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YTBEPXIEHbI

npuKazoM MunucTepcTBa 3/1paBOOXPaHeH A
Poccuiickoii Oenepaiui

oT «_/é» i %,;jz 2017 r. Ne _.Z@

MeToauuyeckue PEKOMEHAaANHHU
1o olnpeJjeeHHIo ﬂOTpBﬁHOCTH B HAPKOTHYECKHX CPEACTBaxX H NCHXOTPONHbIX
BeHIeCTBaX, NPeAHAZHAYCHHDLIX AJid MEJHHHHCKOI0o NIPHMEHCHHA

1. Hacrosawme MeTOoguUecKHe PEKOMEHIAIMHU II0 ONpeAeNieHHIo oTpebHOCTH B
HapKOTHYECKHX CpPEJCTBAX M IICHXOTPOIIHBIX BELIeCTBAX, NpeJHA3HAYEHHBIX ISl
MEJHIIMHCKOTO NpuMeHeHus (manee — MeTomguyeckie peKOMEHAMY), TOArOTOBIIEHE]
B paMKaX WCIOJHEHWS NyHKTa 9 I[UiaHa Meponpustiii («HXOPOXHOH KapTh»)
«IloBbIllIEHHE AOCTYIHOCTH HApKOTHUECKUX CPEIACTB M IICHXOTPOIHBIX BELIECTB IJIA
HCTIONB30BAHUSI B MEAMUMHCKHMX  UENsiX», YTBEPXKIEHHOI0  paclopsikKeHHeM
IlpaBurensctBa Poccuiickoii @enepanuu ot 1 urons 2016 r. Ne 1403-p'.

2. MeToxuyeckue pekoMEHAAMHE MOTYT IPUMEHATRCA IS ONpeeACHM S

1) cybsextamu Poccuiickoit @epmepaiun  obiield rofoBOH  pErMOHANBHOW
HNOTPeOHOCTH B HAPKOTHYECKUX CPEJCTBAX M MCHUXOTPOIIHBIX BEUIECTBAX, BHECEHHBIX B
crimcket II u III mepeuHs HApKOTHYECKHX CPEACTB, MNCUXOTPOIHBIX BEUIECTB M HUX
IIPEKypCOpOB, MOAJIEXAIMUX KOHTPOJIIO B Poccuiickoit Depeparimit’,
3aperdCTPUPOBAHHBIX B YCTAHOBIIEHHOM IOpSJKE B KayeCTBE JIeKapCTBEHHBIX
IpenapaToB AJs MEAUIHHCKOrO IPUMEHEHHUs (Jajee COOTBETCTBEHHO -~ perHOHAIbHAas
IOTpeOHOCTh,  HAPKOTHUECKHE  JICKAPCTBEHHBIE  IIpenaparbl,  IICUXOTPOIHBIE
JIEKapCTBEHHBIE NIperapaTsl);

2) MeOWIMHCKHUMM OpTaHH3alMsIMH U MHBIMH OPTaHW3alMsIMM, OKa3blBAIOIIMMHU
MEIUIMHCKYIO MOMOLIb (hanee — MeJUIHMHCKHE OpraHW3alliu), IOTpeGHOCTH B
HAapKOTHYECKHUX JIEKapCTBEHHBIX [pernapaTax U IICHXOTPOTIHBIX JIEKAPCTBEHHBIX
npenapaTax, HeoOOXOAMMBIX JUIS OKa3aHHUs IIEPBUYHOH MEIMKO-CAHMTAPHOM ITOMOILH,
CHELHATK3UPOBAHHOM, B TOM 4HCIle BBICOKOTEXHONOTMYHOM, MEAMUMHCKOH IOMOINY,

! Co6panue 3axonoaatennctsa Poccuiickoii denepauns, 2016, Ne 29, cr. 4849.

% Mocranosnenne Tlpasutenscrea Poccuiickoii ®epmepaunn ot 30 wons 1998 r. Ne 681 «O6 yrsepxaeHuu
TIepeuHs HapKOTHYECKUX CPEACTB, MCHXOTPOMHLIX BEILECTB H HX NPEKYPCOPOB, NOAMEXAIHX KOHTPOIO B Poccutickofl
Ddenepaumuy (Cobpanne 3akoHoaaTenncTsa Poccuiickoit Penepaunn, 1998, Ne 27, ct. 3198; 2004, Ne §, cT. 663; Ne 47,
cT. 4666; 2006, Ne 29, ct. 3253; 2007, Ne 28, c7. 3439; 2009, Ne 26, cr. 3183; Ne 52, ct. 6572; 2010, Ne 3, c1. 3145 Ne 17,
cT. 2100; Ne 24, cr. 3035; Ne 28, cr. 3703; Ne 31, ct. 4271; Ne 45, cr. 5864; Ne 50, cT. 6696, cr. 6720; 2011, Ne 10,
er. 1390; No 12, cr. 1635; Ne 29, cT. 4466, cT. 4473; Ne 42, c1. 5921; Ne 51, cr. 7534; 2012, Ne 10, cT. 12325 Ne 11,
cT. 1295; Ne 19, cr. 2400; Ne 22, cr. 2864; Ne 37, cT. 5002; Ne 48, ct. 6686; Ne 49, cr. 6861; 2013, Ne 9, cr. 953; Ne 25,
cr. 3159; Ne 29, cr. 3962; Ne 37, ct. 4706; Ne 46, cT. 5943; Nt 51, 1. 6869; 2014, Ne 14, cr. 1626; Ne 23, c1, 2987; Ne 27,
cT. 3763; Ne 44, cr. 6068; Ne 51, cT. 7430; 2015, Ne 11, c1. 1593; Ne 16, c1. 2368; Ne 20, cr. 2914; Ne 28, cT. 4232; Ne 42,
o1, 5805: 2016, Ne 15, cr. 2088; 2017, Ne 4, cr. 671; Ne 10, ct. 1481; Ne 23, c1. 3330; Ne 30, cr. 4664; Ne 33, cT. 5182).
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NMaIHATHBHONA  MEAMUMHCKOM  [IOMOLIM, CKOpO#M, B TOM  HMCIE  CKOpO#
CIeLUAIU3UPOBAHHOMN, MEIULIUHCKOM [IOMOILIH.

