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YTBEPXAEHLI

npukazoM MuHUCTEpCTBa 3JpaBOOXPaHCHUS
Poccuiickoit @enepanvu
or« My lfma- 2017t Ne 137

MeT(MIH‘IECKHe PEKOMECHAAIHH
IO OoNnpeaejaeHuIo HOTpCﬁHOCTH B HAPKOTHYECKHX CpeacTBaX H NCHXOTPOIMHBIX
BenjecTrBax, nnpeaiHasHa4eHHbIX LA MEIHIHHCKOTO NpHMECHEHUSA

1. Hacrostmue Meroaydveckue PeKOMEHIAIMM I10 OMNpeJeNeHHIO IOTPEeOHOCTH
B HAPKOTMYECKMX CDEJCTBAX H IICHXOTPONHBIX BEIIECTBaX, TPeJHa3HAYEHHbIX
IO MeIUUMHCKOTo INpuMeHenus (mamee — Meroguueckie peKOMEHIALMH),
NIOJTOTOBJIEHbEl B paMKaX HCIIOJIHEHHs MyHKTa 9 milaHa MepoNpHATHH («IOpOXHOH
KapTel») «lloBBIIEHHE MAOCTYITHOCTH HApKOTHUYECKHX CPENCTB H TICUXOTPOITHBIX
BEUIECTB I  HCHOOJB30BaHUs B  MEIMLIMHCKUX  LEIAX»,  YTBCPIKIEHHOTO
pacnopsokenueM IlpasutenibetBa Poccuitckoit ®enepauuu ot | mrons 2016T.
Ne 1403-p".

2. Meroauueckue peKOMeHIallH Ipe/Ha3HauyeHb! IS ONpeLesIeHHs

1) cybwexkramu Poccuiickoit @enepanuy  obOiied, rogoBoH peruoHanbHOH
NMOTPeOHOCTH B HAPKOTHUECKUX CPEACTBAX M IICUXOTPOIHBIX BEIECTBAX, BHECEHHBIX
B crnucku II u IIl mepedns HapKOTHUECKHX CPEACTB, ICUXOTPOITHBIX BEIIECTB
H HX TpeKypcopoB, IOMISXKAMX KOHTpomo B Poccuiickoit ®emepaunu’,
3apEerUCTPUPOBAHHBIX B YCTAHOBJIEHHOM MOpPSAKE B KadecTBE JIEKAPCTBEHHBIX
IpenaparoB [Uisi MEAUIIMHCKOIO MPUMEHEHHUs (Jlaiee COOTBETCTBEHHO — pPerHOHaIbHAsd
NOTpeOHOCTh,  HAapKOTHYECKHE  JIGKApCTBEHHBlE  Ipenaparbl,  IICUXOTPOIIHBIE
JIEKapCTBEHHBIE [IperapaThl);

2) MEOULMHCKUMH OpraHW3alUsMU ¥ UHBIMH OpPraHH3alUsiMH, OKa3blBarOLIMMHU
MEIMIMHCKYIO TOMOIIb (Jajiee — MEJUUMHCKHE OpraHu3aluu), [OTpebHOCTH
B HapKOTHYECKMX JIEKAPCTBEHHBIX IPENaparax M M[CHXOTPONHBIX JIEKAPCTBEHHBIX
npeliaparax, HeoOXOJUMBIX /IS OKa3aHHS IEePBHYHON MeIHKO-CAaHUTapHOH IIOMOILY,
CHEIMATU3UPOBAHHOM, B TOM 4YMClle BBHICOKOTEXHOJIOTMUHOH, MEAULIMHCKOHN IOMOILIHY,

! CobOpanue 3axononartenbcTRa Poccuiickoit denepaunn, 2016, Ne 29, ct. 4849,

? Mocraunosnenue Ipasutenscta Poccuiickoi enepauun ot 30 mions 1998 r. Ne 681 «O6 yTBepKaeHHH IepedHs
HAPKOTHYECKHX CPENCTB, IICHXOTPOMHLIX BEWIECTB M HX MPEKypcopoB, NOJUIEXAlMX KOHTpOm©O B PoccHifckol
®enepauuny (Cobpanne 3akoHonatenbeTsa Poccuiickoli Genepaunn, 1998, Ne 27, ct. 3198; 2004, Ne 8, c1. 663; Ne 47,
CT. 4666; 2006, Ne 29, c1. 3253; 2007, Ne 28, ct. 3439; 2009, Ne 26, c1. 3183; Ne 52, c1. 6572; 2010, Ne 3, c1. 314; No 17,
c1. 2100; Ne 24, ct. 3035; Ne 28, cr. 3703; Ne 31, c1. 4271; Ne 45, c1. 5864; Ne 50, ct. 6696, 6720; 2011, Ne 10, cr. 1390;
Ne 12, c1. 1635; Ne 29, c1. 4466, 4473; Ne 42, e1. 5921; Ne 51, c1. 7534; 2012, Ne 10, ct. 1232; Ne 11, cr. 1295; Ne 19,
cT. 2400; Ne 22, c1. 2864; No 37, ct. 5002; Ne 48, c1. 6686; Ne 49, c1. 6861; 2013, Ne 9, ct. 953; Ne 25, c1. 3159; Ne 29,
cT. 3962; Ne 37, cT. 4706; Ne 46, ct. 5943; Ne 51, cT. 6869; 2014, Ne 14, c1. 1626; Ne 23, c1. 2987; No 27, ¢T. 3763; Ne 44,
cT. 6068; Ne 51, ct. 7430; 2015, Ne 11, ¢1. 1593; Ne 16, cT. 2368; Ne 20, c1. 2914; Ne 28, c1. 4232; Ne 42, c1. 5805; 2016,
Ne 15, c1. 2088).
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NaTUATUBHOM  MEOMUMHCKON  TIOMONIM, CKOpOHM, B TOM  YHC]E cKopo#
crienuanu3upoOBaHHON, MEIHIIUHCKOM ITOMOIIIH.

