[puka3s MuH3apasa Poccum ot 24.11.2021 N 1093H
(peq. ot 24.11.2021)

"O6 yTBeEpXaeHnn MNpaBun OTNYCKa JIeKapCTBEHHbIX NpenapaToB A/
MEeANLMHCKOrO NPUMEHEHNS anTeYHbIMU OpraHn3auunsMu,
NHANBUAYANbHBIMWU NpeanpUHUMaTENS MU, UMEKOLLMMN NIULIEH3MIO Ha
OCyLLIeCTBNIEHNE (PapMaLEBTUYECKON AEATENBHOCTU, MEANLIMHCKUMMN
OopraHmM3aumsiMn, UMeLLMMN NULIEH3MIO Ha OCYLLECTBEHNE
hapMaLEeBTMYECKON AEATENBHOCTU, U UX 060CO6NEHHBIMU
nogpasgeneHnsaMn (ambynatopusiMu, denbalepckumMmn u
benbalepCcKo-aKyLEPCKUMN NYHKTaMK, LieHTpamMu (oTaeneHnsMm) obien
BpayebHON (CEMENHOM) NPAKTUKKM), PACMOSIOXXEHHBIMU B CENTbCKUX
NoCeneHnsxX, B KOTOPbIX OTCYTCTBYIOT anTe4yHble OpraHu3auunmy, a TaKkxe
MNpaBna OTNycka HapKOTUYECKMX CPEACTB N MCUXOTPOMHbIX BELWECTB,
3apPerncTpmpoBaHHbIX B Ka4YeCTBe NleKapCTBEHHbIX NpenapaTosB AN
MeAMLNHCKOro NPUMEHEHNSs], TeKapCTBEHHbIX NpenapaToB As
MEeAMLNHCKOro NPUMEHEHUSs!, coaep KallumX HapKoTUYeCcKne cpeacTtsa u
NCUXOTPONMHbIE BeLLeCcTBa B TOM uuncre MNopsiaka oTnycka anTevyHbiMU
opraHm3aumsiMm UMMYHOBNONOrMYECKUX NEKAPCTBEHHbIX NpenapaTos”
(3apeructpuposaHo B MunHiocte Poccnn 30.11.2021 N 66142)

(c u3m. 1 gon., Bctyn. B cuny ¢ 01.09.2022)
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3apeructpupoBano B Muntocte Poccun 30 HosiOpst 2021 1. N 66142

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NMPUKA3
oT 24 Hosa6psa 2021 r. N 1093H

Ob YTBEPXOEHUU NMPABUI
OTNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB AlA MEAUUUHCKOIO NPUMEHEHUA
ANTEYHLIMMN OPTAHU3ALUUAMU, NUHOUBUAOYAJIbHbIMU NMPEANMPUHUMATEJIAMMU,
MMEOLWLIMMU NTULIEH3UIO HA OCYLLUECTBJIEHUE ®APMALIEBTUYECKOU
AEATEJNIbHOCTU, MEOQUUMHCKUMWU OPIAHU3ALUAMN, UMEIOLLUMWU JTULIEH3UIO
HA OCYLUECTBJIEHUE ®APMALIEBTUYECKOU OEATEJNIbBHOCTU, U UX
OBOCOBJIEHHbIMU NOAPA3AENEHUAMU (AMBYJTIATOPUAMMW, ®ENBbALUEPCKUMU
U OENBbAWEPCKO-AKYLUEPCKUMM MYHKTAMWU, LEHTPAMU (OTOEJIEHUAMW)
OBLUEUN BPAYEBHOU (CEMEUHOW) NPAKTUKWN), PACNOJIOXKEHHbBIMU
B CEJIbCKMUX NMOCENEHUAX, B KOTOPbLIX OTCYTCTBYIOT AMNTEYHbIE
OPIrAHU3ALINU, A TAKXE NMPABUIT OTIYCKA HAPKOTUYECKUX CPEACTB
N NMCUXOTPOMNHbIX BELWWECTB, 3APETMCTPUPOBAHHbLIX B KAHECTBE
JNNEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA,
JNNEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA,
COOEPXALLUMX HAPKOTUYECKUE CPELOCTBA U NMCUXOTPOMNHbIE
BELWECTBA B TOM YUCJIE NOPAAKA OTNYCKA ANTEYHbIMU
OPIrAHU3ALUNAMU UMMYHOBUOJTIOMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

Crrcox M3MEHSOIUX JOKYMEHTOB
(B pen. [Ipukaza Munznpasa Poccuu ot 24.11.2021 N 1093H)

B cootBercTBuM ¢ myHkTamu 2 u 3 crateu 55 PepepanbHoro 3akoHa ot 12 ampens 2010 r. N
61-®3 "OO6 obOpamenun JnexkapcTBeHHbIX cpeAcTB" (CoOpaHue 3akoHOAATeNbCTBA Poccuiickoit
®denepanun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), ¢ moanmyHkTamu 5.2.165
,9.2.169 n 5.2.183 nynkra 5 [lonoxenust o Munucrepcerse 3npaBooxpanenus Poccuiickoit denepanumy,
yTBEpkKACHHOTO nocraHosieHueM [IpasurensctBa Poccuiickoit ®enepanun ot 19 urons 2012 r. N 608
(Cobpanme 3axkoHOomatenberBa Poccuiickoit @enepamuu, 2012, N 26, cr. 3526; 2014, N 37, cT. 4969;
2017, N 33, ct. 5202), npuka3biBaio:

1. YTBepauTh:

[IpaBuia oTmycka JEKapCTBEHHBIX MpPEnapaToB i MEAMIMHCKOTO MPUMEHEHUS anTeYHbIMU
OpraHMU3aIsIMH, UHAUBUIYAIbHBIMH MPEANPUHUMATEIIMHU, UMEIOLTUMH JTUIICH3UIO Ha OCYIIIECTBICHUE
(hapManeBTHUECKON JAESITeTbHOCTH, MEAWIMHCKHUMH OpTaHU3alMUSIMH, HMCEIONUMHU JIHIICH3UI0 Ha
OCYyIIECTBIICHHE (hapMaIeBTUYECKONH JESATETBHOCTH, M HMX O0O0OCOOJCHHBIMH MOJpPA3ICICHUSIMH
(amOynaTopusmu,  QenpAmIepCKUMH U (ETBAINIEPCKO-aKYIIEPCKUMHU  MYHKTaMH,  IIEHTpaMu
(oTmeneHusMu) 00IICH BpauyeOHON (CEMEHOM) MPAKTUKH), PACTIOIOKEHHBIMHU B CEIBCKUX MOCETICHUSX,
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B KOTOPBIX OTCYTCTBYIOT alITCYHBIC OpraHU3allun, COTJIACHO IIPHUJIOKCHUC N1 (L[anee - npaBI/ma);

[IpaBuna oTmycka HapKOTHYECKHX CPEICTB M ICUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4uCCTBC JICKAPCTBCHHBIX IPCHapaToB JIsI MCAULIMUHCKOTO IMPUMCHCHUA, JICKAPCTBCHHBIX IPCIIapaTOB
A1 MCAUIHUHCKOI'0 MPUMCHCHUA, COACPKAIUX HAPKOTHYCCKUEC CPEACTBA U MCHUXOTPOIIHLIC BCIICCTBA,
COTJIACHO MPHIIOKEHHIO N 2;

HOpHI{OK OTIIyCKa alTCYHbIMH  OpTraHHU3alusIMU I/IMMYHO6I/IOJ'IOFI/ILIGCKI/IX JICKAPCTBCHHLBIX
npenapaToB COIIaCHO IMPUIIOKCHUTO N 3.

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MuHHCTEPCTBA 34paBOOXPAHEHUS U COLMAIBHOrO pasButus Pocculickon denepanuu Ot
26 asrycta 2010 r. N 7351 "OO6 ytBepxaenuu IlpaBun oTmycka JeKapCTBEHHBIX IpenapaToB AJs
MEJIMLMHCKOTO IMPUMEHEHHS MEJUUUHCKMMH  OpraHW3alUsAM{, HMEIOIUMH JINIEH3UI0  Ha
(bapMaleBTUYECKYIO JESITEIbHOCTh, M MX O00OCOOJIEHHBIMHU MOApa3AeieHUAMU (aMOyIaTopusMH,
¢denpamepckuMu ¥ (PeIbALIEpCKO-aKyIIePCKUMU  IIYHKTaMH, LEHTpaMHu (OTAEIeHUAMHU) oOLIei
BpaueOHON (CeMeiHOI) NpPaKTUKH), paCIONOKEHHBIMH B CEIBCKUX IIOCEJCHUSAX, B KOTOPBIX
OTCYTCTBYIOT aIllT€YHblE OpraHu3anuu” (3aperucTpupoBaH MuHHCTEPCTBOM HOCTHLMHM Poccuiickoit
Oenepanun 28 centsiops 2010 r., peructpanmonssii N 18575);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoin ®enepanun ot 11 urons 2017 r. N 403n
"O6 yrBepkaeHun [IpaBui oTmycka JEKapCTBEHHBIX NPENapaToB Uil MEJULIMHCKOTO IPUMEHEHHUs, B
TOM YHCIE€ HMMYHOOHOJOIMYECKMX JIEKAPCTBEHHBIX IIPENapaTroB, aNTEYHbIMH OpraHU3alUsiIMH,
WHAUBUIYAIbHBIMU  MPEANPUHUMATEISIMA, HUMEIOIIUMHM  JIUIEH3HI0 Ha  (hapMaleBTHUECKYIO
nesaTenbHOCTh" (3apeructpupoBaH MuHHCTepcTBOM IocTuimn Poccuiickoii ®Denepanuu 8§ ceHTIOps
2017 r., peructpaunonusiii N 48125);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poceniickoit @enepannu ot 7 urons 2020 r. N 6831 "O
BHeceHMH u3MeHeHud B IlpaBumia oTmycka JieKapcTBEHHBIX IpENapaTtoB s MEIUIIMHCKOTO
NPUMEHEHHUsS, B TOM 4YHCI€ HMMYHOOMOJOIMUECKUX JIEKAPCTBEHHBIX IPENapaTroB, aNTEYHBIMU
OpraHM3alsIMM,  WHAMBUAYAJIbHBIMM  INPEANPUHUMATENSAMH,  HMMEIOIMMHU  JIMLIEH3UI0  Ha
(bapMaeBTHYECKYIO JICATEIIBHOCTh, YTBEP)KJACHHbIE NPUKa3oM MUHHCTEPCTBA 3IIPABOOXPAHEHHS
Poccuiickoit ®enepaunu ot 11 uronst 2017 r. N 4031" (3aperucrpupoBad MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit ®eneparuu 14 oxtsa6pst 2020 r., peructpannonusiii N 60370).

