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VTBEPX/IEHbI

npuxa3oM MHUHHCTEPCTBA 31paBOOXpaHeHus
Poccuiickoii ®enepauuu |
ot « Mn _afma- 2017 r. Ne 7137

MeTOZIH‘{CCKHe pelcomelmauuu
no onpeaeJIeHHIo ﬂOTpCﬁHOCTH B HAPDKOTHYECKHX CpeaAcTBaxX H MCHXOTPOMHbIX
BelleCTBAX, npeunamaqeﬂﬂux AJA MeIHIHHCKOro npUMeHEHHA

1. Hacrosimue MeToAMYECKME DPEKOMEHOALMH IO ONpEACTICHHIO noTpebHOCTH

B HApKOTHYECKHX CPEACTBAaX M TICHXOTPONHBIX BEIIECTBAX, IIPEJHA3HAYCHHAIX
IS MEIMIMHCKOro INpUMEHeHHsi (manmee — MeToauyeckne peKOMEHAAUMH),
HOH

MIOATOTOBJIEHBl B paMKaX HCIIOJHEHHs IIyHKTa 9 IiaHa MepOnpHATHH («XOpOX
xapThl») «IloBbilleHHe IOCTYIHOCTH HAapKOTHYECKHX CpEeACTB M IICHXOTPOU B}
BElUIeCTB  JUIS  MCIOJB30BaHUS B MEOHUMHCKMX  IEJIAX», yTBepm,uem:ror
pacropskenreM [IpaButensctBa Poccuiickod ®enepauun ot 1 moas 20161

Ne 1403-p'.
2. Mero,zmqecxne peKOMCH,HaLIHP] HpeHH&HaquBI A onpe;xeneﬂmi:

O X

1) cy6bwexktamu Poccuiickoit Denepauvu oblIeii rof0BOM  perHoHaNBHOH
MOTpe6HOCTH B HAPKOTHYECKMX CPEACTBaX M INCHXOTPOIHBIX BelIecTBaX, BHECEHHBIX
CTB

B crucku II u Il mepedyns HApKOTHYECKHX CpEICTB, TNCHXOTPOIHBIX BELE
U HX TPeKypcopoB, MOJUIeXallMX KOHTpOIIO B Poccuitickoit  Denepaunu’,
3aperHCTPUPOBAHHBIX B YCTaHOBIEHHOM IOPAIKE B Ka4ecTBe JIEKapCTBEHK

npenaparos U1 MEIULUHCKOIro MpUMEHCHHNUA (uanee COOTBETCTBEHHO — pErHOHATIb
JIEKapCTBEHHBIC npenaparthbl, IICHUXOTpoIl

noTpeOHOCTh,  HAPKOTHYECKHE
JleXapcTBEHHbIE NIPENaparhl);

2) MEIMLMHCKMMH OpraHM3alHMAMH W MWHBIMH OpraHM3alMAMH, OKa3bIBarOILYM]}
OpraHu3aluy), NOTPeOHOLT

MEIHLMHCKYXO TNOMOIIb (}I&J’ICC —  MEIHUIMHCKHE
B HapKOTH4YECKHX JICKApCTBCHHBIX npemnaparax H [ICHUXOTPOIIHBIX JJeKapCTBEHHbDI

npenaparax, HeOoOXOAUMBIX VISl OKa3aHHs IIepBHYHOM MenMKO-CAHMTAapHOH NMOMONIM,
CTeLIHaTM3UPOBaHHOM, B TOM yuése BBICOKOTEXHOJOTHYHOM, MEOULMHCKON ITOMO

! Cobpanue 3aKkOHOAATENLCTBA Poccuiickott deaepauny, 2016, Ne 29, ct. 4849.
2 TMocranosnenue [MpasurensctBa Poccuiickoit denepauuu 0T 30 wmons 1998 r. Ne 681 «O6 yTBepXNEHWM MEPEHHA

HAPKOTHYECKUX CPENCTB, NCHXOTPOMHLIX BEILECTB H HX NPeKypcopos, MOMTEXALMX KOHTPOJO B PoccHiiC KO
depepaunn» (CobpaHue 3aKOHOOATENBCTBA Poccuiickoii ®enepaunn, 1998, Ne 27, cT. 3198; 2004, Ne 8, cT. 663;
cT. 4666; 2006, Ne 29, ct. 3253; 2007, Ne 28, cT. 3439; 2009, Na 26, cT. 3183; Ne 52, ct. 6572; 2010, Ne 3, cr. 314;
cT. 2100; Ne 24, cT. 3035; Ne 28, ct. 3703; Ne 31, cT. 4271; Ne 45, cT. 5864; Ne 50, cr. 6696, 6720; 2011, Ne 10, cT.
Ne 12, cr. 1635; Ne 29, cT. 4466, 4473; Ne 42, ct. 5921; Ne 51, cT. 7534; 2012, Ne 10, ct. 1232; Ne 11, cT. 1295;
ct. 2400; Ne 22, cT. 2864; Ne 37, cr. 5002; Ne 48, cr. 6686; Ne 49, ct. 6861; 2013, Ne 9, cT. 953; Ne 25, ct. 3159;
cT. 3962; Ne 37, ct. 4706; Ne 46, cT. 5943; Ne 51, cT. 6869; 2014, Ne 14, cT. 1626; Ne 23, cT. 2987; Ne 27, ct. 3763; Ne 44,
cT. 6068; Ne 51, cT. 7430; 2015, Ne 11, c1. 1593; Ne 16, cT. 2368, Ne 20, cT. 2914; Ne 28, cT. 4232; Ne 42, cr. 5805; 30186,

Ne 15, cT. 2088).
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NaUIMATHBHOM  MEIULIMHCKON  TOMOIIH, CKOpo#i, B TOM  YHCIe  CKOR

CrienManu3upOBaHHON, MEIHUMHCKON TOMOLIH.

