3apeructpupoBano B Muntocte Poccun 30 Hosi0pst 2021 1. N 66142

MWHUCTEPCTBO 31IPABOOXPAHEHUA POCCUNCKOWU ®EQEPALIUU

NMPUKA3
oT 24 HosI6ps 2021 r. N 1093H

Ob YTBEPXAEHUU NMPABWUI
OTNMYCKA NNEKAPCTBEHHbIX NMPEMAPATOB Al MEAULUUHCKOIO NPUMEHEHUA
ANTEYHbIMU OPIrAHU3ALUUAMU, UHOUBUAYAJIbHBIMU NPEANPUHUMATEJNAMMU,
UMEIOLLIUMU NULIEH3UIO HA OCYLLUECTBJIEHUE ®APMALIEBTUYECKON
AEATENNIbHOCTU, MEOAMLUUWHCKUMU OPTAHU3ALUNAMU, UMEOLLUMMU NTULIEH3UIO
HA OCYLLECTBJIEHUE ®APMALIEBTUYECKOWN OEATENBHOCTHU, N NX
OBOCOBJIEHHbIMA NOAPA3AENIEHUAMU (AMBYNNATOPUAMU, ®PENBALLIEPCKUMU
N OENBbALUEPCKO-AKYLWEPCKUMU NMYHKTAMU, LEHTPAMU (OTAENEHUAMMW)
OBLLUEW BPAYEEHOW (CEMEMHON) NPAKTUKW), PACNOJTIOXXEHHbIMU
B CEJIbCKUX NMOCEJNEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPIrAHU3ALNNU, A TAKXKE NMPABUIT OTNMYCKA HAPKOTUYECKUX CPEACTB
N NCUXOTPOMNHbIX BELWECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NNEKAPCTBEHHbIX MPENAPATOB AnA MEAULMHCKOIo NPUMEHEHUA,
NEKAPCTBEHHbIX NMPEMNAPATOB AnlA MEOAULMHCKOIO NPUMEHEHUA,
COAEPXALUMUX HAPKOTUYECKUE CPEAOCTBA U NMCUXOTPONNHbIE
BELWECTBA B TOM YUCIJIE NOPAOKA OTNMYCKA ANTEYHbIMU
OPIrAHU3ALUNAMUN NMMYHOBUOJIOMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

B coorBercTBuu ¢ myHkTamu 2 U 3 crathu 55 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03
"O6 oOpamenuu sexkapctBeHHBIX cpeAcTB" (CoOpanue 3akoHopaTenbcTBa Poccuiickont denepanuu,
2010, N 16, cr. 1815; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238), ¢ moanynktamu 5.2.165, 5.2.169 u
5.2.183 mnynkra 5 Ilonoxenus o MuHucrepctBe 3apaBooxpaHeHus Poccuiickoi Penepannu,
yTBepXkAeHHOro nocranosinenueM IIpasutenscra Poccuiickoit @enepaunn ot 19 utonsa 2012 r. N 608
(Cobpanue 3axonomarensctBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526; 2014, N 37, ct. 4969;
2017, N 33, ct. 5202), npukasbiBato:

1. YTBepauTh:

[IpaBuna oTIyCKa JIEKApCTBEHHBIX MPENapaTroB ISl MEIUWLIHUHCKOTO TNPUMEHEHHS alTEeYHbIMHU
OpraHu3aysIMHU, WHAUBUAYATHBIMU MPEANPUHUMATEIIMU, UMEIONUMHU JIMIICH3UI0 HAa OCYIIECTBIICHUE
(dapMaleBTUUECKON AESITENTbHOCTH, MEIUIIMHCKUMH OpPraHM3alMsIMH, WMEIOIIMMH JIUIEH3UI0 Ha
ocymiecTBiaeHue (GapMaleBTUUECKOW JEATeTbHOCTH, MW WX O000COOJEHHBIMH TMOJpa3IeICHUIMU
(amOynatopusiMu,  (GenabAMIEPCKUMH U (QENbAIIEPCKO-aKyIIEPCKUMU  MYHKTaMH,  LEHTPaMH
(otmeneHusMU) 001IEH BpaueOHOM (CEMEIHOM) MPaKTHUKN), PACTIOIOKEHHBIMH B CEITbCKHUX MOCETICHUSIX, B
KOTOPBIX OTCYTCTBYIOT aliT€YHbIE OpraHu3aluu, CoracHo npuioxenue N 1 (nanee - mpaBuia);

[IpaBuna oTmycka HAPKOTHYECKUX CPEICTB U TICUXOTPOIHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B
KaueCTBe JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHUs], IEKAPCTBEHHBIX MPENapaToB AJis
MEIUIIMHCKOTO TIPUMEHEHHS, COJIepKAIlUX HAPKOTUYECKHE CPEACTBA W TICUXOTPOIHBIC BEIIECTBA,
corjacHo npuioxenuto N 2;

HOpHI[OK OTIIYyCKa  allTCYHBIMU  OpraHU3alUusIMHN I/IMMYHO6I/IOJ'IOFI/I‘IGCKI/IX JICKApCTBCHHBIX
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[IpenapaToB COrJacHO NpuiokeHuto N 3.
2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 MuUHHCTEPCTBA 3paBOOXPaHEHUs] U collMaiabHOro pa3BuTus Poccuiickoit @enepanuu ot 26
asrycra 2010 r. N 7351 "OO yrBepkaenuu IIpaBun oOTIycKa JI€KapCTBEHHBIX IperapaToB s
MEAUIMHCKOTO  NPUMEHEHUS  MEIULIMHCKUMHM  OpraHM3alMsIMM, HMEIOIIMMHU  JIMIEH3UI0  Ha
(bapMaleBTUYECKYI0 JESITEIbHOCTb, U MX O000COOJIEHHBIMU MOApa3AeiaeHUsAMU (aMOyIaTopusMu,
denpamepckuMu M QEIBAMICPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIAENeHUsIMH) OOIei
BpaueOHOM (CeMeMHOI) MPAKTUKH), PACIIOTIOKEHHBIMU B CEIbCKUX MOCEJIEHUSX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble opranuzauuu’ (3apeructpupoBaH MuHucrepctBoM toctuuuu Poccuiickoil @enepanun 28
centsa6ps 2010 r., peructpannonnbiii N 18575);

npuka3z MunucrepcTsa 31paBooxpanenus Poccuiickoit ®@enepanuu ot 11 uronsg 2017 r. N 4031 "O0
yTBepxaeHuu [IpaBun oTmycka JIEKapCTBEHHBIX MpPENnapaTroB Uil MEAMIIMHCKOTO MPUMEHEHHS, B TOM
qyciie  MMMYHOOMOJIOTMYECKUX  JIEKAPCTBEHHBIX  IIPENapaToB,  aNTEYHbIMU  OpPraHU3ALMSIMH,
WHIUBUAYAIBHBIMH  [PEANPUHUMATENSIMU,  HUMEIOIIUMHU  JUIEH3UWI0 Ha  (hapMaleBTHYECKYIO
NesTeNbHOCTR" (3apeructpupoBad MunuctepctBoM tocturiun Poccuiickoit @enepannu 8§ centsiops 2017
I., peructpannoHHbiii N 48125);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 utonsg 2020 r. N 683u "O
BHeceHUHU n3MeHeHui B [IpaBuia oTmycka JiekapcTBEHHBIX MPENapaToB A1 MEIUIMHCKOIO IPUMEHEHNS,
B TOM YHCIE HMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IIPENapaToB, alTE€YHbIMU OpIraHU3ALMSIMH,
WH/IMBUYAJIbHBIMU IPEANPUHUMATENIIMU, UMEIOLIMMHU JIMLEH3UI0 Ha (papMaleBTUUECKYIO 1S TebHOCTD,
yYTBEpKACHHbIE IpUKa3oM MuHucrteperBa 31paBooxpanenust Poccuiickoit ®enepanuuu ot 11 urons 2017
r. N 4031" (3apeructpupoBan Munucrepctsom roctuiun Poccuiickoit @enepanuun 14 oxtsaops 2020 r.,
peructpauroHHbii N 60370).

3. Hacrosmuii npuka3s Bcrynaer B cuiny ¢ 1 mapra 2022 r. u neictByer no 1 mapra 2028 r., 3a
ucKItoueHreM nmyHkra 12 IIpaBuin oTmycka jJeKapCTBEHHbBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS
anTeYHbIMM OPTraHU3ALUSAMH, WHIMBUAYAJIbHBIMU TPEANPUHUMATENSIMH, HMEIOIUMH JIMIIEH3UI0 Ha
ocyliecTBiaeHHe (apMaleBTHUECKONH JeATeIbHOCTH, MEAMIMHCKUMH OpraHMU3alUsIMH, HMEIOIIUMHU
JUIEH3UI0O Ha  OCYIIeCTBICHHE (DapMalleBTUUECKOM  JAEATeNIbHOCTH, U HUX 000COOJIEHHBIMU
nojapasfeneHusaMu  (aMOynaTopusiMu, (enpAMIepCKUMU U (eNbIIIepCKO-aKyIIEPCKUMU  ITYHKTaMH,
1eHTpaMu (OTAeNeHusIMU) o01Iel BpauyeOHON (ceMeilHOW) MPaKTHKHU), PACIONIOKEHHBIMU B CEIHCKUX
MIOCENICHUSIX, B KOTOPBIX OTCYTCTBYIOT allT€YHble OPraHU3allUU, YTBEPKACHHBIX HACTOSIIMM MPUKA30M,
KOTOpBIH BeTymaeT B cuity ¢ 1 mapta 2022 r. u aeiictByert 10 1 cenTsaops 2022 rona.