3. OnpeneneHne perMoOHAlbHONW NOTPeOHOCTH  1enecoo0pasHO  MPOBOJIMTE
B pamKax IOArOTOBKM CBOAHOM 3asBKHM Ha HApPKOTHYECKHE JEKApCTBEHHBIE NPENapaTh!
U I[CHUXOTPOIHBEIE  JIEKAPCTBEHHBIE  IIperapaTthl,  HAIMPaBISEMOH  €XKErOIHO
B MUHHCTEPCTBO NPOMBIIIIEHHOCTH H  TOproBuM  Poccuiickoii  Denepauuu
B COOTBETCTBHU ¢ [IpaBunaMy pacnpeneneHus, OTIycKa H pealn3alid HapKOTHIECKUX
CpEICTB U NCHUXOTPOIIHBIX BEIECTB, 4 TAKXKE OTMYyCKa ¥ pean3aliyi X NPEKypcopos,
YTBEPXKAEHHBIMH  TocTaHoBienveM IlpasutensctBa  Poccuiickoii  @exmepaumu
oT 26 urons 2010 r. Ne 558°.

4.Tlpn omnpemeneHUH pEerdoOHalbHOM HOTPEOHOCTH CHIENYEeT  YyYHUTBHIBATH
cieyrolue GaKkTopsL:

1) cneuuduxky mpuMeHEHHS HApPKOTUYECKHX JIEKapCTBEHHBIX IIpernapaTos
U TICHXOTPOIHBIX JIEKAPCTBEHHBIX HperapaToB IpPH OKa3aHMH IEPBUYHOM MEIHKO-
CaHUTAPHOM MMOMOIIH, CIEHUATA3UPOBAHHONW, B TOM YHCIE BBICOKOTEXHOJIOTHYHOMH,
MEIMUHHCKOH ITOMOIIH, a/UTMaTUBHON MEeIUIIMHCKOH IOMOIIM, CKOPOH, B TOM YHUCIE
CKOpOH CIeLMaNu3upOBaHHOM, MEIUIIMHCKOM IOMOIIM B KOHKPETHOM CYOBEKTe
Poccuiickont ®enepanuy;

2) mokaszaTenid CMEPTHOCTH MAIlHEHTOB OT 3JIOKAYECTBEHHBIX HOBOOOpa30BaHHMN
(3HO), rtepmunanpHoi cramguun BUU-undexuum (CITH]]), HHBIX HEU3IEUYHUMBIX
nporpeccupyromux 3adonepanuit (MHIT3);

3) KONMMYECTBO MAIEHTOB C OOJEBBIM CHHIOPOMOM, B TOM UHCIIE XPOHHYECKUM,
HyX)naromuxcst B 06e36011Banuu (Co 3M0KaueCcTBeHHBIMU HOBooOpasoBanusamMu (3HO),
tepmMuHanbHOR  cragud  BUY-undpexkumu  (CIIM]]), uHBIME  HEH3JIEUHMEBIMU
nporpeccupyromumu 3abonesanusmu (MHI13);

4) HoOMeHKNaTypy KoeyHoro ¢GoHza 1o npouisM MeIMIIMHCKON NOMOLIX
H KOJIMYECTBO BBI30BOB CKOpPOH MeAMIIMHCKOW TOMONIM B KOHKPETHOM CyOBexTe
Poccuiickoit @epnepanyu.

5. PernonansHag notpe6HOCTh GOPMHUPYETCH H3:

1) obwe#l nmoTpeOHOCTH B HAPKOTHYECKHX H IICHXOTPONHBIX JIEKAPCTBEHHBIX
apenaparax, IpUMEHSEMBIX IIPM OKa3aHWH CElHalIM3HPOBAHHOH, B TOM YHCIe
BBICOKOTEXHOJIOTUYHOM, MEIULMHCKOM ITOMOINHM, NAaNIMAaTUBHOW  MEIMLMHCKOU
TIOMOIIM, CKOPOH, B TOM YUCJIE CKOPOH ClIeUHaIU3NPOBAaHHOMN, MEAUIIMHCKON MOMOILY,
B CTallMOHAPHBIX YCIOBUAX (Hajlee — MeIOUUHMHCKas IOMOIUb B CTallHOHAPHBIX
YCHAOBUSIX);

2) obme#t NoTpeOHOCTH B HAPKOTHYECKHX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX
npernaparax, [I[PUMEHSEMBIX TMpPU  OKa3aHUM [EpPBHYHOW  MEIHMKO-CAHUTAPHOM

} Cobpanue 3akoHozatenscTBa Poccubickoit ®enepauny, 2010, Ne 31, cr. 4256; 2011, Ne 51, cr. 7534; 2012, Ne 37,
cT. 5002; 2013, Ne 9, cT. 965; Ne 51, cT. 6869; 2016, Ne 35, c1. 5349.
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MEIUIIMHCKOHM TMOMOLIM U NAUIMaTHBHOM MeAMIIMHCKOH MOMOIIA B aMOyTIaTOpPHBIX
yCIIOBUSIX (flanee — MeTHUMHCKAs OMOIIE B aMOyJIaTOPHBIX YCIIOBUSAX);

3) obiedi MOTPEOHOCTH B HAPKOTHYECKHX U IICUXOTPOIHBIX JIEKAPCTBCHHBIX
lpenaparax, MPUMEHAEMBIX @PH OKa3aHUH CKOpOH, B TOM 4YHCIEe CKOPOH
CrielHaNu3UpOBAHHOM, MeTUIIMHCKOM IIOMOILM BHE METULIMHCKOM OpraHH3alyH.

