3apeructpupoBano B Munrocte Poccun 8 centsaops 2017 r. N 48125

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

IIPUKA3
or 11 urons 2017 r. N 403u

Ob YTBEPXKXJIEHHUU ITPABUJ OTITYCKA
JIEKAPCTBEHHBIX ITPEITAPATOB 1JIA
MEINULHHAHCKOI'O IPUMEHEHMUSA, B TOM YUCJIE
NMMYHOBHOJJIOI'NMYECKUX JIEKAPCTBEHHbBIX
IHHPEITAPATOB, AIITEYHBIMU OPI'"AHU3ALIUSIMMU,
NHANBUAYAJIBHBIMU NPEJAIIPUHUMATEJISAMMU,
NMMEIOHIUMUA JIMHEH3UIO HA
OPAPMALHEBTHYECKYIO JEATEJIBHOCTD

B cootBerctBum co crateeit 55 denepanbHoro 3akona ot 12 ampens 2010 r. N 61-d3 "O6
obOpamenun jekapcTBeHHbIX cpenacTB" (CoOpanue 3akoHonmarenscTBa Poccuiickoit deneparum,
2010, N 16, ct. 1815; N 31, ct. 4161; 2013; N 48, c1. 6165; 2014, N 52, ct. 7540; 2015, N 29, cT.
4388; 2016, N 27, ct. 4238), nyuktom 3 crateu 12 @enepansHoro 3akoHa ot 17 centsops 1998 r. N
157-®3 "O6 ummyHompoduaakTuke HH(pEKIHOHHBIX Oosne3Hei" (CoOpaHue 3aKOHOIATENBCTBA
Poccuiickoit ®@eneparuu, 1998, N 38, ct. 4736; 2009, N 1, cr. 21; 2013, N 48, cT. 6165) u
noanyHkramu 5.2.169, 5.2.183 Ilonoxenus o MunucrepcTBe 31paBooxpaHeHus Poccuiickoit
®enepanuy, yTBEpXKJIeHHOro mnocraHoBieHueM llpaBurenscrBa Poccuiickoit ®denepauuu ot 19
utonsa 2012 r. N 608 (Cobpanue 3akoHoaarensctBa Poccuiickoit @eneparuu, 2012, N 26, ct. 3526;
2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, ct. 4386; N 45, cT. 5822; 2014, N 12,
ctT. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, c1. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23,
cT. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27, cT. 4497; N 28, ct. 4741; N 34, c1. 5255; N 49,
cT. 6922; 2017, N 7, ct. 1066), npuka3biBao:

1. YTBepJII/ITI) IIpaBrJia OTIIYCKaA JICKAPCTBCHHBLIX ITperapaToB A MECIAUIMHCKOTO IMPUMCHCHUA, B
TOM YHCJIIC I/IMMyHOGI/IOJIOFI/I‘{CCKI/IX JICKAPCTBCHHLIX MPCIapaToB, allTCUHbBIMU OpraHU3alUusAMU,
WHIWBUAYAJIbHBIMHA  NPCANNPHUHUMATCIIAMY, HWMCIOIMIUMHA JIMOCH3UWIO Ha (i)apMaHeBTI/I‘IeCKYIO
ACATCIIBHOCTD, COTJIACHO MTPHUIIOKCHUIO.

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U cOLManbHOro pa3sutus Poccuiickon ®enepanuu ot 14
nexabps 2005 r. N 785 "O Ilopsake oTmycka JEKapCTBEHHBIX CpencTB" (3aperucTpupoOBaH
MunucrepctBoMm toctuiimu Poccuiickonn Penepanuu 16 suBaps 2006 r., peructpaimoHHbI N
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7353);

nprka3 MUHUCTEPCTBA 3APAaBOOXPAHECHUS U COLIMAIBHOTO pa3BuTHsl Poccuiickoit ®denepanuu ot 24
anpens 2006 r. N 302 "O BHeceHUHM HM3MEHEHMH B IpHKa3 MUHHCTEpCTBA 3ApaBOOXPAHEHUS U
coranbHOro pasBuTus Poccuiickoit deneparnuu ot 14 nexadpst 2005 r. N 785" (3apeructpupoBaH
MunucteperBom roctuiuu Poceuiickoit @enepanuu 16 mast 2006 r., peructpanrionHsliii N 7842);

nprka3 MUHUCTEPCTBA 3IPaBOOXPAHECHUS U COLUATIBHOrO pa3BuTHUsl Poccuiickoit ®@eaeparuu oT 12
despanst 2007 r. N 109 "O Buecenun u3meHeHuil B Ilopsiiok OTIycka JeKapCTBEHHBIX CPE/CTB,
YTBEPKACHHBIN MpHKa30M MUHUCTEPCTBA 3/paBOOXPAaHEHUs] U COLMAIBHOTO pa3Butus Poccuiickoii
Qeneparun ot 14 nmekabps 2005 r. N 785" (3apeructpupoBaH MUHHCTEPCTBOM FOCTHUIMU
Poccutickoit ®eneparuu 30 mapta 2007 1., peructparnoHssid N 9198);

npuka3 MuHHUCTEpCTBA 3APABOOXPAHEHUS U COIMAIBLHOIO pa3BuTus Poccuiickoit @enepanun oT 6
aBrycra 2007 r. N 521 "O BHeceHuu uzMeHeHuil B llopsok oTmycka JIEKQpCTBEHHBIX CPEJICTB,
YTBEPKACHHBIN MpHKa30M MUHUCTEPCTBA 3/paBOOXPAaHEHUs U COLMAIIBHOTO pa3Butus Poccuiickoii
@enepanun ot 14 npexabps 2005 r. N 785" (3apeructpupoBaH MUHUCTEPCTBOM IOCTHUIUU
Poccuiickoii @eneparuu 29 aprycra 2007 r., peructpaunonusii N 10063).

Munucmp

B.U. CKBOPLJOBA

Ipunoocenue
K npuxasy Munucmepcmea 30pagooxpaHenuist
Poccuiickoii @edepayuu

om 11 uronsa 2017 2. N 403u

IHPABUJIA OTITYCKA JIEKAPCTBEHHBIX
IHPEITAPATOB JIJIAA MEIUIINMHCKOI'O TIPUMEHEHMUSI,
B TOM YUCJIIE UMMYHOBHNOJOI'MYECKHUX
JIEKAPCTBEHHBIX IIPEITAPATOB, AIITEYUHBIMHA
OPI'AHU3AIIUAMU, UHAUBU/Y AJIBHBIMHU
HPEAITPUHUMATEJISAMHU, UMEIOIIIUMU JIMIEH3UIO
HA ®PAPMAINIEBTHYECKYIO AEATEJIBHOCTD

I. O61ue TpedGoBaHKS K OTIIYCKY JIEKAPCTBEHHBIX NPENapaToB AJIsi MeAULUHCKOIO
NpUMeHeHusl

1. HaCTOSIH_[I/IC npaBujia ONPCACIAOT IOPAAOK OTIIYCKa JICKAPCTBCHHBLIX MIpPCriapaToB IJIAd
MCIUIHUHCKOI'0 MpPUMCHCHHSA, B TOM YHUCIIC I/IMMYHO6I/IOJ'IOFI/I'~IGCKI/IX JICKAPCTBCHHBIX IIPEIIapaToB
(,Z[aJ'ICC - JICKApCTBCHHBIC HpenapaTLI), AllTCUHBIMU OpraHu3alusIMM HW HWHIAWUBUIAYAJIbHBIMU
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NpeIpPUHUMATEISIMU, UMEIOIIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO IesTeNIbHOCTh (Jajnee -
CyOBEKTBI PO3HHYHOW TOProBiM), 6e3 pernenta <> u (WIM) MO pelenTy Ha JIEKAPCTBEHHBIH
Ipernapar, BHIIIMCAHHOMY B YCTaHOBJIEHHOM MOpsiAKe <2> MEAMIMHCKUMH PaOOTHHUKAMH, a TaKKe
Mo TpeOOBaHMUSIM-HAKIAIHBIM OpPTraHU3allMH, OCYIICCTBISIONIEH MEIUIIMHCKYIO JCSITeIbHOCTD
(manee - MeIMLMHCKAs OpraHu3alysl), WM HHIUBUAYAIBHOIO MpEANPUHUMATENS, HUMEIOIIEro
JULEH3UI0  HAa  MEIUIMHCKYIO  JIeITEIbHOCTh  (Jajiee  COOTBETCTBEHHO -  peIemnT,
TpeboBaHUE-HAKIIA HAs ).

n..n

<1> Tlomnynkt "4" nmynkra 5 yactu 4 crarbu 18, moanyHkT "k" myHnkrta 1 wactu 1 crateu 33
®denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparnieHnn JeKapCTBEHHBIX CPeCTB"
(Cobpanue 3akonoaarensctBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; N 42, ct. 5293; N 49,
cT. 6409; 2014, N 52, ct. 7540).

