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[JokymeHT npepoctasneH KoHcynbTaHTIn0C
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3apeructpupoBano B Munrocte Poccuu 30 HostOpst 2021 r. N 66142

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1093H

OB YTBEPXXOAEHWU MPABWUI
OTMYCKA NEKAPCTBEHHbIX MPEMAPATOB ANA MEOULMHCKOIrO NPUMEHEHMS
ANTEYHbLIMU OPFAHU3ALIMAMU, UHAUBUAY ANbHBLIMWU NPEANPUHUMATENAMW,
MMEIOLLMMM NMULIEH3UIO HA OCYLLIECTBIEHUE ®APMALIEBTUYECKOWM
OEATENBbHOCTU, MEAULIMHCKUMU OPFAHU3ALIMAMUW, UMEIOLLIMMW JIMLIEH3MIO
HA OCYLLECTBJIEHUE ®APMALEEBTUYECKOW OEATENLHOCTHU, U UX
OBOCOBNIEHHbLIMW NOAPA3AENEHUAMU (AMBYNATOPUSIMU, ®ENBALEPCKAMM
N ®ENbALIEPCKO-AKYLEPCKUMMU MYHKTAMU, LLEEHTPAMM (OTOENEHUAMM)
OBLLEN BPAYEBHOW (CEMEMHOW) NMPAKTUKM), PACMONOXEHHbLIMU
B CENbCKUX MOCENEHUSX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPFAHU3ALMU, A TAKXXE NPABUI OTMYCKA HAPKOTUYECKUX CPELCTB
N NCUXOTPONHbIX BELWECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX NPENAPATOB [51sl MEAULIMHCKOIO MPUMEHEHMUS,
NEKAPCTBEHHbIX NMPEMNAPATOB [l MEAULIMHCKOIO NMPUMEHEHUS,
COOEPXALLUMX HAPKOTUYECKUE CPEACTBA U MCUXOTPOIMHbIE
BELLECTBA B TOM Y/CTE NOPSAAKA OTMYCKA ANTEYHbLIMM
OPIAHU3ALMAMU UMMYHOBUOMOTMYECKMX
NEKAPCTBEHHbIX NPEMAPATOB

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

B coorBercTBuu ¢ myHkTamu 2 u 3 crathu 55 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3
"O6 oOpamenuu nekapctBeHHBIX cpeactB" (CoOpanume 3akoHomarenbcTBa Poccuiickoit deneparum,
2010, N 16, cr. 1815; 2013, N 48, cT. 6165; 2016, N 27, ct. 4238), ¢ moanmyHkramu 5.2.165, 5.2.169 u
5.2.183 nynmkra 5 Ilomoxenuss o MunHucrepcrBe 3apaBooxpaHeHus Pocculickonn ®enepanun,
yTBEpXkAEHHOro nocranosieHueM IlpasutensctBa Poccuiickoit ®enepannn ot 19 urons 2012 r. N 608
(Cobpanue 3axkonomarensctBa Poccuiickoit @enepammu, 2012, N 26, ct. 3526; 2014, N 37, cT. 4969;
2017, N 33, ct. 5202), npuka3biBato:

1. YTBepauTh:

[IpaBuna oTmycka JIEKapCTBEHHBIX MpEnapaToB s MEAUIUHCKOIO IMPUMEHEHHs anTeYHBIMU
OpTaHU3aIMsIMH, HHIUBUIYATbHBIMU MPEIIPUHIMATEISIMA, UMEIOMIMMHU JTUIICH3UI0 Ha OCYIIECTBIICHHUE
(bapMarieBTUUECKONH ACSITEIbHOCTH, MEAWLIUHCKUMH OpPTaHM3aLMsAMH, HMEIOMIMMHU JIMLIEH3UI0 Ha
OCYIIIECTBIICHHE (apMaIleBTHUECKONW JEATETBHOCTH, M WX O00O0COOJEHHBIMH IOAPA3/ACICHUSIMU
(amOynaropusimu,  (enapaIIEpCKUMH U (ENpAMIEPCKO-aKyIIEPCKUMH  MYHKTaMH,  LIEHTpaMHu
(oTmeneHusMU) 001ICH BpaueOHOM (CEMEITHOM ) MPAKTUKH ), PACTIOJIOKEHHBIMH B CEITLCKUX MOCETIEHUSAX, B
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[aTa coxpaHeHusi: 28.04.2023

KOTOPBIX OTCYTCTBYIOT alITEUHbIE OPraHU3aluu, corjiacHo npuioxenue N 1 (ganee - npaBuna);

[IpaBuia oTmycka HapKOTHUECKHUX CPEACTB U IICUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
Ka4CCTBC JICKAPCTBCHHLIX NPCIIAapaToB JJII MCAUTTUHCKOI'O NPUMCHCHUS, JICKAPCTBCHHLIX MPCIIapaToOB AJId
MEIUIIMHCKOTO TMPUMEHEHHMsI, COJAEPXKAlIUX HAPKOTUYECKHWE CpPEJCTBAa M IICUXOTPOIIHBIE BEIIECTBA,
corjacHo npuioxenuto N 2;

[lopsook  oTmycka anTeYHBIMM  OPraHM3AaLUsIMA ~ MMMYHOOHOJIOTHYECKHX  JICKApPCTBEHHBIX
IperapaToB COrJacHO MpHiIokeHnio N 3.

2. Ilpu3HaTh yTpaTUBILUMU CUIY:

npuka3 MuUHHCTEPCTBA 3paBOOXpPaHEHUs U collMaibHOro pa3BuTus Poccuiickoit denepaunn ot 26
arycta 2010 r. N 7351 "OO ytBepxknenuu IlpaBunm oTmycka JIeKapCTBEHHBIX IPEMapaToB IS
MEIUIMHCKOTO  MIPUMEHEHUS  MEIULIMHCKUMH  OpraHM3alMsIMM, HMEIOIIMMHU  JIMIEH3UI0  Ha
(bapMalleBTUUECKYIO JEsITeNbHOCTh, W UX 000COOJEHHBIMU MoOApa3feneHusiMu (amOylnaTopusMu,
denpamepckuMu B QEIbIIICPCKO-aKYIIEPCKUMH  TIYHKTaMH, [EHTpaMu (OTIECHUsIMH) OOIIeH
BpaueOHOI (ceMeiHOI) MPaKTUKHU), PACTIOIIOKEHHBIMH B CEIbCKUX MOCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble opraHuzauuu’ (3apeructpupoBaH MuHucrepctBoM toctuuuu Poccuiickoit @enepanuun 28
centsa6ps 2010 r., peructpannonnbiii N 18575);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit ®@enepanuu ot 11 urons 2017 r. N 4031 "O0
yrBepkaeHun [IpaBui oTIycka JIEKapCTBEHHBIX IMPENapaTroB JJI MEAULMHCKOTO NMPUMEHEHHs, B TOM
yyclie  MMMYHOOUOJIOTMYECKHMX  JIEKAPCTBEHHBIX  IPEMapaToB,  aNTEYHbIMU  OpPraHU3AlMSIMH,
UHAWBUIYAIBHBIMA  MPEINPUHUMATEISIMM,  HUMEIOIIMMHU  JIMLIEH3UI0  Ha  (apMaleBTHUYECKYIO
NesATeIbHOCTR" (3aperucTpupoBad MunucTepcTBoM tocturini Poccuiickoit @enepannu 8 centsiops 2017
I., peructpauuoHubiii N 48125);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 7 uronsg 2020 r. N 683u "O
BHECEHUU M3MeHeHu! B [IpaBuiia oTIycka JeKkapCTBEHHBIX PENapaToB A MEAULIMHCKOTO IIPUMEHEHUH,
B TOM 4YHCI€ HMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IIPENapaToB, anTeYHbIMU OpraHU3alMIMHU,
WH/MBUYAIIbHBIMU PEANPUHUMATENISIMU, UMEIOLIUMHU JIMLIEH3UI0 Ha (papMalleBTHUECKYIO JIeSTebHOCTD,
yTBEpKACHHbIE TpUKa3oM MuHucrtepcrBa 3apaBooxpaHeHust Poccuiickoit ®@enepauuu ot 11 urons 2017
r. N 4031" (3apeructpupoBan MunucrepctsoM toctuinn Poccuiickoit @enepanuu 14 oxts6ps 2020 r.,
peructpanuonHslii N 60370).