6. PerronaneHas mOTPeOHOCTH, IMPEAYCMOTPEHHAs IyHKToM 5 MeTtomuyeckux
pekoMeHnanui, popmupyercs:

1) nyist HapKOTHYECKUX IEKapCTBEHHEIX NPENapaToB:

a) Ha OCHOBaHMH IMOJYYEHHBIX OT MEAHIMHCKUX OpraHu3alMid CBEIeHHH
0 MOTpeOHOCTH B yKa3aHHBIX JIEKAPCTBEHHBIX Npenaparax;

6) B  COOTBETCTBMH ¢  UNPUMEpHON  HOMEHKJIATypOH  HapKOTHYECKHX
JIEKAPCTBEHHBIX IIpelapaToB CoINacHo npuiaokeHuto Ne 1k  Metonudeckum
pEKOMeHIalMsAM, KOTopas GOpMUPYETCA Ha OCHOBaHMM MH(OpMALMH, COepXalleHcs
B TIOCYyJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPEACTB Ui MEJHLIMHCKOTO
TIpUMEHeHHs |

B)C Yy4YeTOoM OCOOEHHOCTeH pacdeToB IOTPeOHOCTH B  HAPKOTHYECKHX
JIEKapCTBEHHBIX Ipenaparax, NpeJHa3HauYeHHbIX 71 Ky[MUPOBaHHA NEPCUCTUPYIOLIEro
60/1eBOr0 CHHApPOMa B aMOyNaTOpPHBIX YCIOBHSAX Y B3POCHBIX M JETeH, YKa3aHHBIX B
nyHkrax 10 u 11 Meroauueckux pexoMeHIalUi;

2) nis  NCUXOTPONHBIX JIEKAPCTBEHHBIX IIpellapaTtoB — Ha  OCHOBaHHH
MONYYEHHBIX OT MEJHIIMHCKHUX OpTraHu3aluil CBeJEHHH O NMOTpeOHOCTH B YKa3aHHBIX
JeKapCTBEHHBIX TIpenaparax.

7. MenuiMHCKHe OpraHK3allK OCYIECTBIISIOT pacyeT NoTpeOHOCTH:!

1)B HapkoTMuecKuMX JIeKapCTBEHHBIX IIpernaparax — Ha  OCHOBaHUH
YCTAaHOBJICHHBIX HOpPMAaTHBOB i pacuera MNOTPeOHOCTM B HAPKOTHUYECKUX
JIEKAPCTBEHHBIX CPENCTBAX, IIPEAHA3HAYeHHBIX [UIS MENULUHCKOTO pPHMEHEHH
U C y4eTOM O0COOEHHOCTeH pacdyeToB NOTPeOHOCTH B HAPKOTUUYECKHX JIEKAPCTBEHHBIX
npenaparax, INpefHa3sHadeHHBIX [l KyIIHPOBaHUA TEepCUCTHpYyIouero ©60y1eBoro
CUHIpoMa B aMOynaTOpHBIX YCHIOBHSIX y B3pOCABIX M JeTeH, yKasaHHBIX
B ImyHkTax 10 u 11 Meroaudeckux peKoMeH aamuii;

2) B NCUXOTPOITHBIX JIEKAPCTBEHHBIX IIperaparax — MyTeM YCpeIHEHHS AaHHbIX
OT4eTOB 00 MHCIONB30BAaHUY JICUXOTPOIHEIX BEIIECTB 3a MOCIEAHHE TPU Troja,

4 Crares 33 Qe pepanpHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 obpaiueHny sekapcTeeHHbIx cpeacts» (Cobpanue
3aKoHodaTenbcTBa Poccmiickoit ®egepaunn, 2010, Ne 16, cr. 1815; 2014, Ne' 52, cr. 7540), npukas MunucTepcTa
3apaBooxpaneHus Poccuiicko Pepepaunu ot 9 ¢epans 2016 r. Ne 80u ‘ «O6 yTBepKACHHH MOpAAKA BEAEHIA
TOCYRAPCTBEHHOrO  pEECTPa  JEKAPCTBEHHBIX CpPeACTB U4 MEOMUMHCKOrO NpHMeHeHHs»  (3aperucTpHpoBaH
MunncrepcTBoM ocTHIMU Poccuiickoit denepanuu 21 Mapta 2016 T., peructpauronHstii Ne 41471).

Tlpukas Munncrepersa 3apaBooxpaneHus Poceuiickolt denepauvu ot | siexabps 2016 r. Ne 9170 «O6 yTBep*)aeHHH
HOpMaTHBOB [/ pacyeTa NOTPeGHOCTH B HAPKOTHYECKHX H NICUXOTPOIIHbIX JIEKAPCTBEHHBIX CPEICTBaX, NPeHa3HAuYeHHBIX
AN MEIMIMHCKOrO MpHMEHeHHA» (3aperrcTpupoBaH MuHucTepcTBOM toctHUMH Poccufickoll ®eaepauun 20 aexabps
2016 r., peructpauuonssiii No 44808) (nanee — npuxas Ne 917).
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MPEACTABISAEMBIX UMU B YCTAHOBJICHHOM HOpﬂIIKCé, C y4€TOM YBEIHYCHUs, HO He Donee
geM B 1,5 pasa, ucnonp3oBaHusl IICHXOTPOIHBEIX JIEKApPCTBEHHBIX IIPEraparoB
B MPOTHO3UPYEMBIH nepnon7, €CIIH B 3TOM BO3HHKJIa HEOOXOIHUMOCTE.

8. PaccuuTanHas MOTpeOHOCTP B HApKOTHYECKHX JIEKAPCTBEHHBIX IIperaparax
MOXET OTIHYaThCAd OT (PaKTHUeCKOH moTpebHOCTH B KOHIzZpeTHbIX HaMMEHOBaHMUSIX
HApKOTHYECKUX JIEKAPCTBEHHBIX TMPENapaToB [JA paslIU4YHbIX BHUAOB MEIUIIMHCKHX
Oopra”Huzauui.

