[okymeHT npepoctasneH KoHcynbTaHTI10C

BapeructpupoBaHo B MuHiocte Poccum 30 Hosibps 2021 1. N 66142

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINA

NMPUKA3
oT 24 Hos6psA 2021 r. N 1093H

OB YTBEPXXOEHWUM NPABUN
OTNYCKA NEKAPCTBEHHbIX MPEMNAPATOB AnA MEAULUMHCKOIO NPUMEHEHUA
AMTEYHbIMU OPTAHU3ALUUAMU, UHOUBUAOYAIIbHBIMU NPEANPUHUMATENAMM,
WMEIOLLMMU NMULIEH3UIO HA OCYLLIEECTBNEHUE ®APMALIEBTUYECKOM
OEATENbHOCTU, MEOANLUUMHCKUMU OPTAHU3ALUMAMN, UMEIOLLIUMWU JTULIEH3UIO
HA OCYLLECTBJIEHUE ®APMALIEBTUMECKOW OEATENIbHOCTU, U UX
OBOCOBJIEHHbIMU NMOAPA3AENEHNAMU (AMBYNNATOPUAMMW, ®ENBALLEPCKUMA
N OENbALUEPCKO-AKYLWEPCKUMU NYHKTAMWU, LEHTPAMU (OTOENEHUAMMW)
OBLLE/ BPAYEGHON (CEMEMHOW) NPAKTUKW), PACMONOXEHHbLIMU
B CEJIbCKUX NMOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPIrAHU3ALMU, A TAKXE NMPABUIT OTNYCKA HAPKOTUYECKUX CPEACTB
M NMCUXOTPOMNHbIX BEWECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX MPEMAPATOB ANnNA MEOWUUHCKOI O NPUMMEHEHUA,
NEKAPCTBEHHbIX MPEMAPATOB ANA MEOUUUHCKOI O NPUMEHEHUA,
COOEPXALUMX HAPKOTUYECKUWE CPEOCTBA U NCUXOTPOIHbIE
BELUECTBA B TOM YAUCJIE NOPAOKA OTINYCKA ANTEYHLIMU
OPrAHU3ALMAMU UMMYHOBUOJTOT'MYECKUX
NEKAPCTBEHHbIX MPEMNAPATOB

B cooTtBeTcTBMM € NyHkTamu 2 1 3 ctatbk 55 GegepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-93
"O6 obpalleHun nekapctBeHHbIx cpeacTtB” (CobpaHue 3akoHopaTenbctBa Poccunckon degepaunu,
2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), ¢ nognyHktamu 5.2.165, 5.2.169 n
52183 nyHkta 5 T[lonoxeHus o MwuHMUCTepcTBE 3ApaBooxpaHeHuss Poccuickon degepaumm,
yTBepXXAeHHoro nocraHoeneHnem lpasutensctea Poccuinckon ®egepaumm ot 19 uioHa 2012 r. N 608
(CobpaHue 3akoHogatenbcTtBa Poccuiickon ®epepauun, 2012, N 26, ct. 3526; 2014, N 37, cT. 4969;
2017, N 33, ct. 5202), npukasbliBato:

1. YTBepauTb:

MpaBuna oTnycka neKapCTBEHHbIX NpenapaTtoB Afs MeOUUMHCKOrO MpUMEHEHMS anTeyHbIMU
opraHusaumamu, MHAMBMAYanbHbIMW NPeAnpUHMMaTeNnsaMn, UMEKLWMMM NIMLEH3NI0O Ha OCYLLEeCTBIEeHne
hapmaLeBTUYECKONn [eATeNbHOCTH, MEAULMHCKAMY  OpraHmsauusMy, WMeELWUMN FMUMLEH3MI0  Ha
OCyLLleCTBNeHMe (apMaLeBTUYECKON [eATEeNnbHOCTM, M MX 060Co6neHHbIMM  nogpasaeneHusMum
(ambynatopusimu,  benbawepckuMm U PENbALIEepCKO-aKyLepCkKUMn — NMyHKTamu,  LeHTpamu
(oToeneHuamu) obwen BpadebHom (CeMenHOM) NPaKTUKK), PpacnonOXEHHbIMU B CENbCKUX NOCENEHUsX, B
KOTOpPbIX OTCYTCTBYIOT anTeyHble opraHunsauum, cornacHo npunoxenune N 1 (ganee - npasuna);

MpaBuna oTnycka HapKOTUYECKMX CPeACTB U MCUXOTPOMHbIX BELLECTB, 3aperucTpupoBaHHbIX B
Ka4vyeCTBe J1eKapCTBEHHbIX MnpenapatoB AnA MeOUUUHCKOro npuMeHeHud, NekapCTBEeHHbIX npenapaTtoB
ana MeaumuuHCKOro npuMeHeHud, coaepXawmx HapKoTUu4deckne cpenctBa U NCUXOTPONHble BellecTBa,
cornacHo npunoxeHuio N 2;

Mopsimok oTnycka  anTe4YHbiMM  OpraHu3auusMu  MUMMYHOBMOMOTMYECKMX  NeKapCTBEeHHbIX
npenapartoB cornacHo npunoxexuio N 3.

2. MNpusHaTb yTpaTUBLUUMU CUY:

npvka3 MuHncTepcTBa 34paBoOOXpaHeHns 1 coumnanbHoro passutns Poccuickon degepaunm ot 26
asrycta 2010 r. N 735H "O6 ytBepxaeHun [MpaBun oOTnycka rekapCTBEHHbLIX MNpenapaToB Ans
MEOULMHCKOTO  MPUMEHEHUs  MEOMUMHCKMMW  OpraHu3auvsamMu,  UMEWUMW  FIULEH3UI0  Ha
hapmaLeBTMYECKYl0 AeATenbHOCTb, W KX 060cObneHHbIMW nogpasgeneHnsmu  (ambynaropusamu,
denbawepckumm 1 penbalepcko-akyLepckuMmM  NyHKTaMu, UeHTpamu  (oTaeneHusMn)  oben
Bpa4yebHoOM (CeMenHOon) NPaKTUKK), PacrnofioXXEHHbIMU B CEMNbCKNX MOCENEHNsX, B KOTOPbIX OTCYTCTBYHOT
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anTeyHble opraHmsauun" (3apermctpupoBaH MuHucTepcTBOoM tocTuumm Poccunickon depepaumm 28
ceHTa6psa 2010 r., peructpaumnoHHbin N 18575);

npuka3 MuHmncTepcTBa 3gpaBooxpaHeHnst Poccunckon ®egepaunm ot 11 nons 2017 r. N 4031 "O6
yTBepxaeHun [paBun OTNycka NekapCTBEHHbIX MpenapaTtoB Ans MeOULMHCKOTO NPUMEHEHUs, B TOM
ynucre  MMMYHOBMOMOrMYecKUX  NeKapCTBEHHbIX  NpenapaTtoB,  anTeYHbIMW  OpraHu3aumnsaMu,
UHOuBMAYanbHbIMW  NpeanpuHMMaTtensMy,  UMELUMU  NULEH3MIO  Ha  dpapMaueBTUYECKYH
aesatenbHocTh" (3apeructpuposaH MuHnctepcteom tocTuumm Poccunckon depepaumm 8 ceHtabps 2017
r., pernctpaumoHHbin N 48125);

npuka3 MuHucTepcTBa 3apaBooxpaHeHnsi Poccuickon ®egepaumm ot 7 mnions 2020 r. N 6831 "O
BHECEHUN n3MeHeHun B [NpaBuna oTnycka NekapcTBEHHbIX NpenapaToB A5 MeAULMHCKOTO NPUMEHEHUS,
B TOM 4uMCre WUMMYHOBMOMNOrMYECKNX reKkapCcTBEHHbIX MpenapaToB, anTeYHbIMU OpraHu3aLusIMu,
UHOuBMAYanbHbIMW  NpeanpuHMMaTtensMy,  UMELWUMU  NULEH3UIO  Ha  dpapMaueBTUYECKYH
OeATEeNbHOCTb, YTBEPXAEHHbIe npukazoM MuHucTepcTBa 3apaBooxpaHeHuss Poccuinckon degepaumm ot
11 wona 2017 r. N 403H" (3apernctpmpoBaH MuHuctepcTBom toctuuumn Poccunckon depepaunn 14
okTsa6ps 2020 r., peructpaumoHHbii N 60370).

3. Hactoswmin npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet go 1 mapta 2028 r., 3a
ucknoyeHem nyHkta 12 MNMpaBun oTnycka nekapCcTBEHHbIX NpenapaToB 4719 MEAMLUHCKOro NpUMeEHEeHNs
anTe4yHbIMU OpraHM3auuMsaMu, WHOUBMAYaNbHbIMU MPEANPUHUMATENAMW, UMEIOWMMN NULEH3NI0 Ha
ocywiecTBrneHne apmaueBTUYECKOW OEATEeNbHOCTN, MEeOULMHCKUMKW OpraHu3aumsiMn, UMeLwmmm
NMLEH3NIO Ha  OCyllecTBneHve apmaueBTMYeCcKOn OeATenbHOCT, U unx 060cobneHHbIMU
nogpasgenexHvamu (ambynatopusamu, denbawepckumMm 1 enbawepcKo-akyWepckuMy  NyHKTamu,
LueHTpamu (oTgeneHusmun) obwern BpadvebHOM (CEMENHOW) MpPaKkTUKW), PacrnONOXEHHbIMU B CEMbCKUX
noceneHusx, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHu3auuun, YTBEPKAEHHbIX HACTOALMM MPUKa3oMm,
KOTOpbIN BCTynaeT B cuny ¢ 1 mapTa 2022 r. u gencteyeT Ao 1 ceHTA6ps 2022 roaa.

MwuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npvka3y MuHnucTepcTBa 30paBoOXpaHEHNS
Poccuickon ®egepaumn

oT 24 Hos16pst 2021 r. N 1093H

NMPABUNA
OTNYCKA NEKAPCTBEHHbIX NMPEMAPATOB AnAdA MEANUUHCKOIO NPUMEHEHUA

I. Obwume Tpe6oBaHUA K OTNYCKY NEKapCTBEHHbIX NpenapaToB
ANsi MeAULMHCKOro NpUMeHeHus

1. OTnyck nekapCcTBeHHbIX NpenapaToB AN MeQULMHCKOTO NPUMEHEHWs (aanee - NnekapcTBeHHble
npenapaTtbl) OCYLLECTBMASETCA anTeYHbIMU OpraHu3auusMn v UHAMBUAYyanbHbIMKU NpeanpuHuMaTensamu,
UMEKLWMMN  FIMUEH3MI0 Ha apMaueBTMYEeCKyld AeATenbHOCTb, MEAMUUHCKMMM  OpraHu3aunsmu,
UMEIOLLMMUN NNLIEH3MI0 Ha hapMaLeBTUYECKYI0 AeATEeNbHOCTb, U MX 060COBNeHHbIMM NOApa3AeNeHNsSMM
(ambynatopuamn,  denbawepckumn 1 henbalepcko-akylepckuMm  NyHKTaMu,  LeHTpamu
(oToeneHuamu) oben BpadebHOM (CEMENHOM) NPAKTUKKM), PacnosOXEHHbIMU B CENBbCKUX NOCENEHMSX, B
KOTOpbIX OTCYTCTBYIOT anTeyHble opraHusauum (ganee - cybbekTbl pO3HUYHOW Toproenu), 6e3 peuenta
<1> n (Mnn) no peuenTy Ha nekapcTBeHHbIM Mpenapart, OMOpMNeHHOMY <2> MeaAULMHCKUMU
paboTHuKamu (ganee - peuenT), a Takke No TpeboBaHMI0 MEAMLMHCKON opraHM3aummn <3> ans anteyHomn
opraHmsaumm.

<1>MognyHkT "4" nyHkTa 5 yactn 4 ctatbm 18, noanyHkT "K' nyHkta 1 yactm 1 ctatbu 33
depnepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 o6palleHnn nekapcTBeHHbIX cpeacTs”
(CobpaHune 3akoHogaTenbcTBa Poccuinckon depepaumm, 2010, N 16, cT. 1815) (ganee - ®enepanbHbin
3akoH N 61-93).
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<2>[opnyHkT 5.2.179 lNonoxeHusa o MuHucTepcTBe 3apaBooxpaHeHuss Poccuiickon ®epepauuu,
YTBEPXXAEHHOrO nocTtaHoBneHueM lpaButenbctBa Poccuiickon ®egepaumm ot 19 moHs 2012 r. N 608
(Cobpanune 3akoHogartenbcTtBa Poccunickon depepaumm, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131)
(oanee - MNonoxeHne o MuHucTepcTae).

<3>[1yHkT 54 cTaTtbun 4 PepepanbHoro 3akoHa N 61-©3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumm, 2010, N 16, cT. 1815; 2019, N 31, cT. 4456).

2. OTnyck nekapcTBeHHbIX NpenapaToB 6e3 peLenToB OCYLLECTBNAETCS:

1) anTekamu, OCYLIECTBNAOLWMMMN PO3HMUYHYIO TOProBr0 (OTMYCK) JNEeKApPCTBEHHbIX NpenapaTtoB
HacerneHuo, U anTekamn Kak CTPYKTYPHbIMW MoApasgerieHMsaMyu MeguuMHCKOM opraHusaumi (ganee -
anTekm);

2) anTeyHblMW MyHKTAMW, B TOM 4MCMEe KaK CTPYKTYPHbIMW MoapasgeneHusiMU MeauLvHCKON
opraHusaumu (aanee - anTeyHble NyHKTbI);

3) anTe4YHbIMN KNOCKaMU;

4) wHamBMAyanbHbIMW MNpPeanpuUHUMAaTENSaMM, MMEKLWMMN NULEH3NI0 Ha dapMaLeBTUYECKYo
OeATenbHOCTb (Janee - HAMBUAYyanbHbIV NpeanpuHMMaTenb);

5) MeaMUMHCKMMM OpraHn3aumsamMmn, UMELLMMU NIMLEH3NIO Ha hapMaLeBTUYECKY0 AeATeNbHOCTb,
n unx obocobneHHbiMM nogpasgeneHnsaMu (ambynatopuamu, denbawepckuMm u - denbalwepcko-
aKkywepcKMMM NyHKTamKu, LUeHTpamu (oTgeneHvsmu) obuwern BpayvyebHON (CemMerHOW) npakTuku),
PacnonoOXeHHbIMU B CENbCKMUX MOCEMNEHUsAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3aumu (ganee
COOTBETCTBEHHO - MeAWUMHCKME opraHusauun, o060cobneHHble nogpasaeneHns  MeauuUHCKMX
opraHu3auuin), nepeyvyeHb KOTOpbIX YTBEpPXOAaeTcs oOpraHamu MWCNOMHUTENbHOW BRactu cybbekTa
Poccuiickon ®eaepaunn <4>.

<4>YacTtb 5 ctatbn 55 PepepanbHoro 3akoHa N 61-©3 (CobpaHue 3akoHogaTenbcTBa Poccumnckon
depepaumm, 2010, N 16, cT. 1815; 2020, N 14, cT1. 2035).

3. OTnyck nekapCcTBEHHbIX NpenapaToB Mo peLlenTaM OCyLLEeCTBAAETCA:
1) anTekamu;
2) anTeYHbIMK NyHKTaMu;

3) MHaMBUAYyanbHbIMKU NpeanpUHUMaTENAMU (3a NCKMIOYEHNEM OTMYyCKa HApPKOTUYECKUX CPeacTB n
NMCUXOTPOMHBLIX BELLECTB, BKIMIOYEHHbIX B NepeYeHb HAPKOTUYECKMX CPeacTB, NMCUXOTPOMHbLIX BELLECTB U
UX NPEeKypcopoB, noanexawmx KoHTpornto B Poccunckon depepaumm <5> (nanee COOTBETCTBEHHO -
[MepeyeHb, HAPKOTUYECKME M NCUXOTPONHbIE NEKAaPCTBEHHbIE NpenapaTbl);

<5>[MyHKT 2 cTatbn 2 denepanbHoro 3akoHa oT 8 aHBapsa 1998 r. N 3-®3 "O HapkoTU4eckux
cpencTBax M NCMxOTponHbiX BelecTBax" (CobpaHne 3akoHopatensctBa Poccuiickon ®enepauun, 1998,
N 2, cT. 219; 2016, N 27, cT. 4238) (nanee - ®egepanbHbii 3akoH N 3-03).

4) MeguuMHCKUMK opraHmMsaumMamMum 1 060coBneHHbIMM  NoapasgeneHnsaMm  MeaULMHCKUX
opraHusaumi.

4. Mo peuenTam, BbINMMCaHHbIM Ha peLenTypHbIX bnaHkax dopmbl N 148-1/y-88, otnyckatotcs <6>
neKkapcTBeHHble MnpenapaTbl, BKMOYEeHHble B MepeyeHb MeKapCTBEHHbIX CpeacTB AN MeAMLMHCKOro
NPUMEHEHWs, noanexalumx npeaMeTHO-KONMYeCTBEHHOMY y4eTy (ganee - nekapcTBeHHble npenaparbl,
BKITIOYEHHbIE B nepeyeHb [KY) <7>.

<6>MMoanyHkT 5.2.179 MNonoxeHus o MununctepctBe (CobpaHue 3akoHogaTenbcTBa Poccumnckon
®depnepaumm, 2012, N 26, cT. 3526; 2017, N 52, c1. 8131).
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<7>lMoanyHkT 5.2.171(1) NonoxeHusa o Munuctepctee (CobpaHue 3akoHogaTenscTBa Poccuinckon
®epnepaunn, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

YKasaHHble NeKapCTBEHHbIe npenaparbl, NpeAHa3HayYeHHble AN TpaXaaH, UMeLWmMX MpaBo Ha
nonyyYyeHne rneKapCcTBEHHbIX NMpenapaToB, OTnyckaemMbix 6ecnnaTHO unu Co CKUOKOW, OTMyCKalTCs Mpu
npeabsiBNEHUN peLEenTa, BbIMMCAHHOMO Ha peuentypHom OnaHke dopmbl N 148-1/y-88, u peuenta,
BbINMCaHHOIO Ha peLenTypHoM 6naHke dopmbl N 148-1/y-04(n).