<2> [Ipuka3bl MunuctepcTBa 3apaBooxpaneHus Poccuiickoit @eneparuu:

or 20 nekabps 2012 r. N 11758 "OO yTBEepKACHUM MOPSAJKA HA3HAYEHHS] U BBIIMCHIBAHUS
JIEKapCTBEHHBIX MPENaparoB, a Takxke GopM perenTypHbIX OJaHKOB Ha JEKapCTBEHHBIE Mpenaparsl,
nopsiika OoQOpMIICHHS YKa3aHHBIX OJaHKOB, HMX YydeTra W XpaHeHus" (3aperucTpupoBaH
MunncrepcTBoM roctunmu Poccuiickoit ®eneparuu 25 urons 2013 ., peructpanuonnsiii N 28883),
C UW3MEHEHUsMH, BHECEHHBIMM NpHKa3zamMu MuHucrepcrBa 3apaBooxpaHeHus Poccuiickoit
Oenepannn ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIUH
Poccuiickoit @enepanuu 23 nexadps 2013 r., peructpanuonssiii N 30714), ot 30 utons 2015 r. N
386H (3apeructpupoBan MunuctepcTBoM octuniuu 6 aBrycra 2015 r., perucrpanuonssiii N 38379)
u or 21 ampens 2016 r. N 254n (3apeructpupoBan MuHucrepctBoM roctunuu Poccuiickoit
Oenepannn 18 urons 2016 r., peructpannonnsiii N 42887) (nanee - npuka3 N 1175H);

or 1 aprycta 2012 1. N 54n "OO ytBepxkaeHuH (OpMBI OIAHKOB PEIENTOB, COAEPIKAILIUX
Ha3HaYeHHE HAPKOTHMYECKUX CPEICTB U ICUXOTPONHBIX BEIIECTB, MOPAAKA WX H3TOTOBJICHHUS,
pacripeliesieHusl, PperucTpaluy, ydeTa M XpaHEHHUs, a Takke npaBuwil odopmieHus"
(3apeructpupoBan MunucrepctBom toctuniuu Poccuiickoit ®denepamuu 15 aBrycra 2012 1.,
peructpanoHHelidi N 25190), ¢ u3MEHEHUSAMHU, BHECEHHBIMH TpUKa3zaMHd MUHHCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunucrepctBoM toctuiu Poccuiickoit @enepaunn 27 Hoa6pa 2015 1., perucrpaunoHHblid N
39868) u ot 21 ampens 2016 r. N 254n (3apeructpupoBad MuHHCTEpCTBOM FocTulK Poccuiickoit
Oenepanun 18 urons 2016 r., peructpanmonnsiii N 42887) (nanee - mpukas N 54H).

2. OTnyck JIeKapcTBEHHBIX MPenapaToB 0e3 pelenToB OCYIECTBIAETCS:
anTeKaMu;

aNTeYHBIMH ITYHKTAMU;

anTeYHbIMH KHOCKAMH;

WHAVNBUAYAIGHBIMH  MPEANPUHUMATENSIMA, WMCIOIIMMU JIMIICH3UI0 Ha  (hapMaleBTHUECKYIO
JeATETLHOCTH (J1ajiee - UHIAUBUIYATbHBIN MPETPHHUMATEND ).

3. OTnyck neKapCTBEHHBIX NMPENapaToB MO PELenTaM OCyIIeCTBISETCS:
anTeKaMu;

AIlITCYHBIMHA ITYHKTAMH,


https://normativ.kontur.ru/document?moduleid=1&documentid=285027#l1403
https://normativ.kontur.ru/document?moduleid=1&documentid=285027#l390
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=264331#l0

WHAWBUAYAIbHBIMU TPEINPUHUMATENSIMU (32 MCKIIIOUEHHUEM OTIyCKa HAPKOTHYECKHX CPENICTB U
MICUXOTPONHBIX BEUIECTB, BKJIIOUEHHBIX B IEPEYEHb HAPKOTUYECKHX CPEJICTB, MCUXOTPOMHBIX
BEILIECTB U UX MPEKYypCOPOB, MOJJEKAUUX KOHTPOJO B Poccuiickoii denepaiiuu, yTBepKICHHBIN
nocranoBieHueM IIpaBurensctBa Poccuiickoit ®enepanun ot 30 urons 1998 r. N 681 <3> (nanee
COOTBETCTBEHHO - [lepedyeHb, HAPKOTUYECKUE U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIPETIaparhl).

<3> Cobpanue 3akoHomarenscTBa Poccuiickorr @eneparuu, 1998, N 27, cr. 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, 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, ct. 1390; N 12, cT. 1635; N 29, cT. 4466, 4473; N 42, cT.
5921; N 51, cr. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, c1. 2400; N 22, ct. 2864; N 37,
ct. 5002; N 48, ct. 6686; N 49, ct. 6861; 2013, N 9, cT. 953; N 25, c1. 3159; N 29, cr1. 3962; N 37,
cT. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, ct. 1626; N 23, c1. 2987; N 27, c1. 3763; N
44, ct. 6068; N 51, ct. 7430; 2015, N 11, cT. 1593; N 16, ct. 2368; N 20, c1. 2914; N 28, cT. 4232;
N 42, ct. 5805; 2016, N 15, cT. 2088; 2017, N4, cT. 671; N 10, ct. 1481.

OTnyck HapKOTHMYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaTroB IO peLenTam
OCYHICCTBIACTCA allTCKaMU W allTCUHBIMU IIYHKTaMH, UMCIOIIUMUA JIULNCH3UIO HAa ACATCIIBHOCTD I10
000pOTYy HAPKOTHUYECKUX CPE/ICTB, ICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB, KYJIbTHUBUPOBAHUIO
HapKOCOJAEpkKaIIUX PaCTCHUN.

OTHYCK I/IMMYHO6I/IOJ'IOFI/I‘ICCKI/IX JICKApCTBCHHBIX MPCIApaToB II0 PEUCITaM OCYIICCTBIACTCA
AIITCKaAMU WU allTCYHBIMHU ITYHKTaMH.

4. Ilo peuenTaM, BRIMUCAHHBIM Ha penenTypHbIX O0mankax ¢opmsl N 107/y-HIT <4>, otmyckaroTcs
HAapKOTUYECKME M  IICUXOTPOIHBIE JIEKAPCTBEHHBIE IIpemapaTsl, BHeceHHble B  CnHcok
HapKOTUYECKUX CPEJICTB M ICUXOTPOMHBIX BELIECTB, 000pOT KOTOpHIX B Poccuiickoit ®enepanuu
OTpaHMYEH U B OTHOIIEHUU KOTOPBIX YCTAHABIIMBAIOTCS MEPBI KOHTPOJISI B COOTBETCTBUU C
3aKOHOAATeNnbCcTBOM Poccuiickonn ®enepanuu M MEXIyHAPOAHBIMM JOroBOpaMH Poccuiickon
Oeneparun (cnucok II), Ilepeuns (manmee - HapKOTHYECKHE M TICUXOTPOIHBIE JIEKAPCTBEHHBIE
npenapatsl cnucka II), 3a HCKiIOYEeHHEM HApKOTUYECKUX W IICUXOTPOMHBIX JIEKAPCTBEHHBIX
IIPENapaToB B BUJIE TPAHCACPMANIbHBIX TEPANIEBTUUECKUX CHCTEM.

<4> Ilpunoxenus N 1 u 2 k npukazy N 54H.

[To peuenTam, BBITUCAHHBIM Ha perienTypHbIX Omankax Gopmbl N 148-1/y-88, ormyckarores <5>:

<5> IIyHKT 9 nopsiaKa Ha3HAYEHUS U BBINMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIECHHOTO
npuka3zom N 1175H.