3. Hacrosmuii nmpuka3 Bctynaer B cuiny ¢ 1 mapra 2022 r. u gerictByet n0 1 mapra 2028 r., 3a
uckimoyeHneM myHkta 12 I[lpaBunm oTmycka JeKapCTBEHHBIX TpenaparoB Al MEAULUHCKOTO
MPUMEHEHUS AaNTEeYHBIMU OpTaHU3alUsSMH, WHAUBHAYAIBHBIMH TPEIIPUHUMATEISIME, HMEIOIIUMU
JUIEH3UI0O Ha OCYILECTBIEHHE (PapMalleBTUYECKON AEATENbHOCTH, MEIUIIMHCKUMHU OPTaHU3aIMsIMH,
MMEIOIIMMH JIMIIEH3UI0 Ha OCYIIECTBICHNE (DapMaleBTHUECKOW IEATEIILHOCTH, M UX 000COOICHHBIMU
nojpaszfiesieHus M (aMOyIaTopusiMH, (QeNbIIIepCKUMUA U (PeNbIIIepCKO-aKyIIePCKUMH  ITYHKTaMU,
HeHTpamMu (OTIeJaeHusIMU) o0IIeld BpauyeOHOW (CeMEWHON) MPAKTUKH), PACHOJOKCHHBIMH B CEIIBCKUX
MOCENIEHUSIX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIe OPTaHU3AINH, YTBEPKIECHHBIX HACTOSIIIUM MPUKA30M,
KOTOpBIH BeTymaeT B cuity ¢ 1 mapta 2022 r. u aeiictByer 10 1 centsops 2022 rona.

Munuctp
M.AMYPAIIKO

www.consultant.ru CrpaHvua 2 u3 15
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=105294&amp;date=29.05.2023
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=365105&amp;date=29.05.2023
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=365023&amp;date=29.05.2023
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1093H

(pen. ot 24.11.2021) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX [aTa coxpaHerms: 29.05.2023
npenapar...

ITpunoxenune N 1

K MprKa3zy MUHUCTEPCTBA 37PaBOOXPAHCHHIS
Poccuiickoit deneparuu

oT 24 Hos16ps 2021 r. N 1093n

NMPABUIA
OTNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB ANlA MEAUUUHCKOIO NPUMEHEHUA

Crrcok M3MEHSIOIUX JOKYMEHTOB
(B pen. [Ipukaza Munznpasa Poccuu ot 24.11.2021 N 1093#H)

l. Obwme Tpe6OBaHMﬂ K OTNYCKY JIeKapCTBEeHHbIX npenapartoB
Ana MeaguuuMHCKOro npuMmeHeHusA

1. OTnyck JeKapCTBEHHBIX MPENapaToB A MEAUIUHCKOIO MPUMEHEHHS (Janee - IeKapCTBEHHbIE
MperapaThl) OCYIIECTBIACTCS alTEYHBIMU OPTaHU3ALMSIMHA M HHIUBUIYaTbHBIMU TPEANPUHIMATEISMH,
UMEIOIMMHU  JIUICH3UI0 Ha (apMaleBTUYECKYIO JeATENbHOCTh, MEIUIIMHCKAMHU OpraHH3alHsIMHU,
UMEIOIMMHU  JIMICH3WI0 Ha  (apMaleBTHYECKYI0  JESTeIbHOCTh, W HX  000COOJICHHBIMHU
nojpasfiesieHussMu  (aMOyIaTopusiMu, (QeNbIIIepCKUMUA U (PeNbIIIepCKO-aKyIIePCKUMH  TYHKTaMU,
1eHTpaMu (OTIENeHUsIMU) OO0IIel BpaueOHOU (ceMeitHOW) MPaKTUKH), PACIIONOKEHHBIMU B CEJIbCKHX
MOCEJICHUAX, B KOTOPBIX OTCYTCTBYIOT allTeUHble OpraHu3aluu (Aajgee - CyObEKThl PO3HUYHOMN
TOproBiu), 0e3 peuenrta <I> u (WIK) MO peUENTy Ha JIEKAPCTBEHHBIN IMpenapar, opopMiIeHHOMY <2>
MEJIUIMHCKUMH pabOTHUKAaMU (Jajiee - PelenT), a TaKkkKe 10 TPeOOBAaHMIO MEIUIIMHCKON OpraHu3aluu
<3> ;15 anTe4YHOW OpraHu3aluy.

n.n

<1> HomnyHkT "4" nyHkra 5 yactu 4 crarey 18, moanyHkT "K" myHkra 1 yactu 1 crateu 33
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaieHun JeKapCcTBEHHBIX CpeacTB"
(Cobpanwue 3akonomarenscTBa Poccuiickoit @eneparun, 2010, N 16, ct. 1815) (manee - denepanbHbIit
3akoH N 61-D3).

<2> [loanyukr 5.2.179 Ilonoxxenns o MunucrepcTse 3apaBooxpaneHus Poccuiickon @enepannu,
yTBEpKJIeHHOro noctaHoBiaeHueM [IpaButensctBa Poccuiickoit @eaeparuu ot 19 urons 2012 r. N 608
(Cobpanue 3axkoHomaTenbcTBa Poccuiickoit denepanuu, 2012, N 26, cr. 3526; 2017, N 52, ct. 8131)
(manee - Ilonoxxenrie 0 MunucrepcTse).

<3> Ilysukr 54 crateu 4 @DepepansHoro 3akoHa N 61-O3 (CoOpanHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTnyck JIeKapCTBEHHBIX MPEnapaToB 06€3 pelenToB OCYIIECTBISETCS:

1) anTexamu, OCYIIECTBISIOUIMMU PO3HUYHYIO TOPTOBIIO (OTIYCK) JEKAapCTBEHHBIX MpenapaToB
HACEJICHNIO, U alTeKaMH KaK CTPYKTYpHBIMM IOJpPA3ACICHUSAMU MEAULIMHCKONW OpraHu3auuu (faiee -
anTeKn);
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2) AlITCYHBIMHU ITYHKTAMH, B TOM YHCJIIC KaK CTPYKTYPHBIMU ITOAPA3ACICHUAMU MEIUITUHCKOM
opraHu3anuun (J:[anee - alITCYHBIC l'IyHKTBI);

3) anTeYHBIMU KHOCKAMH;

4) VHIUBUIYaJbHBIMU MpPEANPUHUMATENSIMU, HMEIOIIMMU JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NesITeNIbHOCTD (JaJiee - MHANBUAYAIbHbBIN NpeIIpUHUMATEIND);

5) MEIMIMHCKMMH  OpraHu3alusIMH, HWMEIIHUMH JIMIICH3WI0 Ha  (DapManeBTHYECKYIO
NeSTeNbHOCTh, W WX 000COOJIEHHBIMU TOApa3AeieHus MU (aMOynaTopusiMu, (QENbIIIepCKUMUA U
(benpamepeKo-aKymepckuMy  MyHKTaMU, IIeHTpaMu (OTAeTeHUsIMH) oOmieil BpadeOHOI (ceMeitHOi)
MPaKTUKH), PACIOJIOXKEHHBIMU B CEJIbCKUX TIOCEJEHUSAX, B KOTOPBIX OTCYTCTBYIOT aIlTE€UHBIE
OpraHm3anyu (J1ajee COOTBETCTBEHHO - MEIUITMHCKHE OpraHW3aIluu, 000COOJICHHBIC TOIpa3aeicHUs
MEJIMIIMHCKUX OpraHU3allhii), MepeYeHb KOTOPBIX YTBEPIKIACTCS OpraHaMW HMCIOJHUTEIHHOW BJIACTH
cyonsekTa Poccuiickoit denepanun <4>.