5. Mo peuenTtam, BbINMCaHHbIM Ha peuenTypHbix 6naHkax dopmbl N 148-1/y-04(n), oTnyckatoTcs
neKkapcTBeHHbIe MpenapaThbl, BbINUCbIBaEMbIE rpaxgaHaM, MMerLM npaBo Ha GecnnaTtHoe nonyyeHue
neKkapCTBEHHbIX NpenapaTtoB MWW MOMyYeHWe nekapCTBEHHbIX MpenapaTtoB CO CKuakom (panee -
neKkapcTBeHHbIe npenapaThbl, OTNyckaemble 6ecnnaTHO unm co CKMAKON).

6. Mo peuentam, BbIMMCAHHLIM Ha peLenTypHbIX 6naHkax dopmbl N 107-1/y, oTnyckalTcs UHble
nekapcTBeHHble npenapaTtbl, He YyKa3aHHble B NyHKkTe 4 Hactoswmx [lpaBun, M 3a WCKMOYEHUEM
nekapcTBeHHbIX NpenapaTos, oTnyckaemblx 6e3 peuenTa.

7. KoMB1HMpoBaHHbIE NnekapcTBEHHbIE NpenapaTtbl AN MeQULMHCKOrO NPUMEHEHWs, coaepxalime
KpoMe MarblX KONMYECTB HapKOTUYECKUX CPedcTB, NMCUXOTPOMHBLIX BELLECTB M UX MPEKYpCOpoB Apyrue
dapmakonormyeckme akTuBHble BeLecTBa, OTMYCKalTCA anTekamu, anTeyHbIMW MyHKTamu W
WHAMBMAYANbHBIMX  NPeanpuHUMaTensmMy,  MMeWuMM  NuueH3Mlo Ha  bapmaueBTUYecKyo
AeATenbHOCTb, MO peuenTtam, BbiMUCaHHbIM Ha peuenTypHbix 6raHkax dopm N 107-1/y u N 148-1/y-
88<8>, kpome Tex nekapcTBEeHHbIX NpenapaToB, KOTopble OTnyckalTcsa 6e3 peuenTa.

<8>YacTtb 6 ctatbm 55 PepepanbHoro 3akoHa N 61-O3 (CobpaHune 3akoHogaTenbcTBa Poccuinckon
depepaumm, 2010, N 16, cT. 1815; 2013, N 48, cT1. 6165).

8. Tllo peuentam B OpME IMNEKTPOHHOrO [OOKYMEHTa C MCMOSfb30BaHMEM  YCUITEHHOW
KBanM@uUMpPOBaHHOW 3MEKTPOHHOM MNoAMUCU MeOULMHCKOro paboTHuka (ganee - peuent B ¢hopme
3NEKTPOHHOIO JOKYMEHTA) OTNYCKATCA BCE NIEKAPCTBEHHbIE NMpenaparkl, yka3aHHble B nyHkTax 4, 5, 6, 7
HacTosAwwmx MNpasun.

9. MeauuuHckue opraHusauum um obocobneHHble noapasaeneHus MeOuLIMHCKUX opraHuaauuii
TaKkKe MOryT OTnycKaTb:

1) nekapcTBeHHble npenapaTbl, BKNOYEHHble B nepeyeHb (1KY, BbinMcaHHble Ha peLenTypHbIX
©naHkax gpopmbl N 148-1/y-88;

2) nekapcTBeHHble MpenapaTbl, BKAOYeHHble B [lepeyeHb neKkapCTBEHHbIX MpenapaTos,
OTMyckaembIXx MO peuenTam Bpaya (denbawepa) npyv okasaHuUM [ononHuTenbHon 6GecnnaTHon
MEOULMHCKON MNOMOLLM OTAENbHbIM  KaTeropmsiM  rpaxaaH, MMEWMM npaBo Ha nonyvyeHue
rocygapCTBEHHON coumMarnbHOW MOMOLLM, @ TaKKe WHble NeKapCTBEHHble CpeAacTBa, OTnyckaemble
BecnnaTtHO unm Co CKUOKOW, BbINMUCaHHbIE Ha peuenTypHbIx 6naHkax dpopmbl N 148-1/y-04(n).

10. OTnyck nekapcTBEHHbIX NMpenapaToB, HE yKkasaHHbIX B MyHkTax 4, 5, 6, 7 HacTosawmx Mpasun, B
COOTBETCTBUW C UHCTPYKLMSMM MO UX MEQULIMHCKOMY NPUMEHEHWI0 ocyLlecTBnseTcs 6e3 peLenTos.

11. OTNycK NekapCTBEHHbIX NpenapaToB OCYLLECTBMSETCS B TEHEHUE YKa3aHHOTO B peLienTe cpoka
€ro gewcTemsa nNpu obpalleHun nuua K CybbekTy pO3HUYHOWM TOProBn.

KoHcynbTaHTlntoc: npumeyaHue.
M. 12 ytpatun cuny ¢ 01.09.2022 ans npuMeHeHUs oTAenbHbIMU CyObekTamu.

12. B cny4ae oTcyTcTBMS Yy cybbekTa pPO3HWYHOW TOProBNM JEKAPCTBEHHOro rMpenapara,
yKa3aHHOro B peuente, npu obpalleHnmn nuua K CydbbekTy pO3HUYHOW TOProBv peuenT NPUHMMaeTcs Ha
obcnyxumBaHue B criegyloLine Cpoku (ganee - OTCPOYEHHOE 00CNyXMBaHue):

1) peuenT c nomeTkon "statim" (HemegneHHo) ob6cnyXnBaeTcsi B TeYeHne ogHoro paboyero gHs co
AHS1 06palleHns nuua K cy6bekTy po3HUYHOIM TOProBIw;

2) peuent c nomeTkon "cito" (cpo4HO) obcnyxuBaeTcs B TedeHMe ABYX paboyumMx OHEW CO AHSA
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obpalleHnst nmua k cybbekTy pO3HUYHON TOProBIK;

3) peuent Ha neEKapCTBEHHbI npenapaT, BXOAALWMA B  MUHUMAIbHbIA  aCCOPTUMEHT
nekapcTBEHHbIX MpenapaToB ANA  MEAMUMWHCKOrO MPUMEHEHUs, HeobXoauMMblX And  oKasaHus
MEAMLMHCKON NoMoLUM <8>, 06CnyXMBaeTCHa B TeYeHUe Natu paboymx gHen co AHs obpalleHusa nuua K
CyObEKTY PO3HWYHOW TOProBnM; PeELENnT Ha NeKapCTBEHHbIN npenapar, BXOAAWMNA B MUHUMAarnbHbIN
acCoOpTUMEHT NeKapCTBEHHbLIX NpenapatoB Ans MeAMLUHCKOro MPUMEHEHUs, oTnyckaembii BecnnatHo
UNn co CKnAkon, obcnyxmBaeTcs B TeyeHme ABYX paboumx AHen co AHA obpalleHuns nuua K cybbekTy
PO3HWYHOW TOProBny;

4) peuenT Ha JNEKApCTBEHHbIN MpenapaT, He BXOOAWMA B MWHMMArbHbI aCCOPTUMEHT
nekapCcTBEHHbIX MpenapaToB ANd  MEAMUMHCKOrO MPUMEHEHUS, HeoOXOAMMbIX AN OKasaHus
MeOMLMHCKON NoMoLUM, obcnyxXuBaeTcsi B TedeHne aecsatu paboumx gHen co gHA obpalleHuns nuua K
CyObEKTY PO3HWYHOW TOProBnW; peLenT Ha NekapCTBEHHbIN npenapar, He BXOASWUN B MUHUMAanbHbIV
aCCOpPTMMEHT NeKapCTBEHHbIX nNpenapaTtoB [Ans MeOULUHCKOrO MpPUMEHEHMUs, HeoOXOAWMbIX Ans
oKasaHus MegMLMHCKON NOMOLLM, OTyCcKaeMbli 6ecnnaTtHo Unn co CKMAKON, 06CnyxmBaeTcs B TeYeHue
cemn paboumnx gHen co AHA obpalleHns nuua K CybbekTy po3HUYHOW TOProBnu;

5) peuenTbl Ha nekapcTBEHHblEe MpenapaTbl, Ha3Ha4YaeMble NO peLleHuo BpavyebHOM KoMuccum,
06CnyXMBalTCA B TevyeHne Aecatn pabouymx OHEN co OHs obpalleHus nvua K CyObeKTy pO3HWYHOM
TOProBInu.

3anpeLlaeTcs oTnyckaTb NeKapCTBEHHbIE NMpenapaTtbl Mo peuenTam C UCTEKLIUM CPOKOM AEUCTBUS,
33 MCKMIOYEHMEM cllyyasi, KOrga CpoK [OeMcTBUS pelenTa MCTEK B MNEpUoAd HaxOXAEHWs ero Ha
OTCPOYEHHOM OBCIYKMBAHUM.

OTnyck nekapCTBEHHOro npenapaTta no Haxo4sLWeMYCs Ha OTCPOYEHHOM 0BCNYXMBaHWUU peLenTy ¢
UCTEKLIMM CPOKOM AeNncTBus ocyllectenseTca 6e3 ero nepeodopmneHms B TedeHne 90 gHen co gHA
NCTEYEHNs cpoKa AeNCTBUSA Takoro peLenTa.

13. JlekapcTBeHHble npenapaTtbl OTMNyCKalTCA B KOMMYeCcTBe, YyKasaHHOM B peuenTe, 3a
UCKITIOYEHMEM CrydaeB, Korga Ans NeKapCTBEHHOro npenapaTta YCTaHOBMEHO KOMMYECTBO, KOTOpoe
MOXeT ObITb BbINMCAHO B OAHOM peLenTe, Unu Kypc neveHns <9>.

