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

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1093H

OB YTBEPXXOAEHWU MPABWUI
OTMYCKA NEKAPCTBEHHbIX MPEMAPATOB ANA MEOULMHCKOrO NPUMEHEHMS
ANTEYHbLIMU OPIFAHU3ALIMAMU, UHAUBUAY ANbHLIMU NPEANPUHUMATENAMM,
MMEIOLLMMM NULIEH3UIO HA OCYLLIECTBIEHUE ®APMALIEBTUYECKOWM
OEATENBbHOCTU, MEAULIMHCKUMM OPFAHU3ALIMAMMW, UMEIOLLUMW NIMLIEH3UIO
HA OCYLLECTBJIEHUE ®APMALEEBTUYECKOW OEATENBHOCTHU, 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 TAKXKE NPABUI OTMYCKA HAPKOTUYECKUX CPEACTB
N NCUXOTPONHbIX BELWECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX NPENAPATOB [5si MEAULIMHCKOIO MPUMEHEHMUS,
NEKAPCTBEHHbIX NPENAPATOB A5l MEQULIMHCKOIO MPUMEHEHUS,
COOEPXALLUMX HAPKOTUYECKUE CPEACTBA U MCUXOTPOIMHbIE
BELLECTBA B TOM Y/CIIE NOPSAAKA OTMYCKA ANTEYHbLIMM
OPIAHU3ALMAMU UMMYHOBUONMOTMYECKMX
NEKAPCTBEHHbIX NPEMAPATOB

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

B cootBerctBuu ¢ nmynkTamu 2 u 3 cratbu 55 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3
"O6 oOpamenun nexapcTBeHHbIX cpencTB" (CobOpanue 3akoHoparenbcTBa Poccuiickoit ®eneparumy,
2010, N 16, cr. 1815; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238), ¢ noanynkramu 5.2.165, 5.2.169 u
5.2.183 mnynkra 5 IlomoxxeHns o MuHucrepcTBe 3apaBooxpaHeHus Poccuiickoit Penepauuu,
yTBepKJIeHHOro nocraHoBieHneM [IpaBurensctBa Poccuiickoin @enepanuum ot 19 nrons 2012 r. N 608
(Cobpanmne 3akonomarensctBa Poccuiickoit @eneparuu, 2012, N 26, cr. 3526; 2014, N 37, ct. 4969;
2017, N 33, ct. 5202), npuka3bIBaio:

1. YTBepauTh:

HpaBI/IJ'Ia OTIIYyCKa JICKAPCTBCHHBIX Mp€rIapaToB I MCIUIHHCKOrO MNPUMCEHCHUA allTCYHBIMU
OpraHMU3alysIMH, UHAUBUAYAILHBIMHU MPEANPUHIUMATEISIMU, UMEIOIUMHU JTUIEH3UI0 HA OCYIIECTBICHUE
CbapMaI_[eBTI/I‘IeCKOI\/'I ACATCIBHOCTH, MCIUOMHCKHUMHU OpraHu3alusaMu, HWMCIOINIUMMH JIMOCH3UWIO Ha
ocyliecTBiIeHHe (apMaleBTUYECKONW JIEATeTbHOCTH, M UX O00OCOOJICHHBIMH MOApa3eICHUIMU
(amOynatopusamu,  GeapaUIEpCKUMU U (QENBAMIEPCKO-aKYIIIEPCKUMUA ~ TMYHKTaMH,  LEHTpaMu
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(oTnenenusiMu) oOrIel BpauyeOHOM (CeMEWHOI) MPAaKTUKH ), PACTIONOKEHHBIMU B CEITLCKUX TTOCEICHHSIX, B
KOTOPBIX OTCYTCTBYIOT allT€UHbIE OpraHu3aluu, coriacHo npuioxenue N 1 (ganee - npaBuia);

[IpaBuna OTIyCKa HAPKOTHYECKUX CPEICTB M TCHUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
Ka4eCTBE JICKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHUS, JICKAPCTBEHHBIX MPEIapaToB s
MEJIUIUHCKOTO TPUMEHEHHS, COJIepKAIllUX HAPKOTHYECKHWE CpEACTBAa W IICUXOTPOIHBIC BEIIECTBA,
COTJIacHO MpuIoKkeHuio N 2;

[lopsimok  oTmycka anTEYHBIMH  OpPraHU3alUsIMA ~ MUMMYHOOHOJIOTHYECKUX  JIEKAPCTBEHHBIX
[pernapaToB COrJacHO mpuiiokeHuto N 3.

2. [lpu3HaTh yTpaTUBIIUMU CHILY:

npuka3 MUHHUCTEPCTBA 3[paBOOXPAHEHUs U colMaibHOro pa3BuTus Poccuiickoii denepanuu ot 26
arycra 2010 r. N 7351 "OO yrBepxkaenuu IIpaBui OTIycka JI€KapCTBEHHBIX MpPENapaToB st
MEAUIIMHCKOTO  MPUMEHEHUS  MEIUIMHCKUMH  OpraHM3alMsIMH, HMEIOIIMMU  JUICH3UI0  Ha
(bapMareBTHYECKYI0 JESITeIbHOCTh, W HMX O0OCOOJICEHHBIMH TOJpa3JeieHUsIMA (aMOyIaTopusMHu,
benpamepckuMu U QENpIAIIEPCKO-aKYIIEPCKUMH  IIYHKTaMHu, IIeHTpaMu (OTAENeHUusMU) OOIIei
BpayeOHOMU (CEMEMHOMN) MPAKTUKH ), PACTIOIOKEHHBIMU B CEJIbCKUX MOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble opraHu3anuu’" (3aperucTpupoBaH MuHHCTEpcTBOM foctuiiuu Poccuiickori ®enepanuu 28
ceHts10ps 2010 r., perucrpanuonssiii N 18575);

npuka3 MunmucrepcTBa 3apaBooxpanenus Poccuiickoit ®eneparuu ot 11 utomns 2017 r. N 4031 "O06
yTrBepxAeHUH [IpaBun oTmycka JIeKapCTBEHHBIX MpenaparoB JUIsl MEAMIIMHCKOIO NPUMEHEHHs, B TOM
qyuciae  MMMYHOOMOJIOTMYECKMX  JIEKApCTBEHHBIX  IpernaparoB,  alTE€YHbIMU  OpraHu3alUsMH,
UHAUBUAYAIBHBIMU  MpEANpPUHUMATENS MU,  HMEIOLIMMHU  JIMIEH3UI0 Ha  (hapMaleBTHUECKYIO
JesTenbHOCTh" (3aperucTprupoBaH MuHucTepcTBoM toctuiinu Poccuiickoit ®enepanunu 8 centsiops 2017
r., peructpaunoHHbii N 48125);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 uronsg 2020 r. N 6831 "O
BHeceHUU u3MeHeHul B [IpaBuiia oTmycka jJeKkapcTBEHHbBIX IPEenapaToB Ui MEAUIUHCKOTO PUMEHEHUS,
B TOM 4HCI€ HMMYHOOHOJOTMUECKHX JIEKapCTBEHHBIX MPENapaToB, alTEYHbIMU OpraHU3alUsMH,
VMHAUBUAYAJIbHBIMHU NPEIIPUHUMATENSIMH, UMEIOLUIUMHU JIMIEH3UIO Ha (DapMalleBTUUECKYIO AESITEIbHOCTD,
YTBEpXKCHHBIE NpUKa3oM MunucrepcTBa 3apaBooxpanenus Poccuiickont ®enepannn ot 11 urons 2017
r. N 4031" (3apeructpupoBan MunucrepctBom roctutiuu Poccuiickoit enepanuu 14 oxtsaops 2020 r.,
peructpanonusiii N 60370).

