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OG0 yTBepKIeHHH NOPAAKA BKIIOYEHHSI JIEKAPCTBEHHBIX CPEACTB
AJIs1 MeIMIHHCKOr0 NPMMEHEHHsI B lepeYeHb JIeKAPCTBEHHbBIX CPeaCTB
AJIS MeAHIHHCKOro NpAMEHEeHH 1, IO/ IexKALHX
NpeAMEeTHO-KOJHYeCTBEeHHOMY Y4eTy

B coorBerctBuM ¢ nyHktoM 5.2.171(2) Ilonoxennss o Munucrepcrse
3npaBooxpaHeHus Poccuiickoil ®enepanuy, yTBEPXAEHHOTO IIOCTaHOBJIEHHEM
IlpasutenscrBa Poccuiickoit ®enepanun ot 19 urona 2012 r. Ne 608 (Cobpanue
3akoHoJaTenbCcTBa Poccuiickol ®enepanun, 2012, Ne 26, ct. 3526; 2013, Ne 16,
ct. 1970; Ne 20, ct. 2477; Ne 22, cr. 2812; Ne 33, ct. 4386; Ne 45, cr. 5822),
NpHUKa3blBalo:

VY TBEpAUTE NOPSIOK BKIIOYEHUS JIEKapCTBEHHBIX CPEACTB I MEIHUIHUHCKOTO
IIPUMEHEHHs B IIepeYeHb JIEKapCTBEHHBIX CpEICTB Ul MEOUIMHCKOTO

IIPUMCEHCHH, MNOMJICKAMUX MNPEAMETHO-KOJIHYECTBEHHOMY YY€Ty, COIJIaCHO
IIPpHUIIOXKXCHHILO.

Munuctp B.M. CxBopuoBa

KOs BEPHA

Hayanuuui QGmero,oTnENA




[Ipunoxenue
K IpUKa3sy MUHHCTEPCTBA 3/IpaBOOXpaHEHHUS
Poccutickoii @enepanuu
ot « 0> W& 2014 1. Ne SO

Iopsinok
BKJIIOYEHHS JIEKAPCTBEHHBIX CPEJCTB I MeJMIHHCKOro NpHMeHeHHs
B NIepeYeHb JIEKAPCTBEHHbIX CPEACTB /il MEAHLHHCKOI O IPUMEHEHHs,
NOAJIeKAIHX NPeIMeTHO-KOJTHYEeCTBEHHOMY y4eTy

1. Hacrosmuii llopsspox ycTaHaBinuMBaeT MpaBUiia BKJIIOUEHUS JIEKAPCTBEHHBIX
CPEeACTB Il MEIMLUHCKOIO NPUMEHEHHS B IE€peyYeHb JIEKAPCTBEHHBIX CPEACTB IS
MEIUUUHCKOIO MPUMEHEHHUS, IOMJIeXKAIMUX MPEeAMETHO-KOIUYECTBEHHOMY yquy1
(manee coorBeTcTBEHHO — [IOpANOK, MepedeHb, JIekapCTBEeHHBIE CPEACTBA).

JlekapcTBeHHBIE CpEeACTBa BKJIIOYAIOTCS B IepedeHb II0 MEXAyHapOIHOMY
HEIIaTeHTOBAHHOMY HAaWMMEHOBAHUIO, IPYIIIIUPOBOYHOMY, XUMUYECKOMY WU TOProOBOMY
HalIMEHOBaHHUIO C YKa3aHHEM JIeKapCTBEHHOH ¢GOpMBI M IIpH HEOOXOAMUMOCTH C
yKa3aHMEM COCTaBa M KOJMYECTBa COAepXKalluXcs B HUX (hapMaKOJIOTHYeCKH aKTUBHBIX
HUHIPENUEHTOB.