<9>lMoanyHkT 5.2.177 lNonoxeHus o Munuctepctee (CobpaHue 3akoHogaTenbcTBa Poccumnckon
®depepaumm, 2012, N 26, cT. 3526; 2015, N 23, cT1. 3333).

Mpn npeabsiBNEHMM pelenta C MPEBbIEHUEM NpPeaenibHO  AOMYyCTUMOrO  KONMYecTBa
neKkapcTBEHHOro Mnpenaparta, KoTopoe MOXeT OblTb BbIMMCAHO B OOAHOM peuenTte, dapmaleBTUYeCKuii
paboTHUK MHopMMpyeT o6 3TOM nuUO, NpeacTaBMBLUEE peLenT, PYKOBOAMTENsSI COOTBETCTBYOLLEN
MeOULMHCKON opraHM3aumm 1 oTnyckaeT ykasaHHOMY NULY YCTaHOBIIEHHOE COOTBETCTBEHHO MNpeferibHO
AONyCTMMOE KONMMYeCTBO fiekapCTBEHHOMO NpenapaTta, KOTOpoe MOXET ObITb BbIMMCAHO B OOHOM peLenTte
C NpocTaBneHnemM COOTBETCTBYHOLLEN OTMETKM B peLenTe.

Mpy Hanuumm y cybbekTa PO3HUYHOW TOProBMM FEKAPCTBEHHOrO npenapata C [AO3VMPOBKOMN,
OTNTMYHOM OT [OO3NPOBKM JeKapCTBEHHOro npenapaTta, ykasaHHOM B peuenTe, OTMYCK WMeloLlerocs
nekapcTBEHHOro npenaparta AonycKaeTcsl, eClu A03MPOBKa TAKoro fiekapCTBEHHOrO npenaparta MeHblue
[O3VIPOBKW, YKasaHHOW B peuente. B TakoMm cnyyae ocyllecTBnsieTcs MepecyeT KonvyecTBa
nekapcTBEHHOro npenapaTa C y4eToM Kypca feyveHusi, ykasaHHoro B peLenTe.

B cnyyae ecnu Jo3MpoBKa NekapCTBEHHOro Mpenapara, UMEILEerocs y cybbekta pO3HUYHOM
TOProBnu, npesbillaeT [O3UPOBKY JEKapCTBEHHOrO Mpenapara, ykasaHHylo B peuenTe, pelueHue o6
OTNycke IeKkapCcTBEHHOro npenapata C TakoW [J03MPOBKOW MPUHMMAET MeOWUMHCKUA paBoTHUK,
BbINUCaBLLWIA peLenT.

14. OTnyck nekapCTBEHHOro npenapata OCYLECTBNAeTCd B MEPBUYHOM U BTOPUYHON
(nOTpebuTenbckom) ynakoBKax, MapKMpOBKa KOTOPbIX [OMMKHaA oTBedvaTb TpeboBaHuaAMm ctatbu 46
depepanbHoro 3akoHa N 61-03 (CobpaHue 3akoHogaTenbcTBa Poccunckon degepaumm, 2010, N 16, cT.
1815; 2014, N 52, ct. 7540), a ynakoBka ANS HAPKOTUYECKMX W MCUXOTPOMHbIX J1EKAapCTBEHHbIX
npenapatoB cnucka Il - TpeboBaHuam nyHkTa 3 ctaTbu 27 ®PegepansHoro 3akoHa N 3-®3 (CobpaHwue
3akoHogatenbcTBa Poccuiickon ®epepauun, 1998, N 2, ct. 219; 2016, N 15, cT1. 2052).
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15. Mpn oTNycKke nekapCTBEHHbIX MNpenapatoB MO peuenty, OOPMIIEHHOMY Ha pPeuenTypHOM
OnaHke Ha BymMaxHOM HocuTerne, dapMaLeBTUYECKMI pabOTHUK NPOCTaBNsAEeT OTMETKY Ha peuenTte o0
OTNycKe nekapcTBeHHOro npenapata "JlekapcTBeHHbIN NpenapaT oTnyLweH" 1 C ykasaHUeM:

1) HauMMeHOBaHWSI anTeyHOW opraHusauun (Pamunuu, UMeHW, oT4yecTBa (NMpU  Hanuyum)
VHOUBUAYANLHOMO NpeanpuHUMaTens);

2) TOpProBOro HaMMeHOBaHUS (3a MCKIOYEHWEM JNEKAPCTBEHHbLIX MPenapaToB, WU3rOTOBMEHHLIX B
anTeyHol opraHv3auun), 4O3NPOBKN U KONMYECTBA OTMYLLEHHOIO JIEKapCTBEHHOTO Npenapara;

3) damunum, nmeHu, ot4yecTsa (MpU HaANMYMM) MEQULMHCKOro paboTHMKa B Cnyvasx, ykasaHHbIX B
absaue 4yeTBepToM NyHkTa 13 1 ab3aue TpeTbem nNyHkTa 16 HacTosAwwmx NMpasun;

4) peKBU3NTOB [OKYMEHTa, YOOCTOBEPSIOWEro fMYHOCTb Nvua, MONyYMBLUErO NEeKapCTBEHHBLIN
npenapar, B cliy4ae, ykasaHHOM B NyHKTe 28 HacTosAwwmx Mpasun;

5) damunun, nmeHu, otyectBa (Mpy Hanmuum) cbapMaueBTUYeckoro paboTHUKa, OTMYCTUBLUErO
neKkapcTBEHHbIN Npenapart, 1 ero noanucy;

6) AaTbl OTNyCKa NekapCTBEHHOroO npenapara.

16. MNpwn oTNycke NnekapCTBEHHbIX NPenapaToB Mo peLenTy, BbiNMMCaHHOMY Ha peuenTypHoM GrnaHke
dopmbl N 107-1/y co cpokom AencTBus A0 OQHOro roga, B KOTOPOM YyKasaHbl Nepuoabl U KONMYecTBO
OTMycKa nekapCTBEHHOro npenapata (B Kaxabli nepuog), peuent BO3BpallaeTcs  nvuy,
npuobpeTatoLlemMy nekapCTBEHHbIV Npenapar, C OTMETKOW, COAEpXKaLlen CBeAeHUS, yKazaHHbIe B MYHKTE
15 HacToswwmx lNpasun.

Mpn oyepegHom obGpalleHun nuua K CyObekTy PO3HWYHOW TOProBfW C AaHHbIM peuenToMm
YYMTBIBAOTCA OTMETKM O MnpedblaylieM OTMycke fekapCTBEHHOro npenaparta no TakoMmy peuenTy U B
cnyyae npuobpeTeHnss nWMUOM  KONU4YecTBa NEKapCTBEHHOro npenaparta, COOTBETCTBYIOLLEro
MaKCMMarnbHOMY KOMMYECTBY, YKa3aHHOMY MeAMLUHCKMM paboTHMKOM B peuenTe, a Takke Nno NcreyeHmm
CpoKa OevicTBMS peuenTta, Ha peuenTte npocrasndeTca wramn "flekapcTBeHHbIN npenapaTt oTnyweH" un
peuenT BO3BpaLLaeTcs nuuy.

EOQvMHOBpEMEHHBIM  OTNYCK NEKapCTBEHHOro npenapata MO  peuenTy, BbIMUCAaHHOMY Ha
peuentypHoMm 6naHke dopmbl N 107-1/y cO CpoKOM AEWCTBMS A0 OOHOMO roga, B KOTOPOM YKasaHbl
nepuoapbl U KONMYECTBO OTMYyCKa NeKapCTBEHHOrO npenapara (B kaxabl nepvopn), AonyckaeTcsi TONbKO
Mo COrnacoBaHuio C MEANLIMHCKMM PabOTHMKOM, BbIMMCABLUNM peELEnT.

17. MNpwu oTNycKke NekapCTBEHHbIX NPenapaToB Mo peLenTy, BbINMMCAHHOMY Ha peLenTypHOM GnaHke
dopmbl N 148-1/y-04(n), 3anOfHEHHbIN KOPELLOK Takoro peuenta nepefaeTca apmaueBTUYECKNM
paboTHUKOM nuuy, NpruobpeTatoLleMy (NonyyatLLemMy) NekapcTBEHHbIE NpenapaTsbl.

18. OcrtaloTcs U  XpaHAaTCcA Yy CcyObekTa pPO3HUYHOW TOProBnM peuentbl (C  OTMETKOM
"IlekapcTBeHHbIN NpenapaTt oTnyLwieH") Ha:

1) NnekapcTBEeHHbIE NpenapaTbl, OTNyckaeMble 6ecnnaTHO UnnM Co CKUAKOW, - B TEYEHME TPEX NET;

2) nekapcTBeHHble npenapaTtbl, OoTHocAwmecs no ATX K aHTUNCUXOTUYEeCKUM cpeactsam (Koa
NO5A), aHkcuonutukam (kog NO5B), cHoTBOpHbIM UK cepaTuBHbiM  cpeactBam  (kog NOSC),
aHTugenpeccaHtam (kog NO6A) n He nognexawime npegMeTHO-KONMMYECTBEHHOMY YYeTy, - B TedeHue
Tpex mecsiues.