<4> Yacte 5 crateu 55 ®PepepanpHoro 3akoHa N 61-O3 (CoOpaHue 3aKOHOAATENHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTIryck JIeKapCTBEHHBIX MPEMapaToB MO PEIenTaM OCYIIeCTBIISICTCS:

1) antekamu;

2) anTeYHbIMH TyHKTAMHU;

3) MHAUBHUIyabHBIMH MPEANPUHUMATENSAMH (32 UCKIIIOUEHUEM OTITyCKa HAPKOTHUECKUX CPEICTB
Y TICUXOTPOIHBIX BEIIECTB, BKIIOYCHHBIX B IEPEUCHb HAPKOTUICCKUX CPEJICTB, ICUXOTPOITHBIX BEIIECTB

U UX MPEeKypcopoB, MoAJeKaluX KOHTpoato B Poccuiickoit denepauun <5> (agee COOTBETCTBEHHO -
[lepeuenb, HAPKOTUUECKHE U ICUXOTPOIHBIE JIEKAPCTBEHHBIE MTPerapaThl);

<5> [lynkr 2 crareu 2 PenepanbHoro 3akoHa ot 8 sHBapa 1998 r. N 3-@3 "O HapkoTHYECKHX
CpeaCcTBaxX U NMcUXoTpomnHbIX BemecTBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 1998,
N 2, ct. 219; 2016, N 27, c1. 4238) (nanee - @enepanbubiii 3akoH N 3-D3).

4) MEIUIIMHCKUMHU OpTaHH3alUsAMH W O0OCOOJICHHBIMH MOAPA3ACICHUSIMH MEIUIIMHCKUX
OpraHu3aIuii.

4. Tlo peuenTam, BBHIIMCAHHBIM Ha perenTypHbiXx Omankax dopmel N 148-1/y-88, ormyckarorcs
<6> JeKapCTBEHHBIE NPENapaThl, BKIIOUYEHHBIE B IEPEYECHb JIEKAPCTBEHHBIX CPEACTB JIUISI MEAULIMHCKOTO
IIPUMEHEHHUS, TIOJUIEKAIMNX PEIMETHO-KOJIMNYECTBEHHOMY YUETY (Jajiee - JIEKapCTBEHHBIE IIpenapaThl,
BKJIIOUEHHBIE B nepeueHs [IKY) <7>.

<6> [loanyskt 5.2.179 Ilonoxenus o Munucteperse (CoOpanue 3akoHoiaTenbcTBa Poccuiickoit
®eneparnun, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).
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<7> Hoanyskr 5.2.171(1) Ilonoxenuss o MunuctepctBe (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYkazaHHBIE JIEKAPCTBEHHBIC IpENapaThl, MPeJHa3HAYCHHbIC JUIS T'pa)<IaH, MMEIOUINX MpaBO Ha
MOJTyYCHHE JIEKAPCTBEHHBIX MPENapaToB, OTITYCKAEMBIX OECIUTaTHO WM CO CKUJIKOH, OTITyCKAIOTCS TPH
NPEABSBICHUN PELeNnTa, BBITUCAHHOTO Ha penentypHoM Omanke ¢opmbel N 148-1/y-88, u penenra,
BBINTMCAHHOTO Ha perentypHoM Onanke Gopmbl N 148-1/y-04(x).

5. Ilo peuenTam, BHIIMCAHHBIM Ha pelenTypHbIX OmaHkax Gopmbl N 148-1/y-04(11), oTHmycKaroTCs
JICKapCTBEHHBIC TPEMapaThl, BHIMUCHIBACMbIC TPaXKIaHaM, UMEIOIIMM MIPAaBO Ha OECIUIATHOE MOJIyYCHUE
JICKaPCTBEHHBIX MpENapaToB MM TOJyYCHHE JIGKAPCTBEHHBIX IIPEMapaToB CO CKHIKOW (manee -
JIEKapCTBEHHBIC MPENapaThl, OTIyCKaeMble OSCIIIATHO MK CO CKUJIKOM).

6. Ilo peuenTam, BBIMMCAHHBIM Ha pelenTypHbIX Onankax Gopmbl N 107-1/y, oTIycKaroTCs UHBIE
JIEKapCTBEHHbIE MpernapaThl, HE YyKa3aHHble B MyHKTe 4 HacToAmmx [IpaBun, u 3a UCKIIOYEHHEM
JIEKapCTBEHHBIX MPENapaToB, OTIMYCKaeMbIX Oe3 perernTa.

7. KomOuHMpOBaHHBIE JIEKAPCTBEHHBIE MPETapaThl JUIsi MEAUIIMHCKOTO IPUMEHEHHSI, COJIeprKaIue
KpOME MaJIbIX KOJIMYECTB HAPKOTUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB ApyTHe
(apMaKoJOTHYECKUE AaKTUBHBIE BEIECTBA, OTIIYCKAIOTCS AanTeKaMH, AamnTeYHbIMU IyHKTaMU U
UHAWBUIYAIbHBIMU  NPEIIPUHUMATEISIMA, HUMEIOIUMHM  JIMIEH3MI0 Ha  (hapMaleBTHYECKYIO
NesITeNIbHOCTD, TI0 PEIeNTaM, BBIIMCAHHBIM Ha pelenTypHbix Omankax ¢gopm N 107-1/y u N 148-1/y-88
<8>, KpoMe TeX JIEKapCTBEHHBIX MPerapaToB, KOTOPbIE OTIYCKalOTCs 0e3 perenta.

<8> Yacte 6 crateu 55 denepanpHoro 3akoHa N 61-®3 (CobpaHue 3aK0HOIATEIHCTBA
Poccutickoit ®eneparuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo pementam B Qopme »dIEKTPOHHOTO [OKyMEHTa C UCIHOJIb30BAaHUEM YCHIIEHHOU
KBATU(UIIMPOBAHHON DJIEKTPOHHON MOAMHMCH MEIUIIMHCKOTO0 paboTHHKa (nanee - peuent B ¢dopme
3JIEKTPOHHOIO JIOKYMEHTA) OTITYCKAaIOTCS BCE JIEKAPCTBEHHBIE MpeEIapaThl, yKa3aHHbIC B TyHKTax 4, 5, 6,
7 nacrosiux IIpaBuir.

9. MenuuuHCKUE OpraHU3alMu M 000COOJEHHBIC MOJpa3eiCHUs] METUIIMHCKUX OpTaHU3aIui
TaK)Xe€ MOTYT OTITyCKaTh:

1) nekapcTBeHHbBIC Mpenaparthl, BKIOYeHHBIE B mepeueHb [TKY, BhIMHCAHHBIC HA PELENTYPHBIX
omankax GopMer N 148-1/y-88;

2) JeKkapCTBEHHbIC IIpemaparbl, BKJIIOYEHHble B llepedeHb JIEKAPCTBEHHBIX IpENapaToB,
OTITyCKaeMBIX TIO perentaM Bpada (denpamiepa) mpw OKa3aHWM JOIMOJHUTEIBHON OecruiaTHON
MEJHUIMHCKOW TIOMOINM OTACITBHBIM KaTeTOPUSIM TpaXKAaH, HMMCIOIUM TIpaBO Ha TIOIYYCHHUE
rOCyJapCTBEHHON COLMaIbHONM IIOMOIIM, a TakKXe MHbIE JIEKapCTBEHHBIE CPEJICTBA, OTILyCKacMble
OecrIaTHO WM CO CKUIKOM, BBIMUCAHHBIE HA PeLeNTypHbIX OmaHkax Gopmbl N 148-1/y-04(ix).

10. OTnyck JIeKapCTBEHHBIX IIPENAapaToOB, HE YKa3aHHbBIX B ITyHKTax 4, 5, 6, 7 Hacrosmux [Ipasui,
B COOTBETCTBUU C MHCTPYKLMSIMHU 110 UX MEAULIMHCKOMY IIPUMEHEHHIO OCYILECTBISETCS 0€3 PELenTOB.
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11. OTnyck JekapCcTBEHHBIX MIPENapaToB OCYIIECTBISIETCS B TEUCHHE YKa3aHHOIO B peLenTe CpoKa
ero JIeiicTBUS Npu OOpaIlleHuH Ul K CyOBeKTY pO3HUYHON TOPTOBIIH.

12. Yrpatuin cuiy ¢ 1 cenrs0ps 2022 roaa. - [lynkr 3 nannoro Ilpuxkasa.
13. JlekapcTBeHHbIE NpenapaTbl OTIYCKAIOTCS B KOJIMYECTBE, YKa3aHHOM B peELENTe, 3a

UCKIIIOYEHHEM CJy4yaeB, KorJa Juisl JIEKApCTBEHHOI'O Mperapara yCTaHOBJIEHO KOJIMYECTBO, KOTOPOE
MOJKET OBITh BBIINMUCAHO B OJHOM PELEITE, UIIN Kype JeueHus <9>.

<9> HonnyHkT 5.2.177 Ilonoxenust o Munucrepcrse (CoOpaHue 3akoHoaTenscTBa Poccuiickoit
Oepnepanuun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

[Ipu nmnpeabsBleHUU peLENTa C TMPEBBIIIEHHEM MpPEIelbHO JOMYyCTUMOIO KOJIMYECTBa
JIEKapCTBEHHOT'O Ipernapara, KOTOPOe MOXKET ObITh BBIIMCAHO B OJHOM perenre, (hapmaneBTHUECKUui
paboTHUK HH(OpMUpPYET 00 3TOM JMIO, NPEACTABUBLIEE PELENT, PYKOBOIUTENS COOTBETCTBYHOILEH
MEIUIMHCKOW OpraHu3aluyd M OTIYCKAeT YKAa3aHHOMY JIMI[y YCTaHOBJIEHHOE COOTBETCTBEHHO
IIPEEIbHO JAOIMYCTUMOE KOJUYECTBO JIEKAPCTBEHHOI'O IIpernapara, KOTOPOE MOKET ObITh BBIIMCAHO B
OJTHOM peLENTe C MPOCTaBIEHUEM COOTBETCTBYIOIIEH OTMETKH B PELIEIITE.

