[Tpukaz Munuctepcta 3apaBooxpanerus PO ot 11 uromnst 2017 r. N 4031 "OO0 yTBepKACHUH MTPABUII OTITYCKa
JIEKApPCTBEHHBIX TMPENApaTOB I MEAUIIMHCKOTO IPUMEHEHNS, B TOM YHCJIE UNMMYHOOHOIOTHYECKUX
JICKapCTBEHHBIX MTPENapaToB, aITCYHBIMHU OPraHU3alMsIMHI, HHINBUIYaIbHBIMHA TPEATPUHUMATEISIMHY,
MMEIOIIUMH JIMLEH3HIO Ha (papMaLeBTHYECKYIO AESTEILHOCTD"

B cootBercTBUM co craTheil 55 @enepansHoro 3akoHa ot 12 ampenst 2010 . N 61-03 "O6 obpameHnn
nexapcTBeHHbIX cpeacts" (CobOpanue 3akoHomaTenbcTBa Poccuiickoit @eneparum, 2010, N 16, cr. 1815; N 31,
ct. 4161; 2013; N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N 29, ct. 4388; 2016, N 27, ct. 4238), nyukrom 3
cratbu 12 ®enepanmbHoro 3akoHa ot 17 ceHrsops 1998 r. N 157-®3 "O06 wummyHONpoduIakTHKE
nHpexknnoHHbIX 6onesneit” (Codpanue 3akoHOoAaTeabcTBa Poccuiickoit @enepannu, 1998, N 38, cr. 4736; 2009,
N1, cr.21; 2013, N48, cr.6165) u noanyakramu 5.2.169, 5.2.183 IlomoxxeHuss o MHHUCTEPCTBE
3npaBooxpaHeHus Poccuiickoit denepannu, yTBep:kIeHHOro nocraHosieHueMm llpaBurensctBa Poccuiickoit
®denepannu ot 19 utons 2012 r. N 608 (Cobpanue 3akoHomarenbcrBa Poccuiickoit denepanuu, 2012, N 26,
cr. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477, N 22, cr. 2812; N 33, ct.4386; N 45, cr. 5822; 2014, N 12,
ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, cr. 4969; 2015, N 2, ct.491; N 12, cr. 1763; N 23, crt. 3333;
2016, N 2, ct. 325; N9, ct.1268; N 27, c1.4497; N 28, ct. 4741; N 34, ct. 5255; N 49, cr. 6922; 2017, N 7,
ct. 1066), nmprka3siBaro:

1. YTBepauTh mpaBmiia OTIYCKa JIEKAPCTBEHHBIX MPENapaToB A METUIIMHCKOTO NMPUMEHEHHUs, B TOM
Yrcie UMMYHOOHOJIOTHUECKHUX JIEKAPCTBEHHBIX MpENaparoB, alTeYHbIMU OPraHW3alUsIMU, WHAWBUAYaAIbHBIMH
MPEeANPUHUMATEISIMH, IMEIOIIMMH JIUIEH3UI0 Ha (hapMalleBTUUECKYIO JESITENbHOCTh, COTJIACHO IPHIIOKEHHUIO.

2. Ilpy3HaTh yTPaTUBIIUMHU CUITY:

npruka3 MUHHCTEpCTBa 3/paBOOXpaHEHMsS U coIMaibHOro pa3Butua Poccuiickoit ®enepanyu ot 14
nexadpss 2005 r. N 785 "O Ilopsiake oTmycka JIEKapCTBEHHBIX cpencTB" (3aperucTpupoBaH MUHUCTEPCTBOM
foctuin Poccuiickoit @eneparun 16 saapst 2006 r., peructpannonusiii N 7353);

npruka3 MUHHCTEpCTBa 3/paBOOXpaHEHMsS U COIMaibHOro pa3Butua Poccuiickoit ®enepanuu ot 24
anpenst 2006 r. N 302 "O BHeceHMM M3MEHEHHH B Mpuka3 MHUHHUCTEPCTBA 37PaBOOXPAHEHUS U COLIMATBHOTO
pasButus Poccmiickoit @enepanmu ot 14 gexabps 2005 r. N 785" (3apeructpupoBaH MUHHCTEPCTBOM FOCTUITUN
Poccwiickoiit @enepanuu 16 mas 2006 r., peructpanuonsbiii N 7842);

npuka3 MUHHCTEpCTBa 3/paBOOXpaHEHMsI M coluaibHOro pa3BuTHs Poccuiickoit ®depeparyuu ot 12
¢despaiss 2007 r. N 109 "O BHeceHnn n3MeHeHn B [lopsamok OTHyCcKa TEKapCTBEHHBIX CPEJNICTB, YTBEPKICHHBIN
prKa3oM MUHHUCTEPCTBA 3IPAaBOOXPAHEHHS U COIMALHOTO pa3BuTHs Poccuiickoit @enepannu ot 14 mexadps
2005 r. N 785" (3apeructpupoBan MunucTepcTBoM Ioctuniuu Poccuiickoit ®@enepanuu 30 maprta 2007 r.,
peructpanuonHbiii N 9198);

npuka3 MUHUCTEpCTBA 3APABOOXPAHEHHs] U coLMalbHOro paszButus Poccuiickoit ®denepanuu ot 6
asrycta 2007 r. N 521 "O BHeceHun uzmeHeHuit B [lopsimok oTmycka JeKapCTBEHHBIX CPEICTB, YTBEP)KIACHHBIN
nprka3oM MUHHCTEPCTBA 37paBOOXPAaHEHHS U COLMANbHOTO pa3BuTHs Poccuiickoit dexepannu ot 14 nexadpst
2005 r. N 785" (3apeructpupoBan MunuctepcTBoM roctuiinu Poccuiickoit ®enepanun 29 asrycra 2007 r.,
peructparnuonubiii N 10063).

Munuctp B.1. CkBopriosa

3apeructpupoBano B Muntocre PO 8 cenrsops 2017 r.
Perucrpanmonnsiiit N 48125

Ipunoxenue

K nprka3zy MUHHCTepPCTBA 3IPaBOOXPAHEHUS
Poccuiickoii ®enepannu

ot 11 urous1 2017 r. N 403u

IIpaBuia
OTILYyCKA JIEKAPCTBEHHBIX NPENapaTos JAJsl MeAMIMHCKOI0 IPMMEHEHHS], B TOM YHCJIe
HMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB, aNTeYHBIMH OPraHU3alUusIMH, HHIMBHAYATbHBIMHA
NpeANpPUHUMATEIAMH, HMEIOIIMMH JIHIEH3HI0 Ha (papManeBTHYeCKYIO 1esiTeTbHOCTD

I. Oﬁume TpeﬁOBaHI/lﬂ K OTIIYCKY JIEKAPCTBCHHBIX NMPEMapaToB 1Jsd MECAUIUHCKOT0 MIPUMEHCHU S

1. HaCTOHH_[I/Ie npaBujia ONpeaACIIIIOT MOPAAOK OTITYCKaA JICKAPCTBCHHBIX IMPEIIAPATOB IS MCIUITMHCKOT'O
MNPpUMCHCHHA, B TOM YHUCIIC I/IMMYHO6I/IOJ'IOI‘ HWYCCKHUX JICKAPCTBCHHBIX MPEIapaToOB (L[aﬂee - JICKApCTBCHHBIC
npenapaTLI), ANTCUYHBIMU OpTraHHU3allusAIMU U UHAWBUAYAJIbHBIMU NPCANPUHUMATCIIAMA, UMCIOIIUMHA JIMICH3UIO
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Ha (papMaIeBTHUECKYIO IEATEIBHOCTD (anee - CyOBEKTH PO3HHYHON TOProBin), 6e3 peunenta™(1l) u (i) mo
peLenTy Ha JICKapCTBCHHBIN NperapaT, BBIIMCAHHOMY B YCTAHOBICHHOM MOpsAKe™(2) MeTUIMHCKUMH
paOOTHUKaMM, a TakkKe @0 TpPeOOBAHUAM-HAKIAJHBIM OpIaHU3allUU, OCYLIECTBISIOMEH MEIUIMHCKYIO
NeSITEeNbHOCTD (Aajee - MEIUIMHCKAas OpraHu3alys), WIM HHAMBUIYAJIBHOIO IPENIPUHUMATENs, UMEIOLIETo
JUIEH3UIO Ha MEIUIMHCKYIO IESTEIbHOCTD (Jajiee COOTBETCTBEHHO - PELIENT, TpeOOBaHUE-HAKIIAIHAS).

