3apeructpupoBano B Munrocte Poccuu 30 Hos106pst 2021 1. Ne 66142

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOU ®EQEPALIUA

NMPUKA3
oT 24 Hos6ps 2021 r. Ne 1093H

OB YTBEPXXOAEHWU MPABUI
OTMYCKA NEKAPCTBEHHbIX MPEMAPATOB ANA MEOULMHCKOIO NPUMEHEHMS
ANTEYHbLIMU OPFAHU3ALIMAMMW, UHAUBUAY ANbHBLIMU NPEANPUHUMATENAMW,
MMEIOLLMMM NMULIEH3UIO HA OCYLLIEECTBIEHUE ®APMALIEBTUYECKOWM
OEATENLHOCTU, MEAULIMHCKUMM OPFAHU3ALIMAMMW, UMEIOLLUMW NIMLIEH3UIO
HA OCYLLECTBJIEHUE ®APMALEEBTUYECKOW OEATENBHOCTHU, U UX
OBOCOBNIEHHbLIMW NOAPA3AENEHUAMU (AMBYNATOPUSAIMU, ®ENBALEPCKAMM
N ®ENbALIEPCKO-AKYLEPCKUMMU MYHKTAMU, LLEEHTPAMM (OTOENEHUAMMW)
OBLLEN BPAYEBHOW (CEMEMHOW) NMPAKTUKM), PACMONOXEHHbLIMU
B CENbCKUX MOCENEHUSX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPFAHU3ALMU, A TAKXKE NPABUI OTMYCKA HAPKOTUYECKUX CPELCTB
N NCUXOTPONHbIX BELWECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX NPENAPATOB A5l MEAULIMHCKOIO MPUMEHEHMUS,
NEKAPCTBEHHbIX NPEMNAPATOB [5sl MEQULIMHCKOIO MPUMEHEHUS,
COOEPXALLUMX HAPKOTUYECKUE CPEACTBA U MCUXOTPOMHBIE
BELLECTBA B TOM Y/CTIE NOPSAAKA OTMYCKA ANTEYHbLIMM
OPIAHU3ALMAMU UMMYHOBUOMOIMYECKMX
NEKAPCTBEHHbIX NPEMAPATOB

CHuCcoK U3MEHSIOMIUX TOKYMEHTOB
(8B pen. Ilpukaza Munznpasa Poccuu ot 24.11.2021 N 1093#H)

B cootBercTBUu ¢ nyHkTaMu 2 U 3 cratbu 55 denepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03
"O6 oOpamenuu nexkapctBeHHBIX cpeactB" (CoOpanme 3akoHomarenbcTBa Poccuiickoit deneparum,
2010, N 16, cr. 1815; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238), ¢ moanyHktamu 5.2.165, 5.2.169 u
5.2.183 mnynkra 5 Ilomoxxenus o MuHuctepcTBe 3xapaBooxpaHeHusi Poccuiickoit denepauuu,
yTBEpXkAEeHHOro nocranosieHueM IIpaButenscrBa Poccuiickoit ®enepannn ot 19 urons 2012 r. N 608
(Cobpanue 3axkonomarensctBa Poccuiickoit @enepannn, 2012, N 26, ct. 3526; 2014, N 37, cT. 4969;
2017, N 33, ct. 5202), npuka3bIBato:

1. YTBepauTh:

[IpaBuna oOTIyCKa JIEKapCTBEHHBIX MPENapaTroB JUisi MEIWLHUHCKOTO TNPUMEHEHMS alTEeYHbIMU
OpraHu3alysIMU, UHAUBUAYATBHBIMU MPEINPUHUMATEISIMU, UMEIONMMHU JIMIICH3UI0 Ha OCYIIECTBIICHUE
(dbapmalleBTUUECKON AESITeNbHOCTH, MEIUIIMHCKUMHU OpTraHH3alisIMH, HMEIOIIUMU JUIEH3UI0 Ha
ocymiecTBiIeHue (GapMalleBTUUECKOM JEATEIbHOCTH, M WX O0OCOOJCHHBIMH  IOJPa3IeICHUSIMU
(amOynatopusiMu,  (GeapAMIEPCKUMH U (ENbIIIEPCKO-aKyIIEPCKUMU  TYHKTaMH,  LEHTPaMH
(oTmeneHusMU) 001IIEH BpaueOHOM (CEMEIHOM ) MPAaKTHUKH ), PACTIOJIOKEHHBIMH B CETTbCKUX MOCETIEHUSAX, B
KOTOPBIX OTCYTCTBYIOT allT€YHbI€ OpraHU3aluu, corinacHo npuioxenue N 1 (nanee - mpaBuia);

[IpaBuna oTmycka HApKOTUYECKUX CPEICTB M TICUXOTPOITHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B
KaueCTBE JIEKAPCTBEHHBIX MPENapaToB JIsl MEAUIIMHCKOTO IPUMEHEHHUS], IEKAPCTBEHHBIX MTPENapaToB s
MEIUIIMHCKOTO TIPUMEHEHHS, COJEpKAIMX HAPKOTUYECKHUE CPEACTBA W TICHXOTPOMHBIC BEIIECTBA,
corjacHo npuioxenuto N 2;

[Topsimok  OoTmycka anTEYHBIMH  OPTaHU3AIUSIMH  WMMYHOOHMOJIOTHYECKUX  JIEKAPCTBEHHBIX
MpenaparoB COIIACHO NpuiioxeHuto N 3.



2. [Ipu3HaTh yTpaTUBIIUMH CUITY:

npuka3 MHUHHCTEPCTBA 34paBOOXPAHEHUs U colMaibHOro pa3sutus Poccuiickoit denepannn ot 26
asrycra 2010 r. N 7351 "OOG yrBepknenun I[IpaBun oOTIycKa JI€KapCTBEHHBIX MpENapaToB Jis
MEAUIMHCKOTO  IPUMEHEHUS  MEIUIMHCKUMHM  OpraHM3alMsMM, HMEIOIIMMU  JIMIEH3UI0  Ha
(bapMaleBTUYECKYI0 JESITEeIbHOCTb, M MX O00O0COOJIEHHBIMU HOApa3fencHusIMU (aMOynaTopusMuy,
benpamepckuMu ¥ QEIBAMICPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIACNEHUsIMH) OOImei
BpaueOHOM (CeMeMHOI) MPAKTUKH), PACHIOJIOKEHHBIMU B CEJIbCKUX MOCEIEHUSX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble opranuzauuu’ (3apeructpupoBaH MuHucrepctBoM toctuuuu Poccuiickoit @enepanuun 28
centsa6ps 2010 r., peructpannonubiii N 18575);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 urons 2017 r. N 4031 "O0
yrBepxkAeHUH [IpaBun oTmycka J€KapCTBEHHBIX MpenaparoB JUIsl MEAMIIMHCKOTO NMPUMEHEHHs, B TOM
qyuciae  MMMYHOOHMOJIOTMYECKMX  JICKAPCTBEHHBIX  IPENaparoB,  alTEYHbBIMH  OpraHU3alHsMH,
UHIUBUAYAIBHBIMH  MpEANPUHUMATENSIMH,  HUMEIOIIUMHU  JIUMIEH3UI0 Ha  (apMaleBTHYECKYIO
JesTeNbHOCTR" (3aperucTpupoBan MunucrepcTBoM roctunmu Poccuiickort denepanuu 8 centsops 2017
r., peructpannoHubiii N 48125);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 utonsg 2020 r. N 683u "O
BHECEHMH M3MeHeHM B [IpaBuia oTmycka JIeKapCTBEHHBIX NPENapaToB JUIsi MEAUIIMHCKOIO IPUMEHEHHUS,
B TOM 4YHCI€ HMMYHOOMOJIOTUYECKUX JICKAPCTBEHHBIX MIPENapaToB, AanTeYHbIMU OpTraHU3AIMIMH,
WHJMBUIYAIbHBIMU MPEITPUHUMATEISIMU, UMEIOIIMMHU JIMIIEH3UIO Ha (DapMalleBTHUECKYIO ACSITEIIbHOCTD,
yTBEPKJIEHHbIE TpUKa3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepauuu ot 11 urons 2017
r. N 4035" (3apeructpupoBan MunuctepcTBoM roctunmu Poccuiickoit @eneparuu 14 oxtsaopst 2020 .,
peructpanronubiii N 60370).