POH

3. Onpenenenue pPErHOHANbHOH notpebHOCTH  LienecoobpasHo  NpOBOA

B paMKax IOATOTOBKH CBO,IIHOf;I 3asiBKH Ha HapKOTHYECKHE HeKapCTBCHHBIe npemnapd

M T[CHUXOTpPOMNHble  JIEKapCTBEHHBIE  TIpenapatel, HalpaBlSeMON  €XEro]
B MUHHCTEPCTBO IPOMBIIUIEHHOCTH W  TOProBJIA Poccuitckoii  @enepal
B COOTBETCTBHMH ¢ IIpaBunamu pacnpejieieHus, OTITyCKa U pealn3anin HapKOTU4eCH

CpeacTs H IICUXOTPOIIHEIX BEUICCTB, a TaKXXe OTITyCKa H peanulanuu HX NpPEKYypCop,

YTBEP)KAEHHBIMH  [TOCTAHOBJIEHUEM IlpasBurenscTBa  Poccuiicko# denepall

oT 26 mrons 2010 r. Ne 558°.
4. Tlpu omnpeneneHuu peruoHanbHOH noTpebHOCTH  CilledyeT  Y4HTbIB

cnenyromue GaKkrophl:

1) cneuuduky TNPHMEHEHHS HApKOTHYECKHX JeKapCTBEHHBIX
HBIX IpenaparoB MpU OKa3aHHH NepBUYHOW MeHx
i, B TOM YHCJI€ BBICOKOTEXHOJIOTHIH
OMOILIHM, CKOpO#, B TOM HH
peTHOM CyO®Be

npernapaj

W TICUXOTPOITHBIX JIEKAPCTBCH
CaHHTAPHOM MMOMOIIH, CHEHHATM3HPOBAHHO
MEIULMHCKON MOMOILH, Na/UTMaTHBHON MEIULIMHCKOH II
CKOpOii  CreLnann3upOBaHHOH, MeIULMHCKOH TMOMOIIM B KOHK
Poccuiickoi denepaluy;

2) roka3aTesid cMe
(3HO), TepMHHANBHOM CTalHH BUY-undekuun  (CITHD),
[IPOTPeCcCUpYIOIHX 3a00/1eBaHUH (MHIT3);

3) KONHYECTBO [AIIHEHTOB C OOJIEBBIM CHHAPOMOM,
HyXIaKoIMXCst B 006€36011MBaHUH (co 3moKaueCTBEHHBIMH HOoBOOOpa3
TEpMUHAIBHOH  CTaTuM BUY-undexmun  (CITA[), HHBIMH HEU3JIeYUME]
NpOTpeccHpyIOIIHMH 3200/ 1eBaHUAMH (VIHII3);

4) HOMeHKIaTypy Koe4yHoro (oHaa IO npoduIsM MEIUIMHCKOH II0MO
[IOMOIIA B KOHKDETHOM CyObe

PTHOCTH NalHeHToB OT 3J10KQ4YEeCTBEHHBIX H03006pa30Ba1-
UHBIX HEH3JIe4YHM

B TOM 4HCJIe XpOHUYECK]
oanusamMu (3H

M KOJMYECTBO BBI30BOB CKOPOM MeAMIIMHCKOH

Poccuiickoit Peaepauui.
5. PermonanpHast HOTpeGHOCTE GOPMUPYETCS H3:

1) obmeit morpebHOCTH B HAPKOTHYECKHX H NICHXOTPOIHBIX JIEKa
B TOM 4YH

MEAULIUHCH

PCTBEHH

npenaparax, [IPUMEHAEMBIX [pH OKa3aHHUH CHeHHaIIM3HpOBaHHOﬁ,

BBICOKOTEXHOJIOTHYHOH, MEIULIMHCKOH  ITOMOIIH, MaJUIMaTUBHOM
[TOMOILIM, CKOPOH, B TOM 4HUCIIE CKOpoO¥ crie
B CTAalMOHApHBIX YCJIOBUAX (majlee — MEIULMHCKad [IOMOIUL B CTallMOHAPH

YCIIOBHSAX);
2) obmeit noTpefHOCTH B HApKOTHYCCKHX H [ICUXOTPOITH

npernaparax, [pUMEHseMBIX TpU  OKa3aHHH riepBHYHOM

BpIX JIEKAapCTBCHH

3 CobpaHue 3aKOHOAATE/NBCTBA Poccuiickoit Peaepauns, 2010, Ne 31,
cT. 5002; 2013, Ne 9, cT. 965; Ne 51, c1. 6869; 2016, Ne 35, cT. 5349.