2. OTmycK neKapCTBEHHBIX MPenapaToB 0e3 PeLenToB OCYIICCTBIISCTCS:

anTeKamy,

anTeYHbIMU MYHKTaMU;

anTeYHBIMU KHOCKaMH;

WHAWBUAYAIbHBIMM  NPEANPUHUMATENAMH, HMMEIOIIMMH  JIMLEH3HI0 Ha  (apManeBTHUECKYIO
NeSITEeNbHOCTS (fajiee - UHANBUAYAIbHBIN IPEeIIPUHUMATEb ).

3. OTnyck JeKapCTBEHHBIX NMPENapaToOB MO PEeIeNTaM OCYIECTBISETCS:

anTeKamy,

aNTEeYHbIMU IIYHKTaMH;

WHAWBUAYATbHBIME TMPEANpUHUMATEISIMA (32 HCKIIOYEHHEM OTIyCKa HApKOTHYECKUX CPEICTB U
MICUXOTPOMHBIX BEIIECTB, BKIIOYEHHBIX B IepeueHb HAPKOTHUYECKUX CPENCTB, NCHUXOTPOMHBIX BELIECTB U HX
MPEKypCOpPOB, MOAJEXKAIIUX KOHTpomto B Poccuiickoil @eaepauuy, YTBEPKACHHBIA [OCTAHOBJICHUEM
ITpaButensctBa Poccuiickoit @eneparuu oT 30 mions 1998 r. N 681*(3) (mamee cootBercTBeHHO - [lepeyens,
HapKOTHYECKHE U ICUXOTPOIHBIC JIEKAPCTBEHHBIE MPENapaThl).

OTnyck HapKOTUYECKUX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB MO PELENTaM OCYLIECTBISETCS
anTeKaMyd M anTEeYHbIMM IIYHKTaMM, MMEIOIIMMH JIMLECH3UI0 Ha JESITEIbHOCTh IO O0OPOTY HAPKOTUYECKUX
CPEICTB, ICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB, KyJIbTUBUPOBAHUIO HAPKOCOAECPKAIIUX PACTEHUI.

OTnyck HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB M0 PEeLENTaM OCYLIECTBISIETCS alTeKaMu
U anTe4YHBIMHU ITyHKTAMHU.

4. Tlo peuenrtaM, BBIMMCAHHBIM Ha pelenTypHbIX Omankax Gopmbel N 107/y-HIT*(4), ormyckarorcs
HapKOTHYECKHE U MCUXOTPOIHbIE JIeKapCTBEHHBIE MIpenaparhl, BHeceHHbIE B CIUCOK HApKOTHYECKUX CPEICTB U
TICUXOTPOIHBIX BEIIECTB, 000POT KOTOPBIX B Poccuiickoit Dexeparyiv orpaHideH M B OTHOIICHHWH KOTOPBIX
YCTAaHABIMBAIOTCSI MEpPbl KOHTPOJII B COOTBETCTBHUM C 3aKoHonaTenbcTBOM Poccuiickoin @Pepepanuu u
MeXTyHapOoIHBIMU noroBopamu Poccuiickoit @enepanuun (cnvicok II), [epeuns (mamee - HapKOTHYECKHE H
NICUXOTPOIHbIE JIEKapCTBEHHbIE Ipemnaparbl chucka II), 3a MCKIOUCHHEM HApPKOTHYECKHX U IICUXOTPOIHBIX
JICKapCTBEHHBIX NIPENIApaTOB B BUIE TPAHCAECPMAIbHBIX TEPAIEBTHUECKUX CUCTEM.

[To peneniTam, BBITUCAHHBIM Ha pelienTypHbIX Onankax Gopmel N 148-1/y-88, ormyckatores™(5):

MICUXOTPONHBIE JIEKAPCTBEHHBIC IMpenapaThl, BHeceHHbIe B CIHCOK TICHXOTPOITHBIX BEIIECTB, 000pPOT
KoTOpbIX B Poccuiickoit denepanuu orpaHUuEH U B OTHOLIEHUH KOTOPBIX JOIMYCKAETCSl UCKIIFOUEHHUE HEKOTOPBIX
MEp KOHTpOJII B COOTBETCTBMM C 3aKOHOJaTelbCcTBOM Poccuiickoit ®expepaniii U MEXIAYHAPOIHBIMU
norosopamu Poccuiickoit ®enepanun  (crimcox III), Ilepeunss (majee - TCHXOTPOIIHBIE JIEKAPCTBEHHBIE
niperrapatsl crimcka I11);

HapKOTHYECKHE M TICUXOTPOIHBIE JIEKApCTBEHHBIE Tpemaparhl crucka Il B Buae TpaHcaepMalbHBIX
TEpareBTUYECKUX CUCTEM;

JICKApCTBEHHBIC ITIpenapaTthl, BKIIOUYCHHbIE B MEPEUYCHb JIEKAPCTBEHHBIX CPEICTB Ui MEIUIIMHCKOTO
NPUMEHEHHUS, NOMISKANIMX MPEJIMETHO-KOINYECTBEHHOMY y4ery™(6), 3a HMCKIIOYEHHEM JIeKapCTBEHHBIX
MpernapaToB, yKa3aHHBIX B a03alax MepBOM M TPETheM HACTOSIIEro MyHKTa, W JEKapCTBEHHBIX IpPEnaparos,
OTITyCKaeMbIX 0e3 pelenra (jajee - JIeKapcTBEHHBIC Mpenaparhl, MOAJIeKAIIUe MPEMETHO-KOIMUECTBEHHOMY
y4ery);

JIEKapCTBEHHBIC Tpernapathl, 00Jafarole aHa0oIMUeCKOH aKTHBHOCTBIO (B COOTBETCTBHU C OCHOBHBIM
(dapMakooruueckuM  AecTBHEM)*(7) M OTHOCAIIMECS 10  aHATOMO-TEPANEBTUYECKO-XMMUYIECKOH
KIIacCU(pUKAINKN, pPEKOMEHIoBaHHOW BcemupHOlW opranuzammeit 3npaBooxpanenus (nmanee - ATX), k
aHabommueckuMm crepouaam (kox Al14A) (mamee - JIeKapcCTBEHHBIE IMpemapaThl, oOyajgarommue aHaboInIecKon
AKTUBHOCTBIO);

JIEKapCTBEHHBIC TMpenaparhl, yKa3zaHHble B nyHkre 5 Ilopsaka oTmycka (QU3HYECKHM JIMLAM
JIEKapCTBEHHBIX IIPENaparoB JUIsl MEAWIMHCKOTO TPUMEHEHHS, COAEpXkKalluX KpOME MallbIX KOJNYECTB
HApKOTHYECKHUX CPECTB, ICHXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB JIpyrue (HapMakoJIOTHIECKUE aKTHBHBIC
BEIIECTBA, YTBEPAKIAEHHOIO MprKka3oM MUHUCTEPCTBA 3APABOOXPAHEHHS U COIMAIBHOTO pa3BuTus Poccuiickoi
Ddeneparyn ot 17 mast 2012 r. N 562u*(8);

JIEKapCTBEHHbIE TIpenapaTrhbl, M3rOTABIMBAaEMBIE [0 PELENTYy Ha JIEKApCTBEHHBIN Ipemapar H
COJIEpKallle HAPKOTUYECKOE CPEACTBO WIJIM MCUXOTPOIHOE BEHIECTBO, BHeceHHOe B criucok [l Ilepeuns, u
npyrue ¢GapMakoJOrHYecKue aKTUBHBIC BEIIECTBA B JI03€, HE MPEBBIIIAIONICH BBICIIYIO PAa30BYIO 103y, U IPH
YCIOBUH, YTO OTOT KOMOWMHHUPOBAHHBIA JIEKAPCTBEHHBIH Tpemnapar He SBISETCS HAPKOTHUECKUM WM
[ICUXOTPOIHBIM JIEKAPCTBEHHBIM IpenapaToM crucka II.

[lo peuentam, BBINMCAHHBIM Ha pelenTypHbIX Onankax Qopmbl N 148-1/y-04 (;1) wmm dopmbr
N 148-1/y-06 (:1), oTImycKaroTCs JIeKapCTBEHHbIE MpenapaThl, BBIUCHIBAEMbIE TPaKJaHaM, HMEIOIIUM MIPaBo Ha


garantf1://12012176.1000/
garantf1://12012176.0/
garantf1://70116050.1000/
garantf1://70116050.1000/
garantf1://12012176.222/
garantf1://70304898.2001/
garantf1://12012176.333/
garantf1://12012176.222/
garantf1://70084474.1005/
garantf1://70084474.0/
garantf1://12012176.222/
garantf1://70304898.2003/
garantf1://70304898.2004/
garantf1://70304898.2004/
garantf1://70304898.2004/

OecriaTHOE MOJTYYEHHE JIEKAPCTBEHHBIX MPEMapaToB WIIH MOJyYEeHUE JIEKAPCTBEHHBIX MPEIapaToB CO CKHUIKOM
(manee - IekapcTBEHHbIE MTpeNapaThl, OTIyCKaeMble OECIIIIATHO MM CO CKUJIKOM).