NICUXOTPOITHBIE JIEKAPCTBEHHBIE IpenapaThl, BHeCeHHbIE B CITUCOK MCUXOTPOITHBIX BELIECTB, 000POT
koTtopblx B Poccuiickoir @enepanuy OrpaHWYEH M B OTHOLIEHWH KOTOPBIX JOITYCKAETCS
UCKIIIOYEHHE HEKOTOPBIX MEp KOHTpOJII B COOTBETCTBUM C 3aKOHOJATENbLCTBOM Poccuiickoit
Oenepannu 1 MEKIyHApOAHBIMU JoroBopamu Poccuiickoit deneparuu (coucok 1), Ilepeuns
(tayiee - ICUXOTPOIHBIE JIEKapCTBEHHBIE Npenapatsl criucka I1I);
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HApKOTUYECKUE U MCUXOTPOIHBIEC JeKapCTBEHHbIE MpenapaThl ciucka Il B Buae TpaHcaepMalbHbBIX
TEpPaneBTUYECKUX CUCTEM;

JIEKapCTBEHHBIE IIPENapaThl, BKIIOYEHHBIE B [IEPEUYEHD JIEKAPCTBEHHBIX CPENICTB /ISl MEJUIIMHCKOTO
NPUMEHEHHUS, TOUIKANINX MPEIMETHO-KOIMYECTBEHHOMY Y4eTy <6>, 3a HUCKIIOYEHHEM
JICKapCTBEHHBIX IpEnapaToB, yKa3aHHBIX B a03alax MEpBOM M TPEThEM HACTOSILIETO IMyHKTa, H
JICKapCTBEHHBIX IpEeraparoB, OTIIyCKaeMbIX Oe3 peuenta (mangee - JEKapCTBEHHBIE Iperaparsl,
NOJJIEKALIUE TPEAMETHO-KOJINYECTBEHHOMY YUETY);

<6> Ilpuka3z MunucrepctBa 3apaBooxpaneHus Poccuiickonn @enepanun ot 22 anpenst 2014 r. N
1831 "OO yTBEep)KICHMM NEPEYHs JEKAPCTBEHHBIX CPEIACTB Ui MEAMIMHCKOTO IMPHUMEHEHHS,
MOJJICKALINX MPEAMETHO-KOJIUYECTBEHHOMY yueTy" (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit ®enepanuu 22 wuronst 2014 r., peructpaunonssii N 33210) ¢ u3sMeHeHUsMY,
BHECEHHBIMU MPUKa3oM MUHHCTEpCTBA 31apaBooxpaneHust Poccutickoit @eneparuu ot 10 ceHTIOpS
2015 r. N 634n (3apeructpupoBan MuHucrtepctBoMm roctuuuu Poccuiickoir Penepauuu 30
ceHTsa6ps 2015 r., peructpannonnbiii N 39063).

JIEKapCTBEHHbIE Npemnaparbl, 00Jiajaomue aHaOOJMYECKOH AaKTUBHOCTBIO (B COOTBETCTBHH C
OCHOBHEIM (bapMakoIOTHIECKUM NefcTBUEM) <7> 51 OTHOCSIIUECS o
AQHATOMO-TEPANEeBTHYECKO-XUMHYECKOH  KJacCH(UKAalUM,  PEKOMEHIOBaHHOW  BcemmupHOii
opranu3zaiei 3apaBooxpanenus (nanee - ATX), k anabonmueckum crepounam (kox A14A) (nanee
- JIGKapCTBEHHBIE MPenapaThl, 001aJaloe aHa00INIECKOH aKTHBHOCTBIO);

<7> loanyHkT 3 myHKTa 9 MOpsiAKa Ha3HAYCHHUS W BBIKMCHIBAHUS JICKAPCTBEHHBIX IPEIapaToB,
yTBepK1eHHOro npuka3zom N 1175H.

JIEKapCTBEHHBIE TIpemaparhbl, yka3aHHble B myHKTe S5 I[lopsiaka otmycka (U3WYECKUM JulaM
JIEKAPCTBEHHBIX MpenapaTtoB JUisl MEAUIMHCKOIO TPUMEHEHHMs, COJEpXKAIUX KpOoMEe MaibIX
KOJMYECTB HAPKOTUYECKUX CPEJCTB, IICHXOTPOIHBIX BEIIECTB W HUX MPEKypCOPOB JpyTue
dapmakomoruyeckie  aKTHBHBIE  BEIIECTBA,  YTBEPKICHHOTO  TMpUKazoM  MuUHHCTEpCTBa
3paBOOXpaHEHUs] U colMaiibHOTO pa3Butusi Poccuiickoit @enepannu ot 17 mas 2012 r. N 562u
<8>:

<8> 3apeructpupoBan MunuctepctBoM roctuiu Poccuiickoit ®enepanmu 1 wurons 2012 1.,
peructpauMoHHeli N 24438, ¢ W3MEHEHUSMH, BHECEHHBIMM IpuKa3amMu MuHHCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanuu or 10 mrons 2013 r. N 369H (3apeructpupoBaH
MunucrepctBoM toctuiiu Poccuiickoit @enepanuu 15 utonst 2013 r., peructpanmonnsiii N 29064),
or 21 amrycra 2014 r. N 4651 (3apeructpupoBan MuHuctepctBoM roctuiun Poccuiickoit
®eneparun 10 cenradps 2014 r., perucrpauuonnsiii N 34024), ot 10 centsiops 2015 r. N 634u
(3apeructpupoBan  MunucrepctBoM toctunmu Poccuiickoit @enepanmu 30 centsiops 2015 r.,
peructpaunoHHbld N 39063).

JICKApPCTBCHHLBIC IpCIIaparbl, HU3rOTaBJIMBACMbBIC TI0 PCLCITY Ha HeKapCTBeHHLIﬁ npemnapar "
COACPpIKAIME HAPKOTUUYCCKOC CPEACTBO WM IICUXOTPOITHOC BCHICCTBO, BHCCECHHOC B CIIMCOK 11
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[lepeuns, u apyrue GpapMakoIOrHueckre akTUBHbBIE BEUIECTBA B J03€, HE MPEBBIMIAIONICH BBICIIYIO
pa3oByI0 /103y, M TpPHU YCIOBUHU, YTO ATOT KOMOMHHPOBAHHBIM JIEKAPCTBEHHBIN MpermapaTr He
ABJISIETCS] HAPKOTHYECKUM WJIM IICUXOTPOITHBIM JIEKAPCTBEHHBIM IIpenaparoM cnucka I1.

ITo pernenitaM, BhIMMCAHHBIM Ha perenTypHbiX Omankax ¢opmbl N 148-1/y-04 (1) unu dopmsr N
148-1/y-06 (1), oTIycKaroTCs JIGKAPCTBEHHBIE TPENapaThl, BBHIIMCHIBAEMbIE IpaXIaHaM, UMEIOIIUM
npaBo Ha OECIIaTHOE TOJYYCHHE JICKAPCTBEHHBIX IPEIapaToB WM TONTYYECHHUE JIEKAPCTBEHHBIX
IpenapaToB cO CKUAKOHM (Jlayiee - JIGKapCTBEHHBIE MpENapaThl, OTIYCKaeMble OECIIaTHO WM CO
CKHJIKOM).

[To penenrtam, BBIIMCAaHHBIM Ha perentypHbix Omankax ¢opmbel N 107-1/y, oTmyckaroTcs HHbIE
JIEKapCTBEHHBIE IIpenaparbl, HE yKa3aHHbIE B a03alax MepBOM, TPETbEM - JEBATOM HACTOSIIErO
MYHKTA, 32 UCKIIOYEHUEM JICKapPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX 0€3 peLenTa.

5. Otrmyck JeKapCTBEHHBIX IpENaparoB, HE yKa3aHHbIX B NyHKTe 4 Hactoawmux IlpaBun, B
COOTBETCTBUM € MHCTPYKIMSIMH IO MX MEIULMHCKOMY IPUMEHEHHIO OCYILECTBIsAETCS 0Oe3
peuenToB.

6. OTIycKk JEKapCTBEHHBIX MPENapaToB OCYIIECTBIISIETCA B TEYEHHUE YKAa3aHHOI'O B PELENTE CPOKa
€ro JIeicTBHA pu 0OpAIICHNH JIMIA K CYOBEKTY PO3ZHUYHON TOPTOBIIH.