Munuctp
M.AMYPAIIKO

[Ipunoxenne N 1

K IIpUKa3y MUHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit @eaepanuu

ot 24 Hos6ps 2021 r. N 1093u

NMPABUIIA
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OTNYCKA NEKAPCTBEHHbIX NMPEMNAPATOB AnlA MEAULMHCKOIo NPUMEHEHUA

l. Obwume TpEGOBaHVIiI K OTNYCKY JIeKapCTBEeHHbIX npenaparoB
AnAa MeaUUUHCKOro npuMeHeHus

1. Otnyck nekapcTBEHHBIX MIPENapaToB Ui MEAULIMHCKOrO MPUMEHEHUs (Janee - JIeKapCTBEHHbIE
IIpenapaThl) OCYUIECTBIISETCS allTEYHBIMU OPraHU3alUsSIMU U MUHIWBUIYaJbHBIMU NPEANPUHUMATEISIMH,
UMEIOIIMMH  JIMIEH3UI0 Ha (apMaleBTUYECKYIO JAEATeNbHOCTh, MEIUIMHCKUMHU OpraHu3alusMHy,
MMEIOIIMMU JIMIICH3UI0 Ha (hapMalleBTHUECKYIO AEATEIbHOCTh, H MX 000COOJIEHHBIMU MO/IPa3ACICHUIMU
(amOynaropusimu,  (enpaIepcKUMM U (QEIpALIEPCKO-aKYIIEPCKUMH  MyHKTaMH,  LIEHTpaMu
(oTnenenusiMu) oOrIei BpaueOHOM (CeMeHOI) MPAaKTUKH ), PACTIONOKEHHBIMU B CEITLCKUX TTOCEICHHSIX, B
KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHU3aluK (Aajnee - CyObeKThl pO3HUYHON TOProBiu), 6e3 perenra
<I> m (WIM) mO peuenTy Ha JIEKAPCTBEHHBIH mpemnapar, O(opMIEHHOMY <2> MEIUIIMHCKUMHU
paOoTHHKaMU (J1anee - pelenT), a Takke M0 TpeOOBaHUI0 MEIUIIMHCKON OpraHu3aluy <3> i alTeyHOH
OpraHu3alMH.

<1> IMommysukT "4" myHkra 5 wactu 4 crateu 18, moamynkt "K" myHkrta 1 wactu 1 crateu 33
@enepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaiieHUN JIeKapCTBEHHBIX CpPEACTB"
(Cobpanue 3axonoxarenbcTBa Poccuiickoit @enepannu, 2010, N 16, ct. 1815) (nanee - @enepanbHbiit
3akoH N 61-D3).

<2> [onnyukt 5.2.179 Ionoxxenust o MunmncrepcTse 3apaBooxpanenus Poccuiickoit denepanmn,
yTBEpXkAeHHOro nocranosineHueM IIpaButenscta Poccuiickoit @enepaunn ot 19 uronsa 2012 r. N 608
(Cobpanue 3axoHonmarensctBa Poccuiickonn ®@enepanun, 2012, N 26, ct. 3526; 2017, N 52, cr. 8131)
(manee - [lomoxxenue o MUHHUCTEPCTBE).

<3> Ilymkr 54 cratem 4 ®@epepanpHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOJATEIIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTHYCK JICKApCTBCHHBIX MPCIIapaTOB 0e3 PEUCITOB OCYHICCTBIISACTCA:

1) antexamu, OCYIIECTBISIONMIUMH PO3HUYHYIO TOPTOBIIO (OTIIYCK) JIGKAPCTBEHHBIX MpENapaToB
HACEJICHUIO, U alTeKaMU KaK CTPYKTYPHBIMU MOJAPA3JEICHUSIMU MEIUIIMHCKOW opraHu3anuu (maiee -
anTeKn);

2) anTeYHbIMM NYHKTAMHU, B TOM YHCIE KaK CTPYKTYPHBIMHM MOAPA3ACICHUSIMU MEIUIIMHCKON
OpraHu3aIyy (Jajee - anTeYHbIe MyHKTHI);

3) anTeYHbIMU KMOCKAMH;

4) WHAUBUIYAIbHBIMUA TMPEANPUHUMATEISIMA, WMEIOIMUMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NEeSATEIbHOCTD (J1aJiee - UHIUBUAYAIbHBIN MpeTpUHUMATEND);

5) MEAMIIMHCKAMH OPTaHU3ANUSIMHI, UMEIOIIMMH JIMIICH3UI0 Ha (hapMaIleBTHUECKYIO JESTEIbHOCTD,
u ux 000C00IeHHBIMU N0JIpa3IeJICHUsIMU (amOynaropusimu, GenpamepckuMu u
(dbenpamepcKo-akyepcKUMH  ITYHKTaMH, IeHTpaMu (OTACICHUSIMH) OO0IIe BpadeOHON (ceMeitHOi)
MPAKTUKH), PACTIOJIO)KEHHBIMHU B CEIbCKHX MOCEIIEHUSIX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIe OpPraHU3aluu
(1asee COOTBETCTBEHHO - MEIMIMHCKHE OpraHu3alyu, 000COOJIEHHBIE MOJAPA3/AEICHUS METULMHCKUX
OpraHu3aiuii), mepeueHb KOTOPHIX YTBEPXKIAAETCS OpraHaMHM HCHOJHHUTEIBHOM BIIACTH CyOBEKTa
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Poccuiickoit ®eneparum <4>.

<4> Yacrts 5 cratbu 55 @enepanbHoro 3akona N 61-03 (CobOpanue 3akoHoAaTenbcTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTnyck JeKapCTBEeHHbBIX NMPENapaToB MO PELenTaM OCYIIeCTBISETCS:
1) antekamu;
2) anTe4YHbIMH ITYHKTaMU;

3) WHAUBUAYAJIbHBIMHA MMPCAIIPUHUMATCIAMU (33. HUCKIIIOYCHHUEM OTITYCKAa HAPKOTUYCCKHUX CPEACTB U
IICUXOTPOITHBIX BEIIECTB, BKIIOYEHHBIX B IIEpeY€Hb HAPKOTUUYECKUX CPEICTB, ICUXOTPOINHBIX BELIECTB U
UX IPEKypcopoB, MOJuIeKalMX KOHTpoato B Poccuiickoit denepauun <5> (nanee COOTBETCTBEHHO -
[lepeuyenb, HAPKOTUYECKHE U IICUXOTPOIHbIE JIEKAPCTBEHHbIE IIPEapaThl);

<5> [lynkr 2 crateu 2 @enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-03 "O HapKOTHYECKUX
cpenctBax u ncuxotpornHsix BemiecTBax" (Cobpanue 3akoHoxarenbctBa Poccuiickoit deneparuu, 1998,
N 2, ct. 219; 2016, N 27, ct. 4238) (nanee - ®enepanbubiit 3akoH N 3-D3).

4) MEIUUMHCKUMH OpraHU3alUsIMU H O000COOJICHHBIMH TOJPA3JICICHUSAMHA  MEIUITUMHCKHUX
OpraHu3aIui.

4. ITo peuenTam, BBIMMCAHHBIM Ha peLENTypHBIX O6maHkax Gopmbl N 148-1/y-88, ormyckatotcst <6>
JIeKapCTBEHHBIE TpenapaThl, BKIIOYEHHBIC B TIEPEUCHb JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO
IPUMEHEHHMS, MOMJISKAMINX MPEIMETHO-KOJIMUECTBEHHOMY YUeTy (Jajee - JIEKapCTBEHHbIE MPenaparsl,
BKJIIOUEHHBIE B nepeueHs [IKY) <7>.

<6> IloamyskT 5.2.179 Tlonoxenuss o Munuctepcrse (CoOpaHue 3aKOHOIATENBCTBA Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

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

VYka3zaHHbIE JIEKapCTBEHHBIE MpenapaTsl, MpeJHa3HaueHHbIE JUIS IpaxkJaH, MUMEIOIMIMX IpaBo Ha
MOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB, OTITYCKAEMbBIX OECIIaTHO WM CO CKHIKOM, OTITYCKArOTCS TPH
NpeIbsBICHUH pEIeNTa, BBIIMCAHHOIO Ha pernentypHoM Onanke ¢opmbel N 148-1/y-88, m peuenta,
BBITIMCAHHOTO Ha perentypHoM Osanke ¢hopmbl N 148-1/y-04().

5. Ilo peuenTaM, BBIMMCAaHHBIM Ha penentypHbIX Onankax (opmel N 148-1/y-04(x), oTmyckaroTcs
JIEKapCTBEHHbIE IpernapaThl, BHITUCHIBAEMbIE IpaXKAaHaM, UMEIOIIMM IpaBO Ha OECIUIATHOE MOJyuyeHHUe
JICKapCTBEHHBIX MPENapaToB MM IOJy4YeHHE JICKapCTBEHHBIX IIPErnapaTroB cO CKUAKOW (namee -
JIEKapCTBEHHbIE MpenapaThl, OTHycKaeMble OECIIaTHO WIIA CO CKHUJIKOM).

