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VTBEPXIEHEI

npuKa3oM MuHucTepcTBa 34paBoOOXpPaHEHHA
Poccuiickoii @enepaiiuu

oT «_/é» /4&5%%;{ 2017 r. Ne _Z@

MeToaHyecKkHe peKoMeHAAHH
N0 ONpe/eeHHI0 MOTPEOHOCTH B HAPKOTHYECKHX CpecTBAX H NCHXOTPONHBIX
BelllecTBaX, NpeiHA3HAYEeHHbIX JJ1f MeJHUHHCKOI0 NPHMEHEHHUSs

1. Hacrosawue MeToguuecKue peKOMEHAALMH [0 ONpelelieHuIo oTpebHoCTH B
HapKOTHYECKHUX CpPEJCTBaX W IICHXOTPOIIHBIX BeUIecTBaX, NpeQHa3sHauYeHHBIX sl
MEJHIIMHCKOTO NpuMeHeHus (nanee — MeToauueckne peKOMEHOALUM), TOArOTOBJICHEI
B paMKax MCIOJHEHHs NyHKTa 9 IaHa wmeponpustufi (KIOpOXKHOH KapThD»)
«IloBBILIEHME JOCTYNMHOCTH HApKOTHYECKUX CPEACTB M IICHXOTPONHBIX BEINECTB Ui
HCTIONB30BAaHUS B  MEOUIMHCKHX  LENsSX», YTBEPXAEHHOr0  pacropspkeHHeM
IIpaButensctBa Poccutickoit @epepanuu ot 1 uronst 2016 r. Ne 1403-p'.

2. MeToauueckue peKOMEHAaluK MOTYT IIPUMEHATECA AJIA ONpeeIeHuUs:

1) cybpekramu Poccuiickoit @epepaiun  oblueld rofoBOM  perHoHalibHOU
NOTpeOHOCTH B HAPKOTHYECKUX CPEJCTBAX M ICHXOTPOIHEIX BEIIECTBaX, BHECEHHBIX B
criucke II v III nmepeuHss HapKOTHYECKHUX CPEACTB, NCUXOTPONHBLIX BELIECTB H UX
IPEKYpPCOpOB, NOIEXKALMX KOHTPOJIKO B Poccuiickoi Depeparimit’,
3apEerdCTPUPOBAHHEIX B YCTAHOBJIEHHOM IOPSAKE B KayeCTBE JIEKApCTBEHHBIX
IpenapaToB I MeTUIMHCKOTO IPMMEHEHHS (Jajee COOTBETCTBEHHO ~— PETHOHAIbHAA
IOTpeOHOCTh,  HApKOTHYECKHE  JICKAPCTBEHHBIE  IIPEnaparhl,  IICUXOTPOIHBIE
JIeKapCTBEHHBIE IIperapaThl);

2) MeOULHUHCKUMU OpraHU3alMsIMH U UHBIMHU OpPTaHHM3ALMIMM, OKa3bIBaIOLUMHU
MEMIHMHCKYIO MOMOIUE (hanee — MEIMUMHCKHE OpraHW3alMM), INOTpPeBHOCTH B
HApKOTHYECKHMX JIEKQpCTBEHHBIX MpemapaTax M IICUXOTPOTIHBIX JIEKapCTBEHHBIX
npenaparax, HeOOXOAMMBIX IS OKa3aHMS NEepPBUYHOM MEIHKO-CAaHUTAPHOH ITOMOILLH,
CHIELHANH3UPOBAHHON, B TOM YKCIE BBICOKOTEXHONOTHYHOM, MEXMUMHCKOH [TOMOLIH,

! Co6panue 3axoHoaatenscTsa Poccuiickoii Mesepaunn, 2016, Ne 29, cr. 4849.

2 Mocranoenenue Tlpasutenscrea Poccuiickoii ®enepaunn ot 30 mons 1998 r. Ne 681 «O6 yrsepmaeHum
TIEpeyHs HapKOTHYECKHX CPEACTE, NCUXOTPONHBIX BELWECTB H HX NPEKYPCOPOB, NOANEXALHX KOHTpORio B Pocchiickoii
Denepaunuy (Cobpanne 3akoHonatenbeTna Poceuiickoit Penepaunn, 1998, Ne 27, cr. 3198; 2004, Ne 8, cT. 663; Ne 47,
cT. 4666; 2006, Ne 29, cr. 3253; 2007, Ne 28, c7. 3439; 2009, Ne 26, cr. 3183; Ne 52, er. 6572; 2010, Ne 3, c1. 314; Ne 17,
cT. 2100; Ne 24, cr. 3035; Ne 28, cr. 3703; Ne 31, cr. 4271; Ne 45, ct. 5864; Ne 50, cT. 6696, ct. 6720; 2011, Ne 10,
cr. 1390; Ne 12, cr. 1635; N 29, cT. 4466, cT. 4473; Ne 42, ct. 5921; Ne 51, ct. 7534; 2012, M 10, or. 1232; Ne 11,
cT. 1295; Ne 19, cr. 2400; Ne 22, ct. 2864; Ne 37, ct. 5002; Ne 48, ct. 6686; Ne 49, cr. 6861; 2013, Ne 9, cr. 953; Ne 25,
cT. 3159; Ne 29, ct. 3962; Ne 37, cv. 4706; Ne 46, cT. 5943; Ne 51, cT. 6869; 2014, Ne 14, cT. 1626; No 23, ct. 2987; Ne 27,
cT. 3763; Ne 44, cr. 6068; Ne 51, 1. 7430; 2015, Ne 11, cT. 1593; Ne 16, cT. 2368; Ne 20, cr. 2914; Ne 28, c7. 4232; Ne 42,
¢T. 5805: 2016, Ne 15, 1. 2088; 2017, Ne 4, cr. 671; Ne 10, ct. 1481; Ne 23, cr. 3330; Ne 30, cr. 4664; Ne 33, cT. 5182).
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NMaUIMATHBHOM  MEIMUMHCKOM  [IOMOLUM, CKOpOH, B TOM YMCIE  CKOpOi
CIeLUaIM3UPOBAHHOM, MEIULIMHCKON TOMOLLH.

