06 yTBEepXAEHUM HOPMATMBOB AJ151 pacyeTa NOTPeOHOCTN B HAPKOTUYECKMX U NMCUXOTPOMHbIX NIEKapCTBEHHbIX CPEACTBaX, Ctpanunua 1
npegHasHavYeHHbIX ANst MeAULMHCKOrO NPpUMEHEHNs (C nameHeHnammn Ha 25 uoHsa 2019 roga)
lNpuka3 Mu+3sdpasa Poccuu om 01 dekabpsi 2016 . Ne 917H

MWHUCTEPCTBO 3PABOOXPAHEHUSA POCCUNCKON ®EQEPALIUN

NMPUKA3
OT 1 OEKABPS 2016 TOOA N 917H
Ob YTBEPXXOEHW HOPMATUBOB ANNA PACYETA NOTPEBHOCTU B HAPKOTUYECKUX U

NCUXOTPOMNHbIX NEKAPCTBEHHbIX CPEACTBAX, MPEAHA3HAYEHHbLIX ANA MEOULIMHCKOIO
NPUMEHEHUA

(c nameHeHmamm Ha 25 nioHa 2019 roga)

MHdopmauus 06 nameHsowmnx JOKyMeHTax

,D,OKyMeHT C NBMEeHEHNAMN, BHECEHHbIMU!

npukasom MuHagpasa Poccum ot 25 mnioHa 2019 roaa N 453H (OduumnanbHbIi MHTEPHET-NOPTan npaBoBon MHdopMaumm
www.pravo.gov.ru, 06.09.2019, N 0001201909060019).

B cootBetcTBMM C nyHKTOM 4 [paBun XpaHeHUs HapPKOTUYECKUX CPREACTB, MCUXOTPOMHbIX BELIECTB U UX MPEKYPCOPOB,
yTBEepXAeHHbIX noctaHoBnexnuem [NpaButenbciBa Poccuiickon Pepepaumn ot 31 aekabpa 2009 rona N 1148 (Cobpanue
3akoHogatenbctBa Poccuiickon ®epepaumn, 2010, N 4, c1.394; N 25, c1.3178; 2011, N 18, c1.2649; N 42, c1.5922; N 51,
c1.7534; 2012, N 1, cT.130; N 27, c1.3764; N 37, c1.5002; 2013, N 8, c1.831; 2014, N 15, c1.1752; 2015, N 33, c1.4837; 2016, N
35, c1.5349), n nognyHkToM 5.2.166 MonoxeHua o MyuHucTepcTee 3npaBooxpaHeHusa Poccurickon PefnepaLimm, YyTBEPXKOEHHOTO
nocraHoenexnvem [paButenbcTBa Poccuinckont ®enepaumm ot 19 uioHs 2012 rona N 608 (CobpaHue 3akoHopaTenbcTea
Poccuiickon ®egepaunn, 2012, N 26, ¢1.3526; 2013, N 16, c1.1970; N 20, c1.2477; N 22, c1.2812; N 33, c1.4386; N 45, c1.5822;
2014, N 12, c1.1296; N 26, c1.3577; N 30, c1.4307; N 37, c1.4969; 2015, N 2, c1.491; N 12, c1.1763; N 23, c1.3333; 2016, N 2,
c1.325; N 9, c1.1268; N 27, c1.4497; N 28, c1.4741; N 34, c1.5255),

NnpuKa3biBato:

1. YTBepauTb npunaraemble HOpPMaTWBbl AN pacyeTa MNOTPEeBHOCTY B HAPKOTUYECKWUX NEeKapCTBEHHbIX CRenCTBaXx,
npeaHasHavYeHHbIX A9 MEANLIMHCKOrO NPUMEHEHNS.

