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06 YCTAHOBJ/ICHHH NpeJdeJIbHBIX pasMepoOB ONTOBLIX H NpeJe/JbHBIX pPa3MEPOB
PO3HHYHBLIX l'la)lﬁaBOK K (baKTH'-lECKHM OTOYCKHBIM L€HAM, YCTAHOBJ/ICHHBIM
MPOU3BOAHTEC/JIAMH JICKAPCTBCHHBIX MNpenapaToB, HA JICEKAPCTBCHHLIC
npenaparhbl, BKJ’llO‘jeHHbIe B NEPEYECHDb KH3HCHHO He0OXOAHMBIX H
BaKHCHIIHX JIEKAPCTBEHHLIX NpeENnapaTros

B coorBercTBUH ¢ DenepanbHbIM 3akoHOM OT 12 anpens 2010 r. Ne 61-@3
«O6 ofpallleHUH JIeKapCTBEHHBIX CpeACTB», IocTaHoBiIeHMEM IlpaBuTenbcrBa
Poccuiickoit @enepanun ot 29 oktabps 2010 r. Ne 865 «O rocynapcTBeHHOM
peryiMpoBaHHM LIEH Ha JIEKapCTBEHHBIE IIpENapaThl, BKIIIOYEHHBIE B IEpPEYeHb
KU3HEHHO HEeOOXOAMMBIX M Ba)XXHEHIIMX JIEKapCTBEHHBIX IIPENapaToB» H
npukazoM DenepanbHO aHTUMOHONONBHOM cimy)0bl Poccuiickoit @enepanuu ot
9 centsabps 2020 1. Ne 820/20 «O6 ytBepxneHurn MeTOOMKH YCTaHOBJIEHHSA
OpraHaMH HCIIOJTHUTENBHON BiacTH cyObekToB Poccuiickonn @exnepauuu
Ipefie/bHBIX Pa3MepOB ONTOBBIX U NpeJeNbHBIX pa3MePOB PO3HUYHBIX Ha0aBOK K
(bakTUYEeCKUM OTIYCKHBIM LIEHaM, YCTaHOBJIEHHBEIM IIPOU3BOIUTEISAMH
JIEKapCTBEHHBIX IIperapaToB, Ha JI€KapCTBEHHbIE IIpenaparhl, BKIIOYEHHBIE B
HepevYeHb )KU3HEHHO HeOOXOAMMBIX M Ba)XKHEHMIUMX JIEKAPCTBEHHBIX MPENapaToB»
ITpaBnenue 'ocynapcTBeHHOro KoMHTeTa LieH U TapudoB YeueHckoit Pecrrybnuku
no coriacoBaHuo ¢ DenepanbHOM aHTUMOHOMNONBHOM ciy»00i Poccuiickoi
®enepanuy peluio:

1. YcraHoBUTh mpefesbHbIe pa3Mepbl ONTOBBIX Han0aBOK U IpeleNbHbIE
pasMepsl PO3HMYHBIX Han0aBOK K  (aKTUYECKMM OTIYCKHBIM  LIEHaM,
YCTAQHOBJIEHHBIM  [IPOM3BOJAMTENSAMH  JIEKapCTBEHHBIX  IIpENaparoB,  Ha
JIeKapCTBEHHBIE MIPenapaThl, BKIIOYEHHEIE B ITepeueHb )KH3HEHHO HEOOXOIUMBIX U
BAXHEHUIIMX JIEKAPCTBEHHBIX I[IpPenapaTtoB, peajlu3yeMble Ha TEepPPUTOPHH
YeueHckoii Pecybnuky, cornacHo npuinoxeHuro Ne 1.

2. VYCTaHOBUTH INpeleNbHBIE pa3Mepbl ONTOBBIX HAZ0aBOK M IpelesbHbIE
pasMepsl PO3HWYHBIX Han0aBOK K  (aKTUYECKMM  OTIYCKHBIM  LI€HaM,



YCTaHOBJIEHHBIM  IIPOM3BOAMTENSAMH  JI€KapCTBEHHBIX  IIpenapaToB,  Ha
JIEKapCTBEHHbIE MpenapaThl, BKIUEHHBIE B CIIMCOK HAapKOTHYECKUX CPENCTB H
TICHXOTPOMHBIX BELIECTB, 060pOT KoTOphIX B Poccuiickoit dDenepauuu orpaHuyeH
M B OTHOLUEHWHM KOTOPBIX YCT@HABIMBAIOTCA MEPBI KOHTPOJIL B COOTBETCTBUH C
3aKkoHo/aTelbcTBOM Poccuiickoit @enepaluud ¥ MeEXIYHapOAHBIMH I0rOBOPaMH
Poccuitckoiit ®eneparyn (cnucok 1) 1 B CIUCOK ICHXOTPOIHBIX BEILECTB, 000POT
koropeix B Poccuiickoi @eepalid OrpaHMYeH M B OTHOLICHHH KOTOPBIX
JIONYCKAETCS HCKIIOYEHHE HEKOTOPBIX Mep KOHTPOJIsA B COOTBETCTBHH C
3aKoHOHaTeNbcTBOM Poccuiickoit Penepalii U MeXIyHAPOIHBIMH JOTOBOPaMH
Poccuiickoii ®emepaumu (cnucok III), yTBepkIeHHbIE IOCTAHOBICHUEM
IIpasutensctBa Poccuiickoit ®epepauuu ot 30 mroms 1998 r. Ne 681 «O6
YTBEPXKIEHHH IepeyHs] HApKOTHYECKHUX CPEJCTB, NMCUXOTPOIHBIX BEIUECTB U MX
TIpeKypcopoB, Mojexaumx KoHTpomo B Poccuiickoit ®enepanun» (mamee —
HapKOTHYeCKHe CPe[CTBa M ICHUXOTPOIHBIE BellecTsa (CHUcoK I u crucok 111)),
peanusyeMble Ha TeppuTopuu YeueHckod PecrmyGiuku, COTIACHO MPUIIOKEHHIO
Ne 2.