UHAIM3HPOBAHHOH, MeIUIMHCKOH MOMOIIH,

MeIUKO-CaHUTapHOH

cT. 4256; 2011, Ne 51, ct. 7534; 2012, N¢g 37,
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MEIHUIMHCKOM MOMOIIM H NaJlIMaTHBHOH MEIMLMHCKOA IMOMOLIH B aM6ynaTop&f,1

ycIoBHSX (fajiee — MEAULHHCKAs OMOLIB B aMOYJIaTOPHBIX YCIOBHAX);

3) obuieii MOTPeGHOCTH B HAPKOTHYECKHX M IICHXOTPOIHBIX JIeKapCTBEHK
OKa3aHWH CKOpo#, B TOM H4uClIEe CKOPO 7
o opraHu3aluH.
5 MeronuuecKux

IBIX

npenapaTax, NpPUMEHIEMBIX TIpH

CrIeLMaTM3UPOBaHHOM, MEAUIIMHCKOH IIOMOIIH BHE MEIMIIMHCK
6. PeronanpHas NOTPeOHOCTh, IPENYCMOTPEHHAs NYyHKTOM
pexoMeHJalui, popMupyeTcs:
1) Ans HApKOTHYECKUX JIEKapCTBEHHBIX NPenapaToB:
a) Ha OCHOBAHHMHM TOJYYEHHBIX OT MEAMUMHCKHX opraHusaLuil CBeleHHH

0 MOTPeOHOCTH B YKa3aHHBIX JIEKapPCTBEHHBIX IpernapaTax;

6)B  COOTBETCTBHH C  NPUMEPHOH HOMEHKJIAaTypOod  HapKOTHYECKHX
JIEKAPCTBEHHBIX ~IMPENapaToB COTJIACHO  MPHIIOXKEHHIO Ne 1 k MeroandecKum
peKoMeHAaLMsAM, KoTopas GOPMHPYETCS Ha OCHOBAHHH uHpOpMAaLMH, COMlepXKaleHics

MEHULIMHCKOTO

B rOCYJapCTBEHHOM peeCTpe JIeKapCTBEHHBIX  CPENCTB  AUiA
IpUMEHEHUS ;

B)C ydeToM 0COGeHHOCTeH
JIeKAPCTBEHHBIX Npenaparax, NpeJHasHa4eHHbIX ANd KymupoBaH
60eBOro CHMHIpOMa B aMOyJaTOPHBIX YCJIOBHAX Y B3pOCIHBIX H Jerel, YK
nynkrax 10 u 11 Meroauyecknx pexoMeHAaLuH;

2) wis  ICHXOTPONHBIX JIEKAPCTBEHHBIX —Tpenaparos  —  Ha
i cBemeHUl O MOTPEOHOCTH B yKa3aHHBIX

pacyeToB IMOTPeOHOCTM B  HapKOTHIECKHX
usl [IEPCUCTUPYIOLLIErO
a3zaHHBIX B

OCHOBAaKHH

MONMYYECHHBIX OT MeJUIIMHCKHUX OpraHyu3ald

JleKapCTBEHHBIX Mpenaparax.
7. MequidHCKHME OpPraHU3alun OCYIeCTBIAI0T pacieT NOTpeOHOCTH:

1)B  HapKOTMYECKMX JIEKapCTBEHHBIX — Mpernaparax ——  Ha OCHOBAaHHH

YCTaHOBJICHHBIX HOpMAaTHUBOB  JJIA pacdeTa HO’I’pe6HOCTH B HapKOTHYEC KX
q

JIEKAapCTBEHHBIX CpencrTBax, npenH%Haqume s MeOJHUHAHCKOTO NpUMEHCH] )l

s,
U C y4eToM 0COGEeHHOCTeil pacyeToB MOTPEOHOCTH B HapKOTHHECKHX JIEKapCTBEHHBIX

npemnaparax, Hpe,IlHGBHa‘IeHHLIX IJIs1  KyNHpOBaHUA nepcucrupylomero 6OJ'ICBPI‘1E

CHHIOpOMa B aM6yHaTOpHLIX YyCJIOBHIX Y B3pOCIBIX H ﬂeTeﬁ, yKa3aHHbL

B nnynktax 10 u 11 Meroau4yeckux peKOMEeHJaluH,
2) B NCHXOTPOIHBIX JIEKAPCTBEHHBIX IperapaTax — nyTeM YCpEAHeHHs AaHy
OT4eTOB 00 MCIOAB30BAHHM IICHXOTPOMHEIX BELIECTB 33 INOCICAHUC TPH I

{bIX
A4,

61-@3 «OB obpaleHHH IeKApCTBEHHBIX CPEICTBY (CobppH

1815; 2014, Ne 52, cTt. 7540), mpuka3 MHHUCTERCTS
80H «0O6 yTBEepXAECHHHM Tnopsaka BE HP*
(3aperucTpuppsal

)=
[N

4 Cratha 33 denepansHoro 3akona oT 12 anpens 2010 r. Ne
sakoHOJaTeNbcTBa Poccuiickoit ®epepauun, 2010, Ne 16, cT.

3apaBooxpaHenua Poccufickoit @enepauyu OT 9 ¢espama 2016 r. Ne
FOCYNapCTBEHHOrO ~ pEecTpa  NekapCTBEHHBIX — CPEACTB LA MEIHLIAHCKOr0  MPHMEHEHHAN

MHUHHCTEPCTBOM 10CTHIMK Poccuitckoit dexepanuu 21 mapTa 2016 r., perucTpauHonHbi N 41471).

