IIpuxka3 Munucrepcrsa 3apasooxpanenus P® or 11 uroas 2017 r. N 4031
"O0 yTBep:KIeHNH MPABUJI OTIIYCKA JIEKAPCTBEHHBIX NMPENapaToB IJsi MeAUUMHCKOTr0 NPpUMeHEeHU s,
B TOM YHCJIe HIMMYHOOHOJIOTMYECKHUX JIeKAPCTBEHHBIX MPENapaToB, ANTEYHbIMH OPraHU3aAIUAMH,
HHIMBUAYAJbHBIMH NPEeANPUHUMATEISIMU, UMEIOIIMMHU JTUIEH3HI0 HA (papMalleBTHYECKYI0
AesiTeJIbHOCTD "

B cooTtBercTtBHM co cratbeit 55 DepepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
oOpamienun JnekapctBeHHbIX cpeAcTB" (CoOpanue 3akoHonarenbctBa Poccuiickoit ®eneparuu, 2010,
N 16, ct. 1815; N 31, c1.4161; 2013; N 48, cr. 6165; 2014, N 52, cr. 7540; 2015, N 29, cr. 4388; 2016,
N 27, cr. 4238), nyakrom 3 crateu 12 ®enepanbHoro 3akoHa ot 17 ceHtsops 1998 r. N 157-®3 "O6
uMMyHorpopmiakTuke uHpekuuonHelx Oonesneit" (CoOpanume 3akoHOmarenbcTBa  Poccuiickoi
Oenepannn, 1998, N 38, c1.4736; 2009, N 1, ct.21; 2013, N 48, cr. 6165) u nmoanmynkramu 5.2.169,
5.2.183 Ilonoxenuss o MuHucrepctse 3apaBooxpaHeHust Poccuiickoin denepauuu, yTBEpKIEHHOTO
noctaHoBieHreM I[IpaButensctBa Poccuiickoit ®@enepanmu ot 19 wmrons 2012 r. N 608 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, cT. 2477;
N 22, ct. 2812; N 33, ct1.4386; N 45, ct.5822; 2014, N 12, ct. 1296; N 26, ct.3577; N 30, ct. 4307,
N 37, c1.4969; 2015, N 2, ct.491; N 12, cr. 1763; N 23, cr. 3333; 2016, N 2, c1.325; N9, cr. 1268;
N 27, ct. 4497; N 28, c1. 4741; N 34, cT. 5255; N 49, cT. 6922; 2017, N 7, cT. 1066), nprKa3bIBaro:

1. YTBepauTh npaBuiia OTIYCKa JEKAPCTBEHHBIX MPENaparoB JJi MEJUIMHCKOTO NMPUMEHEHUs, B
TOM YHUCJI€ MMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IpErnapaTroB, AanTEYHbIMM OPraHU3aLMsAMH,
WH/IMBUIYAIbHBIMU TPEATTPHHUMATEISIME, UMEIOIUMHE JIMLEH3UI0 Ha (apMaIleBTUYECKYIO IEATEIbHOCTD,
COIJIACHO MPUJIOKEHHUIO.

2. Ilpu3HaTh yTpaTUBLIUMU CHUITY:

nprka3 MuHHCTEpCTBa 3/JpaBOOXpAaHEHUs U COLMaIbHOrO pa3Butus Poccuiickoit @enepanun ot 14
nekabps 2005 r. N 785 "O [Ilopsake OTIycka JIEKApCTBEHHBIX CpeACTB" (3aperucTpupoBaH
MunuctepcTBoM roctuiii Poccuiickoit @enepanuu 16 ssaBaps 2006 r., peructpanuonabii N 7353);

npuka3 MuUHUCTEpPCTBA 3JpaBOOXPaHEHMsI U COLMalbHOTO pa3BuTus Poccuiickoit denepanuu ot 24
anpens 2006 r. N 302 "O BHeceHMM W3MEHEHMH B Npuka3 MUHHMCTEpPCTBA 3paBOOXPAHEHUS H
counanpHoro pasButusi Poccuiickoit ®enepanuu ot 14 nekabps 2005 r. N 785" (3apeructpupoBaH
Munucteperom roctuimu Poccuiickoit @enepanuu 16 mast 2006 r., peructpanroHHsld N 7842);

npuka3 MUHUCTEPCTBA 3JpaBOOXPaHEHMsI U COLMalbHOTO pa3BuTus Poccuiickoit denepanuu ot 12
despanst 2007 r. N 109 "O BHeceHuum uszMeHeHudd B Ilopsiok OTHycKa JI€KapCTBEHHBIX CPEACTB,
YTBEPKJICHHBI NPHUKAa30M MMHHUCTEPCTBA 3APABOOXPAHEHHsS] M COLMAIBHOTO pa3BuTus Poccuiickoin
Oeneparun ot 14 nexabps 2005 r. N 785" (3apeructpupoBan MuHucTepcTBOM IocTHIMU Poccuiickoit
Oepnepannn 30 mapta 2007 1., peructparuorusiii N 9198);

npuka3 MuHHCTEpPCTBA 3paBOOXPAHEHUS U COLMANBHOrO pa3Butus Poccuiickoin ®enepaunun ot 6
arycta 2007 r. N 521 "O BHecenun usmeHeHuid B Ilopsgok oTmycka JeKapCTBEHHBIX CpEICTB,
YTBEPKACHHBIA MpHKa3oM MUHUCTEPCTBA 3/1paBOOXPAaHEHHsS M COLMAIBHOIO pas3BUTHUs Poccuiickoi
Oenepannn ot 14 nmekabps 2005 r. N 785" (3apeructpupoBan MuHHCTEPCTBOM IocTUlIMKM Poccuiickoit
®eneparun 29 asrycra 2007 r., peructparronssii N 10063).

Munuctp B.1. CkBopuosa

3apeructpupoBano B Munrocte PO 8 centsops 2017 r.
Peructpanmonssiiit N 48125
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Mpuiaoxenune

K NpuKka3zy MUHHCTEPCTBA 3APaBOOXPaHEeHHUs
Poccuiickoii ®enepannu

ot 11 nroas 2017 r. N 403n

IpaBuaa
OTIYCKA JIEKAPCTBEHHBIX MPENapaToB IJIA MeIUIUHCKOTO IPUMEHEHUs1, B TOM YHCJIe
HMMYHOOHO0/10THYECKHX JIEKAPCTBEHHBIX NIPENapaToB, ANTeYHHLIMH OPraHU3aLUSAMH,
HHAUBUIYAJBHBIMH NPeANPUHAMATEISAMH, UMEIUMH JUIEH3HI0 HA apMalleBTHYECKYI0
AesiTeJIbHOCTh

L Oﬁmne TPQGOBaHI/Iﬂ K OTIIYCKY JICKAPCTBCHHLIX IPeErnapaToB 1Jisi MEAUIUHCKOIO IPUMEHECHUSA

1. Hacrosmue mnpaBuia ONPEAENSIOT MOPAJOK OTIycKa JIEKAPCTBEHHBIX TMpernapaTroB IUis
MEAMIMHCKOTO MPUMEHEHHUS, B TOM YHCJIE UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MpEenapaToB (faiee -
JICKapCTBEHHBIE MpenapaThl), alTeUHbBIMH OPraHU3AlMAMH U WHIUBUAYATbHBIMU MPEANPUHUMATEISIMH,
UMEIOIIMMH JIMIICH3UI0 Ha (PapManeBTUUECKYIO JEATENbHOCTD (Jajiee - CyOBEeKThHl PO3HHYHON TOPTOBIIH),
6e3 peuenta*(1) u (Wau) Mo penenTy Ha JEKAPCTBEHHBIN MperapaT, BBIIMCAHHOMY B YCTaHOBICHHOM
nopsiake®(2) MeAMIMHCKUMH pa0OTHHUKaMH, a TakkKe IO TpeOOBaHUAM-HAKIAAHBIM OpraHU3alluH,
OCYIIECTBISIIONIEH MEIUIIMHCKYIO JIeATENbHOCTh (Jajee - MEOUIIMHCKAas OpraHu3anus), WIu
UHAMBUAYAJIILHOTO NPEINPUHUMATENS, UMEIOIIEro JUIEH3UI0 Ha MEIUIMHCKYIO JIeATeNbHOCTh (najee
COOTBETCTBEHHO - pelenT, TpeOOBaHUE-HAKIIAHAS ).