B ciyuae orcyreTBus y cyOBEKTa pO3HUYHOM TOPTOBIH JIEKAPCTBEHHOTO Mperapara, yKa3aHHOTO B
peiente, nmpu OOpalleHWH JHIAa K CyOBEKTY PO3HUYHOW TOPTrOBIM pEIENT HMPUHUMACTCS Ha
00CITy)KMBaHUE B CIEAYIONINE CPOKH (J1ajiee - OTCPOUECHHOE 00CTYKUBAHUE):

pelent ¢ noMeTkoi "statim" (HeMeJIeHHO) 00CIy>)KMBaeTCsa B TEUYCHHE OJIHOTO pabouero AHs CO JAHA
oOpareHus Juma K cyObeKTy pO3HUYHOM TOPTOBIIH;

penent c¢ moMmeTrkoi "cito" (CpodHO) OOCHYyXKHBAeTCs B TEUCHHE ABYX pabodmx JHEH cO JHS
oOpaiteH s JIuia K CyObeKTy pO3HHYHON TOPTOBIIH;

pelenT Ha JEKapCTBEHHBIN Mpernapar, BXOASIIUNA B MUHHUMAJIbHBIA aCCOPTHUMEHT JIEKApCTBEHHBIX
MpenapaToB A7 MEAUIIMHCKOTO TPUMEHEHH s, HeOOXOIUMBIX ISl OKa3aHUSI MEIUIIMHCKON MTOMOIIIH
<9>, o0ciyXuBaeTcs B TEUCHHE IISITH pabouMx IHEH CO JHA OOpalleHUs JUIa K CYOBEKTY
PO3HUYHOM TOPTOBIIH;

<9> Pacnopsbkenue [lpaBurensctBa Poccuiickoit deneparuu ot 26 gexadbpst 2015 r. N 2724-p
(Cobpanue 3akonogarenscTBa Poccuiickoit @enepanuun, 2016, N 2, ct. 413).

pelenT Ha JIEKapCTBEHHBIN Mpenapar, OTIyCKaeMblid 0€CIIIaTHO MJIM CO CKUJIKOW M HE BOIIEIIINA B
MHUHUMAJIBHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENaparoB ISl MEIUIMHCKOTO IIPUMEHEHHS,
HEOOXOIMMBIX JIJISi OKa3aHUSI MEIUIIMHCKOW TOMOIIHU, OOCITY)KHBAETCS B TEUCHHUE JECATH PabOumx
THEHN co THS 0OpalieHus Juia K CyObeKTY pO3ZHUYHON TOPTOBIIH;

pelenTsl Ha JIEKapCTBEHHBbIE MpernapaTbl, Ha3HayaeMmble MO0 pEeUIeHHI0 BpadeOHON KoMuccuw,
OOCITy’)KMBAIOTCSl B TE€UEHHE MATHAALUATH pabouux JTHEH co aHsA oOpalleHus Juna K CyOBeKTy
PO3HUYHOU TOPTOBIIN.

3amnperiaercss OTIYCKaTh JIEKAPCTBEHHBIE IIPENaparhl MO peLenTaM ¢ UCTEKIIMM CPOKOM JeHCTBUS,
3a UCKJIIOYEHHMEM Cllydas, KOTrJa CpPOK IEMCTBMs peleNTa MCTEK B MEPUOJ HAXOXKJIEHHUS €ro Ha
OTCPOUYEHHOM 00CTYKUBAHUU.


https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l582
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l597
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l597
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l578
https://normativ.kontur.ru/document?moduleid=1&documentid=266556#l0

[lpy wucreyeHMH CpoKa JEHCTBHS pelenTa B IEPHOJ HAaXOXICHHS €ro Ha OTCPOYCHHOM
00CITyKMBAaHUU OTITYCK JIEKAPCTBEHHOTO TIperapara 1mo TakoMy pPelemnTy OCYIIECTBIsETCS 0e3 ero
nepeoGopMIICHUSI.

7. HeKapCTBeHHBIG nmpernaparbl OTIIYCKAIOTCA B KOJHUYCCTBEC, YKAa3aHHOM B PCEHCITEC, 3a
HCKIIIOYCHUECM CJIYYacB, KOrjga IJjid JICKAPCTBCHHOI'O IIpenapara YCTAHOBJICHBI HPCACIbHO
J0IMYCTUMOC UK PEKOMCHAOBAHHOC KOJIUYCCTBO AJI BBIIMCBIBAHUA HA OJUH PELCIIT <10>.

<10> IMpunoxenus N 1 u N 2 k mopsaKy Ha3HauYEHUS U BHIIMCHIBAHUS JIEKAPCTBEHHBIX MTPEMAPaTOB,
yTBEpKIeHHOMY npuka3zom N 1175H.

HpI/I NpEABABICHUN PEUCIITA C IMPEBBIMICHUEM NPCACIBHO JOIIYCTHUMOI'O WM PEKOMEHIOBAHHOI'O
KOJIMYCCTBA JICKAPCTBCHHOTO Ipfrapara Jis1 BBIIIUCbIBAHHWA Ha OJWH PCUCHT q)apMaI_[eBTI/I‘-IeCKI/Iﬁ
pa6OTHI/IK I/IHCI)OpMI/IpyeT 00 >TOM JIMO, NpeACTaBUBIICC PCUCIT, PYKOBOAUTCIIA COOTBCTCTBYIOHleI
MEIUITHHCKON opramu3alviid M OTIIYCKACT YKA3aHHOMY JIMIY YCTAHOBJICHHOC COOTBETCTBCHHO
NpeaciibHO OOMYCTUMOC MM PEKOMCHIAOBAHHOC KOJUYCCTBO JICKAPCTBCHHOI'O IIpCliapaTa JdJist
BBIIIMCBIBAHWA HAa OAWH PCUCIT C IIPOCTABJICHUCM COOTBGTCTBYIOHICﬁ OTMCTKH B PCLCIITE.

[Ipy Hamuuuu y cyObeKTa PO3HUYHON TOPIOBIM JIEKAPCTBEHHOrO IIpernapara ¢ J103UPOBKOM,
OTJIMYHON OT JI03UPOBKU JIEKAPCTBEHHOI'O IpenapaTta, yKa3aHHOM B pelenTe, OTIYCK UMEIOLIEerocs
JEKapCTBEHHOI0 IIpenapaTta IOIYyCKaeTCs, €CIM J03UPOBKAa TAaKOIo JIEKAPCTBEHHOrO Ipernapara
MEHbIIIE T03UPOBKHU, YKa3aHHOMU B perente. B Takom ciyyae ocymiecTBisieTcs epecyer KoJn4ecTBa
JIEKapCTBEHHOTO IIpenapara ¢ y4eToM Kypca JICYeHHUs], YKa3aHHOTO B PELEITe.

B cnydae ecnu [103upoBKa JIEKApPCTBEHHOTO Mpemnapara, MMEIOLIErocs y CyObeKTa pO3HUYHOU
TOPIOBJIY, IPEBBILIAET T03UPOBKY JIEKAPCTBEHHOT'O IIpenapara, yKa3aHHYIO B pelenTe, pelieHrue 00
OTIIyCKE JIEKapCTBEHHOI'O IMpernapara ¢ TaKoW JT03UPOBKOM MPUHUMAET MEIUIIMHCKUN pabOTHUK,
BBINTMCABIINNA PELIET.

8. Ormyck JNeKapcTBEHHOTO Tperapara OCYIIECTBISETCS B TEPBHYHOH W BTOPUYHOMN
(MOTpedUTENbCKOM) yHaKkoBKaxX, MapKHUpPOBKa KOTOPBIX JOJDKHA OTBeYaTh TPEOOBAaHMSM CTaTbu 46
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 olpaiieHuu JIeKapCTBEHHBIX CpecTB"
<11>, a ynakoBKa JJs1 HAPKOTMUYECKUX U MCHUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB coucka Il -
TpeOoBaHusM nyHkTa 3 cratbu 27 denepanbHoro 3akoHa or 8 sHBaps 1998 r. N 3-®3 "O
HapKOTUYECKUX CPEICTBAX U IICUXOTPOIHBIX BeniecTBax" <12>.

<11> Cobpanue 3akonoaarenbctBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; N 42, ct. 5293;
2014, N 52, ct. 7540.

<12> CoOpanue 3akoHomarenscTBa Poccmiickoit @eaepanun, 1998, N 2, ct. 219; 2012, N 53, cT.
7630; 2013, N 48, ct. 6165; 2015, N 1, cT. 54.

Hapymienne nepBU4HOMN yakOBKH JIEKAPCTBEHHOI'O IIperapara MmpH ero OTIyCKe 3alpeniaeTcs.

Hapymenne BTopuyHON (MOTPEeOMTENHCKON) YIIAKOBKM JIEKAPCTBEHHOIO Tpernapara W OTITYCK
JIEKapCTBEHHOI'0 Ipernapara B MEPBUYHOW YNAKOBKE JIOMYCKAETCS B CiIydae, €CId KOJIMYECTBO
JIEKapCTBEHHOTO TIperapara, yKa3aHHOE B pELeNTe WIM HeoOXOAUMOe JIHIlY, MPHOOpETaromeMy
JIEKapCTBEHHBIN mpernapaT (mpu Oe3perenTypHOM OTITYCKE), MEHBIIIe KOJIMYECTBA JICKAPCTBEHHOTO
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mpenapara, COJAEPKaIIerocsi BO BTOPUYHOU (IMOTPEOUTENbCKOM) yrmakoBke. B TakoM ciydae mpwu
OTIyCKE JIGKAPCTBEHHOTO TIpemaparta JUIly, NpUOoOpeTaroneMy JeKapCTBEHHBIM TIperapar,
NPEJOCTABISACTCS  MHCTPYKIUS  (KOMHMS ~ HMHCTPYKIMHM) [0 TIPUMEHEHHIO  OTITYCKaeMOT'O
JIEKapCTBEHHOTO IIperapara.