3. Hacrosiiumii mpuka3 Bcrymnaer B cuiy ¢ 1 maprta 2022 r. m nerictByer no 1 mapra 2028 r., 3a
UCKIItOueHueM nmyHkTa 12 IIpaBui oTycka J€KapCTBEHHBIX MPENApaToB A MEAUIIMHCKOTO IIPUMEHEHUS
anTeYHbIMH OpraHU3alUsSMHU, HHIUBUIYaIbHBIMU MpPENNPUHUMATEISIMH, HWMEIOIIMMHU JIMLIEH3UI0 Ha
OCyILIECTBIICHHE (PapMalleBTUYECKON JAEATENbHOCTH, MEAWIMHCKUMHM OpraHU3alMsMH, HMEIOIIUMHU
JUIEH3UI0 Ha  OCYIIECTBICHHE (apMaleBTUUECKOW  JEeATEIbHOCTH, H WX 000COOJEHHBIMU
nojpaszeneHussMu  (aMOynatopusiMu, (eNpIIepcKUMA U (PEeNbAlIepCKO-aKyIIEPCKUMH  ITYHKTaMH,
LeHTpaMu (OTIeNIeHUsIMU) o01el BpauyeOHON (ceMeiHO) MPaKTHKH), PACIOJIOKEHHBIMU B CEIbCKUX
IIOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT allTE€UHbIE OPraHU3ALlMY, YTBEPKACHHBIX HACTOSIIMM IPHUKA30M,
KOTOpBIH BeTynaet B cuity ¢ 1 mapra 2022 1. u geiictByet 10 1 cenrs0Ops 2022 roaa.

Munuctp
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Mpukas MuHsgpasa Poccun ot 24.11.2021 N 1093H [IOKyMeHT npefocTaBnen KoHcynbTaHTIioc
(pea. oT 24.11.2021) Yy p Y.

"O6 yTBepxaeHUM MpaBu OTMyCKa SIeKapCTBEHHbIX Mpenapar... Aata coxpanexua: 30.07.2025

M.AMYPAIIKO

[Ipunoxenne N 1

K IpuKa3y MUHHCTEPCTBA 37]paBOOXPAaHEHUS
Poccniickoit enepanuu

oT 24 Hos16ps 2021 r. N 1093H

NMPABUJIA
OTNYCKA NEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. IIpukaza 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
IpernapaTbl) OCYUIECTBIISETCS allTE€YHBIMU OPraHU3alUsSIMU U WHAWBUIYaJbHBIMU MPEANPUHUMATEISIMH,
UMEIOIMMHU  JIMIEH3UI0 Ha (apMaleBTUYECKYIO0 JAEATeNbHOCTh, MEIUIMHCKUMHU OpraHu3alusMu,
HMMEIOLIUMH JIUIEH3UI0 Ha (DapMalieBTHUECKYIO AESITeNbHOCTh, U UX 000CO0JIEHHBIMU MOAPA3/ICICHUSIMU
(amOynaropusiMu,  enpIIepcKUMH U (eNpAIIePCKO-aKyIIEpCKUMH ~ MyHKTaMH,  LIEHTpaMu
(oTmeneHusMu) 001IEH BpaueOHOM (CEMEITHOM) MPaKTHUKH ), PACTIOJIOKEHHBIMH B CETTbCKUX MOCETEHUSX, B
KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHU3aliK (Aajee - CyObeKThl pO3HUYHON TOProBin), Oe3 perenra
<1> wm (unaM) mo peuenty Ha JIEKAPCTBEHHBIM IpernapaT, OQOPMICHHOMY <2> MEIUIHUHCKUMHU
paOoTHHKaMU (J1anee - pelenT), a Takke M0 TpeOOBaHUI0 MEIUIIMHCKON OpraHu3alu <3> i anTeyHOH
OpraHu3alHH.

<1> IMonmysukT "4" myHkra 5 wactu 4 crathu 18, moamyHkTt "k" myHkra 1 wactu 1 crateu 33
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaimeHun JeKapCTBEHHBIX CpeicTB”
(CoOpanue 3akoHonatenbecTBa Poccuiickoit @eneparnuu, 2010, N 16, cr. 1815) (nanee - denepanbHblii
3akoH N 61-D3).

<2> [onmynkt 5.2.179 Iomoxxenust o MunmcTepcTBe 3apaBooxpanenus Poccuiickort deneparmn,
yTBEpXkAEHHOro nocranoieHueM [lpasutenscrBa Poccuiickoit ®enepannn ot 19 urona 2012 r. N 608
(Cobpanue 3axonomarensctBa Poccuiickonn ®denepanun, 2012, N 26, ct. 3526; 2017, N 52, cr. 8131)
(manee - Ilonoxxenne o MuHucrepcTse).

<3> Ilynkr 54 cratem 4 @enepanpHoro 3akoHa N 61-d3 (CoOpaHue 3aKOHOIATETHCTBA
Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTnyck JIeKapCTBEHHBIX MPenapaToB 0€3 pelenToB OCYIIeCTBIISETCS:
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1093H
(pen. ot 24.11.2021) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"O6 yTBepxaeHUM MpaBu OTMyCKa SIeKapCTBEHHbIX Mpenapar... Aata coxpanexua: 30.07.2025

1) anTexkamu, OCYIIECTBISIONIMMHU PO3HUYHYIO TOPTOBIO (OTIYCK) JIEKAPCTBEHHBIX IpEenapaToB
HACEJICHUIO, U alTeKaMU KaK CTPYKTYPHBIMU MMOJApa3JeICHUsIMH MEIULUHCKON opraHuzanuu (manee -
anTeKH);

2) anTeYHbIMM TYHKTAaMH, B TOM YHCJE KaK CTPYKTYPHBIMH IOAPA3ACICHUSAMU MEIUIIMHCKON
OopraHu3aluu (J1ajee - anTeyHble MYHKTHI);

3) anTeuyHbIMH KHOCKAMH;

4) WHIWBHUAYaTbHBIMU MPEANPUHUMATEISIMU, UMCIONIMMH JIMIEH3UI0 Ha (apMareBTUYECKYIO
NEeSATEIBHOCTh (J1ajiee - MHIMBUAYATbHBIA MPEITPHHIMATEND ),

5) MEIUIIMHCKUMHU OPTaHU3AIHMSIME, UMEIONTIMHE JTUIICH3UIO Ha (HapMaIleBTHYECKYIO JeITeIbHOCTb,
U HuX 000COONEHHBIMU TOApa3AeieHusIMU (amMOymaropusmMu, GeNnbIIepCcKUMU U (elbIIepcKo-
aKyIIEPCKUMHU TyHKTaMH, IEHTpamMu (OTACICHUSIMHU) oOO0mmeld BpadeOHOW (CeMEHHOM) TPAaKTHKH),
PacCMoJOKEHHBIMUA B CEIIbCKHX IOCENICHUSX, B KOTOPBIX OTCYTCTBYIOT alTE€4YHbIE OpraHu3anuu (najiee
COOTBETCTBEHHO - MEIUIIMHCKUE OpraHu3alid, O000COOJCHHBIC TMOAPA3ICICHHUS MEIUITTHCKUX
OpraHmzaiuii), MepeueHb KOTOPBIX YTBEPXKAAETCA OpraHaMu HUCIHOJHUTENBbHON BlacTH CyObeKTa
Poccuiickoit deneparum <4>.

<4> Yacts 5 cratbu 55 Oenepanpuoro 3akoHa N 61-D3 (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
®enepanun, 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, BKIIOYEHHBIX B IIEPEUYEHb HAPKOTUYECKUX CPEICTB, ICUXOTPOIHBIX BEILECTB U
UX TPEeKypcopoB, MOJuIeKamMX KOHTpoito B Poccuiickoit denepaunn <5> (najee COOTBETCTBEHHO -
[lepeuyenb, HAPKOTUYECKHE U TICUXOTPOIHbIE JIEKAPCTBEHHBIE MTPENapaThl);

<5> Ilynkr 2 crathu 2 PenepanbHOro 3akoHa ot 8 sHBaps 1998 r. N 3-@3 "O HapKOTHUECKUX
cpencTBax W ncuxoTpomHbix BemiecTBax'" (Cobpanue 3akoHomarenbeTBa Poccuiickoit deneparuu, 1998,
N 2, cr.219; 2016, N 27, ct. 4238) (nanee - denepanbHbliii 3akoH N 3-D3).

4) MEIUIUHCKUMH OpTaHuM3alusIMH ¥ O00O0COOJEHHBIMU TOAPA3JCICHUSIMUA MEIUIUHCKUX
OpraHu3aIui.

