 2012 r. Ne 548 «O6 yTBepkaeHHH GOPMBI GJIaHKOB PELENTOB,
coliepKallUx Ha3HaueHHe HApKOTHYECKUX CPEACTB WK ICUXOTPOIHBIX BEIIECTB, MIOpsaKa
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UX HM3rOTOBJIEHHUS, paclpeleieHHs, PerucTpalliy, ydeTa U XpaHEHHs, a TakkKe [paBUI
oopmieHus» (3aperucTpupoBad MuHHCTEpcTBOM IOocTHLHMH Poccubickoit ®Denepaumu
15 aprycra 2012 r., perucrpamuoHHbsii Ne 25190) ¢ HU3MeHEHHUSIMH, BHECEHHBIMH
npukazoM MuHHcTepeTBa 3apaBooxpanenust Poccuiickoit @enepaunu ot 30 urons 2015 r.
Ne 385H (3apeructpupoBan MuHHCcTepcTBOM IOCTHIIMH Poccuiickoii ®@enepanuun
27 Hos16pst 2015 r., peructparronHbIi Ne 39868).

2. IlognyHkt 3 myHkTa 1 M3MEHEHHUH, YTBEpPXKJIECHHBIX HACTOSAILIUM IPHKA30M,
BCTymaeT B cuny ¢ | ssHBaps 2017 rona.

Munuctp / B.H. CxBopuoga

1 105, Kynewioni )
Hauagsaik OGwero oTiene 1.8 Kyneuona y
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VTBEPXIEHbI

npHKa3oM MUHHCTEPCTBA 3ApaBOOXPaHEHHS
Poccuiickoit ®enepanuu

oT « J1» ﬁﬁ///;//;/ 2016 1. Ne 255y

HN3meHenns,

KOTOpbIe BHOCATCH B NpHKa3 MHHHCTepCTBa 3IPAaBOOXPaHEeHHUS
Poccuiickoii ®enepanuu ot 20 aexadps 2012 r. Ne 11751 «O0 yrBepxIeHHH NOpsAAKa
Ha3HaYeHHs H BLINHCHIBAaHHUA JIEKAPCTBEHHBIX NPeNapaToB, a Takxe Gopm
peHenTypHBIX GJIAHKOB Ha JieKapCTBeHHbIE NpenapaThl, NOpsiAKa opopMieHH
yKa3aHHBIX 6JIaHKOB, HX y4eTa H XpaHeHUs» H NpHJokeHHe Ne 2 k npuka3sy
MunnctepcTBa 3aqpaBooxpanenusi Poccniickoit ®egepanuu ot 1 aBrycra 2012 r.
Ne 541 «O0 yrBepxkaeHuH (popMbl 0J1aHKOB pelleNTOB, COAEPKALINX HA3HAYECHHE
HAapKOTHYECKHX CPeJICTB HJIH NICHXOTPONHbIX BelleCTB, IOPAJKAa HX H3rOTOBJIECHHS,
pacnpeesieHnsl, perHCTPalUMH, Y4eTa H XpaHeHHs], a TaKKe NPaBHJI 0pOpMIICHHSD>

1. B nmnpukaze MunucrepcTtBa 31paBooxpaHeHuss Poccuiickoit ®expepanuu
ot 20 nexabps 2012 r. Ne 11751 «O06 yTBep>XKieHUH NOpsAJKa Ha3HaYeHHs U BRINMCHIBaHUSL
JIEKapCTBEHHBIX MpelnapaToB, a Takxke (opM peLeNTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE
Iperaparbl, IOpsaka oOQOpMIEHMS YKa3aHHbIX OJIaHKOB, HMX Yyd4eTa M XpaHCHH»
(3apeructpupoBaH MunuctepcTBoM roctuiiu Poccuiickoit @eneparnun 25 urons 2013 r,
peructpauroHHbIA Ne 28883) ¢ m3aMeHeHHsIMH, BHECEHHBIMH IpHKa3aMM MUHHCTEpCTBa
3apaBooxpaHeHusd Poccuiickod @enepamuun or 2 nmekabps 2013 r. Ne 886H
(3aperucTprpoBaH MuHucTepcTBOM toctuimu Poccuiickoit ®Penepauun 23 nexabps
2013 r., peructpamuonssii Ne 30714), or 30 mons 2015 r. Ne 386H (3aperucTpupoBaH
MunucrepcTBoM rocTuimu Poccuiickont @enepanuu 6 aBrycra 2015 r., perucTpalliOHHBIA
Ne 38379):