9. Ilpu ormycke JeKapcTBEHHBIX NPENapaToB IO pernenty ¢apMaleBTUYECKH paOOTHHUK
IPOCTAaBISIET OTMETKY Ha penente o0 OTIYCKe JIEKapCTBEHHOTO IIpernapara ¢ yKazaHHeM:

HAaNMEHOBAHMS AaNTEeYHOH opranm3auuu (pamMunuu, wuMeHH, oT4yecTBa (MPH  HAIUYHH)
WH/IMBUYaJIbHOTO MIPEIPUHUMATEIS);

TOProBOro HAaMME€HOBAHUS, JO3UPOBKHU U KOJIUYCCTBA OTIIYIHCHHOI'O JICKAPCTBEHHOTI'O IIPEIiapara;

dbamunnnu, UMEHHU, oT4ecTBa (TP HAIMYUU) METUIIMHCKOTO pa0OTHUKA B CIydasX, YKa3aHHBIX B
ab3arie YeTBEpTOM ITyHKTa 7 U ab3ane TpeTheM nyHkTa 10 Hacrosmux [IpaBui;

PEKBU3UTOB [JOKYMEHTa, YJOCTOBEPSIOIIEr0 JIMYHOCTh JIMLA, IIOJIyYUBLIETO JIEKapCTBEHHBIN
npemnapar, B ciaydae, ykazanHoM B yHKTe 20 Hactosamux [Ipasun;

dbamunuu, UMEHH, OTuYecTBa (MpU HaNU4uK) (apMaleBTUYECKOr0 pabOTHUKA, OTIYCTUBILETO
JIEKapCTBEHHBIN Mpenapar, U ero MoAMNUCH;

JAaThl OTITYCKa JICKAPpCTBCHHOI'O IIpCriapara.

10. Ilpu oTmycke JeKapCTBEHHBIX MPENapaToB MO PELENTY, BEIMMCAHHOMY Ha PELeNTypHOM OJlaHKe
¢dopmbr N 107-1/y, cpok AeicTBUS KOTOPOTO COCTABISET OAUH Toa <13>, u B KOTOPOM YyKa3aHbI
HEepuoJibl M KOJUYECTBO OTIYCKa JIEKAPCTBEHHOrO Ipernapara (B KaXKAbI IMepuox), peuent
BO3BpAILlAeTCs JIMIlY, MPHOOpETaroIeMy JICKapCTBEHHBIN IIpenapar, ¢ OTMETKOH, copaepKaiien
CBEJICHUS, YKa3aHHbIE B MyHKTe 9 HacTosmux [Ipasui.

<13> [punoxkenre N 2 K TOpSAKY Ha3HAYCHHS M BBINMHCHIBAHUS JIEKAPCTBEHHBIX MNpPENapaToB,
yTBEpXKACHHOMY npuka3oM N 1175H.

[Ipu ouepenHoM oOpalieHUU W@ K CYOBEKTYy PO3HUYHOM TOPTOBIM C JAHHBIM PEIENTOM
YUYUTBHIBAIOTCSA OTMETKH O MPEABIAYIIEM OTIIYCKE JIEKAPCTBEHHOTO IIpenapara o TakoMy pelenTty u
B Clyyae HOpHOOpETEeHUs JHUIOM KOJUYECTBA JIEKAPCTBEHHOrO Mpenapara, COOTBETCTBYIOIIETO
MaKCHMaJlbHOMY KOIUYECTBY, YKa3aHHOMY MEIUIIMHCKAM PAOOTHHKOM B pELENTe, a Takke IO
HUCTEYCHUU CpOKa JEWUCTBHUS pelernTa, Ha pelente mpocrabiusercs mramn "JlekapcTBEeHHBIN
npenapar OTHyLeH" ¥ pelenT Bo3BpallaeTcs JIUILy.

EnnHOBpEMEHHBIH OTITYCK JIEKaPCTBEHHOTO TIpenapaTa Mo perenTy, BHITUCAHHOMY Ha PEenTyPHOM
6nanke ¢opmsl N 107-1/y, cpok AeHCTBUS KOTOPOro COCTaBiIsieT OJMH rojx <I13>, u B KOTOpOM
yKa3aHbl TEPUONbl M KOJIHYECTBO OTITyCKA JIEKApPCTBEHHOTO TMperapara (B KaXIbld Tepuon),
JIOITYCKAETCs TOJIBKO TI0 COTJIACOBAHUIO C MEAMIIMHCKUM PAaOOTHUKOM, BBHIITMCABIINM PELIEHT.

<13> [punoxkenre N 2 K TOPSAKY Ha3HAYCHUs W BBHIMACBIBAHUS JICKAPCTBEHHBIX NpPENapaToB,
yTBEpkACHHOMY npuka3oM N 1175H.

11. Ilpu oTmrycke IeKapCTBEHHBIX MPEMapaToB IO PEIeNTy, BRIMHCAHHOMY Ha pelenTypHOM OJaHKe
dopmbr N 148-1/y-04 (1) unu ¢popmbl N 148-1/y-06 (1), 3am0IHEHHBIH KOPEIIOK TAaKOTO PELeNnTa
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nepempaercss  (papManeBTHYECKUM  PaOOTHUKOM JIMILY, TpuoOperaromeMy (IOTydaromemMy)
JICKapCTBEHHBIE MPEnapaThl.

12. Ilpn oTmycke HApKOTMYECKOIO M ICUXOTPOIHOrO JEKapCTBEHHOIo Ipemnaparta cnucka Il Ha
peuenTte 00 OTIYCKE JIEKAPCTBEHHOrO Ipernapara IpOCTaBiseTCs Me4aTh anTeKU WM alTedHOro
IIYHKTa, B KOTOPOM yKa3aHO UX IIOJIHOE HaUMEHOBaHUE (IIPU HAJIMYUU TI€YaTH ).

13. IIpu otmycke UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Mperapara Ha pelenTe Wik KOpeuike
perenTa, KOTOPbIi OCTaeTCs y JIMLA, TPUOOPETAIONIero (I0IyJYarollero) JeKapCTBEeHHbIN Ipenapar,
YKa3bIBAaeTCs TOYHOE BpeMsl (B yacax U MHUHYTaX) OTITYCKa JIEKapCTBEHHOTO Mpernapara.

OTnmyck  MMMYHOOHMOJIOTMYECKOTO  JICKAPCTBEHHOTO  Iperapara  OCYLIECTBIISCTCS  JIMILY,
npuoOperaronieMy (II0JydaroleMy) JEKapCTBEHHbIN IIpenapar, Ipyu HAIUYUKU Y HETO CIIEHUaIbHOIO
TEPMOKOHTEIiHEpa, B KOTOPBIH IOMEIIAeTCs JIEKAPCTBEHHBIM IpernapaTr, € pa3bsCHEHUEM
HEOO0XOIMMOCTH JIOCTaBKH JJAHHOTO JICKAPCTBEHHOT'O TpernapaTa B MEAULIUHCKYIO0 OpTraHU3aluIo IPU
YCJIIOBUM XpaHEHHsI B CIICIIHATBHOM TEPMOKOHTEHHEpPE B CPOK, HE MPEBBIIIAIOMINN 48 4acoB mocie
€ro npuoodpeTeHusl.