[lpr Hanmumm y cyOBEKTa PO3HUYHOW TOPTOBIH JIGKAPCTBEHHOTO TIperapara ¢ JIO3UPOBKO,
OTJIMYHOW OT JIO3UPOBKHU JICKAPCTBEHHOT'O Iperapara, YKa3aHHOW B pelenTe, OTIYCK HMEIOMIEToCs
JICKApCTBEHHOTO Tpernapara J0IMyCKaeTCsl, €CIH IO3UPOBKA TAKOTO JIEKAPCTBEHHOTO Mperapara MeHbIIe
J03UPOBKH, YyKa3aHHOW B perente. B TakoMm ciyyae OCYLIECTBISETCS IepecyeT KOJIUYECTBa
JIEKapCTBEHHOTO Mperapara ¢ y4eToM Kypca JISUeHHUs], YKa3aHHOTO B peLenTe.

B cnywae ecnu n03MpoBKa JIEKapCTBEHHOTO Ipenapara, MMEIIErocs y cyObekTa po3HUYHON
TOPIOBIIM, MPEBBIIIAECT JTO3UPOBKY JIEKAPCTBEHHOTO Tperapara, yKa3aHHYIO B peLeNnTe, peuieHue oo
OTIIyCKE JIEKAPCTBEHHOI'O IIpernapara ¢ TaKOW JI03UPOBKOW NPUHHUMAET MEIUIMHCKUN pabOTHUK,
BBITTMCABIINN PELIETIT.

14. Ormyck J€KapCTBEHHOI'O IIpernapara OCYIIECTBISETCS B IEPBUYHOM U BTOPUYHOMN
(mOTpeOUTENbCKOI) YIaKOBKaX, MAapKUPOBKAa KOTOPBIX JOJDKHA OTBEYaTh TPEOOBAaHUSAM CTAaTbu 46
®enepanproro 3akoHa N 61-O3 (CobOpanue 3axkoHonarensctBa Poccuiickoit @enepanmu, 2010, N 16,
ct. 1815; 2014, N 52, ct. 7540), a ynakoBka AJii HAPKOTUYECKUX M MCHUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaTtoB cnucka Il - TpeGoBanusim nmynkra 3 crateu 27 denepanpHoro 3akoHa N 3-D3 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 1998, N 2, ct. 219; 2016, N 15, c1. 2052).

15. Tlpu oTmycke JIEKapCTBEHHBIX NPENapaTroB MO peuenty, opOpMICHHOMY Ha pElenTypPHOM
OnmaHke Ha OyMa)KHOM HOcHUTele, (hapMaleBTHUECKUN PabOTHUK MPOCTABISIET OTMETKY Ha perente o0
OTITyCKE JIEKapCTBEHHOT 0 npenapara "JlekapcTBeHHbIN npenapar OTIYyIIEH" U ¢ yKa3aHHUEeM:

1) HauMeHOBaHHUS anTe4yHON opraHuzanuu (pamMwiny, HWMEHH, oT4yecTBa (IPU HATUYHUN)
WH/IMBUYaJIbHOTO MIPEIPUHUMATENS);

2) TOProBOro HaMMCHOBAaHUA (3a HUCKIIIOYCHHUEM JICKAPCTBCHHBIX IPENApaTOB, U3TOTOBJICHHBIX B
anTeyHoM OpPaHI/I3aLII/II/I), AO3HUPOBKU U KOJIUYCCTBA OTITYIICHHOI'O JICKAPCTBCHHOT'O IIPCIIapara,
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3) pamunuu, UMEHH, OTYECTBA (MIPH HATMYMH) MEIUIIMHCKOTO pabOTHHUKA B CIyYasiX, yKa3aHHBIX B
a03arie yeTBepTOM IMyHKTa 13 1 ab3ate TpeTbeM nmyHkTa 16 HacToAmmx [Ipasu;

4) pPEeKBU3UTOB JTOKYMEHTA, YIOCTOBEPSAIOIIEIO JIMYHOCTh JIMIA, MOJYYHUBIIErO JIEKAPCTBEHHBIN
Ipenapar, B cilydae, yka3aHHOM B IyHKTe 28 HacTosmux [Ipasu;

5) ¢amumnuu, UMeHH, oTyecTBa (IIpU HaIM4YWU) (papManeBTUYECKOro pabOTHHKA, OTITYCTUBIIETO
JIEKapCTBEHHBIH Ipenapar, 1 ero NoAMNKCH;

6) aThl OTIYCKa JIEKAPCTBEHHOTO MIperapara.

16. Ilpn ormycke I€KapCTBEHHBIX NPENapaToB IO PELENTY, BHIIMCAHHOMY Ha PELENTYPHOM
o6nmanke ¢dopmbl N 107-1/y co CpoKOM JEHCTBUS O OJHOTO T0/a, B KOTOPOM yKa3aHbl MEPUOIBI H
KOJIMYECTBO OTITyCKa JIEKApCTBEHHOIO Mperapara (B KaXKIbli Mepuoj), peLenT BO3BpallaeTcs JUILY,
npuoOpeTaroleMy JeKapcTBEHHBIN IMpenapar, ¢ OTMETKOH, cojepialleidl CBeIeHHs, yKa3aHHbIE B
nyHkte 15 Hactosmux [IpaBui.

[Ipu ouepenHom oOpalieHHMM JHLIA K CYOBEKTY PO3HHYHOM TOPTOBIM C JaHHBIM pPELENTOM
YUMTBIBAKOTCS OTMETKH O IPEIbLAYIIEM OTIIYCKE JIEKAPCTBEHHOI'O IIperapara Mo TAKOMY peLenTy U B
cllydyae NpPUOOpPETEHUs] JHMIOM KOJMYECTBAa JIEKAPCTBEHHOI'O IIpernapara, COOTBETCTBYIOLIETO
MaKCHUMaJbHOMY KOJIMYECTBY, YKAa3aHHOMY MEIMIMHCKAM pPAaOOTHUKOM B pELENTEe, a Takke I0
HCTEYEHUN CpOKa JEHCTBHs pelenTa, Ha perenTe MpocTaBiseTcs mramn '"JIekapCcTBEHHBIN mpernapaT
OTIIyIIEH" U PELENT BO3BpaLACTCs JIULLY.

EnvHOBpeMeHHBIN OTIYCK JIEKapCTBEHHOTO Tpemapara IO pEelenTy, BBIIMCAHHOMY Ha
peuentypHoM Omnanke Gopmbl N 107-1/y co cpokoM JeHCTBHS 10 OJHOTO T0jia, B KOTOPOM YyKa3aHbI
MEPUOABl U KOJIMYECTBO OTIIYCKA JIEKAPCTBEHHOTI'O IIpenapaTa (B KaXAbli IEPUO), JOIIYCKAETCsl TOJIbKO
10 COTJIACOBAHMIO C METUIIMHCKUM paOOTHHUKOM, BBIHUCABIIUM PELENT.

17. Tlpu oTmycke JEKapCTBEHHBIX MPEMapaToB MO PEIENTy, BHIMHCAHHOMY Ha PEIENnTypHOM
omanke Qopmbl N 148-1/y-04(;1), 3amojJHEHHBIH KOPELIOK TAaKOTo pelenTta MeperaeTcs
(dapmanieBTHUECKUM ~ pabOTHUKOM JUIly, MpHoOpeTaromemMy (MONydarmeMy) JIeKapCTBEHHbBIE
npenaparsl.

18. OcraroTrcst W XpaHiaTcsl y CyObeKTa pPO3HHUYHOM TOPrOBIHM perentsl (C  OTMETKOM
"JlexapcTBEHHBIN Mpenapar OTIyIleH") Ha:

1) nexapcTBEHHBIE TIPEeTapaThl, OTITyCKaeMble OSCIUTATHO MUJIH CO CKHUJIKOM, - B TEUCHUE TPEX JIET;

2) nexapcTBeHHbIE Mpernaparbl, oTHocsmuecs Mo ATX K aHTUIICHXOTUYECKUM CpelacTBaM (KO.
NO5A), askcuonutukam (kox NO5B), cHoTBOpHBIM © cemaTuBHBIM cpenctBaMm (kom NOSC),
antuaenpeccantam (koa NO6A) u He mojyiekaiue NpeaMeTHO-KOJINYECTBEHHOMY YUYeTy, - B TEUCHHUE
TpPEX MECSIIEB.

19. Peuentsl, He yka3aHHble B IyHKTe 18 Hactosummx IlpaBun, oTmedaroTcs IITaMIIOM
"JlekapcTBeHHBIM IpernapaT OTHYLIEH' W BO3BPAIAKOTCSA JUIy, MOJYyYMBIIEMY JIEKapCTBEHHBIN
npenapar.