19. Peuentbl, He ykasaHHble B nyHkTe 18 HacTtoswux [lpaBun, oOTMevalTCa LWITAMMOM
"lNekapCTBEHHbIN Npenapat oTnyLleH" 1 BO3BpaLlalnTCcsa nuuy, NonyyYuBLLEMY NeKapCTBEHHbI Npenapar.

20. PeuenThbl, BbINMUCAHHbIE C HapyleHnem npasun <10>, perncTpupyroTcs B XypHare, B KOTOPOM
YKa3blBalOTCA BbISBMIEHHbIE HapylweHus B odopMiieHMM peuenTta, amMunus, MMms, OT4ecTBO (npu
HanNM4Ynn) MeaMUUHCKOro paboTHUKa, BbINUCAaBLUEro peuenT, HAMeHOBaHWe MeAMLUHCKON OpraHn3auumm,
npuHATLIE Mepbl, OTMe4valTca wTamnom “"Peuent HegencteuteneH" w  BO3BpawalTcs nuuy,
npeactasmBwemMy peuent. O haktax HapyweHus npasBuil 0QOPMIIEHUS peLenToB CYOBbEKT PO3HUYHON
TOProBnn NHAPOPMUPYET PYKOBOAUTESNS COOTBETCTBYIOLLEN MEOULIMHCKON OpraHu3aunm.



consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25364EC46E847AEA9FD73096FD7623CF03E01BF926FC43991A647E2585726767489C43055FDDF864zDI5L
consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25364EC46E847AEA9FD73096FD7623CF03E01BF926FC43991A647E2585726767489C43055FDDF864zDI5L
consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25364DCD6F897AEA9FD73096FD7623CF03E01BF926FC46941F647E2585726767489C43055FDDF864zDI5L

<10>MoanyHKT 5.2.179 MNonoxeHna o Munuctepctee (CobpaHue 3akoHogaTtenbcTsa Poccuinckon
®epnepaunn, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

21. B obocobneHHoM noapasaeneHn MeauUUHCKOW opraHuM3auum OOIKHbl GbiTb obecnevyeHbl
YCINOBUSA COXPaAHHOCTW OCTaBMNEHHBIX Ha XpaHeHVe peLenToB Ha NekapcTBeHHbIe CpeacTBa.

PeuenTbl Ha nekapcTBEHHble cpeacTBa, noanexawme npPeaMeTHO-KONMYECTBEHHOMY YYeTy,
nekapCcTBeHHblE CpPeACTBa, OTnyckaemble GecnnaTtHO WM CO CKUOKOW, eXEeMECSIMHO nepeparTcs w3
000COobNneHHbIX MoapasdeneHuii  MeauUUHCKMX — OpraHusaumin B MeAMUMHCKME — OpraHusaumm,
CTPYKTYPHbIMU NoApasAeneHnsMU KOTOPbIX OHU SBMISIIOTCS, AN NOCNeayoLEero XpaHeHust.

22. Tlpn oTNycKe neKkapCTBEHHOro npenapaTta gapmaueBTUYECKMN paboTHMK WMAM paboTHMK
MeOWLMHCKON  opraHmsauum  (o6ocobneHHoro  nogpasfeneHns  MeauuUUHCKOW  opraHusaumm)
WHpopmMmpyeT nuuo, npuobpeTatoLlee (Nony4varoLlee) nekapCTBEHHbIW NpenapaT, O peXxuMe 1 Jo3ax ero
npuema, npaBunax XpaHeHus B JOMALUHMX YCINOBUSX, O B3aMOAENCTBUM C APYrMMU NeKapCTBEHHbIMU
npenapaTtamu.

23. lMpn oTnycke nekapCTBEHHOro npenapata dapmaueBTUYeckun paboTHUK unu paboTHMK
MeOULUMHCKON opraHusaumm (060cobneHHoro nogpasgerneHns MeavMUUHCKOM opraHv3auuun) He Brnpase
NpegocTaBnATb HEAOCTOBEPHYH W (MMM) HEeMnomHyw WHPOPMaUMI0 O HanMMuun feKapCTBEHHbIX
npenapaToB, BKOYas JleKapCTBEHHble nMNpenapaTtbl, MMEeWWMe OoAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HauMMEHOBaHWe, B TOM YMCRe CKpbiBaTb MHAOPMaUMIO O Hanu4Mn NeKapCTBEHHbIX
npenapaToB, UMetoLL X Bonee HU3KyLo LeHy <11>.

<11>CTtatbsa 74 dPepepanbHoro 3akoHa oT 21 Hos6pst 2011 r. N 323-03 "O6 ocHoBax OXpaHbl
300poBba rpaxaaH B Poccunckon depepaunn” (CobpaHune 3akoHoaatensctBa Poccuiickon ®egepaunn,
2011, N 48, cT. 6724, 2013, N 48, cT. 6165) (nanee - PegepanbHbiit 3akoH N 323-03).

24. 3anpewaeTtca oTnyck ¢anbCuPUUNPOBaAHHbBIX, He4oBpOKaYeCTBEHHbIX W KOHTpadakTHbIX
nekapCTBeHHbIX nNpenapaToB <12>.

<12>Cratba 57 ®PepepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTBa Poccuickon
depepaumm, 2010, N 16, cT. 1815).

25. OTﬂyCK 3TUITOBOIo cnmpTa nNnpon3BoanTCA No peuenTty C y4eTOM YCTaHOBJIEHHbIX TpeGOBaHMVI K
06bemy Tapbl, yNakoBKE N KOMMIEKTHOCTU JIeKapCTBEHHbIX npenapaTtoB <13>.

<13>Yactb 4.1 crtatbm 45 depepanbHoro 3akoHa N 61-®3 (CobpaHvne 3akoHogaTenbCTBa
Poccuiickon ®egepauun, 2010, N 16, ct. 1815; 2015, N 51, cT. 7245), noctaHoBneHue lNMpaBuTtenscTea
Poccuinckon Pepepaummn ot 23 wmona 2016 r. N 716 "O nopsagke GoOpMUpoBaHUA MNepeydHs
neKkapCTBEHHbIX NpenapaToB 4S9 MEAULUHCKOIO NPUMEHEHWS!, B OTHOLLIEHUN KOTOPbIX YCTaHaBNMBAKTCH
TpeboBaHMs K 0ObeMy Tapbl, yNakoBKe W KOMMIIEKTHOCTU, MEPEYHs NIEKAPCTBEHHbLIX MpenapaToB Anis
BETEPMHAPHOIO NMPUMEHEHUS, B OTHOLLEHMW KOTOPbIX yCTaHaBnMBalTcA TpeboBaHUA kK 0ObeMy Tapsbl, 1
onpegenennst Takmx TpebosaHmin" (CobpaHne 3akoHogatenbcTBa Poccuiickon ®epgepaunn, 2016, N 31,
cT. 5030).

JNlekapcTBeHHble Npenapatbl, coAepXaline 3TUMOBLIN CNUPT, B TOM YUCIEe WU3rOTOBIEHHbIE MO
peuenTy CyGbEKTOM PO3HUYHOW TOPrOBMNW, MMEHLLIMM NMLEH3UI0 Ha hapMaLleBTUYECKYIO AeATENbHOCTb C
NpaBoOM W3rOTOBMEHUS NEKAPCTBEHHbIX MpenapaTtoB, OTMAYCKalTCAd C  Y4Y4eTOM YCTaHOBMEHHbIX
TpeboBaHWih kK 06beMy Tapbl, yNakoBKe U KOMMNNEKTHOCTU NeKapCTBEHHbLIX NpenapaTos.

26. 3anpellaeTcs pasfdenbHblii  OTNYCK JeKapCTBEHHbIX CPedcTB, BXOAALWMX B COCTaB
nekapcTBEHHOro npenapaTta, U3roTaBrMBaeMoro Cy6beKkToM po3HUYHOM TOProBM.

27. Banpelwaetca OTNYCK CyObeKTOM PO3HUYHOW TOProBMM MO peuenTam BeTEpPUHapPHbIX
opraHusaumin:

1) nekapCTBEHHbIX NpenapaToB, BKMOYEHHbIX B nepeyeHs 1KY,
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2) NeKapCTBEeHHbIX npenapartos, OTNyCKaeMbIX ©ecnnaTHO UM CO CKUAOKOW;

3) nekapcTBEHHbIX MpenapatoB, oTHocAwmxca no ATX K aHTUNCUXOTUYECKUM cpeacTBaMm (Ko
NO5A), aHkcnonutukam (kog NOSB), cHoTBOpHbEIM UM cegatuBHbiM  cpegctBaMm  (kog NOS5SC),
aHTuagenpeccaHtam (kog NO6A) 1 He BKMOYEeHHbIX B nepeYeHs [MKY.

Il. Tpe6oBaHUA K OTNYCKY JIeKapCTBEHHbIX NpenapaToB
no Tpe6oBaHNI0 MeAMLIMHCKOW OpraHuM3auum

28. [Ons obecneveHns ne4vyebHOro npouecca B MEOULUHCKOM OpraHusaumm anTeyvyHon
opraHusaumen, SBNALWENCS CTPYKTYPHbIM MOApasfdesieHMeM TakoW MEeOULMHCKOW OpraHusaumm,
OCYLLIECTBNAETCA OTMYCK MO0 W3roTOBMEHME W OTMYCK IEeKApPCTBEHHbIX MpenapaTtoB Ha OCHOBaHUMU
TpeboBaHNsT MEeAULMHCKOW OpraHvM3auuun, BbINMMCAHHOIO YMOHOMOYEHHBbIM MEOULMUHCKMM paboTHMKOM
(oanee - TpeboBaHMe MeANLIMHCKOM OpraHn3aumm).