ITo pemenTam, BBITMCAHHBIM Ha peHenTypHbIX Onankax dopmer N 107-1/y, oTmyckaioTcs WHBIE
JIEKapCTBEHHBIE TpenapaThl, HE yKa3aHHbIE B a03arax IMepBOM, TPEThEM - JEBSTOM HACTOSAIIETO MyHKTa, 3a
UCKJTIOUCHHUEM JICKAPCTBEHHBIX MIPENapaToB, OTIYCKaeMbIX 0e3 pelenTa.

5. OTmyck JeKapCTBEHHBIX NPENapaToB, He YKa3aHHBIX B MyHKTE 4 HacTosmux [IpaBui, B COOTBETCTBUH
C MHCTPYKIHSAMH TI0 X MEAUIIMHCKOMY TTPHUMEHEHHUIO OCYIIECTBIIIETCS 0€3 PEIenTOoB.

6. OTmyck JIeKapcTBEHHBIX MpPENapaToB OCYILECTBISETCS B TEUEHHE YKA3aHHOTO B PELENTE CPOKa €ro
JEHCTBUS IIpH 0OPAIICHUH JIHLA K CyOBEKTY PO3HUYHOM TOPTOBIIH.

B cmydae orcyrcTBHS y cyOBEKTa POSHHYHOW TOPTOBIW JIEKAPCTBEHHOTO IIperapaTa, YKa3aHHOTO B
penenite, pu oOpaIieHUN JIHNA K CYOBEKTYy PO3HUYHON TOPTOBIHM PEIENT NMPUHUMAETCS Ha OOCITy)KWBaHUE B
CIIEAYIOIINE CPOKH (Jaiee ~-OTCpOUeHHOE 00CTyKUBaHKE):

penent ¢ momeTkoi "statim" (HeMemsieHHO) 0OCTyXHBaeTcs B T€UEHHE OJHOTO pabodero AHS CO THS
oOpareHus Tuma K CyObeKTy POSHHYHON TOPTOBIIH;

peuent ¢ moMeTKoH "cito" (cpouHo) 0OCITy:KUBaeTCsl B Te€UEHUE ABYX pabouux THEW co AHA oOpaleHus
T K CyObEKTY PO3HUYHON TOPTOBIIH;

penent Ha IEeKapCTBEHHBIM MpemnapaT, BXOMSAIMWNA B MHUHUMANBHBI aCCOPTUMEHT JIEKapCTBEHHBIX
NpernaparoB Uil MEIUIMHCKOTO TPHUMEHEHHs, HEOOXOAWMBIX Uil OKa3aHWs MEAMIMHCKOW mnomorn™(9),
00CITy’)KUBAaeTCs B TEUEHHE AT paboUnX JHEW co IHS oOpalleHus Iuia K CyObeKTy POZHUYHOW TOPTOBIIH;

penenT Ha JIGKapCTBEHHBII NpemnapaT, OTIyCKaeMbId OECIIaTHO WM CO CKUAKOW W HE BOIICIIINNA B
MUHUMAIIbHBIH aCCOPTHMEHT JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO MMPUMEHEHUS, HEOOXOIUMBIX IS
OKa3aHUsl MEJUIIMHCKON ITOMOIIH, 00CITY>)KUBAETCsl B TCUCHUE JCCITH pa004YMX THEH O JAHS OOpalIeHUs JIHIa K
CyOBEeKTY POZHUYHOUN TOPTOBIIH;

peuenTsl Ha JIEKapCTBEHHBIC IIperaparhl, Ha3HadaeMble TI0 PEmICHHI0 BpadyeOHOW KOMHUCCHH,
OOCITy’)KUBAIOTCSI B TCUCHHE IMSATHAALATH pabouyMx AHEH co IHS oOpalleHHs JHLa K CYObEKTy PO3HHUYHOU
TOPTOBJIH.

3anperniaercss OTIYCKaTh JIEKApPCTBEHHBIC MPEMapaThl 10 PelenTaM ¢ MCTEKIINM CPOKOM AEWCTBUS, 3a
WCKITIOYCHWEM CITydasi, KOTJa CPOK IEHCTBHSA pEeIlenTa HCTEeK B TEpUOJ HAXOXKICHHS €ro Ha OTCPOYESHHOM
00CITy)KHBaHHU.

[Ipu ncTedeHnn cpoka MEHCTBHSI pellenTa B Mepro]l HaXOXKISHHS €0 Ha OTCPOYEHHOM OOCTYKUBaHHUH
OTITYCK JIEKAPCTBEHHOTO TIpeTapaTa 1o TaKOMY PEIenTy OCyIIecTBIsAeTcs 0e3 ero nepeoGopmieHus.

7. JlexapcTBeHHbIE MpenapaThl OTIIYCKAIOTCS B KOJIMYECTBE, YKa3aHHOM B pelenTe, 3a UCKII0UYEHHUEM
CIIy4aeB, KOTJa /s JIKapCTBEHHOTO Ipernapara YCTaHOBJIEHBI MPEeebHO JOMYyCTUMOE UM PEKOMEHI0BAaHHOE
KOJIMYECTRO JIJIsl BRIMTHCHIBAHUS Ha ofuH penent™(10).

HpI/I MMPEABABIICHUN PELLCITa C MNPCBBIMCHHUEM IPEACIbHO JOIMYCTUMOI'O WJINM PEKOMCHIOBAHHOI'O
KOJINYECTBa JIEKAPCTBEHHOTO IperapaTa JJisl BHIMKACHIBAHKS HAa OJUH pelent QapMmaieBTHUeCKHid pabOTHUK
nHGOPMUPYET 00 OSTOM JIMIO, TPEACTABUBIINEE PELENT, PYKOBOAMTEIS COOTBETCTBYIONIEH MEIUIIMHCKON
OpraHM3allid W OTITYCKAaeT YKa3aHHOMY JIUIy YCTaHOBJIEHHOE COOTBETCTBEHHO MPENENBbHO IOIyCTUMOE HIIN
PEKOMEH/IOBAHHOE KOJIHMYECTBO JIEKAPCTBEHHOTO TMperapara JUis BBINKACBIBAHMS Ha OJMH PEHenT C
MIPOCTABJIICHUEM COOTBETCTBYIOIIEH OTMETKHU B PELIEIITE.

[Ipu Hanmuum y cyObekTa pO3HUYHOI TOPTOBIIM JIEKAPCTBEHHOTO IMperapara ¢ JO3UPOBKOW, OTIUIHOM
OT JO3MPOBKHM JIEKAPCTBEHHOT'O TMpernapaTa, yKa3aHHOW B pelenTe, OTIYCK HMEIOIIErocs JIEKapCTBEHHOTO
rperapara JI0IMyCKaeTcsl, €ClIi JO3UPOBKA TAKOTO JIEKAPCTBEHHOT'O Mperapara MEeHbIIe J03UPOBKH, YKa3aHHOM B
penenrte. B TakoMm ciydae OCYIIECTBISIETCS IepecueT KOJINYEeCTBa JIEKApCTBEHHOTO Mperapara ¢ Y4eToM Kypca
JICYEHHS, YKa3aHHOTO B pelernTe.

B ciiyuae ecnm 103upoBKa JIEKapCTBEHHOTO TpernaparTa, MMEIOIIErocs y CyobekTa po3HUYHON TOPTOBIIH,
MPEBBIIIIAET JIO3UPOBKY JICKAPCTBEHHOTO TIperapara, yKa3aHHY0 B peIenTte, pemeHue 00 OTIycKe
JIEKapCTBEHHOT O TperapaTa ¢ TaKOW JO3UPOBKOW MPUHUMAET METUITMHCKIM PAOOTHHK, BBITIMICABIINI PEIIETIT.

