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MockBa

O BHeceHHH H3MeHEHHMIi
B [IpaBuia oTnycka jJJeKapcTBEHHbIX NpenapaToB AJsi MEAHIHHCKOT0 IPHMeHeHH ],
B TOM 4YHCJIe HMMYHOOHOJIOTHYECKHX JIEKAPCTBEeHHbIX NPENapaToB, allTeYHbIMH
OpPraHH3alUsIMH, HHIHBHAYAJIbHBIMH NPeINPHHHAMATEISIMH, HMEIOLIHMH JTHIEH3HIO
Ha ¢papManeBTHYECKYIO AeATeJbHOCTh, YTBePKICHHbIE IPHKA30M
Munucrepcra 31paBooxpanenns Poccuiickoit ®enepannu
ot 11 nioas 2017 r. Ne 403n

B coorBerctBMM ¢ wacThio 2 crathu 55  DenepanbHOro - 3aKoHa
or 12 ampemns 2010 r. Ne61-®3 «OO6 oOpaiieHMH JIEKapCTBEHHBIX CPEICTBY
(Cobpanne 3akoHomatenbcTBa Poccuiickoit @enepanuu, 2010, Ne 16, cr. 1815; 2020,
Ne 14, ct. 2035), mynktoMm 3 cratbu 12 PenepanbHoro 3akoHa ot 17 centsabpsa 1998 r.
Ne 157-@3 «0O6 wummyHompodmiakTuke HHGEKIHOHHBIX Oone3Hei» (Cobpanue
3aKoHozaTeNbCTBa Poccuiickoii @eneparyn, 1998, Ne 38, ct. 4736; 2013, Ne 48, ct. 6165)
U moanyHktamu 5.2.169, 5.2.183 Ilonoxenus o MuHHUCTepCTBE 3ApaBOOXPAHEHMS
Poccuiickoii Penepannu, yTBep)XaeHHOTO noctaHoBieHueM IlpasutensctBa Poccuiickoi
@enepaunu ot 19 urons 2012 r. Ne 608 (Cobpanue 3akoHOnaTenscTBa Poccuiickoii
®denepanun, 2012, Ne 26, ct. 3526; 2014, Ne 37, c1. 4969), npuka3siBalo:

VTBepAuTh IpwWiaraeMble HW3MeHeHHs, KoTopble BHocsaTcsa B [IpaBmiia oTmycka
JICKapCTBEHHBIX IMIpernapaToB JAAf MEOULMHCKOIO IMPHUMEHEHWs, B TOM 4HCIe
MMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX IIPENapaToB, allTeYHbIMM OpraHU3allUsIMH,
WHIMBUIY ATbHBIMH IpEANPHHUMATEIIME, HMEIOILUMHE JIMILEH3HI0 Ha (papMalieBTHIECKYIO
JeSTENIbHOCTD, YTBEPXACHHbBIE NpHKa3oM MuHHcTepcTBa 31paBooxpaHeHus Poccuiickon
®eneparuu ot 11 mons 2017 r. Ne 4031 (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit ®enepauuu 8 centsiops 2017 r., perucTpauoHHEI Ne 48125).

MuHucTp ' /- M.A. Mypaiko
\ A,




VTBEPXX/IEHDI

npuKa3oM MUHHUCTEPCTBA 3[paBOOXpaHEHHUS
Poccuiickoit ®enepanun
OT « i » 0,0//! 2020 r. Ne ﬁ_f:z,l/

HN3meHennsn,
KoTopble BHocsiTcs B [IpaBuiia oTnycka jiekapcTBeHHLIX IPeNapaToB
AJIsi MEAHIIHHCKOT0 MPUMEHEHH A, B TOM YHcJIe HMMYHOOHOJIOTHIECKHX
JIEKAPCTBEHHBIX MPENapaToB, ANTeYHLIMH OPraHH3alUsIMH, HHAHBHAYAJIbHBLIMH
NpeANpPUHEMATEISIMH, HMEIOLINMH JIHICH3HI0O HA (apManeBTHYECKYIO
AeSITeJIbHOCTD, YTBepKAeHHbIe MpuKa3oM MHUHHCTEpPCTBA 3ApaBOOXpaHEeHHs
Poccuiickoii ®eaepanun ot 11 uros 2017 r. Ne 403u

1. B mynkre 1:

1) CIOBO «BBIIMCAaHHOMY B YCTaHOBJIEHHOM IOpSIKE» 3aMEHUTh CIIOBAMH
«0(OpMIIEHHOMY B YCTaHOBIIEHHOM MOPSIKEN;

2) abG3a1 BTOpO CHOCKH 2 M3JI0KUTH B CIeAYIOMEH pelaKIHu:

«ot 14 suBaps 2019 r. Ne 40 «OO0 yTBEep)KICHMH IOpAAKA Ha3HAYECHMS
JIEKApPCTBEHHBIX MpEMapaToB, (OpPM peLEeNnTYpHbIX OJaHKOB Ha JIEKapCTBEHHEIE
mpenapaTbl, nopsaka oQopMileHHMs YKa3aHHBIX OJIaHKOB, HX Yyd4eTa M XpaHEHHI»
(3apeructpupoBan MuHmcTepcTBOM foctuuuu Poccuiickoit ®enepanuu 26 Mapra
2019 r., peructpammonnbiii Ne 54173), ¢ u3MeHEHMsMH, BHECEHHBIMH MPHKA30M
MunrcTepcTBa 3apaBooxpadenus Poccuiickoit ®enepamyu ot 11 gexabps 2019 r.
Ne 10221 (3apeructpupoBad MunuctepctBoM octuuud Poccuiickonn Pepepanym
28 susaps 2020 r., peructpaunoHnbiid Ne 57292) (nanee — npuxas Ne 4H)».

2. B myskre 4:

1) aG3a1y TepBBIA JOMONHUTH CIOBaMH «U JIEKAPCTBEHHBIX IIPENapaToB,
CoZIepKallliX HAPKOTHYECKOEe CPEJCTBO B COYETAHMU C AHTAarOHMCTOM OIHOMIHBIX
peLenTopoBy;

2) CHOCKY 5 H3II0)KHUTh B CIEAYIONIEN pelaKLUu:

<<5HyHKT 10 mopsnka Ha3HauYe€HHUS JEKAPCTBEHHBIX IIPENAapaToB, YTBEPXKAECHHOIO
npukazoM Ne 4H.»;

3) ab3a1; 4eTBEpTHIA MAOMOJHUTH CIIOBAMH «H JIEKAPCTBEHHBIE IIPENApaThl,
CoJIepXKallie HapKOTHYECKOe CpPEACTBO B COYETAHUM C AHTAarOHMCTOM OIHOHIHBIX
peLenTopoBY;

4) cHOCKY 7 U3II0XUTH B CIIEAYIOIIEH pelaKIivu:

«TlognyHkt 2 myHkra 10 TOpsAnka Ha3HAYEHHS JEKAPCTBEHHBIX MpPETAparos,
YTBEPKISHHOTO IIpUKa3oM Ne 4H.»;

5) B a63ane AeBATOM cloBa «HiIH GpopMsl Ne 148-1/y-06 (J1)» HCKIIFOYHTE;

6) DOTIOTHUTE a03alleM CIEIYIOIEro CONEPKaHus:

«ITo penenTam B popMe 3NEKTPOHHOIO JOKYMEHTA C UCIONBE30BAaHUEM YCHUIICHHOM
KBAIM(UIMPOBAHHOM SJIEKTPOHHON TMOAMHMCH MEIUIHCKOTo paboTHHKa (Janee —
peuent B (GopMe DIEKTPOHHOTO JOKyMEHTa) OTIIyCKalOTCs BCE JIEKapCTBEHHBIE
npenaparhl, ykazaHHbIe B a03aax MATOM — AECATOM HACTOSILETO IyHKTA.).

3. CHocky 9 k ab3aly mATOMy IyHKTa 6 U3T0XKUTh B CIICAYIOUIEH PETaKIIH:
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<& Pacnopsixenue Ipasutensctsa Poccuiickoii ®enepanun ot 12 nexabps 2019 r.
Ne  2406-p (Cobpanne 3akoHomaTenscTBa PoOCCHICKOIL Oenepanuu, 2019, Ne 42,
CcT. 5979).».

4. B nynkre 7:

1) B abzame mepBoM ClIOBa «IpENENBHO JOIYCTAMOE HIH PEKOMEHI0OBaHHOE
KOIM9ECTBO IJIsl BBINMCHIBAHMA Ha OIMH DPELENT» 3aMeHUTh CJIOBAMH «KOJIMYECTBO,
KOTOPOE MOXET OBITh BEHIIHCAHO B OXHOM PELENTE, WIH KypC JIeUEHHs»,

2) cHocKy 10 H3II0XKUTB B CIIEYIONIEH pefaKuun:

«*TIpunoxerue Nel x IOpsANKY Ha3HAYCHHUsS JIEKApCTBEHHBIX IIPENapaToB,
YTBEPXKICHHOMY mpHKka3oM Ne4H, MyHKT 25 mopsaxa Ha3HAYEHMS IeKAPCTBEHHBIX
[penapaToB, yTBEPXKIAECHHOIO IpuKa3oM No 4H.».

