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

MMWHUCTEPCTBO 31PABOOXPAHEHUA POCCUNCKOU ®EQEPALIUA

NMPUKA3
oT 24 Hos6ps 2021 r. N 1093H

Ob YTBEPXAOEHUU NMPABWUI
OTMYCKA NEKAPCTBEHHbIX NMPEMAPATOB Al MEAULUUHCKOIO NPUMEHEHUA
ANTEYHbIMU OPIrAHU3ALUUAMU, UHOUBUAYAJbHBIMU NMPEANPUHUMATENAMMU,
UMEIOLLIMMW NULIEH3UIO HA OCYLLECTBJIEHUE ®APMALIEBTUYECKON
AEATENNIbHOCTU, MEOAMLUUWHCKUMU OPTAHU3SALUUNAMU, UMEIOLLUMMU NULIEH3UIO
HA OCYLLUECTBJIEHUE ®APMALIEBTUYECKOWN OEATENBHOCTHU, N NX
OBOCOBJIEHHbIMA NOAPA3AENIEHUAMU (AMBYNNATOPUAMU, ®ENBALLIEPCKUMU
N OENBbALUEPCKO-AKYLWEPCKUMU NMYHKTAMU, LEHTPAMU (OTAENEHUAMMW)
OBLLEW BPAYEEHOW (CEMEMHON) NPAKTUKW), PACNOJTIOXXEHHbIMU
B CEJIbCKUX NMOCEJNEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPIrAHU3ALNU, A TAKXKE NMPABUIT OTNMYCKA HAPKOTUYECKUX CPEACTB
N NCUXOTPOMNHbIX BEWECTB, 3APETMCTPUPOBAHHbLIX B KAHECTBE
NEKAPCTBEHHbIX MPENAPATOB AnA MEAULUHCKOIo NPUMEHEHUA,
NEKAPCTBEHHbIX NMPEMNAPATOB AnsdA MEOULMHCKOIO NPUMEHEHUA,
COAEPXALUMUX HAPKOTUYECKUE CPEOCTBA U NMNCUXOTPOMNHbIE
BELWECTBA B TOM YUCIJIE NOPAOKA OTNMYCKA ANTEYHbIMU
OPIrAHU3ALUNAMUN NMMYHOBUOJIOMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

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

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, ct. 1815; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238), ¢ monmynkramu 5.2.165, 5.2.169 u
5.2.183 mnynkra 5 IlomoxxeHns o MuHucrepcTtBe 3apaBooxpaHeHus Poccuiickoit Penepauuu,
yYTBEPKAEHHOTrO noctaHoBiaeHueM [IpaBurtenbctBa Poccuiickoit @enepaunu ot 19 utons 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:

[IpaBuiia oTmycka JEKapCTBEHHBIX IIPENapaToB s MEIUIUHCKOTO IMPUMEHEHMsI anTeUYHbIMU
OpraHu3alysIMU, UHAUBUAYAJIbHBIMU MPEANPUHUMATENSIMU, UMEIOIIMMHU JIMIIEH3UI0 HAa OCYIIECTBIIECHUE
(bapmalleBTUUECKON AESITeNbHOCTH, MEIUIIMHCKUMHU OpraHM3alisIMH, HMEIOIIUMU JIMIEH3UI0 Ha
OCYILIECTBIICHHE (apMaIeBTUUECKONH JEATETBbHOCTH, M HUX 00O0COOJEHHBIMU IOJpa3/ieICHUIMU
(amOynatopusiMu,  (QelapAlIEpCKUMH M (ENbAIIepCKO-aKyIIEPCKUMU ~ IYHKTaMH,  LIEHTPaMH
(oTnenenusiMu) ob1IeH BpaueOHOM (ceMeitHOM) MPaKTHKH), PACIIONOKEHHBIMH B CEJIbCKUX MOCETICHUSX, B
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KOTOPBIX OTCYTCTBYIOT allT€UHbIE OpraHu3aluu, coriacHo npuioxenue N 1 (ganee - npaBuia);

[IpaBuna oOTIyCKa HAPKOTHYECKUX CPEICTB M TCUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
Ka4eCTBE JICKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHS, JICKAPCTBEHHBIX MPENapaToB s
MEJIUIUHCKOTO TPUMEHEHUS, COJEpXKallMX HAPKOTUYECKHUE CPEACTBA W IICUXOTPONHBIC BEIECTBA,
COrjIacHO MpuiokeHuro N 2;

[lopsimok  oTmycka anTEYHBIMH  OpPraHU3alUsIMU ~ MUMMYHOOMOJIOTHYECKUX  JIEKAPCTBEHHBIX
[pernapaToB COrJacHO mpuiiokeHuto N 3.

2. Ilpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MHUHHUCTEPCTBA 3[paBOOXPAHEHUs U colMaibHOro pa3BuTus Poccuiickoii denepanuu ot 26
arycra 2010 r. N 7351 "OO yrtBepxaenuu IIpaBms OTmycKa JE€KapCTBEHHBIX NpENapaToB s
MEAUIIMHCKOTO  MPUMEHEHUS  MEIUIMHCKUMH  OpraHM3alMsIMH, HMEIOIIMMU  JUICH3UI0  Ha
(bapMareBTHYECKYI0 JeSITeIbHOCTh, W HMX O0O0COOJIEHHBIMH TOJpa3JeNeHUsIMA (aMOyIaTopusMHu,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMU, LEHTpaMd (OTHeNeHUsAMH) oOIIei
BpayeOHOU (CEeMEMHOMN) MPAKTUKH ), PACTIONOKEHHBIMU B CEJIbCKUX MOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble opraHu3anuu" (3aperucTpupoBaH MuHHCTEpcTBOM toctuiiuu Poccuiickori ®enepanuu 28
ceHts10ps 2010 r., perucrpanuonssiii N 18575);

npuka3 MunmucrepcTBa 3apaBooxpanenus Poccuiickoit ®eneparuu ot 11 utons 2017 r. N 4031 "O06
yrBepxkAeHuH IIpaBun oTmycka J€KapCTBEHHBIX IPENapaToB JUIsl MEAMLMHCKOTO NMPUMEHEHHS, B TOM
qyuciae  MMMYHOOMOJIOTMYECKMX  JIEKApCTBEHHBIX  IpernapaTroB,  alTE€YHbIMM  OpraHu3alUsMH,
WHJWBUIYAIGHBIMA — TNPEINPUHUMATEISIMA,  HUMEIOIIMMHU  JIMLIEH3UWI0  Ha  (hapMaleBTHUECKYIO
JesTenbHOCTh" (3aperucTprupoBaH MuHuctepcTBoM toctuiinu Poccuiickoit ®enepannu 8 centsiops 2017
r., peructpaunoHHbii N 48125);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 uronsg 2020 r. N 6831 "O
BHeCeHUU u3MeHeHul B [IpaBuiia oTimycka jJexkapcTBEHHbBIX MPENnapaToB A MEIUIMHCKOTO IPUMEHEHUS,
B TOM 4HCI€ HMMYHOOHOJOIMUYECKHX JIEKapCTBEHHBIX IPENapaToB, alTEYHbIMU OpraHU3alUsIMHu,
WMHAUBUAYAIbHBIMHU NPEAIPUHUMATENSIMH, UMEIOLIUMHU JIMIEH3UIO Ha (DapMalleBTUUECKYIO AESITEbHOCTD,
YTBEpXKICHHBIE NTpUKa3oM MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®denepanun ot 11 uromns 2017
r. N 4031" (3apeructpupoBan MunucrepctBom roctutiuu Poccuiickoit ®enepamuu 14 oxtsaops 2020 r.,
peructpanoHasiit N 60370).

3. Hacrosimumii npuka3 Bctynaer B cuiy ¢ 1 mapra 2022 r. u geiictByer no 1 mapra 2028 r., 3a
UCKIIIOUeHHeM IyHKTa 12 IIpaBuil oTycka JeKapCTBEHHBIX NIPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUS
anTeYHbIMH OpraHU3alUsSMHU, HWHIUBUIYaIbHBIMU MpPENNPUHUMATEISIMH, HWMEIOIMMHU JIMLIEH3UI0 Ha
OCyILIECTBIICHHE (PapMalleBTUYECKON JAEATENbHOCTH, MEAWIMHCKUMHM OpraHU3alMsMH, HMEIOIIUMHU
JUIEH3UI0 HA  OCYIIECTBICHHE (apMaIleBTUUECKOW JEATEIBbHOCTH, W WX 000COOJICHHBIMH
nojpaszieneHussMu  (aMOynatopusiMu, (GeNpIIepCcKUMA U (PEeNbAlIepCKO-aKyIIEPCKUMH  ITYHKTaMH,
LeHTpaMu (OTAeNieHusIMU) o0Iel BpaueOHON (ceMelHOM) MPaKTHKH), PACIOJIOKEHHBIMU B CEIbCKUX
MIOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT allTE€UHbIE OPraHU3ALMH, YTBEPKACHHBIX HACTOSALIMM IPUKA30M,
KOTOpBIH BeTynaet B cuity ¢ 1 mapra 2022 1. u aeiictByet 10 1 cenrs0Ops 2022 roaa.

