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YTBEP)XJIEHBI

npukasoM MUHHCTEpCTBa 3/paBOOXpaHEHUA
Poccriickoii Depepauun

oT «_/é» éﬁa%);ég 2017 r. Ne z@

Meroauyeckne pexoMeHRAUHH
MO ONpeaeeHNI0 NOTPEGHOCTH B HAPKOTHYECKHX CPEACTBAX H NCHXOTPOMHBIX
BEUIeCTBAX, NPeHATHAYEHHBIX IS MEAHLUHHCKOrO NPpUMEHeHHs

1. HacTosmue Meroandyeckue pekOMEHIALMHK [0 ONpeAeSIEHHIO NOTPeOHOCTH B
HApKOTUYECKHX CpEACTBaX M IICHXOTPONMHBIX BEUISCTBaX, NpeqHa3HAYEeHHBIX UIS
MEIMLHHCKOro NIpUMeHeHUs (Janee — MeTogudeckyue PeKOMEHAAIHH), OATOTORIEHE!
B paMKaX HMCIOJNHEHHMA MNyHKTa 9 muaHa wMeponpusTuil («IOpOXHOH KapThl»)
«IloBbIIIEHHE ROCTYMHOCTH HAPKOTHYECKHX CPEACTB W INCHXOTPOIHBIX BELIECTB LIS
HCTIONIB30BaHUA B  MEQMUMHCKMX  LEJAX», YTBEPKIEHHOTO  paclopsKeHHEM
INpasutenscrsa Poccuiickoit ®enepauu ot 1 urons 2016 r. Ne 1403-p'.

2. Metoauueckue peKOMEHAALHH MOTYT IPUMEHATHCA IS OIIpEACHCHMA:

1) cybsektamu Poccuiickoii ®enepauun obuielf romoBoil  perHoHaNbLHOM
NOTPEOHOCTH B HAPKOTHYECKHX CPEACTBAX U ICHXOTPOMHBIX BEIECTBAX, BHECEHHBIX B
cnuckd Il u IIl nepeuns HapkOTHYECKMX CPEACTB, NCHXOTPONHBIX BEIIECTB M HX
MPeKypcopos, NOANEKAUTHX KOHTPONIO B Poccuiickoit depnepanuy’,
JAPErUCTPHPOBAHHLIX B YCTAHOBNEHHOM NOpAfike B KAYECTBE JIEKapCTBEHHBIX
IpenaparoB I MEJMIHHCKOrO NPUMEHEHMA (Ianee COOTBETCTBEHHO — PErHOHanbHad
noTpeGHOCTh,  HAPDKOTHYECKHE  JIEKADCTBEHHBIC  NPENapaTsl, INCHXOTPOIHEIE
JIEKapCTBEHHbIE MPEMapark);

2) MEIMHHHCKHMM OpraHM3alMiMH W MHBIMHA OPTaHM3ALAAMM, OKa3bIBAIOLIAMHE
MEIMIMHCKYI0 noMompb (falee — MEIMIHMHCKHE OpTaHW3alliH), NoTpeOHOCTH B
HapKOTHYECKHX JICKapCTBEHHBIX TNpenapaTax M [ICHXOTPONHBEIX JIEKapCTBERHBIX
npenaparax, HeoOXOA¥MBIX UIS OKa3aHUs MEPBHYHON MEIHKO-CAHHMTApPHOH NOMOILH,
CTIEUMANN3UPOBAHHO, B TOM YHCJIE BHICOKOTEXHOJOTHYHOH, MEJHUMHCKOH MoMomu,

! Co&palmc 3akonogaTenscTna Poccuiickoii @enepasn, 2016, Ne 29, cr. 4849.

? Mocrasosnenue MNpasureibcrsa Poccuiickoii Genepammn ot 30 mons 1998 r. Ne 681 «O6 yTeepxacHun
nepedHs HAPKOTHUYECKHX CPEACTB, ACUXOTPONHLIX BEICCTB W UX MPEKYPCOPOB, NOAN 8 Poccuticxoii
@enepan» (Cobpanue 3akononarenscTea Poceulickoli @enepaunn, 1998, Ne 27, cr. 3198; 2004, N. 8, cr. 663; Ne 47,
cT. 4666; 2006, Ne 29, ct. 3253; 2007, Ne 28, c1. 3439; 2009, Ne 26, c7. 3183; Ne 52, c1. 6572; 2010, Ne 3, c1. 314; Ne 17,
cr. 2100; Ne 24, cr. 3035; Ne 28, ct. 3703; Ne 31, cr. 4271; Ne 45, ct. 5864; Ne 50, ct. 6696, cr. 6720; 2011, Ne 10,
cr. 1390; Ne 12, cr. 1635; Ne 29, ct. 4466, cT. 4473; Ne 42, cr. 5921; Ne 51, ct. 7534; 2012, Ne 10, c1. 1232; Me 11,
er. 1295; Mo 19, ct. 2400; No 22, er. 2864; Ne 37, cT. 5002; Me 48, ct. 6686; Ne 49, cT. 6861; 2013, Mo 9, . 953; Ne 25,
cr. 3159; Ne 29, ct. 3962; Na 37, ct. 4706; Ne 46, c1. 5943; Ne 51, cr. 6869; 2014, Ne 14, ct. 1626; Ne 23, ct. 2987; Ne 27,
cT. 3763; Ne 44, c1. 6068; Ne 51, c1. 7430; 2015, Ne 11, cr. 1593; Ne 16, cr. 2368; Ne 20, cx. 2914; Ne 28, ex. 4232; Me 42,
cT. 5805; 2016, Ne 15, cv. 2088; 2017, Ne 4, c1. 671; Ne 10, cv. 1481; Ne 23, c1. 3330; Ne 30, ct. 4664; Ne 33, c1. 5182).
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namiarypHell  MEJMUWHCKOM  NOMOIUM, CKOpOH, B TOM 4HCIE  CKOpOii
CNenMajsu3upOBaHHOM, MEJUIIMHCKOH OMOILH.