6. Ilo peuenTamM, BBINMUCAHHBIM Ha pelenTypHbIX Onankax ¢opmsl N 107-1/y, oTmyckaroTcs UHbIE
JIEKapCTBEHHbIE Ipenaparbl, HE YKa3aHHble B IyHKTe 4 Hacrosmux [IpaBui, M 3a HCKIIOUYEHHEM
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JIEKapCTBEHHBIX MPENapaToB, OTITYCKaeMbIX 0€3 pelernTa.

7. KoMOMHHpOBAaHHBIC JIGKAPCTBEHHBIC TIpENapaThl ISl METUIIMHCKOTO MPUMEHEHUS, COJIEpIKaIIne
KpOME MaJbIX KOJIMYECTB HAPKOTUYECKUX CPENICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB APYTHE
(dbapMakoJIOTUYECKAE AaKTHBHBIE BEUICCTBA, OTIYCKAIOTCS aNTeKaMH, AalTeYHBIMH IyHKTaMU H
WHIUBUIYIBHBIMH TPEIIPUHAMATEISIMEA, UMEIONTUMHU JIMIIEH3UIO Ha (DapMaIleBTHUECKYIO ACSITETLHOCTD,
10 perenTaM, BBIMUCAHHBIM Ha perenTypHbix O0mankax Gopm N 107-1/y u N 148-1/y-88 <8>, kpome Tex
JIEKapCTBEHHBIX PENapaToB, KOTOPbIE OTIIYCKAIOTCS O€3 perenTa.

<8> Yacts 6 crathu 55 Denepansuoro 3akoHa N 61-D3 (Cobpanue 3akoHOgaTENHCTBA POCcHiickoii
®enepanun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo peuentam B ¢Qopme SIEKTPOHHOTO JOKYMEHTa C HCIOJb30BAaHUEM YCUICHHOMN
KBUTM(DUIIUPOBAHHON SJICKTPOHHOW TOJIMUCH MEIUIIMHCKOro paboTHHWKa (faymee - pement B ¢opme
AIEKTPOHHOTO JIOKYMEHTA) OTIYCKAIOTCS BCE JIEKAPCTBEHHBIE IIperaparhl, yKa3aHHble B MyHKTax 4, 5, 6,
7 nacrosmux [IpaBu.

9. MemuuuHCKUE OpraHU3allMM W O00O0COOJICHHBIC IOAPA3ACIICHUS MEIUIMHCKUX OpraHU3aIui
TaKX€ MOTYT OTITYCKaTh:

1) nekapcTBEHHBIC TpenapaThl, BKIOYCHHbIC B repeueHb 1KY, BbIMcaHHBIE Ha pELENTYPHBIX
omankax ¢opmer N 148-1/y-88;

2) neKkapCTBEHHbIE TIpemapaThl, BKIIOUEHHbIE B llepeyeHb JIEKapCTBEHHBIX IMpEMapaTosB,
OTIyCKaeMbIX TIO0 penentaMm Bpada (denmpamiepa) TpU  OKa3aHWU JOMOJTHUTENIBHOW OECTUIaTHOM
MEIUILMHCKOM TOMOILIM OTAEIbHBIM KAaTerOpHUsiIM Tpa)kJaH, HUMEIIUM TMpaBO Ha MOJy4YEHUe
rOCyJapCTBEHHOW COLMAIbHONM TIOMOINM, a TakKKe WHBIE JIEKAPCTBEHHBIC CPEACTBA, OTIYCKAeMbIe
OecIIaTHO WM CO CKUJIKOM, BBIMHMCAHHBIE HA PeLENTYpHBIX O6aHkax ¢hopMbl N 148-1/y-04(m).

10. OTtmyck neKapCTBEHHBIX MPETapaToB, He YKa3aHHbBIX B MyHKTax 4, 5, 6, 7 HacTosmmx [lpasu, B
COOTBETCTBUH C MHCTPYKLHUSAMH 110 UX METUIIMHCKOMY IPUMEHEHHIO OCYILECTBIIETCS 0€3 PEeLenTOoB.

11. Otnyck JIeKapCTBEHHBIX MPENapaToB OCYLIECTBIISIETCS B TEUEHHE YKA3aHHOI'O B pelenTe CpoKa
ero JeicTBUs pu OOpaIleHUH JIUIa K CyObEeKTY pO3HUYHOW TOPTOBIIH.

12. B cnyyae oTcyTrcTBHS y CyObeKTa pPO3HUYHOW TOPIrOBIIM JIEKAPCTBEHHOrO IIperapara,
yKa3aHHOT'O B pelente, npyu oOpalieHnH JHla K CyObeKTY PO3ZHUYHOM TOProOBJIM PeLenT NpUHUMAETCs Ha
oOcTy>)KMBaHHUE B CIICAYIONINE CPOKH (J1ajiee - OTCPOUCHHOE 00CTyKUBaHUE):

1) perent ¢ momeTkoii "statim" (HeMeaeHHO) OOCITYKUBAETCS B TEUCHHE OJHOTO pabodero JHS CO
JTHST 0OpaIeHus JuIa K CyObeKTy PO3SHUYHOU TOPTOBIIH;

2) peuent c¢ momeTkoi '"cito" (cpoyHO) OOCHy’KMBaeTcs B TE€UEHHE JBYX pabouux IHEH co aHA
oOpaInieHus JIMia K CyObeKTy PO3ZHUYHOMN TOPTOBIIH;

3) peuent Ha JeKapCTBEHHBIH Mpenapar, BXOSAIUN B MUHUMAJIbHBIN aCCOPTUMEHT JIEKapCTBEHHBIX
MPEnapaToB sl MEIUIIUHCKOTO MMPUMEHEHHsI, HeOOXOJMMBIX Ul OKa3aHUSI MEAUIIMHCKOW MTOMOIIH <8>,
oOCITy’)KMBaeTcs B TeUeHHE IMATH pabouux JIHEH co JHS oOpalleHus JHIa K CYyObEKTy pPO3HHUYHOM
TOPrOBIM;, pELENT Ha JIeKapCTBEHHBI mpenapar, BXOIIIIMI B MHUHUMAIBHBIH aCCOPTUMEHT
JICKApCTBEHHBIX MPENapaTroB sl MEIUIMHCKOrO IPUMEHEHHs, OTIYCKAeMBbId OecIIaTHO MM CO
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CKUJIKOH, OOCIYXHBAaeTcs B TEUeHHE JBYX pabouyux AHEH co AHS oOpamieHus JTula K CyOBeKTYy
PO3HUYHOHN TOPTOBIIH;

4) peuent Ha JIEKapCTBEHHBIM Ipenapar, HE BXOAAIMNA B MHUHUMAIbHBIM aCCOPTUMEHT
JIEKapCTBEHHbIX IpernaparoB Uil MEJUIMHCKOTO IPUMEHEHHs, HEOOXOAMMBIX [UIl OKa3aHUs
MEIUIUHCKON TOMOIIH, OOCITYKHBAETCsA B TE€UYECHHUE JecATH pabouux AHEH co JHS oOpalleHus JMia K
CyOBEKTYy PO3HHMYHOM TOPrOBIM; PELENT Ha JIEKAPCTBEHHBIN INpenapar, He BXOISAIUN B MUHUMAIbHBIN
aCCOPTHMEHT JIEKapCTBEHHBIX IPENaparoB Uil MEIULIMHCKOTO IPUMEHEHUs, HEOoOXOOUMBIX MJIs
OKa3aHMs MEJUIMHCKOM MOMOIIH, OTITYCKaeMblil OECIIaTHO MJIM CO CKUIKOM, 00CITY>KMBAETCsl B TEUEHUE
ceMHu pabovHX JHEH co HS 0OpalieHus Iuia K CyObeKTy pO3HUYHOM TOPTOBIIH;

5) peuentsl Ha JEKapCTBEHHbBIC IpErapaTrhl, Ha3HAYaEeMblE MO PEIICHHUIO BpaueOHOW KOMHCCHH,
OOCITy’>)KMBAIOTCSI B TEUEHHUE JAECATH paboumMx AHEH co IHSA oOpamieHus Jula K CyObEeKTy PO3HUYHOM
TOPTOBIIH.

3ampemnaercsi OTIYCKaTh JEKApCTBEHHBIE MIPENapaThl MO PerenTaM ¢ UCTEKIINM CPOKOM JICHCTBUS,
32 HCKJIIOYCHHEM Ciydas, KOrjla CpOK MAEHCTBHS peleNnTa HWCTeK B IEPHUOJl HAXOXAEHHS €ro Ha
OTCPOYEHHOM OOCITY>KHUBAaHUH.

OTmyck JIeKapCTBEHHOTO Mpernapara Mo HaXOAsIEMYCsl HA OTCPOYSHHOM OOCITYKUBaHUU PELENTY €
HCTEKIINM CPOKOM JEHCTBUS OCYyIIECTBIsieTcst 0e3 ero mepeodopmieHus B tedeHue 90 nHeil co qHS
UCTEUCHUS CPOKA JIEHCTBHS TAKOTO peLenTa.

13. JlexkapcTBeHHbIE IIpenapaThl OTIYCKAIOTCS B KOJUYECTBE, YKAa3aHHOM B pelente, 3a
HCKJIIOYCHHEM CJIy4YaeB, Korjga Ui JICKapCTBEHHOI'O IIperapara YCTAHOBJIEHO KOJIMYECTBO, KOTOPOE
MO>KET OBITh BBIIHCAHO B OJHOM PELEINTE, UK Kype JeueHUs <9>.