Munuctp
M.AMYPAIIKO
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(I'IppeVLKang‘ngfﬁlpzaOB;Soccw14 or 24112021 N 10934 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 yTBepxaeHUM MpaBun OTMycKa SIEKapCTBEHHBIX MPenapar... Aata coxpanerua: 03.05.2024

[Ipunoxenue N 1

K IpuKa3y MUHHCTEPCTBA 37]paBOOXPAaHEHUS
Poccuiickoit ®enepanuu

oT 24 Hos16ps 2021 . N 1093H

NMPABUIIA
OTNYCKA NEKAPCTBEHHbBIX NMPEMNAPATOB ANlA MEAUUMHCKOIO NPUMEHEHUA

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

I. Obwme TpeboBaHUA K OTNYCKY NleKapCTBEeHHbIX NpenapaToB
ANns MeAULIMHCKOro NpMMeHeHus

1. OTnyck JieKapCTBEHHBIX IPENapaToB AJii MEAUIIMHCKOrO MPUMEHEHMS (Jjajiee - JIEKapCTBEHHBIE
IpernapaThl) OCYIIECTBIISAETCS aNTEYHBIMU OpPraHU3ALUSAMHM M MHIUBUAYAJIbHBIMU HPEANPUHUMATEISIMH,
UMEIOIMMHU  JIMICH3UIO Ha (apMaleBTUYECKYIO JAEATENbHOCTh, MEIUIIMHCKUMHU OpraHH3alHsIMHU,
MMEIOIIMMU JIMIIEH3UI0 Ha (apMaleBTUUECKYIO AEATEIbHOCTh, U UX 000COOJIEHHBIMU MO/Ipa3AeICHUIMU
(amOymaropusimu,  enpIIIEPCKUMH W (eNbAMEPCKO-aKyIIEPCKUMH  ITYHKTaMH,  [EHTpaMHu
(oTneneHusMu) oo1IeH BpaueOHOM (ceMeitHOM) MPaKTHKH), PAcIiONOKEHHBIMH B CEJIbCKUX MOCETICHUSX, B
KOTOpBIX OTCYTCTBYIOT aliT€YHbIE OpraHU3alMM (Jajiee - CyObeKThl POSHUUHOI TOPromiu), 6€3 peuenta
<I> u (WIM) MmO peuenTy Ha JIEKAPCTBEHHBIH mpemnapar, O(GOpMIEHHOMY <2> MEIUIHMHCKUMHU
paboTHHKAMU (Jjajiee - PEIenT), a TAKXKe M0 TPEOOBAHUIO MEIUITMHCKON OpraHu3aIuu <3> IS alTeYHON
OpraHU3aIHH.

<1> TMoxmyskT "4" myHkta 5 yactu 4 crathu 18, moamyHkT "Kk" mynkta 1 wactu 1 crateu 33
@enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 oOpaiieHUN JIEKApCTBEHHBIX CpPEACTB"
(CoOpanue 3akoHonmatenbcTBa Poccuiickoit @enepanun, 2010, N 16, ct. 1815) (nanee - denepanbHblii
3akoH N 61-D3).

<2> [lonnyukt 5.2.179 Ilonoxxenust o Munucrepctse 31paBooxpaHenus Poccuiickoit @eneparum,
yYTBEpKJIeHHOr0 noctaHosieHneM [IpaBurenscrBa Poccuiickoin @enepanuun ot 19 mrons 2012 r. N 608
(CoOpanue 3akonomarensctBa Poccuiickoit @eneparuu, 2012, N 26, cr. 3526; 2017, N 52, ct. 8131)
(manee - Tlomosxkxenne 0 MuHucrepcTse).

<3> Ilynkr 54 cratem 4 @enepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTyck JIeKapCTBEHHBIX MpenapaToB 0€3 pelenToB OCYIIeCTBIISETCS:
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 03.05.2024

1) anTekamu, OCYHICCTBISIONIMMU PO3HUYHYIO TOPTOBIIO (OTIYCK) JICKAPCTBEHHBIX IpenapaToB
HACEJICHUIO, U alTeKaMU KaK CTPYKTYPHBIMU MOAPA3JCICHUSIMHA METUIIMHCKOW opraHu3anuu (manee -
anTeKH ),

2) anTeyHbIMU ITIYHKTAaMH, B TOM YHUCJIE€ KaK CTPYKTYPHBIMU MOJPA3AEICHUSIMH MEAUIIMHCKON
OpraHu3alyy (Aajee - anTeuyHble MYyHKTHI);

3) anTeYHBIMU KHOCKaAMH;

4) WHIUBUIYaJbHBIMU MPEANPUHUMATENSIMU, HMEIOIIMMU JUIEH3UI0 Ha (apMaleBTHUECKYIO
NEeSTEeIBHOCTD (J1ajiee - UHIUBUAYAIbHBIN MPeTPUHUMATED);

5) MEIUIMHCKUMU OpPTaHU3AIMSIMH, UMEIONIMMHU JHUIICH3UIO Ha (hapMalleBTHUECKYIO JeATeIbHOCTb,
u ux 000CcO0IEHHBIMU 10/Ipa3/IeJICHUsAMU (amOynaTopusmu, (benpamepcKkuMu u
GbenpamepcKo-aKymepckuMU MyHKTaMU, IEHTpaMu (OTAeNeHUsIMU) oOmell BpaueOHON (ceMenHOil)
MIPAKTUKH ), PACTIOJIOKEHHBIMH B CEIBCKUX ITOCEIICHUSX, B KOTOPBIX OTCYTCTBYIOT allTeYHBIC OPTaHU3AIHH
(manee COOTBETCTBEHHO - MEIUIIMHCKHE OpraHU3ald, 000COOJEHHbIE MOAPA3/ICICHHUS] METUIIMHCKUX
OpraHu3aiyii), TepeueHb KOTOPHIX YTBEP)KAACTCS OpraHaMH HWCIOJHHUTEIBHON BIIACTH CyOBEKTa
Poccuiickoit deneparun <4>.

<4> YacTs 5 crathu 55 @enepanshoro 3akoHa N 61-D3 (Cobpanue 3akoHogaTenscTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTnyck neKapCTBEHHBIX NMPENapaToB MO PELENnTaM OCYIIEeCTBISETCS:
1) anTexamu;
2) anTe4YHbIMH ITYHKTaMU;

3) MHAMBUYAIBHBIMU NPEANPUHUMATEAMHE (32 UCKIIIOUEHHEM OTITyCKa HApKOTHUYECKUX CPENICTB U
MICUXOTPOIHBIX BEIIECTB, BKIIOYEHHBIX B NEPEUYE€Hb HAPKOTUYECKUX CPEACTB, ICUXOTPOMHBIX BEIIECTB U
UX IPEKypCcOpoB, MOJUIEKAMX KOHTpoaro B Poccuiickoin ®denepaunn <5> (najee COOTBETCTBEHHO -
[lepeuenp, HAPKOTUYECKHE U ICUXOTPOIHBIE JIEKAPCTBEHHBIE MTpenapaThl);

<5> [lynkr 2 cratbu 2 @enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-O3 "O HapKoTHYECKHX
cpeacTBax W NcuxoTpomHbIX BemecTBax" (CobOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 1998,
N 2, cT. 219; 2016, N 27, c1. 4238) (nanee - ®enepanbHbiii 3akoH N 3-D3).

4) MEIWIMHCKUMHU OpTraHu3alusIMH © 000COOJEHHBIMU TOJPA3JACICHUSIMH  MEIUITMHCKUAX
OpraHu3aLui.

4. Ilo peuenTam, BBIMHCAHHBIM Ha peLENTypHBIX Onankax Gopmel N 148-1/y-88, ormyckarorest <6>
JIEKapCTBEHHbIE IpENapaThl, BKIIOYEHHBIE B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB IS MEIULMHCKOTO
MIPUMEHEHHUsI, TOUIeKAIINX MPEeIMETHO-KOJINYECTBEHHOMY Y4YeTy (Jajiee - JIeKapCTBEHHBIE Ipernaparsl,
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BKJIFOUEHHBIC B iepeueHb [TKY) <7>.