14. Ocratorcs U XpaHsATCS Yy CyOBbEKTa PO3HUYHOW TOPTOBIM pelentsl (C OTMETKOU
"JlexkapCcTBEHHBIH Npenapar oTiyileH") Ha:

HApKOTUYCCKHUEC W ITICUXOTPOIIHBIC JICKAPCTBCHHBLIC IMIPCriapaTbl CIIMCKA H, MCUXOTPOITHLIC
JICKAPCTBCHHLIC IIPCIIapaThl CIIMCKA III - B TeueHue nATu JCT,

JICKApPCTBCHHLIC IPCIIapaThl, OTITYCKACMBIC OeCIIIaTHO UJIU CO CKHI[KOfI, - B TCUHCHHC TPECX JICT,

KOMOWHHPOBAHHBIC JIEKAPCTBEHHBIC TIPEMapaTrhl, COACpIKalue HAPKOTHMUYECKHE CPEICTBA WIH
NICUXOTPONHbIEe BemiecTBa, BHeceHHbIe B crucku |l u |1l Ilepeunsi, U3rotoBieHHbIE B aNTEUHOM
OpraHu3aluy, JIEKapCTBEHHBbIC Ipemaparbl, oOjagaronme aHaOOJUYECKONW  aKTUBHOCTHIO,
JIEKapCTBEHHBIE IMpernapaThl, MOJUIekKAIINe MPEeIMETHOKOINYECTBEHHOMY YYeTy, - B TEUEHHE TPeX
JeT;

JIeKapCTBEHHbIE MperapaThl B )KUIAKON JeKapCTBEHHOH Gopme, coaepxarue 6onee 15 % 3TuinoBoro
crupTa oT 00beMa roToBOW MPOIYKIINH, UHbIE JIEKAPCTBEHHBIE IIpenaparsl, oTHocsmuecs no ATX k
aHTUTNCUXoTHYeckuM cpenactBam (kox NOS5SA), ankcuonutukam (koj NOS5B), CHOTBOpHBIM H
cenatuBHbIM cpenactBam (kox NOSC), antuaenpeccantam (kog NO6A) u He momaiexaliue
IIPEAMETHO-KOJIMYECTBEHHOMY YYETY, - B TCUEHUE TPEX MECSLIEB.

15. Peuentel, He yka3aHHble B myHKTe 14 Hactosammux IlpaBun, oTMewaroTcs MITaMIIOM
"JlekapCTBEHHBII MpenapaT OTHYLIEH" M BO3BpALIAlOTCS JHILY, MOJYYUBIIEMY JI€KapCTBEHHBIN
npemnapar.

PenienTsl, BRIIMCAHHBIE C HAPYIICHUEM YCTAHOBIICHHBIX MPAaBMII <14>, peTUCTPUPYIOTCS B KypHAJE,
B KOTOPOM YKAa3bIBAIOTCSl BBISABICHHBIE HapylieHUS B OQOpMIICHHM perenta, (haMuius, UMs,
0T4eCTBO (MPU HAIWYMW) MEIUIMHCKOTO paOOTHUKA, BBIMHMCABIIETO pPEIENT, HANMEHOBaHUE
MEIUIIMHCKOW OpraHu3alliK, IPUHATHIE MEPBI, OTMEUalOTCs mTamMnoM "Penent HenelcTBUTENEeH" U
BO3BpAIIAIOTCS JIHILy, TNpeacTaBuBmeMy perent. O dakxrax HapymieHus npaBuwi 0GOPMIICHHS
perenToB CyObEeKT PO3HUYHOW TOPTrOBIH WHPOPMUPYET PYKOBOJUTENS COOTBETCTBYIOIIEH
MEJIUIIMHCKOW OpraHu3aIvu.

<14> Ilpuka3 N 11758 u npuka3 N 54H.
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16. IIpu oTmycke JieKapCTBEHHOTO Tpenapara ¢apMaleBTUIeCKHii pabOTHUK WH(DOPMUPYET JUIIO,
nproOperaromiee (MOyJaroIiee) JIeKapCTBEHHBIM MpemnapaT, O PeKUME W J03aX ero Mpuema,
NpaBUIaxX XPaHEHUs B JOMAIIHUX YCJIOBHSAX, O B3aUMOJCHCTBHU C JPYTHMMH JICKapCTBCHHBIMH
npernapaTamm.

17. Tlpm oOTHycKe JIEKapCTBEHHOro Impemapara (apMaleBTHYECKU pabOTHUK HE BIIpaBe
IPEJOCTABIIATh HEJIOCTOBEPHYIO M (WIM) HENOJHYH HH(POPMALUI0 O HAJIMYHUU JIEKapCTBEHHBIX
[IpEenapaToB, BKJIIOYas JIEKAPCTBEHHBIE IIpenaparbl, HMEIOLIUME OJMHAKOBOE MEKIYHAPOIHOE
HEMaTeHTOBAaHHOE HAMMEHOBAHHUE, B TOM YKCJIE CKPBIBATH HHPOPMALIUIO O HAIMYMH JIEKApCTBEHHBIX
IpernapaToB, UMEIOIUX 0oiee HU3KYIO LeHy <15>.

<15> Cratbsa 74 ®enepanpHoro 3akona ot 21 HosOps 2011 r. N 323-®3 "OO6 ocHOBaX OXpaHbI
310poBbst Tpaxaan B Poccuiickoit ®enepanuun" (Cobpanue 3akoHOIATENbCTBA Poccuiickoii
Oenepannn, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165).

18. 3ampemaercss oTnyck (anbcu(PUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX IIpernapaToB <16>.

<16> Cratpa 57 ®epepanbHoro 3akoHa or 12 ampens 2010 r. N 61-®3 "OO6 obpamenun
JIEKapCTBEHHBIX CPEACTB".

II. TpeGoBaHus K OTIIyCKY HAPKOTHYECKUX M NMICUXOTPOIHBIX JIEKAPCTBEHHbIX
NpenaparoB, JIeKAPCTBEHHBIX NPenapaToB, 00/1aJa0MUX AaHA00JIMYECKOM
AKTUBHOCTBIO, HHBIX JICKAPCTBEHHBIX MPENAPATOB, MOIJIEHKALNX
MPEeIMETHO-KOJIUYECTBEHHOMY Y4eTy

19. OTnyck HapKOTMYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENAapaToB, JIEKapCTBEHHBIX
IpenaparoB, OOJafalIUX aHAOOJMYECKOM  AKTUBHOCTBIO, JIEKAPCTBEHHBIX  IPENapaToB,
HOJUIeXKAIMX — MPEAMETHO-KOJIMYECTBEHHOMY  Y4YeTy, OCYLIecTBIseTcd (apMaleBTUYECKUMHU
pabOTHUKAM{,  3aHUMAIOIIUMHU  JOJDKHOCTH,  BKJIIOYEHHbIE B IIEPEYEHb  JIOJDKHOCTEH
(bapMaleBTUYECKHX U MEIULIUHCKUX PAOOTHUKOB B OPraHU3aIUAX, KOTOPHIM MPEIOCTABICHO PaBO
OTIyCKa HApKOTUYECKUX JIEKapCTBEHHBIX MPENapaToB U IMCUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapaTtoB (pU3MUECKUM JIUIAM, YTBEP)KICHHBIM NpHka3oM MUHHCTEpCTBA 3]IPaBOOXPAHEHUS
Poccuiickoit @eneparuu or 7 centsiops 2016 r. N 681n (3apeructpupoBan MuHHCTEPCTBOM
foctuimu Poccuiickoit @eneparyu 21 centsaops 2016 r., perucrpaunonusiii N 43748).

20. HapkoTuueckue M NCUXOTPOIHBIE JIEKapCTBEHHbIE MpemnapaThl cnucka II, 3a uckioueHuem
JIEKapCTBEHHBIX NPENapaToB B BUJE TPAHCAEPMAJIBHBIX TEPANEBTUYECKHX CHCTEM, OTIIYCKAIOTCA
IpU TPEIbSIBICHUN JOKYMEHTA, YJOCTOBEPSIOIIETO JIUYHOCTD, JIUIY, YKa3aHHOMY B pPELEITE, €ro
3aKOHHOMY TpejacTaBuTento <17> win July, uUMermeMy O(OPMIEHHYIO B COOTBETCTBUU C
3aKoHOarenscTBOM Poccuiickont ®enepanuu  JOBEPEHHOCTh HA IPABO  IOJIYYEHUS TaKUX
HapKOTUYECKUX U NICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaTOB.

<17> B oTHomeHuu auila, ykazaHHoro B yactu 2 ctarbu 20 denepanbHOro 3akoHa oT 21 HOAOpS
2011 r. N 323-®3 "O6 ocHOBax oxpaHbl 310poBbs rpaxaan B Poccuiickoit denepannn" (Codbpanue
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3akoHojaTenbcTBa Poccuiickont @enepanun, 2011, N 48, cr. 6724; 2012, N 26, ct. 3442, 3446,
2013, N 27, ct. 3459, 3477; N 30, ct. 4038; N 39, cT. 4883; N 48, cT. 6165; N 52, c1. 6951; 2014, N
23, c1. 2930; N 30, ct. 4106, 4206, 4244, 4247, 4257; N 43, cT. 5798; N 49, c1. 6927, 6928; 2015, N
I, ct. 72, 85; N 10, ct. 1403, 1425; N 14, ct. 2018; N 27, ct. 3951; N 29, crt. 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).