4. ITo peuenTam, BBIMMCAHHBIM Ha PELENTYpHBIX OmaHkax ¢opmbl N 148-1/y-88, oTmyckatorcst <6>
JIEKapCTBEHHBIE TIpenapaThl, BKIIOYEHHBIC B TIEPEUCHb JIGKAPCTBEHHBIX CPEICTB JJISI MEIUITHHCKOTO
NPUMEHEHHS, MOJISKAIINX MPEIMETHO-KOJIMYECTBEHHOMY YUeTy (Jajiee - JIEKapCTBEHHBIE MPErapaTsl,
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1093H
(pen. ot 24.11.2021)
"06 yTBepxaeHun Mpasun OTMycKa leKapcTBEHHbIX npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHenus: 30.07.2025

BKJIIOUEHHBIE B niepeueHs [IKY) <7>.

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

<7> TIlomnyukr 5.2.171(1) TIlonmoxxenuss o MunucrepcrBe (CoOpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®deneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3zaHHBIC JIEKaPCTBEHHBIC IpEMaparbl, MpeaHasHAuUCHHbIC IS TPakJaH, UMCIOIIUX IMPaBO Ha
MOJTyYeHHUE JICKAPCTBEHHBIX MPENaparoB, OTITYCKAEMBIX OCCILIATHO WIIM CO CKUIKOM, OTIYCKAOTCS MPH
MPeIbsIBICHUHN peLenTa, BBITMCAHHOTO Ha perentypHoMm Onanke ¢opmbel N 148-1/y-88, u peuenra,
BEINIMCAHHOTO Ha perentypHoM Onanke Gopmbsl N 148-1/y-04(i).

5. Ilo peuenTam, BBIMCAHHBIM HA pelenTypHbIX OmaHkax dopmbl N 148-1/y-04(1), oTmyckatorces
JICKapCTBCHHBIE IMPETapaThl, BHITUCHIBACMBIE TPaXKIaHaM, HMCIOIIUM IPABO Ha OECIUIATHOE TOJTyYCHHE
JICKQpPCTBEHHBIX MPENapaToB MM TIOJIYYCHUE JICKAPCTBEHHBIX IPEIapaToB CO CKUAKOW (nanee -
JIEKapCTBCHHBIE TIPEapaThl, OTIyCKaeMble OECIUIATHO WIIH CO CKHJIKOM).

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

7. KoMOMHMpOBaHHbBIE JIEKApPCTBEHHBIE MpenapaThl sl MEIULMHCKOTO MPUMEHEHUS, CoepKallne
KpOME MaJIbIX KOJIMYECTB HAPKOTUYECKUX CPEICTB, ICUXOTPONHBIX BEIIECTB U UX MPEKYPCOPOB ApPYyTHe
(apMaKoJOTMYECKHE AaKTUBHBIE BEIECTBA, OTIYCKAIOTCS alnTeKaMH, alTe€YHbIMH MYHKTaMH H
WH/IMBUYAIbHBIMU TIPEANPUHUMATENSIMHU, UMEIOLIMMH JTMLEH3UI0 Ha (papMaleBTHUECKYIO JIeSTebHOCTD,
0 perenTaM, BHIIMMCAaHHBIM Ha perentypHbix O0mankax ¢opm N 107-1/y u N 148-1/y-88 <8>, xpome Tex
JIEKapCTBEHHBIX MPENapaToB, KOTOPbIE OTIyCKAalOTCs 0e3 perenTa.

<8> Yacrts 6 ctatbu 55 denepanbuoro 3akoHa N 61-D3 (CobOpanue 3akoHoAaTenbcTBa Poccuiickoi
®enepanun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo peuentam B ¢Qopme DBJIEKTPOHHOTO JOKYMEHTa C MCIOJIb30BAaHHUEM YCHUJICHHOU
KBaJM(HUIIMPOBAHHON 3JEKTPOHHOM MOANMMUCH MEAMIMHCKOro paboTHHKa (namee - peuent B Qopme
AJIEKTPOHHOTO JIOKYMEHTA) OTIYCKAIOTCS BCE JIEKAPCTBEHHBIE IIpenaparhl, yKa3aHHbIe B MMyHKTax 4, 5, 6,
7 nacrosux [Ipasui.

9. MemunuHCKUE OpraHU3allMd W O0OCOOJICHHBIC MOAPA3ACICHUS] MEIUIIMHCKUX OpTraHU3aIui
TaK)Xe MOT'YT OTIYCKaTh:

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

2) nekapCTBEHHbIE IIpenaparbl, BKIIOYeHHble B llepedeHb JIeKapCTBEHHBIX MPENapaTos,
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OTIIyCKaeMBIX M0 pernenTaMm Bpada (Qenpamiepa) MpH OKa3aHWU JIOTIOJHUTEIBLHOW OecruiaTHOU
MEAUIMHCKOW TIOMOIIM OTACNbHBIM KAaTeropusM TIpaxJaH, HUMEIOUIMM [paBO Ha MOJIy4YeHHE
rOCy/IapCTBEHHOW COIMATBHOW IOMOIIM, a Tak)Ke WHBIC JICKApPCTBEHHBIC CPEJICTBA, OTIYCKAaeMbIC
OECIUIaTHO WJIM CO CKHMJIKOM, BHIITUCAHHBIC HAa pernenTypHbIX Oankax ¢opmbl N 148-1/y-04(:).

10. Otmyck JeKapCTBEHHBIX MPENapaToB, HE YKa3aHHbIX B MyHKTax 4, 5, 6, 7 Hactosmmx Ilpasui, B
COOTBETCTBUH C MHCTPYKLUAMHU 110 UX MEJUIIMHCKOMY IIPUMEHEHHUIO OCYILECTBIICTCS O€3 peLenToB.

11. Otnyck JIeKapCTBEHHBIX MPENApaToOB OCYLIECTBIISETCS B TEUEHUE YKA3aHHOI'O B pELENTE CPOKa
ero JeicTBUs pu oOpalleHuH Ul K CyObEeKTY pO3HUYHONW TOPTOBIIH.

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

13. .HeKapCTBeHHBIe npenaparbl OTIIYCKAOTCA B KOJHUYCCTBC, YKa3aHHOM B PpCHCHTEC, 3a
HCKIIIOYCHHUEM CJIy4acB, KOrja Ijid JICKApCTBCHHOI'O IIpfliapaTa YCTAaHOBJICHO KOJIMYECTBO, KOTOPOC
MOJKET OBITH BBLIIIHUCAHO B OIHOM PEUCITEC, NI KYyPC JICHCHUA <O>,

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

IIpy nmnpeabsBIEHUM peLenTa C [PEBBILIEHUEM MPEACIbHO JONYCTUMOIO  KOJIMYECTBA
JIEKapCTBEHHOT'O Mpernapara, KOTOpO€ MOXKET OBbITh BBIHCAHO B OJHOM peuente, (apmaneBTHUECKUi
paboTHUK HH(}OpMHpPYET 00 ATOM JUIO, MPEACTABUBILIEE PELENT, PYKOBOIUTENS COOTBETCTBYIOLIEH
MEIUIMHCKOW OPraHU3alluy U OTIIYCKAeT yKa3aHHOMY JIMIy YCTAHOBJIEHHOE COOTBETCTBEHHO MPEAEIBHO
JIOMYCTUMOE KOJIMYECTBO JIEKAPCTBEHHOTO Mpenapara, KOTOPOe MOXKET OBITh BBIITUCAHO B OJJHOM peLlenTe
C MPOCTABJIEHUEM COOTBETCTBYIOLIEN OTMETKHU B PELIEIITE.

[lpy Hammumm y cyObeKTa pPO3HHUYHOW TOPTOBIM JIEKAPCTBEHHOTO IIperapara ¢ JIO3UPOBKOH,
OTJIMYHOM OT JO03UPOBKU JIEKAPCTBEHHOIO IIpernapara, yKa3aHHOH B pelenTte, OTHYCK HMEILIErocs
JIEKApCTBEHHOTO TIpernapaTa JOIyCKAaeTCs, €CIH JTO3UPOBKA TAKOTO JIEKAPCTBEHHOTO Iperapara MEHbIIEe
J03UPOBKM, YyKa3aHHOH B perente. B Takom cioydae oOcCyIIecTBIseTCs IepecueT KOJIMYecTBa
JIEKapCTBEHHOTO Tperapara ¢ y4eToM Kypca JISYeHHUsI, YKa3aHHOTO B PEIeNTe.