<6> Tloamynkt 5.2.179 Ilonoxenus o MunuctepcrBe (CobpaHue 3akoHOAaTebcTBA Poccuiickoit
O®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> Ilognynkt 5.2.171(1) Tlonoxenuss o MunuctepcrBe (CoOpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYkazaHHBIC JIEKapCTBEHHBIC Tpemnaparhbl, MpeaHa3HaueHHbIC JUIS Tpak[JaH, MMEIOIIUX IPaBO Ha
MOJTyYCHHE JICKAPCTBEHHBIX MPENapaToB, OTITYCKAEMbIX OCCIIATHO HJIM CO CKHJIKOHM, OTITYCKAIOTCS TpPHU
NPEIbSBICHUH PEIeNTa, BBIMMCAHHOTO Ha pernentypHoM Onanke ¢opmbel N 148-1/y-88, u penenra,
BBIMMCAHHOTO Ha perentypHoM Osanke Gopmbl N 148-1/y-04(1).

5. Ilo peuenTam, BBIMCAHHBIM Ha pelenTypHbIX OnaHkax (opmbl N 148-1/y-04(11), ormyckatores
JIeKapCTBEHHbIE MpenapaTsl, BBIIUChIBAEMbIE I'paX<JaHaM, UMEIOLIMM MpaBo Ha OeCIIaTHOE MOJy4YeHUe
JIEKapCTBEHHBIX IPENaparoB WM IOJYyYEHHE JIEKAPCTBEHHBIX IIPENapaToB cO CKUJAKOM (nmanee -
JIEKapCTBEHHBIE MTPENapaThl, OTIyCKaeMble OECIUIATHO UM CO CKUIKOMN).

6. Ilo peuenTam, BBIIMCAHHBIM Ha pelenTypHbIX Onankax gopmel N 107-1/y, oTmyckaroTcss UHbIE
JIeKapCTBEHHbIE IIpernaparbl, HE YKa3aHHble B IyHKTe 4 Hacrosmux [IpaBui, M 3a HCKIIOUEHHEM
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMBIX 0€3 perenTa.

7. KomOuHMpOBaHHbIE J€KapCTBEHHBIE Npenaparhl Al MEAULIMHCKOTO MPUMEHEHHSI, COAepIKaIie
KpOME MaJIbIX KOJMYECTB HAPKOTUYECKUX CPEJICTB, IICHXOTPOIHBIX BEHIECTB M UX IPEKYPCOPOB ApPYyTHE
(dapMakoJIOTHYECKHE AaKTHBHBIE BELIECTBA, OTIYCKAIOTCS alTeKaMH, AanTeYHbIMH IyHKTaMU M
WH/IMBUAYATbHBIMA TIPEIIPUHIMATEISIMA, UMEIOIIUMH JIMIICH3HUIO Ha (apMaIleBTUIECKYIO IeATEIbHOCTD,
0 perenTaM, BBIIMCAaHHBIM Ha perentypHbix 6gankax ¢opm N 107-1/y u N 148-1/y-88 <8>, kpome Tex
JIEKapCTBEHHBIX IPENapaToB, KOTOPbIE OTIYCKAOTCS 0€3 perenTa.

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

8. Ilo peumentam B ¢Qopme DOIEKTPOHHOTO JOKYMEHTa C HCIOJb30BAaHUEM YCHUICHHOMN
KBATU(UIIUPOBAHHON SJEKTPOHHOM MOAMUCH MEIUIIMHCKOTO paOoTHWKa (janmee - peuent B dopme
ANEKTPOHHOTO JIOKYMEHTA) OTIYCKAIOTCS BCE JICKAPCTBEHHBIE TIPenaparhl, yKa3aHHble B MyHKTax 4, 5, 6,
7 Hactosmux [IpaBu.

0. MeauuuHCcKe opraHu3alvi u 000C00ICHHEIE noapasAcsICHUA MCIUIIUHCKUX Opl’ﬁ.HPB&LIHfI
TAKXC MOT'YT OTITYCKAaTh:

1) nmexapcTBeHHBIEC Mpemnaparhl, BKIOUeHHbIe B mepedeHb [IKY, BolmucaHHBIE HA peLENTypPHBIX
omankax ¢opmbl N 148-1/y-88;

2) JICKApCTBCHHBIC TpCIapaTbl, BKJIOUCHHBIC B HCpC‘-ICHL JICKApCTBCHHBIX IIpCIapaTos,
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[aTta coxpaHerus: 03.05.2024

OTIIyCKaeMbIX 110 peuentaMm Bpada (¢enpaiiepa) NpU OKa3aHUM JIONOJIHUTENbHOW OecIaTHOM
MEIUIMHCKOW IOMOILIM OTACIBHBIM KAaTeropusM TIpa)JaH, HUMEIOUMM I[paBO Ha IOJIy4YEeHHE
rOCyJapCTBEHHOM COLMalIbHOM IOMOIIM, a TaKXe HHbIE JIEKAPCTBEHHBIE CPEACTBA, OTIIyCKacMble
0ecCIuIaTHO WJIM CO CKUIKOH, BBIIIMCAHHBIC HAa peenTypHbIX OmaHkax Gopmel N 148-1/y-04(1).

10. OTnyck ekapCTBEHHBIX IPErapaToB, HE YKa3aHHBIX B MyHKTax 4, 5, 6, 7 HacTtosauwmx [IpaBum, B
COOTBETCTBUH C MHCTPYKIUSIMH IO UX MEIUIIMHCKOMY IPUMEHEHHIO OCYIIECTBISIETCS 0€3 PEIIeTTOB.

11. OTnyck JieKapCTBEHHBIX IPENapaToB OCYHIECTBIISETCS B TEUCHHE YKAa3aHHOT'O B pELENTe CpOKa
ero JeCcTBUS pU OOpPAIEeHUH JIUIA K CyOBEKTY pO3HUYHOW TOPTOBIIH.

12. Yrparun cuny ¢ 1 cerrsops 2022 rona. - [Iyakr 3 gannoro Ilpukasa.

13. JlexkapcTBeHHbIE IpenapaThl OTIYCKAIOTCA B KOJUYECTBE, YKAa3aHHOM B pelente, 3a
HCKJIIOYCHUEM CJIy4aeB, Korga I JICKapCTBEHHOI'O IIpelapaTra YCTAaHOBJIEHO KOJIMYECTBO, KOTOPOE
MO’KET OBITh BBIIIUCAHO B OJHOM PELEINTE, WIN Kypc JeueHus <9>.

<9> [Moamynkt 5.2.177 Tlonoxenus o MunuctepctBe (Cobpanue 3akoHomaTenbCTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

[Ipy nmpeabsBIEHUU pelenTa ¢ MPEeBBIIICHUEM MPEAEeNbHO  JIOMYCTUMOTO  KOJUYECTBa
JICKapCTBCHHOTO Tpernapara, KOTOPOe MOXKET OBITh BBITMCAHO B OJHOM perente, (papManeBTUUICCKHMA
paboTHuK uHpOpMHpPYEeT 00 ATOM JHUIO, MPEACTABUBILIEE PELENT, PYKOBOIUTENS COOTBETCTBYIOILIEH
MEIUIIMHCKOW OpraHU3allMK U OTIYCKAeT YKa3aHHOMY JIMIY YCTaHOBJIEHHOE COOTBETCTBEHHO IMPEACIIHHO
JOMYCTUMOE KOJIMUYECTBO JIEKAPCTBEHHOTO Mpemnapara, KOTOpoe MOXKET OBITh BBIITUCAHO B OJJTHOM pEIlEeNTe
C IPOCTaBJIEHUEM COOTBETCTBYIOIIEH OTMETKHU B pEIEITe.

[lpy Hammuuu y cyObeKTa pPO3HMYHON TOPrOBIM JIEKAPCTBEHHOIO IMperapara C JO3UPOBKOM,
OTJIMYHON OT JO3MPOBKU JIEKAPCTBEHHOrO IIpernapara, yKa3aHHOW B pelenTe, OTIYCK HMEIOLIErocs
JIEKapCTBEHHOI'O IpenapaTa J0IyCcKaeTcs, €CIy J03UPOBKaA TaKOI'o JIEKAPCTBEHHOTO IIperapaTra MEHbIIE
JO3UPOBKH, VYKa3aHHOM B peuente. B TakoM ciydae OCYIIECTBISIETCS IEpecyeT KOJMYecTBa
JIEKapCTBEHHOI'O IIPeTapaTa ¢ yueTOM Kypca JIEUEHHs], yKa3aHHOI'O B PELENTE.

B cnydae ecnu 10o3upoBKa JIEKapCTBEHHOTO IIperapaTa, MMEIOIIErocs y CyObeKTa pO3HHUYHOMN
TOPTOBIIM, TPEBBIIIAET JO3UPOBKY JIEKAPCTBEHHOTO TMperapara, yKa3aHHYI B peLeNTe, pelieHue 00
OTIyCKE JICKapCTBEHHOI'O TIperapara C TaKOW JJO3MPOBKOM MPUHUMAET MEIUIIMHCKUNA pPaOOTHHK,
BBINKMCABIINN PELIETT.