3. Hacrosmumii npukas Bcrynaer B cuiny ¢ 1 mapra 2022 r. u geiictByer no 1 mapra 2028 r., 3a
uckiroueHneM myHkra 12 [paBui oTmycka jJeKapCTBEHHBIX MPEnapaToB A MEAUIIMHCKOTO TPUMEHEHUS
anTeYHbIMM OpraHU3alUsAMHU, WHIMBHUIYaJIbHBIMH MpPEANPUHUMATEISAMH, HMMEIOIIMMHU JIMLEH3UIO Ha
ocyliecTBiaeHre (apMaleBTUUECKON JeSTEIbHOCTH, MEIWLIHWHCKUMH OpTaHU3alUsIMH, HMEIOIIUMU
JUIIEH3UI0O Ha  OCYIIeCTBICHHWE (DapMaleBTUUECKOM  JEATENbHOCTH, U UX 000COOJIEHHBIMU
nojapasaeneHusaMu  (aMOynaTopusiMu, (enpAmepckuMu U QenbIIepcKo-aKyIlIepCKUMU  ITYHKTaMH,
neHTpamMu (OTAeTIeHUsAMH) oOmiel BpadeOHON (CeMEWHOM) MpaKTHKHU), PAcONOKEHHBIMU B CEIbCKHX
MOCENIEHUSIX, B KOTOPBIX OTCYTCTBYIOT alTE€UHbIE OpPraHU3alll{, YTBEPKIACHHBIX HACTOSIIMM IPUKa30M,
KOTOpBIH BeTymaeT B cuity ¢ 1 mapta 2022 r. u aeiictByer 10 1 centsops 2022 rona.

Munuctp
M.AMYPAIIKO
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Mpuka3 MuH3gpasa Poccun ot 24.11.2021 N 1093H JIOKyMeHT npefocTasnen KoHcynbTaHTIoc
(pea. ot 24.11.2021) y! p Y.

"O6 yTBepxaeHUM MpaBun OTMyCKa SIEKapCTBEHHBIX MPenapar... Aata coxpanexua: 28.04.2023

[Tpunoxenue N 1

K MpuKka3zy MUHUCTEPCTBA 3paBOOXPAHCHUS
Poccuiickoit @enepanuu

ot 24 nosi6ps 2021 r. N 1093n

NMPABUIIA
OTNMYCKA NEKAPCTBEHHbIX NMPEMAPATOB Al MEAULUUHCKOIO NPUMEHEHUA

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. ITpukaza Munszapasa Poccuu ot 24.11.2021 N 1093H)

l. O6wme TpeboOBaHUA K OTNYCKY fieKapCTBEHHbIX NpenapaToB
ANnA MeAuLMHCKOro npuMeHeHus

1. OTyck JiekapCTBEHHBIX MPenaparoB s MEJUIMHCKOTO NMPUMEHEHUs (fajiee - JeKapCTBEHHbIE
IpenapaThl) OCYUIECTBIISIETCS alTE€YHbIMU OPraHU3alUsSIMU U WHAWBUIYaJbHBIMU MPEANPUHUMATEISIMH,
UMEIOIIMMHU  JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JAEATeNbHOCTb, MEIUIMHCKUMHU OpraHu3alusMu,
MMEIOLUMH JIUIEH3UI0 Ha (DapMalieBTHUECKYIO AESITENbHOCTh, U UX 000COOJIEHHBIMU MOAPA3/ICICHUSIMU
(amOynaropusimu,  denapaIepCKUMH U (ENpAMEPCKO-aKyIIepCKUMH  MyHKTaMH,  LIEHTpaMu
(oTmeneHusiMu) 001IEH BpaueOHOM (CEMEHO) MPAKTUKH ), PACTIOJIOKEHHBIMH B CEITbCKUX MOCETIEHUSAX, B
KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHU3alluK (Aajee - CyObeKTbl pO3HUYHON TOProBin), Oe3 perenra
<1> wm (uaM) mo peuenty Ha JIEKAPCTBEHHBIM IpemnapaT, OQOPMICHHOMY <2> MEIAULIHUHCKUMHU
paOoTHHKaMU (J1anee - pelenT), a TakKe Mo TpeOOBaHUI0 MEIUIIMHCKON OpraHu3aluy <3> Ui anTeyHOM
OpraHM3alMH.

<1> IMonmysukT "4" myHkra 5 wactu 4 crathu 18, moamyHkT "k" myHkra 1 wactu 1 crateu 33
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 oOpaieHun JeKapCTBEHHBIX CpeicTB”
(Cobpanue 3akonomatennscTBa Poccuiickoit deaepanun, 2010, N 16, cr. 1815) (manee - denepanbHbIii
3akoH N 61-D3).

<2> [onmynkt 5.2.179 Tomoxxenust o MunucTepcTBe 31paBooxpaHeHus Poccuiickoit deneparum,
yTBEpXkAEeHHOro nocranoieHueM IlpasutensctBa Poccuiickoit ®enepannn ot 19 urons 2012 r. N 608
(Cobpanne 3axonHomarensctBa Poccuiickoit denepanun, 2012, N 26, ct. 3526; 2017, N 52, cr. 8131)
(manee - Ilonoxxenne o MuHucrepcTse).

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

2. OTmyck JIeKapcTBEHHBIX MpenapaToB 0e3 pelenToB OCYIECTBISAETCS:
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Mpuka3 MuHsppasa Poccun ot 24.11.2021 N 1093H
(pen. ot 24.11.2021)
"06 yTBepxaeHun MpaBnn OTMycKa leKapcTBEHHbIX Npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

1) anTexkamu, OCYIIECTBISIONIMMHU PO3HUYHYIO TOPTOBIO (OTIYCK) JIEKAPCTBEHHBIX IpEenapaToB
HACEJICHUIO, U alTeKaMU KaK CTPYKTYPHBIMU MOJAPA3JEICHUIMU METUIIMHCKON opraHuzauuu (najuee -
anTeKH);

2) anTeyHbIMH IyHKTaMH, B TOM YHCII€ KaK CTPYKTYPHBIMU IOJIPa3/A€ICHUAIMU MEIAULIUHCKON
OpraHM3aluu (Jajiee - alTeYHbIe IYHKTHI);

3) anTeuyHbIMH KHOCKAMH;

4) WHIWBHUIYaTbHBIMUA MPEANPUHUMATEISIMU, WMCIONIMMH JUIEH3UI0 Ha (hapMarieBTHIECKYIO
NeSITeNbHOCTD (Jjaliee - UHAUBUIYATbHBINA TPEeITPUHUMATED);

5) MEIUIIMHCKUMHU OPTaHU3AIHMSIME, UMEIONTIMHE JTUIICH3UIO Ha (HapMaIleBTHYECKYIO JeITeIbHOCTb,
u ux 000Cc00IeHHBIMU MoApa3ieICHUSMH (amOynaTopusimMu, (henpamepcKuMu u
(denpamepCcKo-aKyIepckKuMI  TTyHKTaMH, IEHTpaMu (OTACIECHUSIMHU) oOmel BpaueOHON (ceMerHOi)
MIPAKTHUKH), PACIIOJIOKEHHBIMHU B CEJIBCKHMX TIOCEJICHUSX, B KOTOPHIX OTCYTCTBYIOT aliTeYHbIC OPraHU3aluu
(Tamee COOTBETCTBEHHO - MEIHMIIMHCKHAE OpraHW3alud, 00O0COOJICHHBIE IMOJAPA3/ACICHUS METUIIMHCKHX
OpraHu3anyii), TepeueHb KOTOPhIX YTBEP)KIAACTCS OpraHaMH HCIOJHHUTEIBHON BIIACTH CyOBEKTa
Poccuiickoit deneparum <4>.

<4> Yacts 5 cratbu 55 @enepansuoro 3akoHa N 61-03 (CobOpanue 3akoHomarenscTBa Poccuiickoit
®enepauun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTnyck neKapCTBEHHBIX NIPENAPATOB M0 PELENTaM OCYIIECTBISAETCS:
1) anTexamuy;
2) anTeYHbIMH TyHKTAMHU;

3) UHIUBUYATbHBIMU NPEANPUHUMATENSAMH (32 UCKIIOYEHHEM OTIyCKa HApKOTUYECKUX CPEICTB U
IICUXOTPOITHBIX BEILECTB, BKIFOUYEHHBIX B IIEPEUYEHb HAPKOTUYECKUX CPEACTB, ICUXOTPOMHBIX BELIECTB U
UX TPEeKypcopoB, MOJyIeKalMX KOHTpoito B Poccuiickoit denepaunu <5> (najgee COOTBETCTBEHHO -
IlepeuyeHb, HAPKOTUYECKHE U TICUXOTPOMHbIE JIEKAPCTBEHHbIE MTPETapaThl);

<5> [lynkr 2 crathu 2 PenepanbHOro 3akoHa ot 8 sHBaps 1998 r. N 3-@3 "O HapKOTHUECKUX
cpenctBax u ncuxoTpomnHbix BemiecTBax" (CobOpanue 3akoHoaaTenbcTBa Poccuiickont denepanum, 1998,
N 2, ct. 219; 2016, N 27, ct. 4238) (nanee - ®enepanbHbiii 3akoH N 3-D3).

4) MEIUIUHCKHUMH OpTraHM3alusIMH U O00OCOOJEHHBIMU TOAPA3JCICHUSIMUA MEIUIUHCKUAX
OpraHu3aIui.