5 Ipuka3 MHUKUCTEPCTBA 3APABOOXPAHEHHSA Poccuitckoti ®enepaumn ot | nexabps 2016 r. Ne 9171 «OO6 yTBepXAgHH
HOPMATHBOB /1A pacyeTa NOTPeGHOCTH B HAPKOTUHECKHX H NICHXOTPOMHBIX NIEKAPCTBEHHbIX CPECTBAX, NPEAHAZHAYERHDI
IS MEIMLMHCKOro MPHMEHEHH» (3aperHcTpHpoBaH MHHMCTEPCTBOM HOCTHLHA Poccuiickoii denepaunn 20 nexabps

2016 r., peructpaunontbiii No 44808) (nanee — mpuxas Ne 917).
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IPEACTABIAEMBIX HMU B YCTAHOBJIEHHOM nopﬂuxe6, C y4eTOM yBeJIHYeHHUs, HO He 60
yeM B 1,5 pasa, HCHOONB30BAaHUS TICUXOTPOITHBIX JIEKapCTBEHHBIX npenapa
B [IPOTHO3HUPYEMBbIH nepno;f, eCJIH B 3TOM BO3HHMKJIa HEOOXOIUMOCTb.

8. PaccuuTaHHas NOTPeOHOCTH B HApKOTUYECKHMX JI€KAPCTBEHHBIX Ipenapa
MOXET OT/IHMYAaThCS OT (DAKTHYECKOH MOTPEOHOCTH B KOHKPETHbIX HaMMEHOBAH
HAPKOTMYECKMX JIEKAPCTBEHHBIX IMpenaparoB JUis pas/iiiHBIX BHIOB MeIUUHHCY
OpraHu3alMi.

PacuerT  (akTHueckodl  MOTPeGHOCTH B KOHKDETHBIX ~ HAUMEHOBAH]
HapKOTUYECKHX JIEKAPCTBEHHBIX MperapaToB MOXET OCYIIECTBIATHCA MeAULIMHCKH

OopraHu3alMIMHA Ha OCHOBAaHHH pacquHoﬁ HOTpSGHOCTI/I WJIM Ha OCHOBAHHMH pacydCT]

IOTPEGHOCTH C Y4ETOM CPaBHEHHS €€ C IaHHBIMH O (aKTHIECKOM 1160 MaKCHMaJbh
daKkTHYeCcKOM  TNOTpe6NEHMH  HAPKOTMYECKMX  JIEKapCTBEHHBIX  Iperapa
3a npenplayLUui roa (romst).

9. Pacyer TOTpeGHOCTH B HApPKOTHYECKHX JIEKapCTBEHHBIX —TIpeNapal

NpUMEHAEMBIX TIpH OKa3aHHH MClII/IHI/IHCKOf;I NOMOIIH B CTallHOHApPHBIX YCJIOBH
OCYILIECTBIIACTCA MeOULUMHCKHMMU OpraHM3alusaMH 10 KOHKpPETHOMY MEXIOYHapOH(
HenaTeHTOBAaHHOMY HauMMEHOBAHUIO HapKOTHYECKOTO J'ICKapCTBeHHOFO npenap,

clenyomuM obpasom:
P=N'xK)+N2xK?)+ (N x K% ... + (N"x K®),

rae:
P — pacuetHas notpebHOCTS (T);
N, N2, N°, ..., N° — HopmaTuB /s pacyera NOTPEOHOCTH KOHKDETH

HapKOTHU4Y€CKOIo JICKapCTBEHHOT'O npenapara, YCTaHOBHeHHBIf;I B COOTBETCT]

¢ npoduieM KOHKH MeJHIMHCKOH OpraHH3aluH (r);
K!, K2, K3 ..., K® — KOJIUYECTBO KOEK COOTBETCTBYIOLIErO npod

B MeIULUHCKOM OpraHu3anyy (IIT.).
10. Pacyer moTpeGHOCTH B HApPKOTHYECKHX JIEKAPCTBEHHBIX [pENapaj
nepcucTapytomero 6oseBoro  CHHAP(

npeAHa3sHaYeHHBIX [UIA  KyNHPOBaHMA
yCOBI

y B3pOCNbIX NPH OKAa3aHMH MEAMUMHCKOH MOMOIM B aMbyTaTOPHBIX
MAlMEHTOB CO 3/I0KAYeCTBEHHBIMH HOBOOOpPa30BaHUAMH (3HO), TepMHHAaIb]

cragueii BUY-undexkunu (CITHJ]) ¥ UHBIMH HEU3TETUMbBIMH NIpOrpecCHpyOIYME
HaWMEHOBaHUH

zabonesanusimu  (MHII3), ocymecTBaseTcs A1 KOHKPETHBIX
M JIeKapCTBEHHBIX (OPM HAPKOTHYECKHMX JIEKAPCTBEHHBIX NpENaparos cregyon

obpazom:

6 -
l'lpaBH.na npeacTaBACHHA OpUAAYECKHMH JUHLAMHA OTYETOB O OEATEIbHOCTH, CBA33aHHOU C 060p0TOM HapKOTH4Ye