3. OmnpegeneHue perMoHaNbHOM IOTPEOHOCTH pPEKOMEHIYETCS TPOBOJAUTL B
paMKax [MOATOTOBKH CBOJHOW 3asBKM Ha HAPKOTUYECKUE JIEKAPCTBEHHBIE NPENaparsl U
MICHXOTPOITHBIE JIEKapCTBEHHEIE Iperaparkl, HalpapisieMoi exXerofHo B MUHIpOMTOPT
Poccun B cootBerctBuu c¢ IlpaBumaMu pacmpefeneHHs, OTIyCKa M peanu3aliu
HapKOTUYECKUX CPEJCTB H IICHXOTPOIIHEIX BEIIECTB, a TAKKE OTITYCKa M peallu3alluy ux
MPEeKypcopoB, YTBEPXACHHBIMH TOCTaHOBIeHUeM IIpaBurenscrBa Poccriickoi
®epepanuu ot 26 urons 2010 r. Ne 558°.

4. Ilpu onpeneneHUM perdMoHalbHON HOTPEOHOCTH PEKOMEHAYETCS YYMTHIBATH
cnepyromiue GpaKTopsl:

1) cneumnduxy npuMeHeHHs HApPKOTHYECKHX JIEKapCTBEHHBIX MpernapaToB H
IICUXOTPOMNHAIX JIEKapCTBEHHBIX [IPENapaTOBR NpHM OKa3aHUU IEPBUYHOM MEIUKO-
CaHHTapHOH IOMOIHM, CIELUATM3MPOBAHHOM, B TOM 4YHUCIE BbICOKOTEXHOJIOTHYHOMH,
MEIHLMHCKOR MOMOLIHY, NaJVIMaTHBHON MEAMIMHCKON IOMOILH, CKOpPOH, B TOM YHCIE
CKOpOH CITel[Hanu3MpOBaHHON, MENULMHCKOM IIOMOLIM B KOHKPETHOM CyOBEKTe
Poccuiickoit @enepauuy;

2) IOKa3aTeNd CMEPTHOCTH IALMEHTOB OT 3JI0KaUYeCTBEHHBIX HOBOOOpa3oBaHMH
(3HO), Ttepmunaneuoit craguu BWY-undexknuu (CITMJL), HHBIX HEU3JEUUMBIX
nporpeccupyiomux 3abonepanuii (MHII3);

3) KONUYECTBO MAaLUEHTOB ¢ OONEBBIM CHHAPOMOM, B TOM 4HCJE XPOHHYECKHM,
HyXJaluxces B oOe30onuBanuu (CO 3JI0Ka4eCTBEHHBIMH HOBOOOPa30BaHMSAMH,
TepMuHansHo#  cragud  BUY-undexumn (CIIM), BHBIMM  HEH3NEYHMBIMU
nporpeccupyomumu 3abonepanuamu (MHII3);

4) HOMeEHKNaTypy KOeyHOro ¢oHa I0 NpoQuIIM MEIHIMHCKOH IIOMOLIM H
KOJIMYECTBO BBI3OBOB CKOpOH MEIMIUMHCKOH NOMOIIM B KOHKPETHOM CyOBEKTe
Poccuiickoit Denepauuu.

5. PeruonanbsHyro notpeOHOCTE pekoMeHayeTcs (OpMUPOBATE U3:

1) obmeii moTpeOHOCTH B HAPKOTHYECKHMX M ICUXOTPONHEBIX JIEKapCTBEHHBIX
rnperaparax, IIpUMEHSeMBIX IIpU OKa3aHH{ CIelHalu3upOBaHHOM, B TOM dYHCIe
BBICOKOTEXHOJIOTHYHOW, MEIMUMHCKOH TIOMOUIM, MAJITMATUBHON MEIHIMHCKOH
IIOMOIIH, CKOPO#i, B TOM 4HCIIe CKOPO#i CleLMalu3upOBaHHOHN, MEJUIMHCKOH ITOMOIIH,
B CTal[MOHAPHBIX YCHOBHAX (Hanee — MeNHMUMHCKas IIOMOIIF B CTalMOHapHBIX
YCIIOBHSX);

2) obweit noTpe6HOCTH B HApKOTHYECKHMX M ICHXOTPONHBIX JIEKApCTBEHHBIX
npenaparax, IpUMEHSAeMBbIX NpPH OKa3aHMM IEPBHYHOH  MENMKO-CAaHMTapHOM

3 Co6panHe 3akoHogaTensctsa Poccuiickoii depepaunn, 2010, Ne 31, cr. 4256; 2011, Ne 51, cr. 7534; 2012,
Ne 37, cr. 5002; 2013, Ne 9, c1. 965; Ne 51, cT. 6869; 2016, Ne 35, cT. 5349; 2017, Ne 6, cT. 929; Ne 27, c7. 4052.
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MEeIHULMHCKOH TOMOIM M NANNMATHBHON MENUWIIMHCKOH roMomy B amOylnaTopHEIX
ycnopusx (Hanee — MeMUUHCKas IOMOIUB B aMOyIaTOPHEIX YCIOBHIX);

3) obumeit MOTpeOHOCTH B HAPKOTHYECKMX H ICHXOTPOIHBEIX JIEKapCTBEHHBIX
npenaparax, NpYMEHSEMBIX IIpU OKa3aHWM CKOpOH, B TOM 4YuCJIE CKOpOH
CIEIHANH3UPOBAHHOM, MEIMIMHCKOH INOMOIIM BHE MEJMUMHCKOH OpraHu3aluy.