5. B nynxkre 9:

1)B ab3alle HEpPBOM IOCHE CJIOB «IO DELENTy» JAOMONHHTH CIOBAMHU
«, 0)OPMIICHHOMY Ha PeLIeNTYpPHOM GliaHKe Ha GYMaKHOM HOCHTENE,»;

2)B ab3ane TpeTheM IIOCIE CJIOB «TOProOBOr0 HAMMEHOBAHHSA» JOMOJHHTD
CIIOBaMHU «(3a MCKJIFOYEHHEM JICKAPCTBEHHBIX MPENAapaTOB, H3TOTOBICHHBIX B ANTEYHOMN
OpraHU3aLiK)».

6. CHocky 13 k myHkTy 10 HCKITIOUHUTS.

7. B cHocke 14 x a63aiy Bropomy myHkTa 15 cioBa «IIpuxaz Ne 11750 3aMeHHTS
cnoBamu «IIpukaz Ne 4u».

8. B myHkTe 20 mocne 0B «B BAIE TPAHCAEPMATLHBIX TEPAIIEBTHYECKHUX CUCTEM»
AOTIONHUTE CJIOBAMU «H JIEKAPCTBEHHBIX IIPENApaTOB, COAEPXKAIIUX HAPKOTHYECKOE
CPEACTBO B COYETAHHM C AHTArOHUCTOM OIIMOUAHBIX PELIEITOPOB».

9. B mynkre 21:

a) B ab3aie NepBOM IIOCIE CIIOB «B BHJE TPaHCASPMAIbHBIX TEPaleBTHUSCKAX
CHCTEM» JOIIOJIHUTH CIIOBAMHM «HM JIEKAPCTBEHHBIX IIPEMaparoB, COAEPMKAIIKX
HapKOTMYECKOE CpEICTBO B COYETAHHMM C AHTAarOHHUCTOM OIMMOUAHBIX PELENTOPOB»,
cinoBa «unH GopMsl Ne 148-1/y-06 (i1)» HCKITFOUHTS;

6) B ab3arie BTopoM cioBa «ui GopMbl Ne 148-1/y-06 (11)» HCKIFOYHTS.

10. B aGzaue mepBoM myHKTa 22 HOCHE CJIOB «B BHIE TPaHCAEPMAIbHBIX
TCPANEBTUISCKUX CHCTEM» [OMOJHUTH CIIOBaMH «d JIEKapCTBEHHBIX MpPEIaparos,
COAepXKaIUX HAPKOTHYECKOE CPEACTBO B COYETAHHH C AHTArOHMCTOM OIIMOMIHBIX
peLenTopoB».

11. ITyHKT 25 U3/10KUTE B ClIeAYIOMIEH peJaKIVH:

«25. 3ampemaercs OTIYCK CyOBEeKTOM PpO3HHYHOM TOPrOBIM II0 pENENTaM
BETCpUHAPHBIX OpraHU3aIlHii:

HapKOTHYECKHMX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPEapaToB,;

JIEKapCTBEHHBIX IIPEIApaToB, 00IaJar0MNX aHA00THIECKOH aKTHBHOCTHIO;

VHBIX JICKQpPCTBEHHBIX MPENapaToB, MOMIEKAMUX HPeIMETHO-KOJHIECTBEHHOMY
yueTy;

KOMOMHHMPOBaHHBIX JIEKAPCTBEHHBIX IPENAparoB, COMEPKAIIUX HAPKOTHYECKHE
CpeacTBa WM IICHMXOTPONHBIE BemecTBa, BHeceHHhle B cmucok II  Ilepeuns,
U3TOTOBJIEHHBIX B aITEYHOU OpraHU3aIl|H;

JIEKapCTBEHHBIX NPENapaToB, OTIYCKaeMBIX OECIUIATHO HIIH CO CKHIKOIM;

JICKapCTBEHHBIX IMPENapaToB B JKUAKOW JeKapcTBEHHOHW Qopme, comepiKallux
oonee 15 % sTHnOBOrO CHMpTa OT 06'FEMA FOTOBOM IPOAYKIIHH;
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JCKapCTBCHHBIX IIPENaparoB, OTHOCAIMXCA 10 ATX K aHTHIICHXOTHYECKHM
cpenctBaM (xon NOSA), ankcuonmuTHKaM (KOX NO5B), CHOTBOPHEIM M CeIAaTHBHEIM
cpenctsaMm (kox NOSC), antmmenpeccantam (Kog NO6A) u He mnomexanmx
IPEAMETHO-KOIHYECTBEHHOMY yUETY.».