Pacyer  daxrtuyeckoii morpebHocTH B KOHKPETHBIX — HAMMEHOBAHMSX
HAapKOTUYECKHX JIeKapCTBEHHBIX IIPENapaToOB MOXKET OCYyLIECTBIATECA MELUIIMHCKUMU
OpraHu3alUiMM Ha OCHOBAaHMHU pacueTHOH MOTPeOHOCTH HIIM HA OCHOBAaHWU pacYeTHOH
N0TpeGHOCTH C YUETOM CPABHEHHS €€ C JaHHBIMH O (PaKTHYECKOM JIN0O MaKCHUMallbHOM
¢dakTHUeCKOM  MOTpeONeHUH  HApKOTHYECKHX  JIGKapCTBEHHBIX  IIpernapaToB
3a NpeAbIAYy I To (TOOBI).

9.Pacyer mnoTpeGHOCTM B HapKOTHYECKHMX JIEKAPCTBEHHBIX IIpenaparax,
NPUMEHSEMBIX TIPU OKa3aHUM MEeIUIMHCKOM IMOMOIIM B CTalHMOHAPHBIX YCIOBHSX,
OCYUIECTBIISAETCSA MEIUIIMHCKUMM OpraHW3alUsIMU M0 KOHKPETHOMY MEXIYyHapOoAHOMY
HEeTATEHTOBAHHOMY HAUMEHOBAHWIO HApPKOTHUYECKOTO nekapCTBeHHoro npernapara

CJIEeyIOIINM 00pa3oMm:
P=(N'xK")+(N*xK»)+(N*xK?) ... + (N" x K»),

rie:
P — pacueTHas norpeGHOCTS (T);
N!, N2, N3 ..., N®* — gHopMaruB s pacyera NOTPeOHOCTH KOHKPETHOTO

HapKOTHMYECKOTo JIEKAPCTBEHHOIO IIpernapara, YCTaHOBJIEHHBIH B COOTBETCTBUM
¢ poduneM KOHKU MeTUIIUHCKOH opranu3auud (r);

K!, K2 K3 ..., K® — Ko;H4ecTBO KOEK COOTBETCTBYIOIIEro HpPOQUIs
B MEeTMUMHCKON opraHu3anuu (1irT.).

10. Pacuer moTpeOHOCTH B HApKOTHHYECKUX JIGKAPCTBEHHBIX [penaparax,
IpeJHa3HAYeHHBIX JJIA Ky[NHPOBAaHWUsS TEPCUCTHPYIOLIero OoJleBOro CHHIpOMA
y B3pOCHBIX IPH OKa3aHUM MEJUUMHCKOH TOMOIIM B aMOyJaTOpPHBIX YCJIOBMSAX
NalMeHTOB CO 3J0KaYeCTBEHHBIMH HoBooOpazoBaHuaMu (3HO), TtepmuHanbHOH
cragueii BUY-undexuun (CIIMJ]) w HUHBIMU HEH3TEUUMBIMH IIPOrPECCHPYIOLIUMH
3abonesanusamMu (MHII3), ocymecTBaseTcss /s KOHKPETHBIX HaWMEHOBaHMH
U JNEKApCTBEHHBIX (OPM HapKOTHYECKHUX JICKAPCTBEHHBIX IIPenapaTroB CIEIYIOILUM
obpa3om:

® llpasuia MpencTaBieHHA IOPUINYECKMMM JIHUAMU OTHETOB O AEATENLHOCTH, CBA3aHHOM C 0GOPOTOM HAPKOTHYECKHX
CPEACTB M IMCHXOTPONHBIX BELIECTB, YTBEpPXKICHHbIE mnocTaHOBNeHueM IlpaeurensctBa Poccuiickoli Pepepauuu
oT 4 Hoabpax 2006 r. Ne 644 «O nopsgke TMpeAcTaBleHUs CBeJEHHMN O JEsTENbHOCTH, cBf3aHHo# c oOoporoM
HApKOTHYECKHX CPEACTB M TICHXOTPOITHBIX BEUIECCTB, W PETHCTPALIUK ONepallnii, CBS3aHHBIX ¢ 000POTOM HapKOTHYECKHX
CpeJCTB ¥ NCHXOTPONHbIX BemecTs» (CobpaHue 3akoHOomaTenbcTBa Poccniickoit Oepeparmy, 2006, Ne 46, ct. 4795; 2008,
Ne 50, ct. 5946; 2010, Ne 25, ¢1. 3178; 2012, No 37, ¢1. 5002; 2013, Ne 6, c1. 558; Ne 51, ct. 6869; 2015, Ne 33, cT1. 4837).

" Hynkr 2 npukasa Ne 917x.



M=NxHxJIxQ/G,

rue:

M — KoaM4YecTBO BTOPHYHKHIX (MOTPeOUTENbCKHMX) YIIAKOBOK HAapKOTHUECKUX
JIEKApCTBEHHBIX MPENapaToB Ha KypC TEPANMy Ha HyKIArIHXCsl MAaldeHToB (IIT.);

N — konumyectBo yMepuinx mnanuedToB (80 % 0T KojgudecTBa YMEPLIHX
TAllMEHTOB CO 3JT0KaYeCcTBeHHBIMU HoBooOpasoBaHusMu (3HO), 50 % ot xonudecTsa
yMEpUINX NalUeHTOB ¢ TepMuHanbHOR cramueit BUY-undexuuu (CITHMO), 10 %
OT KOJIMYECTBA YMEPIIMX MAalUUEHTOB NPHU MHBIX HEU3JIEUUMBIX IIPOrPECCHPYIOINX
3aboneranusax (MHII3)) (uen.);

