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MHHHCTEPCTBO 3JAPABOOXP ‘@Iﬁcﬁ%g I0CTHIMA POCCHACKON @EAEPALINN
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Perucrpaunonnsiii No ﬁZf Xz
NPUKA3 oS Uttt W5

J/M/%MJ 20167 w 254y

MockBa

O BHeceHHHM H3MEHEeHHUH
B npuka3 MuHHCTepCTBA 3APaBOOXpaHEHHS
Poccuiickoii ®enepannn ot 20 nexadps 2012 r. Ne 11750 «00 yTBepKACHHH HOPSIAKA
HA3HAYeHHs H BbINACHLIBAHMS JIEKAPCTBEHHbIX NPENapaToB, a TaKkxke Gpopm
penenTypHbIX G/IaHKOB Ha JIeKapPCTBEHHbIC PENapaThl, HOPAAKA odopmnenns
yKa3aHHbIX GIaHKOB, HX Y4€Ta H XPaHEHHs» U NPHI0KeHHe Ne 2 k npuxasy
MusucTepcTBa 31pasooxpanenus Poccniickoli ®exepauu or 1 aBrycra 2012 r.
Ne 541 «O6 yrBepxkaennn ¢popMbl 61aHKOB pelenToB, CoAePAINX Ha3HAYEHHE
HAPKOTHYECKHX CpeACTB WJIH ICHXOTPOMHbIX BENIECTB, OPSAKA UX H3rOTOBJICHUS,
pacnpenejieHusl, PerHCTPALMH, Y4€Ta H XPAHEHHs], 2 TAKIKE NPABAI odopMiIeHHD»

[Ipukas3bBalo:

1. VTBepmuTh TIpUIaraeMble H3MEHEHMS, KOTOpblE BHOCATCA B IpHkas
MunucTepcTBa 3paBooxpaHenms Poccuiickoit denepamuu OT 20 nexabps 2012 .
Ne 11750 «O6 yTBep)KACHHMM MOps/KA HAsHAYCHWA M BBIMUCHIBAHHUA JIEKapCTBEHHBIX
JIpenaparoB, a Takke (GOpM pelenTypHbIX OIaHKOB Ha JieKapCTBEHHBIEC Mpenapartsl,
nopsiiKa ohOpMIICHHS YKa3aHHBIX OIIaHKOB, UX y4eTa H XPaHCHID) (3aperucTpupoBaH
MunncTepcTBoM roctuiun Poccuiickoi denepanun 25 mions 2013 r., perHCTpaliOHHBIA
Ne 28883) ¢ M3MEHEHWAMH, BHECEHHBIMH MPHKa3aMHU MHUHHCTEPCTBA 3PaBOOXPaHEHNUA
Poccuiickoiit ®emeparum ot 2 gekabps 2013 T Ne 886H (3aperucTpHpOoBaH
MunucTepcTBoM  ocTHiuM  Poccuiickot  denepaltun 23  npexabpa 2013 r,
perucTpaudonnpii Ne 30714), or 30 wions 2015 r. Ne 386H (3aperHCTpHpOBaH
MunvcTepcTBoM tocTrLH Poccmiickoit Penepanuu 6 aBrycta 2015 r., perHCTpaliOHHBIN
Ne 38379), u npuoxenue Ne 2 K nprkasy MHHHCTEPCTBA 31PaBOOXpaHeHIS Poccutickoi
®eneparuu ot 1 aBrycra 2012 r. Ne 54n «O6 yTBepxneHNH (OpMBI 612HKOB PELENTOB,
coIepKaIIUX Ha3HAYeHHe HAPKOTHYECKUX CPE/ICTB Wi [ICHXOTPOTIHEIX BEIIECTB, HopsKa
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UX WM3rOTOBJIEHHSA, paclpeleNieHns, PerucTpaliy, yuyeTa M XpaHCHHs, a Takke MpaBui
odopMieHHs» (3apeructpupoBaH MuHucTepcTBOM locTunuM Poccuiickoit @enepaiuu
15 asrycra 2012 r., perucrpanuoHHelii Ne 25190) ¢ u3MeHEHHSAMH, BHECEHHBIMH
nprka3zoM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoi @enepanuu ot 30 urons 2015 r.
Ne 385H (3apermctpupoBaH MunuctepcTBoM toctHiuuM Poccuiickoii  ®enepanuu
27 nos6ps 2015 r., peructpanuonHbi Ne 39868).