2. BximrodeHHIo B IepeveHb MOUIeXAaT JIEeKapCTBEHHbIE CPEACTBA:

1) Bxmouennele B cnucku II, III, IV mnepedHs HapKOTHYECKHX CPEICTB,
NICUXOTPOIHBIX BELIECTB U HX IIPEKypCOPOB, MOAJEXAIINX KOHTPOMIO B PocCCHICKOH
Qenepaumy, yTBEpXKAEHHOro rmnoctaHoBieHuneM IlpaBurenscrBa  Poccuiickoit
®enepanun ot 30 uroHa 1998 r. Ne 6812;

2) BKIIOYEHHbIE B CIHUCKH CHIBHOACHCTBYIOIIMX H SIOBHUTHIX BEIIECTB,
yIBEpXIeHHble TocTaHoBlIIeHWeM IlpaButensctBa Poccuiickont ®enepauuu OT
29 nexabps 2007 r. Ne 964°;

3) oTHeceHHBIe K KOMOMHUPOBAHHBIM JIEKAPCTBEHHBIM IIpenaparaM, yKa3aHHBIM
B nyHKTe 5 Ilopsnka oTmycka (M3WYeCKUM JIMIaM JICKAPCTBEHHBIX IperapaToB I
MEIULIMHCKOIO IIPUMEHEHHS, COAEPXKAIIUX KPOME MAaJIBIX KOJIMYECTB HApKOTUYECKUX
CPEACTB, ICHXOTPOIHBIX BEUIECTB U HMX IIPEKYpCOpOB JApyrHe (papMakolIOTHYecKue

' Cratea 58.1 PenepanbHoro 3akoHa oT 12 ampens 2010 r Ne 61-03 «O6 obpaiieHHd NEKapCTBEHHBIX CPENCTBY»
(Cobpanue 3axoHonarenbcTBa Poccniickoit @enepanuu, 2010, Ne 16, ct. 1815; Ne 31, ct 4161; Ne 42, ct 5293; Ne 49,
cT. 6409; 2011, Ne 50, ct 7351; 2012, Ne 26, c1. 3446; Ne 53, c1. 7587; 2013, Ne 27, ct. 3477; Ne 48, c1. 6165; 2014, Ne 11,
cT. 1098).

2 Cobpanue 3akoHoHaTenbcTBa Poccuiickoit ®enepauuu, 1998, Ne 27, c1. 3198; 2004, Ne 8, cT. 663; Ne 47, cT. 4666; 2006,
Ne 29, ct. 3253; 2007, Ne 28, ct 3439; 2009, Ne 26, ct. 3183; Ne 52, cT. 6572; 2010, Ne 3, cT. 314; Ne 17, cr 2100, Ne 24,
cT. 3035; Ne 28, ct. 3703; Ne 31, ct. 4271; Ne 45, c1. 5864, Ne 50, ct. 6696, 6720; 2011, Ne 10, ct 1390, Ne 12, cT. 1635;
Ne 29, ct1. 4466, 4473; Ne 42, ct. 5921; Ne 51, cr. 7534; 2012, Ne 10, ¢t 1232; Ne 11, cr 1295; Ne 19, ct. 2400; Ne 22,
cr. 2864; Ne 37, ct. 5002; Ne 48, ct. 6686; Ne 49, cT. 6861; 2013, Ne 9, cT. 953, Ne 29, c1. 3962; Ne 37, cT. 4706; Ne 46,
CT. 5943; Ne 51, cr. 6869.

3 Cobpanne 3akoHomatenbcTBa Poccmiickoit ®enmepaunn, 2008, Ne 2, ct. 89; 2010, Ne 28, cr. 3703; 2012, Ne 10,
cT. 1232; Ne 41, cT. 5625; 2013, Ne 9, cT. 953; Ne 45, cT. 5831.
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aKTHBHBIE BEIIECTBA, YTBEPXKAEHHOI'O MpHUKa3zoM MmuHUCTepCTBa 3[paBOOXPaHEHUs H
conuanpHoro passutus Poccuiickoit ®epepauun ot 17 mas 2012 r. Ne 5621", ¢
W3MEHEHUSIMH, BHECEHHBIMU MpHUKa3oM MHUHHCTepCTBa 3ApaBooxpaHeHus Poccuiickoi
Oenepauun ot 10 mroHa 2013 r. Ne 369 «O BHeceHMM HU3MEHEHHH B HEKOTOpHIE
npukassl MUHHCTEpCTBAa 3[paBOOXpaHEHHS U COLMAJIBHOrO pa3BUTHs Poccuiickon
denepanumn» s,

3. BxiroueHue B IepevyeHb JIEKapCTBEHHBIX CPEJICTB, He YKa3aHHBIX B ITYHKTE 2
Hactosmero  Ilopsimka,  ocymiecTBisieTcs B COOTBETCTBHH C  pEIIEHHEM
MEXBEIOMCTBEHHON KOMMCCHUH, co3ZaBaeMoil B MUHHCTEpCTBE 31paBOOXpPaHEHUs
Poccuiickoit @enepanuy (gajnee COOTBETCTBEHHO — HHBIE JIEKapCTBEHHBIE CPENCTBA,
Komuccusi, MUHHCTEPCTBO).