3. Hacrosimuumii npuka3 Bcrynaer B cuiy ¢ 1 mapra 2022 r. u geiictByer no 1 mapra 2028 r., 3a
UcKiIroueHneM nyHkra 12 IIpaBui oTimycka iekapCTBEHHBIX MPEnapaToB A MEJUIIMHCKOTO IPUMEHEHUS
anTeYHbIMM OpraHU3alUsAMHU, WHJIUMBUIYaIbHBIMU HPEINPUHUMATEISIMU, HWMEIOIIMMU JIMIIEH3UI0 Ha
OCylLIECTBICHHE (PapMalleBTUYECKON JAEATeNbHOCTH, MEAWLUMHCKUMHM OpraHu3alUsMH, HMEIOLUMU
JUICH3WI0O Ha  OCYIICCTBICHUE  (apManeBTHYCCKOW  JCATETBHOCTH, H WX 000COOJICHHBIMH
nojpaszieneHusiMu  (aMOynaTopusiMi, (QenpAMEepCKUMU U (PeIbAIepCKO-aKyIIEPCKUMU  ITYHKTaMH,
LHeHTpaMu (OTHeNIeHUsIMU) o01Iell BpauyeOHON (ceMelHOM) MPaKTHKH), PACIOJIOKEHHBIMU B CEIbCKUX
MIOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OPraHU3ALMH, YTBEPKACHHBIX HACTOSALIMM IPHUKA30M,
KOTOpBIH BeTynaet B cuity ¢ 1 mapra 2022 1. u aeiictByet 10 1 centsiops 2022 roaa.

Munuctp
M.AMYPAIIKO

[Tpunoxenne N 1

K IIpuKa3y MuHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 Hosi6ps 2021 r. N 10931

NMPABUIIA
OTNMYCKA NEKAPCTBEHHbIX MPEMAPATOB Al MEAULUUHCKOIO NPUMEHEHUA

Crrcok N3MEHSIOIUX TOKYMEHTOB
(8B pen. IIpukaza Munznpasa Poccun ot 24.11.2021 N 1093#n)

l. O6wme TpeboBaHUSA K OTNYCKY NleKapCTBEHHbIX NpenapaToB
Ans MegULMHCKOro NpuMeHeHust



1. OTmyck JiekapCTBEHHBIX IMPENapaToB ISl MEJUIIMHCKOTO NMPUMEHEHU (Jajiee - JeKapCTBeHHbIE
MpernapaThl) OCYIIECTBIISICTCS alTEYHBIMU OPTaHU3AIMSMHA M HHIUBUIYAIbHBIMU TPEANPUHHUMATEISIMH,
UMEIOIIMMHU  JIMIICH3UI0O Ha (apMaleBTUYECKYIO0 JAEATeNbHOCTh, MEIUIIMHCKUMHU OpraHU3alusMHu,
UMEIOIIMMU JIMIICH3UIO0 Ha (hapMaIleBTHYECKYIO JCATEIBHOCTh, H UX 000COOJICHHBIMU MOIPa3/ICICHUIMHI
(amOynaropusimu,  enapaIEpCKUMH W (ENbAMIEPCKO-aKYIIEPCKUMH ~ MYHKTaMH,  LIEHTpaMHu
(oTmeneHusMU) 001IICH BpaueOHOM (CEMEIHOM) MPAKTHUKH ), PACIIOJIOKEHHBIMH B CEITLCKUX MOCETIECHUSAX, B
KOTOPBIX OTCYTCTBYIOT allTeUHbIe OpTaHU3aluK (Aajee - CyObEeKThl pO3HUYHOW TOProBin), Oe3 perenra
<I> wm (WIM) MO peuenTy Ha JIEKAPCTBEHHBIA Tpenapar, o(opMIeHHOMY <2> MEIUIIMHCKAMHU
paboTHHKaMU (Jlanee - perenT), a TakxKe 1Mo TPeOOBaHUIO MEIUIIMHCKON OpraHu3ay <3> s anTeYHON
OpTaHU3aIH.

<1> Ilognynkt "4" mynkra 5 yactu 4 crtatbu 18, moamyHkT "k" mynkra 1 wactu 1 crateu 33
@enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 oOpameHun JIeKapCTBEHHBIX CpeAcTB”
(CobOpanue 3akononatenbcTBa Poccuiickoit ®denepanuu, 2010, N 16, cr. 1815) (manee - denepanbHbIii
3akoH N 61-D3).

<2> [lognyskrt 5.2.179 Ilonoxenuss o MunucrepctBe 3apaBooxpanenus Poccuiickoit denepanum,
yTBEpKJIEHHOTro nocranoBieHueM [IpaBurensctBa Poccuiickoit @enepaunu ot 19 urons 2012 r. N 608
(Cobpanme 3akoHomarenscTBa Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2017, N 52, cr. 8131)
(manee - [lonoxxenre o MuHucTEpCTBE).

<3> Ilynkr 54 crateu 4 ®enepanbHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOAATENLCTBA
Poccutickoit ®eneparuu, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456).

2. OTHYCK JICKapCTBCHHLIX IIPCIIapaTOB 0e3 peueuToB OCYHICCTBIIACTCA:

1) anTexkamu, OCYIIECTBISIONIMMH PO3HUYHYIO TOPTOBIIO (OTIYCK) JIGKAPCTBEHHBIX IpEnapaToB
HACEJICHUIO, U alTeKaMU KaK CTPYKTYPHBIMU MOJAPA3JEICHUSIMU METUIIMHCKOW opraHu3auuu (najiee -
anTeKH);

2) anTeyHbIMH IYHKTaMH, B TOM YHCII€ KaK CTPYKTYPHBIMHM MOAPA3JENCHUSIMH MEIUIIMHCKOM
OpraHM3alui (Janee - aTeYHbIe MYHKTHI);

3) AlITCYHBIMU KHOCKaMU;

4) WHAUBUIYAJIbHBIMUA TPEANPUHUMATEISIMU, WMEIOIMHUMH JIMIICH3UI0 Ha (apMaleBTHUYECKYIO
JesITeNbHOCTD (fanee - UHAUBUAYATbHBIN IpeIpPUHUMATENb);

5) MEAMIMHCKAMH OPTaHU3ALUSAMHU, UMEIOIIUMH JIMIICH3UIO Ha (hapMalleBTHUECKYIO JAESTEeIbHOCTD,
u ux 000c00IEeHHBIMU NOJIpa3IeJICHUIMU (amOynaropusimu, GenpamepcKkuMu "
(dbenpaIepcKo-akyepcKUMH  IMIYHKTaMH, I[eHTpaMH (OTACNICHUsIMH) oO0ImIe BpaueOHOH (ceMeitHoi)
MIPAKTHUKH), PACTIOJIOKEHHBIMHU B CEIbCKHUX MOCENIEHUSX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIe OpPraHU3aluu
(Tayee COOTBETCTBEHHO - MEIHMIIMHCKHAE OpraHW3alnd, 00O0COOJIEHHBIE IMOJAPA3/ICICHUS METUIIMHCKUX
OpraHu3aiuii), mnepeueHb KOTOPHIX YTBEP)KAAETCS OpraHaMHM HWCIOJHUTENBHOM BIACTH CyOBEKTa
Poccuiickoit ®eneparum <4>.

<4> Yacts 5 crateu 55 @enepanbHoro 3akoHa N 61-D3 (Cobpanne 3akoHOAaTENbCTBA Poccuiickoi
®enepauun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTHYCK JICKApCTBCHHBIX MPCIApaTOB I10 pCUCITAM OCYHICCTBIIACTCA:

1) anTexamu;



2) anTe4YHbIMH ITYHKTaMU;

3) MHIUBUYAIbHBIMU NIPEATNIPUHUMATENSAMH (32 UCKIIOYEHUEM OTIyCKa HApKOTUYECKUX CPEICTB U
IICUXOTPOITHBIX BEIECTB, BKIIOYECHHBIX B IIEPEUYECHb HAPKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U
UX IPEKypcopoB, MOJUIEKAMX KOHTpoito B Poccuiickoir denepaunn <5> (nanee COOTBETCTBEHHO -
IlepeueHb, HAPKOTUYECKHUE U IICUXOTPOIHbIE JIEKAPCTBEHHBIE IIPEIapaThl);

<5> Ilynkt 2 cratbu 2 denepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
cpencTBax M ncuxotponHbix BemiecTBax" (Cobpanue 3akoHoaarenbcTBa Poccuiickont denepannn, 1998,
N 2, ct. 219; 2016, N 27, ct1. 4238) (nanee - Deaepanbupiii 3akoH N 3-03).

4) MeIULUMHCKMMM OpraHu3alusiMu M 00OCOOJICHHBIMHU MOJAPA3JCIICHUSMU MEIUIUHCKUX
OpraHu3arLui.

4. 1o perientaM, BBITTMCAHHBIM Ha penienTypHbIX Onankax Gopmer N 148-1/y-88, ormyckarores <6>
JICKapCTBEHHBIC TpenapaTsl, BKIIOYEHHBIE B IEPEUCHb JIGKAPCTBEHHBIX CPEICTB JJS MEIUIIUHCKOTO
MIPUMEHEHHUS, TOJIeKAIINX MPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy (Jajiee - JIeKapCTBEHHBIE Iperaparsl,
BKJIIOUEHHBIE B niepeueHs [IKY) <7>.