2. TMoamyHkT 3 myHKTa 1 M3MEHEHMM, YTBEPXKIEHHBIX HACTOSAIMM IPHUKAa30M,
BCTymaeT B cuity ¢ 1 ssuBapg 2017 roga.

Munuctp B.U. CxBopuosa

'KOI1MS BEPHA

Havansnuk Oburero otaena
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YTBEPX/IEHbBI

npuxkazoM MHHHCTEpPCTBA 3/JpaBOOXpaHEHUS
Poccuiickoit ®enepanyn

ot « J1» dﬂ//ﬁ//;/ 2016 . Ne 0252;/9/

H3menenns,

KOTOpble BHOCSTCH B NIpHKa3 MHHHCTEPCTBA 3APABOOXPaHEHHS
Poccuniickoii ®egepannu ot 20 gexadps 2012 r. Ne 11751 «O0 yTBep:KIeHHH HOPAIKA
HA3HAYEHHS U BLINNCHIBAHHS JIEKAPCTBEHHLIX MPENapaToB, a TaKkxke (popm
pelenTypHbIX OJIAHKOB Ha JIeKAPCTBEHHBIE NMpenapaThbl, Nopsaaxa odopMiIeHAs
yKa3aHHBIX 0JIAHKOB, HX YUeTa H XpaHeHHsD» H NpHJioxkenne Ne 2 k npHKa3y
MunncrepcerBa 3apaBooxpanenns Poccniickoii @egepanunm ot 1 aBrycra 2012 r.
Ne 541 «OO0 yTBepxaennu ¢popmbl 0JIaHKOB pelieNiTOB, COAEPKAINX HASHAYECHHE
HAPKOTHYECKHX CPeJCTB HJIH ICHXOTPONHLIX BeIleCTB, MOPAAKA HX H3TOTOBJICHHS,
pacnpenejieHHusl, perHCTPAIMH, YUeTa H XpaHEeHHS, 2 TaK:Ke NPaBuJ 0GopMJIeHHD)

1. B mpukaze MuHucrepcTBa 31paBooxpaHeHHs Poccuiicko @eneparuu
ot 20 mgexabps 2012 r. Ne 11751 «O6 yTBepxKAeHNN NOpsIKa HA3HAYEHNS U BBIIMCHIBAHUSA
JIEKapCTBEHHBIX IpenapaToB, a Takke ¢GopM pelenTypHbIX GJaHKOB Ha JIEKapCTBEHHBIC
mpenaparsl, Hopsaka oQopMIeHHS YKa3aHHBIX OJaHKOB, MX ydeTa M XpaHEHHUsI»
(3apeructpupoBad MunucrepcTBoM roctuiun Poccuiickoit @enepanyu 25 mrons 2013 r.,
peructpanuoHHsii Ne 28883) ¢ m3MeHeHWsIMH, BHECEHHBIMH IIpHKa3aMu MMHHCTEpCTBa
sgpaBooxpaHeHus Poccuiickoit ®epepamun or 2 nexabps 2013 r. Ne 886m
(3apeructpupoBaH MunucTepcTBOM Ioctuimu Poccuiickoit ®eneparmuu 23 aexabps
2013 r., peructparonnbiii Ne 30714), or 30 urons 2015 r. Ne 386n (3apeructpupoBan
MunucrepcTBoM roctunnu Poccuiickoit ®deneparyu 6 aBrycra 2015 r., perucTpaliMoOHHbIR
Ne 38379): o