<9> TloamynkT 5.2.177 Tlonoxenuss o Munuctepctse (CoOpaHue 3akoHOmaTeNnbCTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333).

[Ipy npenbsBIeHUM peLENnTa C MPEBBILIEHUEM MPEACIbHO JIONYCTUMOIO  KOJIMYECTBA
JIEKApCTBEHHOT'0 TIpernapara, KOTOpO€ MOXET OBITh BBIIIMCAHO B OJHOM perente, dapMareBTUUeCKun
pabotHuk uHpOpMHpPyeT 00 ATOM IHUIO, MPEACTABUBIIEE PEILENT, PYKOBOIUTENS COOTBETCTBYIOIICH
MEIUIIMHCKOW OpraHU3allMK U OTIYCKAeT YKa3aHHOMY JIMIY YCTaHOBJIEHHOE COOTBETCTBEHHO MPEACIbHO
JOMYCTUMOE KOJIMUYECTBO JIEKAPCTBEHHOTO MpernapaTa, KOTOPOe MOKET ObITh BHIITUCAHO B OJJHOM pEIenTe
C TIPOCTaBJIEHUEM COOTBETCTBYIOIIEH OTMETKH B PEIIENTE.

[lpy Hammuuu y cyObeKTa PO3HMYHONW TOPrOBIM JIEKAPCTBEHHOI'O IMperapara C JO3HPOBKOM,
OTJIMYHON OT JO3UPOBKU JIEKAPCTBEHHOrO IIpernapara, yKa3aHHOW B pelente, OTIYCK HMEIOLIErocs
JIEKapCTBEHHOI'O IIpenapaTa J0IyCcKaeTcs, €CI J103UPOBKa TaKOro JIEKAPCTBEHHOTO Ipenapara MEHbIIIE
JO3UPOBKH, YKa3aHHOM B peuente. B TakoM ciydae OCYIIECTBISETCS MepecdyeT KOJUYecTBa
JIEKapCTBEHHOI'O IIpeTnapara ¢ yueToM Kypca JIEUeHHs], YKa3aHHOI'O B PELENTE.

B cnydae ecnm 03MpOBKa JIEKQpCTBEHHOTO IIperapara, MMEIOIIErocs y CyObeKTa pPO3HUYHOM
TOPTOBIIM, TPEBBHIIIAET JO3UPOBKY JIEKAPCTBEHHOTO Tpernapara, yKa3aHHYI B peLeNTe, pelieHue 00
OTIyCKE JICKapCTBEHHOT'O TIpermapara C TaKOW JO3UPOBKOM MTPUHUMAET MEIUIMHCKUNA pPaOOTHHK,
BBINKMCABILINN PELIET.

14. Ormyck JEKapCTBEHHOTO TIpermapara OCYIISCTBISETCS B TEPBHYHOM ¥ BTOPHUYHOU
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(MOTpeOUTENBCKOW) YIAaKOBKAaX, MapKUPOBKA KOTOPBIX JOJDKHA OTBEeYaTh TpeOOBaHUSM craTthu 46
®denepanpHoro 3akoHa N 61-D3 (CobOpanue 3akoHoaarenbeTBa Poccuiickoit @enepamuu, 2010, N 16, cr.
1815; 2014, N 52, cr. 7540), a ymakoBKa JJisi HaApKOTHYECKUX U TCUXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparoB crucka Il - TpeboBanusm nmyHkTa 3 crateu 27 denepanpHoro 3akoHa N 3-D3 (CobOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 1998, N 2, cr. 219; 2016, N 15, ct. 2052).

15. Ilpu ormycke JeKapCTBEHHBIX MpernapaTroB IO peuenty, oGopmMIEHHOMY Ha pelenTypHOM
Onmanke Ha OyMaXHOM HoOcHTelne, (papManeBTUYECKU paOOTHUK MPOCTABISIET OTMETKY Ha perente o0
OTIYCKE JIEKapCTBEHHOT O Tpenapara "JIekapcTBEHHbIN Mpenapar OTHyIIeH" U C yKa3aHUEM:

1) HauMeHOBaHUS anTEYHOH opraHu3anuu (pamMuIuM, HWMEHH, oOT4yecTBa (NPU HAJIMYUH)
WHAUBUYAJILHOTO MIPEIIPUHUMATES);

2) TOproBoro HaMMEHOBaHUsS (32 MCKJIIOYEHHWEM JIEKaPCTBEHHBIX IPENapaTroB, W3TOTOBJIEHHBIX B
anTe4YHON OpraHu3aluu), J03UPOBKH U KOJIMYECTBA OTITYILEHHOIO JIEKAPCTBEHHOTO MIperapara;

3) ¢amunuu, UMEHHU, OTYECTBA (IIPU HATMYUHU) MEIUIIMHCKOrO0 paOOTHUKA B ClIydasiX, YKa3aHHBIX B
a03are ueTBepTOM NyHKTa 13 1 ab3ate TperbeM nyHkTa 16 Hacrosimux [Ipasu;

4) PEKBU3UTOB JOKYMEHTA, YJOCTOBEPAIONIETO JIMYHOCThH JIUIA, TMOJTYYMBILIETO JIEKAPCTBEHHBIN
rpenapar, B ciiydyae, yKka3aHHOM B IyHKTe 28 HacTosumx [Ipasu;

5) dbamwimu, umMeHH, oTdecTBa (MpH HAIW4KMK) (apMalEBTHUECKOTO PAaOOTHHKA, OTIYCTHBILIETO
JIEKapCTBEHHBIH MTpenapar, 1 ero MnoAnucH;

6) maThl OTIYCKA JICKAPCTBEHHOTO TIpenapara.

16. Ilpu oTnycke IeKapCTBEHHBIX MPEMapaToB MO PELENTY, BHITUCAHHOMY Ha pelenTypHOM OJaHKe
dopmbr N 107-1/y co cpokoM JEHWCTBHS O OJHOTO roja, B KOTOPOM YKa3aHbl MEPUOLI M KOJIUYECTBO
OTIIyCKa JIKQpCTBEHHOTO TMpemnapata (B KaXAblii IepHoja), peuent Bo3Bpallaercs JIHILy,
proOpeTaroleMy JIEKapCTBEHHBIN MpenapaT, ¢ OTMETKOMN, CO/leprKallleil CBeIeHUs], YKa3aHHbIE B ITyHKTE
15 nactosmux IlpaBu.

[Ipu ouepenHom oOpalieHUH JULA K CYOBEKTY PO3HUYHOM TOPTOBIM C JAHHBIM PELENTOM
YUHUTBIBAIOTCS OTMETKU O INPEABIAYILEM OTIIYCKE JIEKApCTBEHHOIO IIpernapara 110 TaKOMY peLeNnTy U B
cillyuae NpUOOpETEeHHs] JMIOM KOJIMYECTBA JIEKAPCTBEHHOIO IIpernapara, COOTBETCTBYIOLIETO
MaKCHUMAaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIMHCKMM paOOTHUKOM B pelente, a Takxke [0
HCTEYEHUN CpOKa JICUCTBMS pELENTa, Ha pelenTe MpOoCTaBiseTcs wmraMn 'JlekapcTBEeHHBIM Ipenapar
OTIYILEH" U PELIENT BO3BPAIAETCS JIILY.

EnuHOBpeMEHHBIM  OTIYCK JIEKQPCTBEHHOIO IIpemapara MO pelenTy, BBIIHCAHHOMY Ha
peuentypHoM Omanke ¢Gopmbl N 107-1/y co cpokoM AeHCTBHUS 10 OAHOTO rojia, B KOTOPOM YKa3aHbI
MEepHUObl U KOJMYECTBO OTITyCKa JIEKAPCTBEHHOTO Tpenapara (B KaKJbli MepHoJI), JOMYCKAETCsI TOJIBKO
10 COTJIACOBAHUIO C MEUIIMHCKUM PaOOTHUKOM, BHITUCABIIUM PELIETIT.

17. Ilpu oTnycke JIeKapCTBEHHBIX MPENapaToB M0 PELENTY, BHITUCAHHOMY Ha pelenTypHoM OJaHKe
dopmbl N 148-1/y-04(;1), 3amonHeHHBIH KOPEUIOK TAaKOro pelenta rnepenaercs ¢apMaleBTHYECKUM
PabOTHHUKOM JIMITY, TPUOOpETaroIeMy (TTOTy4aromeMy) JIEKapCTBEHHBIC MPenapaThl.

18. Ocratorcss M XpaHATcs Yy CyOBEKTa PO3HUYHOH TOPIOBIM perentbl (C  OTMETKOU
"JlexapCcTBEHHBIN TIpenapar OTHyIieH") Ha:
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1) nekapcTBEHHBIC MTPEMAPaThI, OTITYCKAEMbIe OSCIUIATHO MU CO CKUIKOM, - B TEUEHUE TPEX JIET;

2) nekapcTBeHHBbIE MpemapaThl, oTHocsmuecs Mo ATX K aHTHUIICUXOTHYECKHM CpencTBaM (KOJ
NO5A), ankcuonmutukam (koxg NO5SB), cHoTBopHBIM u cematuBHBIM cpeactBam (koxg NOSC),
anTuaernpeccantaM (koa NO6A) u He moanexalue MpeaMEeTHO-KOIMYECTBEHHOMY YYETy, - B T€UCHHE
TpeX MECSIIEB.