8. OTmycK JIEKapCTBEHHOTO Tperapara OCyIIeCTBISETCS B MEPBUYHON M BTOPHUYHON (ITOTPEOUTETHCKOMN)
yIaKOBKaX, MapKHPOBKa KOTOPBIX JIOJDKHA OTBe4aThb TpeOoBaHWsM craThu 46 (dexepanbHOro 3akoHa ot 12
ampernst 2010 . N 61-®3 "O6 obpamenun nekapcTBeHHBIX cpeicTB"*(11), a ymakoBka uisi HAPKOTHYECKUX U
TICUXOTPOTHBIX JIEKAPCTBEHHBIX TpenaparoB crucka Il - tpeGoBanmsMm myHkTa 3 crtaten 27 DemepanbHOTO
3akoHa oT 8 siHBapst 1998 . N 3-03 "O HapKOTHUECKHUX CPEICTBAX U MCHMXOTPOITHBIX BernecTBax"*(12).

Hapymenne nepBUYHON yHakOBKH JIEKapCTBEHHOTO IIperapaTa MpH ero OTIYCKe 3alpeIacTcs.

Hapymenne BTOpHYHOH (MOTPEOMTENHCKOM) YIAKOBKM JIEKAPCTBEHHOI'O Ipemapara W OTIYCK
JIEKapCTBEHHOTO TpemnapaTa B MEPBUYHOM YHMaKOBKE JOIMYCKAETCs B CIydae, €CIM KOJHUYECTBO JIEKAPCTBEHHOTO
npemnapara, yKa3aHHOE B peLenTe WM HEOOXOAMMOE JIMILy, IPHOOpeTaroneMy JIEKapCTBEHHBIHN mpenapar (mpu
0e3penenTypHoM OTITYCKE), MEHBIIE KOJMYECTBA JICKAPCTBEHHOTO Mpernapara, COAep)Kallerocsi BO BTOPUYHON
(moTpebuTEeNnbCKOM) yIakoBKe. B TakoM ciydae TIpH OTIYCKE JIEKAPCTBEHHOTO TMperapara JHILy,
proOpeTaronieMy JIeKapCTBEHHBIM TMpemapar, MpeAoCTaBisieTcss HWHCTPYKIMS (KOMHS WHCTPYKIUH) TIO0
MPUMEHEHHUIO OTIIyCKAaeMOTO JIEKapCTBEHHOI0O TIpenapara.
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9. Ilpu oTmycke JEKapCTBEHHBIX IIPENapaToB IO pelenty (apManeBTHYECKHH pabOTHHK MPOCTaBISET
OTMETKY Ha peLente 00 OTITyCKe JIeKapCTBEHHOT'0 MperapaTa ¢ yKa3aHueM:

HaMEHOBaHUS alTCYHON opraHm3auu ((haMmiIny, IMEHH, OTYECTBA (TIPU HATWYNH) HHANBUIYATLHOTO
MIPEATPUHUMATETIS);

TOProBOr0 HAUMEHOBAHHMS, TO3UPOBKH U KOJIMYECTBA OTHYIIEHHOTO JIEKAPCTBEHHOTO Npenapara;

(dbamuny, UMeHH, oTYecTBa (IPU HAJIMYMHN) MEJUIMHCKOTO pabOTHUKA B CIy4Yasx, yKa3aHHBIX B a03alle
YeTBEPTOM ITyHKTa 7 | ab3are TpeThbeM myHkTa 10 Hactosmux [Ipasu;

PEKBHU3UTOB JOKYMEHTA, YIOCTOBEPSIOIIEr0 JMUHOCTD JIMIIA, MOJYyYUBIIETO JIEKAPCTBEHHBIN Npenapar, B
cirydae, ykazanHoM B nyHkTe 20 Hactosmmux [IpaBm;

(amunun, wMeHu, otdecTBa (MpWM HamW4uWMH) (apMameBTUYECKOTO pabOTHHKA, OTITyCTHUBIIETO
JICKapCTBEHHBIN Npenapar, U ero MoJIKCH;

JIaThl OTITyCKa JIEKapCTBEHHOTO Mpernapara.

10. IIpu oTmycke JIeKapCTBEHHBIX IPENapaToB IO PELENTy, BHINMCAHHOMY Ha PELENTYPHOM OlaHkKe
dopmer N 107-1/y, cpok mecTBHS KOTOPOTO COCTaBisieT omuH rox*(13), u B KOTOpOM yKa3aHbI MEPUOMABI U
KOJIMYECTBO OTIMYyCKa JICKAPCTBEHHOTO Ipenapata (B KaXAbIM MEpPHOI), PEUenT BO3BpAIAeTCs JIMILY,
npuoOpeTaroleMy JIeKapCTBEHHBI Mpemnapar, ¢ OTMETKOW, CoAepiKallell CBEICHHUs, yKa3aHHbIE B IyHKTE 9
Hactosimux [IpaBui.

[Ipu ouepenHoM oOpaleHNH KA K CYyObEKTY POZHUYHOW TOPTOBIIH C JAHHBIM PELIETITOM YUYUTHIBAIOTCS
OTMETKH O TPEeABIIYIIEM OTIyCKE JIEKApCTBEHHOTO MpernapaTa 1Mo TaKoMYy PELenTy W B Ciiydae NMPUOOpETCHHUS
JIMIIOM KOJIMYECTBa JIEKAPCTBEHHOI'O IIperapaTa, COOTBETCTBYIOIIEIO0 MaKCUMAaIbHOMY KOJHYECTBY, YKa3aHHOMY
MEAHULIUHCKUM pPaOOTHHUKOM B peUenTe, a TaKXkKe I10 HMCTEYEHHH CpOKa IEHCTBUSI peLenTa, Ha pelemnTe
MpocTaBisgeTcs mrami "JlekapCcTBeHHBIN MpenapaT OTIyIIEeH" U pelenT BO3BpaIiacTcs JIUILy.

EnnHoBpeMeHHBIN OTIYCK JIEKapCTBEHHOI'O IpernapaTra IO PELENTy, BBHIIMCAHHOMY Ha PELENTypHOM
onanke Gopmer N 107-1/y, cpok JeCTBUSI KOTOPOTO COCTABIsIeT OfUH oA *(13), 1 B KOTOPOM yKa3aHbI MEPHOIbI
Y KOJIMYECTBO OTITyCKa JIEKAPCTBEHHOT'O Mpernapara (B KaxX/Iblil meproJ), JoMycKaeTcs TOJIbKO MO COTJIacOBaHHUIO
C MEJMIWHCKIM Pa0OTHHKOM, BHIHACABIINM PEICIIT.

11. IIpn oTmycke JIeKapCTBEHHBIX MPENapaToB IO PELENTy, BHINMCAHHOMY Ha pPELenTypHOM OJaHke
tdhopmbr N 148-1/y-04 (1) umm dhopmer N 148-1/y-06 (i1), 3armoHEHHBIH KOPEIIOK TaKOTO peIenTa IepeaaeTcs
(hapMarieBTHIeCKUM pabOTHUKOM JIHILY, TPHOOpeTatoiieMy (TIoIydaroneMy) JIeKapCTBEHHbIC TIperaparhl.

12. Tlpu oTmycKke HAPKOTUYECKOTO M IMCUXOTPOIMHOIO JIEKAPCTBEHHOTIO Mpemnapara crucka Il Ha penente
00 OTIIycKe JIEKapCTBEHHOI'O Iperapara MPOCTABISIETCS IedyaTh anTeKHd WM aNTeYHOTO IIyHKTa, B KOTOPOH
YKa3aHO UX MOJIHOE HaMMEHOBaHUeE (TMpU HAJTMYUU TIeYaTH).

13. Tlpu oTmycke MMMYHOOHOJOTMYECKOTO JIEKAPCTBEHHOTO Tpernapara Ha pelenTe WM KOpEIIKe
perenTa, KOTOPbIH OCTaeTCs y JIULA, IPUOOPETArOIETo (IOTy4aroIero) JIeKapCTBEHHBIN Mpenapar, yKa3blBaeTCsI
TOYHOE BpeMs (B yacax M MUHYTax) OTITyCKa JIEKAPCTBEHHOTO MpemnapaTa.

OTnyck ~ UMMYHOOMOJIOTHYECKOTO  JIEKApCTBEHHOTO  Tpemapara  OCYIIECTBISETCS  JIUILY,
npuoOperatomieMy  (ToylyvyarolieMy) JICKapCTBEHHBIH INpenapar, 0OpU HAJIUMYUM y HEro CIEHUaIbHOTO
TEPMOKOHTEWHEepa, B KOTOPBII IMOMELIaeTcsl JIEKApCTBEHHBIH MpenapaTr, ¢ pa3bsICHEHHEM HEO00XOANMOCTH
JOCTAaBKM JIaHHOTO JIEKAPCTBEHHOTO MpernapaTa B MEIUIIMHCKYIO OpPTaHM3alMIO MPH YCIOBHUM XpaHEHHA B
CHELMAILHOM TEPMOKOHTEHHEPE B CPOK, HE MPEBBIIAIONINI 48 4acoB HoOcIIe ero NpuoOpeTeHusl.