<6> [loamynkr 5.2.179 Ilonoxenus o MunuctepctBe (Cobpanue 3akoHoaarenbcTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> Ilommynkt 5.2.171(1) Ilomoxxenus o MunucrepctBe (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3zaHHBIC JIEKAPCTBEHHBIC Tperaparhl, MpeaHa3HaueHHbIE JUIS TPak[JaH, WMEIOIIUX IPaBO Ha
MOJTy4eHHE JIGKapCTBEHHBIX NPEMaparoB, OTIMYCKAEMbIX OECIUIaTHO WM CO CKUAKOH, OTITYCKAIOTCS TPH
NPEIbSIBICHUH PEIeNTa, BBINMCAHHOTO Ha perentypHoM Onanke ¢opmbsl N 148-1/y-88, u peuenta,
BBINKMCAHHOTO Ha penenTypHoM Oianke ¢popmbl N 148-1/y-04(i).

5. Ilo peuenTam, BBIMCAHHBIM Ha pelenTypHbIX OnaHkax ¢opmbl N 148-1/y-04(11), ormyckatorces
JIeKapCTBEHHbIE MpenapaTsl, BHINHUChIBAEMbIE I'pa)<JaHaM, UMEIOLIMM MpaBo Ha OecCIIaTHOE MOJydeHue
JIEKapCTBEHHBIX TPENapaToB WM TOJyYEHHE JIEKApCTBEHHBIX IIpPErnapaToB cO CKUIAKOM (manee -
JIeKapCTBEHHBIE MPENapaThl, OTIyCKaeMble OECIUIATHO UM CO CKUIKOMN).

6. I1o perentam, BBIIMCAHHBIM Ha pelienTypHbIX Onankax ¢gopmsl N 107-1/y, oTmyckaroTcsi UHbIE
JIEKapCTBEHHbIE TIpenaparbl, HE YyKa3aHHbIE B IyHKTe 4 HactoAmux IlpaBumi, M 3a HCKIIOUEHUEM
JIEKapCTBEHHBIX NPENapaToB, OTIYCKaeMbIX 0€3 peLernTa.

7. KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE MpenapaThl A MEIUIMHCKOIO MPUMEHEHUS, CO/IepKallne
KpOME MaJIbIX KOJIMYECTB HAPKOTUUYECKUX CPENICTB, ICUXOTPOMHBIX BEIIECTB U UX MPEKYpPCOPOB Apyrue
(dapMakoJIOTHYECKHE AaKTHBHBIE BELIECTBA, OTIYCKAIOTCS alTeKaMH, AanTeYHbIMH IYHKTaMU H
MHUBUAYAIbHBIMH NPEIIPUHAMATEISIMH, UMEIOLUTIMHU JIMIEH3UI0 Ha (hapMalleBTUUECKYIO AESITeIbHOCTD,
0 perenTaM, BBIMMCAaHHBIM Ha perentypHbix 6mankax Gopm N 107-1/y u N 148-1/y-88 <8>, kpome Tex
JIEKapCTBEHHBIX IIPENapaToB, KOTOPbIE OTIYCKAOTCS O€3 perenTa.

<8> YacTs 6 crathu 55 Denepanbaoro 3akoHa N 61-D3 (Cobpanmne 3akoHOaTENHCTBA Poccuiickoit
®enepauun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo peumentam B (Qopme DOSIEKTPOHHOTO JOKYMEHTa C KCIOJh30BAaHUEM YCHUIICHHOMN
KBATU(UIIUPOBAHHON SJIEKTPOHHOW MOAMUCH MEIUIIMHCKOTO paboTHWKa (jamee - peuent B (dopme



JIEKTPOHHOIO IOKYMEHTA) OTIIYCKAalOTCs BCE JIEKapCTBEHHbIE IpenapaThl, yKa3aHHbIE B IIyHKTax 4, 5, 6,
7 Hactosux [IpaBui.

9. MemunuHCKUE OpraHU3alMK W O0OCOOJICHHBIC MOAPA3ACICHUS MEIUIIMHCKUX OpraHU3aIni
TaK)Xe MOT'YT OTIYCKAaTh:

1) nexkapcTBeHHBbIC MpemnapaThl, BKJIOYCHHBbIC B nepedeHb [IKY, BbimucaHHbIe HA PELENTYPHBIX
omankax ¢popmer N 148-1/y-88;

2) nekapCTBEHHbIE IIperapaTbl, BKIIOUEHHbIe B llepeyeHb JIeKapCTBEHHBIX IPENapaTos,
OTIIYCKaeMBIX 10 pernenTaMm Bpada (Qenpamiepa) MpH OKa3aHWU JIOTIOJHUTEIBLHOW OecruiaTHOU
MEAUIIMHCKOW TIOMOIIM OTACNbHBIM KAaTeropusM TIpa)xJaH, HUMEIOUMM [paBO Ha MOJIy4YeHUE
rOCy/IapCTBEHHOW COIMAJIBHOW IMOMOIIM, a TaKXXe WHbBIC JICKAPCTBEHHBIC CPEICTBA, OTIYCKAaEeMbIC
OECIUTaTHO WJIM CO CKHJIKOM, BHITMCAHHBIC HA PEeHenTypHBIX OaHnkax ¢popmbl N 148-1/y-04(o).

10. Otmyck eKapCTBEHHBIX MPENapaToB, HE YKa3aHHbIX B MyHKTax 4, 5, 6, 7 Hactosmmx Ilpasui, B
COOTBETCTBUH C MHCTPYKLHUSAMHU 110 UX MEIULIMHCKOMY IIPUMEHEHUIO OCYILECTBIIETCS O€3 peLenToB.

11. Otnyck JIeKapCTBEHHBIX MPENapaToB OCYLIECTBIISIECTCA B TEUEHUE YKA3aHHOI'O B pELENTE CPOKa
ero JeicTBUs npu OOpaLeHUH JIULa K CyObEKTY PO3HUYHOM TOPTOBIIH.

12. Yrpatuin cuny ¢ 1 cenra0ps 2022 rona. - [Iynkr 3 nannoro [puxkasa.

13. JlekapcTBeHHBIE IpenapaTbhl OTIYCKAlOTCA B KOJUYECTBE, YKa3aHHOM B peLente, 3a
HCKIIIOYEHUEM CIIy4YaeB, KOrjaa IJIs JIEKapCTBEHHOrO IIperapara YCTaHOBJIEHO KOJIHUYECTBO, KOTOPOE
MOET OBITh BBIITUCAHO B OJTHOM PEILICNTE, UK KypC JIeUeHUsT <9>,

<9> Tloanmynukt 5.2.177 Ionoxenus o Munucreperse (CoOpaHue 3aKOHOAATENLCTBA Poccuiickoii
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

[Ipy npenbsBiIeHUM peLENTa C MPEBBILIEHUEM MPEACIbHO JIOMYCTUMOTO  KOJIMYECTBA
JIEKApCTBEHHOT'O TIpernapara, KOTOpOe MOXKET OBITh BBIITMCAHO B OJHOM perente, dapMarieBTHYECKUi
paboTHuk uHpOpMHpPYET 00 ATOM IHUIO, MPEACTABHUBINEE PEIENT, PYKOBOIUTENS COOTBETCTBYIOIIEH
MEIUIIMHCKOW OpraHU3allMK U OTIYCKAET YKa3aHHOMY JIMIY YCTaHOBJIEHHOE COOTBETCTBEHHO IMPEACIbHO
JOMYCTUMOE KOJIMUYECTBO JIEKAPCTBEHHOTO Mpemnapara, KOTOpoe MOXKET OBITh BBHIITUCAHO B OJJHOM pEIIENTe
C TIPOCTaBJIEHUEM COOTBETCTBYIOIIEH OTMETKHU B pEIIEITe.

[lpy Hammuuu y cyObeKTa PO3HMYHON TOPrOBIM JIEKAPCTBEHHOI'O IMperapara C JO3UPOBKOM,
OTJIMYHON OT JO3MPOBKU JIEKAPCTBEHHOrO IIpernapara, yKa3aHHOW B pelenTe, OTIYCK HMEIOILIErocs
JIEKapCTBEHHOI'O IpenapaTa J0IyCcKaeTcs, €Cy JT03UPOBKa TaKOIo JIEKAPCTBEHHOI'O Iperapara MEHbIIe
JO3UPOBKM, VYKa3aHHOM B peuente. B TakoM ciydae OCYIIECTBISIETCS IEpecyeT KOJMYecTBa
JIEKapCTBEHHOI'O IIpeTapara ¢ yueTOM Kypca JIEUeHHs], yKa3aHHOI'O B PELENTE.

B cinydae ecnu no3upoBKa JIEKQpCTBEHHOrO IIperapaTa, MMEIOIIErocs y cyObeKTa pPO3HHUYHOM
TOPTOBIIM, TPEBBIIIAET JO3UPOBKY JICKAPCTBEHHOTO Tperapara, yKa3aHHYI B peLeNTe, pelieHne o0
OTIyCKE JICKapCTBEHHOT'O TIpermapara C TaKOW JJO3MPOBKOM MPUHUMAET MEIUIIMHCKANA pPaOOTHHK,
BBINKMCABIINN PELIET.