19. Peuentsl, He ykazaHHble B TnyHKTe 18 Hactosimux IIpaBui, oTMeUarOTCs IITaMIIOM
"JlexapcTBEHHBIH Npenapar OTIYILEH" U BO3BpaLIatOTCs JIMILY, IOJy4YHBIIEMY JIEKAPCTBEHHbIN Ipenapar.

20. PenenTel, BhIMMCAHHBIE ¢ HapylIeHUEM MpaBui <10>, perucTpupyroTcs B )KypHaje, B KOTOPOM
YKa3bIBAIOTCS BBIBJICHHbIE HapylmleHHs B OGOpPMIIGHHHM peuenta, (GamMuiaus, UMs, OT4eCTBO (TpHU
HAJIMYUK) MEIUIIMHCKOr0 paOOTHHMKA, BBIIMCABIIETO  pELENT, HaWUMEHOBAaHHE  MEIUIIMHCKOM
OpraHM3aliM, MPUHITHIE MEphbl, OTMeuaroTcs ImTamnoM "Peuent HexelcTBUTeneH" M BO3BpalLlAlOTCA
muny, npeactaBupiieMy perent. O ¢Qakrtax HapymeHus npaBuil OQOPMIICHUS PELENTOB CYOBEKT
PO3HUYHOI TOProBIXU HHPOPMHUPYET PYKOBOJUTENSI COOTBETCTBYIOLIEH METMIIMHCKON OpraHu3aluu.

<10> IMoxmyskT 5.2.179 Ionoxenust 0 Munuctepctse (CoOpanue 3akoHOIaTebcTBa Poccuiickoi
®denepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B o0ocobneHHOM MOApa3AeeHUH MEAMIIMHCKON OpraHW3alMK JODKHBI OBITh 00€CIICUeHBI
YCJIOBHSI COXPAaHHOCTH OCTaBJICHHBIX Ha XpaHEHHUE PELICTITOB Ha JIEKAPCTBEHHBIE CPEJICTBA.

Peuenter Ha JICKApCTBCHHBIC CpCACTBA, IMOMJICKAIIUEC JIIPEAMCTHO-KOJIMYECCTBCHHOMY YUCTY,
JICKApCTBCHHBIC CPEACTBA, OTIIYCKACMBbIC OecIulaTHO WA CO CKH}IKOﬁ, CIKECMCECAYHO TMEPCAAIOTCA U3
000CO0ICHHBIX HO,Z[paB,Z[eJIeHI/Iﬁ MCIUIIMHCKHUX OpFaHI/I3aI_[I/II7I B MCIUIIMHCKHEC OopraHu3anuu,
CTPYKTYPHBIMH TOAPA3ACICHUAMU KOTOPBIX OHU ABJIAKOTCA, JJIA MMOCICAYIOIIECTO XPaHCHHA.

22. Tlpu otmycke IEKapcTBEHHOTO TMpemapaTa (apmareBTHUeCKHii paOOTHUK WM PaOOTHUK
MEIUIIMHCKOW  opranm3anud  (000COOJEHHOTO  TMOApa3AeNeHUs  MEIUIMHCKOM  OpraHu3aIlif)
uH(hopMUpYeT THUI0, MpruodpeTaromiee (MoTyJarolee) JIeKapcTBEHHBIN Mpenapar, 0 pekuMe U J03aX ero
IpueMa, IpaBUjIaX XPaHEHUs B JOMAIIHMX YCIOBHUSAX, O B3aUMOJECUCTBUM C JPYTMMH JIEKAPCTBEHHBIMU
npernapaTami.

23. Ilpm oTmycke JEKapCTBEHHOIrO Ipemnapara QapMareBTUYECKUid pabOTHUK WM PaOOTHUK
MEIUIIMHCKONW opraHu3aiuu (000COOIEHHOTO MOpa3IeTeHUs] MEAUIIMHCKONW OpraHU3aIlii) HE BIpaBe
MPEAOCTABIATh HEJOCTOBEPHYIO M (WJIM) HEMOJHY0 HWHOOPMAIMI0O O HAIMYUM JICKAPCTBEHHBIX
npenaparoB, BKJIOYas JIEKAPCTBEHHbIE IpenapaThl, MMEIOUIME OJMHAKOBOE MEXIYHApOIHOE
HEMaTeHTOBAHHOE HAaMMEHOBaHWE, B TOM YHCJIC CKpPbIBaTh WH(OPMAIUI0O O HAIWYUHU JIEKAPCTBEHHBIX
MpernapaToB, UMEIONTNX OoJiee HU3KYIO IeHy <11>.

<11> Crartes 74 ®enepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-03 "OO6 ocHOBax OXpaHbI
310poBhs TpaxaaH B Poccuiickoit @eneparnuun” (CoOpanue 3akoHomaTenbcTBa Poccuiickoit denepannw,
2011, N 48, ct. 6724, 2013, N 48, c1. 6165) (nanee - ®enepanpusbiii 3akoH N 323-D3).

24. 3anmpemraercss OTHYCK (aqbCUPHUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX W KOHTpadaKTHBIX
JIEKApCTBEHHBIX IIpemnaparoB <12>.
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<12> Cratesa 57 ®enepanpHoro 3akoHa N 61-d3 (Cobpanue 3akoHOAaTeNbCTBA Poccuiickoit
®deneparun, 2010, N 16, ct. 1815).

25. OTIycK 3TUJIOBOTO CIIUPTA MPOU3BOAMUTCS IO PELENTY C YY€TOM YCTAaHOBICHHBIX TPEOOBAHUH K
00BbeMy Tapbl, yIIaKOBKE U KOMIUICKTHOCTH JICKAPCTBEHHBIX IpernaparoB <13>.

<13> Yacte 4.1 crateu 45 ®enepanpHoro 3akoHa N 61-O3 (CobOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2015, N 51, ct. 7245), nocranosnenue [IpaButenbcTBa
Poccuiickoit ®eneparuu ot 23 wmrons 2016 r. N 716 "O mnopsnke ¢GOpMHPOBaHUS TIEPEYHS
JIEKApCTBEHHBIX MPENapaToB JJIsi METUIIMHCKOTO MTPUMEHEHHUS, B OTHOLIIEHUU KOTOPBIX YCTAaHABIUBAIOTCS
TpeOoBaHUsI K 00bEMY Tapbl, YIAKOBKE M KOMIUIEKTHOCTH, MEPEUHs JIEKapCTBEHHBIX MPENnapaTroB IS
BETEPUHAPHOTO NMPUMEHEHHS, B OTHOIICHUHM KOTOPBIX YCTAHABIUBAIOTCS TPEOOBAHUS K 00BEMY Tapbl, U
onpexaeneHus: Takux TpedoBanuii" (CoOpanue 3akoHonaTenbecTBa Poccuiickoit @enepanuu, 2016, N 31,
ct. 5030).

.HeKapCTBeHHI)Ie npemnaparbl, COACPKAIIUC STHUJIOBBIN CIIMPT, B TOM YHUCJIC H3TOTOBJICHHBLIC IIO
peuceIry CY6T:>6KTOM pOSHH‘IHOﬁ TOProBJivM, UMCHOIIUM JIMLICH3HUIO Ha q)apMaHeBTI/ILIGCKYIO ACATCIIbHOCTD
C IpaBOM M3TOTOBJICHUA JICKAPCTBCHHBIX IIPEIApPATOB, OTIYCKAKOTCA C Y4YCTOM YCTAHOBJICHHBIX
Tpe60BaHI/Iﬁ K O6I>€My Tapbl, YIIAKOBKE U KOMIIJICKTHOCTH JICKAPCTBCHHBIX IIPCIIAPATOB.

26. 3ampemaercs pa3leibHBI  OTIYCK JICKAPCTBEHHBIX CPEJCTB, BXOMSIIUX B COCTaB
JIEKapCTBEHHOTO TIpernapara, U3roTaBIMBaeMOro CyoObeKTOM PO3ZHUYHOM TOPTOBIIH.

27. 3anmpeuiaercsi OTIYCK CYOBEKTOM PpO3HUYHOW TOProBIM IO pELENTaM BeTepUHApPHBIX
OpraHu3alui:

1) nekapcTBEHHBIX IpENapaToB, BKIOYEHHBIX B nepedeHs [IKY;
2) JIeKapCTBEHHBIX MPENapaToB, OTIIYCKaeMbIX OECIIIIATHO WM CO CKUIKOM;

3) nmekapcTBEHHBIX MpemnapaTtoB, oTHOCAMUXCA M0 ATX K aHTHUICUXOTUYECKUM CPEICTBaM (KO
NO5A), ankcuomutukam (koxg NOS5B), cHoTBOopHBIM U cematuBHBIM cpenctBaM (kox NO5C),
anTuaenpeccantaM (kox NO6A) u He BkIItoueHHBIX B iepedens [IKY.

Il. Tpe6oBaHUs K OTNYCKY JieKapCTBEHHbIX NpenapaToB
no Tpe6oBaHUIO MeAULIMHCKOM OpraHM3auum

28. Jlna obecnieueHust Ie4eOHOTO MpoLecca B MEAUIIMHCKOW OpraHn3alliy alTeUHOW OpraHu3aluei,
SBJIAIOIIEHCS CTPYKTYPHBIM TMOJApA3JIeIeHUEM TaKOil MEIUIIMHCKOM OpraHu3aluu, OCYLIECTBIISIETCS
OTIYCK JIMOO M3TrOTOBJIEHHWE W OTIYCK JIEKApPCTBEHHBIX IPENapaToB Ha OCHOBAHUU TPeOOBaHUS
MEIUIIMHCKOW OpraHu3alliy, BHIIMCAHHOIO YIMOJHOMOYEHHBIM MEAMIMHCKUM pabOTHUKOM (Hanee -
TpeOoBaHNE METUIIMHCKON OpraHu3alun).