14. OcraroTcst U XpaHATCcsl y CyOBbeKTa PO3HHYHON TOProBIM peuentsbl (¢ oTMeTkoil "JlekapcTBeHHBIN
mpernapar oTmIyIieH") Ha:

HapKOTHYECKHE U ICUXOTPOITHbIE JIEKAPCTBEHHBIE Mperaparsl crircka I, ICUXoTpomnHbIe IeKapCTBEHHbIE
npemnaparsl ciiicka Il - B TeueHune msTu Jier;

JIEKapCTBEHHBIE TIPEMapaThl, OTIYCKaeMble OECIUIaTHO WITH CO CKUAKOM, - B TEYEHUE TPEX JIET;

KOMOWHHpOBaHHBIE JICKAPCTBEHHBIE IpenapaThl, CoJepKallue HAapKOTHUECKUE CpeICTBA  WIH
NICUXOTpONHbIe BemlecTBa, BHeceHHbIe B criucku [ u III Tlepeunsi, M3roToBieHHbIE B anTeYHOH OpraHU3aluy,
JICKapCTBEHHBIE IIperapaThl, oOyiafaroniue aHabONMYecKOW aKTUBHOCTBIO, JICKAPCTBEHHBIE IPENaparthl,
MO/ITIEKAIIHE TPEIMETHO-KOJTNIECTBEHHOMY YYETY, - B TEUCHHE TPEX JIET;

JIEKApCTBEHHBIC TpenapaThl B JKUIKOW JIeKapCTBEHHOW Qopme, comepxkamue Oonee 15% sTtuiioBoro
cnupTa OT 00beMa TOTOBOM MNPOAYKLMM, HHbBIE JIEKapCTBEHHBbIE Ipemaparhl, oTHocsmuecs nmo ATX «k
aHTHIcuXotudeckuMm cpeactBam (kox NOSA), ankcuomutukaMm (kox NOS5B), CHOTBOpPHBIM M CEIAaTHBHBIM
cpeactBam (kox NOS5SC), antunenpeccantam (koxg NO6A) m He MoyIekKaIIue MPEIMETHO-KOJIMIECTBEHHOMY
yUeTy, - B TEYEHUE TPEX MECSILIEB.

15. Penentsl, He yka3aHHble B IyHKTe 14 HacTosmux [IpaBun, otmeuarorcs mrammnoMm "JlekapcTBeHHBIN
Mperapar OTIyIIeH" 1 BO3BPAIIAIOTCS JIUILY, TOTYyYHBIIEMY JIEKAPCTBEHHBIN MTpermapar.

PenenThl, BBINMMCAHHBIE C HAPYLNIEHHEM YCTAHOBJICHHBIX MpaBui*(14), perucTpupyrorcs B )KypHaje, B
KOTOPOM YKa3bIBAalOTCSl BBISBJICHHBIC HapylleHuss B oQopmMieHuHM penenta, (GaMuius, UMs, OTYECTBO (MpH
HAIMYHMK) MEJUIIMHCKOTO pPaOOTHHMKA, BBHIMHCABIIETO pELENT, HAaMMEHOBaHHE MEAMIMHCKON OpraHu3alu,
MIPUHATHIE MEPHI, OTMEUAIOTCS MTaMIIOM "PerienT HenmelcTBUTENEeH" M BO3BPAIIAIOTCS JHUITY, MPEACTABUBIIIEMY
peuent. O Qakrax HapymeHus npaBui opOPMIICHUS PELENTOB CYObEKT PO3HUYHOM TOProOBIM HH(POPMHPYET
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PYKOBOJUTEISI COOTBETCTBYIOIICH METUIIMHCKOW OpTraHU3aIluH.

16. Tlpu oTmycke JIGKapCTBEHHOTO mpemnaparta (apmareBTHYecKuil pabOTHHK WHGOPMHUPYET JIHIIO,
npuobperaroiee (moayvaroliee) JIeKapCTBeHHBIN Tpenapar, 0 peXXuMe U 103aX ero MpueMa, IpaBuiiaXx XpaHeHHsI
B JIOMAITHUX YCIIOBHSX, O B3aUMOJICHCTBUH C IPYTUMH JICKAPCTBEHHBIMU MPETIapaTaMH.

17. Tlpu oTmycke JIEKapCTBEHHOTO IpenapaTa (apMaleBTUIeCKuii pa0OTHUK HE BIIPAaBE MPEIOCTABIIAThH
HEJOCTOBEPHYIO W (WJIM) HEMOJHYI HH(POPMALMI0O O HAJIWYMKM JICKAPCTBEHHBIX IPEMapaTroB, BKIIOYAs
JICKapCTBEHHBIC MpenapaThl, UMEIOIINE OJMHAKOBOE MEKIYHAPOJHOE HEMATCHTOBAHHOE HAUMEHOBAHHE, B TOM
Yrciie CKPhIBATh HHPOPMAIIHIO O HATMYHMHU JIEKAPCTBEHHBIX MPEMapaToB, UMEIONIUX Oojice HU3KYIO MeHy ™ (15).

18. 3anpemaercs ornyck (aabCHUPUIIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX M  KOHTpPa(aKTHBIX
JIEKapCTBEHHBIX IpernapaToB™(16).

II. TpeOoBaHUA K OTHYCKY HAPKOTUYECKHUX U NICUXOTPOINHBIX JIEKAPCTBEHHBIX NPENapaTos,
JIEKAPCTBEHHBIX NPENnapaToB, 00,1aJa0UIUX AHA00IUYECKOH AKTUBHOCTHI0, HHBIX JIEKAPCTBEHHBIX
NnpenapaToB, NOJJIEKAIMMX NPeAMETHO-KOJINYECTBEHHOMY YUeTy

19. Ortnyck HapKOTHMYECKMX W ICHUXOTPOINHBIX JIEKAPCTBEHHBIX MPENaparoB, JEKapCTBEHHBIX
IpenapaToB, O00JaNalOIIMX aHA0OJIMYECKOHM aKTUBHOCTBIO, JIEKAPCTBEHHBIX IIPENaparoB, MOAJIEKAIINX
MPEeIMETHO-KOJMUECTBEHHOMY Y4YeTy, OCYyLIecTBiseTcsl (hapManeBTUYECKMMU PaOOTHUKAMHM, 3aHHMAIOIIUMHU
JOJDKHOCTH, BKJIOYEHHBIE B IIepeueHb JODKHOCTEH (apMaleBTHYECKHMX W MEAWIUHCKUX DPaOOTHHKOB B
OpraHu3alysiX, KOTOPBIM MPENOCTABICHO IPAaBO OTIYCKAa HAPKOTHYECKUX JICKAPCTBEHHBIX NpENapaToB U
NICUXOTPONHBIX JICKAPCTBEHHBIX MpPENapaToB (U3MYECKUM JIMIAM, YTBEP)KICHHBIH NpHKa3oM MHUHHCTEpCTBa
3npaBooxpanenusi Poccuiickoit @epepanuu ot 7 centsiops 2016 r. N 681u (3apeructpupoBad MUHHCTEPCTBOM
foctuin Poccuiickoit @eaeparin 21 centsiops 2016 r., peructpaimonnsiii N 43748).

20. HapkoTuyeckne M MCUXOTPOMNHBIE JEKAPCTBEHHBbIE MNpenapaTsl crnucka I, 3a HCKIOYEHUEM
JIEKapCTBEHHBIX IpENapaToB B BHJAE TPAHCACPMAIBHBIX TEPAlIEeBTUUYECKUX CHUCTEM, OTIIyCKAIOTCS MpH
MpPEeIbABICHUN JOKYMEHTA, YJIOCTOBEPSIOIIECTO JIMYHOCTh, JIMILy, YKa3aHHOMY B peLenTe, €ro 3aKOHHOMY
npencrasutento™(17) wim nuiy, umermemMy oQOpMIICHHYIO B COOTBETCTBHHU € 3aKOHOAATEILCTBOM PoccHiickoi
denepany JOBEPEHHOCTh Ha IPABO IONYYEHHsS] TAaKUX HAPKOTUUECKUMX W TCHXOTPOIHBIX JIEKapCTBEHHBIX
MIpernapaTos.

