upextopy
JlenaprameHTa 00IECTBEHHOTO

3I0pPOBbSl 1 KOMMYHHUKALUI
0.0. Canararo

7 8 MAP 2017 d’#f,,g, y

YBaxaempii Oner OsieroBuy!

JlenapTaMeHT JIEKApCTBEHHOTO OOeCHeueHHss W PeryjJupoBaHMs OOpalleHHs
MEIUUUHCKHAX H3AEIUi MPOCUT B BO3MOXKHO KOPOTKHE CPOKH Pa3MECTHTh Ha CanTe
MunzapaBa Poccuu nmucbmo ot 28 mapta 2017 r. Ne 868/25-4 B opranbl ynpaBlIeHUs
3npaBooxpaHeHreM cyOobpekToB Poccuiickoit @enepanuy no BONPOCY UCIOJIb30BaHUSA
B pabore mnpukaza Munzgpasa Poccurt ot 27 wmapra 2017 r. Ne 131
«O06  yTBepXIEHHHM  METOAMYECKUX  PpEeKOMEHAAuuh 10  ONpPENeNICHHUIO
NOTPeOHOCTH B  HAPKOTHUECKUX CpEeACTBaX M IICUXOTPOIMHBIX BEINECTBaX,

npeAHa3HAYEHHbIX JJIsI MEJULIMHCKOTO IIPUMEHEHU».
[Tpunoxenue: Ha 14 1. B 1 3k3.

3amecTuTeNb
nupekTopa JlemaprameHTa - C.B. CemeueBa

Hukonaesa H.M. 2540



MMHHUCTEPCTBO PykoBoauTesiM OpraHoB |

3APABOOXPAHEHMS yIpaBJIeHHUs 3paBOOXPaHEHHEM
POCCHUCKOH ®EJEPAIIIH cy6pexToB Poccuiickoit ®Penepanuu
(MUH3[IPAB POCCHH)

PaxmaHoBcKkwii nep., 1. 3/25, cp. 1, 2, 3, 4,
Mocksa, I'CI1-4, 127994
tei.: (495) 628-44-53, taxc: (495) 628-50-58

18 MAP 207 «’Z{A@ty

Ha Ne oT

MHUHHCTEPCTBO 3/paBooxpaHeHds Poccuiickoin Penepauuy HHGOPMUPYET O
TOM, YTO W3HaH npuka3 Munsapasa Poccum ot 27 mapra 2017 r. Nef 131
«O0  yTBepXKIEHHH  METOJMYECKHX  pPEKOMEHJalud IO  ONpenengHHIO
NOTpeOHOCTH B  HAPKOTHYECKHMX CpeICTBax M  IICHXOTPOIHBIX  BEILECTBaX,
NIpeAHA3HAYEHHBIX JUII  MEAMIMHCKOrO HpHMEHeHUs», pa3spabOTaHHBIH | B
COOTBETCTBHM C ITyHKTOM 9 IUIaHa MepOIPHUSITHI («IOpOXHOH KapThi») «IloBbIleRNe
JOCTYIIHOCTH  HApPKOTHYECKUX CPEACTB M  IICHXOTPONHBIX  BELIECTB }:ﬁﬂﬂ
WCMIONG30BaHUS. B MEIMLMHCKHX LeIsX», YTBEPKIEHHOTO — pPacnopsKeHUEM
[Mpasutensctsa Poccuiickoit @enepanuu ot 1 urons 2016 r. Ne 1403-p. i

MeroaudeckiHe peKOMEHIaluy TpeJHa3sHadeHbl [ ONpe/lelIeHHs opraHamu
YIIpaBIeHUs 3]paBOOXpaHeHHeM CyOBeKToB Poccumiickod @enepauuu opuier
rOOOBOM pErHoHaJIbHOM TOTPEeOHOCTH B HApKOTHYECKUX KM IICHXOTPOITHBIX
JIeKapCTBEHHBIX NPENaparax, a TakKe MeIULMHCKAMH OpraHU3allUusMH N0TpeOHOCTH
B BBIIIEYKA3aHHBIX JIEKAPCTBEHHBIX MpernapaTax, HEOOXOMUMBIX Ul OKa3aHWs |BGEX

BHUJOB MEeJUIIHHCKOM [TOMOIIIM.

MI/IH3,ZIpaB Poccun npenjara€t JAOBECTH IIpHKa3 N0 CBCOCHHUA |BCECX
pyKOBOHHTeHeﬁ TEPPUTOPHAIBHBIX OpPraHoB YNpPaBJICHHA 3JpaBOOXpPaHCHHUOM | H
MEOHUITHHCKHX opraHnsauHﬁ, OCYIIECTBIISIOIMIHNX O60pOT HapKOTUYECKHUX Cpe,HCTB! Hu

NICUXOTPOIHbBIX BEIECTB.
[Ipunoxxenue: Ha 13 B 1 3K3.

Hupexrop [lemapraMeHnTa
JIeKapCTBEHHOI'O 00ecreyeHus
U peryJIMpoBaHUs oOpallieHUst

MEOUIITUHCKHUX I/ISIIGHI/IP'I .
Munzapaga Poccun i E.A. MakcuMKHHa

Hukonaesa H.M. (495) 627 24 00, no6. 2540




MUHUCTEPCTBO 3IPABOOXPAHEHUSA
POCCHUMCKOH ®EJEPAIIMHA

(MHH3PAB POCCHM)
IIPUKAS3
QL ldfmag o1 Fr Ne 7371
/ MockBa

06 yTBep:KAEHHH
METOAHYECKHX pekomenuaunﬁ no onpeue.nenmo
ﬂOTpCﬁHOCTH B HADKOTHYE€CKHX cpeacrBax H ﬂCHXOTpOIlelX BelleCcTBAaXx,
NnpeaHasHa4Y€HHbIX NJIA MEAHIIHHCKOIO npnmenemm

[IpukassiBalo:
VIBepIMTh IMpUIaraeMble MeTOAHYECKHE PEKOMEHIAalMH IO OIpEeneie)
NOTPEGHOCTH B HAPKOTHYECKMX  CPEICTBAX M TCHXOTPOIHBIX — BEIIECT
npeqHa3zHaYeHHbIX JUI1 MEIHLIHHCKOrO IPUMEHEHHUS.

