MTPOTOKOJI
3ACEJJAHUA ITPABJIEHUA TOCY JAPCTBEHHOI'O KOMUTETA
[{EH ¥ TAPU®OB YEYEHCKO! PECITYBJIMKU
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[Ipencenarens H.A. Canrapuen
IIpucyrcrBoBaan 4nennl IlpaBaenns Komurera:

3amMecTHUTeNb NpeaceaaTess X.II. Xaruesa
HavganeHuk oTaena peryliupoBaHUs B KOHTPOJIS 3.P. Canrupuesn
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3amecturens pykoBogurens Yeyenckoro YOAC Poccun b.J. DnplnxaHoB
Cekperaps [IpaBnenus III.M. Tarupos
IIpurnamennsble:

W.o HayanbHKUKa OTAeNa peryJIMpoOBaHUsA U KOHTPOJIS IEH U A.W. Bucaesa

Tapu(OB Ha NPOAYKIHIO U YCIyrd o0IIero Ha3HaueHUS

IMoBecTKka aHA:

1. O6 ycraHOBIEHHH IIpeNENbHBIX pPa3MEpPOB ONTOBBIX Haa0aBOK K
(aKTHYeCKUM  OTIYCKHBIM  LleHaM, YCTAHOBJIEHHBIM  [POH3BOAMUTENAMH
JIeKapCTBEHHBIX IperapaToB, Ha JIeKapCTBEHHBIE IpenapaThl, BKIIOYEHHBIE B
nepeyeHb KU3HEHHO HeOOXOJUMBIX H BaKHEHIINX JIeKapCTBEHHBIX IPerapaToB.

2. O0 ycTaHOBIIEHHM INpeleNbHBIX pa3MepoOB PO3HUYHBIX Han0aBOK K
(GaxTU4eCKMM  OTIyCKHBIM  II€HaM, YCTAHOBJEHHBIM  IPOU3BOAUTEIAMHU
JIEKapCTBEHHBIX IpenaparoB, Ha JIEKapCTBEHHbIE IIpenapathl, BKIIOYEHHBIE B
riepedeHb KU3HEHHO HeOOXOMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MpPeNapaTos.

3. O6 ycTaHOBNEHHH IIpeNeNbHBIX pa3MEpPOB ONTOBBIX HAn0aBOK K
(aKTHYECKUM  OTITyCKHBIM  LIleHaM, YCTAHOBJEHHBIM  IPOU3BOJHUTENIAMH
JIeKapCTBEHHBIX IIpenaparoB, Ha JIEKApCTBEHHBIE IIpemnapaThl, BKIIOYEHHBIE B

CITUCKH HapKOTH‘-IeCKHX Cpeﬂ.CTB H HCHXOTPOHHBIX BEUIECTB (CHHCOK Il u ciucok
).

4. OO0 ycTaHOBIEHHUM TIpeNeNbHBIX pa3MEpPOB PO3HHYHBEIX Haa0aBOK K
(haxTU4YeCKMM  OTIyCKHBIM  II€HaM, YCTAHOBJIEHHBIM  IPOU3BOJUTEIAMHU
JIeKapCTBEHHBIX IpenaparoB, Ha JIeKapCTBEHHbIE IIperaparhbl, BKIIOYEHHbIE B
CIIUCKH HAapKOTHYECKUX CPEJCTB U ICUXOTPONHBIX BemlecTB (crnucok Il u crucok

I1I).

Ilo nepBOoMY BONpOCY MOBECTKH JHH:
Pacemorpenu:




[Tpennoxxenue Bucaesoit A.M. — 1.0. HaYaIlbHUKA OTHENIA PETYIHPOBAHUS U
KOHTPONA LeH W TapuhoB HA MPOAYKLUHIO ¥ YCIYrH obliero HasHayeHHs o0
YCTaHOBJIEHWHM TIPENENIbHBIX pa3MepoB ONTOBBIX HaA0aBOK K (DaKTHYECKHUM
OTIIyCKHBIM  II€HaM, YCTAHOBJIEHHBIM IIPOM3BOJUTENSMM  JIEKAPCTBEHHBIX
IpernaparoB, Ha JIeKapCTBEHHbIE Ipernaparsl, BKIIOUEHHbIE B II€Pe4YeHb KU3HEHHO
HeOOXOIMMBIX U Ba)KHEHIINX J1eKapCTBEHHBIX NPENapaToB.

BeicTynuju:

Canrapues H.A., Bucaesa A.J.

Bucaesa A.M. Kparko 1oBena 10 CBEAEHHA IPHCYTCTBYIOIIHX, YTO
TpeJiefbHBIE TOProBble HaJ0aBKHM MEHSIOTCS B CBA3W C BCTYNHBILIMUMH B CHIY
M3MEHEHUsIMHM, BHECEHHBIMH B TnocTtaHoBineHue [IpaBurensctBa Poccuiickoi
®enepanmu ot 29.10.2010 r. Ne 865 «O rocynapcTBEHHOM pEryJIHPOBAaHHH LIEH Ha
JIEKapCTBEHHBIE MPEapaThl, BKIIOYEHHbIE B NIepeueHb XM3HEHHO HEOOXOUMBIX H
BaXHEHINMX JIeKapCTBeHHBIX rpenaparoBy (manee — XXHBJIII) u Meronudeckue
yKa3aHus yreepxaeHHble mpukazom ®AC Poccuu ot 09.09.2020 r. Ne 820/20 «O6
YTBEPKIEHUH METOJUKH YCTAHOBJIECHHS OpraHaMHM HCIOJHHUTENBHOM BIACTH
cyobexToB Poccuiickoit Denepanuy npenenbHBIX pa3MEpOB ONTOBBIX Haln0aBOK M
MpeeNbHBIX pa3MepoB POHHYHBIX Ha0aBOK K (PAKTHYECKUM OTIIYCKHBIM LIEHAM,
YCTAQHOBJIEHHBIM  IIPOM3BOAMTENIIMH  JIEKAPCTBEHHBIX  MpemnaparoB,  Ha
JleKapcTBEHHBIE MTPENapaThl, BKIIOYEHHbIE B IEPEUeHb KU3HEHHO HEOOXOIUMBIX
BaXHENIIMX JIEKapCTBEHHBIX MpernaparoBy (nainee — Meroauka). B cooTBeTCTBHH C
[ToctanoBinenremM Ne 865 W3MeHEHBI LIEHOBBIE TIPYNIBl, IO KOTOPBIM
YCTAHABIMBAIOTCS TMpeleNbHble Haa0aBkH. B COOTBETCTBUM ¢ HW3MEHEHUAMH,
npeaenbHble Haa0aBKi yCTaHAB/IMBAIOTCA B NPOIEHTaX AU(PQPEpeHIMPOBAHHO I10
CTOUMOCTH (DaKTHUECKOH OTITYCKHON LE€HBl NPOM3BOAMUTENA B COOTBETCTBHHU C
MeToMKOMH MO HOBBIM LIEHOBBIM I'pyNIiam:

- 1o 100 pyOneii BKIIOYUTENBHO;

- cBeire 100 py6neit mo 500 pyGreit BKIIOUUTENBHO;
- coie 500 pyOuneid.

Jannvie yenosvie zpynnvl YCMaHoeNeHbl KAK ONA ONMO6020, MaK u O
PO3HUYHO20 DPbIHKO8 peanu3ayuu NeKapCmeeHHblX Npenapamos, 6KIOYEHHbIX 6
nepeuenv KHBJIII.

JIsi yCTaHOBJIEHHS TpeleNbHBIX ONTOBBIX HaA0aBOK, paccMaTpHUBarOTCH
pacxoael 7  opraHusaluid, KoTopble paboraioT Ha oOmed cucTeme
HAJIOr000JIOKEeHHsI U YUYHUTHIBaIOT B cBoux pacxoaax HJIC.

Ha OCHOBaHUHU IpeICTaBIeHHBIX MaTepUaJoB ONTOBBIMU
bapMalleBTHYECKMMH YYPEKICHUSIMH, OCYILECTBISAIOIUMH JeATeIbHOCTh Ha
Tepputopur YeyeHckoit Pecrry6nuku, B COOTBETCTBHH C IMyHKTOM 3.1. MeToauku B
dopmare 3nexTporHbIX madnoHoB OPI'MC EMAC ®AC Poceun yosiTKH 32 2020 rox
He 3asBieHpl. C y4eToM 3TOro MU B COOTBETCTBHHM C NMYHKTOM 35.3. Meroauku
['ocymapcTBeHHBIM KOMUTETOM LieH U TapudoB YeueHckoi PecnyOnuku (manee —



Komutet) npu noarotoske mis cornacosanus ¢ PAC Poccuy mpoekTa pelieHus
IIpaBieHus ObUIM MPUHATHI MONPABOYHBIE KOI(QHIMEHTEI nubdepeHIMalKN C
yueToM pocTa BajnoBoi mpubeumH n0 10% B COOTBETCTBHM C ITYHKTOM 5.4
Metoxukh. IIpeenpHble ONTOBBIE pa3Mephl Hafl0aBOK, 0003HAYEHHBIC B POEKTE
penrenus [IpaBnenus, HanpaieHHoM B ®AC Poccuu cornacoBaHel ¥ BHIHOCATCS
1714 NpuHATHS Ha 3acefanue [IpaBnenus B pasMepe:

LlenoBas rpynmna no GpakTH4ECKHM TTpee st pasmep

Buns Han6aBok OTIIYCKHBIM IIGHS;I(SHI)OHiiBOﬂHTCJIH, i —
[TpenensHBIE pa3sMepPhI Jlo 100 py©. BKIIOUHTENBHO 16
ONTOBEIX Hal0aBOK K
(aKTHIEeCKHM OTITYCKHBIM Csine 100 py. 10 500 pyo. 14
l[eHAM, YCTAHOBJCHHBIM | BRJUOUHTENBHO
NIPOU3BOJUTEIAMHU Cerime 500 py6. 12

IIpennosxuiau:
ITocite 06MeHa MHEHHSMH B TIPEHUAX, [IOCTABUTh HA TOJIOCOBaHUE BOIIPOC 00

YCTQHOBJICHHH TIPEIENBHBIX pasMepoB ONTOBBIX HAn0aBOK K (aKTHYECKUM
OTIYCKHBIM  [I€HaM, YCTaHOBJEHHbIM  IPOU3BOJAUTEIAMH  JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOYEHHEIE B NEPEYCHb KU3HEHHO
HeoOGXOMMMBIX ¥ BaKHEHIIMX JIEKaPCTBEHHBIX MPENapaToB B YKa3aHHBIX pasMepax:

LlenoBas rpynmna no GakTHIYECKHM .
Buasl HagbaBok OTITYCKHBIM IIEHaM IIPOM3BOAUTEIIS, ITpenenbHEH pf?' MEP
HanbaBkH, %
pyo.
[TpenensHblE pasMepsl JTo 100 py6. BKIFOYHTEIBHO 16
OIITOBBIX HAN0ABOK K
(haKTHYECKUM OTITYCKHBIM Csuue 100 py6. 20 500 pyo. 14
LleHaM, YCTAHOBJICHHp | BIIFOUHTCIIBHO
IPOU3BOJHUTEIISIMH Cseime 500 py6. 12

I'oocoBajiu:

«3a» - 6 uyenosekx,

«ITpoTuB» - HET,

«Bo3aepxaBlInecs» - HET.