14. Otnyck JEKapCTBEHHOIO IMpernapara OCYIIECTBISETCS B IMEPBUYHOM UM BTOPUYHOM
(moTpebuTeNbCKOI) yHmakoBKaX, MapKHpOBKa KOTOPBIX [OJDKHA OTBeYaTh TpeOOBaHMSM cTaThu 46
®enepanpuoro 3akoHa N 61-O3 (Cobpanue 3akonoaarenbctBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2014, N 52, cr. 7540), a ymakoBKa JUIsl HAapKOTMUECKUX M IICUXOTPONHBIX JIEKApPCTBEHHBIX
npenapaTtoB crnucka Il - Tpeboanusm nynkra 3 crarbu 27 ®eaepanbHoro 3akoHa N 3-O3 (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 1998, N 2, cr. 219; 2016, N 15, ct. 2052).

15. Ilpu ormycke JEeKapCTBEHHBIX MPENapaTtoB IO peLenty, oGOpMIEHHOMY Ha pelenTypHOM
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OnaHke Ha OyMa)XHOM HocuTene, (apMaleBTUYeCKU paOOTHHUK MPOCTaBIIsA€T OTMETKY Ha perenrte oo
OTITyCKE JIEKApCTBEHHOT 0 npenapara "JlekapcTBeHHbIN Ipenapar OTIYIIEH" U ¢ yKa3aHUEM:

1) HauWMeHOBaHUS aNTeYHOM opraHu3anuu (dpaMUIMKd, HWMEHH, OT4YecTBa (NIPU HAJUYHH)
WHIUBUIYAIBHOTO TIPEIITPHHUMATEIS ),

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

3) dbamminu, uMeHH, oT4ecTBa (MPU HAIMYMK) MEAULIMHCKOTO pabOTHHUKA B CllydyasX, yKa3aHHBIX B
a03are yeTBepToM NyHKTa 13 1 ab3are TperbeM nmyHkra 16 Hacrosimux [Ipasun;

4) peKBU3UTOB JOKYMEHTA, YJOCTOBEPSIOIIErO JUYHOCTh JIMIA, MOJYYUBIIErO JEKapCTBEHHBIH
Ipernapar, B ciay4ae, yKa3aHHOM B ITyHKTe 28 HacTosux [IpaBui;

5) ¢amunuu, uMeHHu, oTdyecTBa (MPU HaIM4YMHU) (papMaleBTUUECKOrO pabOTHHKA, OTIYCTHUBILETO
JICKapCTBCHHBIN TIperapar, u ero MoIHCH;

6) 1aThl OTIyCKa JIEKapCTBEHHOIO Mperapara.

16. [Ipu oTnycke JeKapCTBEHHBIX MPENapaToB MO PEIENTY, BHIMUCAHHOMY Ha PELENTYPHOM OJIaHKE
dopmbr N 107-1/y co cpokom AeWCTBUA 10 OJHOTO TOAa, B KOTOPOM YKa3aHbl MEPUOJBI U KOJIUYECTBO
OTIyCKa JICKAPCTBEHHOr0 Tpemapara (B KaXAbIH TMEpHUOJ]), PELENT BO3BpAIlaeTCAd  JIHILY,
nproOpeTaroleMy JIeKapCTBEHHBIN Mpenapar, ¢ OTMETKON, COIeprKalleil CBeACHUs, YKa3aHHbIE B ITyHKTE
15 nacrostmux [IpaBui.

[Ipu ouepenHom oOpalieHWH IUIA K CYOBEKTY PO3HMYHOM TOPTOBIM C J@HHBIM PEIEeNTOM
YYHUTBHIBAIOTCSI OTMETKHU O MPEABIAYIIEM OTIIYCKE JIEKAPCTBEHHOI'O IIperapara 10 TaKOMY PELENnTy U B
ciydae MpUOOpETeHHs] JIMIIOM KOJMYECTBA JIEKApPCTBEHHOTO IIpermapaTa, COOTBETCTBYIOIIETO
MAaKCUMaJIbHOMY KOJHWYCCTBY, YKa3aHHOMY MCIUIHWHCKUM pa6OTHI/IKOM B peuenrte, a TakKxXkE I0
HCTEYEHUHN CpOKa JIEUCTBHS pELENTa, Ha pEeLenTe NpocTaBisiercd mramn "JlekapcTBEeHHBIM mpenapar
OTImyIIeH" U PelenT BO3BPAIACTCS JTHILY.

EnvHOBpeMEeHHBI OTIYCK JIGKQPCTBEHHOTO Tpernapara [0 pelenTy, BLIMHUCAHHOMY Ha
peuentypuoM Oianke ¢opmbl N 107-1/y co cpokoM aeHCTBUSI 0 OAHOTO TOja, B KOTOPOM YKa3aHbI
MEePHOIbl U KOJIMYECTBO OTITYCKA JIGKAPCTBEHHOTO IMpenapara (B KaKIblid MEePHOJ), JOMYCKAETCS] TONBKO
110 COTJIaCOBAHUIO C MECANIINHCKUM pa60THI/IKOM, BBITTMCABIINM PCUCIIT.

17. Ilpu oTnycke IeKapCTBEHHBIX MPEMapaToB MO PELEITY, BHITUCAHHOMY Ha pelenTypHOM OJaHKe
dbopmer N 148-1/y-04(;1), 3amogHEHHBIN KOPEMIOK TAaKOTo perenTta mepenaercs (apMareBTHISCKUM
paboTHUKOM IUITy, TproOpeTarolieMy (TIoTyJyaronieMy) JIeKapCTBEHHBIE TTperapaThl.

18. Ocratorcs U XpaHATCS y CYObEKTa pPO3HHYHOM TOProBiIM peuenthl (C  OTMETKOMH
"JlexapcTBEHHBIN Mpenapar OTIyIIEH") Ha:

1) nexapcTBEHHBIE TIPEMapaThl, OTIyCKaeMble OSCIUIATHO WU CO CKUAKOM, - B TEUEHUE TPEX JIET;

2) nekapcTBEHHBIE Tpemnaparbl, oTHocAmecs Mo ATX K aHTHUICHUXOTHYECKUM cpelcTBaM (KOJ
NO5A), ankcuonmutukam (kon NOS5SB), cHotrBOopHBIM U cematuBHBIM cpenctBaMm (kog NO5SC),
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anTuaernpeccantaM (koa NO6A) u He moanexaiue NpeAMETHO-KOJIUYECTBEHHOMY YUYEeTy, - B T€UCHHE
TPEX MECSLEB.

19. Peuentsl, He ykazaHHble B TnyHKTe 18 Hactosimux [IpaBui, oTMeUarOTCs IITaMIIOM
"JlexapcTBEHHBIN Mpenapar OTIYILEH" ¥ BO3BPALLAIOTCS JIUILY, [T0JIYYUBIIEMY JIEKAPCTBEHHBIN IIpenapar.

20. PenienTel, BhIMUCAHHBIE C HApYIICHUEM TIpaBmil <10>, perucTpupyroTcs B )KypHaje, B KOTOPOM
YKa3bIBAIOTCS BBIBJICHHbIC HapylleHHs B OGOpPMIIGHHUHM peuenta, (GamMuiaus, UMs, OT4ecTBO (Tpu
HAJIMYUK) MEIUIIMHCKOrO0  paOOTHHMKA, BBIIUCABIIETO  PELENT, HAaUMEHOBAaHHE  MEIUIIMHCKOM
OpraHM3aliy, MPUHITHIE MEpbl, OTMeUaroTcs HTamroM "Penent HenelcTBUTENEH" M BO3BPALLAIOTCS
muny, npeacraBuBiieMy perent. O ¢Qakrax HapymeHus npaBuil OQGOPMIICHUS PELENTOB CYObEKT
PO3HUYHOM TOPTOBIH HHPOPMHUPYET PYKOBOJUTENSI COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHU3aIty.

<10> IMoxmyskT 5.2.179 Tonoxenust o Munuctepcrse (CoOpanue 3akoHOIaTENbCTBA Poccuiickoii
Odenepanun, 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.

PenienTel Ha JIeKapCTBEHHBIE CPEACTBA, MOJJISKAIINE MPEIMETHO-KOIMYECTBEHHOMY YUeTy,
JICKapCTBCHHBIE CPEJICTBA, OTITYCKaeMbIe OCCILIAaTHO WM CO CKHJKOH, €KEMECSYHO TepelaroTcs W3
000COOJIEHHBIX ~ TMOApA3CICHU MEIUIMHCKMX OpraHu3allMii B  MEIUIIMHCKUE  OpTraHM3alluu,
CTPYKTYPHBIMH MOJPA3ICICHUSIMU KOTOPBIX OHU SBJISIFOTCS, JJIS MOCIIEAYIOMIETO XPaHEHUSI.