2. YcTaHOBUTb, 4TO HOpMaTMBbI AN pacyeta MNOTPEOHOCTM B MNCUXOTPOMHbLIX FeKApCTBEHHbIX CpeacTBax,
npegHasHa4YeHHbIX Ans MeaUUMHCKOro NPUMEHEHUs, OnpeaensiioTcs pPUONYecKMMM nuuamMmmn nyTeM pacdeTa yCpeaHeHHbIX
AaHHbIX Ha OCHOBaHMU OTYETOB 06 MCMONb30BaHUM HAPKOTUYECKUX CPEACTB 1 NCMXOTPONMHBLIX BELLECTB 3a NocneaHue Tpu roga,
npeacTaBnsiemMbix MMy no popme, npegycmoTpeHHon npunoxennem N 7 k MNpaBunam npeacTaBneHns RPUOANYECKMMU NULIAMU
OTYETOB O [EATENbHOCTU, CBA3aHHOW C OBGOPOTOM HAPKOTUYECKMX CREACTB M MCUXOTPOMHbLIX BELECTB, YTBEPXKOEHHLIMMU
nocrtaHoenennem [lNpaBuTtensctBa Poccunckon Penepaumm ot 4 Hoabpa 2006 roga N 644 "O nopsake npencraBneHus
CBENEHUN O NeATenbHOCTU, CBS3aHHOW C OOOPOTOM HApPKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELIECTB, U perucrpaLum
onepauui,_CBsidaHHbIX ¢ 060POTOM HApPKOTUYECKUX CPEeACTB WM MCUXOTPOMHbIX BeulecTB" (CobpaHue 3akoHopaTenscTBa
Poccunckon depepaunn, 2006, N 46, c1.4795; 2008, N 50, c1.5946; 2010, N 25, c1.3178; 2012, N 37, c1.5002; 2013, N 6,
cT.558; N 51, c1.6869; 2015, N 33, c1.4837), 1 NO peLLEHNIO PYKOBOAMTENS OPUAMYECKOTO LA MOryT ObiTb YBENUYEHBI, HO HE
bonee yem B 1,5 pasa.

MwuHncTp
B.N.CkeopLoBa

3apeructpmpoBaHo
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O6 yTBEpXOEeHUN HOPMATUBOB AMNs pacyeTa NOTPeGHOCTY B HAPKOTUHECKUX M NCUXOTPOMHbLIX JIEKAapCTBEHHbIX CpeacTBax, Ctpanuua 2
npegHasHavYeHHbIX ANst MeAULMHCKOrO NPpUMEHEHNs (C nameHeHnammn Ha 25 uoHsa 2019 roga)
lNpuka3 Mu+3sdpasa Poccuu om 01 dekabpsi 2016 . Ne 917H
B MI/IHI/ICTepCTBe rCcTnUnmn
Poccuinckon ®epgepaumu
20 pekabpsa 2016 roga,
peructpaunoHHbin N 44808
npuKasom
MuHucrtepcTBa 34pPpaBOOXpPaHeHus
occuuckou denepauum

ot 1 nekabpsa 2016 roga N 917H

HOPMATUBbI ANnA PACHETA NOTPEBHOCTU B HAPKOTUYECKUX NNIEKAPCTBEHHbLIX CPE[ICTBAX,
NMPEAHA3HAYEHHbIX And MEAULUUHCKOIO NPUMEHEHUA

(c nameHeHuamm Ha 25 nioHa 2019 roga)

1. ANA MEAULUMHCKNX OPFAHU3ALIMIA, OKA3bIBAIOLLIMX NEPBUYHYIO MEOUKO-CAHUTAPHYIO
NnomMoLlb U NANNMMATUBHYIO MEAWLIMHCKYIO MOMOLLb B AMBYJIATOPHbIX YCITOBUAX

N MexayHapogHoe HenaTeHTOBaHHOE HaMMEHOBaHWE NEKAaPCTBEHHOMO Hopmatus Ha 1000
n/n cpencrtea YyeroBek B rog, r*
1. BynpeHopduH, BynpeHopduH + HanokcoH 0,13

2. OurngpokogeunH 1,01

3. KogewnH + MopduH + HockanuH + NanaeepuH + TebanH 0,1

4. MopduH 4,32

5. OkcunkonoH, OkcmkogoH + HanokcoH 0,35

6. MponuoHNNgeHMNaToKCMaTUNNUNEpUAnNH 0,7

7. TpumenepunguH 1,06

8. deHTaHmn 0,11

* HOpMaTI/IBbI yTBEpXOeHbl B MNepecyHeTe Ha ﬂeVICTBW-OLLI,VIe HapKkoTundyeckume cpencrtea, coepXxawumecda B nobbIx
JNTeKapCTBEHHbIX qaopmax, B TOM 4Yucne B codeTaHnm C CbapMaKOJ'IOFI/I‘-IeCKI/IMVI aKTBHbIMUM BeLleCTBaMn.