2. OTIycK JIeKapCTBEHHBIX MPerapaToB 0e3 penenToB OCYIECTBISETCS:

anTeKaMu;

aNTEYHbIMH ITYHKTAMU;

anTeYHbIMH KHOCKAMH;

WUHAVBUAYAJIbHBIMU TNPEANPUHUMATENSAMH, HMMEIOIMIMMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NesITeIbHOCTD (ajiee - UHAUBHIyaIbHbIN pepUHUMATED).

3. OTnyck neKapCTBEHHBIX NPENapaToB MO PELenTaM OCYIIEeCTBISETCS:

anTeKaMu;

anTEeYHbIMH ITYHKTaMU;

UH/IMBUYaJIbHBIMU TPEANPUHUMATENAMH (32 UCKIIOYEHUEM OTITYCKa HAPKOTHYECKHX CPENICTB U
IICUXOTPOIHBIX BEIIECTB, BKIIIOUEHHBIX B ME€PEUYE€Hb HAPKOTUUYECKUX CPEACTB, MICUXOTPOIHBIX BELIECTB U
UX MPEKypCOpOB, MOMIEKAIUX KOHTPOIO B Poccuiickoit ®denepaiuy, yTBEpKICHHBINH TOCTaHOBIEHUEM
[IpaBurensctBa Poccuiickoit ®@enepanun ot 30 umions 1998 r. N 681*%(3) (manee COOTBETCTBEHHO -
[Tepeuenb, HApKOTUYECKHE U TICUXOTPOIHbIE JEKAPCTBEHHBIE MTPENapaThl).

OTnyck HAapKOTMYECKMX U IICHUXOTPONHBIX JIEKAPCTBEHHBIX IPENaparoB MO pelentam
OCYILIECTBIISIETCSl aNTEKaMHU M aNTEYHbIMU ITYHKTaMH, HMMEIOIUMMH JIMIEH3UI0 Ha JEATENBHOCTh 110
000pOTYy HApKOTHYECKUX CPEJCTB, NCHUXOTPOMHBIX BEIIECTB M MX MPEKYpCOPOB, KYJIbTUBUPOBAHUIO
HapKOCOAEpKallluX PaCTECHUM.

OTnyck HMMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX IpPEnaparoB IO pelenTaM OCYIIECTBIsETCS
anTeKaMU M alTeYHbIMU MYHKTAMHU.

4. o penenitaM, BBIMMCAHHBIM Ha penenTypHbIX Onankax gopmsl N 107/y-HIT*(4), otnyckarotcs
HapKOTUYECKUE U TICUXOTPOIHBIE JIEKAPCTBEHHBIE IpemnapaThl, BHECEHHblE B CIHCOK HapKOTUYECKHX
CPEICTB W ICUXOTPOIHBIX BELIECTB, 000poT KOTOphIX B Poccuiickoit denepaunu orpaHuvyeH U B
OTHOLIEHHH KOTOPBIX YCTaHABIMBAIOTCA MEPbI KOHTPOJS B COOTBETCTBUM C 3aKOHOAATEILCTBOM
Poccuiickoit denepauun u MexayHapoaHbIMU goroBopamu Poccuiickoit @enepauuu (cnmcok 1II),
Ilepeuns (nmamee - HapKOTMYECKHE M IICUXOTPOIHBIE JIEKApCTBEHHBbIE Ipenaparel crucka II), 3a
UCKJIIOYEHHEM HAapKOTHYECKHUX M TMCHXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB B BUIE TpaHCAEPMabHbBIX
TEPANEBTUYECKUX CUCTEM.

I[To peuenitam, BHITUCAHHBIM Ha perienTypHbIX OmaHkax Gopmbl N 148-1/y-88, ornyckatorcs™(5):
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IICUXOTPOIIHBIE JIEKAPCTBEHHbIE Ipenaparbl, BHECEHHble B CIHCOK ICUXOTPOIHBIX BEILIECTB,
obopor koTopbix B Poccuiickoit @enepanuu OrpaHMYeH M B OTHOLICHMM KOTOPBIX JOIMYCKAETCs
UCKIJIIOUEHHE HEKOTOPBIX MEp KOHTPOJIS B COOTBETCTBUU C 3aKOHOAaTeNIbcTBOM Poccuiickoit denepaunu u
MeXyHapoaAHbIMU JoroBopaMu Poccuiickoit ®@enepaunu (cnucok III), [lepeuns (manee - ncMXOTponHbIE
JIeKapCTBEHHBIC NTpenapatsl criucka I1I);

HapKOTHYECKUE M TIICUXOTPOITHbIE JIEKapCTBEHHBIE Mpenapatsl criucka Il B Buie TpaHcaepMaIbHBIX
TEpaNeBTUUECKUX CUCTEM;

JICKapCTBEHHbIE TpenapaTrhl, BKIIOYCHHbIE B TIE€pEUeHb JICKAPCTBEHHBIX CPEACTB  JUIA
MEIUIUHCKOr0 MPUMEHEHMs, MOUIekKAIUX MPEIMETHO-KOJIMUYECTBEHHOMY Yy4eTy*(6), 3a UCKIIOUEHHEM
JIEKapCTBEHHbIX IIpEeNnapaToB, YKa3aHHbIX B a03alax IEepBOM M TPETbeM HACTOALIErO IIyHKTa, U
JICKapCTBEHHBIX TIpenapaToB, OTIYCKaeMbIX Oe3 pemenrta (majee - JIEKapCTBEHHBIC IIperaparsl,
HOoJyIeXKAIE TPEIMETHO-KOJIMUECTBEHHOMY YUETY);

JIeKapCTBEHHbIE Tpenaparbl, oOyafaronue aHaOOIUYEeCKOM AaKTHBHOCTBIO (B COOTBETCTBHH C
OCHOBHBIM (hapMaKkoJIOTUUECKUM nericreuem)*(7) u OTHOCSIIIUECS o
aHATOMO-TEPANEeBTUIECKO-XUMUUECKON KiacCu(UKaIlMK, PEKOMEHI0BaHHOW BcemupHON opraHusanueit
3apaBooxpanenus (nanee - ATX), k aHaboamdyeckuM crepouniaM (kox Al14A) (manee - JeKapCTBEHHbBIC
npemnaparsl, 001ajaronie aHadoIn4eCKOH aKTUBHOCTBIO);

JeKapCTBEHHbIE IIpenaparhl, yka3aHHble B myHKTe 5 Ilopsaka oTmycka (u3MuecKkuM Junam
JICKapCTBEHHBIX IPENapaToB s MEIUIMHCKOTO MPUMEHEHHS, COJIEp)KAIIUX KPOME MajbIX KOJIUYECTB
HapKOTHUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB M HX MPEKypcOpoB Jpyrue (apMakoIornyeckue
aKTUBHBIC BEIECTBA, YTBEP)KACHHOTO IPHKA30M MHHHUCTEPCTBA 3IPABOOXPAHEHUS W COIUAIBLHOTO
pasutus Poccuiickoit @enepannu ot 17 mas 2012 r. N 562u0%(8);

JICKapCTBEHHBIE TIperapaThl, M3TOTABIMBAaEMbIC IO PELENTy Ha JIEKapCTBEHHBIM INpemapar H
coJiepKallie HApKOTUYECKOEe CPEACTBO MIIM IICUXOTPOIIHOE BEIleCTBO, BHeceHHOe B cnucok Il [lepeuns, u
npyrue (GpapMaKoJOTHUECKUe aKTHBHBIE BEUIECTBA B J103€, HE MPEBBIMAIONICH BHICIIYIO Pa30BYIO 03y, U
IpU YCIOBUH, YTO 3TOT KOMOMHUPOBAHHBIN JICKAPCTBEHHBIH Mpenapar He SBIAETCS HapKOTHUECKUM WU
IICUXOTPOIIHBIM JIEKAPCTBEHHBIM IIperapaToM crucka II.

[To penenrtam, BBIMMCAHHBIM Ha peleNnTypHbIX OnaHkax ¢opmbl N 148-1/y-04 (1) unu (opmel
N 148-1/y-06 (1), OTImyCKarOTCsl JIEKAPCTBEHHBIEC MPENapaThl, BHIMUCHIBAEMbIE TpaKJaHaM, HMEIOIUM
OpaBo Ha OecIUlaTHOE IMOJy4YeHHE JIEKAPCTBEHHBIX IpenapaToB WM MOJy4YeHHE JIEKapCTBEHHBIX
IIPEnapaToB CO CKUAKOM (J1ajee - JeKapCTBEHHbIE NpenapaThl, OTIIyCKaeMble OECIUIaTHO UM CO CKUIKOM).