MeauvumnHcKas opraHusauMs BrpaBe 00paTUTbCA B CTOPOHHIOK anTEeYHYK OpraHu3auuio npu
OTCYTCTBMM anTeYHOW OpraHu3auun, SABMSOWEenca CTPYKTYPHbIM NOApa3feneHmeM Takon MeauLMHCKON
opraHusaumn.

NekapcTBeHHble NpenapaTbl, U3TOTOBMNEHHbLIE anTeYHbIMM OpraHM3auMsaMu Ana uenei nx otnycka
no TpeboBaHMAM MeQULIMHCKMX OpraHu3aLii, rocyapCTBEHHON perncTpauumn He noanexar <14>,

<14>MyHkT 1 yactn 5 ctaten 13 PepepansHoro 3akoHa N 61-O3 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepauun, 2010, N 16, cT. 1815).

29. XpaHeHune TpeboBaHWA MeOMUMHCKOW OpraHu3aummn, no KOTOPbIM OTMYLLEHbI JIeKapCTBEHHbIE
npenapaTbl, OCYLLECTBNAETCSA anTeyHOW OpraHusauuen B COOTBETCTBUM C MNyHKTOM 18 HacToswero
Mopsaka.

30. HapyweHvne nepBMYHOM YNakoBKWM JiEeKapCTBEHHOrO MpenapaTa npu €ero OTnycke Mo
TpeboBaHWO MEANLMHCKOW OpraHvM3aummn JonyckaeTcs anTe4HON opraHnsaumnen, MeroLwen MUEeH3nto Ha
hapmaLeBTMYECKY0 AeATeNbHOCTb C NPaBOM W3rOTOBIEHMS NEKapCTBEHHbIX NpenapatoB. B Takom
crnyyae OTMNYCK NeKapCTBEHHOro npenapaTta OCyLecTBNseTcs B ynakoBke <15> ¢ npegocTaBneHuem
WHCTPYKLUUK (KOMUWN MHCTPYKLUMM) NO MPUMEHEHMNIO OTNYCKAeMOro fieKapCTBEHHOro npenapara.

<15>[puka3 MuHzgpaBa Poccum ot 26 oktsi6pa 2015 r. N 7514 "O6 yTBepxgeHun npasun
W3roTOBIEHNSI N OTMyCKa NeKapCTBEHHbIX NpenapatoB AN MeAULMHCKOTrO MNPUMEHEHUS anTeyHbIMM
opraHmsaumamu, nHAMBUAYanbHbIMU npeanpyHMMaTensiMu, UmerLwnmMm NVLEH3MNI0 Ha
hapmaueBTMYeCKyl0 AesTenbHocTb"  (3aperucTpupoBaH MuHucTepcTBOM  tocTuumm  Poccuinckon
®epnepaummn 21 anpens 2016 r., pernctpaumoHHbin N 41897).

lll. Ocob6eHHOCTU OTNyCKa NeKapCTBeHHbIX NpenapaToB
no peuenTtam B cpopMe 3NIEKTPOHHOIO AOKYMEHTa

31. OTnyck rneKkapCTBEHHbIX MpernapaTtoB No peuentam B (opmMe 3NEeKTPOHHOIO AOKYMeHTa
OCYLLEeCTBMAETCA anTekamu, anTeyHbiIMUM MyHKTaMu W UHAMBUAYANbHLIMW - NpeAnpuHUMaTENsIMU,
yKasaHHbIMW B MyHKTe 2 HacTosAwwmx MpaBun, pacnonoXxeHHbIMU Ha Tepputopumn cybbekta Poccuiickon
®epgepaummn, B KOTOPOM odpopmrieH peuent B popme SMNeKTPOHHOro AOKYMEHTa, B Clydae MNpUHATUA
YyNONHOMOYEHHbLIM OpraHoM cybbekta Poccunckon ®egepauum B COOTBETCTBMM C MyHKTOM 4 cTatbu 6
depepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepauun, 2010, N 16, cT.
1815; 2019, N 52, cr. 7793) peweHus o6 mMcnonb3oBaHMM Ha Tepputopum cybbekTa Poccuinckon
denepaummn Hapsgy C peuentaMmyM Ha fekapCTBEHHble npenapatbl, OOPMMAEHHBIMU Ha OyMaxHOM
HocuTene, peuenToB Ha fekapCTBEHHble npenapaTbl, COPMUPOBAHHLIX B (HOPME 3NEKTPOHHbIX
OOKYMEHTOB (Oanee - pelleHne ynormHOMOYEHHOro opraHa cyobekra Poccunckon ®egepaunn).

32. AnTeuHble opraHuM3auuun OOMKHbl UMETb MOAKMYEHNE K rocygapcTBEHHOW MHAOPMAaLMOHHOW
cucteme B cdepe 3gpaBooxpaHeHus cybbekta Poccuiickon Pepepaumm <16> (ganee - cucrema),
KoTopoe obecnevnBaeTcs yNnosIHOMOYEHHbIM OpraHoM BnacTu cyobekrta Poccunckon Gegepaumn.
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<16>llocTtaHoBneHue lNpaButenscTtea Poccunckon ®epepauum ot 5 mas 2018 r. N 555 "O eguHom
rocyadapCTBeHHOM  MHAdOpMauuoHHOW  cuctemMe B cdepe  3gpaBooxpaHeHus”  (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 2018, N 20, c1. 2849; 2021, N 25, cT. 4814).

TexHnyeckme TpeboBaHMa K MHAOPMALMOHHOMY OOMEHYy Mexay anTeqyHOW opraHusauven u
cucTeMon, B TOM yncne TpeboBaHusA K naeHTudukauum peuenta B hOpMe 3NEKTPOHHOIO AOKYMEHTa U
nuua, obpaTmBLLErocst 3a OTNYCKOM NeKapCTBEHHbIX NpenapaToB MO Takum peuenTtam, yCTaHaBMMBaKTCA
peLueHneM ynonHOMOYEHHOro opraHa cyobekta Poccuickon deaepaumn.

33. OTnyck nekapCTBEHHbIX MpenapaTtoB Mo peuentam B OpMe 3MEeKTPOHHOro [OKYMeHTa
ocyLlecTBnseTca nuuy, ykasaHHOMy B peuenTe, nnbo ero 3akoHHOMY MpeacTaBuTento, nubo nuuy,
KOTOpPOE NULO, yKka3aHHOe B peuenTe, UK ero 3aKoHHbIV NPeAcTaBUTENb YNOMHOMOYMUN Ha NOSy4YeHne
nekapCTBEHHbIX NpenapaTos.

Mpunoxexue N 2

K npuka3y MuHucTepcTBa 34paBoOXpaHEHNS
Poccuickon ®egepauun

oT 24 Hos16pst 2021 r. N 1093H

NMPABUNA
OTNYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPONHbLIX BELWECTB,
3APEMMCTPUPOBAHHbIX B KAHECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEOQUUMHCKOI O NPMMEHEHUA, NEKAPCTBEHHbBIX MPEMAPATOB
anAa MEOQUUUHCKOI O NPUMEHEHUA, COOEPXALLMX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOMNHBLIE BEWECTBA

1. OTnyck HapKOTUYECKMX W MCUXOTPOMHLIX FEeKapCTBEHHbIX MNpenapaTtoB NoO  peuenTtam
OCYLLECTBMSAETCH anTekamu, anTeyHbIMWU MyHKTaMu, MeAWMLMHCKMMU OopraHusauusmu, ob6ocobrneHHbIMu
nogpasfeneHnsaMm MeauUMHCKUX OpraHvu3auvi, VMeWwuMn fNULEH3NI0 Ha OesTenbHOCTb No obopoTy
HapKOTUYEeCKUX CPeACTB, MNCUXOTPOMHbIX BEWeCcTB W WX MPEeKypcopoB,  KyfbTUBMPOBAHMIO
HapkocodepXalwmx pacteHuin. [NepeyeHb MeaUUMHCKMX opraHuM3aumin n o60cobneHHbIX nogpasgeneHni
MEOWNLMHCKUX OpraHunsauui, nepedyeHb HapKOTMYECKMX NeKapCTBEHHbIX MpenapaTtoB W MCUXOTPOMHbIX
neKkapCTBEHHbIX MpenapaToB, OTNYCK KOTOPbIX (PU3NYECKMM MLAM MOXET OCYLLEeCTBATLCS yKa3aHHbIMU
MEANLMHCKUMW OpraHM3aumsaMy n nx ob6ocobneHHbIMMN nogpasaeneHnsMm, yecTaHaBnmBaloTCa opraHamu
ucnonHuTenbHoW BnacTun cybbektoB Poccuickon ®egepaunn <1>.

<1>MMyHkT 1 cTtatbn 25 depepanbHoro 3akoHa oT 8 aHBaps 1998 r. N 3-03 "O HapKoTU4ecKux
cpencTtBax M NcMxoTponHbix BewecTBax" (CobpaHne 3akoHopaTtensctBa Poccuiickon ®enepauun, 1998,
N 2, cT. 219; 2016, N 1, cT. 28).