22. Tlpu otmycke IEKapcTBEHHOTO Tmpenapara (apMaleBTHUeCKUii paOOTHUK WU PaOOTHUK
MEIUIIMHCKOW  opranm3anud  (000COOJEHHOTO  TMOApa3AeNeHUs  MEIUIMHCKOM  OpraHu3aIlif)
uH(hopMUpYET NUI0, MpUobpeTaromiee (MoryJarolnee) JeKapcTBeHHBIN Mpenapar, 0 pekKuMe U J103aX ero
IpueMa, IpaBUjIaX XPaHEHUs B JOMAIHUX YCJIOBHAX, O B3aUMOJCHCTBUH C APYTMMH JIEKAPCTBEHHBIMU
npemnapaTami.

23. Ilpm oTmycke JEKapCTBEHHOIo Tpemnapara (apMmaieBTUYECKUd pabOTHUK WM PabOTHUK
MEIULMHCKONW OpraHu3anuu (000COOJEHHOrO MOJpa3/IeIeHUus] MEIUMIIMHCKON OpraHu3alii) He BIpaBe
MIPEIOCTABIIATh HEJOCTOBEPHYIO M (MJIM) HENOJHYI0 HMH(POPMAIMI0O O HAJIMYUU JIEKapCTBEHHBIX
IIpEMnapaToB, BKJIOYas JICKAPCTBEHHBIE Ipenaparbl, MMEKOIIHAE OJMHAKOBOE MEKIYHapOJIHOE
HENaTEeHTOBAaHHOE HAaMMEHOBAHME, B TOM YHUCIJIE CKPbIBaThb MH(GOPMALMI0O O HAJIWYUHU JIEKAPCTBEHHBIX
[pernapaToB, UMEIOIUX Oosee HU3KYIO LeHy <11>.

<11> Crartesa 74 ®enepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-03 "O6 ocHOBax OXpaHbl
310poBhs TpaxkaaH B Poccutickoirt @enepanuun” (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit denepanun,
2011, N 48, ct. 6724, 2013, N 48, ct. 6165) (nanee - ®enepanbhsbiii 3akoH N 323-D3).

24. 3anmpemiaercss OTHYCK (albCUPUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKApCTBEHHBIX IIpenaparoB <12>.
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<12> Cratps 57 ®epepanpHoro 3akoHa N 61-©@3 (Cobpanue 3akoHonmaTenscTBa Poccuiickoi
®denepanun, 2010, N 16, ct. 1815).

25. OTnyck 3TUIIOBOTO CIIUPTA MIPOU3BOIUTCS MO PELENTY C yYeTOM YCTAaHOBIIEHHBIX TpeOOBaHUIl K
00BbEMY Tapbl, YIIAKOBKE U KOMILJICKTHOCTH JIEKAPCTBEHHBIX MpernapaTroB <13>.

<13> Yactp 4.1 crateum 45 ®enepanbHoro 3akoHa N 61-®3 (CoOpanue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparuu, 2010, N 16, ct. 1815; 2015, N 51, ct. 7245), nocranosienne [IpaButenbpcTBa
Poccuiickoit @eneparunn ot 23 wmronss 2016 r. N 716 "O mnopsake QopMuUpOBaHUS TEpEUHS
JIEKapCTBEHHBIX MPENapaToB i1 METUIIMHCKOTO MPUMEHEHHUS, B OTHOLIEHNH KOTOPBIX YCTaHABIMBAIOTCS
TpeOOBaHUSI K 00BEMY Tapbl, YIAKOBKE M KOMIUICKTHOCTH, MEPEYHS JICKAPCTBCHHBIX MPENapaToB IS
BETEPUHAPHOTO NMPUMEHEHHS, B OTHOLIEHUH KOTOPBIX YCTaHABIUBAIOTCA TPeOOBaHUS K 00BEMY Tapbl, U
onpeneneHus: Takux tpedoBanuit" (Cobpanue 3akononatenbcTBa Poccuiickoit denepanuu, 2016, N 31,
cT. 5030).

JlekapcTBeHHBIE IIpenaparbl, COAEpKALIME STHUIOBBIM CIMPT, B TOM YHCIE H3TOTOBJICHHBIE II0
perenTy cyObeKTOM PO3HHYHON TOPTOBJIH, UMEIOIIUM JIUIICH3UIO Ha (papMaleBTUUYECKYIO eSTeIbHOCTh
C IPpaBOM U3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENApaTOB, OTIYCKAKOTCA C YYETOM YCTAHOBJICHHBIX
TpeOOBaHUH K 00bEMY Taphbl, yIIaKOBKE M KOMIUIEKTHOCTH JICKAPCTBEHHBIX MPETIAPaTOB.

26. 3ampemiaercs pas3lelbHbI  OTIYCK JIEKQpPCTBEHHBIX CPEACTB, BXOJMIIMX B COCTaB
JIEKapCTBEHHOT'0 Mpenapara, U3roTaBIMBaeMOr0 CyObEKTOM PO3HUYHON TOPrOBIIH.

27. 3ampemaercss OTIYCK CYOBEKTOM PO3HUYHOW TOPTOBIM IO peleNnTaM BeTepUHApPHBIX
OpraHHu3aIHil:

1) nekapcTBEHHBIX MPENapaToB, BKIOUEHHBIX B mepedeHs [IKY;
2) NeKapCTBEHHBIX MPEMapaToOB, OTITYCKAEMBIX OECIIATHO WJIM CO CKUJIKO;

3) nekapCTBEHHBIX IpenapaToB, oTHocAmMXcsA Mo ATX K aHTHIICHXOTHYECKHM CpeAcTBaM (KOJ
NO5A), ankcuonmutukam (kox NOS5SB), cHotrBopHBIM U cematuBHBIM cpenctBaM (kog NOSC),
a"Tugenpeccaitam (kox NO6A) u He BKIroUeHHBIX B niepeyeHs [TIKY.

Il. TpeGoBaHMA K OTNYCKY NleKapCTBEHHbIX NpenapaToB
no Tpe6boBaHMIO MeAULMHCKOW OpraHn3aumm

28. Jlns obecniedenus jgedueOHOro npoiecca B MEAUIIMHCKONW OpraHU3aliy anTeyHOW OopraHu3anuei,
ABJIAIOILEHCS CTPYKTYPHBIM IOAPA3JEICHUEM TaKOM MEIUIMHCKOM OpraHu3aluy, OCYLIECTBIISIETCS
OTIYCK JIMOO M3rOTOBJIEHME M OTHYCK JIEKApCTBEHHBIX IIpernaparoB Ha OCHOBAHWU TpeOOBaHUSA
MEIUIUHCKOW OpraHu3alMy, BBIMTHUCAHHOTO YIMOJHOMOYEHHBIM MEIMIIMHCKUM pabOTHHUKOM (Hajee -
TpeOoBaHUE MEIULIMHCKON OpraHU3aliHn).

MenuuuHckas opraHusanus BIIPpaBC O6paTI/ITBC$I B CTOPOHHIOKO alITCUHYIO OpPraHUu3aluio Ipu
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OTCYTCTBHMHM alT€YHON OpPraHU3allvy, SIBISIIOIICHCS CTPYKTYpPHBIM MOJpa3ielieHueM TaKoW MEAUIIMHCKON
OpraHu3alMH.

JlexapcTBeHHBIE IIpeNapaThl, U3TOTOBJICHHBIC AIITEYHBIMUA OPraHU3ALMAMU JUIS LENed MX OTIycKa
110 TpeOOBAaHUSAM MEAMLIMHCKUX OpraHU3alMii, FOCy1JapCTBEHHON PErUCTpalliy He mojyiexar <14>.

<14> Ilynkr | yactu 5 crateu 13 @enepanpHoro 3akoHa N 61-D3 (Cobpanue 3aKOHOJATEIHCTBA
Poccutiickoit ®eneparuu, 2010, N 16, cT. 1815).

29. Xpanenue TpeOOBaHMI MEIUIIMHCKOW OpraHU3aIMH, 10 KOTOPHIM OTITYIIEHBI JICKAPCTBEHHBIE
npenaparbl, OCYIIECTBIISICTCSl alTeYHOM OpraHu3aluedl B COOTBETCTBHMU C IMYHKTOM |8 HacCTOSIIEro
[Topsiaka.