3. OmpegeneHue peruoHaNbHOM MMOTPEOHOCTH pEKOMEHIyeTcs NpPOBOIMTL B
paMKax MOJATOTOBKM CBOJHOH 3afdBKHM Ha HapKOTHYECKME JIEKApCTBEHHBIE NPEnaparhl U
NCHXOTPOITHEIE JIEKApCTBEHHBIE IIperapaThl, HaupaBiIieMoil exerogqso B MurnpomMtopr
Poccuu B cootBerctBuu c¢ IlpaBunamu pacnpefieneHus, OTHycKa M peanusaliiy
HapKOTUYECKUX CPEJICTB M IICUXOTPOIHEIX BEIIESCTB, a TAK)KE OTIIyCKa ¥ pealy3alluy ux
MPEeKypCcopoOB, YTBEPXICHHBIMH IocTaHoBienuem [IpaBurensctBa Poccuiickont
Depepanuu oT 26 mrong 2010 r. Ne 558°,

4. Ilpu omnpeneneHHH perMoHanbHON DOTPEeOHOCTH PEKOMEHIYETCs YYWThIBATh
cnengyoniye (HpakTophL:

1) crmeumdpuxy npuMeHeHHS HApKOTHYECKHX JICKApCTBEHHBIX MpenapaTos U
IICUXOTPONHBIX JIEKAPCTBEHHBIX MPENapaTOB MNpH OKa3aHUU IEPBUYHOH MEIOHUKO-
CaHMTapHOH IOMOILM, CIEHUANIM3UPOBAHHON, B TOM YHCIE BBICOKOTEXHOJOIMYHOMH,
MEAULHUHCKOH MOMOIIH, NAJUIMATUBHON MEAMIIMHCKON MOMOILH, CKOPOH, B TOM YHCIIE
CKOpOH cIlelManu3UpoBaHHON, MEINMIMHCKOW IIOMOIIM B KOHKPETHOM CYyOBEKTe
Poccutickoit @egepanuy;

2) IOKa3zaTesid CMEPTHOCTH MAIMEHTOB OT 3JI0KaYECTBEHHBIX HOBOOOpa3OBaHMMI
(3HO), TtepMmunaneuoit cragun BUY-undexmuu (CITA]J]), uHBIX HEH3NEUHUMBIX
nporpeccupyommux 3abonesanuit (MHII3);

3) xonuyecTBO NauUeHTOB ¢ OONEBEIM CUHIPOMOM, B TOM YHCJIE XPOHHYECKHM,
Hy)XKJaRLMXces B obe3bonupaHuu (CO 3JI0KAUECTBEHHBIMM HOBOOODPA30BaHHSIMH,
tepMuHanpHoit  cragun  BUY-undexumun  (CIIAJ), uwHBIMM  HEH3NEYHMBIMH
nporpeccupyrowmumu 3abonesanuamu (MHI13);

4) HOMEHKNaTypy KOoedHoro (oHma no npoduisM MEeAZHLHMHCKON IOMOWM M
KOJIMYECTBO BHI30BOB CKOpOM MERMUUMHCKON mOMOmM B KOHKPETHOM CYOBEKTe
Poccuiickoit ®enepaunu.

5. PeruoHanbHyo noTpeOHOCTH peKOMEHIyeTCsi POPMUPOBATE U3:

1) obmeli moTpeOHOCTH B HApPKOTHYECKHWX U IICHXOTPOINHBIX JIEKAapCTBEHHBIX
npenaparax, IIPUMEHSIEMBIX IIPH OKalaHHuH cneunanu3xpoaaﬂﬂoﬁ, B TOM |HCIIE
BBICOKOTEXHOJIOTHYHOH, MENULUMHCKOM TOMOIIM, NaJUIMAaTUBHOH MeAUUHHCKOH
IIOMOIIH, CKOPOi{, B TOM YHCJIC CKOPO#l CHEelHaIN3uPOBaHHON, MEAMLIMHCKOHN ITIOMOLIH,
B CTal[{OHAPHBIX YCJIOBUSAX (Hamee — MENMIMHCKAas IIOMOLIF B CTalHOHAPHEIX
YCIIOBHSIX);

2) obueit noTpeGHOCTH B HAPKOTUYECKHMX M ICHXOTPOIMHBIX JIEKAPCTBEHHBIX
npenapatax, IpUMEHSeMBIX @pPH OKa3aHWH IEePBHYHOH  MEIHKO-CaAHWTAPHOH

3 Co6pante 3akoHogaTenncTsa Poccuiickoit ®epepauny, 2010, Ne 31, cr. 4256; 2011, Ne 51, ct. 7534; 2012,
Ne 37, cr. 5002; 2013, Ne 9, 7. 965; No 51, ct. 6869, 2016, Ne 35, cT. 5349; 2017, Ne 6, cT. 929; Ne 27, cr. 4052,
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MEIWIMHCKOH MOMOIM M NANNUATHBHOM MEIMI[HHCKOM ITOMOIIM B aMOyJIaTOpHEIX
ycrnoBuaAX (Hajee — MeJMUHUHCKasA TOMOLIE B aMOyIaTOPHEIX YCIOBHAX);

3) obuieit noTpeGHOCTH B HApKOTHYECKHX H IICHXOTPOIHEBIX JIEKapCTBEHHBIX
npenaparax, NpYMEHAEMBIX [Ipd OKa3aHHH CKOpOH, B TOM 4HCJIE CKOpOH
CHENUANTH3HPOBAHHON, MEJMIMHCKO! NOMOINM BHE MEIMUMHCKOH OpraHu3auyi.