B cnydae ecnu mo3upoBKa JIEKQpPCTBEHHOTO IMperapaTa, MMEIOIIETocs y CYObEeKTa PO3HHYHOM
TOPTOBJIH, TPEBBIMIAECT TO3WPOBKY JICKAPCTBEHHOTO Ipenapara, yKa3aHHYIO B pelenTe, perieHue od
OTIyCKE JICKapCTBEHHOTO IMpemapara ¢ TakKoW JO3UPOBKOW MPUHUMAET MEIUIMHCKUNA paOOTHUK,
BBINKMCABIINNA pELenT.

14. OTnyck JE€KapCTBEHHOrO Ipenapara OCYLIECTBISETCA B TNEPBUYHOM U BTOPUYHOU
(MOTpeOUTENHCKOI) yIMaKOBKaxX, MapKHPOBKA KOTOPBIX JOJDKHA OTBEUYaTh TpeOOBaHUAM cTaTbu 46
®enepansHoro 3akoHa N 61-d3 (Cobpanue 3akoHonaTenbeTBa Poccuiickoit @enepanun, 2010, N 16, cT.
1815; 2014, N 52, cr. 7540), a ymakoBKa Ijisi HaApKOTHYECKUX W TICUXOTPOMHBIX JIEKAPCTBEHHBIX
npemnaparoB crnucka Il - TpeboBanusm nyHkra 3 crateu 27 ®enepanbHoro 3akoHa N 3-O3 (Cobpanue
3akoHomarenscTBa 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, GapManeBTUYCCKU paOOTHUK MPOCTABISET OTMETKY Ha perente 00
OTIYCKE JIEKapCTBEHHOT 0 Tpenapara "JIekapcTBEHHbIN Mpenapar OTIYIIEH" U C yKa3aHUEeM:

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

2) TOpProBoro HaMMEHOBaHHUsS (3a MCKIIOYEHHEM JIEKAPCTBEHHBIX IPENApPaTOB, U3TOTOBJICHHBIX B
anTe4YHOH OpraHu3aluun), J03UPOBKH U KOJIMYECTBA OTIIYIIEHHOIO JIEKAPCTBEHHOTO IIpenapara;

3) dbamunuu, nMeHH, oT4ecTBa (MPU HAIWYMH) MEAUIMHCKOTO Pa0OTHHUKA B CIyYasX, YKa3aHHBIX B
a03arie yeTBepTOM IMyHKTa 13 1 ab3arne TperbeM myHkTa 16 HacTosimumx [IpaBu;

4) PEKBU3UTOB JOKYMEHTA, YJOCTOBEPSAIONIETO JIMYHOCThH JIMIA, TMOJYYMBILIETO JIEKAPCTBEHHBIN
rpenapar, B cilydyae, ykazaHHOM B TyHKTe 28 HacTosumx [Ipasu;

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

6) IaThl OTIYCKA JICKAPCTBEHHOTO TIpenapara.

16. IIpu oTnycke JeKapCTBEHHBIX MPEMapaToB IO PELENTY, BHITUCAHHOMY Ha PEIeNTypHOM OJIaHKe
dbopmbr N 107-1/y co cpokoM JIEHCTBHS 1O OJIHOTO rofa, B KOTOPOM yKa3aHbl MEPUOBI U KOJIMYECTBO
OTIIyCKAa JICKAPCTBEHHOTO Tpenapara (B KaXAbI IEpPHOA), pEUEeNT BO3BpallacTcs JIHILY,
nproOpeTarolieMy JIeKapCTBEHHBIN Mperapar, ¢ OTMETKOM, CoJleprKalleil CBeleHNs], yKa3aHHbIe B TTYHKTE
15 nactosmux IlpaBu.

[Ipu ouepenHoMm oOpalleHUH JUIA K CYOBEKTYy PO3HUYHOM TOPTOBIM C JAHHBIM PELENTOM
YUUTBIBAIOTCS OTMETKU O MPEIABIAYIIEM OTIIYCKE JIEKAPCTBEHHOIO Iperapara IO TaKOMY pELeNnTy U B
cllyuae TNpUOOPETEeHMs] JIMIOM KOJIMYECTBA JIEKAPCTBEHHOIO Ipernapara, COOTBETCTBYIOLIETO
MaKCUMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIMHCKMM pabOTHUKOM B pelente, a Takxke 0
HCTEUYEHUU CpoKa JEWCTBUS pelenTa, Ha pelente mpocrasisercs mrami "JlekapcTBEHHBIM mpenapar
OTIIYILEH" U PELIENT BO3BpaIACTCA JIUILY.

EnuHOBpEMEHHBIM  OTIYCK JIEKQPCTBEHHOIO IIpemapara IO pelenTy, BBIIMCAHHOMY Ha
peuentypHoM Omanke Gopmbl N 107-1/y co cpokoM AeHCTBHUS 10 OAHOTO rojia, B KOTOPOM YKa3aHbI
MEepPHUObl U KOJIMYECTBO OTITYCKA JIEKAPCTBEHHOTO INpenapara (B KaXK/Ibli Mepro[), JOMYyCKaeTCsl 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 JIUITY, MPUOOpPETArOIIeMY (TTOTYyJaroeMy) JIEKapCTBEHHBIC TTPEnapaThl.

18. Ocratorcsi W XpaHATCS y CyObEKTa PO3HUYHOM TOProBIM pelenTsl (C OTMETKOH
"JlexapcTBEHHBIH Mpenapar oTIyIleH") Ha:

1) JICKApCTBCHHBIC NIPCIIapaThl, OTITYCKACMbIC OCCILIaTHO WUJIU CO CKHHKOﬁ, - B TCUCHHC TPECX JICT,

2) nexkapcTBEHHBIE Tpemapatrhbl, oTHocsmmecs Mo ATX K aHTHICUXOTHYECKHM CpeicTBaM (KO
NO5A), ankcuonutukam (ko NO5SB), cHoTBOopHBIM U cematuBHbIM cpeactBam (koxg NOSC),
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antugenpeccantam (kojx NO6A) u He mojiexaliue MpeAMETHO-KOJIUYECTBEHHOMY YYETy, - B TCUCHHUE
TPEX MECSIIEB.

19. Peunentsl, He yka3zaHHble B MyHKTe 18 Hacrosmux I[lpaBuwi, oTMmeuaroTcs ILITAMIOM
"JlekapCTBEHHBII IpenapaT OTNYIIEH" U BO3BPAILIAIOTC JIUILY, TOJTYyYUBIIEMY JIEKAPCTBEHHBIN Mpernapar.

20. Peuentsl, BbIMMCAHHBIE C HapyLIEHUEM IpaBuil <10>, perucTpupyroTcs B KypHaje, B KOTOPOM
YKa3bIBAIOTCS BBIABJICHHBIC HapylieHUs B OGOpPMIICHHHM penenta, (aMuiaus, UMsA, OT4eCTBO (TIpH
HaJU4YUM) MEIULIMUHCKOTO pabOTHUKA, BBIMUCABIIErO pElEenT, HAUMEHOBAaHUE MEAUIIMHCKOU
OpraHu3alvK, MPUHATHIE MEpPbl, OTMEUAIOTCA MTamMnoM '"Penent HeAeWCTBUTENEH" W BO3BpaILlalOTCA
muny, npexacraBupiieMy perent. O Qaktax HapymeHUs mnpaBuil OPOPMIICHHS PEIENTOB CYOBEKT
PO3HUYHOI TOProBIM HHGOPMUPYET PYKOBOAUTENS COOTBETCTBYIOLIEH MEIUIIMHCKON OpraHu3aluy.

<10> Tloamynkt 5.2.179 Ilonoxxenuss o Munuctepctee (CoOpanue 3akoHOAaTENbCTBA Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000co0icHHOM TOJpa3eiecHUd MEAMIIMHCKOW OpTaHW3alliu JOJDKHBI OBITh OOECIICUCHBI
YCJIOBHSI COXPaHHOCTH OCTABJICHHBIX Ha XpaHEHHE PEIENTOB Ha JICKAPCTBCHHBIC CPEJICTBA.