H — noctosuubl KO3GGUILMEHT pacnipeieneH s1 HapKOTHYECKUX JIEKAPCTBEHHbIX
TperapaToB MO JIGKApCTBEHHBIM (QopmaM Al MauUeHTOB CO 310Ka4YeCTBEHHBIMU
HosooGpazosaunsmMu  (3HO), tepmunansnoit cragueit BUUY-undexkuun (CITU),
WHBIMH HEU3JIEYHMBIMH Tporpeccupyomumu 3abonesanusamu (MHII3) npu oxasanun
MEIUIMHCKOM  momMomu B amOymaTopHbix — ycioBuHAX  (npuioxenue  No2
K Meronuyeckum peKOMEHIAIIUsAM) 5B pEKOMEHLYEMBIN KO3QPHUIHeHT
pacripefieleHUss HapKOTHUECKUX JIEKApCTBEHHBIX HpenapaToB 110 MeEXAYHapOIHBIM
HETaTeHTOBAHHBLIM  HAUMEHOBAHHMSIM JUIS  [ALKMEHTOB CO  3JI0KaYeCTBEHHBIMH
nosoobpazosannamu  (3HO), tepmunanvuont craguedt BUY-urdexuun (CIIHD),
MHBIMHM HEU3JIeYMMbIMH Iporpeccupyromumu 3adoneBanusmu (MHII3) npu okasanuu
MEeOULIMHCKOM  NOMOIM B aMmOynaTopHbix  ycioBusax  (mpunoxenue  Ne3
K MeTromuueckuM peKOMEHIAlusM), TPUMEHSeMbIX [Uli Tepalnud YMEpeHHOU
¥ CHIBHOM OGOJNHM B COOTBETCTBMM C pEeKOMEHJAlMsIMH BceMHpHOH oOpraHusauuu
3apaBooxpaienus (%),

J — KONHYeCTBO HApKOTHYECKHX JIeKAPCTBEHHBIX IIpenapartoB (TabneTka,
KarcyJsia, aMIlyia, TpaHcAepMallbHas TeparneBTiHdeckas cucreMa) Ha 1 nmanuenTa (1r.);

Q — nauTensEHOCTE Kypca Tepanuu o6esbomusanus (o1 30 no 90 nueit) (neHs);

G - KOIMYeCTBO E€HWHHI] JIeKApCTBEHHOH  OpMbl  HApPKOTHYECKOTO
JIEKapCTBEHHOTO NPENapaTa B0 BTOPUYHOM (OTpeOUTENbCKOMH) yIIakoBKe (IIT. ).

11. Pacyer morpeOHOCTH B HapKOTHYECKHX JIEKApCTBEHHBIX IIpenaparax,
npenHa3sHaYeHHBIX A7 KYNUpPOBaHHs MepCUCTHpYyIomero 601eBOro CHHAPOMa y AeTel
IpU OKa3aHUM MEAUIUHCKON NMOMOIIHM B aMOYJTaTOPHBIX YCJIOBHSAX, OCYIUECTBIAETCS
U1l KOHKPETHBIX HAWMEHOBAaHUN HApKOTHUUECKHUX JICKAPCTBEHHBIX IIPENapaTroB B
3aBHCUMOCTH  OT  JJIMTENIBHOCTH  MX  JedcTBHS  (KOPOTKOro  HeHCTBUS
WM TIPOJIOHTHMPOBAHHOTO AeMCTBUA) CIEAYIOIUM 00pa3oM:

1) nns npenapaToB MOpHHA KOPOTKOTO NeHCTBHUS:

J=MxI/F,

rue:

J — Konu4ecTBO BTOPHYHBIX ([TOTPeOUTENHCKMX) YIIAKOBOK IIpenapaToB MOphHHa
KOPOTKOTO ACHCTBHA Ha pacyeTHBIN rog Ha olliee KOIHYECTBO AETeH, HYKAAroIUXCa B
ob6e36onuBanuM (10T.);
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M — KOJMYeCTBO YMEpILHUX jJeTed 3a npeaslaymuit rog B cyobekre Poccuiickon
Qenepanuu (yen.);

I — cymmapsas [o3a MopQuHa KOpPOTKOro JAeHcTBHs, Heobxomumas
IJISl KCTTOJIB30BaHMs B TeueHue | rojia Ha oHOro pebeHka (Mr);
F - xoimmyectBo MopduHa BO BTOpHUHOM (HOTPeOHTENBCKOH) YIIAKOBKE

npenapara MoppuHa KOPOTKOTo AeHCTBUS (Mr);

2) 1 npenapaToB MophHHa IPOJTOHTMPOBAHHOTO NEHCTBHUS:

K=MxH,

rae:

K — xonu4ecTBO BTOPHUYHBIX (TOTPeOUTETHCKUX) yIIaKOBOK IIPENaparoB Moppuna
MPONOHIMPOBAHHOIO JEHCTBHMsSI Ha pacyeTHBIH roj Ha oOllee KOJIMYECTBO [IETEH,
HyXXJaaomuxcs B obe3bonuBanuy (11T. ),

M — KoJMYeCTBO yMepINHUX JieTel 3a mpemsliylmiuil roa B cybbexte Poccuiickon
@enepauus (den.);

H — cymmapHas nosza mMopdHHa MPONOHTMPOBAHHOIQ JeHCTBHS, HeoOxoaumas
IL7Ist HCTIONIB30BaHKs B TeueHHe 1 rona Ha omHoro pebenka (Mr).

3) s npenapatoB EeHTaHUIa KOPOTKOTO JEHCTBUS:

P=M=xL/150,
rue:
P — «xonudecTBO BTOpHYHBIX (IIOTpeOUTENBCKUX) YNAKOBOK IIPEnaparoB

(dbeHTaHMIa KOPOTKOTO NEHCTBHS HAa pACUETHBIH TOJ Ha o0liee KOJIKWYECTBO JIETEH,
HyXHarwluxcs B 06e3001uBaHuH (1UT.);

M — konuuecTBO yMepHiuX Aereidl 3a mpeislayuiuii rog B cyonsekre Poccuiickoi
®enepauuu (demn.),

L - cymmapHas pjo3a (QeHTaHWIa KOPOTKOro JeifcTBus, Heobxoaumas
JUTS MCTIONB30BAHUS B TeUeHHe | rofa Ha ogHoro pebenka (Mr).