6. PernoHayibHYI0 MOTPeGHOCTH, NPEAYCMOTPEHHYIO IIYHKTOM 5 MeToau4eckux
pexoMeHpanui, pekoMesayercs GopMHUpPOBATE:

1) fng HApKOTUYECKUX JIEKApCTBEHHEIX IIPENapaToB:

a) HA OCHOBAHMH NOJNYYEHHBIX OT MEIWIMHCKHX OpraHM3alii moTpebHOCTel B
yKa3aHHBIX JIEKapCTBEHHBIX NpeliapaTtax;

6) B COOTBETCTBHHM C INPUMEPHOM  HOMEHKJIATYpOH  HApKOTHHYECKHX
JIEKapCTBEHHBIX MpenaparoB corilacHo mpunoxeHmio Ne 1 k  Merogudyeckim
peKOMeHIALHAM, KOTOPYIO PEKOMEHAYETCS (hOpMUpPOBATh Ha OCHOBaHNM HH(pOPMAaLWH,
comepxameiics B TOCYJAapCTBEHHOM pPEecTpe JIEKapCTBEHHBIX CPEICTB  JUld
MeIHLUMHCKOTO [IPUMEHEHH

B) C y4eToM o0COOEHHOCTeil pacueToB mnOTPeGHOCTH B HapKOTHYECKHX
JIeKapCTBEHHBIX NpenapaTtax, NpeAHa3HaYeHHBIX [l KyIHPOBaHMsS MEPCHCTHPYIOUIETO
00%EeBOro CHHApOMa B aMOyNaTOPHEIX YCIOBHAX Yy B3pOCIHBIX NAalMEHTOB, AETel u
HOJPOCTKOB, YKa3aHHBIX B nyHkTax 10 u 11 MeToguueckux peKoMeHAalui;

2)  nmns  TICMXOTPONHBIX JIEKapCTBEHHBIX IMPErapaToB — Ha OCHOBaHWH
MOJNIYYEHHBIX OT MEJULMHCKHUX OpTaHM3allMii CBEIeHWH O NMOTPeOHOCTH B yKa3aHHBIX
JeKapCTBEHHBIX MIpenaparax.

7. MeOUUMHCKAM OpraHM3alUsM peKOMEHAYEeTCsl OCYIIECTBJATL pacyer
notpebHOCTH!

1) B HapKOTHYECKHX JIEKapCTBEHHBIX IpenapaTtax B COOTBETCTBHH C
YCTAHOBIEHHBIMH HOpPMATHBaMH JUiss pacueTa IOTPeOHOCTH B HAPKOTHYECKUX
NeKapCTBEHHBIX CPEACTBaX, MpefHa3HA4YE€HHBIX AN MEIHIHHCKOIO IPUMEHEHUS, H C
yueToM ocoOeHHOCTe#dl pacueroB NOTPeOHOCTH B HAapKOTHYECKHX JIEKapCTBEHHBIX
npenaparax, [pEeNHASHAYEHHBIX MJIs KYIHMPOBAaHHS MEPCUCTHPYIOMIEro 60jeBoro
CHHJIpOMa B aMOYyJNaTOPHBIX YCIOBHAX Y B3pPOCHBIX IMalUEHTOB, AETeHl U IOJPOCTKOB,
yKa3aHHEBIX B yHkTax 10 u 11 Metoguyeckux peKoMeHxalui;

2) B ICHUXOTPONHEBIX JICKAPCTBEHHBIX IIpelapartax IIyTeM YCPECAHCHHA HJaHHbIX

0T4ETOB 00 MCIIOJIB30BAHUU IICHXOTPOIIHBIX BELICCTB 3a IOCIACAHHE TpPpH roha,

4 Craten 33 Mdegepansuoro 3akona or 12 anpens 2010 r. Ne 61-P3 «O6 obpaiueHyt NeKapCTBEHHbIX CPEACTB?
(Co6paunne 3akoHonateascTsa Poccwifckoli ®epepauun, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540), npuxa3
MunncTepeTBa 3apasooxpatedns Poceuiickoli ®epepauin ot 9 derpana 2016 r. Me 80n «O6 yrBepxaenuu nopsmxa
BEAEHMS TOCYHAPCTBEHHOrO pEEcTPa JNEKapCTBEHHLIX CPEACTE A4S MEeZHUWHCKOrO MpHMEHEeHHR» (3aperscTpupoBaH
MunucrepctBoM toctuuMu Poceuiickoil @enepauuyn 21 mapra 2016 r., peructpaunoHnsii Ne 41471) ¢ HameHEHHAMH,
BHECEHHBIMHM TpHXa3oM MunucTepcTsa 3apasooxpanenns Poccuiickodt ®enepauuy ot 23 centsbps 2016 r. Ne 731n
(3aperucTpupoBad MunucTepcTaoM locTHiMH Poceuiickoit ®enepauns 4 okrabps 2016 r., peructpamsonntesii Ne 43894),