PenenTtsl Ha JE€KapCTBEHHBIE CPEICTBA, IMOMJIEKAIIME IPEAMETHO-KOJINYECTBEHHOMY Y4YETY,
JIEKapCTBEHHbIE CPE/ACTBA, OTIyCKaeMble OECIUIATHO WIM CO CKUJAKOH, €KEMECSYHO IepelaloTcs U3
000COOJIEHHBIX — MOAPA3ENCHUH MEIULUMHCKUX OpraHu3aluil B  MEIMLUHCKUE OpraHu3alluu,
CTPYKTYPHBIMU IOAPA3AEICHUAMU KOTOPBIX OHHU SBJIAIOTCS, JJI IIOCIEAYIOIIEr0 XpaHEHUsI.

22. Tlpu otmycke JEKapCTBEHHOrO mpenapara (apMaleBTHUeCKUid paOOTHUK WM paOOTHUK
MEIULIMHCKOW  opraHu3anud  (000COOJEHHOTO  MOJpPAa3/eNeHUuss  MEAMLMHCKOM  OpraHu3aliu)
nH(popMUpYET U0, prodpeTatoniee (MoTyJarollee) JeKapCcTBEHHBIN Mpenapar, 0 peKUMe U J]03aX ero
npuema, MpaBWiiaX XpaHEHHs B JOMAIIHUX YCJIOBHAX, O B3aUMOJIEHCTBUU C APYTUMH JIEKaPCTBEHHBIMHU
npernapaTramu.

23. Tlpu otmycke IEKapcCTBEHHOTO TNpenapara (apMaleBTHUeCKUii paOOTHUK WIH PaOOTHUK
MEJUIIMHCKOW opraHu3anuu (000COOJICHHOTO TOpa3/iejieHUus] MEIUIIMHCKON OpraHW3alii) HE BIIpaBe
NPEJOCTABIIATh HENIOCTOBEPHYIO M (WIM) HEMOJHYI0 HMHQOPMALMIO O HAJIMYUU JIEKAPCTBEHHBIX
MpernaparoB, BKIOYas JIGKAPCTBEHHBIC TIpenapaThl, HMMEIONIMEe OJUHAKOBOE MEXKIyHApOIHOE
HEMaTeHTOBAaHHOE HAaWMEHOBAHHME, B TOM YHUCJIE€ CKPBIBaTh MHGOPMAIMIO O HAIUYUHM JIEKAPCTBEHHBIX
MpernapaToB, UMEIOUINX 0ojiee HU3KYIO 1eny <11>.

<11> Craresa 74 ®enepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. N 323-®3 "OO ocHOBax OXpaHbl
310poBbs TpaxaaH B Poccuiickoii @enepanun” (Cobpanue 3akoHoaaTenscTBa Poccuiickoit deneparnum,
2011, N 48, ct. 6724, 2013, N 48, ct. 6165) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

24. 3ampemaercss OTHYCK (GanbCUUIIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX M KOHTpadaKTHBIX
JIEKapCTBEHHBIX Mpenaparos <12>.
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<12> Cratesa 57 ®enepanpHoro 3akoHa N 61-d3 (Cobpanue 3akoHOAATENbCTBA Poccuiickoit
®enepanun, 2010, N 16, ct. 1815).

25. OTnycK 3TUIIOBOIO CIIMPTA IPOU3BOJAUTCS M0 PELIENITY C YYETOM YCTAHOBJIEHHBIX TpeOOBaHUH K
00BbEMY Taphbl, YIAaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MpenapaTon <13>.

<13> Yacte 4.1 crateu 45 denepanpHoro 3akoHa N 61-O3 (CobOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2015, N 51, cr. 7245), nocranosinenue [IpaButenbcTBa
Poccutickoit ®eneparuu ot 23 wmrons 2016 r. N 716 "O mnopsnake ¢GOpMHPOBaHHS TICPEUYHS
JIEKAPCTBEHHBIX MPENapaToB JJIsi MEIUIIMHCKOTO MTPUMEHEHHUSI, B OTHOILIEHUU KOTOPBIX YCTaHABIMBAIOTCS
TpeOoBaHUsI K 00bEMY Tapbl, YIIAKOBKE M KOMIUIEKTHOCTH, MEPEUHs JIEKAPCTBEHHBIX MPENapaTroB IS
BETEPUHAPHOTO NMPUMEHEHHS, B OTHOIICHUHM KOTOPBIX YCTaHABIUBAIOTCS TPEOOBAHUS K 00BEMY Tapbl, H
onpexaeneHus: Takux TpedoBanuii" (Cobpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 2016, N 31,
cT. 5030).

.HeKapCTBeHHI)Ie npemnaparsl, COACPKAIIUC STHUJIOBBIN CIIMPT, B TOM 4YHUCJIC H3TOTOBJICHHBLIC II0
penuceIry CY6’LGKTOM pOSHH‘{HOﬁ TOPTroBJIKM, HMCHOIIUM JIMICH3HUIO Ha (I)apMaI_[eBTI/I‘IeCKYIO ACATCIIbHOCTD
C IpaBOM M3TOTOBJICHUA JICKAPCTBCHHBIX IIpCIapaToB, OTIIYCKAKOTCA C Y4YCTOM YCTAHOBJICHHBLIX
Tpe60BaHHfI K O6’beMy Tapbl, YIIAKOBKE U KOMIIJICKTHOCTH JICKAPCTBCHHLIX ITPCIIAPaTOB.

26. 3ampemaercs pa3leibHBIM  OTIYCK JIEKAPCTBEHHBIX CPEJCTB, BXOMSIIUX B COCTaB
JIEKapCTBEHHOT'O TIpernapaTa, U3roTaBIMBaeMOT0 CyObEKTOM PO3ZHHUYHOM TOPTOBIIH.

27. 3ampeuiaercsi OTIYCK CYOBEKTOM PO3HMYHOM TOPTOBIAM II0 pELENnTaM BETEpUHAPHBIX
OpraHHu3alMii:

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

3) nmekapCTBEHHBIX MpemnapaTroB, oTHOCAUUXCS M0 ATX K aHTUIICMXOTHYECKHM CpeICcTBaM (KO
NO5A), ankcuomutukam (kon NO5SB), cHoTtBOpHBIM u cematuBHBIM cpenctBam (kog NO5C),
anTuaernpeccantaM (ko NO6A) u He BKIItoueHHBIX B iepedens [IKY.

Il. Tpe6oBaHUs K OTNYCKY JieKapCTBEHHbLIX NpenapaToB
no Tpe6oBaHUIO MEAULIMHCKOM OpraH1M3auumu

28. Jlna obecnieueHust Ie4eOHOTO Mpoliecca B MEAMIIMHCKOM OpraHn3alluy aliTeUHOW OpraHu3aluei,
SBJIAIOIIEHCS CTPYKTYPHBIM MOJApA3JIeIeHUEeM TaKOoil MEIUIMHCKON OpraHu3aluu, OCYIIECTBISIETCS
OTIYCK JIMOO M3TrOTOBJIEHHE U OTIYCK JIEKApCTBEHHBIX IpPENapaToB Ha OCHOBAaHUM TpPeOOBaHMS
MEIUIIMHCKOW OpraHu3aliy, BBHIMTUCAHHOIO YIOJIHOMOUYEHHBIM MEAMIIMHCKUM pabOTHUKOM (naiee -
TpeOoBaHNE METUIIMHCKON OpraHu3alum).

MenuuuHckasi opraHu3aius BIIpaBe OOpaTUTHCS B CTOPOHHIOID AalTEYHYIO OpPraHHU3alUio Ipu
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OTCYTCTBHUHM allTE€YHOM OPraHMU3aLUU, SABISIOIIECHCA CTPYKTYPHBIM MOJIPa3JeICHUEM TaKOH MEIULUHCKOU
OpraHH3alMH.

JlexapcTBeHHBIE MpenapaThl, U3TOTOBJICHHBIC ANITEUYHBIMU OPTaHU3ALUAMU JJIS 1eIe UX OTIycKa
o TpeOOBAaHUAM MEIUIIMHCKUX OpraHU3alUi, TOCYAapCTBEHHOW PErUCTPAIMK HE MOIeKaT <14>,

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

29. Xpanenne TpeOOBaHMI MEIUIMHCKON OpraHU3alliy, MO0 KOTOPBIM OTIYIIEHBI JIGKAPCTBEHHBIC
rpenaparbl, OCYIIECTBIISIETCSl alTEYHOM OpraHu3anued B COOTBETCTBUM C IYHKTOM |8 HacTosIero
[Topsinka.