4) nns npenaparoB GeHTaHUNA IPOJIOHTUPOBAHHOTO IeHCTBHSA:

Q=MxN/37,5/3,

riae:

Q - Kkonu4yecTBO BTOPUYHBIX (MOTPEeOHTENBCKUX) YIMAKOBOK IIpENaparoB
tbeHTaHUNIA TIPOJIOHTMPOBAHHOIO AEWCTBUS Ha pacueTHHIH roJ Ha ofluee KOIUYEeCTBO
IeTel, HyxJarouuxcs B 00e30onusanuu (1T );

M — xonuuecTBO yMepmiux JeTeil 3a npeablAyliuid rox B cyonekre Poccuiickoil
®enepanuu (den.);

N - cymmapHas 03a (eHTaHUIA POJOHTHPOBAHHOTO AEHCTBHS, HEOOXOAUMAs
JUIs UCIIOJIB30BaHUs B TedeHHe | rofa Ha ogHoro peberka (Mr).



IIpnMepHas HOMEHKIATYPAa HAPKOTHYECKHX JIEKAPCTBEHHbBIX NIPENapaToB

[Tpunoxenue Ne 1
K METOJIMUECKUM PEKOMEHIAIMSIM 110 OIPeNeSICHIIO
noTpeOHOCTH B HAPKOTHYECKUX CPEACTBAX U NMCUXOTPOITHBIX
BEIIeCTBAX, MpeHA3HAuYEHHBIX [UIs1 MEQULUHCKOTO
NPUMEHEHHS, YTBEPKAECHHBIM [IPHKA30M
MunucrepcTpa 3paBooxpanenus Poccuiickoit Genepanmnn

OT W& » z//ﬂ/// ma

20171.Ne 737

MesxxayHapoaHoOe HeNATEHTOBAHHOE

Conepxxanne geicTByOBIEro

Ne Eannanna HAPKOTHYECKOr0 CpeacTBa
HauMCHOBAHNE HAPKOTHYECKOIC JlekapcTeennas dopma o3upoBia o
n/n H3MepeHus B 1 JexapcTBeHHO#T Gopme,
JIEKapPCTBEHHOI0 npenapara
rpamMMoB

amIy’a PacTBOP /I RHBEKIMH 0,3 mr/mn 1,0 M 0,0003

35 Mxr/gac 0,02
1 Bynpenopdun .

IaCTHIPE IJIACTHIPh TPAHCAEPMATBHBIN 52,5 Mxr/4ac 0,03
70 Mxr/uac 0,04

2 bynpernop$un+Hanokcos TabneTka TabJIETKU TONBA3BIYHbIE 0,2 Mr+0,2 mr 0,0002

) - TabneTky - 60 mMr - 0o -
3 Juruapoxonenn Tabnerka € NIpOJIOHTHPOBAHHBIM 90 mr 0,09
. BLICBOOOXKACHHEM 120 mr 0,12
6 10 mr 0,01
TabACTKY, KaICyJIbi
TabneTka, cn OHOHFI; OBaI—}II e 30 mr 0,03
4 Mopbun Karcyna P P 60 mr 0,06
BbICBOOOKIEHNEM

100 MT 0,1
amIyna pacTBOP AJIA UHBEKLIMH 10 mr/mm 1,0 Mn 0,01




Memynapozmoe HCNATEHTOBAHHOC

Coaeprkanne neiicTByomero

Ne Exununa HAPKOTHYECKOI0 cpelcTBa
HAHMEHOBAHHE HAPKOTHYECKOI 0 JlexapcTBeHnnast popma Jo3uponka i
n/n HIMEPEHHNA B 1 J1ekapcTBeHHO# dopme,
JIEKapCTBEHHOr0 npenapara
rpamMmos
1,44+11,5+5,4+0,72+0,1 Mr/Mn 0.013
s Konenn+Mopour+Hockanun+IlanaBepus+ AMIVIA pPacTBOP NI [IOAKOXKHOIO 1,0 Mt ’
Te6ann y BBEJlEHUS 0,72+5,75+2,7+0,36+0,05 mMr/mn
0,0065
1,0 mn
5 2,5 Mr+5 Mr 0,0025
6 Ok oH, OxcoxoncH+Hamokcon TabneTKa cn OHZ?‘IFTT::aHHBM > rt10 wr 0,005
CHIOROH, 8 P P 10 Mr+20 Mr 0,01
BHICBOOOXK IEHMEM
20 Mr+40 mr 0,02
amryna ACTBOD I UHBEKIIMA 10 wr/wn 1 mx 0,01
; S Y PAcTRop AT HHBCHI 20 mr/ma 1 wn 0,02
p A tabierka TabneTKN 25 Mr 0,025
I PHL-TIOONK pacTBOp ISl UHBEKIIUI 20 mr/mn 1 M 0,02
8 | IlponnonundeHUIITOKCUITUINUIIEPHANH TabyeTKa TabNeTKH 3alleUHbIE 20 mr 0,02
12,5 Mxr/gac 0,0021
25 MKr/4yac 0,0042
T1aCThIPh TJIACTRIPh TPAHCAEPMATRHEIA | _ 50 Mxr/4ac - 0,0084
9 deHTaHUI 75 MKT/gac 0,0126
100 Mxr/gac 0,0168
HYTPUBEHHOTO 50 mkr/ma 1,0 . 0,0000
avmya pacTBOp OJA BHYTP r M 005

H BHYTPUMBIIIICTHOI'O BBEACHNS

50 mxr/mi 2,0 ma

0,0001




Ipuno’xenue Ne 2
K METOIUYECKHM peKOMeHAaluusiM

110 OTIpeNleNIeHNI0 TOTPEOHOCTH

B HAPKOTHHECKUX CPENCTBAX

U TICUXOTPOITHBIX BELECTBAX,

npenHa3HaueHHBIX 111 MEAULMHCKOTO
IPUMEHEHUS, YTBEPXKAEHHBIM
npuka3oM MUHHCTEPCTBA 3PaBOOXPAHCHUS
Poccutickoit @enepauuu
ot «F » A4l 2017 r. Ne ﬁ/