B cooTBeTcTBHH nocTraHoBneHHeM IIpaButenseTBa Poccuiickon Penepauuu
or 29.10.2010 r. Ne 865 «O rocynapCTBEHHOM peryJlMpOBaHHWH LE€H Ha
JleKapCTBeHHBIE TPENapaThl, BKIIOYESHHBIE B IEPeYeHb KU3HEHHO HEOOXOIUMBIX U
Ba)KHEHIINX JIeKApCTBEHHBIX MpernaparoB» W MeTOAWYeCKUMH yKa3aHHAMH
yrBepxaeHHbIME Tipukazom ®AC Poccun ot 09.09.2020 r. Ne 820/20 «O6
YTBEpKIEHHH METOAMKH YCTAHOBJICHHA OpTraHaMH HCIIOIHUTEIBHOH BIACTH
cyGbextoB Poccuiickoit ®eepauun mpeenbHEIX Pa3sMEPOB ONTOBBIX HAI0aBOK
Tpe/ebHBIX Pa3MEPOB PO3HUYHBIX Hal0aBOK K HaKTHYECKUM OTIYCKHBIM LIEHAM,
YCTAaHOBJIEHHBIM  IPOM3BOAMTENAMM  JIEKAPCTBEHHBIX  MpEMNaparos,  Ha
JleKapCTBEHHBIE NPENapaThl, BKIIOYECHHBIE B IEPeUeHb XKU3HEHHO HEOOXOUMEIX U
Ba)KHEHMIIMX JIeKapCTBEHHBIX NIpenapaToBy, [IpaBieHue pemuo:



YcTaHOBUTh NpeleibHble pa3Mepbl ONTOBBIX HAA0aBOK K (aKTHYECKHM
OTITyCKHBIM  IleHaM, YCTAQHOBJIEHHBIM  IIPOM3BOJMTEIAMH  JIEKAPCTBEHHBIX
nperapaToB, Ha JIeKapCTBeHHbIE IIpenaparsl, BKIIOYEHHBIE B IIEPEYEHb XKU3HEHHO
HeoOXOAMMEIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IIpeNapaToB B pa3Mepe:

| "
IlenoBas rpynna o ¢pakTHYECKUM [penensHEIH pasmep

Bune! HanbaBox OTIYCKHBIM LI€HAM IIPOH3BOIMTENSA, Han6asky, %
py0.
[IpenensHBIE pa3zMephl Jo 100 py6. BKIIOUHTEIBHO 16

OITOBBIX HaADABOK K
(aKTHYECKHUM OTITYCKHBIM
LI€HaM, YCTaHOBJICHHBIM

NPOH3BOAUTENIAMH Caere 500 py6. 12

Cerie 100 py6. no 500 py6.
BKJIIOYHTENIBHO

14

ITo BTOpOMY BONpOCY NOBECTKH [HSH:
PaccmoTpenn:

[Mpennoxxenue Bucaesoit AWM. — 1.0. HavaJIbHUKA OTAEJa PEryJIMPOBAHUS U
KOHTpPOJIS LeH W TapudoB HA MPOAYKIMIO M YCIyrH OOIIero HasHaueHus 00
YCTaHOBJIEHMH IIpEeJeNIbHBIX pPa3MepoB PO3HMHYHBIX Haa0aBOK K (PaKTHYECKHUM
OTIYCKHBIM  IIeHaM, YCTAaHOBJICHHBIM  IPOM3BOJAMUTENSAMH  JIEKAPCTBEHHBIX
[IpenapaToB, Ha JIEKapCTBEHHEIE IIpenaparthl, BKIYEHHBIE B [IEPEYEHb XKH3HEHHO
HeOOXOIUMBIX U BayKHEHMILIUX JI€KapCTBEHHBIX NPENapaTos.

BoicTynuju:
Canrapues H.A., BucaeBa A.l.

Bucaesa A.M. KpaTko JoBena A0 CBENEHHSA MPHCYTCTBYIOIUIUX, YTO
npeJebHble TOProBble Han0aBKU MEHSIOTCS B CBS3M C BCTYNHMBIIMMH B CHIY
U3MEHEHHAMH, BHECEeHHBIMH B 1ocTaHoBieHue [IpaBurensctBa Poccuiickoi
®epneparuu ot 29.10.2010 r. Ne 865 u Mertonuxky, yrBepkaeHHyo PAC Poccun.

[IpenensHble pO3HUYHBIE HaA0aBKH pacCUUTHIBAIOTCS UCXOMS U3 IIPUHIUIIOB
BO3MELLEHUSI aNTeYHBIM YUPEXIECHUSM H3[ep)KeK OOpalleHHs, CBA3aHHBIX C
3aKyIKOM, XpaHEeHHeM M peaju3auueil JIeKapCTBEHHBIX IIPENAapaToB C YYETOM
HeoOX0oAMMO# peHTabenbHOCTH, AN obecrnedeHUs NPHOBUIBHOCTH AaNnTEeYHBIX
yUYpEeXIEHUH U yUYETOM B CTPYKTYpe pacXoI0B BCEX HAJIOIOB M MHBIX 0053aTENBHEIX
IIaTexel, IpeIyCMOTPEeHHbBIX 3aKoHoAaTenbCcTBOM Poccuiickoi Denepanuy.

Jlis yCTaHOBJIEHUS IpeAeNbHBIX PO3HHYHBIX Han0aBOK, pacCMaTpHUBAKOTCs
pacxombl, TpeAOCTaBleHHble 96 anTeYHbBIMM YYPEXIEHUSIMH Ppa3IuYHBIX
OpraHU3alIOHHO-IIPaBOBBIX (GOPM:

- ogHo ['ocynapcTBeHHOE aBTOHOMHOE yupexaeHue (I'AY);

- 8 OOwecTs ¢ OrpaHHYEHHOH OTBETCTBEHHOCTHIO paboTalOIIMX IO
YIPOILIEHHOH CUCTEME HAIOr000I0KEHHS;



- 87 WHAMBHMIYyaJIbHBIX IpeAllpUHHUMATENe 3 M3 KOTOPBIX HMEIT 110
HECKOJIBKO 000C00IeHHBIX Topa3fenenuii (bunnanos).