21. HapkoTmdeckne W TICUXOTPOITHBIC JIEKapCTBEHHBIE Tpemaparsl crucka [ (3a HCKIoYeHHeM
JICKApCTBEHHBIX IPENapaToB B BUIAC TPAHCACPMAIbHBIX TEPANEBTHYECKUX CHCTEM), IMpEIHA3HAYCHHBIC IS
rpaXJaH, WMCIOIMX NpaBO Ha OeCIUIaATHOE IOJyYeHHE JIEKAPCTBEHHBIX MpPEnapaToB WIM MOJTy4YeHHE
JIEKapCTBEHHBIX IIPENapaToB €O CKUAKOW, OTITyCKAlOTCS TPH MPEABSBICHUM pELENTa, BBIMTMCAHHOIO Ha
peuentypaom Omanke (opmbl N 107/y-HII, m penenra, BBIIMCAHHOTO HA PELENTYpHOM OJlaHKE (OPMBI
N 148-1/y-04 (;1) mmm popmer N 148-1/y-06 ().

JlexapcTBeHHBIE TIpeNapaTthl, yKa3aHHbIe B a03alax TPeThbeM - BOCBMOM ITyHKTa 4 Hactosmux [IpaBu,
MpeqHa3HadeHHbIE IS MPaXJaH, UMEIOIIUX MPaBO Ha IOJIyYEHHE JIEKAPCTBEHHBIX MpPENapaToB, OTIYCKAEMBIX
0ecIuIaTHO WIJIM CO CKUIKOW, OTIYCKAIOTCS IPU NPEAbSIBICHIH PELEITa, BHIIUCAHHOTO Ha PELEeNTYPHOM OaHKe
(dopmbr N 148-1/y-88, u perenta, BHITUCAHHOTO Ha perentypHoM Onanke Gopmbl N 148-1/y-04 (1) unm Gpopmbl
N 148-1/y-06 (x).

22. Tlocne oTmycka HapKOTUYECKHX W IICUXOTPOIHBIX JIEKapCTBEHHBIX IpemnaparoB crucka I, B Tom
YHclie B BUAE TPAHCIEPMAIbHBIX TEPAIEBTUYECKUX CUCTEM, ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB CIIHMCKa
Il muiy, momy4yuBIIeMy JIeKapCTBEHHBIN Mpenapar, BbIIaeTCsl CUTHATYpa C JKEITOH MOJI0Coil B BEpXHEH 4acTu U
HA/AMUCHIO YepHBIM Wpu(TOM Ha Hel "Currarypa’, B KOTOPOH yKa3bIBaIOTCS:

HauMEHOBaHUE U aJpec MECTOHAXOXKJCHHS allTeKH MM allTeYHOT0 MYHKTA;

HOMEp | JlaTa BBIITUCAHHOTO PEIEeNTa;

(dbamuus, UMs, 0TYECTBO (TIPH HANWYMH) JIMLA, U1l KOTOPOro MpeJHa3Ha4YeH JeKapCTBEHHbII Npemnapar,
€ro BO3pacT;

HOMEp MEIUIIMHCKOW KapThl TAIMeHTa, MOJYYarollero MEIWIIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX
YCIOBHSIX, 711 KOTOPOTO NPEAHAa3HAYEH JIEKAPCTBEHHBIN MIpEnapar;

dbamunusi, UM, OTYECTBO (NIPH HAIWYMH) MEIULIMHCKOTO Pa0OTHHMKA, BBIIMCABIIETO PELENT, €ro
KOHTaKTHBIH TejedoH a1bo TeneoH MEeUIIMHCKON OpraHn3alum;

coJiepyKaHUe perienTa Ha JATHHCKOM SI3bIKE;

(dbamuust, UM, 0T4eCTBO (MPH HAJTUYMHU) M HOANUCH (HapMaleBTUYECKOr0 PaOOTHHKA, OTIYCTHBIIETO
JIEKapCTBEHHBIN Npenapar;

JlaTa OTILyCKa JISKapCTBEHHOIO IIpernapara.

23. OTmycK 3THJIOBOrO CHHPTa MPOU3BOJUTCS MO PELENTy C YYETOM YCTAHOBJICHHBIX TpeOOBaHUH K
00beMy Taphbl, YIIaKOBKE U KOMIUIEKTHOCTH JICKAPCTBEHHBIX NpenapaToB™(18).

JlexkapcTBEHHBIE TIPETapaThl, COAEPIKAIINE ITUIOBBIA CITUPT, B TOM YHCIIE M3TOTOBIEHHBIE IO PELENTy
CYObEKTOM PO3HHYHON TOPrOBIM, WUMCIOIIMM JIMIEH3HI0O Ha (hapMaleBTUYECKYI0 JCSTENbHOCTh C TPaBOM
W3TOTOBJICHHUS JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAIOTCS C yYETOM YCTAHOBJICHHBIX TPeOOBaHHH K 00beMy
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Tapbl, yIIaKOBKE M KOMIIEKTHOCTH JIEKApCTBEHHBIX mpemnapaToB™(18).

24, 3anpeniaercs pasJeNbHBIA OTITYCK JEKApCTBEHHBIX CPEICTB, BXOISIIUX B COCTAB JICKAPCTBEHHOTO
npernapara, U3roTaBIMBaeMoOro CyObeKTOM PO3HHYHOMN TOPTOBIIH.

25. 3anpemaercs OTIYCK CyOBEKTOM PO3HUYHOW TOPTOBIH JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B
nyHkTe 4 Hacrosimux [IpaBwi, o perenTaM BeTepUHAPHBIX OpraHU3aIINNT,

I11. TpeGoBanusi K OTIYCKY JIEKAPCTBEHHBIX MPENapaToB M0 TPedOBAHUIM-HAKIATHBIM MeIHIIUHCKHX
OpraHu3auMii, HHIMBUAYAJIBHBIX NPeNIPHHUMATE/Iel, MMEIOLIUX JIMIEH3HI0 HA MeIHLUHCKYI0
AesITeIbHOCTD

26. TpeboBaHne-HaKIIagHAS HA OTITYCK JIGKAPCTBEHHBIX IPETapaToB OPOPMIIIETCS B COOTBETCTBHU C
Wuctpykuumeil O TOpsAKE BBIMUCHIBAHHUSA JIEKAPCTBEHHBIX MpenapaToB W OQOpPMIICHHS PELENTOB U
TpeOOBaHUI-HAKIIAAHBIX, YTBEPKAEHHOHN ITPHKa30M MUHHUCTEPCTBA 30paBOOXPAHEHHSI M COLMATIBHOTO PAa3BUTHS
Poccutickoti ®Penepanmu or 12 despas 2007 1. N 110 "O mopsake Ha3HAYEHWS W BHIITHCHIBAHMS
JICKApCTBCHHBIX IPENapaToB, H3JENUi MEAWIMHCKOTO Ha3HAuYeHHS W CHEIHATM3UPOBAHHBIX MPOIYKTOB
nedebHoro nmuTaHus" (3apeructpupoBan MunnctepcTBoM octutinu Poccuiickoit @eaepannu 27 anpenst 2007 T,
peructpannonnsiii N 9364)*(19).

JonyckaeTcs OTMYCK JIGKaPCTBEHHBIX IIPEMaparoB IO TpeOOBaHUAM-HAKIAJAHBIM MEIUIIMHCKUX
opraHu3aluii ¥ MHAMBUAYAIBHBIX MpeANpUHUMATECH, IMEIOIINX JTUIICH3UI0 Ha MEAULIUHCKYIO JEATeIbHOCTD,
0(popMIIEHHBIM B 3JIEKTPOHHOM BHJE, €CIM MEAMLMHCKAs OpraHu3alysi, HHANBUAYAIbHBINH NPEANPHUHUMATENb,
UMEIOIIUI JMLIEH3UI0 HAa MEIULUHCKYI0 JeATeNbHOCTb, M CYOBEKT PO3HMYHON TOPTOBIM SIBISIOTCS
COOTBCTCTBCHHO YYaCTHUKAaMH CUCTCMbI I/IH(I)OpMaHI/IOHHOI‘O B3aHMO}Z[CfICTBHH 10 O6MCHy CBCACHUAMMU.

27. OTOycK HapKOTHMYECKUX U MCHUXOTPOMHBIX JIEKAPCTBEHHBIX MpenaparoB crucka I, mCHUXOTpOmHBIX
JICKapCTBEHHBIX  mpemapatoB  cnucka I,  WMHBIX ~ JIEKapCTBEHHBIX  NPENaparoB,  MOIJICKALINX
MpE€AMCTHO-KOJIMYCCTBCHHOMY YUCTY, B TOM YHCJIC OTIIYCKAaCMBbIX 663 peuenTa, OCYmECTBIACTCA MO OTACIbHBIM
TpeOOBaHUSIM-HAKIIAHBIM.