14. Otnyck JEKapCTBEHHOI'O TMpenapara OCYIIECTBIAETCS B TMEPBUYHOM UM BTOPUYHOM
(moTpebuTeNnbCKOI) ymakoBKaxX, MapKHpOBKa KOTOPBIX JOJDKHA OTBe4YaTh TpeOOBaHMAM cTaTbu 46
®enepanpHoro 3akoHa N 61-O3 (Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepanuu, 2010, N 16, cr.
1815; 2014, N 52, cr. 7540), a ymakoBKa Iyl HAapKOTHYECKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaTtoB crnucka Il - TpeGoanusm nynkra 3 crarbu 27 @enepanbHoro 3akoHa N 3-O3 (Cobpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 1998, N 2, cr. 219; 2016, N 15, ct. 2052).

15. IIpu otTmycke JeKapCTBEHHBIX IMpEenapaTroB IO pelenty, opOopMIEHHOMY Ha peluenTypHOM



Oylanke Ha OyMa)XHOM HocuTese, GapMareBTUYCCKU PaOOTHUK MPOCTABISET OTMETKY Ha perente o0
OTITYCKE JIEKApCTBEHHOT 0 Npenapara "JlekapcTBeHHbIN Ipenapar OTIYIIEH" U ¢ yKa3aHUEM:

1) HawmMeHOBaHUWS anTeuyHOW opraHu3anuu (pamwimm, wWMeHH, oTdecTBa (MpU HATUYWHN)
WHJMBUIYAJIbHOTO MPEAIPUHIUMATENS);

2) TOpProBoro HaMMEHOBaHUs (32 HCKJIIOYEHHEM JIEKaPCTBEHHBIX IPENapaTroB, W3TOTOBICHHBIX B
anTEeYHOU OpraHu3aIum), T03UPOBKHU U KOJMYECTBA OTHYIIEHHOTO JIEKaPCTBEHHOT'O MIpenapara;

3) dbamminu, nmeHu, oT4ecTBa (MPU HAIWYMH) MEAULMHCKOTO PaOOTHHUKA B CIy4asX, YKa3aHHbIX B
a03are ueTBepTOoM IyHKTa 13 1 ab3are TperbeM nmyHkra 16 Hacrosimux [Ipasu;

4) peKBHU3UTOB JOKYMEHTA, YJOCTOBEPSIOIIErO JUYHOCTh JIMIA, MOJYYUBIIErO JIEKapCTBEHHBIH
Ipernapar, B ciay4ae, yKa3aHHOM B IIyHKTe 28 HacTosux [IpaBui;

5) damunuu, UMEHHU, oT4ecTBa (NIPU HAIUYWHK) (PapMareBTUICCKOTO pabOTHUKA, OTITYCTHUBIIETO
JIEKapCTBCHHBIN Tpernapar, u ero MmoIucH;

6) 1aThl OTIyCKa JIEKapCTBEHHOIO Mperapara.

16. ITpu oTIycKe JIeKapCTBEHHBIX MPEIAPaTOB 10 PEILETITY, BRIMTUCAHHOMY Ha pelenTypHOM OJaHKe
¢dopmbl N 107-1/y co cpoKOM JEHCTBUS O OJHOTO rojia, B KOTOPOM yKa3aHbl EPUOJbI U KOJIHYECTBO
OTIIyCKa JICKaPCTBEHHOTO Tmpemapata (B KaKIbIA IEPUOI), PEUENnT BO3BpaIlaeTCs JIUILY,
nproOpeTaroleMy JICKAPCTBEHHBIN Mperapar, ¢ OTMETKOM, CoJIepIKallleii CBEICHUS, YKa3aHHbIC B ITYHKTE
15 nacrostmux IpaBui.

[Ipu ouepemHoM oOpamieHUM JUNA K CYOBEKTYy PO3HHYHOW TOPTOBIM C JAHHBIM PEIETTOM
YUUTBIBAKOTCSI OTMETKU O MPEABIAYILEM OTIIYCKE JIEKAPCTBEHHOI'O Ipernapara Mo TaKOMy PELENnTy U B
cillyyae MpUOOpPETeHMs] JIMLOM KOJMYECTBA JIEKAPCTBEHHOIO IIpernapaTra, COOTBETCTBYIOILEIO
MaKCUMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIMIMHCKMM pabOOTHUKOM B pelenrte, a Takxke I0
HCTEUYEHUU CpOoKa JECUCTBUS pelLenTa, Ha pelente mnpocrasisercs mramn "JlekapcTBEHHBIN IpernapaT
OTIYILEH" U PELIENT BO3BpallacTCs JIUILLY.

EnuHOBpEMEHHBIM  OTIYCK JIEKAPCTBEHHOIO IIpemapara 10 peUenTy, BBIIMCAaHHOMY Ha
peuentypHoM Onanke Gopmbl N 107-1/y co cpokom AeHCTBHS 10 OAHOTO rojia, B KOTOPOM YKa3aHbI
MEepHOJIbl U KOJIMYECTBO OTITYCKA JIEKAPCTBEHHOTO Ipenapara (B KaKJbli MepHoJ), JOMYCKAETCs TONbKO
M0 COTJIACOBAHMIO C MEIUITMHCKUM PaOOTHUKOM, BBIMTHUCABIIIUM PEIIET.

17. Ilpu oTnycke JIeKapCTBEHHBIX MPENapaToB M0 PELENTY, BHITUCAHHOMY Ha peLenTypHOM OJaHKe
¢dopmbl N 148-1/y-04(;1), 3amosHEeHHBIH KOPELIOK TAaKOro pelenta nepenaercs ¢apMaleBTUYECKUM
PabOTHHUKOM JIHILY, MPUOOpPETArOIIEMY (TTOJIYJaroeMy) JIEKApCTBEHHBIE TTPEnaparhl.

18. Ocratorcss M XpaHATCA Yy CyObEKTa pPO3HUYHOM TOProBIM peuentbl (C OTMETKOH
"JlexapcTBEHHBIN Mpenapar oTNyIleH") Ha:

1) JICKApPCTBCHHBIC NIPCIIapaThl, OTITYCKACMbIC OCCIIaTHO WUJIU CO CKHHKOﬁ, - B TCYUCHHC TPECX JICT,

2) nexapcTBeHHbIe mpemnapaTsl, oTHocsmuecs Mo ATX K aHTUICUXOTHYECKUM CpelcTBaM (KOJ
NO5A), ankcuomutukam (kon NO5SB), cHoTtBOpHBIM U cematuBHBIM cpenctBam (kog NO5C),
aatugenpeccantam (kox NO6A) m He mojiexamue MpeaMETHO-KOJINYECTBEHHOMY YYeTy, - B TCUCHUE
TPEX MECSLEB.

19. Peuentsl, He yka3aHHble B TyHKTe 18 Hactosimux [IpaBui, oOTMeEUarOTCs IITAMIIOM
"JlexapcTBEHHBIN MTpenapar OTHYILIEH" U BO3BPAIAIOTCS JIMILY, TOJYyYMBIIEMY JEKapCTBEHHbBIN Ipenapar.

20. PenenTol, BBINIMCAHHBIE C HApyIIEHHEM IpaBuil <10>, perucTpupyroTcs B )XypHale, B KOTOPOM
YKa3bIBAIOTCSl BBISBJICHHBIE HapylleHHs B OGOpMIIEHHM pelenta, (GpaMuiaus, HMs, OT4eCTBO (TpH
HaJIMYMM) MEIUIIMHCKOr0 paOOTHHMKA, BBINMCABIIETO  pELENT, HAaUMEHOBAaHHE MEIUIIMHCKOM



OpraHM3alllKi, TPUHATHIE MEpPbl, OTMEUAIOTCA MTamMnoM '"Penent HeAeWCTBUTENEH" W BO3BpAILAOTCA
iy, npeacraBuBiieMy peuent. O ¢dakrax HapylieHds NpaBuwil O(OPMIICHHUS PELENTOB CYOBEKT
PO3HUYHOM TOPTOBIM HHOOPMUPYET PYKOBOJIUTENSI COOTBETCTBYIOIICH MEIUIIMHCKON OpraHU3alliH.

<10> INoamynkt 5.2.179 Ilonoxenuss o MunucrepctBe (CoOpanue 3akoHOAaTeNbCTBA Poccuiickoi
O®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000co0ieHHOM TOJpa3eieHu MEAWIIMHCKONW OpTaHHW3aIliy JIOJDKHBI OBITH O00CCIICUSHBI
YCIIOBHSI COXPAHHOCTH OCTaBIICHHBIX HA XPaHEHHUE PELIENITOB Ha JICKAPCTBEHHBIE CPEIICTBA.