MenuuuHcKasi opraHu3aius BIIpaBe OOpPaTUTHCS B CTOPOHHIOI alTEYHYIO OpraHU3alUio Ipu
OTCYTCTBHUHM allTE€YHOM OPraHU3allUH, SBIIAIOIIECHCS CTPYKTYPHBIM IOApa3IeICHUEM TaKOH MEIULUHCKON
OpraHu3alyu.
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JlexapcTBeHHBIE MpenapaThl, U3TOTOBJICHHBIC ANTEYHBIMU OPTaHU3ALUAMU JJI LEJIe UX OTIycKa
10 TpeOOBAaHUSAM MEIUIIMHCKUX OpraHU3aIlNi, TOCYAapCTBEHHOW PErUCTPAIMK HE MO IekaT <14>.

<14> Ilynkt 1 yactu 5 cratbu 13 denepanbHoro 3akoHa N 61-D3 (CoOpaHue 3aKOHOAATEILCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815).

29. Xpanenue TpeOOBaHUN MEIUIIMHCKOM OpPraHU3alMH, [0 KOTOPHIM OTHYIICHBI JIGKAPCTBEHHBIC
rpenaparbl, OCYIIECTBIISIETCS alTEYHOM OpraHu3anuedl B COOTBETCTBUU C IYHKTOM |8 HacTosIero
[Topsinka.

30. HapymeHne mepBUYHOM YIAKOBKM JICKAPCTBEHHOIO IIpemnapara IPU €ro OTIYCKE IO
TpeOOBAHUIO MEIUIIMHCKON OpraHU3aliy JAOIMYCKAeTCs alTeYHON OpraHu3alueil, IMEIOMEeH JTUIECH3UI0
Ha (papMaleBTUUECKYIO JIEATEIHOCTh C IIPABOM H3TOTOBJIEHUS JICKApPCTBEHHBIX IpenapartoB. B Takom
Cllyyae OTIIYCK JIEKAPCTBEHHOIO Ipernapara OCYILECTBISETCS B YIAKOBKe <15> ¢ mpenocTaBiieHUEM
MHCTPYKLUHU (KOITUU UHCTPYKIMK) 110 IPUMEHEHHUIO OTIIYCKAaeMOI0 JIEKAPCTBEHHOTO IIpernapara.

<15> Ilpuka3z MunzapaBa Poccuu ot 26 okts6ps 2015 r. N 7511 "OO6 yTBep>KICHHH MpaBHII
M3TOTOBJICHUSI W OTIYCKa JICKAPCTBEHHBIX MPENapaToB I MEAMIIMHCKOTO MPUMEHEHHUS anTeYHBIMU
OpraHu3alusIMH, WHAUBUIYaIbHBIMU IpeIpUHUMATEISIMH, UMEIOUIMMH  JIMIEH3UI0  Ha
(dapMaIleBTHUECKYIO JCSITEIBHOCTE" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHIMK  Poccuiickoin
Oenepanun 21 anpens 2016 r., peructpanronasiii N 41897).

lll. OcobeHHOCTM OTNyCKa NeKapCcTBEHHbIX NpenapaToB
no peuentam B chopMe 3NEKTPOHHOro JOKYMEHTA

31. Otmyck JeKapCTBEHHBIX MpenaparoB MO peuentam B (opMe 3IEKTPOHHOIO JOKYMEHTa
OCYILIECTBISIETCSl alTeKaMH, alTE€YHbIMM IIyHKTAMH W HWHAWBUAYAJIBHBIMU TNPEAIPUHUMATEISAMH,
YKa3aHHBIMH B IyHKTE 2 Hactosumx [IpaBui, pacnonokeHHbIMU Ha Tepputopun cyobekTta Poccuiickoit
denepanyu, B KOTOpoM OQOpMIIEH pelent B (opMe 3JIEKTPOHHOIO JOKYMEHTa, B Clyyae HpPUHATHS
YIOJIHOMOYEHHBIM OpraHoMm cyOnekta Poccuiickoit denepaiii B COOTBETCTBUM C MYHKTOM 4 cTaThu 6
®enepansroro 3akoHa N 61-03 (Cobpanue 3akoHonaTenbeTBa Poccuiickoit ®enepannu, 2010, N 16, cT.
1815; 2019, N 52, cr. 7793) pemienuss o0 HCIOJIIb30BAaHMM HAa TEPpUTOpHM CcyObekTa Poccuiickoit
@enepan Hapsily € pelenTamMM Ha JIEKapCTBEHHBbIE IMpenaparbl, OQOPMICHHBIMM Ha OyMa)KHOM
HOCHUTEJIE, PElEeNTOB Ha JIEKAPCTBEHHbIE IIpernaparbl, CMOPMHUPOBAHHBIX B (OpPME IIEKTPOHHBIX
JOKYMEHTOB (Jajiee - pelleHne YIOJIHOMOYeHHOTo oprana cyobekra Poccuiickoii @eneparun).

32. AnTeuHple OpraHU3alUK JOJDKHBI UMETh MOAKIIOYEHNE K TOCYIapCTBEHHONW WH(OPMAITMOHHOM
cucteme B cepe 3paBooxpaHeHus: cyorekta Poccuiickoit @eneparuu <16> (mganee - cuctema), KOTOpoe
obecrieunBaeTcs YIOJTHOMOYEHHBIM OPTaHOM BilacTu cyOnekTa Poccuiickoit deneparumn.

<16> ITocranosnenue [IpaBurenscTBa Poccuiickoit deneparuu ot 5 mas 2018 r. N 555 "O exqunoM
rocy/iapcTBeHHON MH(OpMaMOHHOU cucteme B cdepe 3apaBooxpanenus” (CoOpaHue 3aKOHOIATEIbCTBA
Poccutiickoit ®eneparuu, 2018, N 20, ct. 2849; 2021, N 25, cT. 4814).

Texnuueckue TpeOoBaHUS K HHGPOPMAIMOHHOMY OOMEHY MEXKIy AamnTeyHOW oOpraHu3alnued u
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CHCTEMOH, B TOM YHCIe TPeOOBaHMS K WACHTH(PHKAIMK peuenta B GopMe 3JIEKTPOHHOTO JTOKyMEHTa H
JMIa, 00paTUBILIETOCs 3a OTIYCKOM JIEKAPCTBEHHBIX IPENapaToB 110 TAKUM PELENTaM, yCTaHaBJINBAIOTCS
pelIeHHEeM yIOJTHOMOUYEHHOT0 oprana cyonsekTa Poccuiickoit denepanuu.

33. Otmyck JIeKapCTBEHHBIX MpenaparoB MO peuentam B (GopMme 3IEKTPOHHOTO JOKYMEHTa
OCYIIECTBISICTCA JIMILY, YKa3aHHOMY B pelente, JIMOO €ro 3aKOHHOMY NpEeACTAaBUTENI0, JIMOO JHILY,
KOTOpOE JIMIIO, YKa3aHHOE B PEIeNTe, WM ero 3aKOHHBIN MPEeACTaBUTEIb YIOIHOMOUYMIN Ha MOJTyYeHHE
JIEKapCTBEHHBIX IIPENapaToB.

[Ipunoxenne N 2

K IpuKa3zy MUHHCTEPCTBA 37]paBOOXPAaHEHUS
Poccniickoit ®enepanuun

oT 24 Hos16ps 2021 r. N 1093H

NMPABUJIA
OTNYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOINHbIX BELWWECTB,
3APErMCTPUPOBAHHbLIX B KAHECTBE JIEKAPCTBEHHbIX NMPENAPATOB
AnAaA MEAUMUUHCKOIo NPUMEHEHUA, NEKAPCTBEHHbBIX MPEMAPATOB
anAa MEOQULMHCKOIO NPUMEHEHUA, COOEPXALLUX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOINHbIE BELLECTBA

1. OTnyck HapKOTHYECKMX U TICUXOTPONHBIX JIEKAPCTBEHHBIX IpENapaToB IO pelentaMm
OCYILECTBIISICTCA aNTeKaMM, alTeYHbIMM IMyHKTaMH, MEAMLIUHCKUMH OpraHHU3alusMHU, 000COOICHHBIMU
MO/Ipa3JICICHUAMIA MEIUIIMHCKUX OpraHu3alui, UMEIOIIUMHU JIUIEH3UI0 Ha JESITeNbHOCTh 10 000pOTY
HAapKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BELIECTB M HUX IPEKYpCOPOB, KYJIbTUBUPOBAHUIO
HapKocoepX)anmx pacteHui. [lepedeHb MEIUIIMHCKUX OpraHU3aIMi U 000COOJICHHBIX MOApa3IeIeHUN
MEIULUHCKUX OpPraHu3alui, NEPeYeHb HAPKOTHUYECKHUX JIEKAPCTBEHHBIX IPENApPAaTOB U IMCUXOTPOIHBIX
JIEKapCTBEHHBIX MPENapaToB, OTIYCK KOTOPBIX (PU3NYECKUM JIULIAaM MOKET OCYIIECTBISATHCS YKa3aHHBIMU
MEIULIMHCKUMH OPraHU3aLUAMH U UX 000COOJIEHHBIMH MOJIPA3/IEIeHUsIMH, YCTAaHABIUBAIOTCS OpraHaMu
UCIIOJIHUTENIbHOH BiacTu cyobekToB Poccuiickoit denepanun <1>.