30. HapymeHne mnepBUYHOM YIAKOBKM JIEKapCTBEHHOIO IIpernapara IpU €ro OTIYCKE IO
TpeOOBAHUIO MEIUIIMHCKON OpraHu3alliyl JAOIMYCKAeTCs alTeYHOH OpraHu3alueil, MMEIOIEeH JHUIECH3UI0
Ha (papMaleBTUUECKYIO JIEATEILHOCTh C IPAaBOM H3TOTOBJICHUS JICKApCTBEHHBIX IpenapartoB. B Takom
Cllyyae OTIIYCK JIEKAPCTBEHHOIO IIpernapara OCYILECTBIIETCS B yHakoBke <15> ¢ mpenocraBieHueM
MHCTPYKIUHU (KOIIUU UHCTPYKIIMK) MO MPUMEHEHHUIO OTIYCKaeMOro JIEKApCTBEHHOTO Nperapara.

<15> [Ipuxa3z Munszapasa Poccun ot 26 oxts6ps 2015 r. N 7511 "OO yTBep>KACHUU IMpaBHUI
W3TOTOBJIEHUS] M OTIyCKa JIEKApCTBEHHBIX MPENapaTroB i METUIMHCKOTO NMPUMEHEHUS anTeUYHbIMU
OpraHu3alMsIMM,  MHIUBUIYAJIbHBIMH  HPEANPUHUMATENSIMH,  HUMEIOIMIMMU  JIMIEH3MI0  Ha
(dhapMareBTUUECKYyI0 JIESITENbHOCTD"  (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHIIMH  Poccuiickoi
®enepanuu 21 anpens 2016 r., peructpanronHsiii N 41897).

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

31. Otmyck JeKapCTBEHHBIX MpenaparoB MO peuentam B (GopMme 3IEKTPOHHOIO JOKYMEHTa
OCYILIECTBIISIETCSl alTeKaMH, alTE€YHbIMH IIyHKTAMH W HWHAMBUAYAJIBHBIMH IPEANPUHUMATEISMH,
YKa3aHHBIMH B IyHKTE 2 Hactosumx I[IpaBui, pacnosiokeHHBIMHU Ha Tepputopuu cyobekta Poccuiickoit
denepanyu, B KOTOpoM OQOpMIIEH pelent B (opMe 3JIEKTPOHHOIO JOKYMEHTa, B Clyyae HpPUHATHS
YIIOJITHOMOYEHHBIM OpraHoM cyOwekTa Poccmiickoit denepamnuii B COOTBETCTBUM C MYHKTOM 4 cTaThu 6
®enepansHoro 3akoHa N 61-D3 (Cobpanue 3akoHonaTenbeTBa Poccuiickoit @enepanun, 2010, N 16, cT.
1815; 2019, N 52, cr. 7793) pemienuss o0 HCIIOJNIB30BAaHMU Ha TeppUTOpHM CcyObekTa Poccuiickoit
denepan Hapsily € pelenTaMd Ha JIEKapCTBEHHbIE Ipemnaparbl, O0(OpMIIEHHBIMH Ha OyMa)XHOM
HOCHUTEJIE, PEIEeNTOB Ha JIEKAPCTBEHHBbIE NIpenapaTsl, CPOPMUPOBAHHBIX B (HOpME IIIEKTPOHHBIX
JOKYMEHTOB (f1ajiee - pelleHne YIOJIHOMOYeHHOT0 oprana cyobekra Poccuiickoii @enepariun).

32. AnTedHple OpraHU3alUK JOJDKHBI UMETh MOAKIIOUEHNE K TOCYAapCTBEHHON MH(POPMAIIMOHHOMN
cucteMme B cepe 3paBooxpaHeHus: cyorekta Poccuiickoit @eaeparuu <16> (mganee - cuctema), KOTOpoe
obecrieunBaeTcs YIOJTHOMOYEHHBIM OPTaHOM BilacTu cyOnekTa Poccuiickoit deneparumu.
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<16> Ilocranosnenue IlpaButenscTBa Poccuiickoit @eneparuu ot 5 mast 2018 r. N 555 "O equnoi
roCy/IapCTBEHHOW MH(POPMAIIMOHHON crcTeMe B cdepe 3apaBooxpaneHus” (CoOpanue 3aKOHOIATEIbCTBA
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 4Hcje TpeOOBaHMs K UACHTH(PHUKAUU pelenta B GopMe 3JIEKTPOHHOTO JOKYMEHTa U
nuIa, oOpaTUBILIETOCS 32 OTIYCKOM JIEKAPCTBEHHBIX MPENApaToB 10 TAKUM PELENTaM, yCTaHABINBAIOTCS
pelIeHrueM yIoJIHOMOYEHHOTO opraHa cyonsekra Poccuiickoit deneparun.

33. OTmyck JneKapCTBEHHBIX MpENnapaTroB MO penentaMm B (opMe 3JIEKTPOHHOTO JOKyMEHTa
OCYHIECTBIISICTCS JIMIY, YKAa3aHHOMY B peIernTe, JU00 ero 3aKOHHOMY IPEJCTaBUTENI0, JIMOO JIHILY,
KOTOpOE JINII0, YKa3aHHOE B PELENTe, WM €Tr0 3aKOHHBII MPEACTaBUTEIb YIIOJIHOMOYIIN Ha MOTy4eHHE
JIEKapCTBEHHBIX IPETapaToB.

[Tpunoxenue N 2

K MpuKa3zy MUHUCTEPCTBA 37paBOOXPAHCHUS
Poccuiickoit @enepanuu

oT 24 Hos16ps 2021 r. N 10931

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

1. OTnyck HapKOTMYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IPENaparoB IO pelenTaM
OCYILIECTBIISIETCS] allTeKaMH, allTeYHbIMU MYHKTaMU, MEIULIMHCKMMH OpraHU3alusiMu, 000COOJIEHHBIMU
MOJIPa3/IeNIeHUsIMI MEJUIIMHCKUX OpraHu3aluii, UMEIOUIMMHU JHMIEH3UI0 Ha JIeATeNIbHOCTh MO0 000poTy
HAapKOTUYECKUX CPEACTB, IICUXOTPONHBIX BEIIECTB M HUX IPEKypCOPOB, KYJIbTUBUPOBAHUIO
HapKocoJepkKalux pacTeHui. [lepeueHb METUIIMHCKUX OpraHU3aluii 1 000COOJEHHBIX MOIpa3/IeeHuit
MEIUIUHCKUX OPraHW3alui, NEPeYeHb HAPKOTHYECKHMX JIEKAPCTBEHHBIX MPEMAPAaTOB M IMCUXOTPOIHBIX
JIEKapCTBEHHBIX MPENapaToB, OTIYCK KOTOPBIX (PU3UUYECKUM JINIIAM MOXKET OCYIIECTBISATHCS YKa3aHHBIMU
MEAUIIMHCKUMHU OpraHu3alusIMU U UX 000COOJIEHHBIMU NOJIpa3ieICHUSIMU, YCTAHABIMBAIOTCA OpraHaMH
UCTIOJHUTENbHON BiacTu cyOobekToB Poccuiickoit @enepanuu <1>.

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

2. Ilo penenitam, BBIMUCAHHBIM Ha perentypHbIX Onankax ¢Gopmer N 107/y-HIT <2>, ormyckaroTces
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HAapKOTUYECKUE U TICUXOTPOIIHbIE JIEKAPCTBEHHBIC Ipernaparbl, BHECEHHbIE B CHHCOK HAPKOTUYECKHUX
CPEICTB M TICHXOTPOITHBIX BEIIECTB, O00OpOT KOTOphIX B Poccuiickoit denepaniuu OrpaHuyeH U B
OTHOIIEHUU KOTOPBIX YCTAHABIMBAIOTCA MEPbl KOHTPOJS B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanmii 1 MeXAyHApOAHBIMU JoroBopamu Poccuiickoit ®enepamuu (criucok II),
Ilepeuns (nmanmee - HapKOTMYECKHE W IICUXOTPOIHBIE JIEKapCTBEHHbIE Ipenaparsl cnucka II), 3a
HCKJIIOYCHUEM HAPKOTUYECKUX U MICUXOTPOMHBIX JICKAPCTBEHHBIX MPEMApaToB B BUAE TPAHCAECPMAIbHBIX
TEpPANeBTUUECKUX CHUCTEM M JIEKAPCTBEHHBIX IPENapaTroB, COJAEPKAIIMX HAPKOTHYECKOE CPEACTBO B
COYETaHUU C AHTArOHUCTOM ONMMOUIHBIX PELETTOPOB.