4. ITo peuenTam, BBIMMCAHHBIM Ha pPELENTYpHBIX OmaHkax Gopmbl N 148-1/y-88, ormyckatotcst <6>
JIEKapCTBEHHBIC IpENapaThl, BKJIIOYCHHBIC B IEPEUCHb JIEKAPCTBEHHBIX CPEACTB IS METUIIMHCKOTO
MPUMEHEHHS, MMOISKAIINX MPEIMETHO-KOJIMYECTBEHHOMY YUeTy (Jajiee - JIEKapCTBEHHBIE IMPErapathl,
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Mpuka3 MuHsppasa Poccun ot 24.11.2021 N 1093H
(pen. ot 24.11.2021)
"06 yTBepxaeHun MpaBnn OTMycKa leKapcTBEHHbIX Npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

BKJIIOUEHHBIE B IepeueHs [IKY) <7>.

<6> [Moamynkt 5.2.179 Tlonoxxenuss o MunuctepctBe (Cobpanue 3akoHomarenbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> TIlomnyukr 5.2.171(1) Tlonoxxenuss o MunucrepctBe (CobOpaHue 3aKOHOIATEIHCTBA
Poccutickoit deneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

Vka3zaHHbIC JIEKAPCTBEHHBIC IpEMaparbl, MpeaHa3HAuUCHHbBIC IS TPaKJIaH, UMCIOIIUX IPaBO Ha
MOJIy4eHHUE JICKAPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX OCCILIATHO MJIM CO CKUIKOHM, OTIYCKAIOTCS TIPH
MPEeIbIBICHUHN pELeNTa, BBITMCAHHOTO Ha perentypHoMm Onanke ¢opmbel N 148-1/y-88, u peuernra,
BBINIMCAHHOTO Ha perenTtypHoM Ostanke Gopmbel N 148-1/y-04(i).

5. Ilo peuenTam, BBIUCAHHBIM HA pelenTypHbIX OmaHkax dopmbl N 148-1/y-04(1), oTmyckatorces
JICKapCTBCHHBIE IPETapaThl, BHITUCHIBACMBIE T'PaXKIaHAM, HMCIOIIUM MPABO Ha OECIUIATHOE TOJTy4YCHHE
JICKQpPCTBEHHBIX IPEMAapaToB MM TOJYYCHUE JICKAPCTBEHHBIX IPEIapaToB CO CKUAKOW (nanee -
JIEKapCTBCHHBIE TIPETapaThl, OTIyCKaeMble OECIIaTHO WIIH CO CKHJIKON).

6. [1o peuenTam, BBIMIMCAHHBIM Ha perenTypHbIX Onankax gopmbl N 107-1/y, oTmyckaroTcsi UHBIE
JIEKApCTBEHHBIC TMpenapaThl, HE YKa3aHHble B IMyHKTe 4 Hacrosumx [IpaBun, u 3a HCKIIOYEHHEM
JIEKapCTBEHHBIX MPENapaToB, OTMYCKaeMbIX 0e3 perernTa.

7. KoMOMHMpOBaHHbBIE JIEKApPCTBEHHBIE Mpenapathl ISl MEIULMHCKOIO IPUMEHEHUs, CoJeprKaline
KpOME MaJIbIX KOJIMYECTB HAPKOTUYECKUX CPENCTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB APYTHe
(apMaKoJOTUYECKUE AaKTUBHBIE BELIECTBA, OTIYCKAIOTCS anTeKaMH, anTeYHbIMH IYHKTaMH U
WH/IMBUYAIbHBIMU PEANPUHUMATEIIMU, UMEIOIUMHU JIMIIEH3UIO Ha (JapMalleBTUYECKYIO AEATEIbHOCTb,
0 perenTaM, BHIIMMCAaHHBIM Ha perenTypHbix O0mankax ¢opm N 107-1/y u N 148-1/y-88 <8>, xpome Tex
JIEKapCTBEHHBIX MPENapaToB, KOTOPbIE OTIyCKAatOTCs 0e3 perenTa.

<8> Yacrts 6 cratbu 55 ®enepanbrHoro 3akoHa N 61-03 (CobOpanue 3akoHoAarenbcTBa Poccuiickoi
®enepanuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo peuentam B ¢Qopme >IEKTPOHHOTO JOKYMEHTa C HCIOJb30BAaHUEM YCUIICHHOM
KBaJIM(HUIIMPOBAHHON 3JEKTPOHHOM MOANMMCH MEAMIMHCKOro paboTHHKa (nanee - peuent B Qopme
AJIEKTPOHHOTO JIOKYMEHTA) OTIYCKAIOTCS BCE JIEKAPCTBEHHBIE IIpenaparThl, yKa3aHHbIe B MMyHKTax 4, 5, 6,
7 nacrosmux [Ipasui.

9. MemunuHCKUE OpraHU3allMd W O0OCOOJICHHBIC MOAPA3ACICHUS] MEIUIIMHCKUX OpTraHU3aIui
TaK)K€ MOTYT OTIYCKaTh:

1) nexapcTBeHHBIE Mpemnaparthbl, BKIoueHHble B nepedeHb [IKY, BblmucaHHble HAa peLENTYpPHBIX
6nankax ¢opmsl N 148-1/y-88;

2) nekapCTBEHHblE IIpemapaThl, BKIIOUYEHHble B llepeyeHb JeKapCTBEHHBIX IpenapaTos,
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OTIIyCKaeMBIX IO pernenTaM Bpada (Qenpamiepa) MpH OKa3aHWU JIOTOJHUTEIBLHOW OecruiaTHOU
MEIUIIMHCKOW TIOMOIIM OTACNIbHBIM KAaTeropusM TIpaxJaH, HUMEIOUMM [paBO Ha MOJIy4YeHUE
rOCy/IapCTBEHHOW COIMAJIbHOW ITOMOIIM, a TaKXXe WHbBIC JICKAPCTBEHHBIC CPEJICTBA, OTIYCKAEMBIC
OECIUIaTHO WJIM CO CKHUJIKOM, BHITUCAHHBIC HA PeHenTypHBIX OlaHkax ¢hopmbl N 148-1/y-04(x).

10. Otmyck eKapCTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTax 4, 5, 6, 7 Hactosmmx Ilpasui, B
COOTBETCTBUH C MHCTPYKLUSAMHU 110 UX MEJUIIMHCKOMY IIPUMEHEHHUIO OCYILECTBIIAETCS O€3 peLenToB.

11. Otnyck JIeKapCTBEHHBIX MPENApaToOB OCYLIECTBIISETCS B TEUEHUE YKA3aHHOI'O B pELENTE CPOKa
ero JeiicTBus npu oOpalleHny JIula K CyObeKTY pO3HUYHOM TOPTOBIIH.

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

13. .HeKapCTBeHHBIe npenaparbl OTIIYCKAOTCA B KOJHUYCCTBC, YKa3aHHOM B PpCHCHTEC, 3a
HUCKIIIOYCHHUEM CJIy4dacB, KOrja Ijid JICKAPCTBCHHOI'O IIpfliapaTa YCTAHOBJICHO KOJIMYECTBO, KOTOPOC
MOJKET OBITH BBLIIIHMCAHO B OIHOM PEUCITEC, NJIHU KYypC JICUCHUA <O>,

<9> [Moanynkt 5.2.177 Ilonoxxenuss o MunuctepctBe (Cobpanue 3akoHoaarenbcTBa Poccuiickoi
®enepauuu, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

[Ipy nmpeabsBIeHUM peLenTa C MPEBBIIEHHEM MPEAENbHO  JIOMYCTUMOTO  KOJMYECTBa
JIEKapCTBEHHOT'O Mpernapara, KOTOpPO€ MOXKET OBbITh BBIMHCAHO B OJHOM peuente, (apmaneBTHUECKUi
paboTHUK HH(OpPMHpPYET 00 3TOM JIMIO, NMPEACTABUBILEE PELENT, PYKOBOAUTENIS] COOTBETCTBYIOILEH
MEIUIMHCKON OPraHU3alluy U OTIIYCKAeT YKa3aHHOMY JIMIYy YCTaHOBJIEHHOE COOTBETCTBEHHO IIPENEIBHO
JIOTTYCTUMOE KOJIMUYECTBO JIEKAPCTBEHHOTO Mpenapara, KOTOPOe MOXKET OBITh BBIITUCAHO B OJJHOM peLenTe
C MPOCTABJIEHUEM COOTBETCTBYIOLLEN OTMETKHU B PELIETITE.

[lpyn Hammumm y cyOBeKTa PO3HUYHOW TOPTOBIM JIEKAPCTBEHHOTO TMperapara C O03HUPOBKOM,
OTJIMYHOM OT JO3UPOBKU JIEKAPCTBEHHOIO Ipernapara, yKa3aHHOH B pelente, OTHYCK HMEIOLIErocs
JIEKApCTBEHHOTO TIpernapaTa JOIyCKaeTcs, €CIM T03UPOBKA TAKOTO JIEKAPCTBEHHOTO IpenapaTa MEHBIIe
J03UPOBKM, YyKa3aHHOH B perente. B Takom cioydae OCYIIECTBISIETCS IIepecueT KOJMUYeCTBa
JIEKapCTBEHHOTO Tperapara ¢ y4eToM Kypca JISYeHHUsI, YKa3aHHOTO B PEIenTe.