MuHuCcTp B.A. Cksopy

HUFO
Bax,

JOBa




VTBEPXIEHBI

npuxa3zoM MHUHHCTEPCTBA 34paBOOXPaHe]
Poccuiickon Penepalvu

ot « M S ma- 2017 r. Ne 747

MeTOIIH'{eCKHe PEeKOMEHJAIIHH
o onpeaeJIeHHIO ﬂOTpCﬁHOCTH B HAPKOTHYECKHX cpeacTBax H MCHXOTPOMHLIX
BelllecTBaX, NpeAHa3HAYE€HHBIX OJIA MEIHIIHHCKOTO npuMeHEeHnA

1. Hacrosmue MeTOAWYECKHEe PEKOMEHIALMH IO ONpEACICHHIO r101pe6ﬂolll

B HAPKOTHYECKHX CpPEACTBax H TICUXOTPOIIHbBIX pelfecTBax, IIpeJlHa3HA4CH

IUISS  MEIULMHCKOro IpUMEHEeHMs (nanee — MeTtoauyeckyue peKoMeH/all}

[MOATOTOBJIEHEI B paMKax HCIIONHEHUS ITYHKTa 9 nnana Meponpﬂmnﬁ (((}IOpO)K

KaprI») «IloBrllIEHHE JOCTYITHOCTH HapKOTH4YCCKHX CpeacTB H IICI/IXOTpOI':]]bI4

BEIIECTB p10) 81 HUCTIONB30BAHUMA B MEOHULMHCKHX  HEIAX», YTBEPKACH

pacriopsbkenreM [IpaButensctBa Poccuiickod Gepepauuu ot 1 mons 201

Ne 1403-p'.

2. MeToauyeckue peKOMeHIalMK NIpeiHa3HavdeHbl AT ONIpeACICHHA.

1) cy6bbexktamu Poccuitckoit denepauuu  obLIeH rofioBOM peruoHalb)
MOTPe6HOCTH B HAPKOTHYECKMX CPEACTBAX M INCHUXOTPOIHBIX BellecTBax, BHECEHK
g cmucku II u Il mepeyHs HApKOTHYECKMX CPEACTB, IICHXOTPOITHBEIX BEUIC
U HX IPeKypcopoB, INOUIeXallUX KOHTpOIO B Poccuitickoin  Penepalls

3apeFHCTpI/IpOBaHHI>IX B YCTAaHOBJIEHHOM nopsAake B KadecTBe JIeKapCTBEHH
npenaparoB 114 MeIUIIHHCKOTO MPUMEHCHHA (nanee COOTBETCTBCHHO — pCFHOHaJIL
HOTpe6HOCTB, HapKOTU4YCCKHE JIeKapCTBEHHBIC npenaparel, IICUXOTPOII

JleKapCTBEHHBIE MIPENapaThl);
2) MeIUUMHCKMMM OpraHW3aUMAMH H MHBIMH OpraHM3alliAMH, OKa3bIBaroIL|

MEIUIMHCKYIO ToMoIls (Jamee — MEIULUMHCKHE opraHH3alMH), notTpebHo

B HApKOTHYECKHX JICKApCTBCHHBIX npenaparax [ICUXOTPOITHBIX JJeKapCTBCHH
nmpenaparax, HCO6XOIIHMBIX IJis OKasaHus HepBI/I‘-IHOf;I MeOAHUKO-Ca

CrIelMaIM3UPOBAHHOM, B TOM 4HCiIe BLICOKOTEXHOMOTHYHOH, MEIULUHHCKOH ITOMO]

' Cobpanne 3akOHOAaTENLCTBA Poccuiickoit deaepaunu, 2016, Ne 29, ct. 4849.

2 Tlocranosnenue [pasurenscTBa Poccuiickoii Qenepauuu 0T 30 wrons 1998 r. Ne 681 «OO6 yTBepKAEHHM [1€p
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nomnexaumMx Koutpomo B Poccuit
27, ct1. 3198; 2004, Ne 8, cT. 663; N
52, c1. 6572; 2010, Ne 3, ct. 314;

HAPKOTMYECKMX CPEICTB, MCHXOTPOMHBIX BEIIECTB H HX MpeKypCopoB,
®eaepaunu» (CobpaHue 3aKOHOAATENBCTBA Poccuiickoii ®enepaunn, 1998, Ne
cT. 4666; 2006, Ne 29, ct. 3253; 2007, Ne 28, cT. 3439; 2009, Ne 26, cT. 3183; Ne
cT. 2100; Ne 24, ct. 3035; Ne 28, ct. 3703; Ne 31, cT. 4271; Ne 45, cT. 5864; Ne
Ne 12, cT. 1635; Ne 29, cT. 4466, 4473; Ne 42, cr. 5921; Ne 51, ct. 7534; 2012, Ne
cr. 2400; Ne 22, cT. 2864; Ne 37, ct. 5002; Ne 48, cT. 6686; Ne 49, cT. 6861; 2013,
cT. 3962; Ne 37, cT. 4706; Ne 46, cT. 5943; Ne 51, cT. 6869; 2014, Ne 14, c1. 1626; Ne
cT. 6068; Ne 51, cT. 7430; 2015, Ne 11, ct. 1593; Ne 16, ct. 2368; Ne 20, c1. 2914; Ne 28, cT. 4232; Ne

Ne 15, cT. 2088).

10, ct. 1232; Ne 11, cT. 1295;
No 9, ct. 953; Ne 25, crT. 3159;
23, cr. 2987; Ne 27, ct. 3763; N
42, cr. 5805; 2

47
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50, ct. 6696, 6720; 2011, Ne 10, cT. 390;
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Na/UIMAaTUBHOM  MEIMLIMHCKOH
CrienHanM3upOBaHHOM, MEMIMHCKOH TOMOLIH.