1) B mpmnoxenuu Ne 1 «Ilopsmox HasHauyeHMsS M BBINMCHIBAHWH JIEKAPCTBEHHBIX
npernaparoBy» K npukasy (nanee — [Topsnok):

a) MyHKT 3.1 U370XXUTH B CIEAYIOUIEH pelaKIIMHu:

«3.1. Hasnayenue JeKapCTBEHHBIX IIpelapaToB IIpH OKa3aHHM MEIUIMHCKOM
JIOMOIIM B CTAlMOHAPHBIX YCIOBHSAX H HMX BBIIMCBIBAaHHE B TPeOOBaHHAX-HAaKJIaIHbIX
B COOTBETCTBHH ¢ MHCTpyKIHedl 0 NOpsike BBIIMCHIBaHUs JEKapCTBEHHBIX INpeNnapaToB
1 obhOopMIIEHHS pElenTOB U TpeDOBaHUH-HAKIAAHBIX, YTBEPKAEHHOH IIPHKa30M
MHuHICTEpCTBA 3PAaBOOXPAHEHHUsS M COLMAIBHOrO pa3BUTHA Poccuiickod (Penepanuu
oT 12 ¢espans 2007 r. Ne 110 «O nopsjike Ha3Ha4Y€HHA ¥ BBIMTMCHIBAHUS JEKapCTBEHHBIX
IpenapaToB, H3AeNHH MEIWIMHCKOIO HasHA4YeHHd M CIEHaIN3UPOBAHHBIX NPOAYKTOB



JIe4eGHOr0 HTAHHs», ' OCYIIECTBIAETCS [0 MeXIYHApOJHOMY HE[aTeHTOBAHHOMY,
IPYIIIHPOBOYHOMY HJIM TOPrOBOMY HaMEHOBAHHIO.»;

6) ab3a1 BTOpoii ITyHKTa 21 U3JI0XKHUTH B CIEAYIOLIEH pelaKLyu:

«PelienTl Ha JieKapcTBEHHBIE Ipenaparhl, BHIIHCAHHbIE Ha peleNnTypHBIX OllaHKax
dopmer Ne 148-1/y-04 (1) m dopmer Ne 148-1/y-06 (1), rpaxpaHaM, JOCTHUITILHM
MEHCHOHHOI'O BO3pacTa, HWHBaINAAM [EpBOW TIpYINIBl, JeTAM-UHBAIMIAaM, a TaKxke
rpaxaHaM, CTpaJaloIIMM XPOHUYECKHUMH 3ab0lieBaHMAMH, TPEeOYIOIIHUMH IJINTEIBHOIO
KypCOBOIO JIeueHHUs, AeHCTBUTENbHEI B TeueHHe 90 AHEH cOo AHs BRINMMCHIBAHUA.»;

B) B nyHkte 39 mnocne cioB «cmucka II Ilepedns» JIONONHHMTE CIOBaMH
«(3a HCKIIOYEHHEM JIeKapCTBEHHBIX IIperaparoB B  BHAE  TpaHCAEPMAalbHBIX
TeparieBTHYECKUX CHCTEM)»;

r) B nyHkre 40 cnoBa «IIcHXOTponHBIE JeKapCTBEHHbIE mpenapaTsl cnucka III
[lepeuns,» 3ameHuTh cioBamu «HapkoTHueckue M IICHXOTPOIHEIE JIEKAPCTBEHHBIE
npenapatel coucka II Ilepeuns B BHIe TpaHCIEpMalbHBIX TEPal€BTHYECKHUX CHCTEM,
IICUXOTPOITHEIE JieKapcTBeHHbIe npenapatsl cnucka III Ilepeyns,»,