[To peuenTam, BbIMMCAaHHBIM Ha penentypHbix Onankax ¢opmel N 107-1/y, oTmycKaroTcsi MHbIE
JIEKapCTBEHHBIE Tperaparhl, He YKa3aHHbIE B a03alax MepBOM, TPETHEM - JIEBATOM HACTOSIIETO MMYHKTA, 3a
UCKJIIOUEHHEM JIEKAPCTBEHHBIX MPENapaToB, OTIYCKaeMbIX 0e3 pelenTa.

5. Ormyck JeKapCTBEHHBIX TpenapaToB, HE YKa3aHHBIX B IyHKTe 4 Hacrosmux [IpaBmi, B
COOTBETCTBUM C HHCTPYKLHUSAMH 110 UX METUIIMHCKOMY IPUMEHEHHUIO OCYIECTBIIsIETCS 0e3 PeLenToB.

6. OTyck JeKapCTBEHHBIX MPENnapaToB OCYIIECTBIISETCS B TEUEHUE YKA3aHHOI'O B PELENTE CPOKa
ero JieiicTBus mpu oOpaleHnH JIMla K CyOBbeKTY PO3ZHUYHOM TOPTOBIIH.

B cnyuae orcyTcTBHS y cyOBEKTa pO3HUYHOI TOPrOBIM JIEKAPCTBEHHOTO Mpenapara, yka3aHHOTo B
peuenTe, npu oOpalLIeHNUH JIMIA K CYOBEKTY PO3HUYHOM TOPrOBIM peLenT MPUHUMAETCs Ha 00CTyKUBaHHUE
B CJIEAYIOIIHNE CPOKH (Hasiee -OTCPOUECHHOE OOCITYKUBAHHE):

peuenT ¢ nmomeTkon "statim" (HeMenJIeHHO) 0OCTY)KMBAETCs B TEUEHUE OJJHOrO paboyero JHS CO
TTHST 0OpareHus JTUIa K CyObeKTy pO3HHYHOW TOPTOBIIH;

peuent ¢ moMmerkoil "cito" (cpodHo) oOCIy)XHMBaeTcsl B TE€UYEHUE JBYX pabOuyux AHEH co JHA
oOpailieHus 1A K CyObeKTy pO3HUYHON TOPTOBJIH;

peLenT Ha JIeKapCTBEHHBIN IpenapaT, BXOAAUINA B MUHUMAJIbHBIA aCCOPTUMEHT JIEKapCTBEHHBIX
MpenapaTroB i MEIUIIMHCKOTO MPUMEHEHHs, HEOOXOAUMBIX JUIsl OKa3aHUS METUITMHCKOW momoru *(9),
oOCITy’)KMBaeTcsl B TEUCHHME IISTH pabdodyMx [HEH co AHA oOpalleHus Juia K CyObeKTy PO3HMYHOMN
TOPTOBJIH;

pEeLIeNT Ha JIEKApCTBEHHBIN Ipenapart, OTIIyCKaeMblil OECIIaTHO MITH €O CKMKOM 1 He BOIIEAIIN B
MUHUMAaJIbHBI ~ ACCOPTUMEHT JIEKAPCTBEHHBIX  MpPENapaTroB I  MEIWIIMHCKOTO  TPUMEHEHHS,
HEOOXOMMBIX JUIsl OKa3aHUSI METUIIMHCKON MOMOIIH, 00CITY)KHBAETCs B T€UEHUE AECATH paboUMX JHEH co
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JTHSI 0OpaleHus JuIa K CyObeKTy pO3HUYHON TOPTOBIIH;

pelenTsl Ha JIeKapCTBEHHbBIE Ipernaparhl, Ha3HayaeMble I0 PEIICHHI0 BpaueOHONH KOMHCCHH,
00CTyKMBAIOTCSl B TE€UEHUE MATHAUATH pabOYnX AHEH co JHS OOpalieHHs JUIa K CYyObeKTYy PO3ZHUYHON
TOPIOBIIY.

3amnperiaercsi OTIYCKATh JIEKAPCTBEHHbBIE MTPEMapaThl 10 PELenTaM ¢ UCTEKIINM CPOKOM AeHCTBHUS,
3a WCKIIOUEHUEM cilydyas, KOrJa CpOK JAEWCTBUSA peleNnTa UCTEK B IEPUOJA HAXOXACHHUS €ro Ha
OTCPOUYEHHOM O0CTYKUBAHUU.

IIpy uctedyeHun cpoka JEHCTBUS pelenTa B IEPUOJA HAXO0XKAECHUS €ro Ha OTCPOYEHHOM
00CTyXKMBaHUU OTIYCK JIEKQpPCTBEHHOTO IIpernapaTa MO TaKOMY peLenTy OCYILeCTBIsSeTcss 0e3 ero
nepeoGopMIICHUSI.

7. JlekapcTBeHHBIE IIpenapaTbl OTIIYCKAlOTCS B KOJMYECTBE, YyKa3aHHOM B pelenTte, 3a
UCKJIIOYEHHEM CITy4yaeB, KOTJa JijIsl JISKapCTBEHHOTO Mpenapara yCTaHOBIICHBI MPEAeNIbHO AOMYCTUMOE WU
PEKOMEHI0BAaHHOE KOJIMYECTBO ISl BBIMUCHIBaHUS HA oauH perent™(10).

[Tpu npenbsiBIEHUN pelenTa ¢ MPEBBIILIEHUEM TPEIEIbHO JOIMYCTUMOIO U PEKOMEHOBAHHOIO
KOJINYECTBA JICKAPCTBEHHOTO IIpenapaTa /ajs BBINUCHIBAHUS Ha OJUH peuenT ¢apMaleBTUYECKHMA
paboTHUK MHPOPMUPYET OO0 3TOM JHUIO, NPEACTABUBIIEE PELENT, PYKOBOAUTENS COOTBETCTBYIOIICH
MEAMIMHCKONW OpraHu3alii U OTIIYCKAaeT yKa3aHHOMY JIUIlY YCTAHOBJIEHHOE COOTBETCTBEHHO IPEAEIbHO
JOTYCTUMOE WJIM PEKOMEHJIOBAaHHOE KOJIMYECTBO JIEKAPCTBEHHOTO Mpenapara Jijisl BHIMUCHIBAHUS Ha OJIUH
peLenT ¢ NpoCTaBICHUEM COOTBETCTBYIOIIEH OTMETKH B pELENTE.

[Ipy Hanmuuuu y cyObeKTa PO3HUYHOI TOPrOBIM JIEKAPCTBEHHOTO MperapaTa € JI03UPOBKOM,
OTJIMYHOM OT JO3UPOBKU JIEKAPCTBEHHOI'O IIpErapara, YKa3aHHOH B pELENTe, OTIHYCK HMEIOLIErocs
JIEKapCTBEHHOT'O TMpernapara J0MyCcKaeTcs, €clid J03UPOBKa TaKOro JIEKApCTBEHHOTO Ipernapara MEHbIIe
JIO3UPOBKM, YyKa3aHHOW B peuente. B Takom ciaydae oOCyHIECTBIISETCS IIEpecdeT KOJIMYECTBa
JIEKapCTBEHHOT'O Iperapara ¢ y4eToM Kypca JICUeHHUs, YKa3aHHOTO B PEIenTe.

B cnyuae ecnu 103upoBKa JEKApCTBEHHOI'O IIperapara, MMEIOLIErocsi y cyObeKTa pO3HMYHOM
TOPTOBIIM, MPEBBIIIACT JO3UPOBKY JIEKAPCTBEHHOIO Ipenapara, yKa3aHHYI0 B pelenTe, pelieHue oo
OTITYCKE JICKAPCTBEHHOTO TMpenapara C TaKOW JO3UPOBKOH TPUHUMACT MEIUIIMHCKAN DPAOOTHHK,
BBINIMCABIINNA PELEIT.