3. Omnpepenenne perHoHaNbHOH NOTPEOHOCTH pPCKOMEHAYETCA NPOBOAHTL B
paMKax NoJAroTOBKH CBOJHOH 3aiBKM Ha HAPKOTHYECKHE JIeKapCTBCHHEIE NPENapathl 1
MICHXOTPOITHbIE JIEKapCTBEHHEIE NpeMnapaThl, HalpaBAseMoii exeroHo B MHHIpoMTOpr
Poccun B coorBercrsun c IlpaBunamu pacnpefesieHHs, OTIYCKa W pealH3alyH
HApKOTHYECKHX CPEACTB U NCHXOTPOMHLIX BEWECTR, & TAOKe OTNYCKa H peallM3aliny HX
IpeKypcopoB, YTBEp)KIEHHBIMH nocraHoBineHweM [IpaBurensctBa Poccuiickoi
®eneparyu ot 26 moms 2010 1. Ne 558%,

4. Tlpu onpegeneHUH PerMoHAaNbHOH HOTPEOHOCTH PEKOMEHAYETCS YJYHTHIBATH
cneayomue (Gakropbl:

1) cneuntduKy NpHMEHEHHS HApKOTHYECKMX JIeKapCTBEHHBIX I[PENapaToB M
TICHXOTPOITHBIX JNIEKAPCTBEHHBIX IIPENapaToB IIPH OKa3aHWM NEPBHYHOH MEIHKO-
CaHHTapHOH MOMOIUM, CNEUHANM3MPOBAHHOH, B TOM HHMCHE BLICOKOTEXHONOTHYHO,
MEJHLHUHCKOH NOMOLIH, Ma/IHATHBHOH MEJMLHHCKOM MOMOILH, CKOPOH, B TOM YHcie
CKOpO#i  CIelUANTH3UPOBAHHON, MENUUMHCKOH MOMOIM B KOHKPETHOM CyOnexTe
Poccuiickoii ®enepanun;

2) nokasaTeld CMEPTHOCTH MALHEHTOB OT 3NI0Ka4YECTBEHHBIX HOBOOOpazoBanmii
(3HO), TepmuuancHoii craguu BUY-undexnuu (CITAJ]), uHBIX HEH3IEUHMBIX
nporpeccupyomux 3abosesanuit (MHII3);

3) xonuyecTBO MAHMEHTOB ¢ GOAEBHIM CHHAPOMOM, B TOM HHCJIE XPOHHUYECKHM,
HYXIalommxcs B oOe3bonuBaHMM (CO 3/M0KAYECTBEHHLIMH HOBOOODA3OBaHMAMH,
TepmuHanehoit  cragmu  BUY-undekumn (CITHJI), HHBIME  HeH3NEeYHMBIMH
nporpeccupyloumMu 3adonesanusmy (MHII3);

4) HoMeHKNaTypy KoeuHoro (oHAa Mo NMpodunaM MEAUIHHCKOH MOMOINM H
KONMYECTBO BHI30BOB CKOpoil MENHIMHCKOH NOMOIIH B KOHKpPETHOM cybnekre
Poccuiickoii Penepauyu.

5. PernonansHyio noTpeGHOCTE peKoMeHxyercs GOpMHUPOBATH H3:

1) obwe#t morpeGHOCTH B HAPKOTHYECKHX M IICHXOTPONHBIX JIEKAPCTBEHHBIX
npenapatax, NPUMMEHAEMBIX NpH OKa3aHHY CHENHANH3UPOBAHHOH, B TOM 4YHCHE
BBICOKOTEXHOJNIOTHYHOMH, MEJULMHCKOH [IOMOIIY, NATHATHBHOH MeNMUMHCKOM
TIOMOILM, CKOpO#i, B TOM YHCJIE CKOPOH CNELHaNu3HPOBaHHOH, MEAHLIMHCKOH IOMOUIH,
B CTallHOHApHBIX ycnoBuax (Ranee — MeJMUMHCKAd NOMONb B CTALMOHAPHBIX
YCIOBHSAX);

2) obmeit MOTpedHOCTH B HAPKOTHUYECKHX M TCHXOTPONHBIX JIEKapCTBEHHBIX
npenaparax, NpUMeHseMBIX TpPH OKa3aHWM MEPBUYHOM  MEIMKO-CAaHHTAPHOH

3 Cobpanue Terbcrea P fickoit Oenepaunu, 2010, Ne 31, cr. 4256; 2011, Ne 51, cr. 7534; 2012,
Ne 37, c1. 5002; 2013, Ne 9, c1. 963; Ne 51, c1. 6869; 2016, Ne 35, c1. 5349; 2017, Ne 6, cr. 929; Me 27, cT. 4052.
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MEAHLUHHCKOH TOMOIMKM M NalIHATHBHOM MEAWIMHCKOH IIOMOINH B aMOYIaTOPHBIX
YCHOBUAX (Jjanee — MeAUIIMHCKasA IOMOLIL B aMOyNaTOPHBIX YC/IOBHSAX);

3) obuieit nMoTpeGHOCTH B HAPKOTHYECKHMX H MNCHXOTPONHBIX JIEKAPCTBEHHBIX
npenapatax, MNpPHMEHAEMBIX IpH OKa3aHUH CKOpoH, B TOM YHCIEe CKOpo#
CHEUHANU3HPOBAHHOH, MEOMUMHCKOA IOMOIMH BHE MEIMLHHCKOH OpraHH3allHy.