Peuentel Ha JE€KapCTBEHHBIE CpPEICTBA, IOMJIEXKAIIUE IPEAMETHO-KOJIUYECTBEHHOMY Y4YETY,
JIEKapCTBEHHbIE CPE/CTBA, OTIyCKaeMble OCCIIATHO WM CO CKHUJKOH, €KEMECSAYHO INepelaroTcs M3
000COOJICHHBIX MOJPA3JEICHUN MEIUIMHCKUX OpraHu3alii B  MEIUIMHCKHE OpraHu3alluy,
CTPYKTYPHBIMHU HOJPA3CIEHUSIMU KOTOPBIX OHU SABJISIFOTCS, JJIS IIOCIIEIYIOLIEr0 XpaHEHHUS.

22. Tlpu oTmycke JIEKapCTBEHHOTO TNpernapara (apMareBTHUYECKUi PaOOTHUK WU PaOOTHUK
MEIULIMHCKOW  opraHu3anud  (000COOJEHHOTO  MOJpPA3JeNeHUs  MEAMLIMHCKOM  OpraHu3aluu)
uHGOPMHPYET JHII0, TprolpeTaromiee (MoayJarolee) JIEKapCTBEHHBIN Mpernapar, 0 peKUMe U J103aX ero
npuema, MpaBwiiaX XpaHEHHs B JOMAIIHUX YCJIOBHSAX, O B3aUMOJEHCTBUU C APYTUMHM JIEKaPCTBEHHBIMU
npernaparam.

23. Tlpu oTmycke JEKapCTBEHHOTO TNpernapara (apMareBTHUYSCKU PAOOTHHK WM PaOOTHUK
MEIUIUHCKOW OpraHu3aiuu (000COOIEHHOTO TOpa3aeliCHUs] MEIUIIMHCKONW OpraHW3alliK) HE BIPaBe
MPEIOCTABIIATh HEIOCTOBEPHYIO H (WJIM) HEMOJHYH0 HWHPOPMAIUI0 O HAJIWYUU JICKAPCTBCHHBIX
IpernaparoB, BKIOYas JIGKAPCTBEHHBIC TIpenapaThl, MMEIONIME OJUHAKOBOE MEXKIyHApPOIHOE
HEMATCHTOBAHHOC HAWMEHOBAHHE, B TOM YHUCJIC CKPBIBaTh MH(GOPMAIUIO O HAIMYHHU JIEKAPCTBECHHBIX
IperapaToB, UMEIOIIUX 0osiee HU3KYIO ey <1 1>,

<11> Crarpsa 74 ®enepanbHoro 3akoHa oT 21 Hoa6psa 2011 r. N 323-®3 "OO ocHOBax OXpaHBbI
310poBbs TpaxaaH B Poccuiickoit @enepannn” (Cobpanne 3akoHoaarenbctBa Poccuiickoit deaepannu,
2011, N 48, ct. 6724, 2013, N 48, c1. 6165) (nanee - ®enepanpusiii 3akoH N 323-D3).

24. 3anmpemaercss OTHYCK (albCUPUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX M KOHTpadaKTHBIX
JIEKapCTBEHHBIX MpenaparoB <12>.

<12> Cratps 57 ®enepanbHoro 3akoHa N 61-O3 (Cobpanme 3akoHomateabcTBa Poccuiickoi
®enepaunn, 2010, N 16, ct. 1815).

25. OTmyck 3TUJIOBOTO CIIUPTA MPOU3BOAUTCS MO PELENTY C yY€TOM YCTAaHOBJICHHBIX TpeOOBaHUH K
00BEMY Taphl, YITAKOBKE W KOMITJIEKTHOCTH JIEKAPCTBEHHBIX IperapaToB <13>.

<13> Yacte 4.1 crarem 45 @DepepanpHoro 3akoHa N 61-O3 (Cobpanme 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparun, 2010, N 16, ct. 1815; 2015, N 51, ct. 7245), nocranosnenue [IpaBurenscTBa
Poccuiickoit ®epeparun ot 23 wuronsg 2016 r. N 716 "O mnopsake ¢dopMupoBaHHs TepedHs
JIEKapCTBEHHBIX MPENapaToB I METUIITHCKOTO IPUMEHEHHS, B OTHOIIICHHH KOTOPHIX YCTaHABINBAIOTCS
Tpe60BaHI/I$I K 061>eMy Tapbl, YIIAKOBKE W KOMIUICKTHOCTHU, NMEPCUHA JICKAPCTBCHHLIX MPCIapaToB JId
BETEPUHAPHOTO NMPUMEHEHHS, B OTHOLIEHUH KOTOPBIX YCTaHABIUBAIOTCS TPEOOBaHUS K 00BEMY Taphl, U
onpeneneHus: Takux tpedoBanuit" (Cobpanue 3akoHomatenbcTBa Poccuiickont deneparuu, 2016, N 31,
ct. 5030).



JlexapcTBeHHbBIE TIpenapaThl, COJEp)Kallue 3TUIOBBIA CIHUPT, B TOM YHUCJIE H3TFOTOBJIEHHBIE IO
perenty cyoObeKTOM PO3HHYHOM TOPrOBIIM, UMEIOIIMM JIMIIEH3HUIO Ha (papMaleBTUYECKYIO eSTEIbHOCTh
C TpaBOM M3rOTOBJIICHUS JIEKAPCTBEHHBIX IIPENApaTOB, OTIYCKAIOTCS C YYETOM YCTAHOBJIEHHBIX
TpeOoBaHull K 00BEMY Tapbl, YIAKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB.

26. 3anpemaercs pa3leibHBIM  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOMAIIUX B COCTaB
JICKQpCTBEHHOT'O Mperapara, H3roTaBIMnBaeMOro CyObeKTOM PO3SHUYHOMN TOPTOBJIH.

27. 3ampemiaercss OTIYCK CYOBEKTOM PO3HUYHOW TOPTOBIM IO pEILeNTaM BETePUHAPHBIX
OpraHMu3alMii:

1) nexapcTBEHHBIX IIpENapaToB, BKIOUEHHBIX B nepeueHs [IKY;
2) JIeKapCTBEHHBIX MPENapaToB, OTIIYCKAEMbIX OECIIIIATHO MM CO CKUIKOM;

3) nekapCTBEHHBIX MpernapaTroB, oTHOcAMUXCS M0 ATX K aHTUICUXOTHYECKUM CPEICTBaM (KO
NO5A), ankcuonutukam (kox NOSB), cHoTrBOpHBIM U cematuBHBIM cpenactBam  (kox NOSC),
anTuzaenpeccantaM (ko NO6A) u He BKItoueHHbIX B niepedeHs [IKY.

Il. TpeboBaHMA K OTNYCKY NeKapCTBEHHbIX NpenapaToB
no Tpe6oBaHMIO MeAULMHCKON OpraHn3aumm

28. Jlna obecnieueHust 1e4e€OHOTO MPOLecca B MEAUIIMHCKOW OPraHU3aIliy allTeYHONW OpraHu3aIfei,
SIBJSIFOLLICHCS.  CTPYKTYPHBIM TOJPa3JeNIiCHNEM TaKOH MEAWIMHCKOW OpraHu3aluy, OCYIIECTBISETCS
OTIYCK JIMOO W3TOTOBJIEHHWE W OTIYCK JICKAPCTBEHHBIX IPEMapaToB Ha OCHOBAaHUHM TPEOOBAHHS
MEIUIIMHCKOW OpraHW3allly, BBIMMCAHHOTO YIIOJIHOMOYEHHBIM MEAWIMHCKAM DPAaOOTHHKOM (nayee -
TpeOOBaHNE MEIUIIMHCKON OpraHU3allnN).

MenunuHckas OpraHu3anusi BIpaBe OOpaTHTbCA B CTOPOHHIOI ANTEYHYIO OPraHU3alUio IpH
OTCYTCTBHHM allTE€YHOM OPraHM3aLUU, SABISIOIIECHCS CTPYKTYPHBIM IOJIPAa3ICICHUEM TaKOH MEAUIMHCKON
OpraHU3alMH.

JlexapcTBeHHbIE MpenapaThl, U3TOTOBJIEHHBIE AITEYHBIMU OPraHU3ALMAMU NI LEelNed MX OTIycKa
10 TpeOOBaHUAM MEIUIIMHCKUX OpraHu3aluii, rocyJapCTBEHHON perucTpaluy He nojiexar <14>.

<14> ITynkr 1 yactu 5 crateu 13 @enepanbHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOJATEILCTBA
Poccuiickoit ®deneparuu, 2010, N 16, cT. 1815).

29. Xpanenne TpeOOBaHUI MEIUIIMHCKOW OpraHW3alllH, MO0 KOTOPBIM OTITYIIEHBI JICKAPCTBEHHBIE
npenaparbl, OCYIIECTBIISIETCSI allTE€YHOM OpraHu3alued B COOTBETCTBUU C MYHKTOM |8 HacTosIero
[Topsinka.