30. Hapymienne nepBUYHOM YIAKOBKM JICKAPCTBEHHOTO IMpernapara IpU €ro OTIYCKE II0
TpeOOBaHUIO MEIULMHCKON OpraHU3alliy JIOMYCKAeTCsl alTeYHOW OpraHu3aluel, UMEIOUIeH JTHIIEH3HI0
Ha (papMaleBTUYCCKYIO JCATEIHLHOCTh C MPAaBOM HM3TOTOBIICHUS JICKAPCTBEHHBIX MpernaparoB. B Takom
cllyyae OTIYCK JIEKaPCTBEHHOI'O IpenapaTra OCYLIECTBISETCS B YNakoBke <l5> ¢ mpenocrtaBieHueM
MHCTPYKIUHU (KOMUU UHCTPYKIIMH) 110 TPUMEHEHHUIO OTITYCKAeMOT0 JIEKapCTBEHHOTO Tpernapara.

<15> Ilpuka3z MunsapaBa Poccuu ot 26 okxts6ps 2015 r. N 7511 "OO6 yTBEepKIeHUM IpaBHII
M3TOTOBJICHUSI U OTIIYCKA JIEKAPCTBEHHBIX IPENapaToB JUIl MEAULUHCKOTO MPUMEHEHMs anTeYyHbIMU
OpraHM3alysIMH,  WHIUBUAYAIbHBIMU  NPEIIPUHUMATEISIMM,  HWMEIOIIUMHU  JIMLEH3UI0  Ha
(bapMarieBTUYECKYI0 JAeATeNbHOCTh"  (3aperucTpupoBaH MMHHUCTEPCTBOM rocTuluu  Poccuiickoit
denepanuu 21 anpesst 2016 r., peructpannonnsiii N 41897).

lll. OcobeHHOCTU OTNyCKa NeKkapcTBEHHbIX NpenapaToB
no peuentam B hopme 311IeKTPOHHOIo JOKYMEHTA

31. OTmyck JneKapCcTBEHHBIX MpernapaTroB MO peuentaMm B (opMe 3JIeKTPOHHOTO JOKyMEHTa
OCYIIECTBIISIETCS aNTeKaMH, AalnTeYHBIMH MyHKTaMHd W WHAWBUAYAJIBHBIMHA TPEANPHHUMATEISIMHY,
yKa3aHHBIMH B IIyHKTE 2 HacToAuMx [IpaBuil, pacrosnokeHHbIMU Ha TeppUTOpHH cyObekTa Poccuiickoit
denepanyn, B KOTOPOM O(QOpMIIEH perent B (opMe AIIEKTPOHHOTO TOKYMEHTa, B CIydae MPHHSATHS
YIIOJIHOMOYEHHBIM OpraHom cyowekTa Poccuiickoit denepaiiui B COOTBETCTBUM € ITYHKTOM 4 cTaThbu 6
®enepanpHoro 3akoHa N 61-O3 (CobOpanue 3akoHomarensctBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 52, cr. 7793) pemeHus o0 HCIONB30BAaHMM Ha TEPPUTOpUU cyObekTa Poccuiickoit
Qenepauu HapsAoy € pelenTaMd Ha JIEKapCTBEHHbIE IpernapaThl, OQOPMICHHBIMH Ha OyMaKHOM
HOCHUTEJNIe, PELENTOB Ha JIeKapCTBEHHbIE Ipernaparbl, CPOPMHUPOBAHHBIX B (OpME 3JIEKTPOHHBIX
JIOKYMEHTOB (J1aJiee - penieHne yrmoIHOMOYEHHOTO opraHa cyobsekTa Poccuiickoit denepanun).

32. AnTeyHble OpraHU3alUuy JOKHBI UMETh MOJAKIIIOYEHHE K FOCyJapCTBEHHON MH(OPMAIIMOHHON
cucrteMme B cepe 31paBooxpaneHus cyorekra Poccuiickoit denepannn <16> (nanee - cuctema), KOTOpoe
obecrieunBaeTcsl YOJHOMOYEHHBIM OpraHoM BiacTH cyobekTa Poccuiickoii deneparum.
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<16> Iloctanornenue IlpaButenscTBa Poccuiickoit @eneparuu ot 5 mas 2018 r. N 555 "O eaunoi
rocy/apcTBeHHON MH(OpMaMOHHOU cucteme B cdepe 3apaBooxpaneHus’ (CoOpaHue 3aKOHOIATEIbCTBA
Poccutickoit ®eneparuu, 2018, N 20, ct. 2849; 2021, N 25, cT. 4814).

Texnuueckue TpeOOBaHUS K HH(POPMALMOHHOMY OOMEHY MEXIy anTedHOH opraHuzanued u
CHCTEMOH, B TOM YHCIe TpeOOBaHMS K MACHTHU(HUKAIMU perenta B GopMe 3JIEKTPOHHOTO JTOKYMEHTa H
JM1a, 00paTUBLIETOCs 3a OTIIYCKOM JIEKAPCTBEHHBIX IIPENapaToB 110 TAKUM pELeNTaM, yCTaHaBJINBAIOTCA
pelIeHreM yIoJIHOMOYEHHOT0 oprana cyonsekra Poccuiickoit denepanmu.

33. Otmyck JIeKapCTBEHHBIX MpenaparoB MO peuentam B (Qopme 3IEKTPOHHOTO JOKYMEHTa
OCYIIECTBISICTCA JIMILY, YKa3aHHOMY B pelenTe, JIMOO ero 3aKOHHOMY MpEeICTaBUTEIN0, JUOO JIHILY,
KOTOpOE JIMIIO, YKa3aHHOE B peleNnTe, WIK €ro 3aKOHHBIA MPeICTaBUTENb YIIOJIHOMOYMWIM Ha MOTYYeHHE
JIEKApCTBEHHBIX MTPENapaToB.

[Ipunoxenue N 2

K IpuKa3zy MUHHCTEPCTBA 3/]paBOOXPAaHEHUS
Poccniickoit ®enepanuun

oT 24 Hos16ps 2021 r. N 1093H

NMPABUIIA
OTNYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELWWECTB,
3APErMCTPUPOBAHHbBLIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
AanAa MEAUMUUHCKOIo NPUMEHEHUA, NEKAPCTBEHHbIX NMPEMAPATOB
ana MEAQULMHCKOIO NPUMEHEHUA, COOEPXALLUUX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOINHbIE BELLECTBA

1. OTnyck HapKOTHYECKMX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX IpPENaparoB IO pelentaM
OCYILIECTBISICTCA aNTeKaMM, alTeYHbIMM MyHKTaMH, MEAMLIMHCKUMHU OpraHU3alusMHU, 000COOIECHHBIMU
MO/Ipa3JIeICHUAMIA MEIUIIMHCKUX OpraHu3alui, UMEIOIIUMHU JIUIEH3UI0 Ha JESITeNbHOCTh 10 000pOTY
HAapKOTUYECKUX CPEACTB, IICUXOTPONHBIX BEIIECTB M UX IPEKYpCOPOB, KYJIbTUBUPOBAHUIO
HapKocoepx)anmx pacteHui. [lepedeHb MEIUIIMHCKUX OpraHU3AIMK U 000COOJICHHBIX MOApa3IeIeHUN
MEIULUHCKUX OpPraHu3alui, NEPeUYeHb HAPKOTHUYECKUX JIEKAPCTBEHHBIX IIPENAPAaTOB U IMCUXOTPOIHBIX
JIEKapCTBEHHBIX MPENapaToB, OTIYCK KOTOPBIX (PU3UYECKUM JIMIIAM MOKET OCYLIECTBIIATHCSA YKa3aHHBIMU
MEIUIMHCKUMH OPTaHU3alUAMHI U UX 000COOICHHBIMH MOJIPA3/ICICHUsIMH, YCTAaHABIUBAIOTCS OpraHaMu
UCIIOJIHUTENbHOM BiiacTu cyobekToB Poccuiickoit denepanun <1>.

<1> IlynkTt 1 crateu 25 denepanbHoro 3akoHa oT 8 sHBapsA 1998 r. N 3-®3 "O HapkoTHUYECKHX
cpeacTBax W McuxoTpomHbIX BemecTBax" (CobOpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 1998,
N 2, ct. 219; 2016, N 1, cT. 28).