3. OmybnukoBaTh HACTOsINEe pelleHHe B  CPEICTBaX  MacCOBOH
nHpopmauuu YedeHckoil PecryOnuku.

4. Hacrosamee pelIeHNUE BCTYNAaeT B CHIIY B YCTaHOBJICHHOM IOPAJKE.
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[Tpunoxenune Ne 1
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FIKOMI,

Hpe,uenbnble pa3Mepsbl ONTOBLIX H MpPeaeJIbHbIC pPasMepbl pO3HHYHBIX
HaA0aBOK K anKTH‘IeCKHM OTHYCKHBIM LHeHaM, YCTAHOBJICHHBIM
NPOH3BOJAHTEJIAMH, HA JIEKaPCTBECHHbIC NPpeNnapaThbl,
BKJIIO‘IEHH]:JUC B NepeYeHb JKH3HEHHO HEOOX0AHMBIX
U Ba’KHEHIIHX JIeKAaPCTBEHHBIX IpenapaToB

IlenoBas rpymnma mo pakTHUYECKUM [IpenenpHbIi pasMep
BraeL na0850k OTIIYCKHBIM [I€HaM TIPOH3BOAMTENS, PyO. Han0OaBku, %
I1
p&M};;ifg;iZI;bm Jo 100 py0. BKIIOYHUTENEHO 16
Han0aBOK K
(haKkTHIECKHM Cgeimie 100 py6. no 500 py6. BKIOYHTENIBEHO 14
OTIYCKHBIM IIEHaM,
YCTaHOBJIEHHBIM
[IPOHIBOTHTENSIMH Cseie 500 py6. 12
[IpenenpHble
pa?:Me}I))bI PO3HHYHBIX Jo 100 py6. BKIIOUHTENBEHO 24
Ha10aBoOK K
(baKTHIECKHUM Cepuue 100 py6. no 500 py6. BKIIOYHMTENBHO 23
OTITYCKHBIM IICHaM,
YCTaHOBJICHHBIM Ceeize 500 py6 18
IIPOU3BOIUTENSMH
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FocynapCTBgﬁﬁng KOMUTETA LIEH
u TapudoB YegueHekoi Pecnybmnku
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IIpeaesibHbIe pa3Mepbl ONTOBBIX HA0aBOK H NpeebHbIe pa3Mepbl
PO3HHYHBIX HAA0ABOK K (pAKTHYECKHM OTIHYCKHBLIM HEHAM, YCTAHOBJIEHHBIM
NPOU3BOAUTEISIMH JIEKAPCTBEHHBIX NIPENAapaToOB, HA JIeKAPCTBEHHbIE
npenapartbl, BK/Il0YeHHbIe B CHHCKH HAPKOTHYECKHX CPEACTB H
ncuxorponHbix BemecTs (cnucok II u cnucoxk III).

LlenoBas rpynmna no (pakTH4eCKUM
OTIYCKHBIM LI€HaM IIPOM3BOIUTEINEH [IpenenbHLIH pazMep
Brer BazbaBox HAPKOTHYECKHX CPEJICTB H NCHXOTPOIHEIX HanbaBkH, %
semiecTs (cnucok II 1 cnucok III), py6.
[IpenensHBIE
pa3MIz:pm ontoperx | A0 100 py6. BKIFOYHTENEHO 25
Haa0aBoK K
(haxTHyeckuM Ceoime 100 py6. no 500 py6. BKIFOYHTEIBEHO 19
OTITYCKHBIM LIEHaM,
YCTAHOBJICHHBIM
[POH3BOTHTEISMH Cseriie 500 py6. 12
[IpenenbHble
pa3MephI PO3HHYHEIX o 100 py©. BKIOYHTETBEHO 34
HabaBOK K
(baKTHYECKHUM Cssire 100 py6. no 500 py6. BKIIOYHTENBHO 29
OTIIYCKHBIM IIEHaM,
¥ EBPURIASHILIM Casie 500 py6. 12
IIPOH3BOJUTENSAMH

Hpumeuanue: o0 paxmuueckoli omnyckHol yeHol npou3gooumens noopasymesaemcs Qaxmuueckasn
OMAYCKHAA Yena npoussodumens 6e3 yuema Hanoea Ha dobasnennylo cmoumocms (6e3 ynema HJIC), ykasvieaemasn
pocculickum npou3godumenem JeKapcmeeHHO20 Npenapama 6 COnposooumenvHou OOKYMEHmayuu Ha mosap
(npomokon coanacosanus yew), a UHOCMPAHHLIM NpousgooumeneM NeKAPCMEEHHOZO hpenapama — 6
CONPOEOOUMENbHOTI QOKYMEHMAyuu HA MOBApP HA OCHOBAHUU KOMOPOU OpOpMISemcsa 2py306ds MAMONCEHHAsA
dexknapayus, ¢ y4emom pacxo0o06, CEA3AHHLIX C MAMOJNCEHHHIM OopmaeHueM 2py3a (Ynnamou mamo*CeHHbiX
nownun u c6opos 3a mamosicennoe ogpopmaenue), (Ilocmanosnenue Ilpasumenscmea P® om 08.08.20092. Ne654
«O cosepuieHCmBosanuY 20CY0apcMBenHo20 PecyIupoBanis Yen Ha JeKapcmeennsle NPenapamsl, 6KI0YEHHbIE 6
nepeyeHb HCUIHEHHO HeOBXOOUMbIX U BAXCHEUUX 1eKAPCMBEHHBIX NPERApamos»).