20. PeuenTsl, BBIMUCAHHBIE ¢ HapylIeHHEM IpaBui <10>, perucTpupyroTcs B )KypHaje, B KOTOPOM
YKa3bIBAIOTCS BBIABJICHHBIC HapylIeHUs B O(GOpMICHHHU penenta, (GpamMuiaus, UMs, OTY4ECTBO (TIpU
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HAIMYUK) MEIUIIMHCKOTO pPa0OTHHMKA, BBIMHCABILIETO pELENT, HAaWMEHOBAaHHE MEIUIIMHCKON
OpraHM3aliy, NMPUHATBIE MEpbl, OTMEYArOTCs mTaMioMm "Peunent HeneicTBUTENEH" M BO3BpALIArOTCS
iy, npenctaBuBmemy penent. O Qakrax HapymeHus npaBuil O(QOPMIICHHS PELENTOB CYOBEKT
PO3HUYHOM TOPTOBIH HHPOPMHUPYET PYKOBOIUTENSI COOTBETCTBYIOIIECH METUIIMHCKON OpraHU3aIny.

<10> Iomnysukr 5.2.179 TIlonmoxkenus o MunucrepctBe (CoOpaHue 3aKOHOAATEILCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000cobneHHOM TOpa3aeieHu MEIUIIMHCKON OpraHu3aliy JOJDKHBI ObITH 0OecreueHbl
YCIIOBHSI COXPaHHOCTH OCTABJICHHBIX Ha XpaHEHHE PELENTOB Ha JICKApPCTBEHHBIE CPEJICTBA.

Penentel Ha JEKapCTBEHHBIE CPEJACTBA, IOJUICKAIINE TMPEIMETHO-KOJIMUYECTBEHHOMY YYETY,
JIEKApCTBEHHBIC CPEJICTBA, OTIYCKaeMble OECIUIATHO WJIM CO CKHUAKOH, €KEMECSYHO NEpeNaroTcs W3
000COOJICHHBIX —MOApa3/IeeHU MEIULIWHCKUX OpraHu3aluii B MEAULMHCKHE OpTraHU3alllu,
CTPYKTYPHBIMH MOJIpa3IeICHUSIMU KOTOPBIX OHU ABIISIFOTCS, AJIS MMOCEAYIOIIET0 XpaHEHUSI.

22. Tlpu oTmycke JIEKapCTBEHHOTO Mpemnapara (apManeBTHUECKU pabOTHUK WM PaOOTHHUK
MEJIMIIMHCKOW  opraHu3anuu  (000COOJEHHOTO  TMOAPA3ACICHHs]  MEIUIIMHCKON  OpraHHu3allviu)
nH(OPMHUPYET JINILI0, TpuoOpeTarolee (MoTyvaroliee) JIeKapCTBEHHBIN MpernapaT, 0 pexnuMe U 103aX ero
npuemMa, paBuiIaX XpaHeHUs B JIOMAIIHUX YCIOBHSAX, O B3aUMOJCHUCTBHHU C JIPYTUMH JICKAPCTBEHHBIMH
npernapaTamu.

23. Ilpu oTmycke JEeKapCTBEHHOTO Tpemnapara (apMmareBTHUECKHii pabOTHUK WiIH PabOTHHK
MEIUIIMHCKONW opranu3anuu (000COOJICHHOTO MOApa3/e/ieHUs METUITMHCKOW OpTraHu3allii) HE BIIPaBe
MPEAOCTaBIATh HEJOCTOBEPHYIO W (WJIM) HEMOJHYI0 WH(GOPMAIMI0 O HAJUYUH JIEKAPCTBEHHBIX
MpenapaToB, BKJIIOYas JIEKAPCTBEHHBIC TMpernapaThl, HMEIOIINE OJIMHAKOBOE MEXIyHAPOIHOE
HENMaTeHTOBaHHOE HAaWMEHOBAaHHE, B TOM YHWCJE CKpPbIBaTh MH(POPMAIMIO O HAJIMYWU JIEKApPCTBEHHBIX
MpernapaToB, UMEIOLTUX OoJiee HU3KYIO eHy <11>.

<11> Crarps 74 Penepanpaoro 3akoHa oT 21 HosOps 2011 r. N 323-®d3 "OO6 ocHOBax OXpaHbI
310poBbs TpaxkaaH B Poccuiickoit @enepannn" (Cobpanue 3akoHonaTenscTBa Poccuiickoit denepanuu,
2011, N 48, ct. 6724, 2013, N 48, c1. 6165) (manee - Denepanbupiii 3akoH N 323-D3).

24. 3anpeniaercss OTHYCK (QanbCUPHUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX NpenapaToB <12>.

<12> Cratps 57 ®epepanpHoro 3akoHa N 61-®3 (Cobpanme 3akoHomarenbcTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815).

25. OTnycK 3THJIOBOTO CIIUPTA MPOU3BOAUTCS MO PELENTy C yYeTOM YCTaHOBJIEHHBIX TpeOOBaHUM
K 00beMy Tapbl, yIaKOBKE U KOMIUICKTHOCTH JIEKapCTBEHHBIX IpenapaToB <13>.
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<13> Yacte 4.1 crateu 45 @enepanpHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2015, N 51, cr. 7245), nocranosnenue IIpaButenbcrBa
Poccuiickoit ®epeparmu ot 23 wmrons 2016 r. N 716 "O mnopsake ¢GopMuUpoBaHHS TE€peYHS
JIEKApPCTBEHHBIX  MpenapaToB Uil  MEIUIMHCKOTO TMPUMEHEHMs, B  OTHOUIEHHWU  KOTOPBIX
YCTaHABIIMBAIOTCSI TPeOOBaHUS K 00BEMY Taphl, YIAKOBKE M KOMIUIEKTHOCTH, TIEPEYHS JICKAPCTBEHHBIX
MpenapaToB I BETEPUHAPHOTO MPUMEHEHHS, B OTHOIIICHHH KOTOPHIX YCTaHABIMBAIOTCS TPEOOBAHUS K
o0beMy Tapel, W ompeaeneHus Takux TpeboBanuil" (CoOpaHue 3akoHOJaTenbcTBa Poccuiickoit
®epnepauun, 2016, N 31, ct. 5030).

JlekapcTBEeHHBIE Mpenaparbl, COAEPKAIIUE STHIOBBIM CHOUPT, B TOM YHCJE W3TOTOBJICHHBIE IO
perenty cyObeKTOM PO3HUYHOM TOPTOBIINA, UMEIOIINM JIMIICH3UIO Ha (hapMaIleBTUYECKYIO JIeITeIbHOCTh
C MPaBOM M3rOTOBJICHUS JIEKAPCTBEHHBIX IIPENApaTOB, OTIYCKAKOTCA C YYE€TOM YCTAHOBJIEHHBIX
TpeOoBaHMIl K 00bEMY Taphl, yIAKOBKE U KOMILIEKTHOCTH JIEKaPCTBEHHBIX MPermapaToB.

26. 3ampemaercss pas3leiabHBIA OTIYCK JIEKAPCTBEHHBIX CpPEICTB, BXOASIIMX B COCTaB
JICKapCTBEHHOTO Mpernapara, H3roTaBIuBAeMOTr0 CyObeKTOM PO3ZHUYHOMN TOPTOBIIH.

27. 3ampemaercsi OTHYCK CYOBEKTOM PpO3HHYHOW TOPTOBIM [0 pelenTaM BeTepUHApPHBIX
OpraHu3aIMi:

1) nexapCTBEHHBIX MpeIapaToB, BKIOUYCHHBIX B epeueHb [TKY;
2) nexapCcTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIIJIATHO WIIA CO CKUIIKOM;

3) nexkapCTBEHHBIX IMpENapaToB, OTHOCAIUXCS M0 ATX K aHTUIICUXOTHYECKHM CpEICTBaM (KOJ
NO5A), ankcuonutukam (kox NO5B), cHotBopHbIM u cemaTtuBHbIM cpenctBaMm  (kog NOSC),
anTuzaenpeccanraM (kox NO6A) u He BKIIIOUEHHBIX B niepedensb [IKY.

Il. Tpe6oBaHMA K OTNYCKY fieKapCTBEHHbIX NpenapaToB
no Tpe6oBaHUIO MeAULMHCKOW OpraHmM3auuu

28. Jlms obecnedeHus JedeOHOro TMpolecca B MEAWIIMHCKOW OpraHHW3allii  anTeYHON
OpraHu3alyen, SBJISIOMICHCA CTPYKTYpPHBIM MOAPA3ACICHUEM TaKOM MEIMIMHCKON OpraHu3aluu,
OCYIIECTBIISIETCA OTIYCK JTUOO W3TOTOBJICHHE W OTIYCK JICKAPCTBEHHBIX IpENapaToB Ha OCHOBAHUH
TpeOOBaHUS MEIUIIMHCKOW OpraHU3ally, BHITMCAHHOTO YIIOJIHOMOYEHHBIM MEIULMHCKUM paOOTHUKOM
(manee - TpeboBaHNE MEAUIIMHCKOW OpTaHU3AIIHH).

MenaunuHCKasi OpraHu3anus BIpaBe OOpaTUTHCS B CTOPOHHIOK aNTEYHYH) OPTaHU3AlHI0 TpU
OTCYTCTBUM  AIITEYHOM  OpraHu3aluy, SBISIOUIEHCA  CTPYKTYPHBIM  IOAPA3JAEICHUEM  TaKOM
MEIMIIMHCKON OpraHu3alnH.