3. OnpeneneHue pPerHOHaNbHOH noTpebHOCTH  LienecoobpasHo
B paMKax [OATOTOBKHM CBOJHOJ 3aABKH Ha HAPKOTHHYECKUE JIEeKapCTBEHHBIC T
M TCUXOTPOMHblE  JIEKAPCTBEHHBIE  Mpenaparel, HalpaBlgeMof  €XeroJ
B MHUHHCTEPCTBO INPOMBIUUIEHHOCTH W  TOProOBJIA Poccuiickoit  Penepay
B COOTBETCTBHH ¢ [IpaBunamMy pacripeaesieH s, OTIIyCKa 1 pean3allii HapKOTH4YeCH

CpencTB H ICUXOTPOIIHBIX BEUICCTB, a TaK)Xe OoThyCKa H peall

YTBEPXKIEHHBIMH  [TOCTAHOB/ICHHEM ITpaBHUTENbCTBA Poccuiickoit ~ Penepaluy
ot 26 uroms 2010 r. Ne 558°.
4.Tlpu omnpeneneHyu perHoHaNbHOM MOTPeOHOCTH  ClIeAyeT YUHUTHIBATE

clIeqyrolIe GaKTophl:
1) cneunduky NpUMEHEHHA HApKOTHYECKHUX JleKapCTBEHHBIX  TIpernapa
MU TIEpBWYHOH MEIH

1 TICUXOTPOIIHBIX JIEKapCTBCHHBIX IpernapaToB Ipy OKa3aH
TEXHOJIOTHYH

CAHMTApPHOM [MOMOILH, CleHATM3UPOBAHHON, B TOM YHCIIE BBICOKO
MEIULMHCKON ITOMOIIIH, HATTMATHBHON MEIUUHMHCKOW [MOMOILH, CKOpO#, B TO
CKOpoO# CrielLlMaJIN3UpOBaHHOM, MeIWUIMHCKON T[OMOIIM B KOHKPETHOM cybne

M 4YH

Poccuiickoy denepauu,

2) roka3aTelld CMEPTHOCTH IallHEHTOB OT 3/I0Kaqe
(3HO), TepMHHANBHOH CTalHH BUUY-undexknuu (CITAN),
NPOTPeCcCUpYIOIHX 3200 1eBaHHH (UHII3);

3) KOJHYECTBO MAIIHEHTOB C OOJIEBBIM CHHAPOMOM, B TOM 4YMCJIe XPOHHUYECK]
0 3JI0KaYeCTBEHHBIMH HOBOOOpa30BaHUAMH (BH

CTBEHHBIX HOBOOOPa30Bak
UHBIX HEH3JIE4HUM

Hy>xJalonuxcs B 06e3bonuBanu (C
TepmunansHoit  cragun  BUY-undexuun (CTIM]I), WHBIMH  HEU3JICTUMEL
NporpeccUpyIOMHMH 3a00/1eBaHHAMH (VIHII3);

4) HOMeHKIaTypy KoeyHoro QoHaa ™o npodpwisAM MeIH
Y KOJIMYECTBO BBI30BOB CKOPOHM MEIMIMHCKOH NOMOIIM B KOHKpETHO

LIMHCKOH IIOMO
M cyOne

Poccuiickoit Penepaumu.
5. PermonanpHas moTpeGHOCTH POPMUPYETCS H3:

1) obmeit moTpebHOCTH B HAPKOTHHECKHX U NCUXOTPOIHBIX JIEKapCTBEHH

rpenaparax, NpHMEHSEMBIX MIpH OKa3aHHH CHCHH&UIPBHpOB&HHOﬁ, B TOM HYH

IIOMOIIH, nmasIMaTUBHOM MEAHULIMHCE

BBICOKOTEXHOJIOTHYHOM, MEIULIHHCKOH
LHMHCKOM MTOMOL

[TOMOILH, CKOPOH, B TOM 4HCJIE€ CKOPOH Crie LI aTTU3MPOBAaHHOM, MEIH

B CTaluHUOHAPHBIX YCIOBHAX (L[anee — MeJULMHCKas I[MOMOINb B CTalMOHAapH

YCIIOBHAX);
2) obmedt noTpeOHOCTH B HAPKOTHYECKHX H [ICHXOTPOIHBIX JIEKapCTBEHH

npemapaTtax, [PHMEHIEMbIX

} CobpaHne 3aKOHOJATE/MLCTBA Poccuiickoit ®eaepauns, 2010, Ne 31, cT. 4256; 2011, Ne 51, cT. 7534; 2012, Ng

cT. 5002; 2013, Ne 9, ct. 965; Ne 51, ct. 6869; 2016, Ne 35, cT. 5349.

MOMOIIM, CKOpOHM, B TOM dHCie  CKOpOH

MIPOBOJUTE
penaparsl

U3alHMH HX [PEKYypPCOPOB,
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MEJHLMHCKOH MOMOLIM H TaJlIMaTHBHOH MEIULUHUHCKOH MMOMOIIU B aM6ynaTopﬁm

ycJIOBHSX (fajlee — MEAMLHHCKAs MOMOLIB B aMOy/IaTOpHBIX YCIOBHUSX);

3) obmeii MOTPeGHOCTH B HAPKOTHYECKHX W IICHXOTPOIHBIX JIeKapCTBEHE
TOM 4HCJIE CKOPOH

TBIX

npenaparax, IpPHMEHIEMBIX TIpH OKa3aHHH CKOpol, B
CrIeHMATM3UPOBAaHHON, MEJIUIIMHCKON ITOMOIIIH BHE MEeTULIMHCKON OpraHu3alHH.