2) rpapy «Popma BBIMycKa M JO3WpoBKa» mno3unud 6 Ilpunoxenns Ne 1
«[IpenensHO JIOIMYCTHMOE KONHMYECTBO OTHAENBHBEIX HAPKOTHYECKHX H IICHXOTPOIHBIX
JIEKapCTBEHHBIX IpelapaToB Ul BBIIMCHIBAHUS Ha OJUH peuent» K Ilopsaaky u3iIoXuTh
B clhemylomied pemakmuu: «PacTBOp  [UId  IIOAKOXHOTO  BBEACHUS,  aMITyJb
0,72+5,75+2,7+0,36+0,05 mr/mn u 1,44+11,5+5,4+0,72+0,1 Mr/mi»;

3) nmosummio 9 mpunoxkeHHs Ne 2 «PeKOMEHJIOBaHHOE KOJIMYECTBO OTHEJbHBIX
JIEKapCTBEHHEIX IIpenapaToB Ul BHIIMCHIBAHHS Ha OfMH peuent» K [lopsanxy M3noXuTh

B ClleqyIoleil peJaKIyy:

«| 9. JlexapcTBEHHEIE Bce nexapcTBeHHEIE 1 ynmakoBka

npernaparsl, ¢dbopMBI

obyanaronue (3a HCKIIOYEHHEM

agaboIn4YecKon JIeKapCTBEHHBIX HOpM
aKTUBHOCTBIO 111 Hapy>KHOT'O
(B COOTBETCTBHH C TIPUMEHEHUS — IellH,
OCHOBHBIM KpeMbl, Ma3H)
(bapMaKoIOru4ecKiM

JIEHCTBHEM) »;

4) B mpunoxxerud Ne 2 «PopMsl pellenTypHBIX 6J1aHKOB» K IIPHKa3y:

1 3apeructpuposan MuHHcTepcTBOM focTmmn Poccuiickoil enepatun 27 anpens 2007 1., perucTpaMoHHbIA Ne 9364,
C HM3MEHEHHAMH, BHECEHHBIMM INpHKa3aMM MUHHCTEpCTBA 3IpaBOOXPAaHEHHS H COLMANbHOTO pasButii Poccuiickol
®denepauuu ot 27 aBrycta 2007 . Ne 560 (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoit ®enepanmu 14 ceHtabps
2007 r., peructpaiumonHeii Ne 10133), o 25 centabpa 2009 r. Ne 794H (3aperucTpHpOBaH MHUHHCTEPCTBOM IOCTHLHU
Poccuiickoii denepaunu 25 Hos6ps 2009 r., perucTpanvonnbiit Ne 15317), ot 20 AHBaps 2011 r. Ne 131 (3apernCTpHpoBaH
MuHucTepcTBOM 1ocTHmMM Poccwmiickoli ®epepaumy 15 mapra 2011 T, peructpaunoHHbI Ne 20103), mpukasamu
MuHHCTEpCTBa 30paBooxpaHeHns Poccuiickoli enepaty ot 1 aBrycra 2012 r. Ne 54u (3aperucTpupoBaH MHHHCTEPCTBOM
yoctumum Poccmiickoit ®enepammu 15 asrycra 2012 T., perucTpauMOHHBIH Ne 25190), ot 26 ¢espans 2013 r. Ne 94u
(3aperncTpupoBaH MuEHHCTEPCTBOM IOCTHIMU Poccuiickoil Qenepaiiy 25 HIOHA 2013 r., peracTpaumoHnbii Ne 28881).



a) B peuentypHom Onanke «®opma Ne 148-1/y-04 (;m)» cnoBa «5 nHe#,»
HCKJIYOUHTEH;

6) B peuentypHoMm Oixanke «®opma Ne 148-1/y-06 (;1)» cnoBa «S5 gHEH,»
UCKJTIOYUTh;