<2> Tlognynkt 5.2.178 mynkrta 5 IlomoxkeHuss o MUHHCTEPCTBE 37paBOOXpaHeHUs Poccuiickoit
®denepanun, yTBepKIAeHHOTO mocraHoBieHueM llpaButennctBa Poccuiickoit denepanuu ot 19 urons
2012 r. N 608 (Cobpanme 3akoHonaTenbcTBa Poccuiickoit @enepamuu, 2012, N 26, ct. 3526; 2017, N 52,
cT. 8131) (nanee - Ilonoxxenue o Munmucrepcrse).

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

<3> [Moamyskt 5.2.179 Tlonoxenuss o Munucrepctee (CobpaHue 3akoHomaTebcTBa Poccuiickon
Odenepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTpomnHble JEeKapCTBEHHbIE NpenapaThl, BHECEHHbIE B CIHCOK IMCUXOTPOIHBIX BEILIECTB,
o0opoT koTopbix B Poccuiickoii ®enepanuu OrpaHM4YeH M B OTHOUIEHMM KOTOPBIX JIOMYCKaeTCs
HCKIIFOYEHHE HEKOTOPBIX MEP KOHTPOJIA B COOTBETCTBUU C 3aKOHOAATeNbCTBOM Poccuiickon denepanuu
n  MexayHapoaHbIMu goroBopamu Poccuiickoit ®@enepanuun (cnmcok III), Ilepeuns (manee -
IICUXOTPOITHBIE JIEKapCTBEHHBIE Npenapatsl criucka I1I);

2) HapKOTHYECKHWE U TICUXOTpPONHbIE JIEKapCTBEHHBbIE IpemapaThl cnucka I B Buze
TPAaHCACPMAJIBHBIX  TEPAIEBTUYECKUX  CUCTEM W JICKAPCTBEHHBIE  IIpEmaparbl,  COJEp Kallue
HapKOTUYECKOE CPEJICTBO B COYETAHUM C AHTATOHUCTOM OIHOUHBIX PELIEITOPOB;

3) nexapcTBEHHBIE NpemnapaThl, M3rOTaBIMBAEMble MO PELENTy Ha JEeKapCTBEHHBIM Ipemapar u
coJiepaKalle HapKOTUYECKOE CPEICTBO WM IICUXOTPOIIHOE BEIIECTBO, BHECEHHOE B crucok [I [lepeuns,
U JIpyrue (papmMakoJoruuecKkue akTUBHBIE BEIECTBA B J103€, HE MPEBBIIIAIOIIEH BHICIIYIO Pa30BYIO J103Y,
U MpU YCIOBUHU, YTO 3TOT KOMOMHHUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar He SBJSETCS HapKOTUYECKUM
WM TICUXOTPOITHBIM JIEKAPCTBEHHBIM Mpenaparom crnucka II.

4. Tlpu oTmycke HapKOTHYECKOTO M IMCUXOTPOIMHOrO JIEKAapCTBEHHOro mpemnapaTta crnucka Il Ha
periente 00 OTIYCKE JEKapCTBEHHOTO MpernapaTta MpoCTaBiseTcs MevyaTh anTekd UM alTeyHOro MyHKTa,
B KOTOPOM yKa3aHO MX MOJIHOE HaMMEHOBaHHe (IIPU HAJIMYMU TIeYaTn).

5. Ocrarorcst U XpaHiTcs y cyObeKTa pO3HUYHONW TOPTOBIM perenTsl (¢ oTMeTkol "JIekapcTBeHHBIH
npernapaT OTnyiieH") Ha:

1) HapkoTHYecKMe€ M TCHUXOTPOIHbIE JIEKapCTBEHHbIE Ipemnaparbl cnucka I, mcuxoTrpomHbie
JIEKapCTBEHHBIE MpenapaThl cnucka Il - B TeueHue nstu Jier;
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2) KOMOWHHMPOBAHHBIC JICKAPCTBEHHBIC MpPEMapaThl, COJACPIKAIINE HAPKOTHUECKHUE CPEJCTBA HIIU
MCUXOTPONHbIE BemecTBa, BHeceHHble B cnucku Il m III Ilepeunsi, W3roToBJIEHHBICE B aNTEUYHOU
OpraHu3alyy, JEKapCTBEHHBbIE IMpenaparsl, MOJJICKAIIUe TPEAMETHO-KOJIUYECTBEHHOMY Y4YeTy, - B
TEUEHHUE TPeX JIeT.

VYka3zaHHbIC JIEKAPCTBEHHBIC TNpernaparhbl, MpeaHa3HaueHHbIC JUIS Tpak[JaH, MMEIOIIUX IpPaBO Ha
MOJTyYCHHE JICKAPCTBEHHBIX MPENapaToB, OTITYCKAEMbIX OECILIATHO WJIM CO CKHJIKOM, OTITYCKArOTCS MPHU
NPEIbSIBICHUH PEIeNTa, BBIMMCAHHOTO Ha penentypHoM Onanke ¢opmbel N 148-1/y-88, u peuenra,
BBITIMCAHHOTO Ha perentypHoM Osanke ¢hopmbl N 148-1/y-04().

6. OTmyck HapKOTMYECKHMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTOB OCYLIECTBISAETCS
(bapMaleBTUYECKUMH U MEIUIIMHCKUMHU pabOTHHKAMH, 3aHMMAIOIIMMU JIOJDKHOCTH, BKIIIOYEHHBIE B
[epeyeHb JOJDKHOCTEH (DapMalleBTUUECKUX U MEIUWLMHCKUX paOOTHUKOB B OpraHM3alUsX, KOTOPBIM
IIPEJOCTABIEHO IMPaBO OTIYCKAa HApPKOTHYECKHUX 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. HapkoTuueckue M ICUXOTPOIHBIE JIEKAPCTBEHHBIE Ipenaparhl cnucka II, 3a uckiIodeHneMm
JIEKapCTBEHHBIX IpENapaToB B BHJAE IUIACTBIpEH U JIEKAPCTBEHHBIX IPENaparoB, COAEpKAILUX
HapKOTUYECKOE CPEJICTBO B COYETAHMM C AHTAarOHHUCTOM OINHMOMIHBIX PELENTOPOB, OTIYCKAIOTCA IPHU
MPEIbABICHUHN JOKYMEHTA, YIOCTOBEPSIOLIET0 JUYHOCTD, JIUIlY, YKa3aHHOMY B pEIeNnTe, ero 3aKOHHOMY
NPEJCTaBUTENI0 <5> MM JIMIly, UMEIoIIEeMy O(OPMIIEHHYIO B COOTBETCTBUH C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepannn JOBEPEHHOCTh HA MPABO IOJYYEHHUS TAKUX HAPKOTUYECKHX M ICHXOTPOIHBIX
JIEKapCTBEHHBIX NIPENAapaToOB.

<5> B oTHOWIEHUM JMIA, yKazaHHOro B 4dactu 2 crateu 20 ®epepanpHoro 3zakoHa N 323-D3
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724).

[Tpu HEeBO3MOXKHOCTH O(OPMIICHUSI MHKYpaOeIbHbBIMU OOJbHBIMU Ha 3aBEpLIAIOIIEM 3Talle KU3HU
JIOBEPEHHOCTH Ha MPABO MOJIYYEHUs YKa3aHHBIX B a03alle MepBOM HACTOSIIETO MMyHKTa HAPKOTUYECKUX U
MICUXOTPOIHBIX JIEKAPCTBEHHBIX IMPENapaToB TaKue JIEKapCTBEHHbIE Ipenaparhl OTIYCKAIOTCS WHBIM
JUIaM, OCYILECTBISIOUIMM YXOJA 3a HHMMH, INpPU TPEABABICHUHM OJHOBPEMEHHO C PELENTOM Ha
JIEKapCTBEHHBIN Mpenapar JOKYMEHTa, YIOCTOBEPSIOLIEro JIUUYHOCTh, U JOKYMEHTA, MOATBEPKIAIOIIETO
MHKypaOelnbHOE COCTOSIHME OOJIBHOTO, COJEPIKAIero CBEACHUS O JIMLE, KOTOPOE IOJIydyaeT
JIEKapCTBEHHbIE MpernapaThl Mo peuenty (pamuwins, uMs, OTYECTBO (MPU HAJIWYUH), BUJ, cepus U (Win)
HOMEp JOKYMEHTA, YJOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHOTO MOJIUCHI0 M MEYaThI0 MEAMIIMHCKOIO
paboTHUKA, a TAK)Ke NeYaThi0 METUIIMHCKON OpraHu3aum.