B cBf3M ¢ TeM, 4TO paccMaTpHUBaeMble NpPH YCTAHOBJIEHHU MpeNesbHBIX
PO3HMYHBIX HaJ0aBOK amTeyHsle yupexjaeHus paboraror mo EHB/[ m no YCH,
0053aHHOCTh YIUIAaTHl Hajora Ha nobaBneHHylo crouMocTh (nanee — HJIIC) B
CTPYKTYpPE PacXo0B y4UThIBaeTCs TONbKO 11 [AY «®apmmenrexcHad».

[To aHanoruM C mpeaeabHBIMH ONTOBBIMH HaA0aBKaMM, IIPH YCTAHOBJICHUH
TpeNeNbHBIX PO3HMYHBIX HaA0aBOK, IPH MOArOTOBKe s cornacoBanus ¢ ®AC
Poccun npoekra peruenus IlIpaBnenus KoMureToM ObUTH IPUHATHI MONPABOYHBIE
K03 uIMenTs! AruddepeHInannn C y4eTOM pocTa BanoBod npubbui a0 10%.
[IpenenbHble pasMepsl PO3HUYHBIX HanbaBoK, 0003Ha4YeHHEbIe B IIpoekTe perieHus
IlpaBnenus, HanpaBneHHoM B ®AC Poccuu, coriacoBaHbl M BBIHOCATCA Ui
IPUHATHUA Ha 3acenanue IIpasnenus B pasMepe:

llenoBas rpymnmna 1o "
Bunbl HanbaBok (baKTHYECKHUM OTITYCKHBIM LIEHAM Hpel,z{neng:;g;p'?}smep
[IPOM3BOAUTENS, PYO. o s
Ipenensubie pasmepst | Jlo 100 py6. BKIIOUHTETEHO 29
PO3HUYHBIX Han0aBOK K
baxTHYECKHM OTIYCKHBIM Caeue 100 py6. z0 500 pyo. 23
L€HaM, YCTAaHOBJEHHbM | BIIOYHMTEIBHO
IIPOH3BOJUTENSMH Cesiue 500 py6. 18

Ipennokuian:
[Tociie o6MeHa MHEHHSIMH B IIPEHHUSX, IOCTaBUTh HA FOJIOCOBaHHE BOIIPOC 00

YCTAHOBJIEHUH TIPEJENbHBIX pa3MepPoB DPO3HHYHBIX Han0aBOK K (aKTHYeCKUM
OTIIyCKHBIM  II€HaM, YCTAHOBJEHHBIM  IPOM3BOIMTENSAMH  JICKaPCTBEHHBIX
TpenaparoB, Ha JIeKapCTBEHHbIE Npenaparhl, BKIIOYEHHBIE B IIepeYeHb )XU3HEHHO
HeoOXOAMMBIX M BaKHEHMIINX JIEKApCTBEHHBIX IIpeNapaToB B yKa3aHHBIX pa3Mepax:

€HOBas na 1o YECKHUM 2z
a TPym daxrHiec IIpeneneHbIi pasMep

Buns! HanbaBok OTITyCKHBIM ueHaN% IIPOU3BOIUTENA, AR, %
pYo.
[TpenenbHble pazMepel Jo 100 py6. BKIIIOUMTEIILHO 29

POSHHYHEIX Ha/I0aBOK K Cseite 100 py6. o 500 py6.

(aKTHYECKHUM OTITYCKHBIM 23
I(€HAM, YCTAHOBIEHHbIM | BXJIOUHMTENILHO
IIPOM3BOUTENIAMH Casie 500 py6. 18
I'osocoBaju:

«3a» - 6 4eJI0BeK,
«IIpotuB» - HeT,
«BoznepxaBimuecs» - HET.



B coorsercTBUM nocraHoBnenueM IIpaBurensctBa Poccuiickoit @enepanum
or 29.10.2010 r. Ne 865 «O rocymapcTBEHHOM peryJHpOBaHMH LI€H Ha
JIeKapCTBEHHBIE MpenapaTthl, BKIIIOYEHHEBIE B IIepedeHb KHU3HEHHO HEOOXOIMMEIX U
Ba)KHEHIUMX JIEKapCTBEHHBIX IMpernaparoB» H MeTOOUYeCKUMH YKa3aHHUSIMU
yrBepkaeHHbIMH TpukazoM @®AC Poccum ot 09.09.2020 r. Ne 820/20 «O6
YTBEPXKJEHUH METOAMKH YCTAaHOBIIEHHS OpraHaMHM MCIIOJHUTEIbHOH BIIACTH
cyowsekToB Poccuiickoit @epepanuu npenenbHbIX pa3MepoB ONTOBBIX HaA0aBOK H
npeAeabHbIX pa3MepoB PO3HUYHBIX Ha0aBOK K (GAaKTHUYECKHUM OTITYCKHBIM LIEHaM,
YCTAHOBJIEHHBIM  IIPOM3BOAMTENAMH  JIEKapCTBEHHBIX  IpenapaTroB,  Ha
JIEKapCTBEHHBIE NpenapaThl, BKJIOYEHHbIE B IIepedeHb XKHU3HEHHO HEOOXOIUMEIX H
Ba)XHEHNIINUX JIEKapCTBEHHBIX MpenapaTtoBy, [IpaBneHue peuuio:

YCcTaHOBUTH NpeeNbHble pa3Mepbl PO3HUYHBIX HAN0aBOK K (aKTHYECKHM
OTIYCKHBIM  LI€HaM, YCTAHOBJIEHHBIM IIPOM3BOJAUTENSMH  JIeKapCTBEHHBIX
TIpenapaToB, Ha JIeKapCTBEHHbIE NIpenaparsl, BKIIOUYEHHEIE B NlepeYeHb )KU3HEHHO
HeoOXOQMMBIX U BaXKHEHIIIHX JIeKapCTBEHHBIX IPenapaToB B pa3Mepe:

LlenoBas rpynna no ¢pakTH4eCKHM .
Buapl HanbaBok OTIYCKHBIM II€HaM IIPOM3BOIUTENS, ITp eﬂeﬂgHHH p(z;u MEp
i HanOaBkH, %
pyo.
[IpenenbHblE pasMepsl Jo 100 py6. BKIIOYHTENBHO 29
PO3HHMYHBIX HaJ0aBOK K
(aKTHYECKHUM OTITyCKHBIM Cannme 100 pyo. 1o 500 py6. 23
LEHaM, yCTaHOBJeHHpM | BIIIOUHMTCIBEHO
ITPOH3BOIHTE/IAMH Csoize 500 py6. 18

Ilo TpeTbeMy BONPOCY MOBECTKH JHA:
PaccmoTpenn:

IIpennoxenne BucaeBoit A.M. — 1.0. HayaNbHUKA OTAENA PEryIHPOBAHUS H
KOHTPOJISL LIEH M Tapu(OB Ha MNPOAYKUUIO U YCIYrH oOIuero HasHadeHUs 00
YCTAHOBJIEHWH IMIpEEbHBIX pPa3MEPOB ONTOBBIX HaA0aBOK K (aKTHYECKHM
OTNYCKHBIM LI€HaM, YCTaHOBJIEHHBIM IIPOHU3BOAMTENSAMH  JIEKapCTBEHHBIX
[pernapaToB, BKIYEHHBIX B CIIMCOK HapKOTHYECKHX CPEICTB M ICHXOTPOITHBIX
BEILECTB, 060poT KoTophIX B Poccuiickoii enepaly orpaHuYeH ¥ B OTHOLUEHHH
KOTOPEIX yCTaHABIIMBAIOTCS MEPEI KOHTPOJIS B COOTBETCTBHU C 3aKOHOAATEIBECTBOM
Poccuiickoli @elepaud M MeXIYHapOIHBIMH JOTOBOpaMHM PoccHiickoi
®enepauun (cnucok II) ¥ B CIUCOK NMCUXOTPOMNHBIX BEIIECTB, 000POT KOTOPHIX B
Poccuiickoli ®enepanuy orpaHW4eH W B OTHOLIEHHH KOTOPBIX HOIYCKAaeTcs
HCKIIIOYEHHE HEKOTOPBIX MEP KOHTPOJS B COOTBETCTBHHM C 3aKOHOIATENECTBOM
Poccuiickoii @Delepand ¥ MeXIYHapOIHBIMH JOroBopaMH Poccuiickoi
©enepauun (cnucok III) (nanee - HapKOTHUECKHE IIpenapaThl).

BoicTynuau:

Canrapues H.A., Bucaesa A.1.



Bucaesa A.M. kparko [goBena [0 CBEOEHHUs IIPUCYTCTBYIOLUMX, YTO
npefeNbHble TOProBble Hal0aBKKU B CBA3M C BCTYNHUBIIMMH B CHUIIy U3MEHEHHUSIMH,
BHECEHHBIMH B mocraHoBieHue [IpaBurtensctBa Poccuiickoil ®Penepauuu oT
29.10.2010 r. Ne 865 u Mertonuky, yrBepxaeHHyro @AC Poccun B 00s3aTeIbHOM
MOpsAKE BBIHOCATCS B OTHEJIBHYKO KaTerOpUI0 IpH MPHHATHH NpelesbHbIX
pa3MepoB OINTOBBIX M Mpe/ebHbIX pa3MepOB PO3HUUYHBIX HaJ0aBOK.

Jlnsg  ycTaHOBJEHHS TMpeAeibHBIX  pa3MepoB  ONTOBBIX  Han0aBoOK,

paccMaTpuBalOTCsA pacxonsl, mpepoctaBieHHble ['AY «®apMmmenrexcHab» -
ABJIAIONIETOCS €NMHCTBEHHOW OpraHusanuel, OCYLIECTBIAIOLIEH pealu3allio
HapKOTHYECKHX IperapaToB Ha TeppuTopun YeueHckoii PecrryGnuku.

[To aHanOruu ¢ MpeaeNbHBIMM ONTOBBIMH M PO3HUYHBIMM HanOaBKaMH Ha
JeKapcTBeHHble IpenapaTbl, BKIoueHHele B mnepeueds JKHBJIII, mpu
YCTAHOBJIEHHU TMpeJeNibHbIX HaJ0aBOK Ha HApKOTHYECKHE IIpemnapaThl IIpH
noaroroBke st cornacoBanus ¢ ®AC Poccuu mpoekra pemenus [Ipaenenus,
KomureToM Tak ke ObUIM TPUHATEL  IONpPaBOYHbIE KO3 HUIMEHTHI
nuddepeHunanu ¢ yuyetoM pocta BanoBod mpubsiim go 10%. IlpenensHble
OINTOBBIE pa3Mepbl Han0aBOK Ha HApPKOTHYECKHe MpernapaTbl, 0003HauyeHHbIE B
npoekTe pernenus [IpaBnenusi, HanpaBineHHOM B ®AC Poccuu, cornacoBaHsl U
BBIHOCATCS JUIsl IPUHATHS Ha 3acenanue [IpaBnenus B pasmepe:

IlenoBas rpymnmna mo GakTHYECKHM Tpe e HEH pasmep

Bunaw Hanbasox OTITYCKHBIM uen;;%npomaonmena, - ——
Ipenenbhbie pasMepbl Jo 100 py6. BKIIOUHTENBHO 25
OIITOBBLIX HAI0aBOK K
(aKTHYECKUM Cseime 100 py6. no 500 py6. 19
OTIIYCKHBIM II€HaM, BKJIFOYHUTEJIBHO
YCTaHOBIIEHHBIM
IIPOH3BOAUTESAMH Casiue 500 py6. 12
Ilpeajaoxuiaun:

[Tocne oOMeHa MHEHUAMH B IIPEHUSX, IOCTABUTH Ha FOJIOCOBaHKE BOIIPOC 00
YCTQHOBJIEHUU IIpe/ie]IbHBIX pPa3sMEpOB ONTOBBIX HaA0aBOK K (PaKTHUYECKHM
OTIYCKHBIM 1IeHaM, YCTaHOBJICHHBIM NPOU3BOAUTENSAMU  JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKApCTBEHHBlE IIpemnapaThl, BKIIOYEHHbIE B  CIIHCOK
HapKOTUYECKUX CpPEACTB H IICHUXOTPONHBIX BeIIecTB, 00OpOT KOTOPBIX B
Poccuiickoii @enepanuy orpaHUYeH ¥ B OTHOLIEHMHM KOTOPHIX YCTaHaBIMBAKOTCH
Mepbl KOHTPOJISL B COOTBETCTBHH C 3aKOHOJaTeNIbcTBOM Poccuiickoit @enepanuu u
MeXIyHapoIHbIMU Horoopamu Poccuiickoit @enepamnyu (cnmcok II) 1 B criucok
IICUXOTPOITHEIX BelIecTB, 000poT KOTOpEIX B Poccuiickoi @enepanun orpanuyeH U
B OTHOIIEHHH KOTOPBIX JOIMYCKAETCS HCKIIOUYEHHE HEKOTOpPBHIX Mep KOHTpOJS B
COOTBETCTBHHU C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu U MexyHapOIHBIMU
norosopamu Poccutickoii ®enepanuu (cnucok III) B ykazaHHBIX pa3zmepax:



IlenoBas rpynna no ¢pakTHYECKUM TpenesHbi pasmep

Bune! HanbaBok OTIYCKHBIM LIEHaM MPOH3BOAUTENA, Ay 1
py6.
Ilpenensurie pasmepsr | Jlo 100 py6. BkmrounTenEHO 25

ONTOBHIX HA0ABOK K Cspime 100 py6. no 500 py6.

(haKTHYECKHM OTIIYCKHBIM 19
I€HaM, YCTaHOBJAeHHpM | BXIOTHTCIIBHO
NPOU3BOJHTEIAMH Casie 500 py®. ' 12

I'osiocoBajin:

«3a» - 6 yenoBex,

«[Ipotus» - Her,

«Bo3gepxaBiuecs» - HET.

B coorBercTBUM noctaHoBieHueM IlpaBurenscrBa Poccuiickoit @enepauuu
or 29.10.2010 r. Ne 865 «O rocygapCTBEHHOM peryJMpOBaHMH II€H Ha
JeKapCTBEHHBIE Ipenaparsl, BKIIOYEHHEBIE B IIepeYeHb KU3HEHHO HEOOXOIUMEIX
BaXHEHIMX JIEKapCTBEHHBIX IIpenapaTtoB» H MeToau4YecKUMH yKa3aHUAMHU
yTBepkaAeHHbIMU TpHkazoM ®AC Poccun ot 09.09.2020 r. Ne 820/20 «O6
YTBEP)KIEHUH METOAMKHM YCTAHOBJIEHMS OpraHaMH MCIOJHHUTENbHOW BIAcTH
cyorexToB Poccuiickoit denepanuu npenenbHBIX pa3MepPOB ONTOBBIX HaJA0aBOK U
NpeAenbHBIX pa3MepoB PO3HUYHBIX Ha0aBOK K ()aKTUYECKUM OTITYCKHBIM LIEHaM,
YCTAaHOBJIEHHBIM  IPOMU3BOJMUTENSIMH  JIEKAPCTBEHHBIX  IIpernaparoB,  Ha
JIeKapCTBEHHBIE IpenapaThl, BKJIIOYEHHbIE B Iepe4YeHb )XKU3HEHHO HEOOXOIUMBIX U
BaXXHEHILMX JIEKapCTBEHHBIX IIpenapaTtoBy, [IpaBnenue pemmno:

YcTaHOBUTE mpelenbHbIE pa3sMepbl ONTOBBIX HaA0aBOK K (pakTHUECKUM
OTIyCKHBIM II€HaM, YCTaHOBJICHHBIM IIPOM3BOJUTENISAMU  JI€KapCTBEHHBIX
IIpENapaToB, Ha JIEKAPCTBEHHBIE IpenapaThl, BKIIOYEHHbIE B  CITHCOK
HapKOTHYECKHX CpEICTB M IICUXOTPOIIHBIX BEUIECTB, O00OpPOT KOTOPBIX B
Poccuiickoit @enepaniui OrpaHUYeH U B OTHOLIEHUH KOTOPBIX YCTaHABIHBAaIOTCH
Mepbl KOHTPOJIS B COOTBETCTBUHM C 3aKOHOAAaTeNbcTBOM Poccuiickoit @enepauuu u
MeKTyHapoaHbeIMU Jorosopamu Poccuiickoit @enepauuu (cnucok II) u B crimcok
TICUXOTPOITHAIX BEILECTB, 000poT KoTOphIX B Poccuiickoii Menepaiin orpaHuYeH U
B OTHOIIEHHWH KOTOPBIX IOIyCKAETCS HCKIIOUYEHHE HEKOTOPBIX MEpP KOHTPOJS B
COOTBETCTBMH C 3aKOHOAATENLCTBOM Poccuiickoit @enepauuu U MeXXIyHapOJHBIMU
norosopamu Poccuiickon @enepauun (cnucok III) B pasmepe:

LlenoBas rpynmna mno
Buner HanbaBok (haKTHUECKUM OTIIYCKHBIM
LIEHaM [TPOH3BOAMTENS, PYO.

IIpenenbHeIi pasmep
HanbaBkH, %o

[IpenensHble pasMepbl Jlo 100 py6. BxIrOUHTENBEHO 25
OMTOBBIX HaI0aBOK K

Cssine 100 py6. no 500 py6.