1) B npunoxernrn Ne 1 «Ilopsaiox HasHa4YeHHs M BEITHCHIBAHMH JIEKAPCTBEHHBIX
npenaparoBy K npukasy (nanee — [Topsnok):

a) MyHKT 3.1 U3I0XUTH B clIeAyIollel pegaKiyu:

«3.1. HasnadeHmue mneKkapCTBEHHBIX IpeNapaToB IpH OKa3aHHM MEAULUHCKOR
IIOMOI B CTAllMOHAPHBEIX YCIIOBHAX M WX BBIIHCHIBaHHE B TpeOOBaHUAX-HAKIaTHBIX
B cooTBeTcTBHM ¢ MHCTpyKuMeil 0 NoOpsake BBIMUACHIBAHUS JIEKAPCTBEHHBIX IIPENIapaToB
1 oQOpMieHHS DpelenToB U TpeOOBaHMH-HAKIAMHBIX, YTBEpKIOECHHOH IpHKa3oM
MuHuCTepCTBa 3A4paBOOXPAHEHUS H CoLMalbHOro pas3BuThA Poccuiickodt Pexnepaiuu
ot 12 ¢espans 2007 r. Ne 110 «O nopsiike Ha3HAYEHUSI U BHINUCHIBAHMS JIEKAPCTBEHHBIX
IperapaToB, H3AENUN MEIUIIMHCKOrO Ha3HA4YeHMs M CIEIHaTU3MpPOBAHHBEIX IPOTYKTOB
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1.
JIe4eOHOTO IMATaHHUAD), ! OCYIIECTBIIIETCA IO MEXAYHAapOAHOMY HENAaTCHTOBAaHHOMY,

IpyNIMPOBOYHOMY MIIH TOPrOBOMY HaUMEHOBAHHIO.);

0) a63an BTOpoi MyHKTa 21 M3/I0KKTE B ClIeAYIOMIEH pelaKiuu:

«Penentsl Ha JlekapcTBEHHEIE NpeNapaThl, BEINMUCAHHBIE HA PEleNTYPHBIX OlaHKax
dopmer Ne 148-1/y-04 (1) u dopmer Ne 148-1/y-06 (1), rpaxmanaM, JOCTHITIMM
IIEHCHOHHOI0 BO3pacTa, HHBAJIUAAM II€pBOM TpYyNNbl, JeTAM-HHBAIHAAM, a TaKXke
rpaxJaHaM, CTpaJarolldM XpOHHYECKUMH 3a00JieBaHUSAMH, TPeOYIOIMMH UIMTEILHOTO
KypCOBOI'O JICYEHH, AEUCTBUTENBHEI B TedeHHe 90 Hel cO AHA BBHIIMMCHIBAHHA.»;

B) B myHkre 39 mnocme cinoB «cmucka II IlepeyHs» JOIONHHUTH CJIOBaMH
«(3a HCKIIOYEHHEM JICKapCTBEHHBIX IMPEMapaToB B BHAE TPAHCAEPMAIBHBIX
TEPaNeBTUYECKUX CHUCTEM )»;

r) B nyHkre 40 cioBa «IIcMXOTponHBIE JeKapCTBEeHHbIE mpemapaThl crucka 111
Ilepeuns,» 3ameHuTh cioBamMu «HapkoTHdeckue H IICHXOTpPONHEIE JIeKapCTBEHHEBIE
npenapatsl criucka II Ilepeuns B Buze TpaHcIepManbHBIX TepaneBTHYECKHX CHCTEM,
IICHXOTpPOIIHEIE JIeKapCcTBeHHEIe npenapathl cnucka III Tlepedns,»;