IocrosinHbIi KO3 PULIHEHT
pacnpee/ieHHsl HAPKOTHYECKHX JIEKaPCTBEHHBIX NPeNapaTos
110 IeKapCTBEHHBIM (hopMaM AJisi NALHEHTORB €O 3JI0KA4eCTBEHHbIMH
HoBooOpaszoBauusamMu (3HO), repmunanbHoi ctagued BUY-nndexunu
(CIIM 1), MHBIMH HeH3JIe4HHMbIMH NPOrpecCHPYRLIHMH 3200/1€BaAHUSIMH
(MHII3) npu okazanuM MeAMIHHCKONH NOMOIIH B aMOyJIaTOPHBIX YCJOBHAX™

HOCTOHH]I{blﬁ ko3¢ puuHeHT
pacnpeneeHus
JlexapcTrBennas ¢popma
P bop 3HO | TepmunanbHas HHble
HAapKOTHYECKOr0 J1eKAPCTBEHHOI 0
npenapata craausa BUY- HeH3JIeyHnMble
HHpeKHHH nporpeccHpyioiite
(CIIN ) 3abo01eBaHHSA
(MHII3)
Tpebyetcs WHBa3uBHBIE
[IPUMEHEHHE hopmbl 10 % 5% 1%
HapKOTHUYECKUX "
JIEKapCTBEHHBIX HeHHBasHBRLIE
npernapaTon
KOPOTKOTO (hopmel 10 % 5%, 1%
JIeHCTBUA
Tpebyercs
H}}?HM};HGHHG TpaHcaepManbHbie ‘.
TepaneBTUYECKHe
HEUHBA3UBHEIX P 20 % 15 % 5%
cuctemsl (TTC)
IIPOJIOHTMPOBAHHBIX .
opm
HapKOTHYECKHX TlepopalbHbie
JEKApCTBCHHBIX Q)OpMLI 40 % 25 9% 3 g,
npenapaTos

*

Pacuer ocymecrsnsercs uCXOAS W3 YHMCIIA TTAUHEHTOB, YMEPHIUX OT 3/0Ka4ECTBEHHBIX

HoBooOpasoBanuil (3HO), B TepMunanbhoit craguu BUY-undexumn (Ha cramuu CIIW/{a), HHBIX
]

HEU3NCYHMBIX nporpeccupyrommx sabonepanuit (MHII3) 3a npeamecTByrowmit ros, NPUHATHIX 34

100 %.




pacnpenelicHud HAPKOTHYECKUX JIEKAPCTBEHHBIX HpellapaToB

110 OTIpENIeNIEHHIO MOTPEOHOCTH

M IICHXOTPOITHBIX BEIIECTBAX,

ITpunoxenue Ne 3
K METOAMYECKMM PEKOMEHIAlHAM

B HapKOTHYECKHX CpeACTBax

npeaHa3sHadeHHbIX A8 MEIUIMHCKOTO

IpUMEHEHUs!; YTBEPKICHHbBIM

nprKa3oM MuHHCTEpCTBA 3[paBOOXPaHEHUs
Poccuiickoit Qenepanuu
» 20171 Ne 137

OT «

» »(/%///774

Pexomenayemsbiii ko3¢pPHUHEHT

10 MeKIYHAPOJAHBLIM HEIATEHTOBAHHLIM HAUMEHOBAHHSAM /ISl NALHEHTOB
€0 3JI0KaYecTBeHHbIMHU HOBooOpa3zoBanusamu (3HO), TepmuHaibHOH cTaquel
BHY-undexunn (CTIIN/I), uHbIMH HeH3JIeYUMbIMH NPOTrpeccHpYIOLIIHMH

B amﬁynaToprlx YCJOAOBUSIX |

3abonepanusamu (MHII3)* npu oxka3zaHuM MEeAHIHHCKOH MIOMOIIH

Pexomengyemptii Ko3pPpuinenT

pacnpeaesenus
3n0kavecT- TepMuHAIL- Hubie
MesxayHapoasoe BeHHble! Has cTajus HeH3JIeYH-
HeNATeHTOBAH- HoBOOOpa3zo- BHUY- Mble
Hoe Koan1ecTBo BaHHUs HHpeKIHH Aporpeccu-
HaumeHopanne | JlekapcrBennas | Jlosupos- | B norpebu- (3HO) (Crmzm g yrotHe
HAPDKOTHYECKOTO dopma Ka TeJbCKOH 331011“{“%;“,? A
JIERAPCTBEHHOIO ynaKoBKe - ) ~
apenapara He TpeGyercs HapKOTHYECKHU I JleKapCTBeHHbIH
. npenapar
20 % 50 % 90 %
4
I. HapkoTnyeckHe JeKapcTBeHHble MPEeNapaThl KOPOTKOIO AeiiCTBHH, B TOM YHCIE;
i
HuBaznBHBIE HADKOTHYECKHE JIeKaPCTBEHHbIE I PeNapaThbl 10 % 5% 1%
aCTBOP IS
Tpumene H p
I puau HHbeKUH 20 mr/mn 5 29, 1% 0,1 %
Koaeun+Mopgdun
+ pacTBop aJis 1,44+11,5 1% 1% 0,1%
b
Hockanuu+ MOJKOXXHOTO +5,4+0,72 5
[Tanasepun+ BBELCHUSA +0,1
Tebanu Mr/mn
acTBOp Ans 7% ' 3% 0,8 %
Mopduu p p A 10 mMr/mn 10 ’
HWHbEKLIHH .
HenHBasHBHbIC HADKOTHYECKHE JIEKAPCTBEHHbIE NIPENapaTh! 10 % 5% 1%
Mponuonun- - ’
heHUNITOKCH- " 20 Mr 10 4% 2% 0,25 %
” 3ale4Hble
ITHANHIIEPHIHH
Eynpenopdun+ TabneTku 0,2 mr + 20
Hanoxkcon MOALA3bIUHEIE 0,2 Mr 3% 2% 0,5%
@
I'puMenepunuH TabneTky 25 mr 20 3% 1% 0,25 %