6. PeruoHanbHYIO NOTPEOHOCTB, MPEAYCMOTPEHHYIO IIYHKTOM 5 MeToaayeckunx
peKoMeHalHit, pekoMeHAyeTcs (HOPMHPOBATE:

1) 1A HApKOTHYECKHX JIEKapCTBEHHBIX T1PENapaToB:

a) Ha OCHOBAaHHH MONYYEHHRIX OT MEAMLHHCKHX OpraHu3anui rnorpebHocreil B
YKa3aHHBIX IeKapCTBEHHBIX Mpenaparax;

0) B COOTBeTCTBMM C NPUMEPHOH HOMEHKJIATYpOH  HApKOTHYECKHX
NIEKapCTBEHHEIX IIpenapaToB coriacHo npunoxenuio Ne 1 k  Mertoguieckum
pEKOMEH/[ALMAM, KOTOPYIO peKoMeHayeTcs opMHPOBATh HA OCHOBAHHM MH(OpMALIHH,
cozepxaiefici B TOCYNapCTBEHHOM peecTpe JIEKapCTBEHHBIX CpeACTB A
MEIMLEHCKOTO IPHMEHEHHA

B) ¢ ydyeroM ocobeHHocTeii pacyeToB MOTpeGHOCTM B  HAaPKOTHYECKHX
NIeKapCTBEHHBIX NperapaTax, NpejHasHauYeHHbIX N4 KYIHPOBaHHA NEPCHCTHPYIOIETO
6omeBoro cuHapoMa B aMOynaTOPHBIX YCIOBHAX Y B3DOCHNBIX NallHEHTOB, AeTelt W
NIOIPOCTKOB, YKa3aHHBIX B nyHkTax 10 1 11 MeTtoauueckux pekomeHzanMi;

2)  nnA TOCHXOTPOMHBIX JIEKAPCTBEHHBIX TNPENapatoB — Ha OCHOBaHHM
FIOAYYEHHBIX OT MEeJWUMHCKMX OpraHM3alluii CBeleHHH o MOTPeOHOCTH B yKazaHHBIX
JIeKapCTBEHHEIX Mpenaparax.

7. MenMuuMHCKHM OpraHU3alldiM pPeKOMEHAYyeTCs OCYIUECTBASATH pacyer
norpebHoOCTH:

1) B HapKOTHYECKHX JEKapCTBEHHBIX TMpENaparax B COOTBEICTBHM C
YCTAaHOBACHHHIMM HOPMAaTHBaMM JUIS paciyeTa nOoTpeGHOCTM B  HApKOTHYECKHX
NEKApCTBEHHBIX CPECTBAX, NPEAHA3HAYCHHBIX JUIA MEAUIAHCKOTO NPUMEHEHHA', U C
Y4YETOM OCOOCHHOCTEH pacyeToB NOTPEOHOCTM B HAPKOTHYECKHX JIeKapCTBEHMBIX
npenaparax, NpeAHasHaYeHHBIX JI8 KyNUApOBaHHMA NEPCHCTHpYIOMEero 6onesoro
CHHApOMA B aMOyNaTOPHBIX YCNOBHAX Y B3pOCJ/BbIX MAMEHTOB, ACTEH M MOAPOCTKOB,
yKa3aHHBIX B myHKTax 10 u 11 Meromudeckux pekoMeHAAIHil;

2) B NCHMXOTPOMHBIX NEKAPCTBEHHBIX HpeNaparax myTeM YCPeJHEHHA AAHHBIX
OTYETOR 00 HCHNOMLIOBAHMM INCHXOTPOMHLIX BEIUIECTB 33 TIOCAERHHUE TPU [OJa,

* Cratsa 33 Qenepansioro 3axona or 12 anpenra 2010 r. Ne 61-03 «00 ofpameHny NEKapCTBEHHBIX CPEACTBN

(Cobp cTea P i ®enepaunn, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540), npukas
Munncrepersa 3apasooxpaneun P ! Denep ot 9 gespans 2016 r. Ne 80un «O6 yTeepxkaAcHuN mOpAZKa
focynap 0 PeecTpa NEKAPCTBEHHBIX CPEACTB P —— npuMeHeHus» (3aperncTpuposan

Mumnncrepctaom 1ocTHunn Poccuiickoil ®enepauny 21 mapta 2016 r., peructpausonnsiii Ne 41471) ¢ wsmeHeHHamn,
BHECEHHBIMH NpukazoM Munucrepctsa 3aparooxpatenitn Poccuiickoit Meaepaunn or 23 cenrabpa 2016 r. Ne 731n
(npemc‘;pnpoaau Munncrepctsom tocTumu Poccnitckoli Geacpawsin 4 okrwbpx 2016 r., perucTpaumontithi Ne 43894).
Tpuxas Muuncrep 3ap p Poccuiickoit ®cacparun or 1 nexadps 2016 r. Ne 917
«00 yreepxaeHW! HOPMaTHBOB AR PacieTa NOTPeGHOCTR B HAPKOTHYECKMX H HCHXOTPONHEIX JREKAPCTBEHHLIX
cpem:‘rnax, MpEINAHAEHHLIX ATA MCIHLGIHCKOTO MPHMCHEHMIN (3aperdcTpupoBaH MHHHCTEPCTBOM  IOCTHLIMM
P 20 6pa 2016 1., perucrp fi Ne 44808) (nanee — npukaz Ne 917H).
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IPE/ICTABNAEMEIX HMH B YCTAHOBIIGHHOM TOPAAKE®, C YYETOM yBenHdeHus, Ho He Gonee
yemM B 1,5 pa3a, HCMONB30BaHHS IICHMXOTPOIHBIX JIEKapCTBEHHEIX MpENapaToB B
NPOrHO3MpyeMblii TIEPHOA, €CIH B 5TOM BOZHHK/IA HEOOXOQUMOCTS.

8. PaccuutaHHas NOTpeOGHOCTH B HApPKOTHYECKHX MEeKapCTBEHHBIX Npenaparax
MOXeT OTnM4aThcs OT (akTHueckod noTpeGHOCTH B KOHKPETHBHIX HAHMEHOBAaHHSAX
HapKOTAYCCKHUX JICKapCTBEHHBIX IMMpenapaToB ANA pPasAU4YHbBIX BHAOB MEAHLUHCKHX
opraHu3auui.