2. Mo peuenTam, BbiNMCaHHbIM Ha peuenTypHbix GnaHkax cdopmbl N 107/y-HIMN<2>, oTnyckatoTcs
HapKOTMYECKMe W MCUXOTPOMHbIE NEKapCTBEHHble npenapatbl, BHeCeHHble B CnMCOK HapKOTMYEeCKMX
CpeacTB M MCUXOTPOMHbLIX BewecTB, 0B0OpoT koTopbix B Poccuinckon Pepepaumm orpaHvyeH U B
OTHOLUEHMN KOTOPbLIX YCTaHaBMNMBAKOTCA Mepbl KOHTPONSA B COOTBETCTBMM C 3aKOHOAATElbCTBOM
Poccuiickon ®epepaunn 1 MmexayHapoaHbiMu  goroBopamu  Poccuickon ®depepauumm  (cnvcok l),
MepeyHs (panee - HapKOTUYECKME W MCUXOTPOMHbIE feKkapCTBeHHble npenapaTbl cnvcka l), 3a
UCKIMOYEHNEM HapPKOTUYECKMX M NMCUXOTPOMHLIX NEKapCTBEHHBIX NPenapaTtoB B BUAE TpaHCAepMalbHbIX
TepaneBTUYECKUX CUCTEM W JeKapCTBEHHbIX MpenapaTos, coAepXaliux HapKOTUYeCcKOoe CPeacTBO B
COYeTaHUW C aHTaroHNMCTOM ONUOUAHLIX PELLENTOPOB.

<2>[NognyHkT 5.2.178 nyHkta 5 lMonoxeHns o MuHUCTepcTBe 34paBooXpaHeHna Poccuinckon
depnepaummn, yTBepXAeHHOro nocrtaHosrneHuem [pasutensctBa Poccunckon depepaumm oT 19 uioHs
2012 r. N 608 (CobpaHue 3akoHogaTtenbcTBa Poccuinckon ®egepaumm, 2012, N 26, ct. 3526; 2017, N 52,
ct. 8131) (nanee - MNMonoxeHne o MuHucTepcTae).

3. Mo peuenTtam, BbiNUCaHHbLIM Ha peuenTypHblx 6riaHkax dopmbl N 148-1/y-88, oTnyckatotca <3>:
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<3>[ognyHkT 5.2.179 lMonoxeHus o MunHuctepctBe (CobpaHune 3akoHogaTenbcTBa Poccumnckon
depepaumu, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

1) ncuxoTponHble NeKkapCTBEHHble npenapatbl, BHECEHHble B CNMCOK MCUXOTPOMHbIX BELLECTB,
obopoT koTopbix B Poccunckon Pepepaumm orpaHMdeH U B OTHOLUEHMM KOTOPbIX [OnyckaeTcs
WCKIMIOYEHNE HEKOTOPLIX Mep KOHTPONSl B COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccunckon denepaumm
n MexayHapoaHbiMu  goroBopamu Poccuiickon ®epepaumm  (cnucok lll), TNepeuvns (pnanee -
NCUXOTPOMHbIE NleKapCTBEHHbIE Npenapatbl cnvcka lll);

2) HapkoTMYeckMe W TMCUXOTPOMHbIE JlekapCTBEHHble npenapatbl cnucka |l B Buae
TpaHcaepManbHbIX — TepaneBTUYEeCKMX CUCTeM W NeKapCTBEHHble npenapaTtbl, coAepxaline
HapKOTUYEeCcKoe CPeACTBO B COMETaHUM C aHTAroHUCTOM OMUOWUAHbIX PELIENTOPOB;

3) nekapcTBeHHble MpenapaTbl, U3roTaBnNMBaemMble MO peuenTy Ha JfiekapCTBEHHbIN npenapaT u
copepXallme HapkoTUYeCKoe CPEACTBO MM NCMXOTPOMHOE BELLECTBO, BHECEHHOE B cnucok |l Mepeyns,
n apyrue apMakosormyeckme akTUBHbIE BELLECTBA B [03€, HE MPEBbILLIAILEN BbICLLYHO Pa3oBylo 403Y,
W Npy YCrNoOBWWU, YTO STOT KOMOWHMPOBAHHLIN NEKAapCTBEHHbIA NpenapaTt He SIBMSETCH HapPKOTUYECKUM
UM NCUXOTPOMHBLIM FlEKapCTBEHHBLIM NpenapaTom crucka |l.

4. Tlpn OTNycke HapKOTUYECKOrOo WM MCUXOTPOMHOrO JlekapCTBEHHOro npenapara cnucka |l Ha
peuenTe 06 oTNycke NeKkapCTBEHHOrO NpenapaTta NPOoCTaBNsAEeTCa nevyatb anTekn Unu anTeyHoro NyHKTa,
B KOTOPOW yKa3aHO MUX NOfHOoe HaMMeHoBaHue (Mpu HanMyum neyatw).

5. OcTaloTcs u xpaHsTca y cydobekTta po3HUYHOW TOProBnu peuenTbl (C OTMETKON "JlekapCTBEHHEIN
npenapar oTnyweH") Ha:

1) HapkoTMyeckMe U MCUXOTPOMHbIE IeKapCTBEHHbIe MpenapaTtbl cnucka |l, ncmMxoTponHbie
nekapcTBeHHble npenapartbl cnucka lll - B TeyeHne nATv nerT;

2) komMBVHUpOBaHHbIE NeKapCTBEeHHble npenapaTtbl, coAepXaline HapkoTM4ecKMe Cpeactsa Wmu
NCUXOTPOMHbIE BeLlecTBa, BHeceHHble B cnuckn Il un Il TlepeyHs, M3rotoBneHHble B anTeyHOn
opraHu3auum, nekapcTBeHHble npenapatbl, noanexawme npeaMeTHO-KONIMYECTBEHHOMY YYeTy, - B
TeyeHue Tpex ner.

YKasaHHble nekapCTBEHHblE npenaparbl, NpegHasHaYeHHble ANS rpakaaH, MMeKLnX npaBo Ha
nofy4yeHne NeKkapcTBEHHbIX NMpenapaToB, OTnyckaemMbix 6ecnnaTHO uUnn Co CKUOKOW, OTMyCKalTCs Mpu
npegbsBreHNM peuenTa, BbIMMCAHHOIO Ha peuenTypHom GnaHvke dopmbl N 148-1/y-88, u peuenta,
BbINMCAHHOTO Ha peLenTypHoM 6naHke dopmbl N 148-1/y-04(n).

6. OTnyck HapKOTUYECKUX W MCUXOTPOMHBLIX JEKAPCTBEHHBLIX MpPenapaToB OCYLLECTBSETCS
(hapMaLeBTUYECKUMU U MEOULMHCKUMU paboTHMKaAMW, 3aHMMAaKLWMMKU OOSMKHOCTM, BKMOYEHHblE B
nepeveHb [OOMMKHOCTEN (hapMaueBTUYECKUX WM MELMULMHCKMX pPabOoTHWKOB B OpraHM3auusix, KOTOpbIM
npefocTaBneHo nNpaBo OTNycKa HApPKOTUYECKMX JleKapCTBEHHbIX MpenapaToB M MCUXOTPOMHbIX
nekapcTBEeHHbIX npenapaToB U3MYECKUM NuLam <4>,

<4>lMoanyHkT 5.2.176 lNonoxeHns o Munuctepctee (CobpaHne 3akoHogaTtenbcTBa Poccuinckon
®depnepaumm, 2012, N 26, cT. 3526; 2015, N 23, cT1. 3333).

7. HapkoTuyeckne u NCUXOTPOMHbIE flekapCTBEHHble npenapaTbl cnucka I, 3a ucknioyeHnem
neKapcTBEHHbIX MpenapaTtoB B BuAae NNacTbipel W NEeKapCTBEHHLIX NpenapaTtoB, coAepXalumx
HapKOTU4YEeCKoe CpeACcTBO B COYETAHWM C aHTArOHUCTOM OMUOMAOHBLIX PELENTOPOB, OTMycCKalTCs Mpu
NpeabsBAeHUN JOKYMEHTa, YAOCTOBEPSIOWEro NMUYHOCTb, NNULYY, YyKasaHHOMY B peLenTe, ero 3aKOHHOMY
npeactaBuTento <5> unu nuuy, Mmerowemy ogOpPMIIEHHYI0 B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon defepauuy SOBEPEHHOCTE Ha MPaBO MOMyYEeHUs! TaKUX HAPKOTUYECKUX U MCUXOTPOMHbIX
neKkapcTBEHHbIX NpenapaTos.