8. Ormyck JeKapCTBEHHOrO0 IIpernapaTra OCYILIECTBISETCS B MEPBUYHOM U  BTOPUYHOMN
(moTpeOuTeNnbCcKON) yMakoBKaX, MapKHUPOBKAa KOTOPBIX JOJKHA OTBe4aTh TpeOoBaHUSAM cTaThbu 46
®denepanpHoro 3akona ot 12 anpens 2010 r. N 61-®3 "O06 obparnienun JiekapcTBeHHBIX cpeacts'*(11), a
yIIaKOBKa ISl HAPKOTUYECKUX U TCHUXOTPOIHBIX JIEKAPCTBEHHBIX MIpemnapatoB cnucka Il - TpeboBaHusM
nyHkTa 3 crateu 27 denepanbpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEICTBaxX U
MICUXOTPOMHBIX BemecTBax"*(12).

Hapymenue nepBu4HOMN yIakoOBKH JIEKAPCTBEHHOI'O MIperapaTa Mpu ero OTIyCKe 3alperniaeTcs.

Hapymenne BTOpHYHON (MOTpeOUTENbCKOI) YIMAaKOBKM JIEKAPCTBEHHOIO Npenapara W OTIYCK
JIEKapCTBEHHOI'0 Ipenapara B IEPBUYHOM yIAaKOBKE [OMYCKAaeTCs B Clydae, €cClId KOJIUYECTBO
JIeKapCTBEHHOTO TpenapaTa, YyKa3aHHOE B peLeNTe WM HeoO0XoJuMoe JIMIly, MpHOOpeTamemMy
JIEKapCTBEHHBIM mpemnapaT (Mpu Oe3pelenTypHOM OTIYCKE), MEHBIIE KOJWYECTBA JIEKAPCTBEHHOTO
npenapara, CoJepKallierocst B0 BTOpUYHOH (MOTpeOUTeNnbCKoi) ynakoBke. B Takom ciydae npu oTmycke
JIEKapCTBEHHOI'0 TMpernapara JiMily, HpuoOpeTarolieMy JIeKapCTBEHHBIM Npernapar, MpeJoCTaBIseTCs
MHCTPYKLUS (KOMUS HHCTPYKIMH) TIO IPUMEHEHHUIO OTITYCKaeMOTo JIEKapCTBEHHOTO Mpernapara.

9. Ilpu oTmycke JeKapCTBEHHBIX IpernaparoB Mo perenty ¢apManeBTHYECKU pabOTHUK
IPOCTaBIsIET OTMETKY Ha perente o0 OTIHYCKe JIEKapCTBEHHOTO Mpernapara ¢ yKazaHHeM:

HAaUMEHOBAHMS aNnTeyHOW opraHuzauuu (haMuianM, HWMEHH, OT4yecTBa (IpU HAJTUYHH)
WHUBUIYaJIbHOTO MPEAIPUHUMATES );

TOPrOBOI'0 HAUMEHOBAHMUS, JO3UPOBKU U KOJIMYECTBA OTIYLIEHHOTO JIEKaPCTBEHHOT'O IIperapara;

dbamMunuu, UMEHU, OT4eCcTBa (MIPU HATMYUHU) MEAUIIMHCKOTO pa0OTHUKA B CIyYasX, YKa3aHHBIX B
ab3arie yeTBepTOM MyHKTa 7 U ab3aie TperbeM nyHkTa 10 Hacrosimux [Ipasu;

PEKBU3UTOB JIOKYMEHTA, YAOCTOBEPSIOLIErO JIMYHOCTh JIMIA, MOJYYMBIIETO JIEKapCTBEHHBIN
npenapar, B ciaydae, ykazauHoM B myHKTe 20 HacTosmumx [IpaBuit;

dbamunuu, UMEHHU, oTdecTBa (NMpH HaTU4MK) (HapMalleBTHUECKOTO pPAOOTHHKA, OTIYCTUBIIETO
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JIeKapCTBEHHBIN Mpenapar, U ero MoAMNUCH;

JIaThl OTITYCKA JIEKAPCTBEHHOT'O Mpenapara.

10. IIpu oTmycke JeKapCTBEHHBIX MpPENapaToB IO PELENTY, BBIMMCAHHOMY Ha PELENTYpPHOM
omanke ¢opmer N 107-1/y, cpok aelcTBUS KOTOPOTO cOoCTaBisgeT oauH roa*(13), u B KOTOPOM yKa3aHbI
NepUoAbl U KOJIMYECTBO OTITYCKa JIEKAPCTBEHHOTO IMpernapaTa (B KaX/blil IepHo/I), peLenT BO3BPALACTCs
JMIly, TpUOOpPETAIOIeMy JIEKAPCTBEHHBINM MpenapaT, ¢ OTMETKOW, CoJeprKalleil CBEeJeHHs, YKa3aHHBIC B
nyHkte 9 nactosmux [TpaBui.

[Ipu ouepeaHoM OOpalieHUWH JMIAa K CYOBEKTY PO3HUYHOH TOPTOBIM C JaHHBIM PELENTOM
YUUTBHIBAIOTCS OTMETKH O MPEABLAYIIEM OTIYCKE JIEKApCTBEHHOrO Iperapara 1o TakoMy pelenTy U B
clydae MpUOOpPETeHHs JUIOM KOJMYECTBAa JICKAPCTBEHHOI'O IIperapara, COOTBETCTBYIOIIETO
MaKCHUMaJIbHOMY KOJHUYECTBY, YKa3aHHOMY MEIUIIMHCKIUM pAaOOTHUKOM B PELENTe, a TAKXKe 110 HCTCUCHUHN
CpOKa JICMCTBHUS peleNnTa, Ha pelente mpocTtapisercs mramin "JlekapcTBeHHBIM mpenapaT OTHOYIIEH" U
peLenT BO3BPALAETCS JIULLY.

EnvHOBpeMeHHBI OTHYCK JIGKAPCTBEHHOrO IpermapaTa IO PELeNTy, BBIIMCAHHOMY Ha
peuentypaoM Omanke ¢opmbl N 107-1/y, cpok nmeWcTBUsS KOTOporo cocrapiseT oauH roa*(13), u B
KOTOPOM yKa3aHbl MEPUOJAbl U KOJIUYECTBO OTIYCKa JIEKAPCTBEHHOTO Mperapara (B KaKAbIH Mepuon),
JIOITYCKAeTCsl TOJIBKO 110 COIIACOBAHUIO C MEIULIMHCKUM PaOOTHUKOM, BBHIITUCABIIUM PELIETIT.

11. IIpu oTmycke JeKapCTBEHHBIX IMpernapaToB MO PELENTYy, BHIIHCAHHOMY Ha PEIenTypHOM
omanke hopmbel N 148-1/y-04 (1) nmu dopmer N 148-1/y-06 (i1), 3am0THEHHBIH KOPEIIOK TaKOTO perenTa
nepenaeTcs papMaleBTUYECKUM paOOTHUKOM JIHILy, IproOpeTaroniemMy (IolyJyaroniemMy) JIeKapCTBEHHbIE
Ipenaparhl.

12. Ilpu oTmycke HApPKOTUYECKOTO M ICUXOTPOIHOTO JIEKApCTBEHHOro mpemnapara crucka Il Ha
peuenTte 00 OTIIyCKeE JIEKapCTBEHHOT'O Iperapara MpoCcTaBiseTcs IeuaTh alTeKyU UM allTeYHOro IMMyHKTa, B
KOTOPOM yKa3aHO MX MOJHOE HauMEHOBaHue (IIPU HATMYUU TI€UaTH ).

13. Ilpu oTnycke UMMYHOOHOJIOTMUECKOTO JIEKAPCTBEHHOTO IpernapaTa Ha PeLenTe Wik KOpelke
pelenTta, KOTOpBIA OCTaeTcs y Juia, MpuodpeTaromiero (MOJydarollero) JIEKapCTBEHHBIM Ipemnapar,
YKa3bIBAa€TCsl TOYHOE BpeMsl (B yacax U MUHYTaX) OTIIYCKa JIEKapCTBEHHOT'O Mpernapara.

OTnyck  MMMYHOOMOJIOTUYECKOTO  JIEKaPCTBEHHOI'O  Ipermapara  OCYLIECTBISETCA  JIMILLY,
npuoOperaronieMy (MOTy4aroleMy) JeKapCTBEHHBIN Ipemnapar, NpUd HAJUYUM y HEro CIEUHUaIbHOTro
TEPMOKOHTEIHepa, B KOTOPBIN MOMeIIaeTcsl JIeKapCTBEHHBIN Mpernapar, ¢ pa3bsiCHEHHEM HEOOXOIMMOCTH
JIOCTAaBKH JJAHHOTO JIEKAPCTBEHHOI'O Mperapara B MEJAMIMHCKYIO OpraHU3alMI0 IpU YCIOBUU XpaHEHUsS B
CreMaTbHOM TEPMOKOHTEHHEpE B CPOK, HE MpeBbIIAONINi 48 4acoB mocie ero npuoOpeTeHus..