Pacyer ¢axTudeckoi NOTPeGHOCTH B  KOHKPETHBIX  HAUMEHOBAHHSX
HApKOTHYECKHX  JIEKADCTBEHHBIX  MpENapaToR  pPeKOMEHNYETCA  OCYIIECTBIATH
MEIUIHHCKUMKE OpraHHM3aLMsAMM HAa OCHOBAaHHH pacyeTHOH mMoTpeOHOCTH HIH Ha
OCHOBaHMHM pacyeTHOH mNOTpeOHOCTH C Y4YETOM CpaBHEHAA €€ C HAaHHBIMH O
tdaxkTuyeckoM MO0 MaKCHMaibHOM (AKTHIECKOM NOTpeGIEHHH HAPKOTHYECKHX
JIeKapCTBEHHBIX NPENAaparoB 3a NPeALIXYLIHH rol (roas).

9. Pacuer noTpeOHOCTH B HapKOTHYECKMX JIEKapCTBEHHBIX Mpenapartax,
NpUMEHSEMbIX TPH OKa3aHHM MERMIMHCKOH MOMOIIH B CTALHOHAPHBIX YCIOBMIAX,
peKOMeHAYeTCA OCYIUECTBAATL MERWLMHCKHMHY OpPraHM3aUUAMM [0 KOHKPETHOMY
MEXYHApOJZHOMY HEMATEeHTOBaKHOMY HAaHUMEHOBAHHIO HApKOTHYE€CKOTO
JIeKapcTBEHHOTO TIpernapara CleAayolHM 00pasoM:

P= (N'xK!)+HN2xK 2 H(N*xK?). ... (NexKx),

rue:
P — pacuetHas notpeGHoOCTE (I);
N, N2, N°...N® - HopMaTMB AN% PpacyeTa NOTPEOHOCTH KOHKPETHOro

HapKOTHYeCKOro JICKapCTBEHHOrO Ipenapara, YCTaHOBIEHHBIHi B COOTBETCTBHH C
npo¢uieM XKOMKH MeULMHCKO# opranu3anuu (r);

K}, K? K3...K* - KonuuecTBO KOEK COOTBeTICTBylolero npoduna B
MEAMLHHCKOH OpraHu3auuu (IT.).

10. Pacyer mnorpeOHOCTH B HApKOTHYECKHX JIeKapCTBEHHBIX Mpenaparax,
[peHa3HAYeHHLIX JUI1 KyNHpOBaHUs IEPCHCTHPYyomero 60JeBOro CHHApPOMa INpH
OKa3aHMH MEAMUMHCKON MOMOINM B aMOy/IaTOPHEIX YCNOBHSAX Y B3POCHbIX NMALMEHTOB
CO 3MOKAYeCTBEHHBIMM HoOBooGpasopaumsmu (3HO), TepmmHanbHo#i crammeii
BAY-uudexupn (CITM) ¥ HHEIMEH  HEH3NEYHMMBIMEM  IIPOTPECCHPYIOLIMMU
3abonepanmamu  (UHII3), pexoMeHAyeTcs OCYmIECTBAAT: AN KOHKPETHBIX
HaUMEHOBAHMH W JIEKapCTBEHHBIX (POPM HAPKOTHYECKHMX JIEKapPCTBEHHBIX MpenapaToB
cienyomuM obpasoM:

¢ lpaBHna NpPeACTABNEHWA IOPHAHYECKMMH MHIAMH OTHETOB O ISNTEHLHOCTH, chasaHHON ¢ ofopoTom
HAPKOTHMCCKHX CPEACTS # NCHUXOTPOMHLIX BELICCTS, YTBEpXaeHHme nocranosnchueMm Ilpapurenscrsa Poccufickolt
®eaepawin ot 4 Hoabpa 2006 r. Ne 644 «O mop npe it 0 neATenRROCTH, ConzanHOll ¢ 0GopoToM
HAPKOTHYCCKHX CPE/ICTB i ICHXOTPOMTHBIX BEWIECTB, M PETNCTPAUMH ONCPAlHH, CHAAHHLIX C 06OPOTOM HAPKOTHYECKHX
cpencTs u ncHxoTponubX seectsy (CoGpanue 3akoHoaatenbcTsa Poccuiickoit Geaepaumu, 2006, Ne 46, ct. 4795; 2008,
Me 50, ct. §946; 2010, Ne 25, c1. 3178; 2012, Ne 37, c1. 5002; 2013, Ne 6, c1. 558; Ne 51, cr. 6369; 2015, Ne 33, ct. 4837;
2017, Ne 2, cT. 375; Ne 27, cT. 4052).

7 Mywxr 2 npukasa Ne 917




M=NxHxJxQ/G,
rue:
M — KOAMYEeCTBO BTOPHHHBIX (TIOTPEOWTENLCKMX) YIAKOBOK HAPKOTHYECKUX
JIEKapCTBeHHEIX NPENapaToB Ha KYpC TEPaniy Ha HYXNAIOUAXCS TAlHeHTOB (IUIT. );
N — xonuyecTBO YMepIIHX nauueHToB (80% OT KONHYECTBA YMEPIIHX NALHEHTOB
CO 3NI0Ka4eCTBEHHBIMH HoBooOpaszoBahusMu (3HO), 50 % or komudecrBa yMmepiux
MALKEHTOB C TepMuHanbhol crapueli BUY-ungexuun (CIIAM), 10 % oT xonuvectsa

YMEpIIUX TIALMEHTOB NPH HHBIX HEM3IJIEYMMEBIX NPOrpeccHpyommy. 3a00eBaHHIX
(UHIT3) (yen.);