<1> IlynkTt 1 crateu 25 denepanpHoro 3akoHa oT 8 sHBapsA 1998 r. N 3-®3 "O HapkoTHYECKHX
CpeacTBax W McUXOTpomHbIX BemecTBax" (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanuu, 1998,
N 2, ct. 219; 2016, N 1, ct. 28).

2. Ilo peuenrtaM, BBIIIMCAHHBIM Ha penenTypHbix Omankax ¢opmsl N 107/y-HIT <2>, ornyckaroTtcs
HapKOTUYECKHUE M IICUXOTPOIHBIE JIEKAPCTBEHHBIE INpenaparbl, BHECEHHbIE B CIHCOK HAapKOTUYECKUX
CPEICTB M TCHUXOTPOIHBIX BeHlecTB, 000poT KoTOopbix B Poccuiickoit ®enepanuu OrpaHud4eH U B
OTHOILIEHUU KOTOPBIX YCTAaHABJIMBAIOTCA MEPBI KOHTPOJISA B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickoit ®enepanmii 1 MeXAyHApOAHBIMU goroBopamu Poccuiickoit ®enepamuu (crimcok I,
[lepeuns (manee - HapKOTHYECKME M TIICUXOTPOIIHBIE JIEKapCTBEHHBbIe mpemnaparthl crnucka II), 3a
HCKJIFOYEHNEM HAPKOTUYECKHUX M NCUXOTPOMHBIX JIEKAPCTBEHHBIX MPENAapaToB B BHUJIE TPAHCAECPMAIbHBIX
TEPANeBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IPENaparoB, COJAEPKAIUMX HAPKOTHUYECKOE CPEACTBO B
COYETAaHMH C AHTArOHMCTOM OIHUOMIHBIX PELIENITOPOB.


https://login.consultant.ru/link/?req=doc&base=LAW&n=370330&date=06.12.2021&dst=375&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=06.12.2021&dst=100015&field=134

<2> Tlognynkt 5.2.178 mynkrta 5 ITlomokeHuss o MUHHCTEpCTBE 37paBOOXpaHeHUs Poccuiickoit
®denepanun, yTBep>KIAeHHOTO mnocraHoBieHueM llpaButennctBa Poccuiickoit deneparuu ot 19 uronHs
2012 r. N 608 (Cobpanme 3akoHomaTenbcTBa Poccuiickoit @enepanmu, 2012, N 26, ct. 3526; 2017, N 52,
ct. 8131) (nanee - [lonoxxenne o MunucrepcTse).

3. Ilo peneniTam, BHIIMCAHHBIM Ha penlienTypHbIX Onankax Gopmbl N 148-1/y-88, ornyckatorcst <3>:

<3> [Moamyskt 5.2.179 Tlonoxxenuss o MunuctepctBe (Cobpanue 3akoHomarenbcTBa Poccuiickoi
®denepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTponHble JeKapCTBEHHbIE IpenapaThl, BHECEHHbIC B CIHMCOK IMCUXOTPOIHBIX BELIECTB,
obopor koTopeix B Poccmiickoit ®enepanuy OrpaHMYeH M B OTHOUICHWH KOTOPBIX JOMYCKAETCS
UCKJIIOUEHHE HEKOTOPBIX MEP KOHTPOJIS B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit Penepanyu
U  MeXIyHapoaHeiMu goroBopamu Poccuiickori ®enepamuu (crimcok III), ITlepeunss (mamee -
IICUXOTPOITHBIE JIEKapCTBEHHbIE Npenapatsl criucka I1I);

2) HapKOTUYECKHE U IICUXOTPONHbIE JIEKapCTBEHHbIE IpemnapaTel cnucka Il B Buze
TPAHCACPMAJIBHBIX ~ TEPAIICBTUYECKUX  CUCTEM U JICKAPCTBEHHBIC  IIpENaparbl, COJAEpIKallue
HapKOTHUYECKOE CPEJICTBO B COYETAHUM C AHTATOHUCTOM ONHOUIHBIX PELIEITOPOB;

3) nekapcTBEHHBbIE IMpenapaThl, W3TOTABIMBAEMbIE IO PELENTy Ha JEKApCTBEHHBIN mpenapar u
COZIEpIKAIlEe HAPKOTUYECKOE CPEJICTBO MIIM MCUXOTPONHOE BEIIECTBO, BHECEHHOE B crucok Il [lepeuns,
U npyrue hapMakoJIOrMuecKrue aKTUBHBIC BEIIECTBA B J103€, HE MPEBBIIIAIOINICH BBICIIYIO Pa30BYIO 03Y,
U TpU YCIOBUHU, YTO 3TOT KOMOMHHUPOBAHHBIN JIEKAPCTBEHHBIN INpenapar He SBISAETCS HapKOTHUYECKUM
WJIY TICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenaparom cnucka II.

4. Tlpu oTmycke HapKOTHYECKOTO U IMCUXOTPOIHOrO JIEKapCTBEHHOro MpemnapaTta crnucka Il Ha
periente 00 OTIYCKE JEKapCTBEHHOT0 MpernapaTta IpOoCTaBiseTcs MevyaTh anTekyd UM anTedHOro MyHKTa,
B KOTOPOM yKa3aHO MX MOJHOE HaMMEHOBaHKE (IPU HAJIMYUU NI€YaTH).

5. Ocrarorcst U XpaHATcs y CyObeKTa pO3HUYHOM TOPrOBJIM pelenThl (¢ oTMeTKoN "JIekapcTBEHHBIN
npenapaT OTnyiieH") Ha:

1) HapkoTHYecKHE€ M TCHUXOTPOIHbIE JIEKapCTBEHHbIE mpemnaparbl cnucka II, mcuxoTpomHbie
JIEKapCTBEHHBIE NpenapaThl cnucka Il - B TeueHue nstu Jier;

2) KOMOWHHpPOBAHHBIC JICKAPCTBEHHBIC MpEmapaThl, COJACpIKAIINEe HAPKOTHUYECKHUE CPEICTBA HIIU
MCUXOTPONHBIE BemecTBa, BHeceHHble B cnucku Il m III IlepeuHsi, M3roTOBIEHHBIE B aANTEUYHOU
OpraHM3allvM, JIEKapCTBEHHBIE IMPENaparhl, MOMJICKAIIUE IPEIMETHO-KOJIUYECTBEHHOMY YYeTy, - B
TEUYECHUE TPEX JIET.

VYka3zaHHbIE JIEKapCTBEHHBIC IMpernaparhbl, MpeaHa3HaueHHbIE IS TpakJaH, UMEIOIIUX IMpPaBO Ha
MOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB, OTITYCKAEMbBIX OECIIaTHO WIIM CO CKHIKOH, OTITYCKArOTCS TPH
NpeIbsBICHUH pEIeNTa, BBIIMCAHHOIO Ha pernentypHoM Onanke ¢opmbel N 148-1/y-88, m peuenta,
BBITIMCAHHOTO Ha perentypHoM Osanke ¢hopmbl N 148-1/y-04(o).

6. OTmyck HAapKOTMYECKMX M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENAapaTOB OCYLIECTBISAETCS
(bapManeBTUYECKUMH M MEJUIMHCKUMHU paOOTHUKAMH, 3aHMMAIOIIMMU JIOJKHOCTH, BKJIIOYEHHBIEC B
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NEePeYeHb JOJDKHOCTeH (hapMaleBTHUECKUX M MEIUIIMHCKAX PAOOTHUKOB B OPraHU3alMiX, KOTOPBIM
NPEIOCTaBJICHO IIPaBO OTIYCKa HApPKOTHYCCKMX JICKAPCTBCHHBIX MPEHapaToB MW ICHUXOTPOMHBIX
JICKapCTBEHHBIX MPENapaToB (GU3NYECKUM JHLaM <4>.

<4> TloanyskT 5.2.176 Ilonoxenuss o Munuctepcrse (Cobpanue 3akoHonaTeNnbCTBa Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTuueckue M ICUXOTPOIHBIE JIEKAPCTBEHHBbIE Ipenaparbl crnucka II, 3a uckimodeHunem
JIEKapCTBEHHBIX IIPENapaTOB B BHJE IUIACTBIpEH M JIEKAPCTBEHHBIX IPENapaToB, COJAEPIKALIUX
HapKOTHYECKOE CPEICTBO B COUETAHMU C AHTArOHMCTOM OIMOMUJHBIX PELENTOPOB, OTIYCKAIOTCS IPH
IIPEIbSABICHUHN JOKYMEHTA, YIOCTOBEPSIOLIETO JIUUYHOCTD, JIUIY, YKa3aHHOMY B PELENTE, €r0 3aKOHHOMY
IPEJCTaBUTENI0 <5> MM JIMLY, UMEIoIIEeMy O(OPMIEHHYIO B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanyy JOBEPEHHOCTh HA MPABO IOJIYYEHHMS TAKUX HAPKOTUYECKHX M IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB.

<5> B oTHOLIEHUHU JHIA, yKa3aHHOro B yactu 2 crtatbu 20 denepanpHoro 3akona N 323-D3
(Cobpanue 3akononarenscTBa Poccuiickoit @enepamnmu, 2011, N 48, ct. 6724).