21. HapkoTuueckue M NICHUXOTPOIHbIE JIEKAPCTBEHHbIE Mpemnaparbl cnucka [l (3a uckimoyeHuem
JEKapCTBEHHbIX  IpenaparoB B  BUAE  TPAHCIEPMAIbHBIX  TEPANEBTUYECKUX  CHCTEM),
npeJHa3HAYeHHbIE IS TpaXKJaH, MMEIONIMX IpaBO Ha OECIUIaTHOE MOJY4YeHHE JIEKapCTBEHHBIX
IpenapaToB WM IOJy4€HHE JICKapCTBEHHBIX IIPENapaToB CO CKUIKOM, OTIyCKarTCa IpH
NpeIbABICHUH PEIeNiTa, BHIIHCAaHHOTO Ha peuentypHoM Omanke ¢opmer N 107/y-HII, u peuernra,
BBITTMCAHHOTO Ha perienTypHoM Osanke ¢popmbl N 148-1/y-04 (1) nnu dopmsr N 148-1/y-06 ().

JlexapcTBeHHBIC TpernapaThl, yKa3aHHbIe B a03alax TPETbeM - BOCBMOM ITYHKTa 4 HaCTOSIIHUX
[IpaBui, mpenHa3HayeHHbIE MAJI1 TPaXKJAaH, WUMEIOIIUX IPAaBO HA TMOJy4YCHHE JIEKApPCTBEHHBIX
MperapaToB, OTIYCKAEMBIX OECIIATHO WIIH CO CKHJIKOM, OTITYCKAIOTCS TP NPEIbIBICHUN PEIEITa,
BBIMMCAHHOTO Ha peuentypHoMm Onanke ¢dopmbl N 148-1/y-88, u peuenta, BBINMCAHHOTO Ha
penentypaoM 6nanke Gopmbl N 148-1/y-04 (1) umu popmer N 148-1/y-06 ().

22. Ilocne oTmycka HaApKOTUYECKUX U MICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB cnucka I, B Tom
Yylycli€ B BUJIE TPAHCACPMAIIBHBIX TEPANEBTUYECKUX CHUCTEM, IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenaparos cnucka III simmy, monayduBiIeMy JIEKapCTBEHHBIM IIpenapar, BbLIACTCS CUTHATypa C
JKEJITOM TOJI0COi B BEpXHEH YacTh U HAJMKUChIO YepHBIM ipudTom Ha Helt "Curnatypa', B KOTOpoit
YKa3bIBAIOTCA:

HAaMMCHOBAHUC U aIPpE€C MCCTOHAXOXKACHUS AlITCKU UJIM alITCHHOI'O ITYHKTA,
HOMCP U JaTa BBIIIKMCAHHOT'O PCLCIITA,

dbamunusi, UMs, OTYECTBO (IIPU HAIWYUM) JIMLA, Ui KOTOPOro MpeAHAa3HA4YeH JIEKapCTBEHHBIN
mpenapar, ero Bo3pacr;

HOMEDp MEIUITUHCKON KapThbl IMAallUCHTA, MOJy4daromero MCIUIMUHCKYHO IMOMOIIL B aM6y.TIaTOpHBIX
YCIIOBUAX, IJII KOTOPOIro nMpeaHasHauCH J'IeKapCTBeHHI)II\/JI npemnapar,

bamunus, UMs, OT4ECTBO (IPU HAJIMYMK) METUIMHCKOTO pabOOTHMKA, BBHINKCABIIETO PELENT, €ro
KOHTaKTHBIN TenedoH 1100 TeaedoH MEIUIIMHCKOW OpraHu3aliy;

COACPIKAaHUE PELCIITAa HA TATUHCKOM A3BIKEC,

damunus, uMs, OTYECTBO (NMPH HAIMYUM) M TOANUCH (PapMaleBTUYECKOro pabOTHHKA,
OTITYCTUBIIETO JICKAPCTBEHHBIN Mperapar;

JaTta OTIIyCKa JICKApCTBCHHOT'O ITperapara.

23. OTmyck 3TUIIOBOTO CIHMPTa MPOU3BOJUTCA 110 PELENTY C YYETOM YCTaHOBJICHHBIX TPeOOBAHUH K
00BeMy Tapbl, YIaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX Mpenaparon <18>.

<18> Yacts 4.1 cratbu 45 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®03 "O6 obpaiennn
nekapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr.
1815; 2014, N 52, ct. 7540; 2015, N 51, ct. 7245), nocranoBienne [IpaBurenscrBa Poccuiickoit
O®enepanun ot 23 urong 2016 r. N 716 "O nopsake GopMupoBaHUs MEPeUHs JEKAPCTBEHHBIX


https://normativ.kontur.ru/document?moduleid=1&documentid=260004#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l582
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l597
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l245
https://normativ.kontur.ru/document?moduleid=1&documentid=287216#l582
https://normativ.kontur.ru/document?moduleid=1&documentid=260004#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=285027#l554

IpernapaToB s MEIUIMHCKOTO TPUMEHEHHUS, B OTHOIIEHHWU KOTOPBIX YCTaHABIMBAIOTCS
TpeOOBaHUSI K 00bEMY Taphl, YIMAKOBKE M KOMIUIEKTHOCTH, MEPEYHs JIEKAPCTBEHHBIX MpEnapaToB
JUIsL BETEPUHAPHOTO MPUMEHEHHS], B OTHOUICHUH KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHUS K 00bEMY
Tapel, U onpeaeneHus tTakux TpedboBanuii” (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit denepanumu,
2016, N 31, ct. 5030).

JlekapcTBeHHbIE Tpemnaparbl, COAEP)KAIMe STHIOBBIA CIUPT, B TOM YHCIIE HM3TOTOBJICHHBIC IO
peuenty CyOBEKTOM pPO3HHYHONH TOPrOBIHM, HMMEIOIIUM JIMICH3HI0O Ha (apMaleBTUYECKYIO
JEeSITeIbHOCTh C IPAaBOM HM3TOTOBJICHHS JICKAPCTBEHHBIX IPENapaToB, OTIIYCKAIOTCS C YYETOM
YCTaHOBJICHHBIX TpeOOBaHMI K OOBEMY Tapbl, YNAKOBKE W KOMIUIEKTHOCTH JIEKAPCTBEHHBIX
npenaparoB <18>.

<18> Yacts 4.1 cratbu 45 deaepansHoro 3akona ot 12 ampenst 2010 r. N 61-d3 "O6 obpameHuun
nexapcTBeHHbIX cpencTB" (Cobpanue 3axkoHomarenberBa Poccuiickoit @eneparuu, 2010, N 16, cr.
1815; 2014, N 52, ct. 7540; 2015, N 51, cr. 7245), nocranosienue IlpaButenscTBa Poccuiickoit
@eneparun ot 23 uronsg 2016 r. N 716 "O nopsiake GopMHpOBaHUS TEPEYHS JEKAPCTBEHHBIX
mpernapaToB i MEOUIIMHCKOTO TPHUMEHEHHs, B OTHOIIEHHWU KOTOPBIX YCTaHABIMBAIOTCA
TpeOoBaHUsI K 00BEMY Tapbl, YIAKOBKE W KOMIUIGKTHOCTH, IEPEUHsS JICKAPCTBEHHBIX IPEIapaToB
JUTSL BETEPUHAPHOTO MPUMEHEHHS], B OTHOLICHUH KOTOPBIX YCTAHABIMBAIOTCS TpeOOBaHUS K 00BEMY
Tapsl, U onpezenenus tTakux Tpedbosanuit" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit denepanuu,
2016, N 31, ct. 5030).

24. 3ampewaercs pa3JelbHBIA  OTHYCK JIEKAPCTBEHHBIX CPEACTB, BXOAALIMX B COCTaB
JIEKapCTBEHHOTO MIpenapara, U3roTaBIuBacMOro CyObeKTOM PO3HUYHOM TOPTOBIIH.

25. 3ampemaercd OTHYCK CYOBEKTOM pPO3HMYHOM TOPIOBIM JIEKAPCTBEHHBIX IpPENaparos,
yKa3aHHbBIX B yHKTe 4 HacTosimux [IpaBui, mo penentam BeTepUHAPHBIX OpraHU3aMi.