6. PernoHanbpHyI0 NOTPeOHOCTD, NPEIyCMOTPEHHYIO IYHKTOM 5 MeToaueckux
pexoMeHHauu, pekoMeHayeTcs GOopMHPOBATE:

1) Ans HApKOTUYECKUX JIEKapCTBEHHEIX IIPEnapaToB:

a) HA OCHOBAHMH TNOJYUEHHBIX OT MEIMI[MHCKHX OpraHu3auuil norpebHOCTEH B
YKa3aHHBIX JISKapCTBEHHBIX Npeliaparax;

6) B COOTBETCTBHMM C MNPUMEPHOHM  HOMEHKIATYpOH  HApPKOTHHECKHUX
JIEKapCTBEHHEIX MpenapaToB corjlacHo npuinoxeHmio Ne 1 k Mertogudeckum
peKOMEHIALMSM, KOTOPYIO PEKOMEHAYETCS (OpMUAPOBAThH Ha OCHOBAHHM HH(OPMAlUH,
comepxameiics B TOCYHapCTBEHHOM PEEecTpe JIEKApCTBEHHEBIX  CPelCcTB Ui
MEOUIHMHCKOTO npnmeHeHn>14;

B) C Yy4eToM OCOBEHHOCTEHl pacueroB INOTPEGHOCTH B HAPKOTHYECKHX
JIEKApPCTBEHHBIX Tpenapartax, NpeJHa3HayeHHBIX Il KyIIHPOBaHMS MEPCHCTUPYIOUIETO
60JEBOro CHHApOMa B aMOyNATOPHBIX YCIOBHAX y B3pOCHBIX MNAalMEHTOB, AeTeH M
HOJPOCTKOB, YKa3aHHBIX B nyHkTax 10 u 11 MeToanyeckux peKoMeH galii;

2)  Ansd  NCUXOTPONHBIX JIEKapCTBEHHEIX IIPENapaToB — Ha OCHOBAaHHH
MOJYYEHHBIX OT MEJHLMHCKHX OpraHH3alMil CBeleHWH O NOTPEeOHOCTH B YKa3aHHBIX
NexapCTBEHHBIX Mpernaparax.

7. MenUUMHCKAM OpraHM3allisM pPEeKOMEHAYETCs OCYWIECTBAATh pacyer
notpebHOCTH:

1) B HapKOTHYECKHMX JEKapCTBEHHBIX IpenapaTax B COOTBETCTBHH C
YCTAHOBJIEHHBIMH HOpMaTHBaMH JUisi pacdeTra IOTPeOHOCTH B HAPKOTHYECKHMX
NIEKapCTBEHHBIX CPEICTBaX, MpeJHasHAYEeHHBIX A1 MEAHMLIMHCKOrO TIPMMEHEHHS, H C
yu4eTOM OCOOEHHOCTeH pacueToB MNOTPeOHOCTH B HApPKOTHYECKHX JIEKAPCTBEHHBIX
npenapartax, IpeAHASHAYEHHBIX JUIS KyINHpOBaHUA IEPCUCTHpYMouiero ©0JeBoro
CHHJIpOMa B aMOyJIaTOPHBIX YCJIIOBUAX Y B3POCHBIX MAlUEHTOB, AeTell H IOAPOCTKOB,
yKa3aHHBIX B myHkTax 10 u 11 Metonuyeckux pekoMeHaauui;

2) B NICHUXOTPOMHBIX JIEKAPCTBEHHBIX IIpeliapaTax IyTeM YCPeAHEHMs MaHHBIX

OT4YETOB 00 HCIIONB30BAHUHU IICHXOTPOIIHBIX BEWIECTB 3a IOCAEeNHHE TpH 1043,

4 Crates 33 degepannuoro 3akona or 12 anpens 2010 r. Ne 61-D3 «O6 ofpawieHy JEKAPCTBEHHbIX CPEACTBY
(Cofpauyte 3akononatenscTsa Poccuifckoit @enepaumn, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540), npuka3s
MunucTepcTsa 3apasooxpanenus Poccuiickoli ®egepauiy ot 9 derpana 2016 r. Ne 801 «O6 yTBepxkaeHnu nopsnka
BEAEHMA TOCYNAPCTBEHHOrO pEecTpPa JIeKapCTBEHHBIX CPEACTB AAS MEAHLHHCKOrO [PUMEHEHH:R» (3apEerHcTpHpoBaH
MunucrepctsoM toctuuMu Poceutickoil ®enepauun 21 mapra 2016 r., peructpaunoHnbtit Ne 41471) ¢ naMeHeHHAMH,
BHECEHHEIMM NpHKA3oM MunucTepeTsa 3apascoxpanenns Poccuiickoit ®enepauny ot 23 cewtsbps 2016 r. Ne 731n
(3aperucTpuporan MurucTepcTaoM rocTHiMH Poceuiickolt ®enepaunn 4 oxrabps 2016 r., peructpausonnetii Ne 43894).