6. PernonanpHas NOTpeOHOCTD, INPEAYCMOTPEHHAs IYHKTOM 5 Merongu4ec
pexoMeHanui, popMuUpyeTcs:

1) NS HAPKOTHYECKUX JIEKApCTBEHHBIX NIpenapaToB:

a) Ha OCHOBaHMH TOJYYEHHBIX OT MEAHLMHCKAX opraHu3alMH cBelleuH

o HOTpe6HOCTI/I B YKa3aHHBIX JIeKapCTBEHHBIX npenaparax,

6) B COOTBETCTBHH C  NPHMEpHOH HOMEHKJIaTypod  HapKOTHYECKHX
JIEKApCTBEHHBIX IpeNapaToB COTJIACHO MPHIIOXKEHHIO Ne 1 & Meroauyeckum
CS

peKoMeHJalMsIM, KoTopas (OPMHPYETCA Ha OCHOBaHHH urdopMalMH, COAepKalle
B rOCYAapCTBEHHOM PpEECTpe JIEKapCTBEHHBIX  CPEICTB I MEXHLMHCKOTO
npuMeHean4;

B)C y4yeToM OCOOEHHOCTEH pac4yeToB noTpeOHOCTH B
NIeKapCTBEHHBIX Mpenaparax, NpeAHa3Had9eHHBIX I KyMApPOBaHUSA NepCUCTHPYIOL
60/1€BOro CHHIpOMa B aMOy/NaTOPHBIX YCJIOBHAX Y B3pOCIbIX H neTel, ykasaHHBIX B
nyukrax 10 u 11 Meronuuecknux peKOMEH Jallui;

2) i MCUXOTPOMHBIX  JIEKapCTBEHHBIX
[ONYYeHHBIX OT MEMMLMHCKHUX OpraHu3alui cBeleHu 0 MOTpeOHOCTH B

HapKOTH‘{CC KX
ero

npernapatoB — Ha  OCHOBapHil
yKa3aHHKBIX

JleKapCTBEHHBIX IIpenaparax.
7. MeQuuMHCKUE OpraHH3alMH OCYILECTBIAIOT pacteT NOTpeOHOCTH:
1)B  HapKOTHYECKMX IIeKapCTBEHHBIX mMpenaparax — Ha OCHOBaHWH
pacyeTa [OTpeOHOCTH B  HAPKOTHHECKHX

g

oro INpHMEHCHHA |,
TBEHHBIX

YyCTAQHOBJIEHHBIX HOPMATHBOB  JUIA
JIeKapCTBEHHEIX CpPEJCTBaX, INMpeAHa3sHaYeHHBIX IUIL MeIHIIMHCK
H C y4eTOM OCOOEHHOCTed pacyeToB MOTPeGHOCTH B HapKOTH4ECKHX JIeKapC
npemnaparax, IpeJIHa3HauYeHHBIX [ KyOMpOBaHUA NepCUCTUPYIOIIETO 60neBor4E
cuHIpoMa B aMOyJaTOpPHBIX YCJOBHAX y B3pOCIBIX H neTei, YyKa3aHHBD
B nyHktax 10 1 11 Meroauieckux peKoMeHaluH;

2) B NCHUXOTPOINHBIX NEKapCTBEHHBIX Ipenaparax — MyTeM yCcpeIHeHUs AaHHbl
OTYETOB 06 HCIIONb30BAHHM IICHXOTPOIMHBIX BEILECTB 33 NOCJIEAHHE TpH roaa,

X

4 Craths 33 ®egepansHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «OB obpalleHHH JIeKAPCTBEHHEIX CPEACTBY (CobppH

saKOHOmaTeNbcTBa Poccuiickoit Menepauun, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540), mpukas MHUHHCTEeRCT
agpaBooxpaHenust Poccuiickoi denepaumu 0T 9 ¢espana 2016 r. No 80H «0O6 yTBEpXKIEHHHM TIOpAAKa BEIRH
roCynapcTBEHHONO ~ PeecTpa  NEKapCTBEHHBIX — CPEACTB 1A MEQMLUMHCKOTO  MpHMeHeHus»  (3aperucTprposa
MHHHCTEPCTBOM I0CTHLMK Poccuiickoit Peaepauny 21 MapTa 2016 r., perucTpalHoHHbI i Ne 4 1471).

5 Mpukas MuuucTepcTBa 3apaBooxpaHenus Poccuiickolt denepaunn o1 | mexabps 2016 r. Ne 9174 «O6 yTBepXAEHUH
HOPMATHBOB /U1 pacyera NOTPeGHOCTH B HAPKOTHHECKHX M NCUXOTPONHBIX NIEKAPCTBEHHbIX CPECTBaX, NPEAHASHAYERHbIX
IS MEQMLMHCKOrO MPHMEHEHHMS» (3aperHCTpHpOBaH MHUHHCTEPCTBOM FOCTHLHH Poccuiickoii denepaunn 20 nexabpsa

2016 r., perucTpaunoHHsiii Ne 44808) (nanee — mpukas Ne 917).
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NpeACTaBIsAEMBIX HMH B YCTaHOBJIEHHOM nopﬂuxe6, C y4eTOM yBeJIM4eHHMs, HO He 60
yeM B 1,5 pasa, HCHONb30BaHUS IICHXOTPOIIHBIX JIEKApCTBEHHBIX [penapa
B [IPOTHO3MPYEMBIH nepno;f, €CJIH B 9TOM BO3HHMKJIa HEOOXOIUMOCTb.

8. PaccuMTanHas MOTPeOHOCTH B HapKOTHYECKMX JIEKApCTBEHHBIX MpeNapa
MOYET OT/IHMYAaThCS OT (PAKTHYeCKOH MOTpeOHOCTH B KOHKPETHBIX HaWMEHOBaH]
HApPKOTHYECKUX JIEKapCTBEHHBIX MpenapaToB s PasnMiHBIX BHAOB MeIHUKHCY
opraHu3alHi.