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

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

www.consultant.ru Crpanuua 14 u3 16
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=401865&date=30.07.2025&dst=100518&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=402178&date=30.07.2025&dst=100142&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=504021&date=30.07.2025&dst=64&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=495712&date=30.07.2025&dst=100254&field=134

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1093H
(pen. ot 24.11.2021)
"06 yTBepxaeHun Mpasun OTMycKa leKapcTBEHHbIX npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHenus: 30.07.2025

JIEKapCTBCHHBIX IMPEMapaToB B BHJE IUTACTHIpEH U JIEKAPCTBEHHBIX IPEMApaToOB, COACPKAIIUX
HApKOTHYECKOE CPEJCTBO B COYCTAHWU C AHTArOHMCTOM OIHMOWIHBIX PEUENTOPOB), MpeIHA3HAYCHHBIC
JUTS TpaKJlaH, UMEIOIIUX MPaBO Ha OECIUIaTHOE MOTYYEHHUE JIEKApCTBEHHBIX MPENapaToB WK MOTYICHHE
JICKAQpCTBEHHBIX IPEIapaToB CO CKHUJKOH, OTIYCKAIOTCS MPU MPEIbSIBICHUN PELENTa, BBIMHUCAHHOTO Ha
penentypaom Osanke ¢opmer N 107/y-HII, u penenita, BEIMMCAHHOTO Ha penentypHoM Onanke Gpopmbl N
148-1/y-04(x).

9. Ilocne oTnycka HAPKOTUUECKUX U IICUXOTPOIHBIX JEKAPCTBEHHBIX IpenaparoB cnucka II, B Tom
qucie B BUJE TPAaHCIEPMalbHBIX TEPAIEBTUUYECKUX CHUCTEM U JIEKAPCTBEHHBIX MPENapaToB, COAEPIKALINX
HapKOTUYECKOE CPEICTBO B COYETAHUU C AHTArOHUCTOM OIHMOMAHBIX PELENTOpPOB, ICUXOTPOMHBIX
JIeKapCTBEHHbIX NpenapaToB cnucka Il numy, nomyduBlIeMy JI€eKapCTBEHHBIH Ipenapar, BBIAAETCS
CUTHATypa C >KEeJITON IO0JI0OCOM B BEPXHEW YacTH U HAANUCHIO YepHBIM IIpupToM Ha Hel "Curnatypa', B
KOTOPOH YKa3bIBarOTCSL:

1) HAaMMCHOBAHUC W aApCeC MCCTOHAXOXKIACHUA AaIllITCKH, alTCYHOI'O ITYHKTA, MGI[I/IIII/IHCKOﬁ
OopraHu3aluu, 000Cc00IEHHOTO noApa3aACIICHUA MCHHHHHCKOﬁ OpraHu3anuu,

2) HOMeEp M JlaTa BBIMCAHHOTO PELENTa;

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

4) HOMCDP MEIULIMHCKOM KapThl MalUCHTA, MOJYYAOIICTI0 MCAUIIMHCKYO ITIOMOIIb B aM6y1'IaTOpHBIX
YCIIOBUAX, I KOTOPOIro MpeaHa3sHAuYCH HeKapCTBCHHBIﬁ npemnapar,

5) dbamunus, uMms, oTYECTBO (IIPU HATMYUM) MEJUIIMHCKOTO paOOTHUKA, BHINMHCABIIETO PEIENT, €ro
KOHTaKTHBIN TeneoH 1100 TeaedoH MEIUIIMHCKOW OpraHu3aluy;

6) COACPKaHUC PCLCIITA HA JIATUHCKOM A3bIKE UJIM PYCCKOM A3LIKEC;

7) damunusi, UMsi, OTYECTBO (TIPU HATMYHUH) U MOAMHUCH (PapMarleBTUUECKOTO I MEIUITUHCKOTO
paboTHUKA, OTITYCTUBIIETO JICKAPCTBEHHBIH Mpernapar;

8) mara oTIycKa JeKapCTBEHHOIO Mpernapara.

10. 3ampemiaercss OTIYCK CYOBEKTOM pPO3HHYHOM TOProBIM 10 pEUENTaM BeTEepUHAPHBIX
OpraHM3alyil HAPKOTUUECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpErapaTos.

[Ipunoxenne N 3

K IIpUKa3y MUHHCTEpCTBA 31paBOOXPAHEHNUS
Poccuiickoit @enepanuu

ot 24 Hos6ps 2021 r. N 1093u

NOPAAOK
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"06 yTBepxaeHun Mpasun OTMycKa leKapcTBEHHbIX npenapar...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHenus: 30.07.2025

OTNYCKA ANTEYHbIMU OPIrAHU3ALIMAMU UMMYHOBUOJTOIMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

1. Ornyck MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISETCS alTEeYHBIMU
OpraHu3aliisIMM ¥ WHIUBUAYAJIbHBIMH  NPEINPUHUMATEISIMHM,  HMMCIOIIUMH  JIMIIEH3UIO  Ha
(bapMaleBTUUECKYIO JAESITeNbHOCTb, MEIUIIMHCKUMHU OpraHU3alMsIMH, HWMEIOUUMH JIMLIEH3UI0 Ha
(bapMareBTUYECKYI0 JesITeIbHOCTh, W HMX O0O0COOJEHHBIMU TOJpa3feneHusIMH (amMOyIaTopusMu,
dbenpamepckuMu U QENbAMIEPCKO-aKYIIEPCKUMU  ITYHKTaMH, IeHTpaMHu (OTICICHHUAMH) oOmein
BpaueOHOI (ceMeNHO) TPaKTUKN ), PACIIOJIOKEHHBIMH B CEJIbCKUX MOCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHu3anuu, 6e3 perenta u (WiK) 10 PeLenTy Ha JIEKapCTBEHHBIN Mpenapat, opopMIIeHHOMY
MEIUIIUHCKUMU PaOOTHUKAMHU (J1ajiee - PeLerT).

2. Ilpu oTnmycke MMMYHOOHOJOTHYECKOTO JIGKAPCTBEHHOTO Mperapara Ha pelente WM KOpEIKe
penenTa, KOTOPBIM OCTaeTcs y JMIa, NMPHOOpETaroniero (Moay4yarollero) JeKapCTBEHHBIN Mperapar,
yKa3bIBaCTCsl TOUHOE BpeMs (B yacax ¥ MUHYTaX) OTIYCKa JIGKAPCTBEHHOTO Iperapara.

3. Ornyck HMMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpernapara OCYIIECTBISETCA —JIUILY,
npuoOperarolemMy (MoydarolemMy) JeKapCTBEeHHBIH MpernapaT, Npyu HAIUYUU y HEro CIEHHaTIbHOTO
TEPMOKOHTEHHEPA, B KOTOPBII IOMEIIAETCS JIEKAPCTBEHHBIN Iperapar, Wik BO3MOXHOCTU MPUOOpPETEHUS
B ANTEYHOM OpraHu3aluud HEOOXOAMMBIX CpPEICTB JJs TPAHCHOPTHUPOBKH (TEPMOKOHTEUHED,
XJ1a703JIEMECHTHI ).

4. Jluny, npuoOperimieMy HMMYHOOHOJOIMYECKHI JIeKapCTBEHHBIN Ipenapar, pa3bsCHAETCS
HEO0OXOJIMMOCTh JIOCTaBKU JIEKAPCTBEHHOTO IMpernapara B MEIUIIMHCKYIO OpraHU3alUi0 B CPOKH, HE
MPEBBIIIAIOIINE CPOKH HOJIepKaHus paboueil Temmeparypbl CpeACTB TPAHCIOPTUPOBKU, YKa3aHHBIC B
HUHCTPYKLIHH.
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