B cnywae ecnu mo3upoBKa JIEKQpPCTBEHHOTO IMperapaTa, MMEIOIIETocs y CYObeKTa pPO3HHUYHOMN
TOPTOBJIH, TPEBBIMIACT TO3UPOBKY JICKAPCTBEHHOTO IIpenapara, yKa3aHHYIO B pelenTte, penieHue od
OTIyCKE JICKaPCTBEHHOTO IMpernapara ¢ TakKoW JO3UPOBKOW MPUHUMAET MEIUIMHCKUNA paOOTHUK,
BBINKMCABIINNA peLenT.

14. OTnyck JE€KapCTBEHHOTO IMpenapara OCYIIECTBISAETCS B NEPBUYHOM M BTOPUYHOU
(mOTpeOUTENHCKOI) yIMaKOBKaX, MapKHPOBKA KOTOPBIX JOJDKHA OTBEUYaTh TpPeOOBaHUAM CTaTbu 46
®enepansHoro 3akona N 61-Dd3 (Cobpanue 3akoHonaTenbcTBa Poccuiickoit @eneparuu, 2010, N 16, cT.
1815; 2014, N 52, cr. 7540), a ymakoBKa JUIsi HapKOTHMYECKHUX U TICUXOTPOIHBIX JEKapCTBEHHBIX
npemnaparoB cnucka Il - Tpe6oBanusm nyHkra 3 crateu 27 ®enepanbHoro 3akoHa N 3-O3 (Cobpanue
3akoHomarenbcTBa Poccuiickoit deneparuu, 1998, N 2, cr. 219; 2016, N 15, ct. 2052).

15. Ilpu oTmycke JeKapcTBEHHBIX IMpEnapaToB MO perenty, opopMIEHHOMY Ha pelenTypHOM
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Onmanke Ha OyMaXHOM HOcHUTele, GapManeBTHYECKUl paOOTHUK NPOCTABISIET OTMETKY Ha perente 00
OTIYCKE JIEKapCTBEHHOTO Tpenapara "JIekapcTBEHHbIN Mpenapar OTIYIIEH" U ¢ yKa3aHUEM:

1) HauMeHOBaHHUS anNTEYHOH opraHuzamu (pamMuiaInk, WMEHH, OT4ecTBAa (NPH HATHYUH)
WH/MBUYaJIbHOTO MIPEIIPUHUMATENS);

2) TOpProBoro HaMMEHOBaHUsS (32 MCKJIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaTroB, W3TOTOBJIEHHBIX B
anTeYHOH OpraHu3alun), JO3UPOBKH U KOJIMYECTBA OTIIYIIEHHOTIO JIEKAPCTBEHHOTO IIpenapara;

3) dbamunuu, uMeHH, oT4ecTBa (MPH HATMYMH) MEAUIIMHCKOTO paOOTHHUKA B CIIydyasX, yKa3aHHBIX B
a03are ueTBepTOM NyHKTa 13 1 ab3ate TperbeM nyHkTa 16 Hacrosimux [IpaBu;

4) PEKBU3UTOB JOKYMEHTA, YJOCTOBEPSAIONIETO JIMYHOCThH JIMIA, TMOJYYMBILIETO JIEKAPCTBEHHBIN
rpenapar, B cliydyae, yka3aHHOM B IyHKTe 28 HacTosumx [Ipasu;

5) dbamwimu, umenH, otdectBa (MpH HaIW4KMK) (HapMalEBTHUECKOTO PAaOOTHHKA, OTIYCTHBILIETO
JIEKapCTBEHHBIH Mpenapar, U ero NoAIMuCH;

6) IaThl OTIYCKA JICKAPCTBEHHOTO TIpenapara.

16. IIpu oTnycke JeKapCTBEHHBIX MPENapaToB 10 PELENTY, BHIITMCAHHOMY Ha PEUENTYPHOM OJIaHKe
dopmbr N 107-1/y co cpokoM JIEHCTBHS O OJIHOTO r'0jia, B KOTOPOM YyKa3aHbl MEPUOABI U KOJIMYECTBO
OTIIyCKa JICKAPCTBEHHOTrO Tpemapata (B KaXIbld MEpPUOJ), peUenT BO3BpallaeTcs JuILy,
nproOpeTaroleMy JIeKapCTBEHHBIN Mperapar, ¢ OTMETKOM, coJleprKalleii CBeIeH!s, YKa3aHHbIe B TTYHKTE
15 nacrosmux IIpasui.

[Ipu ouepenHom oOpalieHUH JUHA K CYOBEKTY PO3HMYHOM TOPTOBIAM C JIaHHBIM pPELENTOM
YUHUTBIBAIOTCS OTMETKU O MPEABbIAYIIEM OTIIYCKE JIEKAPCTBEHHOIO Iperapara 0 TaKOMY PELENnTy U B
cillyuae TNpUOOPETEeHMs] JIMIIOM KOJIMYECTBA JIEKAPCTBEHHOIO Ipernapara, COOTBETCTBYIOLIETO
MaKCUMaJIbHOMY KOJUYECTBY, YKa3aHHOMY MEIUIMHCKMM pabOTHUKOM B pelenrte, a TaKxke Io
HCTEUYEHNUU CpoKa AEHMCTBUS pelLenTa, Ha pelente mpocraBisercs mrami "JlekapcTBEHHBIM mpemnapar
OTIIYILEH" U PELIENT BO3BpaLACTCA JIUILY.

EnuHOBpEMEHHBIM  OTIYCK JIEKQPCTBEHHOIO IIpemapara 10 pEeUenTy, BBIIMCAaHHOMY Ha
peuentypHoM Omanke Gopmbl N 107-1/y co cpokoM AEHCTBHUS 10 OAHOTO rojia, B KOTOPOM YKa3aHbI
MEepPHOJIbl U KOJIMYECTBO OTITYCKA JIEKAPCTBEHHOTO Ipenapara (B KaKIblid MepHoJI), JOMYCKAETCsI TOIbKO
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), 3amonHEeHHBIH KOPEUIOK TAaKOro pelenta nepenaercs ¢apMaleBTUYECKUM
PabOTHHUKOM JINITY, MPpUOOpETaroIeMy (TTOTyJaroeMy) JIeKapCTBEHHBIC TTpenaparhl.

18. Ocratorcss M XpaHATCs Yy CyObEKTa pPO3HUYHOH TOProOBIM peuentsl (C  OTMETKOH
"JlexapcTBEHHBIH Mpemnapar oTIyIleH") Ha:

1) nexapcTBEHHBIE MIpeNapaThl, OTIYCKaeMble OECIUIATHO MM CO CKUJKOH, - B TEUCHUE TPEX JIET;

2) nexkapcTBEHHBIE Tpemaparbl, oTHocsmmMecs Mo ATX K aHTUNCUXOTHYECKUM CpeAcTBaM (KO
NO5A), ankcuonutukam (xkox NO5SB), cHoTBOopHBIM U cenatuBHbIM cpenactBaMm (ko NOSC),
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antugenpeccantam (kox NO6A) u He mojyiexaiiue MpeAMETHO-KOJIUYECTBEHHOMY YYETy, - B TCUCHUE
TPEX MECSIIEB.

19. Peunentsl, He yka3zaHHble B MyHKTe 18 Hacrosmux I[lpaBuwi, oTMmeuaroTcs ILITAMIOM
"JlekapCTBEHHBIN ITpenapaT OTHYILIEH" U BO3BPAIIAIOTCS JIUILY, TOJTyYUBIIEMY JIEKAPCTBEHHBIN Mpenapar.

20. Peuentsl, BbIMMCAHHBIE C HapyLIEHUEM IpaBuil <10>, perucTpupyroTcs B KypHaje, B KOTOPOM
YKa3bIBAIOTCS BBISBIICHHBIE HapylieHUss B OGOPMICHHUM perenta, (GpamMuinsa, HMs, OTYECTBO (MpH
HaJU4YUM) MEIULIMHCKOTO paOOTHUKA, BBIIMCABIIETO0 PEUENT, HAaUMEHOBAaHHWE MEIUIIMHCKON
OpraHu3alvKi, TPUHATHIE MEpPbl, OTMEUAIOTCA MITamMnoM '"Penent HeAeWCTBUTENEH" W BO3BpaILlalOTCA
muny, npexacraBupiieMy perent. O QakTax HapymieHUs mpaBuil OPOPMIICHHS PEIENTOB CYOBEKT
PO3HUYHOI TOProBiIK HHGOPMHUPYET PYKOBOAUTENSI COOTBETCTBYIOLIEH MEIUIIMHCKON OpraHu3aliuy.