<5> B OTHOLWEHUN nuua, ykaszaHHoro B 4actu 2 ctatbn 20 depepanbHoro 3akoHa N 323-03
(Cobpanue 3akoHogaTenbcTBa Poccuinckon depepaummn, 2011, N 48, cT. 6724).


consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25344DCC6C827AEA9FD73096FD7623CF03E01BF926FA4CC44C2B7F79C1227467449C410C43zDIDL
consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25364EC46E847AEA9FD73096FD7623CF03E01BF926FC429115647E2585726767489C43055FDDF864zDI5L
consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25364DCD6F897AEA9FD73096FD7623CF03E01BF926FC46941F647E2585726767489C43055FDDF864zDI5L
consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25344DCC6C827AEA9FD73096FD7623CF03E01BFE22F713C1593A2774C4396A6E5380430Ez4I3L
consultantplus://offline/ref=052C94B46550A2E721ED61144DE4047E25364ACA6F877AEA9FD73096FD7623CF03E01BF926FC459519647E2585726767489C43055FDDF864zDI5L

Mpn HEBO3MOXHOCTU OhOPMIEHNS MHKYpabenbHbIMM BOMbHLIMKW Ha 3aBepLUaloLeM 3Tane XUsHu
AOBEPEHHOCTN Ha MPaBO MOMyYeHUs yka3aHHbIX B ab3aue nepBOM HACTOALWEro NyHKTa HapKOTUYECKUX U
MCUXOTPOMHbIX FfEeKapCTBEHHbIX NpenapaTtoB Takue reKapCTBEHHble MpenapaTtbl OTMYCKaTCH MWHbIM
nvuaM, OCyLEeCTBNAIWMM YXOA4 33 HWMMW, NpU NPeabsBleHUM OOHOBPEMEHHO C peulenToM Ha
neKkapCTBEHHbIN NpenapaTt AOKyMeHTa, yAOCTOBEPSALEro IMYHOCTb, U AOKYMEHTa, NOATBEPXAatoLLero
nHKypabenbHoe cocTtosHve 60MnbHOro, cogepxallero CBeAeHWss O fuue, KOTopoe rnonyyaer
nekapcTBeHHble npenaparbl No peuenty (pamunus, nMms, oT4ecTBO (MPU HanMuum), BUA, cepus n (Mnu)
HOMep OOKYMEHTa, yOOCTOBEPSIOLEro MMYHOCTL), 3aBEPEHHOro NOAMUCLI0 U neyvaTbid MeAULUHCKOro
paboTHUKa, a Talkke nevyaTblo MEQULMHCKON OpraHM3aunm.

[dokymeHT, noaTBepxgawowmii uHKypabenoHoe cocTosHuMe O60mnbHOro, ocTaeTcd B anTeyHon
opraHusaumm.

8. HapkoTnyeckve n MNCUXOTPOMHbIE NeKapCTBEHHble npenapatbl cnucka Il (3a wucknoyeHvem
nekapcTBEHHbIX MpenapaTtoB B Buae MMacTbipell W NeKapCcTBEHHbIX MNpenapaTtoB, coaepXalimx
HapKOTMYEeCKOEe CPeaCcTBO B COYETAHMU C aHTarOHUCTOM OMMOMAHBIX PeuenTopoB), NpefHa3HaYeHHble
ONg rpaxaaH, MMeroLmMx npaeo Ha becnnaTtHoe nonyvyeHne nekapcTBeHHbIX NpenapaToB Unu nonyyveHune
nekapcTBEHHbIX NpenapaTtoB CO CKUAKOW, OTMNYCKalTCs Npy NpeabsiBreHUN peLenTa, BbIMMCAHHOro Ha
peuentypHoM 6naHke dopmbl N 107/y-HI, n peuenTta, BbINMCAHHOIO Ha peLenTypHOM briaHke dopmbl N
148-1/y-04(n).

9. Nocne oTnycka HapKOTUYECKMX U MCUXOTPOMHbIX NeKapCTBEHHbIX npenapatoB cnucka ll, B Tom
yucne B BUAE TPaHCAepMarbHbIX TepaneBTUYECKUX CUCTEM U NeKapCTBEHHbIX NpenapaTos, CoAepKaLmx
HapKOTMYeCcKkoe CPeacTBO B COYETaHUW C aHTarOHUCTOM OMMOWMAHBLIX PEeLenToOpOB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapaTtoB cnucka |l nmvuy, nonyuymBlleMy nekapCTBEHHbIW npenapar, BblAaeTcs
curHaTtypa C >Xentou Nofocov B BEPXHEW YacTuU M HaANUCbIO YepHbIM WpndToM Ha Hew "CurHatypa", B
KOTOPOW yKa3blBaKTCH:

1) HaumeHoBaHVWE W adpec MECTOHAXOXAEHMSI anTeku, anTeyHoro nyHKTa, MEAMLMHCKON
opraHusaumm, 060cobneHHoro nogpasgeneHns MeguLHCKON opraHusauum;

2) HOMep ¥ gaTa BbINMCaHHOro peLenTa;

3) dbamunus, umsi, oTYeCTBO (MpPU HanMuMKn) nuua, Ans KOToporo npeaHasHayeH NekapCTBEHHbI
npenapar, ero Bo3pacT;

4) HoOMep MeAVLMHCKOM KapTbl NauMeHTa, nonyyawLwero MeaMLUUHCKY0 NoMoLLb B aMBynaTopHbIX
yCNoBUSX, ANst KOTOPOro NpeAHa3HayeH nekapcTBEHHbIV Npenapar;

5) hamunus, umsa, oT4ecTBO (NPY HANMYUN) MEAULMHCKOrO paboTHMKA, BbIMMCABLLErO peLenT, ero
KOHTaKTHbI TenedoH nnbo TenedoH MeaAnLUMHCKON opraHn3aumnm;

6) cogeprkaHue peLenTa Ha NaTUHCKOM Si3blKe UMW PYCCKOM SA3bIKE;

7) dbamunus, nmsa, oT4eCTBO (NMPU HaNMYMM) U NOANUCH hapMaLeBTUHECKOrO UMM MELULMHCKOIo
paboTHWKa, OTNYCTMBLLEro NeKkapCTBEHHbIN Npenapar;

8) Aarta oTnyckKa NiekapCTBeHHOro npenapara.

10. Banpelwaetca oOTNyck CyObEeKTOM PO3HUYHOW TOProBnM MO peuentam BeTepuHapHbIX
opraHusaumin HapKOTUYECKMX U NCUXOTPONMHbIX NEKAPCTBEHHbLIX NPenapaTos.

Mpunoxexne N 3

K npuka3dy MnHucTepcTBa 30paBoOOXpaHeHus
Poccuinckon denepaunn

oT 24 Hos16pst 2021 r. N 1093H

NoPAOOK
OTNYCKA AMTEYHbIMU OPFAHU3ALMAMU UMMYHOBUONOMMYECKUX
NEKAPCTBEHHbIX NPEMAPATOB
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1. OTNycK MMMYHOBMOMOIrMYECKNX FEeKapCTBEHHbIX MpenapaToB OCYLIECTBNAETCA anTeYHbIMU
opraHusauuMsamMu M VHAMBMAYanbHbIMW  MPEeAnpUHUMMATENs MM,  UMEKLWMMU  JIMLEH3UK  Ha
dapmaLeBTUYECKYD AeATeNnbHOCTb, MEOWUUHCKMMM OpraHuM3auusmMu, WMEHLWMMU NULEH3NI0  Ha
dapmaLeBTMYECKYlD OdesaTenbHOCTb, M WX 06ocobneHHbIMM nogpasgeneHvsamu  (ambynatopusamu,
denbaepckummn 1 enbawepcKo-akyLlepckMMM  MyHKTaMu, LeHTpaMu  (oTaeneHusMn)  obLuen
BpayebHOM (CEMEWNHOW) NPaKTUKM), PACNONOXEHHbIMU B CEMbCKUX NOCENEHUsX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusauun, 6e3 peuenta M (MNKM) NO peuenTy Ha NekapCcTBEHHbIN npenapar,
0POPMMEHHOMY MeANLIMHCKMMU paboTHMKamK (ganee - peuent).

2. MNpun oTnycke UMMYHOBMOMNOrMYeCcKoro nekapcTBEHHOro npenapata Ha pelenTe Unu KopeLuke
peuenTta, KOTOpbIA OcTaeTca Yy nuvua, npuobpetatowero (mosny4varowero) nekapCTBEHHbIN npenapar,
yKa3blBaeTCsl TOYHOE BpeMs (B Yacax U MMHYTaX) OTMycKa fieKapCTBEHHOroO npenapara.

3. OTnyck MMMyHOOMONOrMYECKOro JEKapCTBEHHONO MpenapaTa OCYLeCTBNAeTcs  nuuy,
npuobpetatolemy (nonyvarwoLwemMy) nekapCTBEHHbIM Mpenapart, Npu HanmuMyuuu y Hero cneuymanbHOro
TEPMOKOHTENHEpPA, B KOTOpbIA MOMELlaeTcs NeKapCTBEHHbIM  MpenapaTt, WM  BO3MOXHOCTU
npuobpeteHmMss B  anTe4yHOM opraHmsaumm HeoOXOAMMbIX  CpPeacTB  Ansl  TPaHCMOPTUPOBKM
(TEpMOKOHTENHEep, XNagoaneMeHThl).

4. JNwvuy, npvobpeTiuemMy KMMMYHOBMOMNOTUYECKUIA FeKapCTBEHHbIN npenapaT, pasbsCHSAeTCs
HeobXxoaMMOCTb [OCTaBKM FEeKapCTBEHHOro rnpenapata B MEAWMUMHCKYH OpraHu3auumio B CPOKM, He
MpeBbILLAOLWLME CPOKM NoaaepkaHus paboyeirt TemnepaTypbl CpeacTB TPAHCMNOPTUPOBKW, YKa3aHHble B
WHCTPYKLMW.