2. ANA MEQULUMHCKUX OPTAHU3ALIMA, OKA3bIBAIOLMX CNELMANTU3NPOBAHHYIO, B TOM YUCHE
BbICOKOTEXHONOIMNM4HYO, MEAMLUUHCKYIO NMOMOLLb, CKOPYIO MEAULIMHCKYIO NOMOLLb,
NANNTUMATUBHYIO MEOAULIMHCKYIO MOMOLLBb B CTALUMOHAPHbIX YCITOBUAX U YCITOBUAX AHEBHOIO
CTALIMOHAPA

(Pasgen B pegakumun, BBeAEHHOW B Aerctene ¢ 17 ceHTabps 2019 roga npukasom MuHsapasa Poccum ot 25 mnionsa 2019 rona N
453H. - CM. NpeablayLLyo peaakuuio)

N Mpodunb
n/ | MeanuMHCKOM NOMOLLN
n 1

Me>K,quapop,Hoe HenaTeHToBaHHOE HauMeHOBaHMe J1IeKapCTBEHHOIo cpeacTea, r2,3

Bynpe- | Ourngpo- | MopduH | OkemkopoH, | KogeuH + | Tpume- | lMponuoH | ®eHTaHun
HOpPMMH, | KOOEeuH OkcukogoH | MopdomH + | nepuaunH | nndenun 4
Bynpe- + HockanuH 3TOKCK-
HOP(MH + HanokcoH + ATUNNK-
HanokcoH nepuavH
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06 yTBEepXAEHUM HOPMATMBOB AJ151 pacyeTa NOTPeOHOCTN B HAPKOTUYECKMX U NMCUXOTPOMHbIX NIEKapCTBEHHbIX CPEACTBaX,
npegHasHavYeHHbIX ANst MeAULMHCKOrO NPpUMEHEHNs (C nameHeHnammn Ha 25 uoHsa 2019 roga)
lNpuka3 Mu+3sdpasa Poccuu om 01 dekabpsi 2016 . Ne 917H

CTtpaHuua 3

‘ ‘ ‘ | MNanaBsepuH ‘ ‘
+ TebawvH

I Mpukas MuyHKUCTEPCTBa 34paBOOXPAHEHNS U coLmanbHoro passutua Poccuiickor Penepaumm ot 17 mas 2012 ©. N 555H
"O6 yTBEPKOEHUN HOMEHKNATYPbLI KOEYHOro hoHAa No NPOoduaaM MeauLIMHCKON nomoLlumn" (3apeructpuposad MuHucTepcTeom
toctmuum Poccuiickon ®eaepaumn 4 mioHs 2012 r., pernctpaumnoHHbin N 24440) ¢ M3MEHEHMSMMW, BHECEHHBIMU MPUKa3OM
MuHucTepcTBa 3apaBooxpaHeHns Poccuickon Penepaumm ot 16 aekabpa 2014 r. N 843H (3apernctpupoBaH MUHUCTEPCTBOM
tocTmumm Poccuninckon ®epepaumm 15 aueaps 2015 r., pernctpauymoHHbin N 35536).

2 HopmatuBbl yTBepXaeHbl B MepecyeTe Ha [OEWCTBYIOLME HAPKOTMYECKUE CPeacTBa WM MCUXOTPOIMHbIE BELLECTBa,
cogepxalmecs B nobbix nekapcTBeHHbIX ¢opmax, B TOM 4uCrne B COYeTaHWU C papMakoforMyeckMummn akTMBHbIMU
BeLLeCTBaMMU.

3 HopmatuBbl NpuBeaeHbl U3 pacyeTa Ha 1 nauueHTa no npoduio MeauULMHCKON NOMOLLW.

4 HopmaTtuBbl Ha ogHoro 6onbHOro, onepupyemoro nog obuwum obesdonmearHnem, B npegenax 0,0018 r 4ns B3pocrbIX 1
0,001 r gpns peten.