30. Hapymienne nepBUYHOM YNAKOBKHM JIEKAPCTBEHHOI'O IIpernapara IMpU €ro OTIYCKE IO
TpeOOBAHUIO MEIUIIMHCKOW OpraHU3aIMK JOIYCKAETCsl allTeYHON OpraHu3aIiel, IMEIONeH JUIEH3UI0
Ha (apMaleBTUYECKYIO NEATEIHHOCTh C MPAaBOM M3TOTOBIIEHUS JICKAPCTBEHHBIX MpemapaToB. B Takom
clydae OTIYCK JIEKapCTBEHHOTO IMpenapara OCYIIECTBISETCS B YMakoBKe <I5> ¢ mpemocraBieHUEM
WHCTPYKIUU (KOTIMH WHCTPYKIIMH) IO IPUMEHEHHUIO OTITYCKAaeMOT0 JIEKapCTBEHHOTO Mpernapara.

<15> Ilpukaz Munznpasa Poccun ot 26 oktsa6psa 2015 r. N 7511 "OO yTBepkIeHHUH HpaBUII
W3TOTOBJIEHHUS] M OTIYCKa JIEKAPCTBEHHBIX MPENapaTroB i METUIIMHCKOTO NMPUMEHEHHUS anTeuHbIMU
OpraHMU3alMsIMH, WHAMBUAYAJIBHBIMU  NPEANPUHUMATEISAMH, UMEIOUIMMHY  JIMLEH3UI0  Ha
(dhapMareBTUUECKyI0 JAESITeNBHOCTD" (3aperucTpupoBaH MMUHHCTEPCTBOM IOCTHIIMH  Poccuiickoi



Oenepanun 21 anpens 2016 r., peructpanronssii N 41897).

lll. OcobeHHOCTM OTNyCKa NeKapcTBeHHbIX NpenapaToB
no peuentam B popmMe INEeKTPOHHOIro AOKYMeHTa

31. OTmyck neKapCTBEHHBIX MPENnapaTroB MO penentaMm B (opMe 3JIEKTPOHHOTO JOKYMEHTa
OCYILIECTBIISIETCSl alTeKaMM, alTE€YHbIMU IIyHKTAMH W HWHAMBUAYAJIBHBIMH IPEANPUHUMATEISMH,
yKa3aHHBIMH B ITyHKTE 2 HacTosumx lIpaBui, pacmonokeHHbIMU Ha TeppUTOpuH cyobekta Poccuiickoit
®enepanuu, B KOTOpoM OQOpMIIEH pelent B (opMe 3IEKTPOHHOI'O JOKYMEHTa, B Clyyae HPUHATHS
YIIOJHOMOYEHHBIM OpraHoM cyOwekta Poccuiickoit denepanny B COOTBETCTBUM C IIYHKTOM 4 cTaTbu 6
®denepanpHoro 3akoHa N 61-03 (Cobpanue 3akoHomarenbeTBa Poccuiickoit denepanuu, 2010, N 16, cr.
1815; 2019, N 52, cr. 7793) pemenus o0 HCIONB30BAaHMM Ha TEPPUTOpUU CyOBekTa Poccuiickoit
@enepanuy Hapsily € pelenTaMM Ha JIEKapCTBEHHbIE IIpenaparbl, OQOPMIICHHBIMM Ha OyMa)XHOM
HOCHUTEJIe, PELENTOB Ha JICKApCTBEHHBIE Ipernaparbl, CPOPMHUPOBAHHBIX B (OpME 3IEKTPOHHBIX
JOKYMEHTOB (Jajiee - pelleHne YIOJIHOMOYEHHOro opraHa cyobekra Poccuiickoil @eneparum).

32. AnTedHble OpraHu3alliy TOJDKHBI UMETh MOAKIIIOUYEHNE K TOCYAapCTBEHHOW WH(OPMAIMOHHOM
cucrteme B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit @enepanuu <16> (manee - cucrema), KOTOpoe
o0ecrieunBaeTcs yIoJIHOMOYEHHBIM OpraHOM BIacTH cyobekTa Poccuiickoit deneparuu.

<16> Iloctanosnenue [IpaButenscrBa Poccuiickoit denepanuu ot 5 mas 2018 r. N 555 "O enunoit
rocyaapcTBeHHOM nH(pOpMaIIMOHHON cucteme B cepe 3npaBooxpanenus” (Codpanue 3aKOHOATENbCTBA
Poccutickoit ®eneparuu, 2018, N 20, ct. 2849; 2021, N 25, cT. 4814).

TexHuueckue TpeOOBaHUS K HHGOPMALMOHHOMY OOMEHY MeEXJy alTe4HON oOpraHu3anued u
CHCTEMOH, B TOM YHCIe TPeOOBaHMS K WACHTH(HUKAIMK perenta B GopMe 3JIEKTPOHHOTO JTOKyMEHTa H
JM1a, 00paTUBLIETOCs 3a OTIYCKOM JIGKAPCTBEHHBIX MPENapaToB M0 TAKUM PELENTaM, yCTaHaBJINBAIOTCS
pelIeHreM yImoJIHOMOYEHHOT0 oprana cyonsekTa Poccuiickoit denepanmn.

33. Otmyck IleKapCTBEHHBIX MpenaparoB MO peuentam B (Gopme 3IEKTPOHHOTO JOKYMEHTa
OCYILIECTBIISIETCS JIMIlY, YKa3aHHOMY B pelente, Ju00 €ro 3aKOHHOMY IpeICTaBUTENI0, JINOO JUIY,
KOTOPOE JIMIIO, YKAa3aHHOE B PELENTE, WM €r0 3aKOHHBIN MPEICTAaBUTEINb YIIOJHOMOYMIIN Ha MOJyYeHHE
JIEKapCTBEHHBIX MTPENapaToB.

[Ipunoxenne N 2

K IIpUKa3y MUHUCTEPCTBA 3/IpaBOOXPAaHEHHUS
Poccniickoit ®enepanuun

ot 24 Hos6ps 2021 r. N 1093u

NMPABUJIA
OTNYCKA HAPKOTUYECKUX CPELOCTB U NCUXOTPOINHbIX BELWWECTB,
3APErMCTPUPOBAHHbBLIX B KAYECTBE JIEKAPCTBEHHbIX NMPENAPATOB
anAa MEAUMUUHCKOIo NPUMEHEHUA, NEKAPCTBEHHbBIX NMPEMAPATOB
ana MEQULMHCKOIO NPUMEHEHUA, COOEPXALLUX HAPKOTUYECKHUE
CPEACTBA U NCUXOTPOINHbIE BELLECTBA

1. OTHyCK HAapKOTUYCCKUX W TICUXOTPOIIHBIX JICKAPCTBCHHBIX IIPCIapaToB II0 peHernTamMm
OCYHICCTBIIACTCA allTCKaMH, AlITCUHBIMU NYHKTAMHU, MCIAUIIUHCKUMH OpTraHU3AlUSIMU, 000C00JICHHBIMU
nmoapasaACICHUAMNU MEIUIMHCKHUX OpFaHI/ISalll/If/'I, UMCIOIIMMH JIMICH3UIK Ha ACATCIBHOCTDL ITIO O60pOTy
HAapKOTUYCCKHUX  CPCACTB, IICUXOTPONHBIX BCIIECTB W HUX IMPCEKYpPCOPOB, KYJIbTHBUPOBAHUIO



HapKoCoAepX)aux pacteHui. [lepedeHp MEIUIIMHCKUX OpraHU3aIMi W 000COOJICHHBIX MOApa3IeIeHUN
MEIULUHCKUX OpPraHU3alui, MepeueHb HAPKOTUYECKHX JIEKAPCTBEHHBIX MPEMAapaToOB U IMCUXOTPOMHBIX
JIEKApCTBEHHBIX MPEMapaToB, OTIYCK KOTOPHIX (PU3HUECKUM JIMIIAM MOKET OCYIIECTBIIATHCS YKA3aHHBIMH
MEAUIIMHCKUMHU OPTraHU3allusIMUA U UX 000COOJICHHBIMU TOJIpa3ACICHUSIMU, YCTAHABIIUBAIOTCS OpraHAMH
WCIIOTHUTEIBHON BiIacTH cyOBbekToB Poccuiickoit deneparun <1>,

<1> Ilynkt 1 cratbu 25 ®enepanpHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
cpencTBax M ncuxotponHsix BemiecTBax" (Cobpanue 3akoHoparenbctBa Poccuiickoit deneparuu, 1998,
N 2, cr.219; 2016, N 1, ct. 28).

2. 1o peuenrtam, BRIMMCAHHBIM Ha penenTypHbIX Omankax Gopmer N 107/y-HIT <2>, ormyckaroTcst
HApKOTUYECKUE U TICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparbl, BHECEHHbIE B CHHCOK HAPKOTUYECKHUX
CPEICTB M IICHUXOTPOIHBIX BeHlecTB, 000poT KOTOpbiXx B Poccuiickoit ®exepanuu OrpaHudeH U B
OTHOIIEHWU KOTOPBIX YCTAHABIMBAIOTCA MEPbl KOHTPOJS B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanyi 1 MeXAyHApOAHBIMU JoroBopamu Poccuiickoit ®enepamuu (crimcok II),
Ilepeunst (nmanee - HapKOTMYECKHE W IICUXOTPOIHBIE JIEKapCTBEHHbIE Ipenaparsl cnucka II), 3a
HCKIIFOYEHUEM HAPKOTUYECKUX UM MCUXOTPOMHBIX JIEKAPCTBEHHBIX IPENAapaToB B BUAE TPAHCAEPMaIbHbIX
TEpaneBTUUECKUX CHUCTEM M JIEKAPCTBEHHBIX IPENapaTroB, COJAEPXKAIIMX HAPKOTHYECKOE CPEACTBO B
COUYETAaHUU C AHTATOHHCTOM OITMOMJIHBIX PELETITOPOB.