<10> Tloamynkt 5.2.179 Ilonoxxennss o Munuctepcrse (CoOpaHue 3akoHOAATENIbCTBA Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 0060coGieHHOM MOpa3/eNieHud MEIUIIMHCKON OpraHM3alud JOJDKHBI OBITh 00eCredeHbI
YCJIOBUSI COXPAHHOCTH OCTaBJICHHBIX Ha XpaHEHHE PELENITOB Ha JIEKAPCTBEHHBIE CPE/ICTBA.

Peuentel Ha JseKapCTBEHHBIE CPEACTBA, NOJIEKAIIME MPEAMETHO-KOJINYECTBEHHOMY YUETY,
JIEKapCTBEHHBIE CPEJICTBA, OTMYyCKaeMble OECIIaTHO HIIM CO CKHUIKOH, €KEeMECSYHO TNepefaroTcs Hu3
000COOJIEHHBIX  TOAPA3ICNCHUN MEIUIMHCKUX OpraHu3alMii B  MEIUIMHCKUE  OpTaHHU3allvu,
CTPYKTYPHBIMU ITOAPA3AEICHUSIMU KOTOPBIX OHU SBIIFOTCS, IS MOCIEAYIOIETr0 XPAHEHUS.

22. Tlpu otmycke JEKapCTBEHHOrO mpenapara (apMaleBTHUeCKUid paOOTHUK WM paOOTHUK
MEIULMHCKOW  opraHu3anud  (000COOJEHHOTO  MOJpPAa3/eNeHuss  MEAMLMHCKOM  OpraHu3aliu)
nH(popMUpYET JUL0, MprUodpeTaroniee (MoTyJarollee) JeKapcTBEHHbIN Mpenapar, 0 pexkKUMe U J103aX ero
npueMa, MpaBWiiaX XpaHEHHs B JOMAIIHUX YCJIOBHAX, O B3aUMOJEHCTBUU C APYTUMH JIEKaPCTBEHHBIMU
mpenapaTram.

23. Tlpu otmycke IEKapcCTBEHHOTO TNpenapara (apMaleBTHUeCKUii paOOTHUK WIH PaOOTHUK
MEIUIIMHCKOW opraHu3anuu (000COOJICHHOTO TOJpa3/efieHUss MEIUIIMHCKON OpraHW3alii) HE BIIpaBe
NPEJOCTABIIATh HEJIOCTOBEPHYIO M (WIM) HEMOJHYI0 HH(QOPMALMI0 O HAJMYUU JIEKAPCTBEHHBIX
MperaparoB, BKIOYas JIGKAPCTBEHHBIC TIpenapaThl, HMMEIONIMEe OJUHAKOBOE MEXKIyHApPOIHOE
HEMaTeHTOBAaHHOE HAaWMEHOBAaHHME, B TOM YHUCJIE CKPbIBaTh WH(GOPMAIMI0O O HAIMYUU JIEKaPCTBEHHBIX
MpernapaToB, UMEIOLINX 0ojiee HU3KYI0 eny <1 1>.

<11> Craresa 74 ®enepanpHoro 3axkoHa ot 21 Hoa0ps 2011 r. N 323-®3 "OO ocHOBax OXpaHbl
310poBbs TpaxaaH B Poccuiickoit @enepanun” (Cobpanue 3akoHoaTenscTBa Poccuiickoit deneparnum,
2011, N 48, ct. 6724, 2013, N 48, ct. 6165) (nanee - ®enepanbubiii 3aKk0H N 323-D3).

24. 3ampemaercss OTHYCK (anbCUPUIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX M KOHTpadaKTHBIX
JIEKapCTBEHHBIX Mpenaparon <12>.
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<12> Cratesa 57 ®enepanpHoro 3akoHa N 61-d3 (Cobpanue 3akoHOHaTENbCTBA Poccuiickoit
®enepauun, 2010, N 16, ct. 1815).

25. OTnycK 3TUIIOBOIO CIIMPTA IPOU3BOJAUTCS M0 PELIENITY C YYETOM YCTAHOBJIEHHBIX TpeOOBaHUH K
00BbEMY Taphl, YIaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MpenapaToB <13>.

<13> Yactp 4.1 crateu 45 @enepanpHoro 3akona N 61-O@3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2015, N 51, ct. 7245), nocranosnenue [IpaButenbcTBa
Poccuiickoit ®epeparun ot 23 wurons 2016 r. N 716 "O mnopsake ¢dopMUpOBaHHS TEpeUHs
JIEKApCTBEHHBIX MIPENapaToB JJisi MEIUIIMHCKOTO TPUMEHEHHMSI, B OTHOILIEHUU KOTOPBIX YCTaHABIMBAIOTCS
TpeOoBaHUsI K 00bEMY Tapbl, YIAKOBKE M KOMIUIEKTHOCTH, MEPEYHs JIEKAPCTBEHHBIX MPENapaTroB s
BETEPUHAPHOTO NMPUMEHEHHS, B OTHOIICHUN KOTOPBIX YCTAHABIMBAIOTCA TPEOOBAaHUS K 00BEMY Tapbl, H
onpexaeneHus: Takux Tpedopanuii" (Cobpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 2016, N 31,
cT. 5030).

.HeKapCTBeHHI)Ie npemnaparsl, COACPKAIIUC STHUJIOBBIN CIIMPT, B TOM 4YHUCJIC H3TOTOBJICHHBLIC II0
penuceIry CY6’£>€KTOM pOSHHqHOﬁ TOPTroBJIKM, UMCHOIIUM JIMICH3HUIO Ha (I)apMaHCBTI/I‘IeCKYIO ACATCIIbHOCTD
C IpaBOM HM3TOTOBJICHUSA JICKAPCTBCHHLIX IIpE€IapaTroB, OTIYCKAKOTCA C Y4YE€TOM YCTAHOBJICHHBIX
Tpe60BaHPII>i K O6’beMy Tapbl, YIIAKOBKE U KOMIIJICKTHOCTH JICKAPCTBCHHLIX ITPCIIAPaTOB.

26. 3ampemaercs pa3leibHBIM  OTIYCK JIEKAPCTBEHHBIX CPEJCTB, BXOMSIIUX B COCTaB
JIEKapCTBEHHOT'O TIperapaTa, U3roTaBIMBaEMOT0 CYyObEKTOM PO3SHUYHOM TOPTOBIIH.

27. 3ampeuiaercsi OTIYCK CYOBEKTOM PO3HUYHOW TOProOBIM IO pELENTaM BETEpUHAPHBIX
OpraHMu3alMi:

1) nekapcTBEHHBIX IpENapaToB, BKIOUEHHBIX B nepedeHs [IKY;
2) NeKapCTBEHHBIX MPENapaToB, OTIIYCKaeMbIX OECIIIIATHO WIIM CO CKUIKOM;

3) nmekapCcTBEHHBIX MpernapaToB, oTHOCAMUXCS MO0 ATX K aHTHICHUXOTHYECKUM CPEICTBaM (KO
NO5A), ankcuomutukam (kogq NOS5B), cHoTBopHBIM U cematuBHBIM cpenctBam (kog NO5C),
anTuaernpeccantaM (ko NO6A) u He BKItoueHHBIX B niepedens [IKY.

Il. Tpe6oBaHUs K OTNYCKY NleKapCTBEHHbIX NpenapaToB
no Tpe6oBaHUIO MEAULIMHCKOM OpraHM3auum

28. Jlna obecnieueHust Ie4e€OHOTO MpoLecca B MEAULIMHCKOW OpraHu3alliy alTeUHOW OpraHu3aIuei,
SIBJIAIOIIEHCS CTPYKTYPHBIM MOJApA3/eIeHUEM TaKOi MEIUIMHCKON OpraHu3aluu, OCYIIECTBISETCS
OTIYCK JMOO M3TrOTOBJIEHHWE W OTIYCK JICKApCTBEHHBIX IpEnapaToB Ha OCHOBAaHUHM TpPeOOBaHUS
MEIUIIMHCKOW OpraHu3aliy, BHIMTMCAHHOTO YIOJHOMOYEHHBIM MEAMIIMHCKHM pabOTHUKOM (Hanee -
TpeOOBaHUE MEIUIIMHCKON OpraHU3alnm).

MenuuuHcKasi opraHu3alys BIIpaBe€ OOpaTUTHCS B CTOPOHHIOID AaNTEYHYI0 OpraHU3alUI0 TpU
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OTCYTCTBHHM allTE€YHOM OPraHM3aLUU, SABIISAIOIIECHCS CTPYKTYPHBIM IOAPa3IeICHUEM TaKOH MEAULMHCKON
OpraHH3alMH.

JlexapcTBeHHBIE MpenapaThl, U3TOTOBJICHHBIC ANITEUYHBIMU OPTaHU3ALUAMU JJIS 1eIe UX OTIycKa
1o TpeOOBaHUAM MEAUIIMHCKUX OpraHU3allHii, FOCy1IapCTBEHHON PETUCTPALMU HE ToJyIekaT <14>.

<14> [lynkt 1 yactu 5 cratbu 13 DenepanbHoro 3akoHa N 61-D3 (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®eneparuu, 2010, N 16, cT. 1815).