5) B mnpunoxeHun Ne 3 «llopsmok odopMieHUs pelenTypHbIX OJaHKOB
Ha JIeKapCTBEHHbIE IPENapaThl, X y4eTa U XpaHeHHUs» K IPUKazy:

a) B ITyHKTe 2 CJI0OBa «aJpec Bpada» 3aMEHUTH CIO0BAMU «aApec MHIWBHIYaTHHOTO
pelIpUHUMATENSNY;

0) B IyHKTe 3 CJOBa «3aloOJHAETCS BpadyoM» 3aMEHHUThH CJIOBAMHU «3alONHACTCS
MEIULUMHCKUM pabOTHUKOMY;

B) IIyHKT 6 IIOCJI€ CJIOBa «OTYECTBOY» IOIIOJHUTE CIOBaMH «(TIpH HATTHYHHK)»,

r) ab3am mnepBBI MyHKTa 7 JONOJNHHUTH CIOBaMH «, a JUIS JeTed B BO3pacre
10 1 rona — KOIMYECTBO NOJIHEIX MECSIIEBY;

1) B IyHKTe 9 cnoBa «d HOMEp MEIMIMHCKOH KapThl» 3aMEHHUTh CJIOBaMH
«WJIM HOMEp MEIHUIMHCKON KapThI»;

e) noanyHKT | myHkTa 11 mocne cloB «ero MO3UPOBKa» JAOIOJHHTE CIOBOM
«, KOJIAMYECTBOY;

XK) B myHKTe 16 cioBa «5 gHei, 10 nHe» 3aMeHUTD cioBaMH « 15 gHei».

2. B opunoxenun Ne 2 x nmpukazy MuHucTEpCcTBa 3/1paBooxpaHeHus Poccuiickoit
@enepaunn ot 1 aBrycra 2012 r. Ne 54n «O6 yTBep)aeHUH GOpMBI OJTaHKOB PElENTOB,
coAep KalX Ha3HauYeHHe HapKOTUYECKUX CPEJICTB WIIHM IICUXOTPOITHBIX BEUIECTB, MOPSAKa
X U3rOTOBJICHHUSI, pPAcIpeleNieHHs], PerucTpaliy, ydyeTa U XpaHEHHWs, a TaKkKe MpaBUl
opopMneHus» (3aperucTpupoBaH MunuctepcTBoM tocTuiuu Poccuiickoit ®enepanun
15 amrycra 2012 r., peructpauuonHbelii Ne 25190) ¢ HU3MEHEHHUSIMH, BHECEHHBIMU
npukazoM MuHucTepcTBa 3apaBooxpaHeHust Poccuiickod ®enepanuu ot 30 urons 2015 r.
Ne 385H (3aperucrpupoBaH MuHuctepctBoM roctuuuu Poccuiickoin ®enepauuu
27 Hos6psa 2015 r., peructpanuonHblit Ne 39868), npu3HaTh yTpPaTUBIIMM CHUILY MyHKT 10
CIIEYIOLEr0 CONEePKaHMS:

«10. Pement Ha HapkoTHYecKUH (TICMXOTPONHBIN) JIEKapCTBEHHBIN Ipenapar
3aBepseTcs MOINHChI0 M JIMYHOM TMedaThlo Bpada JuOO NONIUCHIO (enbaimepa
(aKyIepku), NOANKUCHIO PYKOBOIUTENS (3aMECTUTEN PYKOBOAMTENS WIM PYKOBOIHUTEISA
CTPYKTYpPHOI'O IIOApAa3JeNieHus]) MEIMLMHCKOM OpraHu3alliM, BBIIABINEH penent
Ha HApKOTHYeCKHH (IICHXOTPOIIHBIH) JIeKapCTBEHHBIM IMpernapar (C YKa3aHHEM €ro
GaMuIHK, UMEHH, OTYecTBa (MOcieqHee — IPH HAJIW4YUM)), a TaKXKe KPYIJIOH MeYaThbio
MEIUIMHCKON OpraHH3allMi, B OTTHCKE KOTOPOH IOJKHO OBITH HMIECHTHQHLUHPOBAHO
II0JIHOE HAUMEHOBaHWE MEIUIIMHCKOW OpraHU3aliu. ».