[pukas Muuucrepersa 34paBooxpaHeHua Poccpiickoii MDenepaunu ot | nexabpa 2016 r. Ne 9174
«O0 yTBepKHEHHHM HOPMAaTHBOB A pacdeTa NOTPSOHOCTH B HAPKOTHUECKHX M MCHXOTPONHLIX JEKaPCTBEHHBIX
cpeicTRax, MpedHasHaYeHHBIX U1 MERMUMHCKOrO mMpHMEHeHHA» (3aperdcTpupoBaH MuHHCTEPCTBOM  IOCTHLHH
Poccuiickoit ®enepaunu 20 nexabps 2016 r., peructpaurionnsiii Ne 44808) (nanee — npukas Ne 917n).
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NIPENCTABNAEMBIX HMH B YCTaHOBJICHHOM nopznxe6, C y4eTOM yBeIH4eHHs, Ho He Donee
yeM B 1,5 pa3sa, HMCIONB30BaHMS MCUXOTPONHBIX JIEKApCTBEHHBIX IIPEIapaTos B
TIPOTHO3UPYEMBIA NEPHOA’, €CIIM B 3TOM BO3HHKIIA HEO6XOIAMOCTb.

8. PaccuuTaHHas HMOTPeOHOCTh B HApPKOTHYECKMX JEKapCTBEHHBIX Ipelapatax
MOYKET OTNHYaThcd OT (PAKTHYECKOH MOTPEOHOCTH B KOHKPETHBIX HAaMMCHOBAHMAX
HApKOTHYECKHX JIeKapCTBEHHBIX MpenapaTtoB AJA Pa3iMiHBIX BU/IOB MEJMUMHCKHX
OpraHu3aLuii.

Pacuer ¢akTuueckoit motpebHOCTH B KOHKPETHBIX  HaHMMCHOBAHHWAX
HAapKOTMMECKMX  JIEKAPCTBEHHBIX  [penaparoB  PeKOMEHAyercs — OCyIIeCTBIATH
MEIMUMHCKAMH OPTaHM3aUMAMH Ha OCHOBAHMH pacueTHOH MOTpeGHOCTH HIH Ha
OCHOBAaHMH pacdyeTHOM MOTpeOHOCTH C YYEeTOM CpaBHEHHA €€ C JaHHBIMK O
dakTHueCKOM NMO0 MaKCHMalbHOM (PaKTHYECKOM TNOTpeONJeHHH HApKOTHYECKHX
JIeKapCTBEHHBIX NPENapaTtoB 3a IPeAbLIyIHE ro (ros).

9. Pacuer morpebHOCTH B HAPKOTMYECKHMX JIEKapCTBEHHBIX [penaparax,
TpUMEHSIeMBIX TIPY OKa3aHHWM MENUUHMHCKOH IOMOINM B CTAllHOHAPHBIX YCIIOBUAX,
PEKOMEHAYETCA OCYIUECTBIATE MEAMUMHCKUMH OpraHu3alMsMH IO KOHKPETHOMY
MEXAYHapOAHOMY HelaTeHTOBaHHOMY HAHMEHOBAHHIO HapKOTHYECKOTO

JIEKAPCTBEHHOTO Npenapara clieyromuM obpasom:
P= (N'xK")+(N2xK2)+(N3xK3)....(NoxK?),

rae:
P — pacuerHas notpe6HOCTS (I);
N!, N2, N3..N® - HopMmaTHB Juii pacuera MNOTPeOHOCTH KOHKDPETHOTO

HApKOTMYECKOI'0 JIEKApCTBEHHOTO Npenapara, YCTaHOB/IEHHEIH B COOTBETCTBUH ¢
npoduieM KOMKY MeAHLIMHCKOM opranusauu (r);

K!, K2, K3..K® - KomuyecTBO KOEK COOTBETCTBYIOIIErO TpOQHUIA B
MEIMIUHCKOM OpraHu3aluy (IUT.).

10. Pacuer noTpeGHOCTH B HApKOTHYECKHX JIEKapCTBEHHBIX Ipenaparax,
NpelHa3HAYeHHBIX Ui KYMHPOBAaHHA IEPCHCTHpPYIOIEro OO0NeBOro CHHApOMa IMpH
OKa3aHWHM MEAUIMHCKON MOMOLIHM B aMOyJIaTOPHBEIX YCIOBHSX y B3POCIBIX NallHCHTOB
CO  310KAYeCTBEHHBHIMH HOBooOpazoBamuamu (3HO), TepMuHaneHOW cramuei
BUY-undexmmu  (CITMIA) u MHBIMM = HEM3NEYMMBIMH  NPOrpeCCHPYIOIMMU
zabonepanusamu  (MHII3), pexomenayeTrcs  OCYIIECTBASTE  AJId  KOHKpPETHBIX
HaUMEHOBaHMH H JIEKapCTBEHHBIX (JOPM HAPKOTHYECKHX JIEKapCTBEHHBIX IPENapaToB
ClleLyOIHM 00pa3zoM:

¢ [lpaBuna nNpeACTaBieHMs IOPHAHYECKUMH JHUAMH OTHETOB O JEATENLHOCTH, CBA3AHHOA C oGopotom
HApKOTHUECKHX CPEACTB H MCHXOTPONHBIX BELIECTB, YTBEPHJICHHBIE NOCTAHOBIEHHEM TMpasutenscTa Poccuiickoi
denepauny oT 4 Hoabps 2006 r. Ne 644 «O nopaaxe npeacTasieHus cBeleHitll 0 AEATENbHOCTH, cBA3aHHOIE ¢ 0060POTOM
HAPKOTHYECKHX CPEACTB H IICHXOTPONHKIX BEIIECTB, H PEFHCTPALMM ONepaumii, CBA3AHHLIX C 0GOpOTOM HAPKOTHMECKHX
CpencTs u neuxoTponHsix Bewects» (Cobpanue 3akoHoaaTenseTsa Poccuiickofi denepauny, 2006, Ne 46, cr. 4795; 2008,
Ne 50, er. 5946; 2010, Ne 23, cr. 3178; 2012, Me 37, cr. 5002; 2013, Ne 6, c1. 558; Ne 51, cT. 6869; 2015, Ne 33, cT. 4837,
2017, No 2, cr. 375; N2 27, cr. 4052).

" Myuxt 2 nprkaza Ne 917x.




M=NxHxJxQ/G,

rae:

M — KOMMYECTBO BTOPHYHEIX (HOTpEGHTéJ‘IbCI(PIX) YIaKOBOK HapKOTHYECKHX
TIEKapCTBEHHBIX NPENapaToB HA KYpC Tepalliy Ha HYXAKOIIHUXCA nalueHToB (1UT.);

N — xonuyecTBo yMepiux nanuentos (80% oT KomuyecTBa yMEpLIMX HallUeHTOB
CO 3JI0Ka4eCTBEHHBIMH HOBooOpasoBanusmu (3HO), 50 % or xonuuecTBa yMepIIMX
NalMeHToB ¢ TepMuHaneHol cragueli BUY-uadexuun (CITHUI), 10 % ot xoadyecTBa
YMEPIIMX NAIHEHTOB IIPH HHBIX HEH3NIEYUMBIX IPOrpEeCCUPYIOmUX 3ab0neBaHUsIX
(MHIT3) (uen.);

H -~ pexomennyembii xosdgduuueHT pacnpefeneHus  HAPKOTHYECKHX
JIEKapCTBEHHBIX  MpPEIapaToB [0 JeKapCTBEHHBIM (opMaM [l NalueHTOB
co 3JIOKa4E€CTBEHHBIMH HOBOOOPa30BaHUSIMH (BHO), TEpMHHAJIBLHON

cragued BUY-undexumn (CITAJ), MHBIMH HEH3NIEYHMBIMH IPOrPECCHPYIOLIMMU
3abonesanmsamu (MHII3) npu okasaHuy MEIUIMHCKOM MOMOIIM B amOyJIaTOPHBIX
ycnoBuax (nmpunoxenue Ne 2 K MeTOAMYECKHM PEKOMEHAAUMAM) WM PEKOMEH/YEMBbIH
KO3(QOUUHEHT pacnpelelleHHs  HAPKOTHYECKHX  JIEKAPCTBEHHBIX  IPEraparos,
IpUMEHAEMBIX JUIg Tepalud YMEpeHHOH M CHUIbHOM OOIM B COOTBETCTBHH C
pekoMeHAauMaMu BceMupHOH OpraHu3alldy 30paBOOXPaHEHHS, I10 MEXKAYHApOIHBIM
HENATeHTOBAHHBEIM  HAUMEHOBAHUSAM JUISI MAlUEHTOB CO  3JI0KAYECTBEHHBIMH
HoBooOpasoBanusMu (3HO), rtepmunaneHoi cragueit BHWY-undexuun (CIIMA),
HMHBEIMHM HEM3JISYHMBIMU MporpeccupyroumMu 3aboneBanusamu (MHII3) npu okasaHuu
MEIULIMHCKOM mnoMomm B aMOynaTOpHBIX YycnoBusax (mpuioxeHme Ne 3k

MeToaN4eCKUM PEKOMEHAALUAM);
J —  XONHYeCTBO  HApKOTHYECKMX  JIGKapCTBEHHEIX npenapaTos

(tabnetka, Kamcyja, aMmyna, TpaHCNepMalbHas TepaleBTHYecKas CHCTeMa)
Ha 1 maumeHTa (1T.);

Q — mnuTensHOCTH Kypca Tepanuu obeszbonupanus (ot 30 no 90 nueil) (Bens),

G ~ KOJIWYECTBO E€OWHHIl JIEKApCTBEHHOH GOpPMBl  HApPKOTHYECKOTO
NIeKapCTBEHHOTO [IPENapaTa BO BIOPHUHOM (roTpe6GuTenbeKoil) ynakoske (LIT.).

11. Pacyer mnoTpeOHOCTH B HApPKOTHYECKHX JIEKApCTBEHHBIX IIperiaparax,
NpeAHa3sHA4YEeHHBIX U1 KyNUpOBaHHUA IMEpCUCTHpYlollero O0JIeBOro CHHIApoMa IpH
OKa3aHHWH MEIULHUHCKON MOMOIIH B aMOYyJIATOPHBIX YCIOBHAX Y HAETEH M ITOAPOCTKOB,
PEKOMEHIYETCS OCYLIECTBIATh I KOHKPETHBIX HaMMEHOBaHHM HApKOTHYECKUX
JIEKaPCTBEHHBIX MIPENapaToB B 32aBUCUMOCTH OT AJIUTENLHOCTH UX AeHCTBUsA (KOPOTKOro
AeHCTBUA HIH IIPOJIOHTMPOBAHHOrO AeUCTBHA) CIAEAYIOLMM 0bpa3oMm:

1) ong npenaparoB MOpdHHA KOPOTKOTO JEHCTBHS:

J=MXxI/F,

rze:

J — KoaM4YecTBO BTOPHYHBIX (MIOTPeBUTENBCKUX) YIAKOBOK NpenapaToB MopguHa
KOPOTKOTO JEHCTBHS Ha PacyeTHEHIM roj Ha o0uiee KOAMYeCTBO AETeH M IOAPOCTKOB,




HYXAaromuxcs B ob6e36onuBanuy (1IT.);
M — xonuyecTBO yMepIIUX AeTeH H IOAPOCTKOB 3a UPEOBILYILHH rol B CyObeKTe
Poccuiickoit epepaiyu (uen.);

I — cymmapmas f03a Mop¢HHa KOPOTKOro JeHCTBHsA, HeoOXomumas s
HCTIONB30BaHKS B TeUeHMH 1 roga, Ha omHOro pebeHka MM IoApOoCTKa (MT);
F — KommyecTBo MopduHa BO BTOpHYHOH (HOTPeOHMTENBCKOM) YIIAKOBKE

npenapara MOpQHHa KOPOTKOro AeHCTBUA (MT);
2) nns niperiapatoB MopdHHa IPOJIOHTHPOBAHHOIO AeHCTBUS:
K=MxH,

rae:

K — KonM4YecTBO BTOPHUYHBIX (TOTPEOUTENBCKHX) YIAKOBOK TIpENapaToB MOpgHHa
OPOIOHFHPOBAHHOTO HEHCTBHA Ha pacueTHBIM rof Ha ofInee KOJMYeCTBO AETeH H
NIOAPOCTKOB, HYXXAAoLHXcs B o6e30onuBanum (IIT.);

M — KONHYECTBO YMEPIIHX JIETEN U MOAPOCTKOB 32 APeABIIYIIHNA rojl B CyObeKTe
Poccuiickoit @epepanuu (yen.);

H - cymmapHas fo3a MopHHa NPOJOHTMPOBAHHOTO HAeHcTBMsA, HeoOXomumas
O71s MCIIOIb30BaHMS B TeUeHuH 1 rofa, Ha ofHOTO pebeHKa UK HOAPOCTKA (M)

3) ang npenaparoB dbeHTaHUIa KOPOTKOIO ASHCTBUSA:

P=Mx1/150,

rze:

P — KOJIHYECTBO BTOPHYHBEIX ((OTPEOUTENBCKHX) YNAKOBOK IIPENapaTos
(heHTaHMIa KOPOTKOTO JEHCTBUS Ha pacdeTHBIH rof Ha oOluee KONMYECTBO ACTEH H
MOAPOCTKOB, HYXAaromuxcs B 06e3bonusanuu (WIT.);

M — KONMYECTBO YMEpPLIHX JeTell U IIOAPOCTKOB 3a NPEeABILYILKH rofl B CyObheKTe
Poccuiicxoit ®epepaumu (den.);

L — cymmapHas fo3a (EHTaHHIa KOPOTKOro jeficTBus, HeoGxomumas Hid
MCIIONB30BAHNKS B TedeHud | rofa, Ha oxHOro pebeHKa MM MOAPOCTKA (MT).

4) s npenaparoB (eHTaHMIIA IPOTOHTMPOBAHHOTO JeHCTBHA:

Q=MxN/37,5/3,

rae:

Q — KOJMYECTBO BTOPUYHBIX (MOTPeOHTENBCKMX) YIAKOBOK IPErapaTon
(eHTaHuIa MPOJOHTHPOBAHHOrO NEHCTBHSA Ha PacueTHBIA rof Ha obuiee KOJUYecTBO
AeTell ¥ NOAPOCTKOB, HYXAIIHXCs B 00e3001HBaHHH (t.);

M — KONHMYECTBO YMEpIIHX JeTel U OAPOCTKOB 32 NPEABIIYILHIA Ioj B cyOBeKTe
Poccuiickoit ®enepanuu (den.);

N — cyMMapHas 7032 (eHTaHWIa [IPOJOHIHPOBAHHOrO JEHCTBHUA, peobxoaumas
JUIS MCTIONb30BAHMS B TeYeHMH 1 T0/1a, Ha OJHOTO peGeHKa Ml OAPOCTKa (MT).
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IMpunoxenue Ne 2
K METOIHYECKHM PEKOMEHAlMAM

10 OIIpe/ieNieHHI0 TOTpebHOCTH

B HAPKOTHYECKHX CPEICTBAX

¥ [ICUXOTPOITHEIX BEUIECTBAX,

NpeJHa3sHAYeHHBIX JJI1 METUUUHCKOIO
IIPMMEHEHHUS, YTBEPXKIEHHEIM
npuka3zoM MUHHCTEPCTBa 34paBOOXPAHEHHS
Poccuiickoil Denepanuu

ot « 74 » 2017 . Ne 477

Pexomennyemblii xo3ppuuneHT
pacnpene/ieHUs HAPDKOTHYECKHX JIeKapCTBEHHbBIX NIpenaparos
N0 JeKapCcTBEHHBIM (POpMaM 1/ NALHEHTOB CO 310KA4YeCTBEHHbIMH
HoBooOpaszoBanusamu (3HO), repmunansHoii cragueii BUY-undexuun
(CIIMX), aHBIMH HeH3JIeYHMbIMH MPOrpecCHPYOIIHMH 3a060/IeBAHHAMH
(WHII3) npH oKa3anMu MEAHUHHCKOH MOMOIH B aMOyIaTOPHBIX yCA0BHAX®