Pacuer  (akTH4ecKoi  MOTPEOHOCTH
HApKOTHYECKHX JIEKapPCTBEHHBIX MIPEIIapaToB MOXET OCYIICCTBIATECA MeqUIIUH
OpraHM3alMsM{ Ha OCHOBAHHH pacuyeTHOH NOTPeOHOCTH MM Ha OCHOBAHHH pacHeT]
NoTpeGHOCTH € yYETOM CPaBHEHHS €€ C JaHHBIMH O dbakTHIeCKOM THO0 MaKCHMabY
daxTHieckoM  MOTpeONEHMH  HapKOTMYECKMX  JIeKapCTBEHHBIX npernapa

B KOHKPETHBIX HauMEHOBaH]
CKH

3a npeablAyIui roa (roasl).
9. PacueT MOTPeOHOCTM B HApKOTHYECKUX JIEKapCTBEHHBIX  TIpelapaj
OBY

IpUMEHSEeMBIX NpPH OKA3aHWM MEJULHMHCKOH MOMOILIK B CTallMOHApPHBIX YCJI
OCYIIECTBISETCA MEAUUMHCKUMH OPraHH3alUsAMH I0 KOHKPETHOMY MEXXTYHAaPOIHC
HelaTEeHTOBAHHOMY HAHMEHOBAHWIO HApPKOTHYECKOrO JIEKapCTBEHHOIO Ipenap
cleayIoWwKUM o0bpa3om:

P=N'xK)+N2x K2+ (N’ xK?) ... + (N* x K?),

rae:
P — pacuerHas notpe6HOCTE (T);
N!, N2z, N° ..., N® — HopmaTMB [ pacueTa NOTPeOHOCTH KOHKDETH

HapKOTHU4eCKOro JICKApCTBEHHOTO npenapara, YCTaHOBHeHHbIﬁ B COOTBETCT}

¢ npoduieM KOMKH MEIHIMHCKONW OpraHHu3aliH (r);
K!;, K2 K3 ..., K* — Konu4ecTBO KOe€K COOTBETCTBYIOLIETO Mpod

B MeIULIMHCKOM OpraHu3aluH (1T.).
10. Pacuer 1OTpeGHOCTH B HApKOTHYECKHX JIEKAPCTBEHHBIX IpeNapaj

npenHazﬂaqume st KYIIHpOBaHHA HepCI/ICTHp}’}OIﬂeFO 6oseBoro CHHAPY

Y B3pOCIBIX OPH OKa3aHHuH MCHHHHHCKOﬁ nomMoml B aM6ynaT0pHI>IX YCJ10B]

Mal{EHTOB CO 3/I0KAYeCTBEHHBIMH HOBOOOpa30BaHMAMH (3HO), TepMHUHAIIB!

cranueii BUY-undexkunu (CIIMJ]) ¥ UHBIMH HEHU3JIEHNMBIMH NIpOrpecCHpyrOLIHM]
HaWMEHOBagHH

zaboneBanusimu  (MHII3), ocymecTBaseTcs Ui  KOHKPETHBIX

H JICKApCTBEHHBIX (bOpM HapKOTH4YECKHUX JIeKapCTBEHHbBIX npenaparos cleayrly

obpaszoM:

® [pasuna MpeAcTaBAEHHA OPHAWIECKHMH THUAMH OTYETOB O NEATENLHOCTH, cBS3aHHON ¢ 06OpOTOM HapKoTHye
CPeACTB M MNCHXOTPOIHBIX BEUIECTB, YTBEPXKACHHbIE nocraHopjiesueM [lpaBHTEnbCTBA Poccuiickoii  Pejep
oT 4 Hoabps 2006 r. Ne 644 «O mnopsAnKe NpeACTaBICHHA CBEe/ICHHH O [EATEJBHOCTH, cBazadHoil ¢ 0bop
HapKOTHMECKUX CPENCTB W NMCUXOTPOMHLIX BELIECTB, W PErUCTpaLMH onepauyii, CBS3aHHBIX C 0OOPOTOM HapKOTHHE
CPEeACTB W NICMXOTPOMHBIX BELIECTY (Cobpanue 3akoHOQaTeALCTBA Poccriickoit Genepatmu, 2006, Ne 46, cT. 4795, 4
Ne 50, c1. 5946; 2010, Ne 25, cT. 3178; 2012, Ne 37, cT. 5002; 2013, Ne 6, cT. 558; Ne 51, cT. 6869, 2015, Ne 33, ct. 483

’ lyukt 2 npukasa Ne 917H.
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M=NxHxIxQ/G,

rue:

M — KONMMYeCTBO BTOPHYHEBIX (TIOTPeOHTENBCKHX) YNAKOBOK HAPKOTHYEC
NIeKapCTBEHHBIX MpenapaToB Ha KypcC TepanKiu Ha HYXAAIOLHXCA MallHeHTOB (tut.);

N — konuuectBo ymepumux mnaudeHToB (80 % oT konuyecTBa yMmepll
MAlMEHTOB CO 3J0KadecTBEHHBIMU HoBoobpasoBaHusiMu (3HO), 50 % ot xonndeq
YMEPIIMX TMALHMEeHTOB € TepMHHAJIbHOH CcTaxuen BUY-undexuuu (CITMI), 1
OT KOJIMYECTBA YMEPIUMX MAIHEHTOB TNpPH HHBIX HEW3JEYUMBIX TNPOrpeccHpyron
3abonesanuax (MHII3)) (uen.);

H — nocrosHHEIH K03 (PUILIMEHT pacnipe/leleHUs HapKOTHYECKUX JIEKapCTBEHE
npenapaToB [0 JIeKapcTBEHHBIM (opMaM 1Ijis1 NalUeHTOB CO 3/0Ka4eCTBEHHD
HoBooOpazosanuamMu (3HO), TepMuHanmpHOH CcTaauel BUY-undexunn (CITHD),
MHBIMH HEU3JIeUYMMbIMU TIporpeccupyromumy 3abonesanusamu (MHII3) npu okasayHi
MEIMIMHCKON MoMOmM B  aMOyJaTOpHBIX  yCIOBHAX  (NIPHIIOXKEHUE Ne 2
K Meroauyeckum peKoMeHAal UM ) Unu peKOMEHAYEMBIN KO3 PULIHEHT

pacnpeaeneHus HApKOTHYECKUX JICKApCTBEHHBIX npenaparoB IO MEXAYyHapoa
MNalMeHTOB Cco 3JI0Ka4eCTBEHHBIMH

HENaTeHTOBaHHBIM  HAaMMEHOBAaHHUSAM A
TepMHHanbHOH cragueit BHY-undexuuu (C

MeQULIHHCKOH IMOMOIIH B aM6yHaTOprIX YyCJIIOBUAX (I'IpI/IJ'IO)KEHPIC

K MeToaM4ecKUM peKOMeHOauusiM), TpPHMEHAEMBIX M1 Tepanv yMEpEeHHO
U CHJIBbHOH 6OJH B COOTBEICTBMH C peKOMeHAalMsIMH BcemupHOW opraHu3alu