2. Ilo peuenrtaM, BBIMCAHHBIM Ha penenTypHbix Omankax ¢gopmsl N 107/y-HIT <2>, otnyckaroTcs
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HAapKOTHYECKUE M IICUXOTPOIIHBIE JIEKAPCTBEHHBIC INpenaparbl, BHeCEHHbIe B CIMCOK HAapKOTUYECKUX
CPEICTB M IICUXOTPOIIHBIX BEHIECTB, 000pOT KOTOpbIX B Poccuiickoil Penepanuu OrpaHudYeH U B
OTHOIIECHUN KOTOPBIX YCTaHABJIMBAIOTCS MEPBI KOHTPOJS B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepaunun U MexAyHapoAHbIMH JoroBopamu Poccuiickoit ®denepanuun (cnucok 1),
Ilepeuns (manee - HapKOTHYECKME M IICUXOTPOIHBIE JIEKApCTBEHHble mpemnaparthl crnucka II), 3a
HCKJIFOYEHUEM HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENAapaTOB B BUJIE TPAHCIECPMAIbHBIX
TEpaNeBTUUECKUX CHCTEM M JIEKAPCTBEHHBIX IIPENApaTOB, COJAECPKAIIMX HAPKOTHUYECKOE CPENCTBO B
COUYETAaHHUH C AaHTArOHMCTOM OIIMOMUIHBIX PELENITOPOB.

<2> TloanyskT 5.2.178 mynkta 5 Ilonokenuss o MuHucTepcTBe 3apaBooxpaHeHus: Poccuiickoit
Oenepanuu, yTBep:KIeHHOro nocraHoBieHueM lIpaButennbctBa Poccuiickoit denepauuu ot 19 utons
2012 r. N 608 (Cobpanwue 3akoHOomaTenscTBa Poccmiickoit @deneparuu, 2012, N 26, ct. 3526; 2017, N 52,
ct. 8131) (manee - [lonoxxenne o MuHucTEpCTBE).

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

<3> Tloanmynkt 5.2.179 Ilonoxenus o Munuctepcre (CobpaHue 3akoHOAaTeNbCTBA Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTpomnHble JIEKApCTBEHHBIE Ipenaparbl, BHECEHHbIE B CHHCOK IMCUXOTPOIHBIX BEIIECTB,
obopor koTopeix B Poccuiickoit ®enepauuu OrpaHM4eH M B OTHOUIEHMH KOTOPBIX JOIYCKaeTcs
HCKJIIOYEHUE HEKOTOPBIX MEP KOHTPOJISI B COOTBETCTBUM C 3aKOHOJATENIbCTBOM Poccuiickoit denepannu
U MeXIyHapoaHbIMU goroBopamu Poccuiickoii ®eneparuu (cnmcox III), Ilepeuns (manee -
NICUXOTPOITHBIE JIEKapCTBEHHbIE npenapatsl crucka I11);

2) HApPKOTUYCCKHUEC W TMCHUXOTPOIHBIC JICKAPCTBCHHBIC IIPCIApaTbl CIIMCKA I B Buze
TPAaHCACPMAJIbHBIX TCPANICBTUICCKUX CUCTEM u JICKApCTBCHHBIC mpenaparsl, CoZCprKamume
HAapKOTUYCCKOC CPEACTBO B COYCTAHUU C AaHTAI'OHUCTOM OIMMOUAHBIX PCUCITOPOB,

3) nexkapcTBEHHBbIE IpenapaTrhl, W3rOTABIMBAEMbIE 10 PELENTY Ha JEKAapCTBEHHBIN mpenapar u
coJiepaKallve HApKOTUYECKOE CPEICTBO WM IICUXOTPOITHOE BEIECTBO, BHECEHHOE B cnuCcoOK II Ilepeuns,
U pyrue hapmMakoJIOrnyecKrue aKTUBHBIE BEIIECTBA B /103€, HE MIPEBBIIIAIONIECH BBICIIYIO Pa30BYIO J103Y,
U TIpU yCJOBUH, YTO 3TOT KOMOMHHMPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar He SIBJISETCS HApPKOTHYECKUM
WJIY TICUXOTPOITHBIM JIEKAPCTBEHHBIM IIpenaparoM cnucka Il

4. Ilpu oTHycKe HAPKOTUYECKOIO0 M TCHXOTPOIHOIO JIEKAPCTBEHHOro mpemnapaTta cnucka Il Ha
perente 00 OTITYCKE JISKAPCTBEHHOTO MperapaTa MpOCTaBJIsSETCs TeYaTh alTeKu WU allTeuyHOTo MyHKTAa,
B KOTOPOH yKa3aHO MX MOJHOE HAaUMEHOBaHKE (TIPU HATHMYUY TIEUATH ).

5. Ocrarorcs U XpaHaTcs y CyObeKTa pO3HUYHOM TOPToBJIX pelenTsl (¢ oTMeTkol "JlekapcTBeHHBIN
Ipenapar OTHyIeH") Ha:

1) HapkoTHYeCcKHME U TICUXOTPOIHBIE JIEKApCTBEHHbIE IpemapaTsl cnucka II, mcuxoTpomHbie
JIeKapcTBEeHHbIE ITpenaparsl criucka Il - B Teuenue natu ser;
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2) KOMOMHHMPOBAHHBIE JIEKAPCTBEHHBIE IpenapaThl, COAEpKaIlUe HAPKOTHUYECKHE CPEICTBA WU
IICUXOTPOIIHbIE BelecTBa, BHeCeHHble B cnuckd II m III IlepeuHs, M3roToBIICHHBIE B AaNTCYHOU
OpraHM3ally, JIEKAPCTBEHHBIC IpENaparhl, IOUICKAIIME IPEIMETHO-KOJIUYECTBEHHOMY Y4YETy, - B
TE€UYEHUE TPEX JIeT.

VYka3zaHHBIC JIEKaPCTBEHHBIC IpEMaparbl, MpeaHasHAuUCHHbIC IS TPakJaH, UMCIOIIUX IMPaBO Ha
MOJTy4YeHHE JIEKAPCTBEHHBIX MPENapaToB, OTITYCKAEMbIX OECINIaTHO WJIM CO CKHIKOM, OTITYCKAarOTCS MpHU
MPEABSIBJICHUU PEIenTa, BBIMHMCAHHOTO Ha pernentypHoMm Omanke ¢opmbl N 148-1/y-88, u pernenra,
BBINMCAHHOTO Ha peuenTypHoM Omnanke popmbl N 148-1/y-04(1).

6. OTmycKk HapKOTHYECKHMX U TMCHUXOTPOIHBIX JIEKAPCTBEHHBIX IIPEMapaToOB OCYIIECTBISETCS
(dapMaleBTHUECKUMHA U MEIUIUHCKAMU DPAOOTHHKAMH, 3aHUMAIOIIUMHU JIOJDKHOCTH, BKIIOUCHHBIC B
nepeyeHb JO0JDKHOCTEH (apMalleBTHUECKUX M MEIUIUHCKUX Pa0OTHUKOB B OpPraHMU3alUAX, KOTOPHIM
MPEAOCTABICHO TPaBO OTIYCKAa HAPKOTUYECKUX JIEKAPCTBEHHBIX TMPEMApaToB W ICHUXOTPOIHBIX
JIEKapCTBEHHBIX NMPENapaToB PU3NYECKUM JTUIaM <4>.

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

7. HapkoTudeckue M IICUXOTPOIHBIE JIEKApCTBEHHBbIE Ipemnaparbl crnucka II, 3a uckimroueHuem
JIEKapCTBEHHBIX IIPENapaToB B BHUJAE IUIACTBIPEH U JIEKAPCTBEHHBIX IIPENApaToB, COAEpIKAILIUX
HapKOTUYECKOE CPEIACTBO B COYETAHMU C AHTAlOHMCTOM OIMOMJHBIX PELENTOPOB, OTIIYCKAIOTCS IpU
IIPEIBbABICHUHN JOKYMEHTA, yIOCTOBEPSIOLIETO JUYHOCTD, JIUILY, YKa3aHHOMY B PELENTE, €r0 3aKOHHOMY
IPEJCTaBUTENI0 <5> MM JIMIY, UMEIIIEMY O(OPMIIEHHYIO B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®@enepanny JOBEPEHHOCTh Ha MPABO MOJYYEHHS TaKUX HAPKOTUYECKUX U MCUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENapaToB.

<5> B orHomIeHUHU JuIa, ykazaHHOro B 4actu 2 crtatbu 20 denepanpHoro 3axkona N 323-®3
(CoOpanue 3axkononarenscTBa Poccuiickoit @enepanuu, 2011, N 48, cT. 6724).