14. OcratoTcss U XpaHATCd Yy CYOBEKTa PpO3HHYHOM TOPrOBIM pelentsl (C OTMETKOH
"JlekapCTBEHHBIN IpenapaT OTIyIeH") Ha:

HAapKOTUYECKHWE M IICUXOTPOIIHbIE JIEKapCTBEHHbIE mpemnaparbl crnucka II, mncuxorpomnHbie
JIEKapCTBEHHbIE Npenapatsl cnucka Il - B TeueHue nsau ner;

JIEKapCTBEHHBIE MpPEnapaThl, OTIMYCKaeMble OECIUIATHO WK CO CKUJIKOH, - B TEYEHHUE TPEX JIET;

KOMOMHUpPOBAaHHbIE JIEKAPCTBEHHBIE Ipernaparbl, COJEepXallde HApKOTHYECKUEe CpeJICTBa WU
IICUXOTPONIHbIE BemecTBa, BHeceHHble B crnucku [I wm III IlepedHsi, M3rOTOBIICHHBIE B aINTEYHOMN
OpraHu3aliy, JIEKapCTBEHHbIE MpenapaTsl, obsagaromuye aHa0oJINIYeCKO aKTUBHOCTBIO, JIEKAPCTBEHHBIE
npenaparsl, MoJyIeXkKallue MpeIMEeTHO-KOJIMYECTBEHHOMY yUeTy, - B TeUeHUE TPEX JIET;

JIeKapCTBEHHbIE MTpenapaThl B XKHUJIKOI JIeKapcTBEHHOH dopme, coaepaxariue 6osiee 15% 3TuiaoBoro
cnupra OT 00beMa TOTOBOM MNPOJIYKIUHU, WHBIE JIEKApCTBEHHBbIE Mpemnaparbl, oTHocsmuecs no ATX k
aHTUNCUXoTHYeCKUM cpenactBam (ko NOSA), ankcuonutukam (kog NOS5SB), CHOTBOPHBIM U CelaTUBHBIM
cpencTBam (xom NO05C), aHTHUJETIPECCAaHTaM (xon NO6A) " HE MO IJIeKAIIHE
IIPEIMETHO-KOJIMYECTBEHHOMY YUETY, - B TEUEHUE TPEX MECSLIEB.

15. Penentsl, He yka3zaHHble B MNyHKTe 14 Hacrosmmx IIpaBwi, oTMedaroTCs MITAMIOM
"JlexkapCTBEHHBIH Mpenapar OTIYILEH" U BO3BPALIAOTCS JIUILY, OJy4YHBIIEMY JIEKAPCTBEHHBIN Ipenapar.

PenienTel, BBbIMMCAHHBIE C HApPYIIEHUWEM YCTAHOBJIEHHBIX TMpaBuwi®(14), perucTpupyrorcs B
KypHaje, B KOTOPOM YKa3bIBalOTCS BBIABICHHBIC HapyIIeHUS B OGOPMIIEHUH pelenTta, GpamMuius, ums,
OTYECTBO (IIPU HAJTMYUN) MEIULIMHCKOTO paOOTHHKA, BHIITUCABIIETO PEIENT, HAMMEHOBAHHE METUIIMTHCKOM
OpraHM3alH, IPUHATHIE MEPBI, OTMEYAIOTCS ITaMIIoM "Penent HenelcTBUTENEH" ¥ BO3BPALLAIOTCS JINLLY,
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npencraBuBiieMy petent. O (akrax HapymieHHs NMpaBHi OQOPMIICHUS PEUENTOB CyOBEKT PO3HHUYHOU
TOPTOBJIM UHPOPMHUPYET PYKOBOAUTEISI COOTBETCTBYIONIEH MEUIIMHCKOM OpraHn3aluy.

16. [Ipu oTnycke JIeKapcTBEHHOTO Tpenapara GpapMaleBTHYSCKHi paOOTHIUK HH()OPMUPYET JIUIIO,
npuoOperatomiee (Tmoiydaromiee) JeKapcTBEHHBIN Mpernapar, 0 peKMMe U J103aX €ro mnpHema, IpaBHiiax
XpaHEHHS B JOMAIITHUX YCIOBUAX, O B3aMMOJICHCTBHH C IPYTMMH JICKAPCTBEHHBIMU TIperiapaTaMu.

17. Tlpum oTmycke JIEKapCTBEHHOro TpenapaTta ¢apMaleBTUYECKHii paOOTHUK HE BIIPaBe
NPEJOCTABIISAT, HEJOCTOBEPHYIO H (WJIM) HENOJHY HH(POPMAIMI0 O HAJMYUU JICKApCTBEHHBIX
npenapaToB, BKJIIOYas JICKAPCTBEHHbIE IpenapaThl, HWMEIOIIHME OJWHAKOBOE  MEXKIYHAPOIHOE
HEMaTeHTOBAaHHOE HAMMEHOBAHWE, B TOM YHUCIE CKPbIBaTh WH(OPMAIMIO O HAJIUYHUU JIEKAPCTBEHHBIX
npenapaTroB, UMEIOIIHNX 0oJiee HU3KYIO IIeHy *(15).

18. 3ampemaercs oTmyck (aabCUPUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX M KOHTpPa(aKTHBIX
JIEKapCTBEHHBIX MpemapaToB®(16).

I1. TpeGoBaHusi K OTIyCKY HAPDKOTHYECKHX U NCUXOTPONHBIX JIEKAPCTBEHHBIX NPENaparos.,
JIEKAPCTBEHHBIX NPenapaToB, 00/1a1a1011X AaHA00/IMYeCKOi AKTHBHOCTBHIO, HHBIX JIEKAPCTBEHHBIX
Npenaparos, NOJIEKAIMX MPeIMeTHO-KOJIMYeCTBEHHOMY Y4YeTy

19. OTnyck HapKOTHYECKMX M IICUXOTPOIHBIX JIEKApPCTBEHHBIX IPENaparoB, JIEKapCTBEHHBIX
[penapaToB, 00JIaJaloINX aHA0OJUYECKOW AaKTHUBHOCTBIO, JIEKAPCTBEHHBIX IPENApaToB, MOAJIEKAILIUX
IPEIMETHO-KOJIMYECTBEHHOMY  y4eTy,  OCYyILecTBIseTcss  (apMaleBTHUYECKUMHM  pabOOTHHKaMH,
3aHMMAIOIIMMHU JIOJDKHOCTH, BKJIIOYEHHBIE B IIEPEUYEHb JIOJDKHOCTEN (papMalieBTUUECKUX U MEAMIIMHCKHUX
pabOTHUKOB B OpraHU3alUsaX, KOTOPHIM MPEIOCTABICHO MPABO OTIYCKAa HAPKOTHUECKUX JIEKApCTBEHHBIX
IpenapaToB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB (QHU3MUECKUM JIMIAM, YTBEPIKICHHBIN
npukazoM MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickori ®enepanuu ot 7 ceHtsaops 2016 r. N 681nH
(3apeructpupoBan MunucTepcTBOM toctuiiu  Poccuiickoit  ®eneparuun 21 centsiops 2016 r.,
peructpannoHHbii N 43748).

20. HapkxoTtuueckue M INCHUXOTPOIIHBbIE JIEKApCTBEHHBIE Npenapartbl cnucka II, 3a uckmoueHuem
JIEKapCTBEHHBIX IPENapaToB B BHJE TPAHCIECPMAIBHBIX TEPANIEBTUYECKUX CHCTEM, OTILYCKAIOTCSA IpU
NPEIbSABICHUH IOKYMEHTA, YIOCTOBEPSIOUIETO JIUYHOCTD, JIUIY, YKa3aHHOMY B pelenTe, ero 3aKOHHOMY
npeacraButento®*(17) unu nuiy, uMeronieMy O(OPMIIEHHYIO B COOTBETCTBUH C 3aKOHOJATEIHCTBOM
Poccniickoit denepanuy JOBEPEHHOCTh HAa IPABO IMOJYYEHHs TAKUX HAPKOTUYECKHUX M IICUXOTPOIHBIX
JIEKapCTBEHHBIX MTPENAapaTOB.