lpuxas MuuucrepcTsa 34paBooxpaHeHns Poccuiickoit (Menepaunu orT | nexabps 2016 r. Ne 917x
«O0 yTBepKAEHHM HOPMATHBOB JMUid pacuera NOTPEGHOCTH B HAPKOTHYECKHX M [MCHXOTPOMHLIX JIEKAPCTBEHHbIX
CpeACTRaxX, TMpeJHasHAYCHHBIX JUIA MERHMLUMHCKOrO npHMeHeHHA» (3aperscrprpoBad MHUHMCTEPCTBOM  IOCTHUUH
Poccuiickoii ®enepaunu 20 aexabps 2016 r., peructpawnonnsiii Ne 44808) (nanee — npukas Ne 917u).
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TIPEICTABISIEMBIX UMM B YCTAaHOBJICHHOM nopsiake’, ¢ y4eToM yBenuueHus, Ho e Gonee
yem B 1,5 pasa, HCHONB30BaHMA IICHXOTPOIHBIX JICKADCTBEHHBIX MPEIApaToB B
TIPOTHO3KPYEMBIH EPHOA , €CITH B STOM BO3HHKIIA HEOGXOMUMOCTS.

8. PaccuymranHas NOTpeOHOCTh B HApPKOTHYECKHX JIEKapCTBEHHBIX Iperapatax
MOXKET OTNHYaThcd OT (PAKTHUECKOW IOTPEeOHOCTM B KOHKPETHBIX HAWMEHOBaHHAX
HApPKOTHYECKUX JIEKapCTBEHHBIX INpENapaToB AN pPasiviHBIX BHIOB MEJMUMHCKHX
OpraHusalyi.

Pacuer  ¢aktuueckoif moTpebHOCTM B KOHKPETHBIX  HaHMCHOBaHHAX
HAPKOTUYECKUX  JIEKADCTBEHHBIX  IpENaparoB  PEKOMEHAyeTCsa  OCYIECTBIATH
MEIMLMHCKAMH OPTaHH3aLMAMH HA OCHOBAaHMHM pPacyeTHOM NOTPeGHOCTH WM Ha
OCHOBAaHMH pacyeTHOM IOTPeOHOCTH C YYETOM CpaBHEHHMA €€ C JaHHBIMH O
dakTHyeCKOM NHO0 MaKCHMAIBHOM (aKTHYECKOM IOTPeOIeHHH HApKOTHYECKHX
NleKapCTBEHHBIX NPerapaToB 3a MpeAbIAy i rof (ros).

9. Pacuer moTpeGHOCTM B HAPKOTHYECKMX JIEKapCTBEHHBIX IIpenaparax,
TIpUMEHSAEMbIX NIPY OKa3aHMU MEOHMLMHCKOM MOMOIIM B CTAUHOHAPHBIX YCIOBUAX,
PEKOMEHAYETCS OCYLIECTBIATh MEAMUMHCKMMH OpraHu3alyAMM II0 KOHKPETHOMY
MEXKIOYHapOIHOMY HEeNaTeHTOBaHHOMY HaUMEHOBAHHIO HapKOTHYECKOTO

JIeKapCTBEHHOT'O MpenapaTa CleyoIUM obpasom:
P= (N'xK)+(N?xK2)+(N*)K?). . . (N2xK),

rae:
P — pacueTHas oTpeOHOCTS (I);
N!, N2, N3..N® - HopMmaTuB njsi pacuera MOTPeOHOCTH KOHKPETHOTO

HApKOTHYECKOI'0 JIEKAapCTBEHHOTO Ipenapara, YCTaHOB/IEHHBIH B COOTBETCTBHH ¢
npoduieM KoMK MeHIHHCKOM opranusaiu (r);

K!, K2, K3..K® - KomMYecTBO KOEK COOTBETCTBYIOIIETO TNpPOQMUIL B
MEeIMLIUHCKOM OpraHp3auyy (IIT. ).

10. Pacuer mnoTpeOHOCTH B HApKOTUYECKHX JIEKapCTBEHHBIX Mpenaparax,
NpefHa3HAYEHHBIX AN KY[MHPOBaHMs NEPCHCTUPYIOILEero GoleBoro CHHAPOMA IpH
OKa3aHHU MEJUIMHCKON NMOMOLIM B aMOYIaTOpHBIX YCIOBHAX y B3POCIBIX NAIIHEHTOB
CO  3JIOKAYeCTBEHHBIME HOBoOOpazoBamuamu (3HO), TepMHuHaneHOW —CTrajpuei
BUU-undexkiuu  (CIIWJ]) ¥ HHBIMM  HEHW3NEYMMEBIMH  IPOrpeCCHpYOIMMH
zabonepanuamu  (MHII3), pexomeHmyercs  OCYWIECTBASATE VI KOHKPETHBIX
HaUMEHOBAHMH M JIEKApCTBEHHBIX (JOPM HAPKOTHUYECKUX JIEKAPCTBEHHBIX NPETApaToB
clieyroImuM obpazoM:

S [lpapuna npeAcTaBieHUs IOPHAHUECKUMH NMUAMH OTYETOB O JACATENLHOCTH, cpasaHHON € 0GOpOTOM
HAPKOTHUECKHX CPEACTB K IMCHXOTPOMHBIX BELIECTB, YTBEPXKJACHHBIE NOCTAHOBNEHHEM IMpasurenscTa Poccuiickoi
denepauny o1 4 Hoabpa 2006 r. Ne 644 «O nopaake npeAcTaBlenus cBeleHuH 0 AEATENLHOCTH, cBA3aHHOI ¢ 060pOTOM
HAPKOTHYUECKHX CPEACTB H NCHXOTPOMHBIX BELIECTB, H PEFHCTPALMH ONEPaLil, CBA3AHHBIX C 06G0OpOTOM HAPKOTHMECKHX
CPE/ICTB M MCUXOTPONHLIX BelecTsy (CobpaHne 3aKoHOAAaTeNkCTRBA Poccuiickoii ®epepaunn, 2006, Ne 46, c1. 4795; 2008,
Ne 50, ct. 5946; 2010, Ne 25, cr. 3178; 2012, Ne 37, cr. 5002; 2013, Ne 6, cT. 558; Ne 51, ct. 6869; 2015, Ne 33, cT. 4837,
2017, Ne 2, cr. 375; Ne 27, ct. 4052).

7 Mynxr 2 npukasa Ne 917x.




M=NxHxJxQ/G,

rae:

M — KOMMYECTBO BTOPHYHBIX (norpeﬁnfenbcmx) YIaKOBOK HapKOTHYECKHX
TIEKapCTBEHHBIX NPENapaToB Ha Kypc TepalliH Ha HYXASIOLWMXCs nalueHToB (1UT. );

N — xonuuecTBo yMepiuux nauuenTos (80% OT KONTHUYECTBA YMEPIUMX NALMEHTOB
CO 3JI0KauecTBEHHBIMH HOBooOpasoBanusaMu (3HO), 50 % oT koaudecTBa yMepIUHX
NalMeHTOB ¢ TepMUHAaNBHOH craaved BHY-undexuuu (CIIUMI), 10 % ot xonuyecTa
YMEDIIHX NalHCHTOB NpPH HHBEIX HEH3JIEYMMBIX IPOIPECCUPYIOIIMX 3ab0JIeBaHMAX
(UHII3) (uen.);

H -~ pexomennyemblrii koaGduuueHT pacnpefeneHdss HAapKOTUYECKHX
NEKAapCTBEHHBIX  MpEraparoB I0 JeKapcTBEHHBIM ¢opMaM Uil NaiueHTOB
co 3JIOKQUECTBEHHBIMH HOBOOOpa30BaHHIMHA (3HO), TEpMHHAIBHOM

craguei BUY-undexumn (CITAJ]), MHBIMH HEH3IEYHMBIMH IIPOrPECCHPYIOLUMU
3abonepanmsiMu (MHII3) npH okasaHuy MEIMIMHCKOM MOMOINM B aMOyJIaTOpHEIX
ycnosusax (npunoxenue Ne 2 x MeTou4eckumM peKOMEHIalaM) I PEKOMEHYEMBIH
KO3(QUUHMEHT  pacnpefeiieHHs  HAPKOTHYECKHX  JIEKAPCTBEHHBIX  IPENaparos,
IpUMEHAEMBIX JIsi TepalMd YMEpeHHOH M CHUNBHOH OO0JIM B COOTBETCTBUH C
pekomeHpamuaMH BeemupHOH opraHuzalMy 34paBOOXPaHEHHs, [0 MEXAYHApOIAHBIM
HENATEeHTOBAHHEIM HAaUMEHOBAaHMSM AN [AIUEHTOB CO  3JI0KAa4ECTBEHHBIMH
HoBooOpazoBanusMu (3HO), TtepmunansHo#t craguedi BUY-undexuun (CITHL),
MHBIMHM HEH3JISYMMBIMH nNporpeccupyonumu 3abonesanusamu (MHII3) mpu oxasaHuu
MEIMIMHCKOH Tmomom B aMOynaTOpHBIX ycinoBuax (mpunoxenwe Ne 3 x

MeToanyeckyuM peKOMEHIalUsM);
J —  KONHYEeCTBO  HApKOTHYECKUX  JIGKAPCTBEHHBIX npenaparos

(tabnetka, Kamcyja, aMmiyia, TpaHCOepMaibHas TepaleBTHYecKas CHCTeMa)
Ha 1 maumeHTa (WrT.);

Q — aUTENBHOCTH Kypcea Tepanun o6e36onusanus (ot 30 no 90 nueil) (aeHb),

G — KOMMYeCTBO eNMHHU JekapcTBeHHOH  (GOpMBl  HAPKOTHYECKOTO
JIEKApCTBEHHOTO MpeMapaTa Bo BIOpHYHON (moTpebutensekoil) ynakoske (IIT. ).

11. Pacyer noTpeOHOCTH B HAPKOTHYECKHX JIEKAPCTBEHHBIX IIperaparax,
NpefHa3sHA4YeHHBIX U1 KyIOHPOBaHMA I[EPCUCTHpYIOIlero OO0JeBOro CHHIApoOMa IpU
OKa3aHWH MeAMLUHCKONW MOMOWM B aMOyJaTOPHBIX YCIOBMSX Y JETEH U MOAPOCTKOB,
PEKOMEHJIYETCS OCYUIECTBNATH [ KOHKDETHBIX HAuMEHOBAHHM HApKOTHYECKHUX
JIEKapCTBEHHBIX [IPENApaToB B 32aBUCUMOCTH OT AJUTEILHOCTH HX AeicTBYs (KOPOTKOro
ZeUCTBUSA MK MIPOJIOHTAPOBAHHOIO AEUCTBHS) CENyIOIUM 06pa3oMm:

1) ang npenapaToB MopdHHa KOPOTKOTO AeHCTBH:

J=MXxI/F,

roe:

J — KOJMYECTBO BTOPHYHBIX (IIOTPEeBUTENBCKIX) YIIAKOBOK NpenapaTos MOpQuHa
KOPOTKOTO IeMCTBHS Ha pacueTHBHINA rojl Ha obuiee KOIMYECTBO NETeH M IOLPOCTKOB,




HyXXaaromuxcs B o6e36onupanuu (1T, );
M — KonM4eCTBO YMEpILHX AeTeH U HOAPOCTKOB 3a IPEABIIYILINH ron B cyObexTe
Poccuiickoit ®enepanuu (uen.);

I — cymmapnas nosa MopduHa KOPOTKOro JAeicTBus, HeoOxomumas s
HCIIONb30BaHKsl B TeUYeHMH | rojja, Ha ofHOro peGeHKa WilM opoCcTKa (Mr);
F — xonmuyecTBo MopduHa BO BTOpPHYHOM (HOTpeGUTENBCKOH) YIIaKOBKe

npenapara MoppHHa KOPOTKOTo AeHcTBus (Mr);
2) ana npenapatoB MOpdHHA MPOJOHTHPOBAHHOIO AEHCTBHS:
K=MxH,

rue:

K — Kou4ecTBO BTOPHYHBIX (TIOTPEOUTENBCKHX) YIIAKOBOK IIpenapaToB MopdrHa
OpPOJIOHTMPOBAHHOTO HEHCTBUSA Ha pacueTHhIM roj Ha ofInee KOJMYeCTBO AETEH H
NOAPOCTKOB, HyXXAarouuxcs B obe3bonuBanuum (1r.);

M — xonMYECTBO YMEPIIHX AeTeil ¥ MOAPOCTKOB 33 HpenbIAyLIuil roj B cyObekre
Poccuiickoit ®epepanuu (uei.);

H - cymmapHas no3a MopdHHA NpOJOHTHPOBAHHOTO NEHCTBHsA, HeoOXoqumas
7S HCTIONIb30BaHMs B TedeHuH 1 rozia, Ha OZHOTO pebGeHKa MITH TIOAPOCTKA (MT).

3) nns npenaparoB (GeHTaHIIa KOPOTKOTO JAeHCTBUS:

P=Mx1/150,

rue:

P - xonu4ecTBO BTOPHUYHEIX ((OTPEOHTENIBCKHX) YNAKOBOK IIPENapatoB
eHTaHMIa KOPOTKOTO AEHCTBMS Ha PACcUeTHbIH Tofl Ha ofluee KONMYECTBO AETeH M
IIOPOCTKOB, HYXAIOIHXCA B 06e36011BanuH (IUT.);

M — KOIMYECTBO YMEPIUMX JeTeil U [OAPOCTKOB 3a IPEIBILYIHA roj B CybbeKTe
Poccuiickoit ®epepauuu (yen.);

L - cymmapHas [03a (eHTaHmIa KOPOTKOro MAeHCTBUA, HeobOxozumas JJis
JMCTIONB30BAHHUS B TeYEHMH 1 rofia, Ha OGHOTO peGeHKa MK MOAPOCTKA (Mr).

4) s penapartoB (eHTaHuIa IPONTOHTHPOBAHHOTO NefCTBHS:

Q=MxN/37,5/3,

rue:

Q - XONMYECTBO BTOPMYUHBIX (MOTPEOUTENBCKUX) YNAKOBOK IpenapaToB
(peHTaHMIa POJIOHTMPOBAHHOIO JECHCTBUS Ha pacyeTHBIH rof Ha ofllee KOJUYECTBO
HeTedl ¥ NOAPOCTKOB, HY>KAAIOIHXCS B 00e3001HBaHHH (wt.);

M — KOJHYECTBO YMEpIINX JeTel U IIOAPOCTKOB 32 NPEABIIYILIMH O/l B CyOBEKTE
Poccuiickoit Depeparuu (dein.);

N — cyMMapHas f03a (eHTaHWIa IPONOHTHPOBAHHOIO AEHCTBH, neobxoaumas
JUIS MCTIONB30BAHHS B Te4eHHH 1 T0/1a, Ha OHOTO peGeHKa HiIM NO/IPOCTKa (MT).
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IMpunoxenne Ne 2
K METOOUYECKHM PCKOMEHIalluAM
110 OIIpeHCNICHNIO HOTpe6HOCTH
B HAPKOTHUYECKHX CPEACTBAX
Y IICUXOTPOITHEIX BEIECTBAX,
NpEeNHAa3HAYEHHBIX JJIs1 MEAHIMHCKOro
OPHUMCHCHHS, YTBCPXKACHHBIM
npHKazoM MHUHHCTEPCTBA 34PaBOOXPAHEHUS

Pexomenpyemblii ko3¢ puIIHEHT
pacnpejeieHHs HADKOTHYECKHX JIeKapCTBEHHbBIX NIpenaparos
MO JIeKapCTBEHHBIM popMaM /1Jifl NALHEHTOB €O 3J10KAYeCTBEHHbIMH
HoBooOpazosanusamu (3HQO), repmunansHoii cragneii BUY-undexunu
(CIIM ), uHBIMH HeH3JeYHMbIMH MPOrpeccHpyoINMH 3a00/1eBaHHAMHA
(WHII3) npu oka3aHMH MEAHUHHCKOH NOMOIKM B aMOYIATOPHBIX yCAOBHAX™