2) rpapy «Popma BBIIyCKa M HO3MPOBKa» mo3uimu 6 IIpmmoxenus Ne 1
«IIpenenbHo mOmMycTHMOE KOJNHMYECTBO OTAENBHBIX HAPKOTHYECKMX M IICHXOTPOIHBIX
JIEKapCTBEHHBIX IIpeNapaToB AJIA BHIIMCHIBAaHUA Ha oquH penent» K Ilopsaaky H3moXuTh
B cueaymomeil pemakiuu: «PacTBop IS NOAKOXHOTO  BBEICHHS, aMITYJIBI
0,72+5,75+2,7+0,36+0,05 mr/mn u 1,44+11,5+5,4+0,72+0,1 mr/mmn»;

3) nozumuo 9 npuoxeHus Ne 2 «PeKOMEHIOBAaHHOE KOJMYECTBO OTHEIBHBIX
JEKapCTBEHHBIX IIpENapaToB AJI BBIIKUCHIBAHUA Ha ofuH peuent» K [Topaaky H3m0XHTH

B ClIeylolel pelaKiuy:

«| 9. JlexapcTBeHHEBIE Bce nexapcTBeHHBIE 1 ynakoBka

Ipernaparsl, ¢bopMbI

obafaronme (3a UCKITIOUeHHEM

aHabomueckoit NeKapCTBEHHBIX GOpM
aKTUBHOCTBIO 11 HApYXKHOTO
(B COOTBETCTBHH C IpHUMEHEeHH — rely,
OCHOBHBIM KpEeMBI, Ma3H)
(bapMaKoIOru4ecKuM

JIeHCTBHEM) »;

4) B npunoxeHuu Ne 2 «DopMBI penlenTypHBIX OJJaHKOBY» K ITPHKa3y:

11 3aperncTpuposan MummcTepcTBoM focTrimu Poccmiickoit Menepammu 27 anpens 2007 T., perucTpamuonHbi Ne 9364,
C HW3MEHEHMSIMM, BHECEHHBIMH NpHKa3aMH MUHWMCTEpPCTBa 3ApaBOOXPAaHEHMA H COLMANBHOrO pasBuTHA Poccuiickoit
®enpepanum ot 27 aBrycta 2007 r. Ne 560 (3apeructpupoBan MunnctepcreoM roctuiuu Poccniickoit ®enepannu 14 ceRTAGPs
2007 r., peractpamornbiii Ne 10133), ot 25 centabpa 2009 r. Ne 7941 (3aperucrpHpoBaH MHHHCTEPCTBOM FOCTHLIMHM
Poccuiickoiif ®enepamuu 25 Hoa6psa 2009 r., perucrpauuonssiit Ne 15317), ot 20 auBaps 2011 r. Ne 131 (3aperucTpupoBaH
MunucrepcreoM loctiammu Poccmiickoit Penmeparum 15 mapta 2011 r., permcrpanuonHbiit Ne 20103), npukazamu
MumnrcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepaiun ot 1 aBrycra 2012 r. Ne 54H (3apeructpupoBad MunucTepcTBOM
octunun Poccumiickoif ®enepanuu 15 aBrycra 2012 r., peructpanmonssiii Ne 25190), ot 26 despans 2013 r. Ne 94u
(3aperucTpupoBad MuHucTepcTBOM IocTHIHM Poccuiickoit ®emepaumu 25 mona 2013 r., peructpannoHHbIif Ne 28881).
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a) B peuentypHoM Omanke «®opma Ne 148-1/y-04 (1)» cioBa «5 ITHEH,»
UCKIIFOUHTh;

6) B peuentypHoM Gnanke «®opma Ne 148-1/y-06 (m)» cioBa «5 JTHEH,»
VICKITFOUUTE;

5) B mpwioxesun Ne 3 «Ilopsmox opopmieHus peLenTypHeiXx OJaHKOB
Ha JICKapCTBEHHbIE NIPENapaThl, MX y4eTa U XpaHeHHUsD» K [IPUKa3y:

a) B IlyHKTe 2 CIOBa «aJpec Bpaya» 3aMEeHUTh CIOBAMH «apec UHIVBHIYaIbHOTO
[IpeAIIPUHUMATEIS;