3apaBooxpaHeHHus (%o);
J — KOJHMYECTBO HAapKOTHYECKUX JIEKAPCTBEHHBIX IMpernapaToB (TabneT
KarcyJja, aMItyna, TpaHcJAepMaibHas TeparneBTHyeckas cucTeMa) Ha 1 marueHTa (WT.
Q — JUIMTeNBHOCTH Kypca Tepaniu 06e3601uBaHus (ot 30 mo 90 nHeit) (IeHb);
G — KOJIMYEeCTBO edHHHUIl JleKapcTBeHHOH  (opMbl ~ HapKOTHHYECKPTO
JIEKapCTBEHHOTO Mpernapara BO BTOPUYHOH (MoTpeGUTENBCKOH) yaKoBKe (IUT.).
11. Pacyer mnoTpeGHOCTH B HapKOTHYECKHUX JIEKapCTBEHHBIX IIperapaf
npeHa3HaYeHHbIX M Ky[IHPOBaHUS MEPCHCTHPYIOLIEro 60neBOro CHHApPOMA Y 1€
NIpU OKa3aHWM MENUUUHCKOH MOoMomHM B aMOyNaTOPHBIX YCJIOBHSX, OCYHIECTBIAC

IU11 KOHKPETHBIX HAMMEHOBAHMH HApPKOTHYECKHX JIEKApCTBEHHBIX MpenapaTos
HEHCTBHS (kopoTKOro nencTy

- e

ax

,..,
o
-

o
-

=

3aBUCHMMOCTH  OT  JJIMTEJIBHOCTH  HX

HJIH TIPOJIOHTHPOBAHHOTO AEHCTBHSA) CIEMYIOIHMM 00pa3oM:
1) miig npernapaToB Mop(HHa KOPOTKOTC ASHCTBHA:
J=MxI/F,

rue:
J — KonM4ecTBO BTOPHYHBIX (IOTPEOUTENBCKHX) YIaKOBOK NpenapaToB MOp(bIHH?T%

KOPOTKOTO JEHCTBHSA Ha pac4€THBIA roa Ha o0lee KOMHYECTBO JeTeH, Hy K IAIOIUXGa B

00e360/IHBaHHH (LUT. ),
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M — KOJNMYECTBO yMEpLIKMX JAeTeH 3a npenslayILni roa B cybbekTe PoCCHHACK

denepaun (4ei.);

] - cymMapnas fgo3a MOpdHuHa KOpOTKOrO
ISl UCTIOJI30BAaHUsA B TCUEHHE 1 roga Ha ogHOro pebeHka (mr);
F _ KonH4YecTBO MOp(HHA BO BTOPUYHOH (no1‘pe6menscxoﬁ) yIaKoR

npenapara MOpQuHa KOpOTKOro neicTBus (Mr);
2) s ipenapatoB MopbuHa NPOJOHTMPOBAHHOTO JIEUCTBHUS!
K=MxH,

rae:
K — KOJIMYECTBO BTOPUYHBIX (MOTPeOHUTEIBCKHX) YNIaKOBOK npenaparo
BUS Ha pacyeTHbId [oJ Ha obiulee KOJIUYECTBO JET

B MOp®H

JIPOJIOHTMPOBAHHOIO JIEHCT
HyXaaroluxcs B 06e3001MBaHHH (wrt.);

M — KOJIM4eCTBO yMepIUUX JeTed 3a npeapl Ay roa B cybnekTe PoccHiicK

Qenepauy (dei.);
H - cymMmapHas 1o3a MOpQHHa MpOJOHTMPOBAHHOTO JIeACTBUS, HE

17is UCIIONB30BaHKs B TedeHHe 1 roaa Ha OAHOTO peGeHka (Mr).
3) nJig NpenaparoB (eHTaHMIIa KOPOTKOTO IEACTBHUS:

00X0HUM

P=M=xL/150,
rae:
P — KOJHM4YecTBO BTOPHYHBIX (OTpeBUTENBCKHX)  YAaKOBOK rpenapal

deHTaHUIa KOPOTKOIO JEeHCTBUA Ha pacueTHBIH ToJ Ha obuiee KOJMMYECTBO JET

HYXIAIOLUXCS B 00€300TMBaHUH (ur.);
M — KOIU4YeCTBO YMEpPIUUX nerey 3a HpeﬂBIJIYIHI/Iﬁ rog B cyonekTe PoccHHCK

degepauud (Yen.);
L - cymmapHas no03a (eHTaHHIa KOpPOTKOro JIeUCTBHA,
JUTSL MCTIOJIb30BaHHUS B TCUCHHE 1 roaa Ha ogHOTO pebeHka (mr).
4) s npenapartoB QeHTaHuIa NPOJOHTHPOBAHHOTO IEUCTBUA:
Q=MxN/37,5/3,
riue:
Q - KOIHYECTBO BTOPHYHBIX (rotp
(eHTaHUIa TPOJIOHIUPOBAHHOTO JelicTBUS Ha pacye

JleTeil, Hy)KAalOWKXcs B 06e300/1MBaHHH (t.);
M — KONH4YEeCTBO YMepIUHX NeTel 3a npeabpAyIUd roll B cyone

HEeo0X0UM

eOGUTENBCKUX) YIAKOBOK Mpenapal
THBEIM roj Ha obiee Koyudec)

kTe PoccHiicK

denepauun (den.);
N — cymmapHas J03a QeHTa
IS UCIIOTTF30BaHKs B TedeHHe 1 roaa Ha OAHOTO pebeHKa (Mr).