28. 3ampeniaeTcsi OTIYCK HAPKOTUYECKUX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB crucka II, B
TOM 4YHCJIE B BUJAE TPAHCAECPMAJBbHBIX TEPANEBTUYCCKUX CHCTEM, IICHUXOTPOIIHBIX JEKAPCTBEHHBIX MPENapaToB
cnucka III 1o TpC6OBaHI/IHM'HaKJIaI[HBIM WHIAWBUAYAJTBHOI'O0 HNpEANpUHUMATEIA, HWMCIOUICTO JIMICH3UIO Ha
MEIUIUHCKYIO IeATenbHOCTE ™ (20).

29. Ilpu oTIrycKe JIEKapCTBEHHBIX MpenapaToB (apMaleBTUIECKH paOOTHUK MPOBEPSIET HaJyIeKalee
odopmienue TpeOOBaHUA-HAKIATHON U POCTABISACT HA HEH OTMETKY O KOJMYECTBE U CTOMMOCTH OTIYIIEHHBIX
JIEKAPCTBEHHBIX MPETapaToB.

30. Bce TpeboBaHMs-HAKIaIHBIE, MO KOTOPBIM OTIIYLICHBI JIEKAPCTBEHHbIE MNpenaparhbl, MOJJIeKaT
OCTaBJICHHIO Y XPAHEHHIO Y CYObEKTa POSHUYHON TOPTOBIIN:

Ha HAPKOTHYECKHUE N TCUXOTPOIIHBLIC JICKAPCTBCHHBIC IIpCriapaTrbl CIIMCKa H, TNICUXOTPOITHBIC
JIeKapCTBEHHBIE Npenapathl crivcka I1I (B OTHOIIEHNH alTeK U anTeyHbIX IyHKTOB) - B TEUCHUE TISATH JIET;

Ha JICKapCTBEHHBIE IperapaThl, NOJJISKAIINE TPEIMETHO-KOJIMUECTBEHHOMY YYEeTy, - B TEUEHHE TpeX
TeT;

Ha WHBIE JIEKAPCTBEHHBIE MPEnapaTsl - B T€YEHHE OJTHOTO TO/1a.

31. Hapymenue mnepBHYHON YNAKOBKHM JICKAPCTBEHHOTO IIperapara NP €ro OTIYyCKE II0
TpeOOBaHUIO-HAKIIATHON JIOMTycKaeTcsl CyOBEeKTOM PO3HUYHOW TOPTOBIIM, WMEIOIIMM JIUICH3UIO Ha
q)apMaHeBTI/I‘IeCKYIO JACATCIIBHOCTE C IMPAaBOM H3TOTOBJICHHA JICKAPCTBCHHBIX IPCIIapaToB. B Takom cjydac
OTIYCK JIEKApCTBEHHOI'O IIperapara OCYLIECTBIAETCS B YHNAakoBKe, O(QOPMJIICHHOW B YCTaHOBJICHHOM
nopsiake*(21), ¢ mnpenocTaBICHUEM HWHCTPYKIUH (KOUM HMHCTPYKIMH) [0 NPUMEHEHHIO OTITYCKAaeMOro
JIEKapCTBEHHOT O MpenapaTa.

*(1) Toamyukt "4" mynkra 5 4actu 4 crateu 18, mommyHkr "k" mynkra 1 wactu 1 crateu 33
®enepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obpamenun jgekapctBeHHbIX cpencTs" (CobpaHue
3akoHo/atenbeTBa Poccutickoit @eneparun, 2010, N 16, cr. 1815; N 42, cr. 5293; N 49, cr. 6409; 2014, N 52,
ct. 7540).

*(2) Ipuka3sl MunmcTepcTBa 3apaBooxpaneHus Poccuiickoit denepanmu:

or 20 pexabpst 2012 r. N 11755 "OO yTBepKOEHHM TMOpsAAKAa HAa3HAUYEHHS W BBIIHCHIBAHUS
JIEKApCTBEHHBIX MpenapaToB, a Takxke (OpM peLEenTypHBIX OJAaHKOB Ha JIEKAPCTBEHHBIC MpENapathl, MOpsaKa
oopMiieHus] yKa3aHHBIX OJIAaHKOB, MX Yydera M XpaHeHus" (3aperrcTpupoBaH MUHHCTEPCTBOM FOCTHUIIMU
Poccuiickort ®enepanuu 25 wutons 2013 1., perucrpanmoHHbii N 28883), ¢ WM3MEHEHUSIMH, BHECEHHBIMU
npukazaMu MuHucTepeTBa 3apaBooxpaHeHuss Poccuiickoit ®epepaunu ot 2 gexabps 2013 1. N 886mH
(3apeructpupoBan MunuctepctBoM toctuninu Poccuiickoit deneparim 23 nexadbpst 2013 1., perucTparmoHHBINH
N 30714), or 30 wurons 2015 r. N 386n (3apeructpupoBan MUHHUCTEPCTBOM tocTHIMKH 6 aprycra 2015 r.,
peructpauronssiid N 38379) u ot 21 ampenst 2016 r. N 254n (3apeructpupoBaH MHUHHUCTEPCTBOM FOCTHLIMU
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Poccutickoit @eneparnu 18 uromnst 2016 ., peructparmonnsiit N 42887) (nanee - npukas N 11750);

ot 1 asrycra 2012 r. N 54n "OO6 yrBepxaeHuu ¢GopMbl OJaHKOB PELENTOB, COIEPKAIINX HazHAYCHHE
HapKOTHYECKUX CPEICTB U IICUXOTPOIHBIX BEILECTB, MOPAIKA UX U3TOTOBJICHUS, paclpeesIeHHs], perucTpanuy,
ydeTa U XpaHCHHsI, a TakKe MpaBuil odopmiieHUs" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTHINH Poccuiickoit
Oeneparuu 15 asrycra 2012 1., perucrpauuonssii N 25190), ¢ M3MeHEHHMSMH, BHECEHHBIMH IPHUKa3aMH
MunuctepctBa 3apaBooxpaHenus: Poccuiickoit @epepaunu ot 30 uwronst 2015 r. N 385H (3apeructpupoBan
MunucrepcTBoM 1octuiin Poccuiickoit @enepanmu 27 Hos6pss 2015 1., peructpannonusiid N 39868) u ot 21
anpeins 2016 r. N 254u (3apeructpupoBan MunuctepctBoM toctunnu Poccniickoit @enepanmu 18 ntomns 2016 r.,
peructpaunonnsiii N 42887) (nanee - mpukasz N 54H).

*(3) Cobpanue 3akoHomareabcTBa Poccuiickoit @eneparuu, 1998, N 27, ct. 3198; 2004, N 8, ct. 663;
N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, cr. 6572; 2010, N 3,
ct. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, cT. 4271; N 45, ct. 5864; N 50, ct. 6696, 6720;
2011, N 10, cr.1390; N 12, cr. 1635; N 29, c1.4466, 4473; N 42, cr.5921; N 51, ct.7534; 2012, N 10,
cr. 1232; N 11, c1. 1295; N 19, c1. 2400; N 22, ct. 2864; N 37, ct. 5002; N 48, ct. 6686; N 49, ct. 6861; 2013,
N9, cr.953; N 25, ct.3159; N 29, ct.3962; N 37, cr.4706; N 46, ct.5943; N 51, cr. 6869; 2014, N 14,
ct. 1626; N 23, cr. 2987; N 27, c1. 3763; N 44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, ct. 2368,;
N 20, ct. 2914; N 28, c1. 4232; N 42, ct. 5805; 2016, N 15, ct. 2088; 2017, N4, ct. 671; N10, cT. 1481.

*(4) Ipunoxenns N 1 u 2 x npukazy N 54H.

*(5) Ilynkr 9 mopsimka Ha3HA4YCHWsI W BBIMUCHIBAHHS JICKAPCTBEHHBIX IPENapaToB, YTBEPIKIACHHOTO
mpukazom N 1175H.

*(6) TIpukas MunucTepcTBa 3apaBooxpaneHus Poccuiickoit ®eneparmun ot 22 anpess 2014 r. N 1831
"O0 yTBepKICHHU TMEpedHsl JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO TPUMEHEHUS, TOIeKAIINX
MpeIMETHO-KOIMYeCTBEHHOMY y4eTy" (3aperucTpupoBaH MuHHCTEpCTBOM tocTuin Poccuiickoit denepanun
22 wronsa 2014 r., peructpammonnsnii N 33210) ¢ W3MEHEHHsSMH, BHECEHHBIMH IpHKa3oM MUHHUCTEPCTBA
3npaBooxpanenus Poccuiickoit @exepanuu ot 10 centsopst 2015 r. N 6341 (3apeructpupoBan MUHHCTEPCTBOM
foctunmu Poccwuiickoit @eneparu 30 centsops 2015 r., peructparmonnsiii N 39063).