21. HapkoTuueckue M NCUXOTPOINHBIE JIEKapCTBEHHbIE IpenapaTsl crnucka Il (3a uckimoueHuem
JIeKapCTBEHHBIX MPENapaToB B BUJIE TPAHCASPMAIbHBIX TEPANeBTUYECKUX CUCTEM), IPEAHAa3HAYSHHBIE IS
rpaXkaaH, MMEIOLIUMX MpaBO Ha OecIIaTHOE IOJy4eHHE JIEKapCTBEHHBIX IMPENnapaTroB WM MOJydYeHHE
JIEKapCTBEHHBIX IPENApaTOB CO CKUAKOM, OTIIYCKAIOTCA IPHU NPEABABICHUU pELENTa, BHIIMCAHHOIO Ha
peuentypaoM Onanke ¢opmbl N 107/y-HII, u penenta, BRIMUCAHHOTO HA pELENITYPHOM OylaHKe (HOPMBI
N 148-1/y-04 (;1) unmu popmsr N 148-1/y-06 (11).

JlexapcTBeHHBIE TIpemaparthl, yKa3aHHbIE B a03allax TPETbeM - BOCBMOM IYHKTa 4 HACTOSIINX
[IpaBui, npenHa3HaueHHbIE U TPaKJaH, UMEIOIUX IPaBO Ha MOJYyYEHUE JIEKAPCTBEHHBIX IPENaparos,
OTITYCKaeMBbIX OECIJIaATHO WMJIM CO CKHMJIKOM, OTITYCKAIOTCSl MPH MPEAbIBICHUU PELEINTa, BBIMUCAHHOTO Ha
peuentypHoMm Omanke ¢opmbl N 148-1/y-88, u perenra, BBIMHCAHHOTO Ha peleNTypHOM OyiaHKe (HOpMBI
N 148-1/y-04 (71) wim popmer N 148-1/y-06 (i1).

22. Tlocne oTmycka HaApKOTUYECKUX M TCUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka lI, B
TOM 4HCI€ B BHUAE TpPaHCACPMAIbHBIX TEPANEBTUYECKUX CHCTEM, IICUXOTPOIMHBIX JIEKAPCTBEHHBIX
npenapartos cnucka Il nuiyy, mosnydnBiIeMy JIeKapCTBEHHBIN Mpenapar, BBIAAETCS CUTHATypa C KEJITOU
MOJIOCOM B BEPXHEH YacTH M HaNUChIO YepHBIM HIpudToM Ha Hell "Curnatypa', B KOTOPOH yKa3bIBAIOTCS:

HAauMEHOBAHME U a/IpEC MECTOHAXOXK/IEHUS alITEKN WIN allTEYHOTO MYHKTA;

HOMEp M JlaTa BBIMHCAHHOTO PEIEeNTa;

damunus, uMms, oTYecTBO (IIPU HATWMYMHU) JIMILA, JUII KOTOPOTO IMpelHa3HaueH JIeKapCTBEHHBIN
npernapar, ero Bo3pacT;
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HOMEp MEIUIMHCKOW KapThl MAIHEHTa, MOIYYalOIIero MEeIUIMHCKYIO MTOMOIIs B aMOyIaTOPHBIX
YCIIOBHSAX, I KOTOPOT'O MPEIHA3HAYEH JIGKAPCTBEHHBIN Ipenapar;

damunus, UMs, 0T4ecTBO (IPU HAJIUYUH) MEAUIMHCKOTO pabOTHHUKA, BBIMHMCABILETO PEIEIT, €ro
KOHTAKTHBIN TenedoH 160 TenedoH METUITUHCKONH OpraHU3alii;

CoZIepKaHKe pelenTa Ha JaTHHCKOM SI3bIKE;

damunus, uMs, OTYecTBO (TMPU HAIMYMK) M TOANUCH (HapMalEBTHUECKOro paboOTHHKA,
OTIIYCTHBIIETO JICKAPCTBEHHBIH Mperapar;

JlaTa OTIIyCKa JIEKapCTBEHHOIO IIpernapara.

23. OTIrycK 3THJIOBOTO CHHMPTA IMPOU3BOIUTCS IO PEIENTY C YYeTOM YCTaHOBJICHHBIX TpeOOBaHUI
K 00beMy Tapbl, yIaKOBKE U KOMIUIEKTHOCTH JICKapCTBEHHBIX IpernapaTtoB*(18).

JlekapCTBeHHbIE MpeENapaThl, COAEP)KAIME ITUJIIOBBIM CHUPT, B TOM YHCJIE H3TOTOBJICHHBIE IO
pelenty cyObeKTOM PO3SHUYHOW TOPTOBIIH, UMEIOIIMM JIMIIEH3UIO Ha (DapMaIieBTHUECKYIO e TEIbHOCTD C
IPaBOM M3TOTOBJICHUS JICKAPCTBEHHBIX MPEMapaToB, OTIYCKAIOTCS C YYETOM yCTAaHOBJICHHBIX TPeOOBaHUI
K 00beMy Tapbl, yIaKOBKe U KOMIUICKTHOCTH JICKapCTBEHHBIX IpernapatoB™(18).

24. 3ampemaercs pa3JelbHBI OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOSIIMX B COCTaB
JIEKapCTBEHHOTO Mpernapara, N3roTaBIMBaeMoOro cyObeKTOM PO3HUYHON TOPTOBIIH.

25. 3ampemaercst OTIYCK CYOBEKTOM PO3HMYHOM TOPIOBIM JIEKAPCTBEHHBIX IIPENapaTosB,
yKa3aHHBIX B MyHKTe 4 HacTtosammx [IpaBui, Mo penenTaM BeTepUHAPHBIX OPraHU3aLUi.

I11. TpeGoBaHMA K OTHYCKY JIeKAPCTBEHHBIX MPENapaToB M0 TPeOOBAHUSAM-HAKJIAAHBIM
MeIMIMHCKUX OPraHu3aluii, HHIMBHAYAJIbHbIX NPeINPUHUMATeIell, MMeIOIMX JULIEH3UI0 Ha
MEIUIIUHCKYIO /1eSiTeIbHOCTh

26. TpeboBaHMe-HaKIIAAHAS HAa OTIYCK JIGKAPCTBEHHBIX MpernapaToB 0(hopMIIsieTcs: B COOTBETCTBUU
¢ WHcTpykuueld o mopsiiKe BBINMCHIBAaHUS JIEKAPCTBEHHBIX IpernaparoB U O(QOpPMIIEHUS PELENTOB U
TpeOOBaHUI-HAKIATHBIX, YTBEPKACHHON MpHKa3oM MUHUCTEPCTBA 3APAaBOOXPAHEHUS M COLUAIBHOIO
pasButus Poccuiickoit ®eneparuu ot 12 ¢despans 2007 1. N 110 "O mnopsake Ha3HauYeHUS U
BBINTMCHIBAHUS JIEKapCTBEHHBIX IIpenapaTos, 15631 (U117 MEAMIMHCKOTO Ha3HA4YCHMUS U
CHEIMAIM3UPOBAHHBIX MPOJYKTOB JIe4eOHOro MHUTAaHUA" (3aperucTpupoBaH MUHUCTEPCTBOM HOCTHUIIMU
Poccuiickoit @eneparuu 27 anpenst 2007 r., peructpanuonssiii N 9364)*(19).

JlomyckaeTcsi OTIYCK JIEKApCTBEHHBIX MpenaparoB Mo TpeOOBaHUSM-HAKIAJHBIM MEIUIUHCKUX
OpraHM3alMii M WHIUBUAYAIbHBIX IpEANPUHUMATENEH, MMEIOIIUX JIMLIEH3UI0 Ha MEAMIMHCKYIO
JeSITeNIbHOCTh, OOPMIIEHHBIM B 3JIEKTPOHHOM BH/JIE, €CJIM MEIUIIMHCKAsI OpraHu3alysl, HHANBUIYaJIbHbII
OpeANpUHUMATeNb, UMEIOUIMH JIMLIEH3UI0 Ha METUIMHCKYIO JIeSTeNbHOCTh, U CYOBEKT PO3HUYHOMN
TOPTOBJIM SIBJISIFOTCS COOTBETCTBEHHO YYaCTHHUKAaMU CHUCTEMbl MH(GOPMAIMOHHOIO B3aUMOJAEHCTBUS IO
0o0MeHY CBEJICHUSIMHU.