29. Xpanenne TpeOOBaHMI MEIUIMHCKON OpraHU3alliy, MO0 KOTOPBIM OTIYIIEHBI JIGKAPCTBEHHBIC
npenaparbl, OCYILIECTBIISIETCSl alT€YHOM OpraHu3alued B COOTBETCTBUU C MYHKTOM |8 HacTosIero
[Topsinka.

30. HapymeHne mepBUYHOM YIAKOBKM JIEKAPCTBEHHOIO IIpemapara IpU €ro OTIYCKe IO
TpeOOBAHUIO MEIUIIMHCKON OpraHu3aliyl JAONYCKAeTCs alTeYHON OpraHu3alueil, MMEIOIIeH JTHIEH3UI0
Ha (papMaleBTUYECKYIO JIEATEILHOCTh C IIPAaBOM H3TOTOBJICHUS JICKApCTBEHHBIX IpenaparoB. B Takom
Cllydae OTIIyCK JIEKAPCTBCHHOIO IIperapara OCYILIECTBISETCS B YNAKOBKe <15> ¢ mpemocTaBieHHEM
MHCTPYKIUHU (KOITUU UHCTPYKIIMK) 10 MPUMEHEHHUIO OTIYCKaeMOI0 JIEKAPCTBEHHOI'O Mpenapara.

<15> [Ipuxa3z Munszapasa Poccun ot 26 oxts6ps 2015 r. N 7511 "OO yTBep>KACHUHU IMpaBHUI
M3TOTOBJIEHUS] M OTIYCKa JIEKAPCTBEHHBIX MPENapaTroB i MEIUIMHCKOTO NMPUMEHEHUS anTeuYHbIMU
OpraHu3alMsIMM,  MHIUBUAYAJIbHBIMH  NPEANPUHUMATENSIMH,  HUMEIOMIMMU  JIMIEH3MI0  Ha
(hapMaleBTUUECKYyI0 JACSATENbHOCTH"  (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIIMU Poccuiickoi
®enepannu 21 anpens 2016 r., peructpannonusiii N 41897).

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

31. Otmyck JeKapCTBEHHBIX MpenaparoB MO peuentam B (GopMme 3IEKTPOHHOIO JOKYMEHTa
OCYILIECTBIISIETCSl alTeKaMH, alTE€YHbIMH IYHKTAMH W HWHAUBUAYAJIBHBIMU TNPEAIPUHUMATEISAMH,
yYKa3aHHBIMH B IMyHKTE 2 HacTtosumx [IpaBui, pacnosiokeHHBIMHM Ha Tepputopuu cyobekta Poccuiickoit
denepanyu, B KOTOpoM O(QOpMIIEH pelent B (opMe 3JIEKTPOHHOI'O JOKYMEHTa, B CIydae MPUHATHS
YIIOJITHOMOYEHHBIM OpraHoM cyOnekTa Poccuiickoit denepamnii B COOTBETCTBUM C MYHKTOM 4 cTaThu 6
®enepansHoro 3akona N 61-d3 (Cobpanue 3akoHonaTenbcTBa Poccuiickoit @eneparuu, 2010, N 16, cT.
1815; 2019, N 52, cr. 7793) pemenus o0 HCIOJIB30BAaHMM Ha TeppUTOpHM CcyObekTa Poccuiickoit
@enepany Hapsily € pelenTamMM Ha JIEKapCTBEHHBIE Ipernaparbl, OQOPMICHHBIMH Ha OyMa)KHOM
HOCHUTEJIE, pPEIEeNTOB Ha JIEKApCTBEHHbIE IIpernapaThl, CPOPMUPOBAHHBIX B (HOpME IIIEKTPOHHBIX
JOKYMEHTOB (f1ajiee - pelleHne YIOJIHOMOYeHHOTo oprana cyobekra Poccuiickoii @eneparun).

32. AnTedHple OpraHU3alUK JOJDKHBI UMETh MOAKIIOYEHHE K TOCYIapCTBEHHOW WH(OPMAITMOHHOM
cucteme B cepe 3npaBooxpaneHus cyorekra Poccuiickoit denepanuu <16> (nanee - cuctema), KOTOpoe
obecrieunBaeTcs YIOJTHOMOYEHHBIM OPTaHOM BllacTu cyObekTa Poccuiickoit denepanuu.
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<16> Ilocranosnenue [IpaButenscTBa Poccuiickoit @eneparuu ot 5 mast 2018 r. N 555 "O equnoi
roCy/IapCTBEHHOW MH(POPMAIIMOHHOMN cucTeMe B cdepe 3apaBooxpanenus" (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit ®eneparuu, 2018, N 20, ct. 2849; 2021, N 25, ct. 4814).

Texuuueckue TpeOOBaHUS K WH(POPMAIMOHHOMY OOMEHY MEXKIy AamnTeYHOH OpraHu3anueid u
CUCTEMOH, B TOM 4Hcie TpeOOBaHMS K UISHTHU(PHUKAIUU pelenta B GopMe 3JIEKTPOHHOTO JOKYMEHTa U
JMIa, 00paTUBILIETOCS 3a OTIYCKOM JIEKAPCTBEHHBIX MPENapaToB 110 TAaKUM PELENTaM, yCTaHABINBAIOTCS
pelieHrueM yIoJIHOMOUYEHHOTO opraHa cyonsekra Poccuiickoit deneparun.

33. OTmyck neKapCcTBEHHBIX MpENnapaTtoB MO penentaMm B (opMe 3JIEKTPOHHOTO JOKyMEHTa
OCYIIECTBIISICTCS JIMIY, YKAa3aHHOMY B pelenTe, JIMOO ero 3aKOHHOMY MpPEACTaBHTEIN0, JUOO JIHILY,
KOTOpOE JINIIO0, YKa3aHHOE B PELENTe, WM €ro0 3aKOHHBIN MPECTaBUTENb YIOTHOMOUMIN HA MOIydYEeHUE
JIEKapCTBEHHBIX IPETapaToB.

[Tpunoxenue N 2

K MpuKa3zy MUHUCTEPCTBA 37paBOOXPAHCHUS
Poccuiickoit @enepanuu

oT 24 HosiOps 2021 r. N 1093n

NMPABUIIA
OTNMYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELLECTB,
3APETMCTPUPOBAHHbLIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
ana MEOULIMHCKOIO NPUMEHEHUA, NEKAPCTBEHHbDBIX NMPEMNAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA, COOEPXXALLMX HAPKOTUYECKUE
CPEACTBA U TICUXOTPOINHbLIE BEWWECTBA

1. OTnyck HAapKOTHYECKMX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENaparoB IO pelenTaM
OCYILIECTBIISIETCS] alTeKaMH, allTeYHbIMU MYHKTaMU, MEIUIMHCKMMH OpraHU3alusiMu, 000COOJIE€HHBIMU
MOJIPa3/IeNIeHUsIMI MEIUIIMHCKUX OpraHu3aluii, MMEIOUIMMHU JHIEH3UI0 Ha JIeATeNIbHOCTh IO 000poTy
HAapKOTUYECKUX CPEACTB, IICUXOTPONHBIX BEIIECTB M HUX HPEKypCOpPOB, KYJIbTUBUPOBAHUIO
HapKocoJepkalmx pacteHuid. IlepeueHb METUIIMHCKUX OpraHU3aluidi 1 000COOJEHHBIX MOIpa3/ieieHuit
MEIUIMHCKUX OPraHM3alui, NEepeYeHb HAPKOTHUYECKHMX JIEKAPCTBEHHBIX MPENApPaTOB U IMCHUXOTPOIHBIX
JIEKapCTBEHHBIX MPENapaToB, OTIYCK KOTOPBIX (PU3NUECKUM JIMLIAM MOXKET OCYILECTBIIATHCS YKa3aHHBIMU
MEAUIIMHCKUMHU OpraHu3alusIMy U UX 000COOJEHHBIMU MOJIpa3ieICHUSIMU, YCTAHABIMBAIOTCA OpraHaMH
UCTIOJTHUTENBbHOM BiacTu cyobekToB Poccuiickoit @enepanuum <1>.

<1> Ilynkt 1 cratbu 25 ®denepanpHoro 3akoHa oT § sHBapsa 1998 r. N 3-d3 "O HapKOTHUECKUX
cpenctBax W ncuxoTpomHbix BemiecTBax'" (Cobpanue 3akoHoaatenbeTBa Poccuiickoit deneparuu, 1998,
N 2, cT. 219; 2016, N 1, cT. 28).