*(7) Ionmnyskt 3 nyHkta 9 TOpsAKa HA3HAYCHHWS M BBINUCHIBAHMS JICKAPCTBEHHBIX IPEIapaToB,
yTBepxAeHHOTOo prkazom N 1175H.

*(8) 3apeructpupoBan MunHucTepcTBOM toctuiuu Poccuiickoit ®enpeparu 1 wutons 2012 1.,
peructpauroHHbelii N 24438, ¢ U3MEHEHUAMH, BHECEHHBIMHM IpHKa3aMd MUHHCTEpPCTBA 3ApPaBOOXPAHEHUS
Poccwiickoit @enepanuu ot 10 utons 2013 r. N 3691 (3apeructpupoBad MUHHUCTEPCTBOM FocTUINH Poccuiickoit
®epeparn 15 utons 2013 r., perucrpanmonnbiit N 29064), ot 21 asrycra 2014 r. N 4651 (3apeructpupoBaH
MununctepctBoM roctuin Poccuiickoit @enepanuu 10 cenrsops 2014 r., peructparmonnsiii N 34024), ot 10
centsiops 2015 r. N 634n (3apeructpupoBan MunmctepctBoM roctunnu Poccuiickoit @eneparim 30 ceHTIOps
2015 r., peructpannonssiii N 39063).

*(9) Pacnopsoxenne IlpaBurensctBa Poccuiickoit ®enmeparmu ot 26 nekadbps 2015 r. N 2724-p
(Cobpanmue 3axonozarenbctBa Poccuiickoit ®eneparmu, 2016, N 2, ct. 413).

*(10) Tpunoxkenns N1 u N 2 k mopsiiKy Ha3HAUYEHHS W BBIMHUCHIBAHUS JICKAPCTBEHHBIX MPETApaToB,
yTBepxkAeHHoMY Tprka3zoM N 1175m.

*(11) CobOpanme 3akonomatensctBa Poccuiickort @eneparun, 2010, N 16, ct. 1815; N 42, cr. 5293;
2014, N 52, ct. 7540.

*(12) Cobpanue 3akoHonatenbeTBa Poccutickoit denepanuu, 1998, N 2, ct. 219; 2012, N 53, cr. 7630;
2013, N 48, ct. 6165; 2015, N 1, cT. 54.

*(13) Ilpunoxenne N 2 K NOpsAAKY Ha3HAYCHHs W BBINUCHIBAHUS JIEKAPCTBCHHBIX IPEMaparos,
yTBepxkaAeHHoMY TprkazoM N 1175H.

*(14) I'puxaz N 11751 u npuka3z N 54H.

*(15) Crares 74 ®enepanbroro 3akoHa ot 21 Hostopst 2011 1. N 323-D3 "O6 ocHOBax OXpaHbl 3710POBbS
rpaxmaan B Poccuiickoit ®@enepanun” (CoOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparmmm, 2011, N 48,
ct. 6724; 2013, N 48, ct. 6165).

*(16) Cratbs 57 denepanbHoro 3akona ot 12 anpens 2010 r. N 61-d3 "O6 oOpaleHnu JIeKapCTBEHHBIX
cpencts'.

*(17) B oTHOIIEHUM M1, YKa3aHHOTO B Yactu 2 crathu 20 deaepanbHoro 3akona ot 21 Hosops 2011 1.
N 323-®3 "O6 ocHoOBax OXpaHbI 310poBbs TpaxkaaH B Poccuiickoit @enepanun” (CoOpaHne 3aKOHOIATENbCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446; 2013, N 27, ct. 3459, 3477; N 30,
ct. 4038; N 39, ct. 4883; N 48, cr. 6165; N 52, cr. 6951; 2014, N 23, ct. 2930; N 30, ct. 4106, 4206, 4244,
4247, 4257; N 43, ct. 5798; N 49, cr. 6927, 6928; 2015, N 1, cr. 72, 85; N 10, cr. 1403, 1425; N 14, ct. 2018;
N 27, cr. 3951; N 29, ct. 4339, 4356, 4359, 4397; N 51, ct. 7245; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18,
cT. 2488; N 27, ct. 4219).

*(18) Yacte 4.1 crateu 45 denepansHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpaieHnn
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHomaTenscTBa Poccuiickoit ®denepanuu, 2010, N 16, cr. 1815; 2014,
N 52, ct. 7540; 2015, N 51, ct. 7245), nocranosnenue IlpaBurensctBa Poccuiickoit deneparyin ot 23 wrons
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2016 r. N716 "O mnopsake (OpMHUPOBaHHSA IEPEYHS JIEKAPCTBCHHBIX IPEMapaToB IS MEIUIIMHCKOIO
NPUMEHEHHUS, B OTHOIIEHWHM KOTOPBIX YCTaHaBIMBAIOTCS TpeOOBaHHA K 0OBEMY Tapbl, YINAaKOBKE H
KOMIUICKTHOCTH, TIE€PEYHs JIEKapCTBEHHBIX IIPENapaToB [yl BETEPUHAPHOIO IPUMEHEHUs, B OTHOIICHUH
KOTOPBIX YCTAaHABJIHMBAIOTCSA TPEOOBaHWS K OOBEMY Taphl, W ompeneineHus Takux TpeboBanmit" (CobOpanme
3akoHOnarenbcTBa Poceniickoit denepanmu, 2016, N 31, ct. 5030).

*(19) C u3MeHEHUsIMH, BHECEHHBIMH MpHKa3aMH MMHHCTEPCTBA 3IpaBOOXPAaHEHHS W COLHAIBHOTO
passutHus Poccmiickoit deneparum ot 27 asrycra 2007 r. N 560 (3apeructpupoBan MUHHACTEPCTBOM FOCTHITHH
Poccuiickoit ®enepanyu 14 centsops 2007 r., perucrpamponnsii N 10133), ot 25 centsops 2009 r. N 794u
(3apeructpupoBan MunucrepctBoM roctuninu Poccuiickoit @epepaunu 25 Hos16ps 2009 T., perucTpanioOHHBIN
N 15317), or 20 saBaps 2011 1. N 131 (3apeructpupoBan MuHHCTEPCTBOM FocTHINH Poccuiickoit Memepariun
15 mapta 2011 r., perucrpannonusrii N 20103), mpukazamu MUHHCTEpCTBA 3IpaBOOXpaHEHHUS Poccuifckoii
®eneparnuu ot 1 aBrycra 2012 r. N 54n (3apeructpupoBad MuHuctepcTBoM roctuninu Poccutickoit @eneparyn
15 aBrycra 2012 r., perucrparmonnsii N 25190), or 26 despans 2013 1. N 94u (3apeructpupoBaH
MunrncTepcTBoM rocturmu Poccuiickoit @eneparmu 25 utons 2013 ., perucrpannonnsiii N 28881).

*(20) Ilynkr 4 crateu 31 depepanpHoro 3akoHa ot 8 stHBaps 1998 r. N 3-®3 "O HapKOTHUECKHX
cpeacTBax W ncuxoTpomnHbix BemiectBax” (CoOpanue 3akoHomaTenbcTBa Poccuiickoit @enepanuun, 1998, N 2,
ct. 219; 2003, N 27, ct. 2700; 2013, N 48, ct. 6165; 2015, N 1, ct. 54).

*(21) Ilpuka3z MwunzgpaBa Poccum ot 26 oxtsaops 2015 r. N 751 "OO yTBepICHHH TpPaBHI
W3TOTOBJICHUSI M OTIyCKAa JIGKAPCTBEHHBIX TIPENapaToB Uil MEIWUIMHCKOTO TPHUMEHEHUS anTeuYHBIMHU
OpraHU3alMsAMY, HHIUBHIYalIbHBIMU TNPEIIPUHUMATENIMH, MMEIOIIMMHU JHMLIEH3UI0 Ha (papMaleBTHYECKYIO
nesTensHOCTh" (3apeructpupoBaH MwuHHCTEpCTBOM focTuin Poccuiickoit @eneparum 21 ampens 2016 1.,
peructpanuonnsiii N 41897).


garantf1://12055574.0/
garantf1://12071310.0/
garantf1://12083940.0/
garantf1://70116050.2/
garantf1://70305902.0/
garantf1://12007402.3104/
garantf1://71285104.0/