4. IlpennoxxeHus O BKIIOYEHHH HHBIX JIEKAPCTBEHHBIX CPEACTB B IepedeHb
IpeNCTaBIIOTCS (HapaBisioTcs) GenepalbHbBIMUA OPraHaMH I'OCY IapCTBEHHOM BIIACTH,
OpraHamMH rocyJapCcTBEHHOHN BiacTu cyOwpekToB Poccmiickoii ®enepanuu, opraHaMu
MECTHOI'0  CaMOYIIpaBJICHHs] MYHHULMNAJIBHBIX 00pa3oBaHWW, I 0CymapCTBEHHBIM
AHTHHAPKOTUYECKMM KOMHMTETOM, AHTHHAPKOTUYECKUMH KOMHCCHUSIMH B CyOBeKTax
Poccuiickot @enepanyy, OOIIECTBEHHBIMH OOBEIUHEHUSIMH M OpraHU3alMUsAMH,
cyObeKTaMH OOpallleHUs] JIeKapCTBEHHBIX CPEACTB (mamee — 3asdBHMTENh) B
MuHHCTEPCTBO B MUCHMEHHOM (OpMe HIIH B (JOPME IIIEKTPOHHOI'O JJOKYMEHTA.

5. IlpennoxxeHuss O BKJIIOUYEHHH HHBIX JIEKAPCTBEHHBIX CPEICTB B IEPEYEHb
JOJDKHBI COEPXKATh CIIEAYIOLIY0 HHGOPMAITHIO:

1) HavMEHOBaHHE JIEKAPCTBEHHOTO CpeACTBa (TOProBOe, MEXIYHApPOIHOE
HEeMaTeHTOBAaHHOE, TIPYIIIHPOBOYHOE, XHUMHYECKOE) C YyKa3aHHeM JIeKapCTBEHHOM
bopmsr;

2) dapMakoJOrHYecKoe JIeHCTBHE NEKapCTBEHHOIO CPEACTBA, €ro CIIOCOOGHOCTD
BBI3BIBATH IIPUBBIKAHUE, IICUXUYECKYIO U (WIH) GU3UIECKYIO 3aBHCHMOCTE,

3) 3aduKCHpOBaHHBIE CIIyYaH HEMEIUIHHCKOIO NPHMEHEHHUs JIEKApCTBEHHOTO
cpencrBa (KOJIMYECTBO BBIABICHHBIX CIy4aeB, KaTerOPHH JIMIl, MCIOJIB3YIOUIAX
JIeKapCTBEHHBIE CPEACTBA B HEMENUIMHCKUX LEJIAX, CIOCOOBI H IOCIEACTBHUS
IPUMEHEHHS JIEKApCTBEHHOT'O CPEJICTBA);

4) 3a¢MKCHpOBaHHBIE CIy4aH HapyLIEHHH OpraHM3al[dsMU ONTOBOM TOPrOBIH
JIeKapCTBEHHBIMH CPEACTBaMHM, aNTEYHBIMU OpraHU3ALUSIMH H WHIAUBHIYTbHBIMH
NpeANPUHUMATEIIIMHA,  OCYIIECTBIAIOIIMMU  (papMalleBTUYECKYIO  OEATENbHOCTD,
YCTaHOBJIEHHBIX IIPaBUJI IIPOAAXKH JIEKAPCTBEHHOI'O CPEACTBA.

6. IIpemnoxeHrde O BKIIOYEHHUH HMHOTO JIEKAPCTBEHHOTO CPEACTBA B IIEpEYeHb
MOXET COAepXaTh MOIMOJHUTENFHO HHYI0O HH(MOpMAalHI0, KOTOpas, [0 MHEHHIO
3a4BHUTENSA, TakKXe OOOCHOBBIBAET HEOOXOAWMOCTH BKIJIIOUEHHUS COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO CPEJICTBA B NEPEYEHb.