2. Ilo penenitam, BBIMUCAHHBIM Ha perentypHbIX Omankax ¢Gopmer N 107/y-HIT <2>, ormyckaroTces
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HapKOTUYECKHUE M IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Npenaparbl, BHeCeHHble B CIMCOK HAapKOTUYECKUX
CPEICTB M IICUXOTPOIHBIX BeHlecTB, 000poT KOTOpbiXx B Poccuiickoit ®exepanuu OrpaHudeH U B
OTHOIIEHUH KOTOPBIX YCTaHAaBIMBAIOTCS MEpbl KOHTPOJS B COOTBETCTBHUM C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanyii U MeXAyHapOAHBIMH JoroBopamu Poccuiickoit ®denepanuu (crmmcok 1),
Ilepeunss (manee - HapKOTHMYECKME U IICUXOTPOIHBIE JIEKapCTBEHHbIE Ipenaparsl crucka II), 3a
HCKJIFOYEHUEM HAPKOTUYECKUX W IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENAapaToB B BHUJIE TPAHCIEPMAIbHBIX
TEPANEBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENApPATOB, COAEPXKAIIUX HAPKOTHYECKOE CPENCTBO B
COUYETAaHHUH C AaHTArOHUCTOM ONMOUJHBIX PELENTOPOB.

<2> Tlognynkt 5.2.178 mynkrta 5 IlomoxkeHuss o MUHHCTEPCTBE 37paBOOXpaHeHUs Poccuiickoit
®denepanun, yTBep>KIeHHOTO moctaHoBieHueM l[IpaButennscTBa Poccuiickoit deneparuu ot 19 urons
2012 r. N 608 (Cobpanue 3akoHonaTenbcTBa Poccutickort @eneparuu, 2012, N 26, ct. 3526; 2017, N 52,
cT. 8131) (nanee - Ilonoxxenue o Munucrepcrse).

3. Ilo penenitam, BRITMCAHHBIM Ha pelienTypHBIX Onankax Gopmbl N 148-1/y-88, ornmyckatorcst <3>:

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

1) mcuxoTpomnHble JEeKapCTBEHHbIE NpenapaThl, BHECEHHbIE B CIHCOK IMCUXOTPOIHBIX BEILIECTB,
o0opoT koTopbix B Poccuiickoii ®enepanuu OrpaHM4eH UM B OTHOUIEHMM KOTOPBIX JIOMYCKAeTCs
HCKJIIOYEHHE HEKOTOPBIX MEP KOHTPOJIA B COOTBETCTBUU C 3aKOHOAATENbCTBOM Pocculickoit Penepaunn
u  MexayHapoaHbIMu goroBopamu Poccuiickoit ®enepanuun (cnmcok III), Ilepeuns (manee -
MICUXOTPOITHBIE JIEKapCTBEHHbBIE Mpenapathl criucka I1I);

2) HapKOTHYECKHME U TIICUXOTpONHbIE JIEKapCTBEHHbIE IpemapaThl cnucka [l B Buze
TPaHCACPMAIBHBIX  TEPAlIEBTUUYECKUX CHUCTEM W JICKAPCTBEHHbIE  IIpPEmaparbl,  COJEp Kallue
HapKOTUYECKOE CPEJICTBO B COYETAHUM C AHTATOHUCTOM OIMOUHBIX PELIEITOPOB;

3) nexkapcTBEHHBbIE IpenapaTrhbl, W3rOTABIMBAEMBIE 10 PELENTY Ha JIEKAPCTBEHHBIN Npenapar u
coJiepKallyie HapKOTUYECKOE CPEJCTBO WM IICHXOTPOIHOE BEIIECTBO, BHECEHHOE B cnucok II Ilepeuns,
U Jpyrue (papmMakoJoruuecKkue akTUBHBIE BEIECTBA B J103€, HE MPEBBIIIAIOIIEH BBICIIYIO Pa30BYIO J103Y,
U MpU YCIOBUHU, YTO 3TOT KOMOMHHUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar He SBISETCS HAPKOTHUYECKUM
WJIM TICUXOTPOITHBIM JIEKAPCTBEHHBIM IpenaparoM cnucka Il

4. Tlpu oTmycke HapKOTHYECKOTO M IMCUXOTPOIMHOrO JIEKAapCTBEHHOro mpemnapaTta crnucka Il Ha
peuente 00 OTIYCKE JEKapCTBEHHOTO MperapaTta MpoCTaBIsSeTcs MeyaTh anTekd WM alTeyHOro MyHKTa,
B KOTOPO yKa3aHO MX MOJHOE HaMMEHOBaHHE (IIPU HATMYUU TIeYaTH).

5. Ocrarorcst U XpaHsITcs y cyObeKTa pO3HUYHOM TOPrOBJIM perenTsl (¢ oTMeTkol "JIekapcTBeHHBIH
npenapar OTnyiieH") Ha:

1) HapkoTHuyeCcKHME M IICUXOTPOIHBIE JIEKAPCTBEHHBIE IpemapaTsl cnucka II, mcuxoTpomnHsle
JIEKapCTBEHHBIEC nMpenapaThl cnucka Il - B TeueHue nstu Jer;
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2) KOMOWHHPOBAaHHBIC JICKAPCTBEHHBIC IMpEMapaThl, COJAEPKAIINEe HAPKOTHYECKHUE CPEICTBA HIIU
MCUXOTPONHbIE BelecTBa, BHeceHHble B cnucku Il m III Ilepeunsi, W3roToBJIEHHBICE B aNTEUYHOU
OpraHu3ally, JIEKapCTBEHHBbIC IMpenaparhl, MOJJICKAIIUE TPEIMETHO-KOJIUYECTBEHHOMY Y4YeTy, - B
TEUEHHUE TPeX JIeT.

VYka3zaHHbIC JIEKAPCTBEHHBIC TNpernaparhbl, MpeaHa3HaueHHbIC JUIS Tpak[JaH, MMEIOIIUX IpPaBO Ha
MOJTyYCHHE JICKAPCTBEHHBIX IMPENapaToB, OTITYCKAEMbIX OECILNIATHO WJIM CO CKHJKOM, OTITYCKArOTCS TPHU
NPEIbSBICHUH PEIeNTa, BBIMMCAHHOIO Ha perentypHoM Onanke ¢opmbel N 148-1/y-88, u penenra,
BBITIMCAHHOTO Ha perentypHoM Osanke ¢hopmbl N 148-1/y-04(o).

6. OTmyck HapKOTMYECKHMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTOB OCYLIECTBISAETCS
(bapManeBTUYECKUMH M MEJUIMHCKUMHU paOOTHUKAMH, 3aHUMAIOIIMMU JIOJDKHOCTH, BKJIIOUYEHHBIC B
IepeyeHb JO0JDKHOCTEH (apMalleBTUUECKUX M MEIULUHCKUX pa0OTHUKOB B OpPraHMU3alUsAX, KOTOPHIM
IIPEJOCTABIEHO IMPaBO OTIYyCKAa HApPKOTUYECKHUX JICKApPCTBEHHBIX IPenapaToB M ICUXOTPOIHBIX
JIEKapCTBEHHBIX NpenapaToB PU3NYECKUM JIuLaM <4>.

<4> [loanyskt 5.2.176 Ilonoxxenuss o MunuctepctBe (Cobpanue 3akoHoaarenbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTnueckue M NCUXOTPONHBIE JEKAapCTBEHHbIE npenaparbl cnucka II, 3a nckimoueHneM
JIEKapCTBEHHBIX IpENapaToB B BHJAE IUIACTBIpEH U JIEKAPCTBEHHBIX IPENaparoB, COAEpKAIIUX
HapKOTHYECKOE CPEJICTBO B COYETAHMM C AHTAarOHUCTOM ONMOUAHBIX PELENTOPOB, OTIIYCKAIOTCA IPH
MPEIbABICHUHN JOKYMEHTA, YIOCTOBEPSIOLIET0 JUYHOCTb, JIUILY, YKa3aHHOMY B peleNnTe, ero 3aKOHHOMY
NPEJCTaBUTENI0 <5> MM JIMIly, UMEIoIEeMy O(OPMIIEHHYIO B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanny JOBEPEHHOCTh HA MPABO MOJYYEHHS] TAKUX HAPKOTUYECKHUX M ICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENApaTOB.

<5> B oTHOWEHUM JMIA, yKazaHHOro B 4vactu 2 crartenu 20 ®epepanpHoro 3zakoHa N 323-03
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

[Tpu HeBO3MOXKHOCTH O(GOPMIIEHUSI UHKYpaOelbHBIMU OOJHHBIMU Ha 3aBEpLIAIOIIEM 3Talle KU3HU
JIOBEPEHHOCTHU Ha MPABO MOJYUYEHHs YKa3aHHBIX B a03alle MepBOM HACTOAIIETO MMyHKTa HAPKOTUYECKUX U
MICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB TaKue JIEKAPCTBEHHBIE IpernapaTbl OTIYCKAIOTCS HWHBIM
JUIaM, OCYILECTBISIOUIMM YXOJA 3a HHMMH, IpPU TPEABABICHUU OJHOBPEMEHHO C pELENTOM Ha
JIEKapCTBEHHBIN Ipenapar JOKyMEHTa, YIOCTOBEPSIOLIEr0 JIUYHOCTh, U JJOKYMEHTA, MOATBEPKAAIOIIETO
MHKypaOelnbHOE COCTOSIHHE OOJBHOTO, COJAEPIKAIIEero CBEACHHUS O JIMLE, KOTOpoe MOoJaydaer
JIEKapCTBEHHbIE MperapaTsl Mo peuenty (pamumins, uMs, OT4ECTBO (IIPU HAJTUYMU), BUM, CEpHUs U (UIIHN)
HOMEp JOKYMEHTA, YAOCTOBEPSIOLIErO JIMYHOCTD), 3aBEPEHHOTO MOJNUCHI0 U MEYaThI0 MEAUIIMHCKOIO
paboTHUKA, a TaK)Ke NEYaThi0 METUIIMHCKON OpraHu3auu.