H — pexomenayemsiii KoO3()QHIHEHT pachpefeNieHHss HapPKOTHYECKHMX
NIEKapCTBEHHbIX MpENapaToB 10 JEKapCTBERHbIM (opMaM s TIALHEHTOB
co 3JI0Ka4eCTBEHHEIMH HOBOOOpa3oBaHHAMH (3HO), TepMHHANLHOM

cragueii BUY-undexumu (CITM]]), HHBIMH HEM3NEYHMEIMH NpOTPecCHPYIOLIHMH
3aboneBanusmu (MHII3) npu oxa3aHWM MeNULMHCKOH moMolus B aMOYJaTOpHBIX
ycnosusx (npunoxenne Ne 2 k MeTognueckum peKOMEHJAUNAM) MIIA peKOMEHAY MBI
KO3(GHIHEHT  paclpelelieHus  HapKOTHYECKHX  JIEKApCTBEHHBIX  IIpernaparos,
NMpPHMEHAEMBIX [ TEpalMH YyMEpPEHHOH H CHILHOH OOJIM B COOTBEICTBHH C
pexkoMeHgaiiaMy BceMHpHO# opraHM3anuM 34paBOOXpaHeHHs, MO MEKRKYHAPOIHBIM
HENaTeHTORAHHBIM  HAWMEHOBAHWAM IS  MNalMEHTOB CO  3JOKaYeCTBEHHBIMU
HoBooOpasoBanuamu (3HO), tepmunanbnoii cragueit BHY-uadexunn (CITH),
WHBIMM HEH3TEYHMBIMH Nporpeccupylomumy 3abonesanuamu (MHII3) npn okasanuu
MENMUHMHCKOH NOMOIM B aMOynaTopHbBIX ycnoBuax {Opwioxenue Ne 3 K
MeToauuecKuM peKOMEHARUMAM);

J - KONHYECTBO HAPKOTHYECKHUX JIeKapCTBEHHBIX npenaparoB
(rabnerka, Kancyna, awmmyna, TpaHCHEpMaJIbHas TepalneBTHYEcKas cHucTeMa)
Ha | naumenTa (uir.);

Q - mmMTenLHOCTS Kypcea Tepanuu obesbonusanus (ot 30 no 90 nueit) (nens);

G —~ KONMYeCTBO eNMHML, JIEKapCTBeHHOH (OPMBI  HapKOTHYECKOTO
TIeKapCTBEHHOTO TpenapaTa BO BropuuHoi (moTpebutennckoii) ynaxoexe (IIT.).

11. PacdyeT noTpeOHOCTH B HApPKOTHYECKHX J€KapCTBEHHBIX MNpenaparax,
TIpeHA3HAYCHHBIX JUIf KYNHDOBAaHHSA MEPCHCTMPYIOMero OONEBOro CHHApOMa MpH
OKa3aHUK MEAMIMHCKOR NOMOM B amMOyNaTOPHLIX YCNOBUSX Y NeTelt ¥ NOAPOCTKOS,
PEKOMEHAYETCA OCYIIECTBIATE UIA KOHKPETHBIX HaMMEHOBaHMH HaPKOTHYECKHX
JIEKapCTBEHHBIX MPENapaToB B 3aBUCHMOCTH OT ANHTEIBHOCTH HX JeiHCTBHA (KOPOTKOro
IefiCTBMs MNH NPOJIOHIMPOBAaHHOTO JiecTBIA) ClielylomuM oOpazom:

1) ans npenaparoB MOp¢HHA KOPOTKOTO AeHCTBUA:

J=MXxI/F,

roe:

J — KonMueCcTBO BTOPUYHBIX (MOTPEOUTENBCKIX) YIIAKOBOK NpenapaTos Mopduua
KOPOTKOTC HeficTBHA Ha pacyeTHBIH roA Ha OOILEe KONMYECTBO ACTEH H MOIPOCTKOB,



HYXJalomuxcs B obe3bonusanny (mr.);

M — xomM4ecTBO YMEpIINX ETEH U MOAPOCTKOB 3a MPEAbIAYIHUi [0 B CyOBeKTe
Poccuiickoii Penepaunu (uen.);

1 — cymmaphas no3a Mop(Ha KOPOTKOro HeiiCTBHSA, HeobXoaumas s
HCTI0NB30BaHAS B TeYeHUH | roaa, Ha ofHOro pedeHka WK noapocTka (Mr);
F — xonuyecrso Mop{mHAa BO BTOPHYHOH (MOTpPeGMTEABCKOH) YynaxoBke

npenapara MOp(HHa KopoTKoro AelicTus (Mr);
2) nns npenaparoB MOp$HHA HPONOHTMPOBAHHOTO JEHCTBH:
K=MxH,

rae:

K — konu4ecTBo BTOPAYHEIX (NOTPEGHTENBCKHX) YIAKOBOK NpenaparoB Mopguna
TPOJIOHTMPOBAHHOIO JACHCTBHA Ha pacueTHbId rof Ha oblmee KonuyecTBO jeTel
TIIORPOCTKOB, HYXXAAIOWHXCH B 006e300muBanun (1IT.);

M — KonHYeCTBO YMEpIIHX AeTel ¥ NOAPOCTKOB 3a NpeAbILymHii roj] B cybnekTe
Poccuiickoit @enepauun (4en.);

H - cymmapHas no3a Mop(pHHa npOJOHIHPOBaHHOTO HAEHCTBHsA, HeoOXoaMMas
JUI HCTIOJIb30BaHMA B TeYeHHMH 1 rofia, Ha ofiHOro peGeHKa UM IoAPOCTKa (Mr).

3) juis npenapatos (peHTaHWNa KOPOTKOro ACHCTBHA:

P=MxL/150,

rne:

P —~ xonu4yecTBO BTOpHYHBIX (IOTPEOMTENBCKHX) YNAaKOBOK NpENapaToB
¢eHTaHMNA KOPOTKOTO JeliCTBHA Ha pacyeTHblil Iroj Ha oOluee KOJIMYECTBO AeTeH U
TOAPOCTKOB, HyXAalomuxcs B 00e3bonueanuy (1T.);

M — KONHYeCTBO yMepILKX AeTeil ¥ NOAPOCTKOB 3a NPEeNbUIY M ToX B CYOBeKTe
Poccuiickoit Genepannu (den.);

L — cymmapHas poza ¢eHTaHuna KOpoTKoro neficThs, Heobxoaumas ans
HCIIONIL30BAHHS B TeYeHuH | roga, Ha oaHoro peGeHKa HiM NoZpocTka (Mr).