II1. TpeOoBaHMA K OTIYCKY JIEKAPCTBEHHBIX NPENapaTos 1o
TPe0OOBAHUAM-HAKJIAAHBIM MEAMUMHCKUX OPraHU3auMid, MHAMBUAYAJIbHbBIX
npeanpuHUMATe e, MMEKIIUX JHIEH3UI0 HA MeIMIUHCKYIO 1eATeJIbHOCTh

26. TpeboBaHue-HaKIalHas HA OTIYCK JIEKAPCTBEHHBIX MpEnapaTtoB o(GpopMIIsieTcss B COOTBETCTBUU
¢ UHcTpykumel o mopsijike BBIMMCHIBAHUS JIEKAPCTBEHHBIX IPEnapaToB U 0(pOpMIICHHUS PELenToB U
TpeOOBaHUI-HAKIAHBIX, YTBEPKICHHOW MpuKa3oM MUHHCTEpCTBA  3/IpaBOOXpPAHEHUS U
couuanpHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O mnopszake
Ha3HA4YeHMs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, U3JIEIUH MEIUIIMHCKOTO Ha3HAUYEHUS U
CHELMATU3UPOBAHHBIX MPOJYKTOB JIeueOHOro mNuTaHus" (3aperucTpupoBaH MHHHCTEPCTBOM
toctuiuu Poccuiickoit ®enepannu 27 anpens 2007 r., peructpaiionsbiii N 9364) <19>.

<19> C u3smMeHeHUsIMH, BHECEHHBIMU ITPUKa3aMu MMHHCTEPCTBA 3/1paBOOXPAHEHUS U COLMAIBHOTO
pazButus Poccuiickoit ®enepaunn ot 27 asrycra 2007 1. N 560 (3apeructpupoBaH
MunucrepctBoM toctuiu Poccuiickoit ®eneparyu 14 centsadpst 2007 r., peructpauroHHbI N
10133), ot 25 centsi6ps 2009 r. N 794n (3apeructpupoBadH MUHHCTEPCTBOM FOCTHIMN Poccuiickoit
Oeneparun 25 HosOps 2009 r., peructpamumonHsid N 15317), or 20 suBaps 2011 r. N 13n
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(3apeructpupoBan MunuctepctBom toctunuu Poccuiickoit ®denmeparuun 15 mapra 2011 r.,
peructpaunonHeldi N 20103), npukazamu MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit
®enepannu ot 1 aBrycra 2012 r. N 541 (3apeructpupoBad MUHHCTEpCTBOM IOoCTUIIMK Poccuiickoi
Oeneparuu 15 aBrycra 2012 r., perucrpammonusiii N 25190), ot 26 despans 2013 r. N 94u
(3apeructpupoBan MuHucTepcTBOM tocTHIMU Poccuiickoit ®deneparuun 25 wurons 2013 r.,
peructpaunoHHblid N 28881).

JlomyckaeTcsi OTIYCK JIEKapCTBEHHBIX IIPEMapaToB IO TPeOOBAaHUSIM-HAKIIAIHBIM MEIUITUHCKHUX
OpPraHu3alMil M WHAUBUAYAIbHBIX NPEANPUHUMATENICH, UMEIIIMNX JIMIEH3UI0 HAa MEAULHUHCKYIO
JeATeIbHOCTh, OGMOPMIICHHBIM B DJICKTPOHHOM BHJE, €CIM MEAWIIMHCKAas OpraHu3aIus,
VHJIUBUAYAIbHBIN TPEANPUHUMATENb, UMEIOIINN JIMIEH3UI0 HAa MEAULUHUHCKYIO NESITEIbHOCTb, U
CyOBEKT  pO3HMYHOW  TOPIOBJIM  SIBJIISIOTCS ~ COOTBETCTBEHHO  yYaCTHUKAMHU  CHCTEMBI
WH(OPMAIIMOHHOTO B3aMMOJCHCTBHS 110 OOMEHY CBEICHHSIMH.

27. OTnyck HapKOTHYECKMX U ICHUXOTPONHBIX JIEKAPCTBEHHBIX IpenaparoB crnucka I,
NICUXOTPOIHBIX JIEKApPCTBEHHBbIX IMpenapaTtoB coucka [II, MHBIX JEKapCTBEHHBIX MPENaparos,
MOJJIEKAITUX MPEIMETHO-KOJTUYECTBEHHOMY Y4YeTy, B TOM YHCJIE OTIycKaeMmblx Oe3 perenta,
OCYILIECTBIISIETCS MO OTJEIbHBIM TPEOOBAHUSIM-HAKIIATHBIM.

28. 3anpeniaercsa OTIYCK HAPKOTHUUECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka I,
B TOM 4YMCJI€ B BUJI€ TPAHCIACPMAIbHBIX TEPANIEBTUUECKUX CHCTEM, IICUXOTPOIHBIX JIEKAPCTBEHHbIX
npenapatoB coucka [l mo TpeOOBaHUSM-HAKIAJAHBIM WHAWBUAYAIBHOTO MPEIIPUHUMATEIS,
MMEIOLIETO JIMLEH3UIO Ha MEAULIMHCKYIO JESATENBHOCTD <20>.

<20> Ilynkt 4 crateu 31 @exnepanpHoro 3akoHa oT § stHBaps 1998 r. N 3-03 "O HapKOTHUECKUX
cpeAcTBax U ncuxoTpomnHbix BemecTBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit ®eneparum,
1998, N 2, ct. 219; 2003, N 27, ct. 2700; 2013, N 48, c1. 6165; 2015, N 1,cT. 54).

29. Ilpm oTmycke J€KapCTBEHHBIX IMpernapaToB (apMaleBTUUECKU pabOTHUK TMPOBEpSIET
Ha/Iexaiee opopmieHne TpeOOBaHUA-HAKIIAAHOM U MPOCTaBIAET Ha HEW OTMETKY O KOJIMYECTBE U
CTOMMOCTH OTIYLIEHHBIX JIEKAPCTBEHHBIX MPENapaToB.

30. Bce TpebGoBaHMsI-HaKJIaJHbIE, 10 KOTOPHIM OTHYLIEHBI JIEKAPCTBEHHBIE Mpenaparhl, MOAIexKar
OCTaBJICHUIO U XPaHEHHIO Y CyOBEKTa pO3HUYHON TOPrOBIIU:

Ha HApKOTUYECKUE W IICUXOTPOIHBIE JIEKAapCTBEHHbIE mpenapaThl cnucka [I, mcuxoTpomHbie
JeKapcTBeHHbIE mpemnapathl cnucka |l (B OTHOIIEHWH anTeK M anTe4YHBIX MYHKTOB) - B TeUEHUE
IISITH JIET;

Ha JICKAPCTBCHHBIC IMpEraparbl, MOMJIC)KAIUEC MPCAMETHO-KOJIUYCCTBEHHOMY YYCTYy, - B TCUCHUC
TPEX JICT,

Ha UHBIC JICKAPCTBCHHEBIC IPCIapaThl - B TCHCHUE OJHOI'0 Iojia.

31. Hapymenne nepBHYHON YHAaKOBKM JIEKAPCTBEHHOIO IIpemapara IOpH €ro OTIyCKE IO
TpeOOBaHUIO-HAKIIAIHOMN JOMycKaeTcs CyOBbeKTOM PO3HUYHON TOProBIIM, UMEIOIIMM JHIICH3UIO Ha
(bapMaleBTUYECKYIO JI€ATEIbHOCTh C MPAaBOM HM3TOTOBJIEHUS JIEKAPCTBEHHBIX MpenaparoB. B Takom
cillyyae OTIIYCK JIEKAPCTBEHHOTO IIpenapara OCYLIECTBISETCS B YIAaKOBKe, O(OpPMIIEHHOW B
YCTAaHOBJEHHOM TMopsiike <21>, ¢ mNpeaocTaBlIeHUEM MHCTPYKIMHM (KOMHUW WHCTPYKLHH) IO
IIPUMEHEHHUIO OTITYCKaeMOI'0 JIEKAPCTBEHHOIO IIperapara.
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<21> Ilpuka3 MunzapaBa Poccun ot 26 okTs6ps 2015 r. N 7518 "OO yTBepKICHHH IpPaBHII
M3TOTOBJICHHS U OTITYCKA JIGKAPCTBEHHBIX MPENapaToB IJIsi MEIULIIMHCKOTO TPUMEHEHUS allTeYHbIMU
OpraHM3alUsIMH, HMHIWBUIYaJbHBIMA  MPEANPUHUMATENSAMH, HUMEIOIMIMMHU  JIUIEH3UI0  Ha
(dapMaleBTUYECKYIO ACSITENLHOCTD" (3aperucTpupoBaH MHHHUCTEPCTBOM IOCTUIMK Poccuiickoit
Oenepannu 21 anpens 2016 r., peructparmorssiid N 41897).
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