PexomeHayembiil K0d(pPuIHEHT
pacnpenejieHus
JlekapcTBennas ¢gopma
P bop 3HO | TepmunanbHast Hnpie
HAPKOTH4YECKOrO JIeKAPCTBEHHOIO : B
crapuas BUU- HeH3JedHMble
npenaparta
HH}EeKIHH nporpeccHpyomue
(caamn) 3abosieBaHus
(MHII3)
TpebyeTcs WHBa3uBHEBIE
TIpUMEHEHHE (opmel 10 % 5% 1%
HapKOTUYECKHUX
JIeKapCTBEHHBIX
penapaTos HewnngsasuBHble
OpPMEI 10 % 1%
KOPOTKOTO Gop 5%
JeUCTBUS
Tpebyercs
beoy TpaHcaepMaibHbIe
HPUMCHEHHE TeparneBTHIeCKHe
HEHMHBA3UBHAIX P 20 % 15 % . 5 %
cuctemsl (TTC)
MIPOJIOHTHPOBaHHBIX
hopm
HApKOTHUECKUX TlepopansHbie
JIEKAPCTBEHHBIX bopMmBt 40 % 25 9 3 9
IpenapaTon
® Pacuer pe:comeHJIYeTc;x OCYHLIECTBNATE HCXOAA H3 yycsaa HNayyeHdToB, YMEpIIUX OT

3710KaYeCTBEHHbIX HOBOOGpasopannit (3HO), B TepMunanbHo# cramun BUY-undexuun (Ha cTaguy
CIIW/Ta), MHBIX HEH3NEUMMEBIX porpeccupyomux 3adonesanuid (MHII3) 32 NPEALECTBYIOIHA IO,
npuHATEIX 32 100 %.




TTpunoxenne Ne 3
K METOOWYECKUM PEeKOMEHIALHSIM

T10 OTIpEAENIEHHIO TIOTPEOHOCTH

B HAPKOTHYECKHX CPEeNCTBaX

M IICUXOTPOITHBIX BEIlECTBAX,

NpeqHa3HaYeHHbIX 1)1 MEIHLIHHCKOTO
NpUMeHEHU, YTBEPKICHHBIM
npukazoM MHUHHCTEPCTBA 31PaBOOXPaHEeHHA
Poccuiickoil Penepalnu

or« 7y Up K M 20171‘.N9_Z/j

Pexomenayemplil KodhpuumenT
pacnpeieieHusi HAPKOTHYECKHX JIEKAPCTBEHHBIX PENapaToB, NPUMEHAEMbIX
[JIS1 TEpANuKM yMepeHHOH U cHIbHOH 60/IM B COOTBETCTBUM

¢ pekomengauusiMu BeeMHPHOI 0PraHH3aluy 3ApaBOOXpPaHCHHS,

10 MEXAYHAPOAHBIM HENATEHTOBAHHBIM HAHMEHOBAHHAM I NAUHEHTOB
O 310KAYeCTBeHHbIMH HOB0OGpazopanusvu (3HO), TepMuHAALHOI cTaaued
BUY-nudexunn (CIIAD), HHpIMH Hen3/1eYHMbIMH NPOrpeccHpyOIHMH

B aMGyIaTOPHBIX YCIOBHAX

3aGosnesanuavu (MHII3)* npu oxazaHHH MeAHUMHCKOH MOMOILH

Pexomenayemblii kos>gduunenr
pacnpegeacHis
3nokatecT- Tepmunajib- Hnnre
Mexaynapoanoe BeHHbIC Hast CTaans HeHusaeHn-
HeNmaTenToBan- nonoobpaso- BIY- MBle
Hoe Konuuecrso BaHHS Huderuun nporpecci-
nanmenosaune | Jlexapcrsennan | Josupos- | B morpebu- (3HO) (crmm pyromue
HAPKOTHYECKOI0 popma Ka TENbCKOI 3360“”":’"
JIEKAPCTBCHHOTO ynaKoBKe (MHII3)
npenapara He Tpebyercs HADKOTHUECKHIH JIeKApCTBEHNbIii
npenapar
20% | 50% | %%
1. HapKoTHY€CKIIE JIeKAPCTBeHHbIe NPENAPATE! KOPOTKOTO ACHCTBHI, B TOM ‘HC/e:
HMuBasnpHbie HAPKOTHYECKE IEKAPCTBEHHbIE NPEapaTh! 10 % 5% 1%
acTeop Ans
Tpumenepnany pPlH’beK[:LHﬁ 20 mr/mn 5 2% 1% 0,1 %
Kopenu+Moppus
+ pacTBOp ANA 1,44+11,5 1% 1% 0,1 %
Hockanuu+ MOAKOIKHOrO +5,4+0,72 5
ITanasepun+ BBEJICHMA +0,1
Tebaun Mr/mi
acTl 7 % 3% 0,8 %
Mopbus pacteop A% 10 mr/mn 10 ’ ° ’
MHDBEKLN
HennpazuBuble HAPKOTHUECKHE JEKADCTBEHNbIE NPenapaThl 10 % 5% 1%
Tpororw- TabneTku
eHHAITOKCH- 20 mr 10 4% 2% 0,25 %
3aue4HbIe
STHITHNEPHAKH
BynpeHopduH+ Tab/eTKH 0,2 mMr+ 20
Hanokcon NOABA3BLIYHBIE 0,2 Mr 3% 2% 0,5 %
Tpumenepuaun Tabnerku 25 mr 20 3% 1% 0,25 %