CPEACTB ¥ NCMXOTPONHBIX BEWECTB, YTBEPXACHHbIE NOCTAHOBJICHHEM MpasutenscTsa Poccuiickod denep
oT 4 Hoabps 2006 r. Ne 644 «O mopsiake NpeACTaBACHHA CBENEHHUH O MACATENBHOCTH, ca3aHHOR ¢ o06op
HAPKOTHMECKMX CPEACTB M TICHXOTPONHLIX BEUIECTB, U PETHCTPALIHK onepauii, CBS3aHHEIX C 0GOPOTOM HapKOTHHE
CpencTB U NCHMXOTPONHBIX BELECTBY (Cobpanue 3aKOHOAATENLCTBA POCCHIACKOH denepauny, 2006, Ne 46, cT. 4795, 2
Ne 50, cT. 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

7 [yukr 2 npuxaza Ne 9174
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M=NxHxJxQ/G, |

rae: '

M — KOJMYECTBO BTOPHYHBIX (MOTPeOHTENBCKHX) YNAaKOBOK HAapKOTHYEC
JIeKapCTBEHHBIX MPENapaToB Ha KypC Tepaluy Ha Hy>XAaloHXCs NalHeHTOB (at.);

N — xomuuectBo ymepmux naudeHToB (80 % or xosuyecTBa yMmep
NAlMEHTOB CO 3JI0KauecTBeHHBIMU HoBooOpasoBaHusiMu (3HO), 50 % ot xonndeq
yMepUINX TNalHeHTOB ¢ TepMUHambHOH craauedi BUY-uHbexuuu (CTI ), 14
OT KOJMYECTBA YMEPIIMX MALUEHTOB TNpPH HMHBIX HEHU3JIEUHUMBIX MPOrpeccHpyrol
3abonesanusnx (MHII3)) (uein.);

H — nocrosuHbi#i K03 PUIMEHT pacnipe/ie/ieHHs HapKOTHYECKHUX JIeKApCTBEHH
npenaparos IO JIEKapCTBEHHBIM ¢opMaM JJis NALMEHTOB CO 3710KadeCTBEHHE
HoBooOpazosauusamu (3HO), TepMUHANBEHOH CTaaHeH BUY-undexuun (CITHI)
MHBIMHM HeM3JIeUYMMbIMU Mporpeccupyoiumu 3abonesanusamu (MHII3) npu oxasar
MEOHLMHCKON IOMOLIM B  aMOyJaTOPHBIX  YCIOBHAX  (MIPHUIIOXEHUE No 7
K MeTou4ecKuM peKOMEHAALHSIM) Uy PEKOMEH1yEMBIi K03bPHUHEHT
pacrpesie/ieHHsl HApPKOTHYECKHX JIEKApPCTBEHHBIX IIpenapaTos MO MEXAyHapORHBIM
HenaTeHTOBAaHHBIM  HAaWMEHOBAaHHMSM Ui  NAlWeHTOB  CO
HoBooOpazoannamu (3HO), TepmuHansHOH craaueH BUY-undpexuun (C

KUX

) %

MEJULMHCKOW noMomH B  aMOyjaTOpHbIX  yCIOBHAX  (IIpHIOXeHHe
K MeTogudecKMM peKOMeHAalusM), TpUMEHsAeMbIX [Uld TepanuH yMEpeH
H CHIBHOH 6OJH B COOTBETICTBMM C pEKOMeHIalsIMH BcemupHO# opraHusal
3apaBooxpaHeHus (%),

J — KOJMYECTBO HApKOTHYECKHX JIEKAPCTBEHHBIX [penapaToB (Tabnet
KarncyJia, aMITyJ1a, TpaHc/iepMallbHas TepaneBTHYECKas CUCTEMa) Ha 1 marueHTa (LOT.

Q — IUIMTeNBHOCTH Kypca Tepanuu obesbonusanus (o1 30 xo 90 nuei) (IeHs);

G — KONMYECTBO eJUHHI] JleKapcTBeHHOH  (opMbl  HapKOTH4ECKOIQ
JIeKapCTBEHHOTO Mpernapara BO BTOPUYHOH (noTpe6GUTENBCKOH) yakoBKe (IIT.).

11. Pacyer mnoTpeGHOCTH B HapKOTHYECKHUX JIEKAapCTBEHHBIX Ipelapat
MpeIHa3HA4YEeHHBIX Ul Ky[IHPOBaHHs NMEPCHUCTHPYIOIIEro 60oneBoro CHHApoMa y A€
IpY OKa3aHWM MEIMLUHCKOH MmoMomu B aMOyJaTOPHBIX YCJIOBHAX, OCYUIECTBIAC
AN KOHKPETHBIX HAWMEHOBAHUH HApKOTHYECKHX JIEKAapCTBEHHBIX IPENAapaTosn
3aBUCHMOCTH  OT  JUIMTEJNBHOCTH  MX  jeifctBMs  (KOpPOTKOro  JIEHCTBMA
HJTH TIPOJIOHTHPOBAHHOTO JeHCTBHS) ClIedyIOIHM 00pa3oM:

1) mis npenapaTtoB MopdHHa KOPOTKOTO AEHCTBUA:

J=MxI1/F,

rae:

J — KOIM4ecTBO BTOPHYHBIX (IOTPEOUTENILCKUX) YIaKOBOK MPENapaToB Mop@mﬂ?
KOPOTKOTO JEACTBHS Ha pacYETHBIA roa Ha 00liee KOJTHIECTBO IeTel, HyXAaro1UXas B

00e300/1MBaHuH (1UT.),
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M — KOJHYECTBO YMEpLIUX JeTed 3a TpeAbIAYIHA ol B cybbekTe

depnepaunu (4en.),

Poccuiico

] — cymmaphas fgo3a MOpQHHa KOPOTKOro neiicTeusa, HeobxoaMMasd
IJISl UCITOJTE30BaHus B TE€UCHHE 1 roma Ha ogHOro pebeHka (mr);
F — xomuuecTBO MOp(HHA BO BTOPUYHOH (mOTpe6UTETBCKOM)  YTIaKOE Ke

npenapara MOpQ¥Ha KOPOTKOro AEACTBAS (Mr);
2) s penapatoB MopduHa NPOJOHTHPOBAHHOTO JlecTBUS:
K=MxH,

rae:
K — KOJIMYECTBO BTOPMYHBIX (OTPEOHTENLCKHX) YTTAKOBOK npenapaToB MOp(H

l'IpOJTOHI‘PlpOBaHHOFO neﬁcransx Ha pacquani rog Ha obilee KOJIHYECTBO J€T

HYXIAIOIKXCA B 06€3001HBaHHN (iut.);
M — KOJMYeCTBO YMepIIMX JeTeH 3a npeabloyIIHA roJ B cybpexTe PoccHiCK
Qenepauuny (4ein.),
H — cymmapHas 1032 Mop(uHa MpOJOHTUPOBAHHOIO
IU1S UCIIOJIb30BaHUs B TEUCHHE 1 roma Ha oAHOTO pebeHka (Mr).
3) pyis nperapaToB (GeHTaHMIa KOPOTKOTO LEHACTBHUS:

JeicTBUS, HEOOXOANUM

P=MxL/150,
rae:
P — xonuMyecTBO BTOPHYHEIX (oTpe6UTENIbCKUX)  YTIaKOBOK npenapat

deHTaHMIa KOPOTKOrO AEHCTBHA Ha pacueTHbI roj Ha oOllee KOMHYECTBO neT

HYXIAIOLMXCS B 06€3001MBaHAH (ut.);

M — KOJMUYECTBO yMEpIIUX AeTeH 3a npeabAyIlHi rol B cyOBeEKTE PoccHuicK

degepauuu (uen.);

L - cymmapHas no3a (eHTaHHIa KOpOTKOro feiicTBud, HEOOXOoANM

JUTS. MCTIOJIF30BAHMUS B TEYEHHE 1 rojia Ha OHOTO peGenka (Mr).
4) ans npenaparos heHTaHuUIa NPOJIOHTHPOBAHHOTO NEHCTBHUA:

Q=MxN/37,5/3,

rae:
Q — KOIHYECTBO BTOPHYHBIX (nomeGnrenchux) yHaKoBOK Hpe€
HOro IencTBdd Ha pacquHHﬁ rog Ha obuee Koyudec)

napajl

(eHTaHMIa TIPOJOHTUPOBAH
feTeil, Hyxaarowuxcs B 06e36011MBaHUM (wrT.);
M — xOJM4ecTBO YMepIIMX JeTeH 3
denepauuu (den.),
N — cymMMmapHas J03a ()eHTaHH/Ia MPOJIOHTHPOB
JUTS UCITONB30BaHKs B TeueHHe 1 roja Ha OZIHOTO pebeHka (Mr).

AHHOTO AefCTBHSA, HEOOXOIMN

a MpeBIAYyLIHIA oz B cyonekTe PoccuiicKo#
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pacnpeae/ieHHsl HAPKOTHYECKHX JIEKaPCTBEHHBIX NpenapaTos
1o JekapcTBeHHbIM ¢popmaM Al NALIHEHTOB €O 3/10Ka4€CTBEHHLIMH
noBoo6pazopanusamu (3HO), TepmuHa/IbHOH cranueii BUY-uHdekuHH
(CIIUT), uHbIMH HEH3/1e4HMbIMH NPOrpeccHpyOIIHMH 3a60JieBAaHHSIMH
(MHII3) npu oxa3aHHH MeIHIHHCKOH NMOMOLUH B am0Oy/1aTOPHBIX YCJIOBHAX

IMpunoxenue Ne 2
K METOJHYECKUM PEKOMEHALHIM
110 OMpEIeIEHHIO MOTPEGHOCTH

B HAPKOTHYECKHX CPeACTBaX

¥ MCUXOTPOIHBIX BEIECTBAX,
npefHa3Ha4eHHbIX U1 MEIHIIMHCKOTO
MpUMEHEHHS, Y TBEPXKIAEHHBIM
npHKa3oM MUHHCTEPCTBA 3/paBOOXPAHEHNA
Poccuiickoit @enepalu