HHJIa HpOHOHFHpOBaHHOFO ﬂeﬁCTBHH, HEOOXOOHN

oM

neiicTBUs, HeobxoauMmas

K€

jas

OB
'BO
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pacnpeae/ieHHsl HAPKOTHYECKHX JIEKaPCTBEHHBIX NpenaparTos
0 JieKapcTBEHHBIM (popMaM ISl NAUHEHTOB €O 3/10Ka4€CTBEHHbIMH
HoBooGpazopanusamu (3HO), TepMHHANLHOH craaueii BUY-undexunu
(CIIU ), MHBIMH HEH3/1e4HMBbIMH NPOrpeccHpyloliHMH 3a60J1eBaHHAMH
(UHII3) npx okazaHuH MeXHLUMHCKOH MoMOoLIH B aMm0yJ1aTOPHBIX

[Mpunoxenue Ne 2
K MeTOJHYeCKHM peKoMeHOauusiIM
110 OMpeeNeH IO OTPEOHOCTH
B HAPKOTHYECKUX CPEACTBAX
¥ TICUXOTPOIIHBIX BElLeCTBaX,
npenHa3HadeHHbIX U1 MEIUIMHCKOTO
pUMEHEHHS, Y TBEPXXIEHHBIM
NpHKa3oM MUHECTEPCTBA 31PaBOOXPAHCHAA
Poccuiickoit Penepauny

OoT «M » (//d//h 4

HocTosiHHbIH KO3PPHIHEHT

2017 . Ne 137]

*

ycJI0OBHAX

ITocTossHHbIH KO3(pPUUHEHT

pacnpenesjieHus
JlekapcTBeHHast popMa
P op 3HO | TepmuHaabHasA Hnuble
HAPKOTHYECKOro JIEKAPCTBEHHOI 0
npemapara craaust BUY- HeH3JedYuMBIe.
uHbeKnHuH nporpeccupyQiuue
(CrIa) 3a60J1eBaHHs
(MHII3)
Tpebyertcs HHBa3UBHBIE
TIpUMEHEHHE GopMbl 10 % 5% 1%
HapKOTHYECKUX
JIeKapCTBEHHBIX Hennpas
% UBHBIE
rpenapaTroB
KOPOTKOTO dbopMel 10 % 5% 1%
JeNCTBUSA
Tpebyercs
H}I))I/IM};HCHPIC TpaHcaepMalibHbIE
TepaneBTUYECKUE
HEHWHBa3HUBHBIX p 20 % 15 % 5%
cucremsl (TTC)

MPOJIOHTMPOBAHHEIX .
hopm
HapKOTHYECKHX TlepopansHbie
nex

apCTBEHHBIX bopMmsL 40 % 25 G 39
npenapaTos

IX

*

Pacuer OCYINECTBIAETCS MCXOAS W3 YMC/A MALMEHTOB, YMEPILHX OT 3JI0Ka4ECTBEHHI
nosoobpazopanuii (3HO), B TepMHHAIBHON CTaaUH BUY-uudexkuun (Ha cTaiuu CIIW]1a), uHj
HEH3JIEYHUMBIX IPOrPeECCUPYIOMMX 3ab0eBaHUA (VIHII3) 3a NpeAlecTBYIOIHKA o,

100 %.

IIPHHATBIX 3a




pacnpeje/ieHHsl HAPKOTHYECKHX JI
110 MeKIyHapOAHBIM HeaTeHTOBAHHBIM
€0 3I0Ka4ecTBEeHHbLIMH HOBOOOPA30BAHUSIMH (3HO),
BNY-undexunn (CIIMA), nubiMu HeH3JIeYHMbIMH NP

sa6onepanuamu (MHII3)* npu okazaHHM MCAHLHH
B amM0yJIaTOPHBIX YCJIOBHSX

K MeTOANYECCKHM pexomeﬂnammm

[TpunoxeHune Ne 3

10 OMNpeIeIEHHIO noTpeOHOCTH
B HAapKOTHYECKHX CPENCTBaX
¥ [ICUXOTPOITHBIX BEeLIECTBAX,

npenHazﬁaquHer pio) e MEJULIMHCKOTO

IpUMEHEHHA, }’TBCp)K,IICHHbIM

nprKazoM MUHHACTEPCTBA 3[IpaBOOXPaHEeHH]

Poccuiickoii Penepalliv

OT «

2017 r. Ne

2R VM//M

Pexomenayemblii ko3pdHIHEHT

eKapcTBEHHbIX MpenapaTos
HaHMeHOBAaHHAM AJis MaNlHEHTOH
TepMHHAILHOH cTaguen
orpeccHpyrOlnIHMH

CKOH nMOMOIUH

1

TpumenepUauH

Pexomenayembiil KodpdruHEHT
pacnpeae/ieHHsA
3noxka4ecT- TepMHHAIb- bIe
MexayHapoaHoe BeHHbIE Hasl cCTaAHs HeHpJIe n-
HemaTeHTOBAH- nosoobpa3o- I;I/I‘{— bi€
HOE K BaHHIA uadeKuHH npoypeccH-
0JIMECTBO (3HO) (CTIAD pylontae
panvenopanue | Jlekapcreennas | lo3upos- | B norpedu- 6
HaPKOTHIECKOTO dopma Ka TeNbCKOH 3abo] 'Iel';;":“'
JIeKapCTBEHHOr0 ynakoBKe - (MHIT3) -
npenapara He TpebyeTcsi HAPKOTHYECKHH JIeKApCTBeHHAbIA
npenapat
20 % 50 % %
1. HapkoTH4ecKHe JieKapcTBeHHbIe MpenapaTkl KOpOTKOTO AeHCTBHS, B TOM THCIE:
MnBazHBHbIE HAPKOTHYECKHE JIEKAPCTBEHHbIE IPeNapaThl 10 % 5% 1%
acTBOp I
TpumenepHauH pmmergmﬁ 20 mr/mn 5 29, 1% 0l %
Koneun+Mopdun
+ pacTBOp A5 1,44+11,5 1% 1 % 0,1 %
HockanuH+ NOAKOXHOTO +5,4+0,72 5
IlanaBepHHT BBEACHUA +0,1
TebauH mr/mn
0, o, O o,
Mopouu pactsop A% 10 mMr/mn 10 7% 3% 8%
HHDbEKLHHA ‘
HenHBa3uBHbIE HAPKOFHYECKHE JIeKaPCTBEHHbIE Npenaparkl 10 % 5 % L %
I1ponuoHwu- rabner
(beHUNITOKCH- K 20 mr 10 4% 2% 025 %
3aU{eHHbIE
3THNNUMEPUIAHH
BynpeHopduHt tabneTku 0,2 mr + 20
Hanoxcon MOABA3BIYHEIE 0,2 Mr 3% 2% 0.5 %
TabeTKH 25 Mr 20 3% 1% 0[25 %