27. Ormyck HapKOTMYECKHMX U IICUXOTPOIHBIX JIEKAapCTBEHHBIX IHpenaparoB croucka I,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka I, MHBIX JeKapCTBEHHBIX NPENapaToB, MOUIEKAIINX
PEIMETHO-KOJIMUYECTBEHHOMY YY€Ty, B TOM 4YHCJIE OTIyCKaeMbIXx 0e3 pelenTa, OCYIIECTBISETCS IO
OTJeNIbHBIM TPEOOBAaHUSIM-HAKIIATHBIM.

28. 3anpeniaercs OTIYCK HAPKOTHYECKUX U TMCHUXOTPOIHBIX JIEKAPCTBEHHBIX MpENapaToB CIHCKa
I, B TOM 4yucie B BUAE TPaHCAEPMAIBHBIX TEPAEBTHUUECKUX CUCTEM, ICHUXOTPOIIHBIX JIEKAPCTBEHHBIX
npenapatoB cnucka Il mo TpebGoBaHUsAM-HAKIAAHBIM WHIUBUAYAIBHOIO MPEIIPUHUMATENS, UMEIOILIEr0o
JUIEH3UIO HA METUIIMHCKYIO AeITeTbHOCTh*(20).

29. Ilpum otrmycke JEKapCTBEHHBIX MpenapaToB (apMaleBTHUYECKH pabOTHUK MpPOBEpSET
Hajiexaiee odopmiieHne TpeOOBaHUS-HAKIAJAHOW W TMPOCTaBIseT HAa HEW OTMETKY O KOJHYECTBE U
CTOMMOCTH OTIYUICHHBIX JIEKAPCTBEHHBIX MPENapaToB.

30. Bee TpeboBaHMsI-HaKIIaIHbIE, IO KOTOPHIM OTIIYILEHBI JIEKAPCTBEHHBIE MpPENapaThl, MOJIEKAT
OCTaBJICHUIO U XPAaHEHHIO Y CyOBbEeKTa pO3HUYHON TOPTOBJIH:

Ha HApKOTUYECKHME U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparsl cnucka II, mcuxorporHble
JeKapcTBeHHbIE npenapathl cniucka Il (B oTHOIIEHUH anTeK U anTeYHbIX MyHKTOB) - B TEUEHUE TISTH JIET;
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Ha JIEKapCTBEHHBIE IpenapaThl, MOAJIEKAIINE PEIMETHO-KOJINYECTBEHHOMY YYeTy, - B TCUEHUE
TPEX JIET;

Ha MHBIE JIEKAPCTBEHHBIE IIPENapaThl - B TCUEHUE OJHOTO roja.

31. Hapymenue mnepBUYHOM YNAKOBKM JIEKaPCTBEHHOI'O Ipenapara IpU €ro OTIYyCKe MO0
TpeOOBAaHUIO-HAKIIAAHON JOMYyCKaeTcd CyOBEKTOM pPO3HUYHON TOProBiIM, HMMEIOLIMM JIMLEH3UI0 Ha
(apMarieBTUYECKYIO AeSITeIBHOCTh C IPABOM M3TOTOBJICHUS JIEKAPCTBEHHBIX MpernaparoB. B Takom ciyyae
OTIIyCK JICKApCTBEHHOI'O IpernapaTra OCYILECTBIAETCS B YHaKoBKe, O(QOPMIICHHOH B YCTaHOBJIEHHOM
nopsiake*(21), ¢ mpenocraBieHUEeM HHCTPYKIUHU (KOMUM MHCTPYKIMH) TO MPUMEHEHHIO OTITYCKaeMOI'o
JIEKapCTBEHHOT O IIpernapara.

n.n

*(1) Momnynkt "d4" myHkra 5 yactu 4 crarbu 18, moanmyHkt "k" myHkrta 1 wactu 1 crateu 33
@enepanbHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "OO6 oOpameHnn JIEKapCTBEHHBIX CPEICTB"
(Cobpanue 3axkonomarenbcTBa Poccmiickoit ®epepanmm, 2010, N 16, cr. 1815; N 42, cr. 5293; N 49,
cT. 6409; 2014, N 52, ct. 7540).

*(2) IIpuka3el MuHHCTEPCTBa 31paBooxpaHeHus Poccuiickoit denepanun:

or 20 pmexadbps 2012 r. N 11758 "OO yTBepkIeHUHM MOpsIKa HAa3HAYEHUS WU BbHIIMCHIBAHUS
JIEKapCTBEHHBIX IIPENnaparoB, a Takke (OopM pPELENnTYpHbIX OJIAaHKOB Ha JIEKapCTBEHHBIE IPENaparsl,
nopsizika ohOpMIICHHUSI YKa3aHHBIX OJIAHKOB, WX y4eTa M XpaHeHus" (3aperucTpupoBaH MHHHCTEPCTBOM
toctuni Poccuiickoit @enepanun 25 utons 2013 1., perucrpannonHbii N 28883), ¢ M3MEHEHHSAMHU,
BHECEHHBIMHU ITpUKa3zaMu MuHucTepcTBa 31paBooxpanenus Poccuiickoit @enepaunu ot 2 nexadpst 2013 r.
N 886n (3apeructpupoBan MuHucTepcTBOM OCcTHIMU Poccuiickoit ®enepanun 23 aexadbps 2013 1.,
peructpanronsslii N 30714), ot 30 utons 2015 r. N 386H (3apeructpupoBan MUHUCTEPCTBOM IOCTULIUH 6
asrycra 2015 r., peructpanumonnbiii N 38379) u ot 21 ampens 2016 r. N 254n (3apeructpupoBaH
MunucrepctBoM toctuniuu Poccuiickoit denepanuu 18 uronst 2016 r., peructpanuonusiii N 42887)
(manee - mpuka3 N 1175n);

or 1 asrycra 2012 1. N 54 "OO ytBepkaeHUH (GOPMBI OJAHKOB PEIEITOB, COJEPIKAIIUX
Ha3HAYCHHE HApPKOTUYECKUX CPEICTB M IICUXOTPOIHBIX BEIIECTB, MOPAAKA MX HM3TOTOBJICHUS,
pacnpenenenus, perucTpaluu, ydera U XpaHeHHus, a Takke NpaBuil odopmiieHus" (3aperucTpupoBaH
MunucrepctBoM toctuiu Poccuiickoit @enepaunn 15 asrycra 2012 r., perucrpaunonssii N 25190), c
M3MEHEHUsIMHU, BHECEHHBIMHU ITpHKa3zaMu MuHucTepcTBa 31paBooxpanenus Poccuiickoit @enepaunn ot 30
utoHs 2015 1. N 3851 (3apeructpupoBan Munucrepctsom toctuiun Poccuiickoit @eneparun 27 HOsOps
2015 r., peructpanuonnbiii N 39868) u ot 21 anpens 2016 r. N 2541 (3apeructpupoBad MUHUCTEPCTBOM
foctuinu Poccuiickoit ®@enepauuu 18 urons 2016 1., perucrpaunonsslid N 42887) (manee - mpukas
N 54n).

*(3) Cobpanue 3akonomarensctBa Poccuiickoit ®enepamuu, 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, ct. 6572;
2010, N 3, ct. 314; N 17, c1. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, c1. 4271; N 45, c1. 5864; N 50,
cT. 6696, 6720; 2011, N 10, cr. 1390; N 12, ct. 1635; N 29, ct.4466, 4473; N 42, ct.5921; N 51,
ctT. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, ct. 2400; N 22, ct. 2864; N 37, ct. 5002; N 48,
cT. 6686; N 49, ct. 6861; 2013, N9, cr.953; N 25, cr.3159; N 29, cr.3962; N 37, cr.4706; N 46,
cT. 5943; N 51, cT. 6869; 2014, N 14, ct. 1626; N 23, cT. 2987; N 27, ct.3763; N 44, ct. 6068; N 51,
cT. 7430; 2015, N 11, cr. 1593; N 16, ct. 2368; N 20, ct. 2914; N 28, cT1.4232; N 42, cr. 5805; 2016,
N 15, cT. 2088; 2017, N4, ct. 671; N10, cT. 1481.

*(4) Ilpunoxxenus N 1 u 2 k npukazy N 54H.

*(5) IlynkT 9 nopsi/ika Ha3HAYEHUS U BBIHMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEP)KIECHHOTO
npukaszom N 1175H.