4) giis npenapatoB (EeHTaHWIA NIPONOHTHPOBAHHOTO JSHCTBHSA:

Q=MxN/37,5/3,

rae:

Q - KONMYEeCTBO BTOPHYHHLIX (HOTPEOMTENHCKUX) YNAKOBOK IPENapaToB
(beHTanuna NPOIOHIUPOBAHHOIO JNEHCTBHA HAa PacHETHBIN rof Ha ofllee KOJHYECTBO
JeTell H TOAPOCTKOB, HYXKAaloMEXcs B 0Ge30onnBanuy (1. );

M — KOMHYECTBO YMEPILHUX AETeH U MOXPOCTKOB 3a NPEABLAYIMEH rox B cyObexTe
Poccuiickoit ®Penepannu (ven.);

N — cymmaphad 032 ¢eHTaHHIA NPOJOHTHPOBAHHOTC NeicTBUA, HeoOXoauMas
JUTs UCNIOJIB30BaHMUA B TeweHuH | roxa, Ha ofiHOTO pedeHka Wi nopocTka (Mr).



IpuMepHas HOMEHKNATYPA HAPKOTHHECKHUX JEKAPCTBEHHBIX NPENapaToB

Ipunoxenue Ne 1
K METORHYECKMM PCKOMCHJIALMAM 110 ONPEACHEHHIO
AOTPeOHOCTH B HAPKOTHICCKHUX CPECTRAX W MICHXOTPONHEIX
BEIIECTBAX, lIpeHAZHAYEHHLIX I MEXULMHCKOTO
NpUMeHEHUs, YIBEPKAEHHBIM IPHKa30M

oxpanenus Poccuiickoli ®enepaunn

Munucrepcrsa 3
e 16> »,c_(,znpmﬂég 20171 % /S

Ne

Meowwnapomme HENaATEeHTORARHOC

Eaunnua

Copeprxanne peiicrsywinero
HAPKOTHIECKOr0 CPEACTRA

HANMEHOBAHNE HAPKOTHYECKOT 0 JlexapcrBennan gopma Jo3uposxa .
n/n HIMEpeHun B 1 nexapcreennoii popme,
JIeKapPCTBEHHOI0 NpenapaTa
rpaMmoB

amnyna PacTBoOp s MHBEKLMIA 0,3 mr/mn 1,0 M 0,0003
1 Bynpenopdni 35 mkr/4ac 0,02
NIacTeiph TUIRCTHIPb TPaHCAEpMabHbIi 52,5 Mxr/uac 0,03
70 mxr/uac 0,04

2 BynpeHopui+HATOKCOH Tabnerka TabNeTKH NOXBAILIMHbIC 0,2 Mr+0,2 Mr 0,0002
Tabnerkn 60 Mr 0,06
3 JuruapoxoneuH TabneTxa € MPOJOHrHPOBAHHBIM 90 mMr 0,09
BHICBOBOJGIEHHEM 120 mr 0,12
TabIeTKH, Kancyssl 10 wr 0,01
Tabnerica, c npononnlponanﬂbm 30 mr 0,03
4 Mopdun Kancyra BBICBOGOXKIEHUEM 60 mr 0,06

100 mr 0,1

aMnyna _pacTBoOp I MHBEKLH 10 Mr/mn 1,0 mn 0,01




Mﬂlﬂly HAPOAHOE HEMATCHTOBAHHOC

CoacpxaHiie AeiicTBYOIIEro

Ne Exsnuna HAPKOTHIECKOro CPEACTBA
HaMeHOB2HHE HAPKOTHIECKOTo JlexaperBennan dpopma HMozuposka I
wn H3IMepeHns B 1 nexapcrBennoii gopare,
JIEKAPCTBEHHOTO MPENAPaTa
rpamMMoB
1,44+11,5+5,4+0,72+0,1 mMr/mMn 0.013
5 Kopenn+MopduntHockanun+{lanasepun+ amnyna PACTBOP V1A TOAKOKHOIO 1,0 Mat ’
Tebaun 4 BRCACHUA 0,72+5,75+2,7+0,36+0,05 Mr/Mn
0,0065
1,0 Mn
2,5 Mrt5 Mr 0,0025
TabneTku
Smr+10mr 0,005
6 Oxcuxogon, Oxcoxoaon+Hanokcon Tabnerxa C NPONOHTNPOBANHBIM
BHCBOGOXIEHHEM 10 Mr+20 mr 0,01
20 mr+40 Mr 0,02
amyna — " 10 Mr/mu 1 Mn 0,01
; Tomenconm ¥ PACEROP JUIR R exii 20 mrfmn | mn 0,02
P P TabneTka Tabnerku 25 mr 0,025
INPHI-TIOOHK PacTBOp JUIR HHBEKUmH 20 mr/mn 1 Mn 0,02
8 | NponuorMRpEHUIITOKCHITHINHIIEPHARH Tabnerka TabNCTKH 3aMeYHKE 20 Mr 0,02
12,5 MKr/uac 0,0021
25 MKr/yac 0,0042
IIacTbIpb UIACTBIPL TPAHCZEpMANbHBII 50 Mkr/4ac 0,0084
9 Genranun 75 mxr/qac 0,0126
100 mMxr/uac 0,0168
ammya PACTBOD [U1si BHYTPHBEHHOTO 50 Mxr/mn 1,0 mn 0,00005
4 H BHYTPHMBIIEYHOTO BBEACHUA 50 mxr/mn 2,0 Ma 0,0001