(aKTHYECKHM OTITYCKHBIM 19
LleHaM, yCTaHOBJIEHHpM | BKIIOUHTEIILHO
IPOM3BONTEIAMHI Caeime 500 py6. 12

ITo yeTBepTOMY BONPOCY NOBECTKH JIHS:
PaccmoTpenn:




[Tpennoxenne Bucaesoit A.M. — 1.0. HaYaIbHUKA OTIEA PETYTUPOBAHUSA U
KOHTpOJIS LeH W TapudoB Ha NPOAYKLHUIO M yCIyrd oOuiero HasHa4yeHus o0
YCTaHOBJICHHM IIPENENIBHBIX pPa3MepoB PO3HUYHBIX Hal0aBOK K (aKTHYECKHUM
OTIYCKHBIM 1I€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTENSAMU  JIEKAPCTBEHHBIX
IpenapaToB, BKJIKOYEHHBIX B CIHMCOK HAapKOTHYECKHX CPEICTB M ICHXOTPOIHBIX
BellleCTB, 000pOT KoTophIX B Poccuiickoit Menepaiiu OrpaHi4eH U B OTHOLUICHHH
KOTOPBIX YCTaHABIUBAIOTCS MEpPbl KOHTPOJIS B COOTBETCTBHH C 3aKOHOJATEIbCTBOM
Poccuiickoii @Denepaud W MeXIYHapOIHBIMH JorosopamMH Poccuickon
®enepauun (crucok 1) ¥ B CIMCOK ICHUXOTPOIHBIX BELIECTB, 00OPOT KOTOPBIX B
Poccuiickoii @Denepauuu OrpaHMYeH H B OTHOLUEHHH KOTOPBIX JOIYyCKaeTcs
MCKJIIOYEHHE HEKOTOPBIX MEpP KOHTPOJA B COOTBETCTBHH C 3aKOHOAATEIBLCTBOM
Poccuiickoit ®egepanuu W MeXIYHapOJHBIMM  J0roBopamu  PoccuicKoi
®enepanuu (crucok 111).

BoicTYnHJIH:

CanrapueB H.A., Bucaesa A.H.

Bucaesa A.M. kpaTkO [0Bejla [0 CBEJEHHS IIPHUCYTCTBYIOIIHX, YTO
npenejbHble PO3HUYHBIE HaJ0aBKU PAaCCYMTBIBAIOTCA MCXOAS M3 IPHHLUIOB
BO3MEILEHHs aNTeYHBEIMM YUYPEXIEHHSAMH H3JepXeK oOpallleHHs, CBA3aHHBIX C
3aKYIIKOM, IEPEeBO3KOH, XpaHEHHEM, YUETOM M pead3alied HapKOTHYeCKHX
MpenapaTtoB, C Yy4YeTOM HeoOXoOuMoil peHTabenbHOCTH, A obecreveHus
NpuOBUIBHOCTH C YYeTOM B CTPYKType pacxXolOB BCEX HAJOroOB W HHBIX
00s3aTeNbHBIX IUIATEXKEH, MPEeIyCMOTPEHHBIX 3aKOHOJATENbCTBOM POCCHIMCKOM
Oenepauui.

JIns  yCTaHOBNEHHs [pelelbHBIX pPa3sMEepOB PO3HMYHBIX  HanbaBoK,
paccMaTpHBAKOTCS pacxoipl, mpenocraBieHHele ['AY  «®apmmenrexcHad» -
ABISIOLLErocs €JIMHCTBEHHOM OpraHusauuedl OCYILECTBISIONIEH H ONTOBYIO H
PO3HHYHYIO pead3aliio HApKOTHYECKUX TPenapaToB Ha TEPPUTOPUH UedeHCKOH
PecriyGnuku.

[To aHANOrMU C MpeAeNbHBIME ONTOBBIMM M PO3HMYHBIMH Han0aBKaMH Ha
NeKapcTBEHHBIE Ipemaparsl, BkmodeHHsle B nepedeHs JKHBJIL, npu
YCTAaHOBJIEHMH INpeJleNIbHBIX Haa0aBOK Ha HApKOTHYECKHE IpernapaThl IpH
noaroroeke mis cornacoBanus ¢ ®AC Poccum mpoekra pewenus Ilpasnenus,
KomHureToM Tak k€ OBUIM MPHHATHL  IONpPAaBOYHbIE  KOI(QQUIMEHTHI
nuddepennranuin ¢ ydetoM pocta BanoBoil mpubeun g0 10%. IlpenenbHbie
pO3HHMYHBIE pa3Mepbl Haq0aBOK Ha HApKOTHYECKHE Ipenaparsl, 0003HauYeHHEIEe B
npoekre pemenus [IpaBnenus, HanpaeiaeHHoM B ®AC Poccuu, cornacoBaHbl U
BBIHOCATCA [UIsl IPUHATHUSA Ha 3acenaHue [IpaBneHus B pasmepe:



IleHoBas rpynmna 1o GakTHIYECKHM TMpesienbHEt pasMep

Bune! HanbaBok OTIIYCKHBIM ueHaM6npon350nmenﬂ, s nBaEk, %
pyo.
[IpenensHblE pasMephl o 100 py6. BKIHOYHTENBHO 34

POSENTHA HAOABOK X Cssime 100 py6. no 500 py®.

(haKTHYECKUM OTIIYCKHBIM 29
Ll€HaM, yCTAHOBNEHHbM | BIIIOUHTCIBHO
IIPOM3BOJHUTEIIAMH Cseime 500 py6. . 12

IlpeanoxuJIn:

TTocie 06MEHa MHEHHSAMHU B IPEHHUAX, IOCTABUTH Ha FOJI0COBaHHE BOIIPOC 00
YCTAHOBJEHMM IpPEEbHbIX Pa3MEpPOB PO3HMYHBIX Hal0aBOK K (haKTUYECKUM
OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM NPOU3BOAMTEISIMH  JIEKAPCTBEHHBIX
MpenapartoB, Ha JIEKADCTBEHHbIE Mpenaparsl, BKIIOYEHHBIE B  CIHCOK
HApPKOTHYECKHX CPEICTB M ICHXOTPONHBIX BEIUECTB, 000pOT KOTOPEIX B
Poccuiickoii Penepallid OrpaHHYeH H B OTHOLUIECHHHM KOTOPBIX yCTaHABJIMBAOTCH
MepBI KOHTPOJISl B COOTBETCTBUHM C 3aKOHOMATENbCTBOM Poccuiicko# ®enepauuu
MeKIyHapOHEIMU forosopamu Poccuiickoii ®enepauun (crucok II) u B crmcok
IICHXOTPOMHBIX BELIECTB, 060pOT KOTOphIX B Poccuiickoit Penepaiyy OrpaHuyeH u
B OTHOLUEHHMH KOTOPBIX JOITYCKAaeTCs MCKIIOYEHHE HEKOTOPBIX MEP KOHTPOJA B
COOTBETCTBHH C 3aKOHOJaTelscTBOM Poccuiickoi Penepaiyiu ¥ MeXIyHapOAHbIMH
norosopamu Poccuiickoit @enepanuu (crucok III) B ykasaHHBIX pasMepax:

LlenoBas rpymmna 1o pakTH4eCKHM m "
penenbHbIA pa3Mep
Bunpl HanbaBox OTIIYCKHBIM ueHSMyG TIPOM3BOAMTENS, SanGHRRR, Y5
[TpenenbHble pazMepsl Jlo 100 py6. BKIIOYHTEITEHO 34
PO3HHYHBIX Haf0AaBOK K

(GaKTHYECKHM OTIIYCKHBIM Caerue 100 py6. 20 500 py6. 29
[leHaM, YCTAHOBIICHHIM | DIOHOIHMTCIIBHO

[IPOU3BOJUTEIAMH Caeize 500 py6. 12

I'osocoBaju:

«3a» - 6 4enoBeK,

«IIpoTuB» - HET,

«BoznepxaBiigecs» - HeT.

B cooTBercTBUM mocTaHoBIeHUeM IIpaBuTenscTBa Poccuiickoi @enepanyu
or 29.10.2010 r. Ne 865 «O rocynapCTBEHHOM peryIdpOBaHHMH UEH Ha
JIeKapCTBEHHbIE MpenapaThl, BKIIOYEHHBIE B IEPEYEHDb KU3HCHHO He0OXOIUMBIX U
BaKHEMIIMX JIeKAPCTBEHHBIX IIpenapaToB» M MeToau4ecKuMH YyKa3saHHIMH
yrepxnenasiMu nprkasoM ®AC Poccum ot 09.09.2020 r. Ne 820/20 «O6
YTBEPXKIEHNH METOJMKM YCTAHOBICHHS OpraHaMu HCIIOJTHUTENBHON BJIACTH
cybowexToB Poccuiickoit ®enepaliii MpeaeibHbIX Pa3sMEPOB ONTOBBIX Hag0aBoOK U
IpefieNbHBIX Pa3sMePOB POHUYHBIX HAA0aBOK K (PAKTHIECKMM OTITYyCKHBIM LEHaM,
YCTAaHOBIEHHBIM  IIPDOM3BOAWTENAMH  JIGKAPCTBEHHBIX  MpEIIapaToB, — Ha
eKapCTBEHHBIE NPENapaThl, BKIIOUEHHBIE B IEPEYCHb KU3HCHHO HEOOXOIUMBIX U
BaXKHeHIIMX IeKapCTBEHHBIX IIpenaparoBy, [IpaBiieHne peluio:



VCTaHOBUTH NpeJeNbHBIE Pa3Mephl PO3HUYHBIX HaA0aBOK K (aKkTHYeCKHM
OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM [POU3BOAMUTENSAMH  JIEKAPCTBEHHBIX
IpenapaTtoB, Ha JIEKapCTBEHHbE Mpenaparsl, BKIOYEHHBIE B  CIHCOK
HAPKOTHYECKMX CPEACTB M IICHXOTPONHBIX BELIECTB, OOOpPOT KOTOPBIX B
Poccuiickoit @enepallid OrpaHH4YeH W B OTHOLICHHM KOTOPBIX YCTaHABJINBAIOTCA
MepBl KOHTPOJIsi B COOTBETCTBHHM C 3aKOHOZATeNbCTBOM Poccuiickon ®enepauuu U
MeTyHapOIHBEIMU JoroBopamu Poccuiickoif ®@énepaunu (CIHCOK II) u B criMcok
[ICHXOTPOITHBIX BELIECTB, 060pOT KOTOpBIX B Poccuiickoit Pezepaluu OrpaHu|eH 1
B OTHOIIEHMM KOTOPHIX AOITyCKAeTCsl MCKIKYEHHe HEKOTOPBIX MEp KOHTPOJi B
COOTBETCTBUH C 3aKOHOAaTe bcTBOM Poccuiickoit @enepaiyii ¥ MeXAyHapOAHBIMA
norosopamu Poccuiickoit ®@enepaunu (cnucok I1II) B pasmepe:

eHoBas na 1o gak CKHUM "
LlemoBast rpym Qascrirse [IpenensHbIA pasMep

Bupasr HanbaBok OTIYCKHBIM IleHaM6Hp0PI380I[HTeJI}i, sanbani, %
pyo.
[IpenenpHblE pa3Mephl Jlo 100 py6. BKIIOUHTENLHO 34

OIITOBEIX HanOaBOK K

(haKTHUECKHUM OTITYCKHBIM Casune 100 py6. 20 500 py6.

29

L(eHaM, YCTAHOBNEHHpM | BIIFOUHTCIBHO
TIPOU3BOIUTEIISIMH Cssiue 500 pyo0. 12
=
[Ipencenarens @Mﬁc H.A. Canrapuesn
3aMecTUTENb NpeAceaaTels 4 m K.1II. XarueBa
" —I1
HavanpHUK OTIENa cf_'.«-/ﬁ;é“rd' /7 3.P. Canrupues
HayanpHuk oTaena __;?,.A)\_j: M.M. Tanxanos
)
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HavansHUK OT/AENA et T.M-A. AxmenoBa

Cekperaps IIpaBnenus (}’A A [1I.M. Tarupos