2
PexoMenayemblil ko3¢ HUHERT
pacnpeneieHus
3nokagecT- TepmMaHA/D- HApeie
MexayBapoaHoe BeHHBIE Hasl CTAJHA HeH3nedH-
HENATEeHTOBaH- HoBooGpaso- BHUY- Mble
K BAHHA uHpeKuHn nporpeccH-
Hoe 0JIHYECTBO (3HO) (CTTH) pytbune
nanvenosanne | JlekapcrBennas | J{o3HpOB- | B NOTpedH- sa60eBaHHS
HAPKOTHYECKOro dopma Ka TeNbCKOH (MHII3)*
ﬂel;:l?;:::;oro ymaxopie He Tpedyercs HAPKOTHYECKHH JIeKapcT BeHHbIH
npenapar
20 % 50 % | 90 %
I1. HapxoTHuecKkHe JeKapCTBEHHbIE NPenapaTkl NPpoI0HIHPOBAHHONO nelcTBHs, B TOM YHCE:
IlepopaibHble HAPKOTHIECKHE JleKAPCTBEHHBIE NIPeNapaTthbl 40 % 25 % 3| %
APOJIORTHPOBAHHOTO JeHCTBHIA
TabNeTKH ¢
OKcHMKOOH+ PONOHTMPOBAH- 5 mr/ 20 1% 1% 0,p %
HAJJOKCOH HBIM 2,5wMr
BBICBODOXKIEHHEM
TabneTkH ¢
OKCHKOZOH+ NpOJIOHTMPOBaH- 10 mr/ 20 4% 5% 0,p %
HanokcoH HBIM 5wMmr
BBICBODOXKAEHHEM
TabJIeTKH €
OKCHKOIOH+ TIPOJIOHTHPOBAH- 20 mr/ 20 8 % 5%
HanokcoH HBIM 10 Mr
BBLICBOOOXKIEHHEM
TabneTKH ¢
OKCHKOOOH+ [POJIOHTHPOBaH- 40 mr/ 20 7% 1%
HanokcoH HBIM 20 mr
BbICBOOOXIEHHEM
Karncynsl,
TabNeTKH ¢ I
Mopdun MPOJIOHTHPOBAH- 10 mr 20 4% 4% 1,6 %
HBIM
BBICBODOKIEHHEM
Karcynsl, o
TabneTKu ¢ 7% 4% 0,5 %
Moppun OPOJIOHTHPOBaH- 30 Mr 20
HbIM
BbICBOGOXIEHHEM ]
KafcyJsbl,
TabJeTKH ¢
MoponH MPONOHIHPOBAH- 60 mMr 20 6 % 3%
HBIM
BBICBODOXKICHHEM ]
Kancynel,
Tabnerxu ¢
MopdrH MPOTOHTHPOBAH- 100 mr 20 3% 2%
HbIM
BBICBOOOXKIEHHEM
Tpancuepma.ububle TepaneBTqucxne CHCTEMbI HapKOTE‘IeCKHX
JIeKAPCTBEHRLIX Ipenaparos 20 % 15 % 5|%.




T PexomMenayembii KOIQGHUHERT
pacnpeeeHHRA
3nokauecT- TepMHBAIL- Habie
MesxayHapoaHoe BEHHbIE Hay CTAAMA Heu%equ-
HenaTenRTOBaH- HOoBoOOpa3o- BHY- mple
Hoe KoNH4ecTBO BaHHA unpeKnHu nporpeccH-
HAHMEHOBAHHE JlexapcTBenHas | lo3npos- B norpebH- (3HO) (cauj) pywiune
HAPKOTHYECKOIo ¢opma Ka TeJIbCKOH 3a60 man*u "
JIEKApCTBEHHOI 0 ynaKoBKe " (MHII3) ™
npenapara He Tpebyercst HAPKOTHUECKHH JIEKAPCTRCHHBLIH
npenapar
20 % 50 % 90 %
T1aCcTHIph 125
MeHTaHu TpaHCAEpMAib- ; 5 1% 2% 2|%
- MKI/4ac
HbIH
TU1acThIph 25
DenTaHun TpaHcaepMaJlb- 5 4% 3% 2o
o MKr/4ac
HbIA
IU1aCTHIPb 50
deHTaHHuN TpaHcaepMab- 5 9% 6 % 1{%
< MKr/4ac
HbIH
MIacTbIPh 75
deHTaHHn TpaHcAepMalib- 5 5% 2%
< MKr/4ac
HbIH
IU1aCThIPh 100
deHTaHHN TpaHcaepMalb- 5 1% 2%
9 MKr/4ac
Hbl
[Tpumeyanue:
[Tpy rocynapcTBEHHOW PperucTpaluy HOBBIX HauMeHOBaHWH HapKOTHYECKHX
B

NeKapCTBEHHBIX TPENapaToB KO3(PGOULMEHT pacnpeleneHus MOXeT U3MEHATHCA

COOTBETCTBHH C HX HOTpe6HOCTB}O.

* Huple HeM3JIeUMMbIe NPOTPECCUPYIONIHE 3a001eBaHUL (UHI13): XpoHH4eCK
cepIevHO-COCY AUCTRIE
HH, pacCessHHBIH CKJIEpQ3,
pEBMATOMIHKIA

ocTpas

XpOHHYECKas OOCTPYKTUBHAs 6OIE3Hb JIETKUX, LHPPO3 NEYE
6onesns IlapkuHcoHa, 601e3Hb AsplredMepa ¥ ApYrue ACMEHLHH,

nmo4yeyvyHas

HEeJOoCTAaTOYHOCTS,

apTpHT, caXapHbIil AuadeT, MYJIETHPE3UCTEHTHBIH TyOepKyes.

3ab0JieBaHUA,