1 2 3 4 5 6 7 8 9 10
1 AkyLiepckoe geno - - 0,080 - 0,004 0,210 0,20 0,0002
2 AkyLLepcTBo n - - 0,060 - 0,031 0,330 1,40 0,0008
rMHEeKonorus
3 AHecTe3vonorus u 0,0108 - 1,000 - 0,030 3,300 - 0,0200
peaHumaTonorus
4 lacTpoaHTeponorns 0,0009 - 0,060 - 0,003 0,120 - 0,0002
5 lematonorus 0,6200 3,00 16,900 3,50 0,038 0,813 2,00 0,4150
6 lepuatpus 0,6200 3,00 16,800 3,50 - - 2,00 0,4140
7 | OepmatoBeHeponorus - - 0,002 - - 0,002 - -
8 NHdeKumoHHbIe 0,0003 - 0,050 - 0,011 0,125 0,20 0,0001
6onesHu, B TOM uncne
nenpa
9 Kapguonorus 0,0030 - 0,300 - 0,011 0,145 - 0,0002
10 | KonoHonpokTonorus 0,6200 3,00 16,860 3,50 0,003 0,120 2,00 0,4142
11 Hesponorus 0,6200 3,00 16,810 3,50 0,001 0,060 2,00 0,4141
12 Helpoxupyprus 0,0150 - 2,000 - 0,108 1,000 - 0,0100
13 Hedponorus 0,6200 3,00 16,860 3,50 0,003 0,133 2,00 0,4142
14 OHkornorus, B ToM 0,6230 9,00 30,300 3,50 0,042 1,265 4,00 0,5710
yucne TopakanbHasi,
abgomMuHanbHas,
onyxornew ronosbl 1
LLew, OMnyxornen KocTewn,
KOXW U MSITKUX TKaHEW,
nannuatuBHasi,
OHKOypornoruyeckasi,
OHKOTMHEKOMOornyeckas
15 | OTopuHonapuHronorus, | 0,0006 - 0,040 - 0,016 0,080 0,30 0,0001
B TOM 4ucne ans
KoxreapHom
uMnnaHTaumu
16 Odpranemonorus 0,0001 - 0,006 - 0,003 0,25 0,30 0,0001
17 MNannuaTtneHas 2,2900 9,00 55,000 7,50 0,336 1,000 40,00 1,7300
MeaMLMHCKas NOMOLLb,
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06 yTBEPXKXAEHUN HOPMATUBOB ANA pacyeTa I'IOTpeGHOCTVI B HAPKOTUYECKUX N MCUXOTPONHbIX NNEKapCTBEHHbIX CpeACcTBaXx, CTpaHVILla 4
npegHasHavYeHHbIX ANst MeAULMHCKOrO NPpUMEHEHNs (C nameHeHnammn Ha 25 uoHsa 2019 roga)
lNpuka3 Mu+3sdpasa Poccuu om 01 dekabpsi 2016 . Ne 917H
B TOM yucne
CECTPUHCKMI yxop4,
18 MnacTtnyeckas 0,0015 - 0,100 - 0,016 1,000 - 0,0010
Xvpyprus
19 Mpodnatonorus 0,0003 - 0,020 - 0,008 0,130 - 0,0001
20 Mcuxunatpus, B TOM - - 0,004 - - 0,004 - -
yncne cyaebHo-
ncmxmartpuyeckas
aKcnepTM3a
21 lMynsMoHonorus 0,0003 - 0,020 - 0,008 0,140 - 0,0001
22 Paguonorus, 0,6230 9,00 30,300 3,50 0,042 1,265 4,00 0,4150
paguoTtepanus
23 Pesmatonorus 0,6200 3,00 0,50 3,50 - 0,200 2,00 0,4140
24 | CeppaeyHo-cocyaucTas 0,0150 - 2,000 - 0,108 1,000 - 0,0100
Xvpyprus
25| Ckopas MegumuMHcKas - - 2,000 - 0,108 2,200 - 0,0150
MOMOLLb
26 Tepanus 0,0009 - 0,060 - 0,007 0,135 0,30 0,0001
27 | TopakanbHas xvpyprus 0,0030 - 0,200 - 0,027 3,400 - 0,0012
28 TpaBmaTtonorus n 0,6230 3,00 17,000 3,50 0,016 1,5 2,00 0,4152
opToneaus
29 TpaHcnnaHTauus 0,0030 - 1,000 - 0,016 1,300 - 0,0012
KOCTHOro Mo3ra 1
reMono3TUYECKNX
CTBOJIOBbIX KIETOK
(xmpyprus)
30 Yponorus 0,6215 3,00 16,900 3,50 0,015 0,700 2,00 0,4147
31 dTnsmatpusn 0,0006 - 0,040 - 0,004 0,085 0,24 -
32 | Xvpyprus, B TOM Yncne 0,0030 - 0,200 - 0,027 1,300 - 0,0006
rHOWMHas Xupyprus
33 Xvpyprus 0,6230 3,00 17,000 3,50 0,027 1,325 2,00 0,4146
(abopomuHanbHas)
34 Xupyprusi 0,6630 3,00 17,000 3,50 0,027 2,700 1,40 0,4160
(kombBycTuonorus)
35 Xupyprus 0,0030 - 0,200 - 0,027 1,300 - 0,0020
(TpaHcnnaHTauus
OpraHoB 1 (unwu)
TKaHen)
36 | YentocTHo-nuueBas 0,0030 - 0,200 - 0,027 1,300 - 0,0020
Xvpyprus
37 OHOOKpUHONorns - - 0,010 - 0,002 0,020 - 0,0006
38 | [etckas kapguonorns - - 0,001 - - - - 0,02
39 [etckas - - 0,80 - - - - 0,01
aHecTe3unonorms u
peaHumaTonorus
40 [leTckas oHkonorus - - 0,012 - - 0,003 - 0,0017
41 [HeTtckas yponorus- - - 0,007 - - - - 0,001
aHgponorus
42 Oetckas xvmpyprus - - 0,03 - - - - 0,005
43 [etckas - - 0,01 - - - - 0,002
SHOOKPUHOMNOrNS
44 HeoHatonorus - - - - - - - 0,0016
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O6 yTBEpXOEeHUN HOPMATUBOB AMNs pacyeTa NOTPeGHOCTY B HAPKOTUHECKUX M NCUXOTPOMHbLIX JIEKAapCTBEHHbIX CpeacTBax, Ctpanuua 5
npegHasHavYeHHbIX ANst MeAULMHCKOrO NPpUMEHEHNs (C nameHeHnammn Ha 25 uoHsa 2019 roga)
lNpuka3 Mu+3sdpasa Poccuu om 01 dekabpsi 2016 . Ne 917H
45 Megnatpus, B TOM - - 0,006 - - 0,002
4ymncne comatn4yeckoro
npocuns
46 | [detckasa ctomaTonorus - - 0,06 - - 0,01
47 | [etckasa HeBponorus, - - 0,01 - - 0,002
AOEeTCKad ncuxunatpua