Pexomenpyembiii koadgpuusent

pacnpejgesicHng
3noxauect- Tepmuuann- HHunie
Mesaynapoauoe BeHHbIE Has CTagHA HEH3JIeYH-
HERATEHTOBAH- ll08006p330' BI4Y- Mble
HoEe KonuuecTso BAHHS undexunn HPOTpeccH-
naumenosanne | Jekapcreennas | Jo3upos- | B morpebn- (3HO) (1 pyoutue
HAPKOTHYECKOTO dopma Ka TeILCKO 3aGonepanis
JIERAPCTBEHHOrO YIHAKOBKE — (MHII3)* —
npenapara He tpeGyercs HapkoTHUecKH i JeKapeTBeHn b
npenapar
20 % 50 % 9 %
II. HapxoTHueckue JexaperBeHHbie npenapare! APOJOHIHPOBAHNOIG AeHCTBHS, B TOM HCIe:
IlepopaibHbie HapKOTHYIECKHE JEKAPCTEEHHbIE NPENAPATHI 40 % 25 % 3%
NPOJOHTHPOBAHHOYO AelicTBUR
TabneTky ¢
OxcuxoaoH+ NPOJIOHIMPOBaH- 5 mr/ 20 1% 1% 0,5 %
HaJOKCOH HBIM 2,5 mr
BbICBOOOXKAEHHEM
Tabnerku ¢
Oxcukogon+ TIPOJIOHT HPOBAH- 10 mr/ 20 4% 5% 0,5%
Hanokcou HbIM S wmr
BbICBODOIKIEHHEM )
Tabnerxy ¢
Oxcuxkopou+ NPOIOHTHPOBaH- 20 mr/ 20 8% 5%
Hanokcon HbIM 10 Mr
BLICBOGOXKIEHHEM
TabneTku ¢
Oxcuxonont NPOJIOKTHPOBaH- 40 mr/ 20 7% 1%
Hanokcou HbIM 20 mr
BbICBOBOKAEHHEM
Kancynsbl,
TabneTku ¢
Mophun TIPOJIOHrHPOBaH- 10 mr 20 4% 4% 1,5%
HbIM
BLICBOOOKISHHEM
KarncyJibl,
tabneTky ¢ 7 % 4 % 0,5 %
Mopdus NIPOJIOHIMPOBAaH- 30 mr 20
HBIM
BBICBODOKIEHHEM
Karncynsl,
TabneTxy ¢
Moptux TIPONIGHTUPOBAH- 60 mr 20 6% 3%
HBIM
BEICBODO)KIEHHEM
Karicynst,
TaGJIETKH ¢
Mopbun MPONOHTUPOBaH- 100 mr 20 3% 2%
HBIM
BLICBOOOIKIEHHEM
TpancaepMaibuble TEPANERTHULCKHE CHCTEMbI HAPKOTHYECKHX
JICKAPCTBEHHbIX NPENAPATOB 20 % 15 % 5%




Pexomennyembrii ko3dpdunnenr
pacnpegeieHin
3nokavecr- Tepmunans- Hnrre
Mesxaynapoanoe BEHHbIE HAA CTAAHSA HeH3Ieuy-
HeNATeHTOBAN~ HOBoOGpaszo- BUY- Mble
Hoe Koanuecrso BaHHS nudmmnm nporpeccu-
nanmenosanne | Jlekapcrsennas | Jlosupos- | B morpe6u- (HO) (crmm pymoune
HapKOTHYECKOro dopma Ka TeAbCKOH 3aboneBanus .
JIEKAPCTBEHHOr0 YHaKOBKe = (MHI3)*
npenapara He Tpebyercst napxoTHyeckHii IeKapcTBeHH b
npenapar
20 % 50 % 90 %
o AIaCTHIPh 125
CHTAHMI TpaHcaepmas- ; % 9
pasxcaep! MKT/aac 5 1% 2% 2%
HBIH
TINacThIPh
o P 25
EHTAHW TPpaHCAEPMANb- 5 4% 3% 2%
. MKr/uac
HbIH
TIacThIPh
® p 50 o
eHTAHHA TpaHcaepManb- 5 99 6 % 1%
- MKr/uac
Hblit
nAacThiphb 75
MenHTanun TpaHcaepmaib- 5 5% 2%
o MKr/4yac
HbIi
¢ M1acThiphb 100 50
DeHTaHUN aHC, - %
P Acpmans MKr/uac 3 1% %
HbIH
ITpumeuanue:

[Tpu rocymapcTBeHHON peTHMCTpalMHd HOBBIX HA¥MEHOBAHHUH HapKOTHIECKHX
JIeKapCTBEHHBIX MPENapaToB KO3(h(UIHUEHT paclpele/ieHus] MOXET U3MEHATHCS B

COOTBETCTBHH C HX NOTPeOHOCTHIO.
* VIHbIe HEeM3NeyuMEle porpeccupyromue sabonesanus (MHIT3): xpoHnyeckas

ocTpasd

ImoucYHas

HEOOCTATOYHOCTD,

CEPAECYHO-COCYIHCTRIE

3abo0eBaHK,

XpoHHYecKas 00CTPYKTHBHAA GOJIe3Hb IeTKuX, IPPO3 IEYEHH, PACCesHHbIH CKIEpo3,
Gonesnb ITapkuHCOHA, GoNesHs AnblredMepa W APYrue HEMCHLHUH, PEBMaTOMIHEIH
apTpHUT, CaxapHeIl quabeT, MyJIbTUPE3HCTEHTHBIH TybepKyIes.