[Tpyr HeBO3MOXKHOCTH O(OpPMIIEHUSI UHKYpaOelbHbBIMU OOJBHBIMU Ha 3aBEPUIAIONIEM 3Tale >KU3HU
JIOBEPEHHOCTHU Ha IMPaBoO MOJIYYEHHs yKa3aHHBIX B a03alle MepBOM HACTOAIIEr0 MyHKTa HAPKOTUYECKUX U
MICUXOTPOITHBIX JIEKAPCTBEHHBIX IPENapaToB TaKUE JIEKAPCTBEHHBIE IMpenapaThl OTIIYCKAIOTCS WHBIM
JUIaM, OCYILECTBISIOUIUM YXOJA 32 HHUMH, INpPU TPEAbABICHUU OJHOBPEMEHHO C peUenToOM Ha
JIEKapCTBEHHBIN Ipenapar J0KYMEHTA, YIOCTOBEPSIOLIErO JIMUYHOCTh, U JOKYMEHTA, MOATBEPKIAIOLIETO
MHKYypaOelbHOE COCTOSIHHE OOJIBHOTO, COJEPXKAILero CBEAEHUs O JHIe, KOTOpOe TOJy4yaeT
JIeKapCTBEHHbIE IMpernaparhl Mo peuenty (haMuins, UMs, OTYECTBO (MIPH HATUYHUH), BUJ, CEpUs U (WIJIN)
HOMEp JOKYMEHTA, YJOCTOBEPSIOLIEro JIMYHOCTD), 3aBEPEHHOT0 MOJNUCHI0 U MEeYaThi0 MEAUIIMHCKOIO
pabOTHHUKA, a TAaKXKe MMeYaThI0 MEIUIIMHCKON OpraHU3alHH.

JIOKyMEHT, TMOATBEPKIAIINN HWHKYpaOEIhbHOE COCTOSSHHE OOJIBHOTO, OCTAaeTCsl B alTEeYHOM
OpraHu3aluu.

8. HapkoTuueckue M TCUXOTPOIHBIE JIEKapCTBEHHbIE MpenapaThl chucka Il (3a uckimoueHuem
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JICKQpCTBEHHBIX TIpenapaToB B BHJE IUIACTHIPEH W JIEKAPCTBEHHBIX MPENapaToB, COACPIKAIIMX
HAapKOTHYECKOE CPEACTBO B COYCTAHWU C AHTArOHUCTOM ONMHUOUIHBIX PELENTOPOB), MPEAHA3HAUYCHHBIC
IUIsL TPaXK/1aH, UMEIOIINX NPaBO Ha OECIUIATHOE TOYYCHHUE JICKAPCTBEHHBIX MPEIapaToB WK MOJTYYeHUE
JIEKapCTBEHHBIX TPENapaToB CO CKHUJKOW, OTITYCKAIOTCS TPU MPEABSIBICHUU PEIENTa, BHIMTUCAHHOTO Ha
peunentypaoM 6anke ¢opmbl N 107/y-HII, u penienta, BRIMMCAHHOTO Ha perienTypHOM Oyianke Gpopmbr N
148-1/y-04(x).

9. Ilocne oTImycka HAPKOTUYECKUX M MICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka Il, B Tom
4uCclie B BUJE TPAHCAEPMAJIbHBIX TEPAIEBTUUECKUX CUCTEM U JIEKAPCTBEHHBIX IPENApATOB, COAEPIKALIUX
HapKOTUYECKOE CPEACTBO B COYETAHUM C AHTArOHUCTOM ONHMOUJHBIX PELENTOPOB, IMCUXOTPOIHBIX
JIEKApCTBEHHBIX InpenaparoB cnucka [II nouimy, moayduBlIeMy JIEKapCTBEHHBIM Ipenapar, BbLIACTCA
CUTHATypa C KEJITON TMOJIOCOM B BEPXHEH YacCTH M HAANMUCHIO YepHBIM mpudToM Ha Hel "Curnarypa', B
KOTOPOH YKa3bIBAKOTCS:

1) HauMeHOBaHHE M aJAPEC MECTOHAXOXACHMS aNTeKH, anTeYyHOro IyHKTa, MEAMIIMHCKOU
Opranusanuu, 000co0JIEHHOIr0 NOAPa3ACICHUS MEIULIMHCKON OpraHnu3alllu;

2) HOMep U J1aTa BBIMUCAHHOTO PeleNnTa;

3) damwims, ums, oT4ecTBO (IIPH HAJIWYWHU) JIUIA, JUII KOTOPOTO IMPEIHA3HAUCH JIEKAPCTBECHHBIN
mpermapar, ero Bo3pacr;

4) HOMEep MEIMIIMHCKOW KapThl MAIIMEHTA, IMOYYArOIIer0 MEIUIIMHCKYIO IIOMOIIb B aMOYITaTOPHBIX
YCIIOBUSIX, JUIsl KOTOPOT'O MpeIHa3HAUYEH JIEKAPCTBEHHBIN MTpenapar;

5) ¢amunus, UMsl, OTYECTBO (MIPH HATMYMHU) MEIUIIMHCKOTO0 pabOTHHMKA, BHIMHMCABILIErO PEUENT, €ro
KOHTAKTHBIH TesnedoH 1160 TenedoH MeIUIIUHCKON OpraHu3aluu;

6) coaeprkaHue perenTa Ha JaTUHCKOM SI3bIKE UM PYCCKOM SI3BIKE;

7) damunusi, uMs, 0OT4eCTBO (MPU HAIMYMK) U MOJIUCH (hapMalEBTHUECKOT0 MM MEAULIUHCKOTO
paboTHUKA, OTIYCTHUBILETO JIEKApCTBEHHBIN MIpenapar;

8) maTa oTITycKa JeKapCTBEHHOT'O Mpenapara.

10. 3anpemaercs OTIYCK CYObEKTOM PpO3HUYHOW TOProOBIM IO pELENTaM BETepUHAPHBIX
OpraHu3alil HAPKOTUYECKUX U MICUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB.

[Ipunoxenne N 3

K IpuKazy MuHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 Hosi6ps 2021 r. N 10931

NOPAAOK
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"06 yTBepxaeHun Mpasmn OTMycKa leKapcTBEHHbIX Npenapar...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 03.05.2024

OTMYCKA ANTEYHbIMKX OPTAHU3ALUNAMU UMMYHOBUOJTOMMMYECKUX
NEKAPCTBEHHbIX NMPEMNAPATOB

1. OTnyck MMMYHOOMOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBISETCS AaNTECYHBIMU
OpPraHM3alMsIMA M HWHAMBUAYAJIbHBIMH  TNPEANPUHUMATEISIMH, HUMCIONIMMH  JIMLICH3MI0O  Ha
(bapMaIeBTUYECKYI0 ACSITEIbHOCTh, MEIUIMHCKHUMU OpTaHU3alMsIMM, HMMEIOUIMMH JIMLEH3UI0 Ha
(apManeBTHYECKYIO JESTENbHOCTh, M HUX OOOCOOJCHHBIMH MOJpa3eiCHUsIMHI (aMOyIaTOpHUiAMH,
benpamepckuMu M QEIBAMICPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIAEeNeHUsIMH) OOIei
Bpa4yeOHOI (CeMeHHOM) MPAKTUKH ), PACTIOIIOKCHHBIMHU B CEJIbCKHUX IOCEIEHUSX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpraHu3auy, 6e3 perenta u (HiIM) 1Mo perenTty Ha JeKapCTBEHHBIN mpemnapat, 0hoOpMICHHOMY
MEIUIIMHCKUMHU PaObOTHUKAMHU (J1ajiee - pelerT).

2. Ilpn oTnycke MMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOI'O IperapaTa Ha PELENTe WIK KOpEeIIKe
perenTa, KOTOPBIA OCTaeTcs y Jinia, npuoOperaromero (MoJydarollero) JeKapcTBEHHBIN Ipernapar,
YKa3bIBa€TCsl TOYHOE BpeMsI (B yacax U MUHYTaX) OTIIYCKa JIEKapCTBEHHOT'O Mpernapara.

3. Ornyck HMMMYHOOHOJOIMUECKOTO JIEKAPCTBEHHOIO IpenapaTa OCYLIECTBISETCS JIULY,
npuoOperaroleMy (I0JydaroleMy) JEKapCTBEHHBINH IpernapaT, NPy HAIMYUU y HEro CIELHUaIbHOTO
TEPMOKOHTEHHEpPa, B KOTOPBI OMEIIaeTCsl JIEKapCTBEHHBIH Mpenapar, Wik BO3MOXXHOCTH MTPUOOPETSHUS
B aNTE4YHOH OpraHu3amuyl HEOOXOIUMBIX CpPEACTB /IS TPAHCHOPTHPOBKH (TEPMOKOHTEUHED,
XJIaJI09JIEMEHTHI).

4. Jluy, mnpuoOpermeMy WMMYHOOHOJOTUYCCKUN JICKQpPCTBEHHBIM MpernapaTr, pa3bsICHICTCS
HEO0OXOIMMOCTh JIOCTaBKU JIEKAPCTBEHHOTO TMpernapara B MEIUIIMHCKYIO OpPraHU3aldi0 B CPOKH, HE
MIPEBBIIIAIOIINE CPOKU TOAIEpKAHUS pabodeil TeMIepaTypbl Cpe/ICTB TPAHCIOPTUPOBKH, YKAa3aHHBIC B
WHCTPYKLUH.
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