JlexapcTBeHHBIC TIPEMapaThl, U3TOTOBICHHBIC alITEYHBIMH OPTaHU3AIUSAMU JJIA 1IEJIeH X OTITyCKa
1o TpeOOBaHUAM MEAMIIMHCKUX OpraHU3allHii, TOCYy1apCTBEHHON PETUCTpalliy He mojyexar <14>.

<14> [yskT 1 yactu 5 crateu 13 deaepanpHoro 3akoHa N 61-D3 (Cobpanue 3aK0OHOAATETHCTBA
Poccuiickoit ®eneparnuu, 2010, N 16, cT. 1815).
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29. Xpanenue TpeOOBaHUI METUIIMHCKON OpraHU3aIUH, M0 KOTOPHIM OTIYIICHBI JIEKAPCTBEHHBIE
npenaparbl, OCYUIECTBJISETCS aNTEYHOW OpraHu3aliell B COOTBETCTBUM C IMYyHKTOM |8 Hacrosmiero
[Topsinka.

30. Hapymienue nepBUYHOM YNAaKOBKM JIEKAPCTBEHHOI'O IIpenapara IpU €ro OTIYCKE II0
TpeOOBaHUIO MEIUIIMHCKON OpraHu3aluyu JIOMYyCKAaeTCs alTeyHOW opraHu3alieil, UMeronle JTUIeH3UI0
Ha (apMaleBTUYECKYIO JEATEIbHOCTh C IIPABOM H3rOTOBJICHMS JIEKApCTBEHHBIX IpenaparoB. B Takom
Clly4ae OTIIyCK JIEKapCTBEHHOTO IIpernapaTa OCYLIECTBISETCS B YNAaKOBKe <15> ¢ mpenocTaBlIEeHUEM
MHCTPYKUNHU (KOIMM MHCTPYKLIMHN) IO IPUMEHEHHUIO OTITYCKaeMOT0 JIEKAPCTBEHHOTO IIpernapara.

<15> [lpuka3z MwunzapaBa Poccum ot 26 oktsa6ps 2015 r. N 7511 "OO0 yTBepKIESHUU TPABWII
W3TOTOBJICHUSI U OTIIyCKa JIEKAPCTBEHHBIX MPENnaparoB JUIs MEIWLUHCKOTO MPUMEHEHUs aNnTeYHbIMU
OpraHu3alysMM,  HWHAMBUIYaJIbHBIMM  NPEANPUHUMATENSAMH,  MMEIOLMMM  JIMLEH3MIO  Ha
(bapManeBTUYECKYIO JIeATeNbHOCTE"  (3apeructpupoBaH MuHHcTepcTBOM tocTuLuM  Poccuiickoii
®enepanuu 21 anpens 2016 r., peructpanmonssiii N 41897).

lll. OcobeHHOCTU OTNyCKa NeKkapCTBEeHHbIX NpenapaToB
no peuentam B popme 3NEKTPOHHOIro AOKYMEHTa

31. OTnyck JeKapCTBEHHBIX NpenapaToB IO perentam B (OpMe 3JIEKTPOHHOIO JOKyMEHTa
OCYILIECTBJISIETCSl aNTEKaMH, alTE€YHbIMU IYHKTaMH W WHAMBHUAYAJIbHBIMH IPEANPUHUMATEISMH,
yKa3aHHBIMH B IyHKTE 2 HacTosmux [IpaBuii, pacrioioKeHHbIMU Ha TeppuTopuu cyobekTa Poccuiickoit
®denepanyn, B KOTOpoM opopMIIeH perent B (GopMe IIEKTPOHHOTO JOKYMEHTA, B CIy4ae HpPUHSATHS
YIOJHOMOYEHHBIM opraHoMm cyOnekta Poccuiickoit @enepanuu B COOTBETCTBUU C IYHKTOM 4 CTAaTbu 6
®denepanpHoro 3akoHa N 61-®3 (Cobpanue 3akoHomarenbctBa Poccuiickoit denepammm, 2010, N 16,
ct. 1815; 2019, N 52, ct. 7793) pemenus 00 UCIOJIb30BaHUM Ha TeppUTOpHM cyObekTa Poccuiickoii
denepany HapsAy € pelentamMu Ha JIGKapCTBEHHBIE Ipenaparbl, O0(GOpPMIIEHHBIMH Ha OyMa)KHOM
HOCHUTEIIE, PELENTOB Ha JEKApCTBEHHbIC Ipenaparbl, CHOPMHUPOBAHHBIX B (OpME 3SIEKTPOHHBIX
JIOKYMEHTOB (Jlajiee - pelieHne yroJIHOMOUYEHHOro oprana cyonekra Poccutickoit denepanun).

32. AnreuHble OpraHM3alM  JIOJDKHBI  HMMETh  MNOJAKIIOYEHHE K  TOCYJapCTBEHHOM
nH(popManmoHHOM cucteMe B chepe 3apaBooxpanenus cyonrekra Poccuiickoit deneparnuu <16> (nanee
- cucrteMa), KOoTopoe oOecredynBaeTcs YMOJTHOMOYEHHBIM OpPraHOM BIAcTH cyObekTa Poccuiickoit
denepauuu.

<16> [locranonenue [IpaButensctBa Poccuiickoit denepauun or 5 mas 2018 r. N 555 "O
eIMHOM TOCyAapCTBeHHOW WHGOPMAIIMOHHONW cuctemMe B cdepe 3apaBooxpanenus" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2018, N 20, ct. 2849; 2021, N 25, ct1. 4814).

TexHuueckue TpeOOBaHUS K MHPOPMALMOHHOMY OOMEHY MEXAy anTeuyHOW opraHu3anuei u
CHCTEMOM, B TOM YHCIIe TPEOOBaHMS K WACHTHU(PHUKAIMU perenta B popMe 3JIeKTPOHHOTO JOKYMEHTa H
TIa, OOpaTHBIIETOCS 32 OTHYCKOM JISKAPCTBEHHBIX MPEMapaTroB IO TaKUM  PELenTaM,
YCTaHABJIMBAIOTCSI PEIICHUEM YIIOJTHOMOUYEHHOT0 opraHa cyobekra Poccuiickoit denepanun.

33. OTmyck JneKapCTBEHHBIX IpenaparoB IO penentaM B ¢GopMe 3IIEKTPOHHOTO JOKYMEHTa
OCYIIECTBIISIETCS JUILY, YKa3aHHOMY B peLenTe, Ju00 ero 3aKOHHOMY MpEACTAaBUTENI0, JHOO JUILY,

www.consultant.ru CrpaHvua 10 u3 15
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=197197&amp;date=29.05.2023
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=446174&amp;date=29.05.2023&amp;dst=767&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=403411&amp;date=29.05.2023
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1093H

(pen. ot 24.11.2021) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX [aTa coxpaHerms: 29.05.2023
npenapar...

KOTOPOC JIMLO, YKa3aHHOC B PCUCIITC, UJIU €TO 3aKOHHBIN MMPpEACTAaBUTECIIb YIIOJTHOMOYHNIIN Ha TTOJIYUCHUC
JICKApCTBCHHBIX MPCIIaApaTOB.

ITpunoxenne N 2

K IIpHKa3y MUHHCTEpCTBA 3/1paBOOXPAHEHUS
Poccuiickoit ®enepanun

oT 24 Hosi0ps 2021 r. N 10931

NMPABUIA
OTNMNYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOINHbLIX BELWWECTB,
3APETMCTPUPOBAHHbBLIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
AanAa MEAUUUHCKOIo NPUMEHEHUA, NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA, COAEPXALUUX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOIHbIE BELUECTBA

1. Ormyck HapKOTHYECKMX M IICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTroB II0 peLenTam
OCYILIECTBIISICTCS alITeKaMH, allTeYHbIMH MTyHKTaMHU, MEAUIMHCKUMH OPTaHU3alusAMHU, 000COOICHHBIMH
MOJIPA3ICICHUSIMI METUIIMHCKUX OPTaHU3aIMid, UMEIOMIMMH JIMIEH3UIO0 Ha JeSTeIbHOCTh 110 000pOTYy
HAapKOTUYECKUX CPEACTB, IICUXOTPONHBIX BEIIECTB W HX IPEKYpCOPOB, KYJIbTHUBUPOBAHHIO
HapKocoJepxalux pacreHui. I[lepeyenb MeAUIMHCKUX OpraHu3aluil 1 000CO0JEHHBIX MOIPa3IeIeHUI
MEIULIMHCKUX OpraHu3alui, NepedeHb HAPKOTUUECKHUX JIEKAPCTBEHHBIX IIPENapaToB M ICUXOTPOIHBIX
JICKapCTBEHHBIX IpPENapaToB, OTIYCK KOTOPBIX (DU3UYECKHM JIMIAM MOXET OCYILECTBIIATHCS
yKa3aHHBIMH ~ MEIMIMHCKHUMU  OpraHM3alMsIMH W UX  OOOCOOJEHHBIMH  IOJAPa3ACICHUSIMH,
YCTaHABJIMBAIOTCSI OpraHaMH MCIIOJIHUTEIbHOU BiacTu cyObekToB Poccuiickoit denepaunn <1>.

<1> I[lyHkT 1 ctathu 25 PenepanpHoro 3akoHa oT 8 auBaps 1998 r. N 3-®3 "O nHapkoTHUeCKHX
CpeacTBax U NMcuxoTpomnHbix BemectBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepamnuu, 1998,
N 2, cr. 219; 2016, N 1, ct. 28).