Poccutickoii denepanuu
14 » gﬂ@/ﬁ 2017 r. Ne 477

Pexomenayembiii kod>(pGuHEHT
pacrpeneJieHHs
JlexapcTBennas opma
3HO | TepmunanbHast Hnple
HAPKOTHYECKOI0 JIEKAPCTBEHHOI0 : -
cragus BHY- HEH3J/IeYHMble
apenaparta
HHGEeKLHH nporpeccupyroumme
(caum 3aboneBanuUsA
(MHII3)
Tpebyercs WHpa3uBHEIE
IIpUMEHEHHE hopMe! 10 % 5% 1%
HapKOTHYECKHX
JeKapCTBEHHBIX
Hpenapatos HewnnBa3usHble
OpPMEI 10 % 1%
KOPOTKOTO Gop % 5%
nedcTBus
Tpebyetcs
peby TpancaepManbHble
MPUMCHCHHE TeparneBTUIeCKUe
HEHHBA3UBHBIX p 20 % 15 % 5%
cuctems! (TTC)
NPOJIOHTHPOBaHHBIX
hopm
HApKOTHYECKHMX TlepopansHbie
JIeKapCTBEHHBIX bopMEI 40 % 25 9 3 9
IIpernapaToB
* Pacuer pexcomeaneTc;x OCYHICCTBNATE HCXOASA H3 yyciaa HauyMeHTOB, YMEpPUWIHX OT

37I0Ka4ECTBEHHBIX HOBoOGpazopanuit (3HO), B TepMunanbuoi cramuu BUY-nHekunH (na cTaguu
CIIW]Ia), MHBIX HEH3NEUHMEIX IIporpeccupyommux 3abonesanuii (MHII3) 3a NPEAMIECTBYIOIIHA [OL,

npuHATHIX 32 100 %.
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TIpunosKenne Ne 3
K METOJUYECKUM PEKOMEHIALUAM

B HapKOTU4YECKHX CPEACTBAX
M IICHXOTPOIHBIX BEILECTBAX,
TnpeAHasHaYeHHBIX I MEAHIIMHCKOT0
MPUMEHEHHUs, YTBEPKASHHBIM
npukazoM MUHHCTEPCTBa 3[PaBOOXPAHEHNSA
Poccuiickoit Penepaiuu

2017 r. Ne

Pexomenayemplii Kod3pPuuueHT
pacrpese/eHHsi HAPKOTHYECKHX JEKAPCTBEHHPIX npenapaTos, NPHMeEHEMbIX
7151 Tepanuy yMepeHHol ¥ CHIIbHOH 60 B COOTBETCTBUM

bk

¢ pexomengauusivu BeeMUpHOH 0praHu3aliuM 3ApaBOOXPaHCHHUA,

110 MEKAYHAPOAHBIM HENATEHTOBAHHBIM HAHMEHOBAHHAM A NALUHEHTOB
O 3/10KAYeCTEeHHBIME HOBoOOpazosanuamu (3HO), TepMHHAALHOM cTaAneH
BUY-undexunn (CIIAJT), HHpIMH Heus1eYHMbIMH NPOTPeCCHPYIOLIHMH

B aM6y.na'roprlx ycia0BHHAX

3abosesanuavu (MHII3)* npu oka3aHAH MeIHUHHCKOH MOMOLUH

pacapegencnus

Pexomenayempiii ko3dduynent

3noxauecr- Tepmuiajib- Huvre
Memy“apouuoe BEHHLIC Has ctaans feHsaen-
HeMATEeHTOBAH- nosooGpaszo- BUY- Mble
Hoe Konnuecrso BaHHSA undexunn nporpecc-
nanmenosaune | Jlexapcerpennan | JHosupos- | B moTpebu- (3HO) (crmp) pyrouue
HAPKOTHYECKOrO fopma Ka TeNbCKO# 3aboneBanus
JIeKAPCTBEHHOTO yHAaKOBKeE (MHII3)*
nperapara He tpebyerest HAPKOTHUECKHi JeKapeTBEHNbIi
npenapart
20% |  50% | 9%
1. HapKoTH'I€CKile IeKaPCTBeHbie MPENapAThl KOPOTKOTO ACHCTBIN, B TOM HHC/e:
HiBa3snBHbIE HAPKOTHYECKHE JIeKaPCTBEHHbBIC NPENAPATH! 10 % 5% 1%
acTe
Tpumenepuanu pmmei[:;ﬁgﬂ 20 mr/Mn 5 2 %‘ 1% 0,1 %
Konenu+Mopdux
+ pacTBop AnA 1,44+11,5 1% 1% 0,1 %
Hockanuu+ MOAKOIKHOrO +5,4+0,72 5
ITanasepunt BBEACHHUSA +0,1
Tebaun Mr/ma
Mopdun pacteop A7A 10 mr/Mn 10 7% 3% 0.8%
MHBEKLHMI
Hennpazupuble HAPKOTHUECKIE JEKADCTBEHNbIE NPEeNapaThl 10 % 5% 1%
Tporuonun-
¢eHunsTOKCH- Tabner 20 mr 10 4% 2% 0,25 %
3aUIEYHBIE
ITWIHINNEPHAKH
Bynpenopdu+ TabneTkH 0,2 mr+ 20
HanokcoH NOABA3LIYHBIC 0,2 Mr 3% 2% 0,5 %
Tpumenepuaus TabneTky 25 mr 20 3% 1% 0,25 %