[Tpu HEeBO3MOKHOCTH O(OPMIIEHUSI UHKYpAaOEIbHBIMU OOJIbHBIMU Ha 3aBEpLIAIOIIEM 3Talle KU3HU
JIOBEPEHHOCTH Ha MPaBO MOJIyYEHHs YKa3aHHBIX B a03alle MepBOM HACTOALIETO MyHKTa HAPKOTUYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENApaTOB TaKWE€ JIEKAPCTBEHHBIE IpPENaparbl OTIIYCKAIOTCS HHBIM
JUIaM, OCYILECTBISIOUIMM YXOJA 3a HHUMH, INpPU IPEABABICHUU OJHOBPEMEHHO C pELUENTOM Ha
JIEKapCTBEHHBIN Ipenapar JTOKYMEHTa, YIOCTOBEPSIOLIETr0 JIUYHOCTb, U JOKYMEHTA, I10ITBEPKIAI0IIEr0
MHKypaOelnbHOE COCTOSIHUE OOJNBHOTO, COJAEPIKAIIEero CBEACHHA O JIMIE, KOTOpOe IOIydaeT
JIEKapCTBEHHbIE IpernapaTsl Mo peuenty (pamMuius, uMs, OTYECTBO (IIPU HAJTMYMH), BUJ, CEpUs U (UIIN)
HOMEp JOKYMEHTA, YIOCTOBEPSIOLIETO JINYHOCTB), 3aBEPEHHOTO MOJNHUCBHI0 M ME€YAaThI0 MEJUIIMHCKOTO
paboTHUKA, a TAK)KE NI€YaThi0 MEUIIMHCKON OpraHu3auu.

JIOKyMeHT, MOATBEpKAAIONINNH HMHKYpaOeIbHOE COCTOSIHHE OOJBHOTO, OCTaeTcs B AamlTEYHOM
OpraHu3aIyu.

8. HapkoTuueckue W TICHXOTPOIHBIE JIEKapCTBEHHBIE MpemapaThl crucka Il (3a uckimoueHueM
JIEKApCTBEHHBIX TIPEMapaToB B BHUJAEC TIUIACTBHIPE H JIEKAPCTBEHHBIX MPEMapaTroB, COACPIKaIIUX
HapKOTUYECKOE CPEICTBO B COUYETAHMM C AHTAarOHUCTOM ONMOMIHBIX PELENTOPOB), MpeIHa3HAYCHHbIE
JUTSI TPKJIaH, MMEIOIIUX MPaBO Ha OECIUIATHOE TOJYYCHHE JIEKAPCTBEHHBIX MPENapaToB WU MOJyYeHUe
JIEKAPCTBEHHBIX IMPENapaToB CO CKUAKOM, OTMYCKAIOTCA MPU MPEAbIBICHUH PEIenTa, BHIMUCAHHOTO Ha
penentypaoM O6anke ¢opmbl N 107/y-HII, u pernenta, BEIMUCAHHOTO Ha perenTypHoM OiaHke Gpopmbl N
148-1/y-04(x).

9. Ilocne oTIycka HAPKOTUYECKHUX M NICUXOTPOIHBIX JICKAPCTBEHHBIX MpenapaToB cnucka II, B Tom
YHUCJIE B BUJE TPAHCACPMAJIBHBIX TEPANIEBTUYECKUX CUCTEM U JIEKAPCTBEHHBIX IIPENAapaToB, COAEPKAIINX
HapKOTUYECKOE CPEACTBO B COYETAHWHM C AHTAarOHMCTOM ONMOWJHBIX PELENTOPOB, IMCUXOTPOIHBIX
JIEKApCTBEHHBIX ImpenaparoB cnucka [II muiy, momyduBlIeMy JIEKapCTBEHHBIM Iperapar, BbIIAETCSA
CUTHATypa C >KeJITOM MOoJI0OCOM B BEpXHEW YacTH M HAAMUCHIO YepHBIM IpudToM Ha Hel "Curnartypa', B
KOTOPOM YKa3bIBAKOTCS:

1) HamMeHOBaHWE M aApPeC MECTOHAXOXKICHHS anTeKH, AanTEeYHOrO0 IyHKTa, MEIUIIMHCKOU
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opranu3ainuu, 000Co0JICHHOTO TOPa3ACICHUS METUIIMHCKON OpTaHN3allNY;
2) HOMEp U JIaTa BBITUCAHHOTO PEIICMTa;

3) damunus, ums, oT4ecTBO (MPH HAIWYHMM) JIUIA, IS KOTOPOTrO MpeAHA3HAYEH JIEKapCTBEHHBIN
Ipernapar, ero Bo3pacr;

4) HOMEep MEIMIIMHCKOW KapThl MAIIMEHTA, MOJYYAIOIIEer0 MEIUIIMHCKYIO IIOMOIIb B aMOYIaTOPHBIX
YCJIOBUSIX, I KOTOPOTO MpEeIHa3HAYEH JICKAPCTBEHHBIN IIpenapar;

5) dbamunus, ums, oTYeCTBO (IIPU HATHMYUH) MEJUIIMHCKOTO PaOOTHUKA, BHINMKCABIIETO PEIETIT, €ro
KOHTAKTHBIN TesnedoH 1160 TenedoH MeIUIUHCKON OpraHu3aluu;

6) coep)aHue perenTa Ha JJATUHCKOM SI3bIKE UJIM PYCCKOM SI3BIKE;

7) damunus, uMs, 0T4€CTBO (IIPH HAIMYUHU) U MOAMUCH (apMaleBTUYECKOTO WM MEAUIIMHCKOTO
pabOTHHKA, OTIYCTHBILETO JIEKAPCTBEHHBIN Mpemnapar;

8) marta oTITycKa JIeKapCTBEHHOTO Mpemnapara.

10. 3ampemiaercsi OTIYCK CYOBEKTOM PO3HHYHOH TOPTOBIM 1O pEUENTaM BETEPUHAPHBIX
OpraHM3aLi HAPKOTUYECKUX M ICHXOTPOIHBIX JIEKAPCTBEHHBIX MPETapaToB.

[Tpunoxenne N 3

K IIpUKa3y MuHHCTEpCTBA 3/paBOOXPAaHEHUS
Poccuiickoit denepanuu

oT 24 Hos1i6ps 2021 r. N 10931

NOPAAOK
OTNMYCKA ANTEYHbIMKX OPTAHU3ALUNAMU UMMYHOBUOJTOMMMYECKUX
NEKAPCTBEHHbIX NMPENAPATOB

1. Ornyck MMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISETCS alTEeYHBIMU
OpraHM3alMsIMM ¥ WHIMBHUAYaJIbHBIMU  IpPEANPUHUMATENSAIMH, HUMEIOIIMMM  JIMLEH3UI0  Ha
(bapMalleBTUUECKYIO JAESITeNbHOCTb, MEIUIMHCKUMHU OpTraHM3alUsIMHM, HWMEIOUMMH JIMLIEH3UI0 Ha
(bapMareBTUYECKYI0 JesTeIbHOCTh, W HMX OOOCOOJEHHBIMU TOJpa3feneHus MU (amMOyIaTopusMu,
denpamepckuMu U QENbIIIepCKO-aKyIIepCKUMH  MMYHKTaMH, ULeHTpaMu (OTIeNIeHUusMHU) oOmien
BpaueOHOM (CeMeiHOi) MPAaKTUKH), PACIIOJIO0KEHHBIMU B CEIbCKUX MOCEIIEHUSX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHu3anuu, 6e3 perenta u (WiK) 1Mo PeLenTy Ha JIeKapCTBEHHBIN MpenapaT, opopMIIEHHOMY
MEIULIMHCKUMH paOOTHUKAMHU (Jaiee - peLenrT).

2. Ilpn oTnycke MMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOI'O IperapaTa Ha peLenTe WIK KOpelke
peliernta, KOTOPbIM OCTaeTcs y Juua, mpuoOperaromiero (MoJydarollero) JIEKapCTBEHHBIH Ipemnapar,
yKa3bIBaeTCsl TOYHOE BpeMsl (B yacax M MUHYTaX) OTITYCKa JIEKapCTBEHHOT'O Mpernapara.

3. Ornyck HMMMYHOOHMOJOTMYECKOTO JIEKAPCTBEHHOI'O IperapaTra OCYIIECTBISICTCS — JIUILY,
npuobperarolemMy (MojydarolemMy) JeKapCTBEeHHBIH Mpenapar, Npu HAIUYUU y HEro ClelHalbHOTO



TEPMOKOHTEHHEPA, B KOTOPBII TOMEIIAeTCs ICKAPCTBEHHBIN Mperapar, Wik BO3MOXHOCTH MPHUOOPETCHUS
B aNTEYHOH OpraHu3allid HEOOXOJUMBIX CPEACTB IS TPAHCIOPTUPOBKH (TEPMOKOHTEHHED,
XJ1a703JIEMEHTHI ).

4. Jluny, npuoOperimieMy HMMYHOOMOJIOTUYECKUN JIEKApCTBEHHBIN Mpemapar, pa3bsCHSETCS
HEOOXOMMOCTh JJOCTaBKM JICKAPCTBEHHOTO NpenapaTa B MEAWLMHCKYIO OpPraHU3alMi0 B CPOKH, HE
MIPEeBBIIIAIOIINE CPOKU MOJJIepKaHUs pabodeil TeMIepaTypbl CpPelICTB TPAHCIOPTUPOBKH, yKa3aHHBIE B
WHCTPYKIUU.