oT «F oy (//M/}M{

HocrossHHbIi KO3PPHIHEHT

41

2017 r. Ne

*

ITocTostHHbBIH KO3PPUIHEHT
pacnpeneieHus
JlekapcTBeHHast ¢opMa
P op 3HO | TepmuHaabHas HUnble
HAPKOTHYECKOr0 JIeKapCTBEHHOI O
npenapata craaus BUY- HeH3JedHMBie.
HHpeKUHH nporpeccupyrquine
(CIIga) 3aboJsieBaHHS
(MHII3)
Tpebyercs HHBa3uBHEIE
TIpUMeHeHHe opMBI 10 % 5% 1%
HapKOTPI‘{CCKI/IX
JIeKapCTBEHHBIX Heumpas
WBHBIE
npenapaTos
KOPOTKOTO dbopmBel 10 % 5% 1%
JEHCTBHUSA
Tpebyetcsa
H}IJ)HMZ:HeHHe TpaHcnepmainbHbIe
Teparnes
HEHWHBa3UBHBIX P THHECKHE | 20 % 15 % 5%
cucremsl (TTC)
NPOJIOHTMPOBAHHBIX .
dopM
Hapxornqecxnx Hepopaﬂbele
JIEKapCTBEHHBIX bopMbL 40 % 5 G 39
npenapaToB
IX

*

PacueT OCYIIECTBISETCS MCXOIS M3 YMC/a NMAMEHTOB, YMEPILH
noBoobpazosanuit (3HO), B TEpMHHANBHOW CTalUH BUY-uHpeknun (Ha cTaaHu CIlW]1a), vH¥
HeM3NeYMMBIX Iporpeccupymomux 3abonepanuit (MHII3) 3a NpeAIIECTBYIOMMA rojl, PHHATEIX

100 %.

X OT 3/JJ0Ka4YeCTBCHHE




[TpunoxeHue Ne 3

K METOAUYECKHMM peKOMCHlIaHI/IHM

[0 OTpe/IeIEHHIO OTPEOHOCTH
B HApPKOTHYECKHUX CPENCTBAX
¥ ICUXOTPOIIHEIX BELIECTBAX,

HpeHH&HaquHBIX s MeIHLIMHCKOI o

IPUMEHEHHA, yTBCp)KlIeHHLIM

MMpUKa3oM MuHHACTEPCTBA 3;1paBooxpaHem/L

Poccuiickoit ®enepali

oT « ,(/4//}74 2017 r. Ne

Pexomenayemblii kod(pdpHuHEHT
pacnpejejieHHsi HAPKOTH1ECKHX JeKapcTBEHHBIX NpenaparTos
N0 MeX/AyHaPOAHBIM HeTaTeHTOBAHHBIM H
€O 3JI0KaYeCTBEHHLIMHM HOBOOOpa30BAHHSMH (3HO),
BUY-nudexunn (CIIHI), HHbIMH HeH3JieYHMbIMH

3a6ostepanusimu (MTHII3)* npu oKa3aHHH MEAHIL
B amM0yJIaTOPHbIX YC/IOBHSAX

HHCKOH MOMOLIH

aHMeHOBAHHUSAM [1JIA NaLHEHTOH
TepMHHAJBLHOH CTAAHCH
nporpeccHpyrolHMH

/31

Pexomenayembiii Ko3(ppruneH?

pacnpeneieHust
3n0Kxa4ecT- TepMHHAL- ble
MeKayHapoxHOE BeHHbIE Haf cTaaus HeHpJIedn-
HeNnaTeHTOBAH- nosooOpa3o- BHY- bie
HOE KoanuecTBo BaHBs uAdeKnHH nporpeccH-
paavenopanue | Jlexapcreennas | Jlosupos- | B norpe6u- (3HO) (CIIM ) gy mxue
HAPKOTHYECKOrO ¢opma Ka TeNbCKOH 3abo en;u:m
J1IeKapCTBEHHOIro ynakosKe _ ) _
npenapara He TpebyeTcsi HAPKOTHYECKHH JieKapcyBeHBbIN
npenapar
20 % 50 % ?b %
I

L Hapxonmecxne JieKApCTBEHHbIE npenapartbl KOpOTKOI0 aAeHcTBHS, B TOM quciie:

Mnpa3HBHbIE HAPKOTAYECKHE JIEKAPCTBEHHbIE PENapaTsl 10 % 5% 1%
acTBO
TpumenepuanH p uHLeKZﬁgﬂ 20 mr/mn 5 2% 1% 0,1 %
Konennt+MoppuH
+ pacTBOp Iis 1,44+11,5 1% 1% 0,1 %
HockanuH+ NOAKOXHOTO +5,4+0,72 5
INanasepun+ BBEACHUA +0,1
Tebant Mr/Mi
0, o, o,
MopcuH pacTBOp AL | 10 pr/w 10 7% 3% ©8%
HWHBEKLIMA ‘
HenHBa3sHBHbIE HAPKOTHYECKHE JIeKaPCTBEHHbIE Npenapark! 10 % 5% 1 %
[1ponuoHwu- rabrer
(heHWIITOKCH- KA . 20 mr 10 4% 2% 0{25 %
3aLEeYHbIE
STUANUMEPUIANH
BynpeHopduHt tabnetku 0,2 Mr+ 20
Hanokco NOABA3BIYHEIE 0,2 mr 3% 2% 0.5 %
TpumenepuaInH TabneTKH 25 mMr 20 3% 1% 0125 %
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Pexomenayemblii Ko3(pdpuuHenT
pacnpejeneHus
310Ka9ecT- TepMHHAJIb- Hpbie
MesxaynapoaHoe BE€HHBbIE HAafA CTAAHA HeH3Ne9H-
HENaTeHTOBaH- HOBOOOGpa3o- BHY- ug
. KoaHuecTBO BaHHSA uHpeKUHH nporjpeccH-
(3HO) (CIIH/D pywmue
HAWMEHOBAaHHE Jlexapcrennas | Jlosupos- | B norpebu- 3260/eBaAHHS
HAPKOTHYECKOIro dopma Ka TeJbLCKOMH (MHII3)*
JNIeKapcTBEHHOT0 ynakoBKke = "
npenapara He Tpebyercss HapKOTHYECKHH nexapcrreqnbm
npenapart
20 % 50 % | 90 %
I1. HapkoTH'ecKHe JleKapcTBeHHbIE NPenapaTk! NPoJOBIHPOBAHHOIO neHCTBH, B TOM YHCIE:
IlepopanbHble HAPKOTHYECKHE JIEKADCTBEHHbIE IPeNnapathl 40 % 25 % 3| %
APOJIORTrHPOBAHHOTO JeHCTBHA
Tabnerku ¢
OKCHKOROH+ NPOOHIHPOBaH- S mr/ 20 1% 1% 0,p %
HaJJOKCOH HBIM 2,5mMr
BBICBOOOXAEHHEM
TabeTkH ¢
OKCHKOLOH+ MpONOHTHPOBAH- 10 mr/ 20 4% 5% 0,p %
HanokcoH HBIM 5 Mr
BbICBOOOXKIEHHEM
TabIeTKH C
OKCHKONIOH+ TIPOJIOHTHPOBaH- 20 mr/ 20 8 % 5%
Hanokcon HbIM 10 Mr
BBICBOOOXKIACHHEM
TabneTkH ¢
OKCHKOZOH+ [POSIOHTHPOBaH- 40 mr/ 7% 1%
Hanokcon HbIM 20 mr 20
BbICBOOOXKIEHHEM
Karicynsl,
TabneTKH C |
Mop¢un IPOJIOHTHPOBAH- 10 mr 20 4% 4% L5 %
HbIM
BbICBODOXKAEHHEM
KarncyJsl, ,
TabneTky ¢ 7 % 4% 0, %
Mopdux OPOJIOHTHPOBaH- 30 mr 20
HbIM
BbICBOOOXKJIEHHEM
Kaficynsl,
TabsieTkH C
Mopdus MPONOHTHPOBAH- 60 mr 6 % 3%
HBIM
BbICBOOOXKAECHHEM
KanCyJisl,
TabneTku ¢
MopguH npononruposan- | 100 mMr 3% 2%
HbIM
BBICBODOXAEHHEM
Tpancuepmanbuue TepaneB'quecxne CHCTEMbI napxornqecmix
JIeKapCTBEHRBIX NpenapaTos 20 % 15 % 5|%.




T Pexomenayemslit kodGHunenT
pacnpeae/ieHHs
3mokavecT- Tepmuaatb-
MeskaynapoaHoe BEHHbBIE Has CTaauA
HeNnaTeHTOBAH- HoBOOOpa3o- BHU4-
uauM:::Banue Jlexa e ?;I:lg; ":Cd)&;l%n
pcreennas | Jlosupos- | B noTpebu-
HAapKOTHYECKOro ¢dopma Ka TeIbCKOH
JIEKapCTBEHHOI 0 ynakoBKe " & "
npenapara He Tpebyercss HAPKOTHIECKHH JIEKAPCTRECHHLIH
npenapart
20 % 50 % 90 %
nnacTsIpb 125
@eHTaHUI TpaHcaepMab- ; 5 1% 2% 2|%
- MKTI/4ac
HbIH
TacThIph 25
DeHTaHUN TpaHcaepMaJib- 5 4 % 3% 2%
. MKr/4ac
HbIH
acThipb 50
- 1%
®deHTaHuN TpaHcaepManh MKI/4ac 5 9 % 6 % o
HBbLi
MIAcThiphb 75
deHTaHH TpaHcAepMaTTh- MKL/9AC 5 5% 2%
Hbl#
NIAcTbIPb 100
®deHTaHHI TPaHCAEpMab- MKT/98c 5 1% 2%
HBIH
[Mpumeuanue:

IIpy roCyAapCTBEHHOH pPErHCTPallMH HOBbIX HauMEHOBAaHMI HapKOTHYECKHX

JIEKApCTBEHHBIX nmpenapaTtoB KOS(i)dJHI_IHeHT pacnpenene}mﬂ MOYXET U3MEHATHCA

COOTBETCTBHH C HX NOTPEOHOCTHIO.
* uple Hen3IedMMble IPOTPECCUpPYIONIHE 3a001eBaHU (MHI13): XxpOHHUYECK

ocTpas ~ royedHas  HeJOCTaTOYHOCTh,  CEPHEIHO-COCYIHCTRHIC 3ab0J1€BaHH
XpOHHYECKast OGCTPYKTUBHASA 60JIE3Hb JIETKHX, LIHPPO3 TTEICHH, paccessHHBIA CKJEpQ
6onesns IlapkuHcoHa, 6one3Hp AnplrediMepa ¥ Apyrue AeMEHLMH, pEBMATOHIHH
apTPHT, CaxapHblil InabeT, My TbTHPE3UCTEHTHBIH TybepKyJies.
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