OT «

Ipunoxkenne Ne 2
K METOAHYECKHM PEKOMEHAALHIM
110 ONpeAeNeHHIo NOTpeGHOCTH

B HAPKOTHYECKHX CPEACTBAX

M MICHXOTPOTIHBIX BelLEeCTBax,
TpeNHaZHAYSHHBIX I MEAULHHCKOTO
NPHMEHEHHS, YTBEPXKAEHHBIM
npHKazoMm MuBHCTEpCTBa 3PaBOOXpaKeH

Pexomenpyemblii koagpunmesr
pacnpeae/icHNA HAPKOTHYECKHX JIEKAPCTBEHHLIX NpenapaTos
110 JIeKapCTBEHHBIM dopMaM JAs NANMHEHTOB €O 3JI0Ka4eCTBEHHBIMH
HopooOpa3zopanuamu (3HO), repmunansHoii craaneii BUU-nndexuin
(CITU ), vHLIMA HeW3IeYHMbLIMH IIPOTPecCHPYIOMIHMH 3200/1eBaHHAMH
(MHII3) npu oxkasaHHK MeAMUHHCKOH moMoun B aMOyIaTOPHBIX yeaoBuax*

Poccuiickoit Genepannu
A » 4‘124% 2017r. Ne /7

Pexomeuayemblii Kodpdpuunent
pacnpegejieHus
Jlexaperseunan gpopya 3HO | TepmuBanbHasn Husie
HAaPKOTHYECKOTO JEeKaPCTBEHHOIO craans BUY- R
fipenapara nndekunt nporpeccHpyiomue
(Cnnup) 3aboneBannn
(MHII3)
Tpebyerca MHBa3uBHbIE
npuMeHeHne dopmp 10 % 5% 1%
HapKOTHYECKHX
ﬁ;ﬁiﬂ:ﬁ?m HeunpasuHbIe
KOPOTKOro opMel 10% 5% 1%
RelcTBHsA
Tpebyetca TpaHcaepMansHBIE
TIPHMEHEHHE TepaneBTHIECKHE
HEHHBa3HBHBIX p 20 % 15% 5%
cucremsl (TTC)
NPOJIOHTHPOBAHHLIX
dopm
HapKOTHYECKHX Tlepopanbusie
JICKapCTBEHHBIX (l)OpMBI 40 % 25 % 3%
npenapaToB

Pacuer PEKOMEHYETCA OCYIUECTBIATE HCXOAS M3 YHCHA NANHEHTOB, yMEpUIHX OT

3710Ka9€CTBEHHEIX HoBOOGpazosanuit (3HO), B TepMunanboil crapun BUU-undexuun (Ha craguu
CITH]1a), uHbIX HeH3neuuMBIX Iporpeccupyomux 3a6onesannii (MHIT3) 3a npeamecTByiomuii rox,

nprEATEX 32 100 %.




IMpunoxenue Ne 3
K METOJMYECKHM PEKOMEHAALIMAM

TI0 OTIPEACACHHIO NOTPeGHOCTH

B HAPKOTHYECKHX CPEACTBAX

U HCHUXOTPOIHBIX BeleCTBAX,

NpeAHAIHAYEHHBIX JUI MEAULMHCKOTO
ApUMEHEHHS, YTBEPKACHHBIM
npHKazoM MHHHACTEPCTBA 3APaBOOXPAHEHM S

Poccuiickoji ®epeparuu
o1‘«_’/£» 27/ {4;‘_2 2017 r. Ne ,21 fq

Pexomennyembiii koappuunenrt
pacnpeaeneHns HapKOTHYECKUX JIEKapPCTBEHHBIX NIPENapaTos, NPHMEHAEMBIX
ISR TEPaNHK YMepPeHHOH H CHILHOH GOJIH B COOTBETCTBHEM
¢ pexomengaunamu BecemnpHoli oprann3anuu 31paBooxpanenHs,

110 MEeKAYHAPOAHLIM HENaTEHTOBAHHLIM HAHMEHOBAHHAM AJISl NALUEHTOB
€O 3JI0KAY4EeCTECHHBIMH HROBooOpazoBannavu (3HO), rTepmunanenoii cranueii
B Y-nadexuun (CITH/]), MHBIME HER2ACYHMBIMHA NPOFPECCHPYIOWIHMHA
3aGosesannavu (MHII3)* npu oxazanuu MeAUNUHCKOIH MOMOIK
B aMOYJIATOPHBIX YCJIOBHAX

Pexosenayemstii koddppunuens
pacnpesescauR
3aoKauect- Tepunnan- Hlunie
Mexnynapozuoe BenHbIe HaR CTagns Hew3aeu-
HeNATeNTOBaN- noBooGpa3o- BHY- MbIe
Hoe Koanuecrso BanEgD mndexuny nporpeccu-
nanMenosanne | Jlexapcrsemnan | Josnpos- | B norpedu- (3HO) (comm pyoune
HAPKOTHYECKOro dopma Ka TeabeKoii 3abo:;enanns
.nelcape'rsemmro b 4 (mmz)*
npenapara He Tpefyerca mapkoTHIecKHit AeKaAPCTBEHHDIH
npenapar
20% | S50% | 9%
1. HaproTH4YecKite TexapcTBEHHLTE OPENaPATHI KOPOTKOro AeiiCTBNR, B TOM uncAe:
HuBaiusnbie HAPKOTHYECKNE JICKaPCTBEHHbIE OPeNAPaThl 10% 5% 1%
Tpumenepuaun p:;z“&ﬁ;: 20 mr/mn 5 2% 1% 0,1%
Kopeun+Mopdun
+ pacrsop Ang 1,44+11,5 1% 1% 0,1%
Hockanuu+ NOAKOKHOTO +5,4+0,72 5
INanasepuu+ BBEACHHA +0,1
TeGann Mr/Ma
L) o, o,
Mopdun pacTrop i 10 mr/ma 10 7% 3% 0.8%
HHBEKUHH
HengnassHble HaPKOTHYECKHE JIEKapCTBeHHbIE IPENAPATHI 10 % 5% 1%
IMponuonun- 6
denmun3TOKCH- TableTicn 20 mr 10 4% 2% 025 %
3aueqHsie
STHITUNEPUAHH
Bynpenopduut TabneTKH 0,2 Mr + 20
HanoxcoH NMOABA3ILIYHEE 0,2 Mr 3% 2% 0,5%
Tpuwmenepunun TabneTky 25mr 20 3%, 1% 025 %