<2> Tloamyukt 5.2.178 mynkra 5 Ilonoxenuss o MunucrepcTBe 3apaBooxpanenust Poccuiickoi
Oenepanuu, yTBepKIeHHOro mocraHoBieHueM lIpaButennbctBa Poccuiickoit denepauuu ot 19 utons
2012 r. N 608 (Cobpanue 3akononatenbctBa Poccuiickont @enepamuu, 2012, N 26, ct. 3526; 2017, N 52,
ct. 8131) (manee - [lonoxkenre o MuHucTepcTBe).

3. 1o penienitam, BHIMMCAHHBIM Ha pelienTypHbIX Onankax Gopmbl N 148-1/y-88, otnyckarotes <3>:

<3> IMoamynkt 5.2.179 Ilonoxenus o Munucrepctee (CobpaHue 3akoHomaTeNnbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTpomnHble JIEKApCTBEHHBIE Mpenaparbl, BHECEHHbIE B CHHCOK IMCHUXOTPOIHBIX BEIIECTB,
obopor koTopelx B Poccuiickoit ®enepauuu OrpaHu4eH M B OTHOUIEHWH KOTOPBIX JOIMYCKaeTcs
HCKJIIOYCHUE HEKOTOPBIX MEP KOHTPOJISI B COOTBETCTBUM C 3aKOHOJATENIbCTBOM Poccuiickoit denepannu
U MeXIyHapoaHbIMU goroBopamu Poccuiickoii ®eneparuu (cnmcox III), Ilepeuns (manee -
NICUXOTPOITHBIE JIEKapCTBEHHbIE npenapatsl criucka I11);

2) HApKOTUYCCKHUEC W TMCHUXOTPOIHBIC JICKAPCTBCHHBIC IIPCIApaTbl CIIMCKaA I B Buze
TPAaHCACPMAJIbHBIX TCPANICBTUICCKUX CUCTEM n JICKApPCTBCHHBIC nmpenaparsl, COoACpIKaIe
HAapKOTUYCCKOC CPEACTBO B COYCTAHUU C AHTAI'OHUCTOM OIMMOUAHBIX PCUCITOPOB,

3) nexkapcTBEHHBbIE IMpenapaTrhl, W3rOTABIMBAEMbIE IO PELENTY Ha JEKapCTBEHHBIN mpemnapar u
coJiepaKallve HApKOTUYECKOE CPEICTBO WM IICUXOTPOITHOE BEIECTBO, BHECEHHOE B cnucoK II Ilepeuns,
u npyrue hapmMakoJIOrnyecKrue akTUBHBIE BEIIECTBA B /103€, HE MPEBBIIIAIONIEH BBICIIYIO Pa30BYIO J03Y,
U TIpH YCJOBUH, YTO 3TOT KOMOMHHMPOBAHHBIN JIEKAPCTBEHHBIN Mperapar He SIBJISETCS HAPKOTHYECKUM
WJIM TICUXOTPOITHBIM JIEKAPCTBEHHBIM Mpenaparom crnucka Il.

4. Ilpu oTHycKe HAPKOTUYECKOIO0 M TCHXOTPOIHOIO JIEKAPCTBEHHOro mpemnapaTta cnucka Il Ha
perernte 00 OTITYCKE JISKAPCTBEHHOTO MperapaTa MpOCTaBJIsSETCs TeYaTh alTeKu WU allTeuyHOTO MyHKTa,
B KOTOPOM YKa3aHO MX MOJHOE HAaUMEHOBaHKE (TIPU HATMYUY TIEUATH ).

5. Ocrarorcsl U XpaHATcs y CyObeKTa pO3HUYHOM TOProBiIX pelenTs! (¢ oTMeTkoH "JlekapcTBeHHBIN



npenapar oTnyiieH") Ha:

1) HapkoTHuyeCcKHME M IICUXOTPOIHBIE JIEKAPCTBEHHBIE IIpemapaTsl cnucka II, mcuxoTpomnHble
JIeKapCTBEHHBIE MpenapaThl cnucka Il - B Teuenue nsatu Jer;

2) KOMOWHHPOBAHHBIC JICKAPCTBEHHBIC IPEMapaThl, COJEPKAIINEC HAPKOTHYECKHUE CPEICTBA WU
MCUXOTPONHbIE BelecTBa, BHeceHHble B cnucku Il m III Ilepeunsi, W3roToBJEHHBICE B aNTEUYHOU
OpraHu3aliy, JEKapCTBEHHBIE IMpenaparsl, MOJJICKAIIUe PEIMETHO-KOJIUYECTBEHHOMY Y4YeTy, - B
TEUEHHUE TPeX JIeT.

YKazaHHBbIEC JIEKAPCTBEHHBIC ITpernaparhl, MpeaHa3HaueHHbIE JUIS Tpak[JaH, WMEIOIIUX IPaBO Ha
MOJTyYCHHE JICKAPCTBEHHBIX MPENapaToB, OTITYCKAEMbIX OECILIATHO WJIM CO CKHJKOM, OTITYCKArOTCS MPHU
NPEIbSIBICHUH PEIeNTa, BBIMMCAHHOIO Ha pernentypHoM Onanke ¢opmbl N 148-1/y-88, u penenra,
BBITIMCAHHOTO Ha pernentypHoM Osanke ¢popmbl N 148-1/y-04().

6. OTnycKk HapKOTMYECKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENAapaTOB OCYLIECTBISAETCS
(bapMaleBTUYECKUMH U MEJUIMHCKUMHU paOOTHUKAMH, 3aHMMAIOIIMMU JIOJKHOCTH, BKJIIOYEHHBIC B
NEPeYeHb JOJDKHOCTeH (hapMaleBTHUECKUX M MEIUIMHCKHX PAOOTHUKOB B OPraHM3alMAX, KOTOPHIM
IIPEJOCTABIEHO IIPaBO OTIYCKAa HApPKOTHYECKHUX JICKApPCTBEHHBIX IpenapaToB M ICUXOTPOIHBIX
JIEKapCTBEHHBIX NPENapaToB PU3NYECKUM JIULaM <4>.

<4> [oamynkt 5.2.176 Ilonoxenus o MunuctepctBe (CoOpanue 3akoHoAatenscTBa Poccuiickoii
®enepauun, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

7. HapkoTnueckue M ICUXOTPOIHBIE JIEKAPCTBEHHBIE Ipenaparbl cnucka II, 3a uckiaroueHueM
JIEKapCTBEHHBIX IIPENapaToB B BHUJAE IUIACTBIPEH U JIEKAPCTBEHHBIX IPENAparToB, COAEpIKAIIUX
HapKOTUYECKOE CPEJACTBO B COYETAHUU C AHTAlOHMCTOM OIMOMJHBIX PELENTOPOB, OTIIYCKAIOTCS IpU
IIPEBABICHUM JOKYMEHTA, yIOCTOBEPSIOUIETO JIUYHOCTD, JINIY, YKa3aHHOMY B PELENTE, €r0 3aKOHHOMY
IPEACTaBUTENI0 <5> WM JIMIy, UMEIOIEMY O(GOpPMIICHHYI0 B COOTBETCTBHH C 3aKOHOAATEILCTBOM
Poccuiickoit @enepanyy JOBEPEHHOCTh HA IIPABO MOJIYYEHHs] TAKUX HAPKOTHMUYECKHUX U ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENapaToB.

<5> B oTHouIeHMHU JuIa, ykazaHHOro B 4acTu 2 ctatbu 20 denepanpHoro 3akoHa N 323-D3
(CoOpanue 3axkononarenscTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724).