*(6) Ilpukaz MunucrepctBa 3apaBooxpaneHus Poccuiickoit ®enepanyu ot 22 ampens 2014 r.
N 1831 "OO yTBepKIeHUM TMEepeyHs JIeKapCTBEHHBIX CPEACTB MJIi METUIIMHCKOTO NPUMEHEHUs,
NOJJIEKALIUX PEIMETHO-KOJIMYECTBEHHOMY Yy4eTy" (3aperucTpupoBaH MMHHCTEPCTBOM OCTULUHU
Poccuiickoit @eneparuu 22 uronst 2014 r., peructpannonssii N 33210) ¢ u3MeHEeHUsIMUA, BHECEHHBIMU
nprka3oM MuHuctepcTBa 31paBooxpaneHus Poccuiickoit ®enepaumu ot 10 centsops 2015 r. N 634n
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(3apeructpupoBan  MmuHHCTEpcTBOM toctuiu  Poccuiickoit  ®eneparuu 30 centsiops 2015 .,
peructpanonsslii N 39063).

*(7) llognynkt 3 myHKTa 9 mopsaka Ha3HAUYEHUS U BBIMUCBHIBAHUS JIEKAPCTBEHHBIX MpENaparos,
yTBEpkAEHHOrO npukazom N 1175H.

*(8) 3apeructpupoBan MwunuctepctBoMm tocturuu Poccuiickoir denepanuu 1 wmrons 2012 1.,
peructpauroHHblii N 24438, ¢ ©3MEeHEHUsIMU, BHECEHHBIMHU NpUKa3aMu MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit ®eneparuu ot 10 utons 2013 r. N 369u (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIUH
Poccuiickoit ®enepaunn 15 uronsa 2013 r., perucrpaunonssiid N 29064), ot 21 asrycra 2014 r. N 4651
(3apeructpupoBan  MmuHHCTEpcTBOM tocTHIMK  Poccuiickoit  ®eneparuu 10 centsops 2014 r.,
peructpannonubiii N 34024), ot 10 centsabps 2015 1. N 6341 (3apeructpupoBaH MUHHCTEPCTBOM
toctuiuu Poccuiickoit @enepanuu 30 centsiops 2015 r., peructpanmonnsiii N 39063).

*(9) Pacnopsbkenue IIpaButenbctBa Poccuiickoit deaepannu ot 26 nmekadbps 2015 r. N 2724-p
(Cobpanue 3axkononarensctBa Poccuiickoit denepanuu, 2016, N 2, ct. 413).

*(10) Ilpunoxennss N1 m N2 K TNOpsAKYy Ha3HAUYEHUS M BBIIUCHIBAHUS JICKAPCTBEHHBIX
IIPEnapaToB, yTBEpkKACHHOMY IpukazoM N 1175H.

*(11) CoOpanue 3akonomarenbctBa Poccuiickorr ®eneparuu, 2010, N 16, cr. 1815; N 42,
cT. 5293; 2014, N 52, ct. 7540.

*(12) CobOpanme 3akoHomarenbcTBa Poccuiickoit ®eneparuu, 1998, N 2, cr. 219; 2012, N 53,
cT. 7630; 2013, N 48, ct. 6165; 2015, N 1, ct. 54.

*(13) Ilpunoxxenue N 2 K MOpSAKY Ha3HAUYECHUS M BBINHCHIBAHUS JIEKAPCTBEHHBIX IPENaparos,
yTBepkACHHOMY npuka3oM N 1175H.

*(14) Ilpuka3z N 11751 u npuka3 N 54H.

*(15) Cratps 74 ®enepanbrHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHbI
310poBbs rpaxaan B Poccuiickoit denepanun" (Cobpanue 3akoHomaTeabcTBa Poccuiickoit deneparum,
2011, N 48, ct. 6724; 2013, N 48, cT. 6165).

*(16) Cratbs 57 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpamenuun
JIEKapCTBEHHBIX CPEACTB".

*(17) B oTHOmIeHUH nuIa, yKa3aHHOTO B 4acTu 2 crathu 20 denepanpHOro 3akoHa oT 21 HOsSOps
2011 r. N 323-®3 "OO ocHoBax OXpaHbI 370pOBbs TrpaxkaaH B Poccuiickoii ®enepannn" (Cobpanue
3akoHoaarenbcTBa Poccuiickoin ®enepanuun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446; 2013,
N 27, cr. 3459, 3477; N 30, cr.4038; N 39, cr.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, cT. 6927, 6928; 2015, N 1, cT. 72,
85; N 10, cr. 1403, 1425; N 14, cr.2018; N 27, cr. 3951; N 29, cr. 4339, 4356, 4359, 4397; N 51,
cT. 7245; 2016, N 1, cT. 9, 28; N 15, cT. 2055; N 18, ct. 2488; N 27, c1. 4219).

*(18) Yacts 4.1 crarbu 45 denepanpHoro 3akona ot 12 anpens 2010 r. N 61-03 "O06 obpamenun
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHomaTenbeTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815;
2014, N 52, ct. 7540; 2015, N 51, ct. 7245), nocranoBnenue IIpaButensctBa Poccuiickoit deneparuum ot
23 wmrons 2016 1. N 716 "O mnopsnke ¢GopMHpOBaHHS TEpeuHs JIEKApCTBEHHBIX NpenapaToB s
MEJMIIMHCKOTO MPUMEHEHHs, B OTHOLIEHUH KOTOPBIX YCTaHABJIMBAIOTCS TpeOOBaHUA K OOBEMY Taphbl,
YIaKOBKE U KOMIUJIEKTHOCTH, MEPEYHs JIEKAPCTBEHHBIX MPENapaToB JJsi BETEPUHAPHOIO MPUMEHEHHUS, B
OTHONIEHUH KOTOPBIX YCTaHABJIUBAIOTCS TPeOOBaHUS K 00bEMY Taphl, U OMpPE/IEeIeHUs TAKUX TpeboBaHui"
(Cobpanue 3akonogarenscTBa Poccuiickoit @enepanun, 2016, N 31, ct. 5030).

*(19) C nu3aMeHeHusIMU, BHECEHHBIMU ITpHKa3aMu MUHHCTEPCTBA 37paBOOXPaHEHHS U COLUATBHOTO
pa3Butus Poccuiickoit @enepanuu ot 27 aprycra 2007 r. N 560 (3apeructpupoBaH MHHHCTEPCTBOM
tocturin Poccuiickoit @enepannu 14 centsaops 2007 r., peructpammnonnbii N 10133), ot 25 ceHTa0ps
2009 r. N 7941 (3apeructpupoBan MuHucTepcTBOM roctuiiun Poccuiickoit denepanmu 25 Hos6ps 2009
r., peructpaunoHHeld N 15317), or 20 smBaps 2011 r. N 13n (3apeructpupoBaH MHHHCTEPCTBOM
foctuiun  Poccuiickoit @enepauuu 15 mapra 2011 1., perucrpanuonusii N 20103), mpuxazamu
MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @eaepannu ot 1 aBrycra 2012 r. N 54n (3apeructpupoBaH
MunucrepcrBoM roctutiuu Poccuiickoit deneparmu 15 aBrycra 2012 r., peructpanuonssii N 25190), ot
26 ¢espans 2013 r. N 94 (3apeructpupoBan MunuctepctBoMm toctuiun Poccuiickoit ®@enepanuun 25
utoHda 2013 r., peructpannonnsiii N 28881).
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*(20) ITynkT 4 ctateu 31 denepanpHoro 3akoHa ot 8 saBaps 1998 r. N 3-03 "O HapKOoTHUYECKHX
cpenacTBax M ncuxoTponHbix BemiecTBax" (CoOpanue 3akoHomatenbeTBa Poccuiickoit @eneparum, 1998,
N 2, cr. 219; 2003, N 27, c1. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).

*(21) Ipukaz MunzapaBa Poccum ot 26 oktsa0ps 2015 r. N 7515 "OO yTBepKACHHH TPABHII
U3TOTOBJICHUSI M OTIYCKa JIEKApPCTBEHHBIX MPENnaparoB I MEIUIIMHCKOTO MPUMEHEHHsI anTeuHbIMU
OpraHu3aIusIMu, WHUBUTyJIbHBIMU MpeANPUHUMATEIISIMH, UMEIOIINUMHI JIULEH3UIO Ha
(dbapMareBTUUECKYl0  JIeATeIbHOCTL"  (3aperucTpupoBaH MUHUCTEPCTBOM rOoCcTHIIMU  Poccuiickoit
®enepanuu 21 anpens 2016 r., peructpaunonssiii N 41897).
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