Pexomengyemsiit Ko>dpduunent

pacnpeacienus
3iroxavecr- Tepmunans- Hunre
Mexaysapoanoe BeRuBIE Hag CTaAus uensneqn-
nena'ren:;man- noBoobpazo- BHY- Mbie
Hoe Kosauvecrso BaHHS nudexnnn nporpecca-
nanvenosanue | Jlexapcreennas | Mosupos- | B moTpeén- (3HO) (cnup pywmue
HAPKOTHYECKOro dopma Ka Tenasekoii 3"5""“'3“""'
JIeKAPCTBEHHOTO ynaxoBke _ (AHIT3) _
npenapata He TpeGyeTca napkoTHUECKHi AeKApCTBEHABIH
npenapar
20% | 50% 90 %

I1. HapxoTuseckue NexapcTeenibie NpenapaTs! OPOSOHIHPOEAHNOrO fieficTBHd, B TOM YNHCHe:

IlepopaxsHkiec HAPKOTHYECKHE NEKAPCTBEHHBIE OPENAPATHI
QHIHPOBaHHOrO KXeHcTBRA

40 %

25%

3 %

Okcukonon+
HANOKCOH

TabneTku ¢
NPONOHTHPOBAH-
HBIM
BBICBODOX/IEHHEM

5 mr/
2,5 mMr

20

1%

1%

05%

Oxcrkopon+t
Hanoxcox

Tabnerku c
IPONOHTHPOBaH-
HBIM
BEICBOGOKACHHEM

10 mr/
Swmr

20

4%

5%

0,5%

Okcukonon+
Hanoxcon

TabneTku ¢
NpONAOHIHPOBAH-
HBIM
BBICBOOOKIEHHEM

20 Mr/
10 Mr

20

8%

5%

OkcHKORoH+
Hastokcon

Tabnetkn ¢
NPOJNOHIHPOBaH-
HBIM
BLICBODOXICHHEM

40 mr/
20 Mr

20

7%

1%

Mopdun

KarncyJisi,
TabneTKH
NPONOHTHPOBAH-
HBIM
BHICBOCONIEHHEM

10 mr

4%

4%

1,5%

Mopdnn

Kancymbl,
TabNeTKH ¢
MpONIOHT HPOBaH-
HBIM
BbICBOOOXKACHHEM

30 mr

20

7%

4%

0,5%

Mopdun

Karncynsl,
TabseTkH ¢
TPONOHrHPOBaH-
HbIM
BBICBOOOKACHHEM

60 Mr

6 %

3%

Mopduu

KariCyJnl,
TabneTky ¢
[IPONOHTHPOBAH-
HBIM
BBLICBOOOXAEHHEM

100 mr

20

3%

2%

Tpancaepmainabie TEPANeBTHYECKHE CHCTEMBI HAPKOTHYECKHX
JIEKAPCTBEHHbLIX IPENAPATOR

20 %

15 %

5%




Pexomeniyemutii kodhdpunsuent

pAacnpexenenns
3aokavecr- Tepmunans- Hunie
MeaayBapoxnoe BeHHbIE Has cTaaHA Hen3eun-
HENATERTOBAN- nosoofipazo- ];Hll- mhle
Hoe Konmnwecrso BaHug anpernsu nporpeccH-
nanmenosanue | Jlexapcrsennas | Hosupos- | B norpe6n- (3HO) (Cn pytomue
HAPKOTHRCCKOIO ¢popma Ka TenscKoii sabosenauny
JIeKapCTBEHHOro ynaxoBke (HIT3)*
npenapara He TpebyeTcst HApKOTRUECKMIT leKapeTBenubIi
npenapar
20 % 50 % 90 %
OIacThiph 125
DeHTaH TPaHCAEPMAITb- MKr/ac 5 1% 2% 2%
HBbIi
MIacThips 25
DeHTaHwI TpaHCACpMans- MEKr/aac 5 4% 3% 2%
HBIi
nnacTeIph 50
DeHTaHHT TpaHcaepMant- MKrfuac 5 9% 6% 1%
HBlit
nAacThIps 75
denranun TPancAepMans- Kr/aac 5 5% 2%
HbIH
NIaCTHIPb 100
Genrannn TPaHCACPMAIb- MEKT/aac 5 1% 2%
HBlH
ITpumeyanuue:

Ilpu rocypmapcTBeHHOH perucTpanii HOBBIX Ha¥MEHOBaHHH HapKOTHYECKHX
JICKApPCTBEHHBIX NPELApaToB KOI(PUUMEHT pachpefelieHns MOXKET M3MEHSTRCE B
COOTBETCTBHH C HX MOTPeOHOCTBIO.

* Unsle nenm3lieunMeie niporpeccupyiomue 3abonesanna (MHII3): xponnyeckas

ocTpas nmo4yeyHas HEAOCTATOYHOCTD, cepacino-COCYAHCThIC 3a60ne5aﬂml,
XpOHHYECKast 00CTPYKTHBHAA G0NIE3HB JETKUX, IAPPO3 MeYeH:d, pacCeAHHBIH CKIepos,
6oneznt Ilapkuncona, GonesHr Anbureiimepa U ApyrHe NEMEHLMH, peBMaTOHAHBIH
apTPHT, caxapHbiit Anabet, MynbpTHpE3HCTEHTHBIA TYOepKyes.


https://files.stroyinf.ru/Index2/1/4293722/4293722481.htm