[Tpyr HEeBO3MOXHOCTH O(OpMIIEHUSI UHKYpaOelbHbBIMU OOJBHBIMU Ha 3aBEPUIAIOLIEM 3Tale >KU3HU
JIOBEPEHHOCTHU Ha IMPaBoO MOJIYYEHHs yKa3aHHBIX B a03alle MepBOM HACTOSAIIEr0 MyHKTa HAPKOTUYECKUX U
MICUXOTPOITHBIX JIEKAPCTBEHHBIX IPENapaToB TaKUE JIEKAPCTBEHHBIE Ipemnaparbl OTIYCKAIOTCS HHBIM
JUIaM, OCYILECTBISIOUIUM YXOJA 3a HHUMH, INpPU TPEAbIBICHUU OJHOBPEMEHHO C peLenToOM Ha
JIEKapCTBEHHBIN IIpenapar JOKYMEHTA, YAOCTOBEPSIOLIErO JIUYHOCTh, U JOKYMEHTA, MOATBEPKIAOIIETO
MHKYypaOenbHOE COCTOSIHHE OOJIBHOTO, COJEp)Kallero CBEAEHUS O JIMIe, KOTOpOoe IOJIy4aer
JIeKapCTBEHHbIE Mpernaparhl Mo peuenty (haMuins, UMs, OTYECTBO (MIPH HAIUYMM), BUJ, CEpUs U (MIJIN)
HOMEp JOKYMEHTA, YAOCTOBEPSIONIEro JMYHOCTD), 3aBEPEHHOI0 MOJIUCHI0 U TEYaThI0 MEIUIIMHCKOTO
pabOTHHUKA, a TaKXKe MMeYaThI0 MEIUIIMHCKON OpraHU3alHu.

JIOKyMEeHT, TMOATBEPKIAIINN HWHKYpaOEIhbHOE COCTOSHHE OOJIBHOTO, OCTAae€TCsl B aNTEeYHOM
OpraHu3alyu.

8. HapkoTuueckue M TCUXOTPOIIHBbIE JIEKAPCTBEHHBIE MNpenaparsl crnucka Il (3a uckimoueHueM
JIEKAPCTBEHHBIX IIPENApaToB B BHUAC IUIACTBIPEM M JIEKAPCTBEHHBIX IIPENaparoB, COACPKALIUX
HapKOTUYECKOE CPEACTBO B COYETAHWU C AHTAarOHUCTOM ONHOUIHBIX PELENTOPOB), MpEeAHA3HAUECHHBIE
IUIsL TpaXk/1aH, UMEIOIIUX MpaBo Ha OECIUIaTHOE MOJIy4YeHUE JeKapCTBEHHBIX MPEenapaToB WM MOJTy4eHUe
JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOM, OTIIYCKAKOTCA MPHU NPENbSIBICHUM PELENTa, BEIIMCAHHOTO Ha



peunentypaoM 6:1anke Gopmbl N 107/y-HII, u pernienta, BEIMUCAHHOTO Ha perienTypHOM Oyianke Gpopmbr N
148-1/y-04(x).

9. Ilocne oTmycka HAPKOTHYECKUX M MCUXOTPOIHBIX JICKAPCTBEHHBIX IMpenapaToB cnucka II, B Tom
4uClie B BUAE TPAHCAEPMAJIbHBIX TEPAIEBTUUECKUX CUCTEM U JIEKAPCTBEHHBIX IPENApaToOB, COAEPIKALIUX
HapKOTUYECKOE CPEACTBO B COUYETAHUM C AHTArOHMCTOM ONHMOUJHBIX PELENTOPOB, IMCUXOTPOIHBIX
JIEKApCTBEHHBIX npenaparoB cnucka [II numy, momyduBlIEMYy JIEKapCTBEHHBIM Ipenapar, BbLIACTCA
CUTHATypa C KEJITON TMOJIOCOM B BEPXHEH YacTH M HAJIMKCHIO YepHBIM IpudToM Ha Helt "Curnarypa', B
KOTOPOH YKa3bIBAKOTCSI:

1) HauMEHOBaHWE W aIpPeC MECTOHAXOXICHHS AalTeKH, AaNTeYHOro IyHKTa, MEIUIIUHCKOM
opranm3aiuu, 000Co0JICHHOTO TIOPa3ACICHUS METUIIMHCKON OpTaHN3aIlNY;

2) HOMep M J1aTa BBIMHCAHHOTO PEeLenTa;

3) damunus, ums, ot4ecTBO (MPH HAIWYHMM) JIUIA, IS KOTOPOTrO MpeAHA3HAYEH JIEKapCTBEHHBIN
Ipernapar, ero Bo3pacr;

4) HOMEp MEAUIIMHCKONW KapThl MAIlMEHTAa, MMOTYYaIOIIEero MEAUIIMHCKYIO TTIOMOIIb B aMOyJIaTOPHBIX
YCIIOBUSIX, JUIsl KOTOPOT'O MpeIHa3HAUYEH JIEKAPCTBEHHBIN [Tpenapar;

5) ¢amuinusi, UMsl, OTYECTBO (IIPU HATUMYUHU) MEIUIIMHCKOrO0 pabOTHMKA, BBIMKMCABILETO PELENT, €ro
KOHTAKTHBIN TesedoH 1160 TenedoH MeIUIUHCKON OpraHu3aluy;

6) COACPKaHUC PCLCIITA HA JIATUHCKOM A3bIKE UJIM PYCCKOM A3bIKEC;

7) bammmus, uMs, oT4eCcTBO (IIPH HAIMYUHU) U MOANUCH (PapMaleBTUYCCKOTO WM MEIUIIMHCKOTO
paboTHUKA, OTIYCTUBIIETO JICKAPCTBEHHBIH MIpenapar;

8) mara oTIycKa JIE€KapCTBEHHOIO Mpernapara.

10. 3ampemiaercs OTIYCK CYOBEKTOM PO3HUYHOW TOPTOBIM IO pELENTaM BETepUHAPHBIX
OpraHu3alyil HAPKOTUYECKHUX U MICUXOTPOITHBIX JIEKAPCTBEHHBIX MPENapaToB.

[Ipunoxenne N 3

K IIPUKa3y MUHUCTEPCTBA 3/IpaBOOXPAaHEHHUS
Poccniickoit ®enepanuun

ot 24 Hos6ps 2021 r. N 1093n

NOoPAAOK
OTNYCKA ANTEYHbIMU OPIrAHU3ALIMAMU UMMYHOBUOJTOIMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

1. OTnyck MMMYHOOMOJIOTMYECKHX JIEKAPCTBEHHBIX MpPENapaToB OCYIIECTBISETCS anTeuyHbIMU
OpraHM3alMsIMM ¥ HWHIUMBUAYaJbHBIMU  MpEANPUHUMATENSIMH, HUMEIOIIMMH  JIMIEH3UI0  Ha
(bapMaIeBTUYECKYI0 JESITEIbHOCTb, MEAWIUHCKUMHM OpPraHU3alMsAMM, HMEIOIUMH JIMIIEH3UI0 Ha
(bapMaleBTUUECKYIO JESITeNbHOCTb, W HUX O000COOJEHHBIMU MoOjpa3eneHusiMu (amOylnaTopusMu,
benpamepckuMu ¥ QEIbAIIEPCKO-aKYIIEPCKUMHU  ITyHKTaMH, LEHTpaMH (OTJeNeHUsIMH) oOIei
BpayeOHON (CEMEWHOM) MPAKTUKH ), PACTIONOKEHHBIMU B CEITHCKHUX MOCEICHUSIX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpraHu3aluy, 6e3 perenta u (KiIM) 1Mo pelenty Ha JeKapCTBEHHbIH npenapart, ohpopMIEHHOMY
MEIUIIMHCKUMHU PaOOTHUKAMHU (J1ajiee - PererT).

2. HpI/I OTITYCKC I/IMMyHO6I/IOJ'IOFI/IquKOFO JICKApCTBCHHOT'O IpflapaTa Ha pCUCNTC HIINM KOPCIIKC



perenTa, KOTOPBIM OCTaeTcs y JIMIa, NMPHOOpeTaromiero (Moay4yaromiero) JICKapCTBEHHBIM Ipemnapar,
YKa3bIBAaeTCsl TOYHOE BpeMsl (B Yacax M MUHYTaX) OTITYCKa JIEKapCTBEHHOTO Tperapara.

3. OTtnyck HMMYHOOMOJOTMYECKOTO JIEKapCTBEHHOIO TMpernapara OCYIIECTBISETCS — JIHILY,
npuoOperaronemMy (MOJydaroneMy) JeKapCTBEeHHBIA MpemapaT, MpyU HATHMYHK y HETO CIEeNHaIbLHOTO
TEPMOKOHTEHHEPA, B KOTOPBIN TOMEIIAeTCsl ISKAPCTBEHHBIN Mperapar, Wik BO3MOXHOCTH MPUOOpETeHUS
B aNTEYHOH OpraHu3aly HEOOXOIUMBIX CpPEACTB JJs TPAHCHOPTHPOBKH (TEPMOKOHTEHHEp,
XJIaJI09JIEMEHTHI).

4. Jluny, mnpuoOperimieMy HWMMYHOOHOJOTHYECKUN JIEKApCTBEHHBIM Mpenapar, pa3bsICHICTCS
HEO0OXOJIMMOCTh JIOCTaBKU JIEKAPCTBEHHOT'O IMpernapara B MEIUIMHCKYI0 OpPraHU3alUi0 B CPOKH, HE
MIPEBBIMIAIOIINE CPOKH TOJICpKaHUS pabodeil TeMIepaTyphl CPEICTB TPAHCIOPTUPOBKH, YKa3aHHEBIC B
WHCTPYKLUU.