JIOKyMEeHT, MOATBEpKAAIONMINKA HMHKYpaOeIbHOE COCTOSIHHE OOJBHOTO, OCTaeTCsl B aNTEYHOM
OpraHu3aIyH.

8. HapkoTuueckue M ICUXOTPOIIHBIE JIEKAPCTBEHHBIEC IpemnapaTsl cnucka Il (3a uckimoueHuem

www.consultant.ru Crpanuua 13 3 15
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=401865&date=28.04.2023&dst=100518&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=402178&date=28.04.2023&dst=100142&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428038&date=28.04.2023&dst=64&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=422434&date=28.04.2023&dst=100254&field=134

Mpuka3 MuHsppasa Poccun ot 24.11.2021 N 1093H
(pen. ot 24.11.2021)
"06 yTBepxaeHun MpaBnn OTMycKa leKapcTBEHHbIX Npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

JIEKapCTBCHHBIX IMPEMapaToB B BHJAE IUIACTHIpEH U JIEKAPCTBEHHBIX IPENapaToB, COACPKAIIUX
HapKOTHYECKOE CPEJCTBO B COUYCTAHWU C AHTArOHHMCTOM ONMHOWIHBIX PELENTOPOB), MpEIHA3HAUYCHHBIE
JUTS TPaKJlaH, UMEIOIIUX MPaBO Ha OECIUIaTHOE MOTy4YeHHUE JICKApPCTBEHHBIX MPENapaToB WM MOTYYCHHE
JICKAQpCTBEHHBIX IPEIapaToB CO CKHUJKOH, OTIYCKAIOTCS MPU MPEIbSIBICHUHN PEIENTa, BBIMHUCAHHOTO Ha
penentypaoMm Oianke Gopmer N 107/y-HII, u penenita, BEIMMCAHHOTO Ha penentypHoM Onanke Gopmbl N
148-1/y-04(x).

9. Ilocne oTnycka HAPKOTUUECKUX U IICUXOTPOIHBIX JEKAPCTBEHHBIX IpenaparoB cnucka II, B Tom
qucie B BUJE TPAaHCIEPMaIbHbIX TEPAIEBTUUYECKUX CHUCTEM U JIEKApCTBEHHBIX MPENaparoB, COACPIKALINX
HapKOTUYECKOE CPEICTBO B COYETAHUU C AHTArOHUCTOM OIMOMJHBIX PELENTOPOB, MCUXOTPOIHBIX
JeKapCTBEHHbIX NpenapaTtoB cnucka Il nuny, nomyduBlieMy J€eKapcTBEHHBIH Ipenapar, BBIAAETCS
CUTHATypa C >KEJITOM MOJI0OCOM B BEPXHEW YacTU M HAANKCHIO YepHbIM HipudTom Ha Hel "Curnarypa', B
KOTOPOHM YKa3bIBarOTCS:

1) HAaMMCHOBAHUC W aApPCeC MCCTOHAXOXKIACHUA aIllTCKH, aIlTCYHOI'O ITYHKTA, MCI[I/IHI/IHCKOPJI
OopraHu3anuu, 000C00JIEHHOrO noApa3aACIICHUA Me,Z[HHHHCKOﬁ OpraHu3anuu,

2) HOMeEp M JlaTa BBIMCAHHOTO PELENTa;

3) damumnug, ums, oT4ecTBO (IIPH HAJIMYWU) JUIA, JUIS KOTOPOTO IMpeAHa3HAueH JIeKapCTBEHHBIN
Ipernapar, ero Bo3pacr;

4) HOMEp MEIUITMHCKOMN KapThl MaDUCHTA, MOJYYAOIICTI0 MEAUIMHCKYIO ITOMOIIb B aM6y'J'IaTOpH]':>IX
YCIIOBUAX, JJISI KOTOPOIr'o MpeAHA3HAUYCH JIGKapCTBCHHBIfI npemnapar,

5) dbamunus, uMms, oTyeCTBO (IPU HATMYUM) METUIIMHCKOTO paOOTHUKA, BHIMKCABIIETO PEIENT, €ro
KOHTaKTHBIN TenedoH 1100 TeaedoH MEIUIIMHCKOW OpraHu3aluy;

6) COACPKaHUC PCLCIITA HA JIATUHCKOM A3bIKE UJIM PYCCKOM A3LIKEC;

7) dbamunus, UMsi, OTYECTBO (TIPU HATMYMH) U MOAMUCH (papMaleBTUUECKOTO WU MEIUIIMHCKOTO
paboTHUKA, OTITYCTUBIIIETO JICKAPCTBEHHBIH Mpernapar;

8) mara oTIycKa JeKapCTBEHHOIO Mpernapara.

10. 3ampemiaercss OTIYCK CYOBEKTOM pPO3HHYHOM TOProBIM 10 pEUENTaM BeTEepUHAPHBIX
OpraHM3alfil HAPKOTHYECKUX U IMCUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB.

[Ipunoxenne N 3

K IIpUKa3y MUHHCTEpCTBA 31paBOOXPAHEHNUS
Poccuiickoit @enepanuu

oT 24 nos6ps 2021 r. N 1093n

NOoPAAOK
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Mpuka3 MuHsppasa Poccun ot 24.11.2021 N 1093H
(pen. ot 24.11.2021)
"06 yTBepxaeHun MpaBnn OTMycKa leKapcTBEHHbIX Npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

OTNYCKA ANTEYHbIMU OPIrAHU3ALIMAMU UMMYHOBUOJTOIMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

1. Ornmyck MMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IMPENapaToB OCYLIECTBISECTCA anTeYHbIMU
OpraHu3alMisIMM =~ ¥ WHIUBUIYAJIbHBIMH  MPEANPUHUMATEISIMHA, HMMCIOIIMMH  JIMLEH3UI0  Ha
(bapMaleBTUUECKYIO JAESITeNbHOCTb, MEIUIMHCKUMH OpTraHU3alUsIMU, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMareBTHYECKYI0 JeSATEeIbHOCTh, M HMX O00O0COOJIEHHBIMU TOApasfeiaeHusIMH (amMOyIaTopusMu,
dbenpamepckuMu U QENBAMEPCKO-aKYIIEPCKUMU  ITYHKTaMH, IeHTpaMH (OTICICHHAMH) oOmein
BpaueOHON (ceMeNHO) TPaKTUKH ), PACIIOJIOKEHHBIMH B CEJIbCKUX IOCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpraHu3anu, 6e3 peuenta u (WiK) Mo PeLenTy Ha JTeKapCTBEHHBIH npenapart, 0opopMICHHOMY
MEIUIIMHCKUMU PaOOTHUKAMHU (J1ajiee - peLerT).

2. Ilpu oTnmycke MMMYHOOHOJOTHYECKOTO JIGKAPCTBEHHOTO Mperapara Ha pelente WM KOpEIKe
penenTa, KOTOPBIM OCTaeTcs y JMia, MpHOOpeTaroniero (Moiay4yarollero) JICKapCTBEHHBIM Mpemnapar,
yKa3bIBaETCSl TOUHOE BpeMs (B yacax ¥ MUHYTaX) OTITYCKa JICKAPCTBEHHOTO Iperapara.

3. Ornyck HMMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpernapara OCYIIECTBISETCA —JIUILY,
npuoOperaroliemMy (MoJydaroleMy) JeKapCTBEeHHBIH MpemnapaT, MNpU HAIMYUU y HETO CIEeNHUaIbHOTO
TEPMOKOHTEHHEPA, B KOTOPBIN IOMEIIAETCSI JIEKAPCTBEHHBIN Iperapar, Wik BO3MOXHOCTU IPUOOpPETEHUSI
B ANTEYHOM OpraHu3alud HEOOXOAMMBIX CPEICTB AN TPAaHCHOPTUPOBKH (TEPMOKOHTEHHED,
XJ1a703JICMECHTHI ).

4. Jluny, mnpuoOpermieMy HMMYHOOMOJOIMYECKHH JIeKapCTBEHHBIN Mpenapar, pas3bsiCHSETCA
HEO0OXOJIMMOCTh JIOCTaBKU JIEKAPCTBEHHOTO Mpernapara B MEIUIMHCKYIO OpraHU3alMi0 B CPOKH, HE
MIPEBBIIIAIOIINE CPOKH MOJEepKaHUs padoueil Temmeparypbl CpPeICTB TPAHCIOPTUPOBKH, YKa3aHHBIE B
MHCTPYKLHUH.
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