Pexomenxyembii K03GpdHUHEHT

pacnpeieienus
310xagecT- Tepmanans- Habie
MexayHaponuoe BeHHBIE Had CTaJHA HEH3IeH-
HENATEeHTOBaH- HoBo0Gpaze- BUH- MBI
Hoe KonH1ecTBo BaHHA | HHPEeKUHRA nporpeccH-
(3HO) (CIigj) pyromue
HanmeHoBanHe | Jlekapcrsennan | [losupoB- | B norpelu-
N 3ab0eBaHHS
HAPKOTHY€CKOIo dopma Ka TEJLCKO (MHII3)*
JIeKaPCTBEeHHOT 0 ynakoBke = Z
npenapara He TpebyeTca HAPKOTHYECKH A JIEKAPCTBEHHBIH
npenapart
20% 50 % | 90 %
H. HapkoThyeckHe JieKapcTEEHHBIE PENapaThl NPOJAOHIHPOBAHHOIO AeHCTBUH, B TOM YHCjE!
Iepopanbable HAPKOTHYECKHE JIEKAPCTBEHHLIE NPenapaThl 40 % 25 % 3%
[IPOJIOBIHPOBAHHOTO JeHCTRYUSN
TabNeTKu ¢
OxcukonoH+ NpONOHTHPOBaH- 5 mr/ 20 1% 1% 0.5%
HAJIOKCOH HBIM 2,5 Mr
BBICBODOKIEHHEM
TabeTkH ¢
Oxkcukonon+ IIPOJIOHTHPOBaH- 10 mr/ 20 4% 5% 0,5 %
Hanoxcon HBIM SMr
BBICBOOOXKAEHHEM
TabeTky ¢
Oxcuxonon+ I[IPOJIOHTHPOBAH- 20 mr/ 20 8 % 5%
Hanoxkcon HbIM 10 mr
BBICBODOXKACHHEM
TabreTxy ¢
OxcuKoaoH+ HpPOJIOHIMPOBAH- 40 mr/ 20 1% 1%
Hanoxkcon HBIM 20 mr
BBICBODOXKIAEHHEM
Karicysel, '
TabneTku ¢
Mopdun MIPOJIOCHTHPOBAH- 10 mr 20 4 % 4 % 1,5 %
HBIM
BBICBOOOXKAEHHEM
KaricyJb,
TabyeTku ¢ 7% 4 % 0,5%
Mopdun [POJIOHTUPOBaAH- 30 mr 20
HbIM
BLICBODOKIEHHEM '
KancyJbl,
TabJIETKH C
Mopdun TMPOJIOHTHPOBAH- 60 mr 20 6% 3%
HEBIM
BBICBOOOKIIEHHEM
KaricyJel,
Ttabnerku c
Mopdun NPOJIOHTMPOBaH- 100 mr 20 3% 2%
HBIM
BHICRODOXKIEHHEM
TparcaepmanbHble TepaneBTHYECKHE CHCTEMBI HAPKOTHYECKHX ‘
JIeKapCTBEHHBIX NPenaparos 20 % 15 % 5%




Pekomengyemblii koo unuenT
pacnpejeeHln
3n1o0kayect- Tepmunain- Hakie
o} HeH3JeuH-
MexuyHapoanoe Bemﬁ{ue Haf};g&”"
HeNATEHTOBAH- HOBOODpa3o- ) MbIE
H nporpeccu-
Hoe Konnuecrno B;gl(’)ﬂ | “(ch’&;% p “f e
naumeHosanHe | JlexapcrBennan | Jlosupes- | B norpedu- ( ) 3ag g wel:anna
HAPKOTHYECKOIo tdhopma Ka TeJIbcKo (PIifIIB)*
JIEKapCTBEHHOT 0 yHaK0OBKe - "
npenapara He Tpefyercs HApKOTHYECKHH JIEKAPCTBEHHBIHA
npenapar
20 % 50 % 90 %
[1aCThIPE 125
®cHTaHuN TpaHcaepMalib- ; 5 1% 2% 2%
9 MKT/9ac
HBblIii
NJ1acThIph 25
DeHTanun TpaHCAepMaJib- 5 4 % 3% 2%
o MKr/yac
HBIH
TIaCTBIPh 50 :
DeHTaHun TpaHcaepMab- 5 9% 6 % 1%
. MKT/4ac
HbiH
m1acTbipb 75
DeHTaH! AHCAEPMAlTb- 5 5% 2%
Tpateasp MKr/gac ’ '
HbIH
I1acTbIph
® 100
SHTAHHII TpaHcAepMasib- S 1% 2%
- MKr/4gac
HBIH
ITpumeuanue:

Ilpu rocymapCTBEHHOU perucTpaliid HOBbIX HaHMEHOBAHMN HApKOTHYECKHX
JIEeKAPCTBEHHBIX IPENapaToB KodDQHUIHEHT paclpelelieHus MOXKET W3MEHATBCH B
COOTBETCTBUHU C UX NOTPEOHOCTHIO.

* Muple HensneuumMsle nporpeccupymonue 3abonesanus (MHII3): xponuyeckas

ocTpas

IIoYCHYHas

HEAOCTATOYHOCTD,

CEPACUYHO-COCYJHCTBIE

3aboJieBaHys,

XpOHHYECKas 0GCTPYKTUBHASA GoJe3Hb JIErKUX, LIUPPO3 NEUEHH, PACCESHHbIHM CKIIepo3,
Gonesns [lapkuncona, 6one3ns AJblreiiMepa U Apyrue NEMEHIMH, PEBMATOUAHBIN

apTpHT, caxapHbIi 1HabeT, MyIbTHPE3UCTEHTHBIH TyOepKyes.