3. ANA MEOULIMHCKUX OPFTAHU3ALIUIA, OKA3bIBAIOLLMX CKOPYIO, B TOM YACIIE CKOPYIO
CNELMANN3NPOBAHHYIO, MEOULIMHCKYIO MOMOLLb BHE MEAULMHCKOWN OPFAHU3ALIUK

Memp,yHapop,Hoe HenaTeHToBaHHOEe

HanMeHoBaHWe NeKapCTBEHHOIo

cpencTea, r4

MopduH

deHTaHun

HOpMaTI/IB ana pacyeta n0Tpe6Hocm B HApKOTU4YECKnX

MELMLMHCKON NOMOLLN)

nekapcTBeHHbIX cpeacTBax (13 pacyeta Ha 1000 BbI30BOB CKOpOM

0,087

0,00034

2 HopmatuBbl yTBepXaeHbl B MepecdeTe Ha [ENCTBYKOLME HAPKOTMYECKMe CpeacTBa, coaepkalmecs B No6bIx

NeKapCTBEHHbIX daopmax, B TOM 4Ynucne B codeTaHnn C CbapMaKOJ'IOFVI‘-IeCKI/IMI/I aKTBHbIMU BeLLeCTBaMMN.

MpnumeyvaHue:

HOpMaTMBbI ana  pacyeta I'IOTp66HOCTM B HAPKOTMYECKUX JEeKapCTBEHHbIX CcpeacTBax,

npegHa3Ha4YeHHbIX Ana

MEOVUMHCKOrO NMpUMEHEHMs (fanee - HopmaTuMBbl), ykasaHHble B pasgenax 1, 2 n 3 HacTosiwero nNpunoXeHusi, MoryT ObiTb
yBenuyeHbl, HO He 6oree yem B 1,5 pasa, nNo peLleHuto pykoBogutens nnbo ynornHOMOYEHHOIO UM AOMMKHOCTHOMO fnuLa opraHa
ncnonHUTenbHoM Bnactu cybwbekta Poccuiickon depepauumn B cdepe OxpaHbl 300pOBbS, MPUHATOMY Ha OCHOBaHUK
NMCbMEHHOrO 3anpoca PyKOBOAMTENsS MeOMLMHCKOW opraHu3auun, cogepxalliero o6ocHoBaHMe HeoBXOAMMOCTU YBEnuUYeHust

HOPMaTMBOB.

Pepakumsa nokyMmeHTa ¢ y4eToMm
M3MEHEHWNIN 1 OOMNOSTHEHUI NOAroTOBMEeHa
AO "Kopgekc"
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