6) B IyHKTe 3 ClIOBa «3aIlOJNHSETCA BPadoM» 3aMEHHTH CIOBAMH «3aIlOIHIETCS
MEIULIMHCKUM PaObOTHHKOM,;

B) IIYHKT 6 TIOCJIE CJIOBA «OTYECTBOY AOTIONHHTH CIIOBaMH «(IIpH HaJIU4WH ))»;

r) ab3all HepBBIH IyHKTa 7 JIONOJHUTH CIOBaMH «, a IJIS JeTell B BO3pacTe
10 1 roga — KOJIMYECTBO MMOJIHEIX MECSILIEBY,

A) B IyHKTE 9 CNnOBa «H HOMED MEIMLMHCKOH KapThl» 3aMEHHUTH CJIOBAMH
«HJTH HOMEP MEUIIMHCKOW KapTEI»;

e) nommyHkT 1 myHkra 11 mocme ClOB «ero HO3MPOBKa» NONOJHHTE CIOBOM
«, KOJIMYECTBOY;

K) B IyHKTe 16 croBa «5 nue, 10 mueit» 3aMeHuTs ciioBamu «15 qHeib.

2. B npunoxenuu Ne 2 k mpukasy MunuctepcTsa 31paBooxpatenus Poccuiickoit
®eneparun ot 1 aBrycra 2012 r. Ne 54n «O6 yTBepkaeHuH (HOPMEI GIAHKOB peLenToB,
CoZepKalliX Ha3HAYE€HHE HAPKOTHIECKHUX CPEJCTB WM IICHXOTPONHBIX BEIIECTB, HOPSIKA
UX USTOTOBJICHUs, PACNpPEIEICHNs, PETHCTPAlM, YYeTa M XpaHeHHs, a TaKKe IPaBHII
opopMIIeHHA» (3aPeTHCTPUPOBaH MUHHCTEPCTBOM IOCTHIMH Poccmiickoit ®enepanuu
15 aBrycra 2012 r., perucrpanuonssii Ne 25190) ¢ H3MeHEHMSMH, BHECEHHBIMH
npuKa3oM MuHHCTepCTBa 3apaBooxpaneHus Poccuiickoit ®enepannu ot 30 urons 2015 r.
Ne 385H (3apeructpupoBan MunucrepctsoM roctunuu  Poccuiickoii ®enepanuu
27 Hosi6ps 2015 1., peructpanuonssiit Ne 39868), npusHaTh yTpaTHBIIEM CUIy nyHKT 10
CIIEAYIOIIETO COAEPIKAHMS:

«10. Pement Ha HapKOTHYeCKHHl (IICUXOTDOMNHBIN) JeKapCTBEHHbIN npernapar
3aBCpACTCS IOANMCHI0 M JIMYHOH [eYaThl0 Bpaya MO0 MNOANKCEIO (enbamepa
(aKyIepKky), NOANKCHIO PYKOBOAMTENS (3aMECTUTENS PYKOBOIMTENS HITH PYKOBOIUTENSA
CTPYKTypPHOTO  HOJPA3NCNEHHs) MENMIMHCKOH OpraHu3aluW, BBIABIIEH peLenT
Ha HapKOTHYECKHH (NIICUXOTPOMNHEIR) JIeKapCTBEHHBIM NpemnapaT (C YKa3aHHEM €ro
(amuiuK, WMeHH, oTYecTBa (IIOCIeNHee — MpH HATHYHE)), a TAKXKE KPYTJIOi Ie4aThio
MEIMIUHCKOH OpraHM3alid, B OTTHUCKE KOTOPOi NOJDKHO GBITH HACHTHMHULHMPOBAHO
NIOJTHO€ HANMEHOBAHUE MEIUILIUHCKOM OpraHU3allin. .