¢ 3apeructpupoBaH MuHHCTEPCTBOM rocTHLMH Poccuiickoit ®enepaiuu 1 mons 2012 r., perucTpaumorHsii Ne 24438
3aperucTpupoBan MHHHCTEPCTBOM focTHLMH Poccuiickoit Depepaunn 15 mons 2013 r., peructpauionssii Ne 29064,
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7. Iloctynusume B MUHHCTEPCTBO B YCTAHOBJIEHHOM IOPSAIKE IPEIIOKEHHSA O
BKJIIOYEHUHM HHBIX JIEKAPCTBEHHBIX CPEACTB B IEepedYeHb B CPOK, HE IPEBBIIIAOLIMMA
20 pabounx nOHEH ¢ MOMEHTa MOCTYIUIEHMS B MMHHCTEPCTBO, IIpEABAPHUTEILHO
paccMaTpuBaroTcs JlemapTaMeHTOM JIEKapCTBEHHOTO OOECIeYeHHs U peryJIHpOBaHHS
obpameHuss MeIUUIMHCKUX wu3nenuii MunucrepctBa (mamee — J[lemapraMedT) Ha
IpeIMeT  OpeAcTaBlI€HHss B HUX  HeoOXomuMoro oObema  HHOOpMAIWH,
[IpelyCMOTPEHHOM myHKTOM 5 Hacrosmero [lopska.

B cnygae 1npuHATHA pelieHHS O JOCTATOYHOCTH IIPEICTaBIEHHOH B
IPENIOXKEHHH O BKIIOYEHHHM HHOIO JIEKAPCTBEHHOI'O CpPEACTBAa B  I€pPEYEHb
HMHPOpMALIMU TaKoe NpeJIOKEeHHe HalpaBisSeTCs Ha pacCCMOTPEHHE KOMUCCHHY.

JemapraMeHT  yBeJOMJIET  3asBUTENII O  pe3yibTaraX  pPacCMOTPEHHS
IOCTYIIMBILErO OT HEro MPEATIOKEHHS O BKIFOUEHHH HHOTO JIEKAPCTBEHHOTO CPECTBA B
nepeyeHb. B ciydae npuHATHA pemreHus o0 OTKase B Iepedade JOKYMEHTOB Ha
paccMOTpeHHEe KOMHUCCHUH 3asIBUTENH YBEIOMIISETCS O MPUYHHAX OTKA3a.

8. KpurepusaMu BKIIOYEHHS UHBIX JIEKAPCTBEHHBIX CpPEICTB B IE€peYeHb
SIBISIFOTCSL:

1) nmaHHBIE O IICHXOAaKTHBHOM BO3JEWCTBHH HA OPraHM3M dYeloBeka M (MIIH)
(QOpMHPOBaHMH CHMIITOMOB 3aBUCHUMOCTH (TICHXHYECKOM ¥ (WMH) (HU3UUECKOH) I pH
370yNOTpeOIEHNH UMK,

2) nmaHHBlE O HEMEIWIIMHCKOM IpuMeHeHHH B Gonee ueM 30 % cy6bekTax
Poccutickoii Penepanuy, cTeNeHb OOIIECTBEHHONW OMACHOCTH M YIPO3bl NPUYHHEHHS
Bpe/ia 3A0POBBIO;

3) BoCcTpeOOBaHHOCTh (COLMANbHAs 3HAYMMOCTD) JIEKAPCTBEHHOIO CPEACTBA IIPH
CTAal{HOHAPHOM UJIH aMOyJIaTOPHOM JIeYeHHH [Tal[IEHTOB.

9. Pemrenre o0 BKIIOYEHHHM WHOIO JIEKAPCTBEHHOI'O CpPEACTBA B II€PEYEHb
HNPUHUMAETCS KOMHCCHEN IIPHM YCTAaHOBIEHHUH COOTBETCTBHS JAaHHOTO JIEKAPCTBEHHOIO
CpelCTBa COBOKYITHOCTH KPHUTEPHEB, ONpeleNeHHBIX noanyHkramu 1,2,3 myHkTa 8
Hacrosiuiero Ilopsaxka.

10. Pemenrie KOMHCCHH O BKIIOYEHHH HHOTO JICKADCTBEHHOIO CpEACTBA B
IiepeYeHb HampasisgeTrcs B JlemapTaMeHT Ui NpOBeIeHHs AalibHeiled paboTel 1o
BKJIFOYEHHIO JIAHHOTO JIEKapCTBEHHOTO CPECTBA B IIEPEUEHb.