2. Tlo peuenraM, BBIMMCAHHBIM Ha pelenTypHbIX O0mankax ¢popmel N 107/y-HIT <2>, otmyckatorcs
HapKOTUYECKHE W IICUXOTPOINHBIE JIEKAPCTBEHHBIE NPENapaThl, BHECEHHbIE B CIMCOK HAapKOTHYECKUX
CPEACTB U ICUXOTPOIHBIX BEIIECTB, 000pOT KoTOopbix B Poccuiickoit dexepauuu orpaHudeH U B
OTHOILIEHUN KOTOPBIX YCTAHABIUBAIOTCA MEPbl KOHTPOJISI B COOTBETCTBHUM C 3aKOHOJATEILCTBOM
Poccuiickoit @enepanun U MeXAyHapoIHBIMU JoroBopamu Poccuiickoit ®@enepaumu (crucok II),
Ilepeunss (nasiee - HapKOTMYECKHE M IICUXOTPONHBIE JIEKAPCTBEHHbIE IpemapaTsl crnucka II), 3a
HCKIIFOYEHHEM  HApKOTHYECKUX W IICUXOTPOIHBIX  JIEKAPCTBEHHBIX  IpEnapaToB B  BUIE
TPaHCACPMAJIBHBIX  TEPANEBTUUYECKUX CUCTEM W  JIEKAPCTBEHHBIX IIPENapaTroB, COAEPIKALIUX
HapKOTHYECKOE CPEACTBO B COYETAHUM C aHTATOHMCTOM OIMOMIHBIX PELIENITOPOB.

<2> Iloanyskr 5.2.178 nyskra 5 Ilonoxenus o MunuctepcTBe 3ApaBooxXpaHeHus Poccuiickoit
®denepanyy, yTBepkKAeHHOro nocraHopiaeHueMm I[lpaButenbctBa Poccuiickoit denepaunu ot 19 urons
2012 r. N 608 (Cobpanue 3akoHomarenscTBa Poccuiickoit enepanuu, 2012, N 26, cr. 3526; 2017, N
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52, ct. 8131) (nanee - [Tonoxenre o MuHHUCTEPCTBE).

3. Ilo pemenrtaM, BBIMHCAHHBIM Ha peleNnTypHbIX Onmankax (opmbl N 148-1/y-88, oTmyckaroTcs

<3>-:

<3> [Moanyskt 5.2.179 Ilonoxenus o Munucteperse (CoOpanue 3akoHoiaTenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

1) mcuxoTponHble JEKApCTBEHHBIE Mpenaparbl, BHECEHHbIE B CIHMCOK ICUXOTPOIHBIX BEIIECTB,
o0opot kotopbix B Poccuiickoit ®denepanuu OrpaHMu4eH M B OTHOLIEHMH KOTOPBIX JOIYCKAaeTCs
UCKITIOYEHHE HEKOTOPBHIX MEp KOHTPOJIS B COOTBETCTBUH € 3aKOHOAATeNbCTBOM Poccuiickoit denepannn
U MeXAyHapoaHbIMU jgoroBopamu Poccuiickori @Denepanum (cnucok III), Ilepeuns (manee -
TICUXOTPOIHBIE JIeKapCTBEHHBIE npenapatsl crucka I11);

2) HApPKOTUYCCKUC W TICUXOTPOIHBIC JICKAPCTBCHHBLIC TIIpCHapaTbl CIHCKa II B BHUAC
TPpaHCACPMAJIBHBIX  TCPAIICBTUYCCKUX CHUCTEM u JICKApCTBCHHBIC npemnaparsl, COoACpKamue
HAapKOTUYCCKOC CPEACTBO B COYCTAHUN C AHTArOHUCTOM OMMMONIHBIX PCUHCIITOPOB,

3) nexapcTBEHHbBIE IpenapaThl, U3rOTaBIMBAaEMble MO PEIENTy Ha JEKapCTBEHHBIN MpemnapaTr u
coJiepKaliie HApKOTUYECKOE CPEICTBO MU IICUXOTPOIHOE BEUIECTBO, BHECEHHOE B crucoK I Ilepeuns,
U Jpyrue (papMakoJOTHUECKHE AaKTHBHBIE BEIECTBA B /103€, HE IPEBBIIMIAIONIEH BBHICHIYIO Pa30BYIO
703y, W TpPH YCIOBHM, UYTO HTOT KOMOMHUPOBAHHBIM JIEKAPCTBEHHBIM MpernapaTr He SBISETCS
HAapKOTUYECKUM MIIU IICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenapaToM crucka II.

4. Ilpu oTnmycke HapKOTUYECKOTO M IMCUXOTPOIHOIrO JIEKAPCTBEHHOro mpemnapara crnucka Il Ha
penienite 00 OTIyCKe JEKapCTBEHHOTO Mpernapara MpocTaBisieTcs neyaTh alTekd Wi allTeYHOoro MyHKTa,
B KOTOPOH yKa3aHO UX [IOJHOE HAUMEHOBaHUE (IIPU HAJIMYUU TIeYaTH).

5. OcratoTcss M XpaHiATcd Yy CyObeKTa pPO3HHYHOM TOProBiM peunentsl (C OTMETKOH
"JlekapCTBEHHBIH MpemnapaT OTHyIIeH") Ha:

1) HapkoTHuYeCKHE U ICHUXOTPOIHBIE JIEKApCTBEHHbIE mpemnaparbl crucka II, mcuxorpomHbie
JIEKapCTBEHHBIE MpenapaTel cnucka Il - B TeueHue nsatu ner;

2) KOMOWMHHUPOBAHHBIC JIEKAPCTBEHHBIE TpEnaparhl, COACpKAIINEe HAPKOTHUYECKHUE CPEICTBA WM
MCUXOTPONHbIE BeliecTBa, BHeceHHble B cnucku Il m III IlepeuyHs, W3roToBJIEHHBIE B aNTEYHOH
OpraHM3alliy, JIEKAPCTBEHHBIC Mpenaparhl, MOANEKAIIUE MPEAMETHO-KOIUYECTBEHHOMY YYeTy, - B
TEYEHUE TPEX JIET.

VYka3aHHbIE JIEKapCTBEHHbIE Mpenaparthl, NpeAHa3HAUYECHHbIE JUIS TpaXkJaH, UMEIOIIMX IIpaBO Ha
MOJIy4Y€HHUE JIEKAPCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIaTHO WJIM CO CKUIKOM, OTIyCKalOTCs NpU
MIPEABSIBJICHUU PEIeNTa, BBIMMCAHHOTO Ha penentypHoMm Omanke dopmbl N 148-1/y-88, u pernenra,
BBITIMCAHHOTO Ha perentypHoM Osianke dhopmbl N 148-1/y-04(x1).

6. OTHYCK HApKOTUYCCKUX W IICUXOTPOITHBIX JICKAPCTBCHHLIX TMIPEIApPATOB OCYHICCTBIIACTCA
(bapMaI_ICBTI/I‘-ICCKI/IMI/I N MCIUIIMHCKHMU pa6OTHI/IKaMI/I, 3aHUMAarrmuMn OOJDKHOCTH, BKIIIOUCHHBIC B
NepCUCHb IIOJI)KHOCTGI;'I q)apMaL[eBTI/I‘-IeCKI/IX 1N MCIHUIIMHCKHNX pa6OTHI/IKOB B OpraHusanusax, KOTOPbIM
IpeaoCTaBJICHO IIPaBO OTIIYCKa HAPKOTHYCCKUX JICKAPCTBCHHBIX IMPCIIapaTOB MW IMCHXOTPOITHBIX
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JIEKapCTBEHHBIX NpenapaToB (PU3NYECKUM JIULaM <4>.

<4> onnyHkT 5.2.176 Tlonoxenust o Munucrepcrse (CoOpanue 3akoHonaTenscTBa Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTudeckue M ICUXOTPOIHbIE JEKapCTBEHHbIE IpenapaTsl crnucka II, 3a uckimodeHnem
JIEKapCTBEHHbIX MpPENapaToB B BUJE IUIACTHIPEH M JIEKAPCTBEHHBIX IpENapaToB, COAEPIKAIIMX
HapKOTUYECKOE CPEACTBO B COUYETAHMM C AHTATOHMCTOM OIMOMIHBIX PELENTOPOB, OTIYCKAKTCS MpU
IPEIBSABICHUN JOKYMEHTa, YJIOCTOBEPSIOLIET0 JIMYHOCTb, JIMIYy, YKa3aHHOMY B pELEITE, €ro
3aKOHHOMY MPEACTaBUTENI0 <5> WM JHIy, HUMEUIeMy O(GOpPMIEHHYI0O B COOTBETCTBHU C
3aKoHOarensCcTBOM  Poccuiickoir  ®enepanuu  JOBEPEHHOCTh HA IIPaBO  IMOJNYYEHHS] TAaKUX
HapKOTHUYECKUX U MICUXOTPOMHBIX JIEKAPCTBEHHBIX MPEMNapaToB.

<5> B oTHoLIEHUM JIMLA, yKazaHHOro B 4actu 2 crateu 20 PepepanbHoro 3akona N 323-3
(Cobpanwue 3akonogarenscTBa Poccuiickoit @enepamuu, 2011, N 48, cT. 6724).