Pexomenpyemblii koadduusent

pacnpege/icHus
3noxauect- Tepmuuaib- Hnnie
Mexaynapoauoe BEHHbIE Hasi CTafnHsA HeH3JIeuH-
HenATEeHTOBAH~ Hosoobpaso- BH4- Mble
Hoe Ko ecTno BauNs uHperHHN AaporpeccH-
naumenosanne | Jlekapcreennas | Jo3upos- | B morpeGu- (3HO) (Cm pyromtie
HAPKOTHYECKOrO dopma Ka TeJILCKO 3360“9"3":'”
JIEKAPCTBEHHOro YOaKOBKe = (MHTI3)* =
npenapara He tpebyeTcs HapKOTHYCCKHIT JeKapCTBEHH bl
npenapar
20 % 50 % 90 %
II. HapxoTHueckHe NekapcTReHHbIE NPENapaThi NIPOJIOHCHPOBAHHOrO JeHCTBHSI, B TOM uHcae:
Ilepopanbubie HAPKOTHYECKHE JEKAPCTREHMbIE MPEIAPATHI 40 % 25 % 3%
NPOJOHTHPOBAHHOXO AcHCTBHA
TabneTky ¢
OKCHKOIOH+ NPONOHTMPOBAaH- 5 mr/ 20 1% 1% 0,5%
HaJIOKCOH HBEIM 2,5 mMr
BLICBODOHNEHHEM
Tabnerku ¢
Oxcuxopon+ TIPONIOHTMPOBAH- 10 mr/ 20 4% 5% 0,5%
Hanokcou HbIM 5 Mr
BbICBODOMASHHEM '
Tabnerku ¢
Oxcukopou+ NPOJIOHIHPOBAH- 20 mr/ 20 8% 5%
Hanoxcon HbIM 10 mr
BBICBOGOXKICHUEM
TabaeTKu C
Oxcukonon+ NPOJIOHTHpOBaH- 40 mr/ 20 7% 1%
Hanoxcou HBIM 20 mr
BbicBODOIKAEHHEM
Karcysbf,
TabneTku ¢
Mopcun TIPOOHIMPOBaH-= 10 mMr 20 4% 4% 1,5 %
HbIM
BbiCBOGOXKAEHHEM
Karncyibl,
TabneTku ¢ 7% 4% 0,5 %
Mopdun NIPOJIOHTUPOBAaH- 30 mr 20
HbIM
BLICBODOXKIEHHEM
Karcybl,
Tabnerku ¢
Mopun NPOJICHTHPOBAH- 60 mr 20 6% 3%
HBIM
BHICBOOO)KACHHEM
Karncysnsl,
TabneTin ¢
Mopdun MPONOHTHPOBAH- 100 mr 20 3% 2%
HBIM
BLICBOOOMNCIEHHEM
Tpasacaepmasibibie TEPANEBTHYECKHE CHCTEMBI HAPKOTHYECKHX
JIeKAPCTBEHHBIX NPENAPATOB 20 % 15 % 5 %




Pexomennyembrii koa¢ppunnenr
pacnpeacjacHius
3nokavecr- Tepmunanb- Hunrre
Mexaynapoanoe BeHHBIE nas cragus HeH3JIeTH-
HeHaTeHTOBAH~ HoBOOGpaso- BHY- Mble
Hoe Komnuecrso BAHS mube‘lculm nporpeccu-
Hanmenopanue | Jlexapcrsennas | Josupos- | B moTpeGn- (3HO) (czm pymoune
HAPKOTHYECKOro dopma Ka TeABCKOH sabonteanis
JIERAPCTBERHOTO YHAKOBKE = (MHII3)*
npenapara He Tpebyerca HapKoTHYECKHIl JIEKaAPCTBEHHbIH
npenapar
20 % 50 % 90 %
MIACTBIPh 12,5
Dentanun TpaHcAepManb- . 5 1% 2% 2%
’ MKr/4ac
HBIH
TINACThIPh
® P 25
EHTaHWI TPaHCAEPMANb- 5 4% 3% 2%
" MKr/uac
HBIH
NIacThIPb
® P 50 o
CHTaHMII TpaHcaepMalb- 5 9% 6% 1%
- MKr/4ac
HblH
MacTHIPh 75
DenTauun TpaHcAepMab- 5 5% 2%
» MKr/4ac
HbIH
¢ MNacThiph 100 -
DEHTAHUIT epMaib- K/
Tpanca E anb MKr/uac 3 1% %
HbIi
Ilpumenanue:

[Mpu rocynapcTBEHHON PErMCTpalMHd HOBBIX HAaUMEHOBAHMH HapKOTHYECKHX
JIEKApCTBEHHBIX INperaparoB Ko3()(GUUMEHT pacrpeleseHHs MOXKET U3MEHATHCS B

COOTBETCTBHH C HX NIOTPEOHOCTEIO.
* VHsle HeM3neyuMEle nporpeccupyrome sabonesanus (MHIT3): xpornuyeckas

ocTpas

noycdHasd

HEOOCTAaTOYHOCTE,

CepedHO-COCYRHCThIE

3ab0J1eBaHHK,

XpoHHYecKas 00CTPYKTHBHAA G0JIe3HB NeTKHX, LAPPO3 NIEUEHH, PACCESIHHBIA CKIEPO3,
Gonesus [lapkuHCOHa, GoNesHs ANblLreiiMepa W Ipyrie IEMEHIHH, PEBMATOMIHBIH
apTPHUT, CaxapHbIH JHabeT, MyJIBTUPE3HCTEHTHBIH TyOepKynes.