12. B mynxre 28 mocie cloB «B BHie TPAHCACPMANIBHBIX TEpPANEBTHYECKHX
CHCTEM»  NIONOJHUTE  CJIOBAMHM «H JICKAPCTBEHHBIX IPEeNaparoB, COAEpIKALIMX
HapKOTHYECKOE CPELCTBO B COYCTAHUU C aHTATOHHUCTOM ONHOMAHBIX PELENTOPOB».

13. lononuuts rnasoii IV cnexyromero COIEpXKAHUS:

«IV. OcobeHHOCTH OTIyCKa JIeKApCTBEHHBIX MPENApaToB
10 perientam B ¢opMe 3IeKTPOHHOTO JOKyMEHTa

32. Ormyck NeKapCTBEHHBIX INPENApaToB [0 pelelTaM B dopme 3JIEKTPOHHOrO
AOKYMEHTA OCYIIECTBISETCS aNTeKaMW, alTeYHBIMH ITYHKTAMHA W WHIMBHIYaJIbHBIMH
TIpEANPHHUMATENIIMH, YKa3aHHBIMU B IyHKTe 3 HacTosmux [IpaBun (manee — anTeqnbie
OpraHM3aliiH), PacTONOXEHHBIMU HAa TEPPUTOPHH cyObekTa Poccmiickoit Denepanym,
B KOTOPOM O0OPMIIEH penent B (opMe 3MEKTPOHHOTO JOKYMEHTa, B Clly4ae MPUHATHS
YIIOJHOMOYEHHBIM OpraHoM cybwsekra Poccuiickolt ®emepallui B COOTBETCTBHH
¢ myHKTOM 4 crated 6 @enepansHoro 3akoHa oT 12 ampemrs 2010 r. Ne 61-®3
«O06 obpamienuy nexapcTBeHHBIX cpencts» (CobpaHue 3aKOHOAATENbCTBA POCCHICKOM
Oenepaunn, 2017, Ne 31, cr. 4791) pemenus o6 WCMONB3OBAHHU Ha TEPPUTOPUH
cy6wexta Poccuiickoit ®enepauny HapsIy ¢ peLentamu Ha JIEKapCTBEHHBIE IIpenaparsl,
OQOPMIIEHHBIMH Ha OyMaXHOM HOCHTEINe, PeLelTOB Ha JeKapCTBEHHbIE IpernapaThl,
CQOPMUPOBaHHEIX B (oOpMe OIEKTPOHHBIX JOKYMEHTOB (zalee — peleHne
YIIOJIHOMO4eHHOT0 opraHa cyosexta Poccuiickoit ®enepanun). ’

33. Anteunble opraHM3alMM JO/DKHBI HMETh MOIKTIOYEHHME K IOCYIapCTBEHHOM
MHQOpMALlMOHHOK cHCTeMe B cdepe 31paBoOXpaHeHHS CcyObekTa Poccmiickoit
®enepamn’’ (nanee — CHCTEMa), KOTOpoe 00ecIeYnBaeTCs YIIOJTHOMOYEHHBIM OPraHOM
BIacTH cy6nrexra Poccuiickoit ®enepayn.

Texnuueckue TpeGoBaHHA K HHOOPMALMOHHOMY OOMEHy MeEXIy AamTedHOM
OpraHH3alleld U CHCTEMOW, B TOM 4HClIe TpeOOBaHHs K HAeHTHGUKALMM peLenTa
B (QopMe OSIIEKTPOHHOro MJOKyMeHTa ¥ JIMIa, OOpAaTHBIIETOCS 33 OTIYCKOM
JEKapCTBEHHBIX INpenaparoB II0 TAaKHM peLenTaM, YCTaHaBIMBAIOTCA peEIICHHEM
YIIOTHOMOYEHHOTO oprada cy6bexTa Poccuiickoii ®eneparuy.

34. Otmyck NeKapCTBEHHBIX NpENapaToB IO pelentaM B (opMe 3JIeKTPOHHOTO
AOKYMEHTa OCYLICCTBIAETCS JIMIY, yKa3aHHOMY B pelente Ju00 €ero 3aKOHHOMY
IPEACTAaBHUTENIO, MO0 JIHIy, KOTOPOE JIUIIO, YKAa3aHHOE B PELENTE, UIIH €r0 3aKOHHBII
NpeICTaBUTENb YIIOJTHOMOYHIY Ha MOTy4eHHe JIEKAPCTBEHHBIX [IPEIapaToB.».

2! TlocraHoBMeHN e IIpaBurensctea Poccuiickoii @enepamuu o S mas 2018 r. Ne 555 «O emuHoli rocyaapcTBeHHOM
uHpOpMalMOHHOK cucTeMe B cepe 3apaBooxpaneHms» (ColpaHue 3akoHomaTenscTBa Poccuiickoii denepamu,
14 mas 2018, Ne 20, ct. 2849; 2019, Ne 6, ct. 533).