[Tpu HEBO3MOKHOCTH OPOPMIIEHUSI HHKYpaOeIbHBIMH OOJIBHBIMU Ha 3aBEPILAOIIEM dTale KU3HU
JIOBEPEHHOCTHU Ha IIPaBO MOJIyYEHUs yKa3aHHbIX B a03alle IepBOM HACTOSILEro MyHKTa HAPKOTUYECKUX
U TICUXOTPOITHBIX JIEKAPCTBEHHBIX MpENapaToB TaKue JIEKAPCTBEHHBIE MpenapaThl OTIYCKAIOTCS UHBIM
JUIaM, OCYLIECTBIIIOIIMM YyXOJ 3a HUMH, INPU TNPEAbSIBICHUU OJHOBPEMEHHO C PELENTOM Ha
JIEKapCTBEHHBIN IIpenapaT JOKyMEHTA, YAOCTOBEPSIOIIErO JIMYHOCTh, U JOKYMEHTA, IOATBEPKAAIOIIETO
MHKYpaOeIbHOE COCTOSIHHE OOJIBHOTO, COAEPJKAaIero CBEIACHUS O JIMIE, KOTOpOe IMOIydaeT
JIEKapCTBEHHbIE MpenapaThl MO peuenty (pamMuins, UMsl, OTYECTBO (MPU HATUYUU), BUJ, CepUs U (WIIH)
HOMEp JIOKYMEHTA, yIOCTOBEPSIOLIEr0 JUYHOCTh), 3aBEPEHHOTO MOANUCHIO0 U MEeYaTbi0 MEIUIIMHCKOTO
pabOTHHUKA, a TAaKXKe MeYaThl0 METUIIMHCKON OpraHu3aluu.

JIOKyMEHT, MOATBEPXAAIINNA HHKYpaOeIbHOE COCTOSHUE OONBHOTO, OCTAaeTCs B aNTEYHOU
OpraHu3aliu.

8. HapkoTnueckue W TICUXOTPONHBIE JEKApCTBEHHBbIE mpernapaThl criucka Il (3a uckimroueHnem
JIEKApCTBEHHBIX TIPENapaToB B BHJIC IUIACTHIPEH H JICKAPCTBEHHBIX TMpENapaToB, COJEPIKAIINX
HApKOTUYECKOE CPEJCTBO B COUYETAHUHU C aHTArOHUCTOM OIMOMJIHBIX PELENTOPOB), MpeIHAa3HAYCHHbIC
JUIS TpaXKAaH, UMEIOLIUX MPaBo Ha OecIIaTHOE MOMyUeHHUE JIEKAPCTBEHHBIX MPEnapaToB WK MOJyYeHHe
JIEKApCTBEHHBIX MPENapaToOB CO CKUAKOM, OTIMYCKAIOTCS MPU MPEIbIBICHUN PEIENTa, BHIMUCAHHOTO Ha
penentypaom 6nanke Gopmel N 107/y-HII, u perienTa, BEIMHUCAHHOTO HA pElENTYPHOM OJlaHKe (HOPMBI
N 148-1/y-04(x).

9. Ilocne oTmycka HAPKOTHYECKUX W IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENaparoB crucka I, B Tom
4ylucllie B BHJE TPAHCACPMAIBHBIX TEPANEBTHUYECKUX CUCTEM U JICKAPCTBEHHBIX IIPENaparos,
COJIEp/KallMX HApKOTUYECKOE CPEICTBO B COYETAHWU C AHTAarOHUCTOM ONMOUAHBIX PELENTOPOB,
IICUXOTPOIIHBIX JICKAPCTBEHHBIX IpenaparoB cnucka III smmy, nomyduBiieMy J€KapCTBEHHBIN
Ipernapar, BBIAAETCS CUTHATYpa C JKEJITOM MOJI0COH B BEPXHEH YaCTH U HAIMUCHIO YEPHBIM HIPU(PTOM Ha
Helt "Curnatypa', B KOTOPOH yKa3bIBalOTCSA:

1) HamMEHOBaHME U aJpeC MECTOHAXOXKJICHUS AalTeKH, AanTeYHOro IyHKTa, MEIUITUHCKON
OpraHu3amuu, 000COOJICHHOTO MOAPA3ACICHIS MEAUIIMHCKON OpraHU3aIlHH;
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2) HOMCEP U IiaTa BBIIIMUCAHHOI'O PCUCIITA,

3) dbamuus, uMsi, 0TYeCTBO (MIPU HAIMYKMH) JIAIA, JUISI KOTOPOTO MpeIHAa3HAUCH JIEKAPCTBEHHBIN
npenapar, ero Bo3pacT;

4) HOMEp MEIUMIMHCKOM KapThl TNAalMeHTa, [OJyYarollero MEAMIMHCKYI0O IIOMOIIb B
aMOyJIaTOPHBIX YCIOBUSX, UIsl KOTOPOTO MpeHa3HAuYEH JeKapCTBEHHBIH Mpenapar;

5) dbamunus, UM, 0T4ECTBO (IIPU HATMYUHU ) METUIIUHCKOTO paOOTHUKA, BBIMHMCABILIETO PELEIT, ero
KOHTaKTHBIN TenedoH 1100 TeaedoH MEeIUIIMHCKONW OpraHu3aIiy;

6) COACPKaHUC PCUCIITA HA JIATUHCKOM SA3BIKC UJIU PYCCKOM A3LIKC,

7) Gamunms, UMsi, 0TYECTBO (IIPU HAJMYMHU) U TOAMKUCH (HapMaleBTUYECKOTO MIIM METUIIMHCKOTO
paboOTHUKA, OTITYCTUBILETO JIEKApCTBEHHBIN MIpenapar;

8) nara OTIycKa JIEKapCTBEHHOTO Tperapara.

10. 3ampemaercss OTHYCK CyOBEKTOM PpO3HUYHON TOPrOBJIM IO pelenTaM BeTEepUHAPHBIX
OpraHM3aIfii HAPKOTHYECKUX U MICUXOTPOITHBIX JIEKAPCTBEHHBIX MPErapaToB.

[Ipunoxenue N 3

K IIpHKa3y MHUHHCTEpCTBA 31paBOOXPaHEHUS
Poccuiickoit @enepanuun

ot 24 nosi6ps 2021 . N 1093n

NOPALOOK
OTNMYCKA ANTEYHbIMKX OPTAHU3ALUNAMU UMMYHOBUNOJNOMMMYECKUX
NEKAPCTBEHHbIX NMPEMNAPATOB

1. OTnyck MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS AaNTeUYHBIMU
OpraHM3alMsIMH W  HHIUBUIAYAIBHBIMA  TPCANPUHUMATEISAMH, HWMCIOIIMMH  JIMICH3WIO  Ha
(hapMaleBTUUECKYIO ACSITENBbHOCTh, MEAMIIMHCKHUMH OpraHU3aldsM{, HMEIOIMIMMH JIUICH3UI0 Ha
(apmaleBTHUECKYIO0 AESITeNbHOCTh, W HUX 000COOIEHHBIMU TMOJpa3feleHusIMu (amMOynaTopusMu,
denpamepckuMu U (PEeTpAMIEPCKO-aKYIIIEPCKUMH  MTyHKTAMH, I[EHTpamMu (OTACJCHHUSIMH) 0Ot
BpaueOHOU (CeMEHHOW) TMpaKTUKU), PACIOJIOKCHHBIMH B CEIbCKUX IOCEICHHUSX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpraHu3aiuu, 0e3 perenrta u (Win) Mo perenTy Ha JEKapCTBEHHBIN Mpernapar,
o(pOpMIIEHHOMY MEIUIIMHCKUMHU PAaOOTHUKAMU (J1ajiee - perernr).

2. Ilpu oTnmycke MMMYHOOHOJIOIMYECKOIO JEKAapCTBEHHOT'O MpernapaTa Ha peLenTe MM KOpellKe
pelnenTa, KOTOPbI ocTaeTcs y Juua, mpuodperaroniero (MOMydarollero) JIeKapcTBEHHBIN Ipemnapar,
yKa3bIBa€TCsl TOUHOE BpeMs (B yacax M MUHYTaX) OTIYCKa JIEKAPCTBEHHOTO Iperapara.

3. Otnyck HMMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO IperapaTa OCYIIECTBISCTCSA JIMILY,
npuoOperaronemMy (MOJIy4arolleMy) JIEKapCTBEHHBIM Mpenapar, Npyd HAJIWYUU y HEro CHEeHUualbHOIo
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TEPMOKOHTEIHEpa, B KOTOpBIA IOMeNIaeTcs JIEKapCTBEHHBIH Mpemapar, WId BO3MOKHOCTH
npuoOpeTeHuss B aNTEYHOM OpraHu3alMM  HEOOXOAMMBIX CPEACTB JUIsl  TPaHCIOPTHPOBKHU
(TEpMOKOHTENHED, XJIaJJ03JIEMEHTBHI).

4. Jlumy, npuoOperiieMy HUMMYHOOUOJOTHYECKUN JIEKApCTBEHHBIM TMpernapaT, pa3bsCHAETCS
HE0OXOUMOCTh JOCTaBKM JIEKapCTBEHHOT'O IMpernapara B MEAULMHCKYIO OpraHM3allii0 B CPOKH, HE
MPEBBILIAIOIINE CPOKH MOAJIepKaHus pabouell TeMrepaTyphl CPeICTB TPAHCIIOPTUPOBKH, YKa3aHHbIE B
WHCTPYKIUU.
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