[puka3s MuH3apasa Poccum ot 24.11.2021 N 1093H
"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)
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1093H
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX
npenapaTos A1 MEAULIMHCKOrO ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

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

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NMPUKA3
oT 24 Hosa6psa 2021 r. N 1093H

Ob YTBEPXAEHWUU NMPABUN
OTNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB ANlA MEAUUUHCKOIO NPUMEHEHUA
AMNTEYHBLIMMN OPTAHU3ALUUAMU, UHOUBUAYAJIbHbIMU NMPEANPUHUMATEJIAMMU,
MMEOWLMNMU NTULUEH3UIO HA OCYLWECTBJIEHUE ®APMALEBTUYECKOM
AEATEJNIBHOCTU, MEOQUUMHCKUMWU OPIAHU3ALUAMU, UMEIOLLUMWU JTULIEH3UIO
HA OCYLUECTBJIEHUE ®APMALIEBTUYMECKOU OEATEJNIBHOCTU, U UX
OBOCOBJIEHHbIMU NOAPA3AENEHUAMU (AMBYJTATOPUAMMW, ®ENBbALUEPCKUMU
U ®EJIbAWEPCKO-AKYLWUEPCKUMUN MYHKTAMW, ULEHTPAMWU (OTOENEHUAMW)
OBLUEUN BPAYEBHOU (CEMEUHOW) NPAKTUKW), PACNOJIOXXEHHbBIMU
B CEJIbCKUX NMOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPIrAHU3ALUNU, A TAKXE NMPABUIT OTIYCKA HAPKOTUYECKUX CPEACTB
N NMCUXOTPOMNHbIX BELWECTB, 3APETMCTPUPOBAHHbLIX B KAHECTBE
NEKAPCTBEHHbIX MPEMAPATOB AJ1d MEAULUUWHCKOIO NPUMEHEHWUA,
JNNEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA,
COOEPXALLUMX HAPKOTUYECKUE CPELOCTBA U NMCUXOTPOMNHbIE
BELUECTBA B TOM YUCIIE NOPAOKA OTMYCKA ANTEYHbIMU
OPIrAHU3ALNAMU UMMYHOBUOJNTOMMYECKUX
NEKAPCTBEHHbIX NMPEMNAPATOB

B cootBercTBUM ¢ myHkTamu 2 u 3 crateu 55 PepepanbHoro 3akoHa ot 12 ampens 2010 r. N
61-®3 "OO6 obOpamenun nexkapcTBeHHBIX cpeAcTB" (CoOpaHue 3akoHOAATeNbCTBA Poccuiickoit
®denepanun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), ¢ noamyHkTamu 5.2.165
,9.2.169 n 5.2.183 nynkra 5 Ilonoxenust o Munucrepcerse 3npaBooxpanenus Poccuiickoit @enepanumy,
yTBEpPkKACHHOTO nocraHosieHueM [IpasurensctBa Poccuiickoit ®enepanun ot 19 uronsa 2012 r. N 608
(Cobpanwme 3axkoHomatenbeTBa Poccuiickoit @enepamuu, 2012, N 26, cr. 3526; 2014, N 37, cT. 4969;
2017, N 33, ct. 5202), npuka3biBaio:

1. YTBepauTh:

[IpaBmiia oTIycKa JE€KapCTBEHHBIX IMPEnapaToB IS MEAMIIMHCKOTO MPHUMEHEHUS anTeYHbIMU
OpraHM3aIMsIMH, UHAUBUIYAIbHBIMH MPEeANPUHUMATEIIMHU, UMEIOLUMH JTUIICH3UIO Ha OCYIIIECTBICHUE
(dhapmaleBTHUECKON AEATeTbHOCTH, MEAWIIMHCKUMH OpTaHU3alUSIMH, WMEIOIIUMHU JIMIICH3UI0 Ha
ocyliecTBIieHHEe (papManeBTUUECKONH JEATEIhbHOCTH, W WX O0OCOOJEHHBIMH TOJPa3ACICHUIMU
(amOynaTopusiMu,  QenpAmIepCKUMH ¥ (ETbAINIEPCKO-aKyIIEPCKUMHU  MYHKTaMH,  IIEHTpaMHu
(oTmeneHusMU) 00IICH BpaueOHON (CEMEIHOM) MPAKTUKH), PACIIOIOKEHHBIMHU B CEIBCKHUX MOCETICHUSX,
B KOTOPBIX OTCYTCTBYIOT alTE€UHbIe OpraHu3alnu, corjiacHo npuioxkenue N 1 (zanee - mpaBuiia);

HpaBHna OTIIYCKa HAPKOTHUYCCKUX CPCACTB W IICUXOTPOIIHBIX BCHICCTB, 3aPCTUCTPUPOBAHHLIX B
Ka4uCCTBC JICKAPCTBCHHBIX IMPCNApaToOB JIsI MCAUIUHCKOTO INMPUMCHCHUA, JICKAPCTBCHHBIX IPCIIApaTOB
AJIL MCIUIUHCKOI'0 IMPUMCHCHUS, COACPKAIUX HAPKOTHYCCKUEC CPCACTBA U ICUXOTPOIIHLIC BCIICCTBA,
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COINTaCHO IMPHUIIOKCHUIO N 2;

[Topsimok  OTHycKa amnTEYHBIMH OpPraHU3alMsAMH WMMYHOOHOJOTHYECKUX JICKApCTBEHHBIX
IperapaToB COrMIAcHO MpUIokeHuto N 3.

2. [Ipu3HaTh yTpaTUBIIUMU CHITY:

Ipuka3 MUHHCTEPCTBA 3ApaBOOXPAHEHUS U COLMAIBHOrO pa3BuThs Poccuiickonn denepanun ot
26 asrycta 2010 r. N 7351 "OO06 ytBepknenun IIpaBuii OTITyCKa JEKapCTBEHHBIX IpENapaToB IS
MEIMLMUHCKOTO MPUMEHEHHUS MEOUUUHCKUMH  OpraHu3alusM{, HMEIOLMMU  JIMLIEH3UI0  Ha
(bapMaleBTUYECKYIO JeSIT€IbHOCTh, M MX OO0OOCOOJICHHBIMH MO/pa3AeieHUAMU (aMOyIaToOpusiMH,
¢denpamepckuMu ¥ (PETBAMIEPCKO-aKyIIEPCKUMUA IIYHKTAaMH, LEHTpamMHu (OTAETICHHUAMHU) OOIIei
BpaueOHON (CeMEiHOM) MpaKTHUKU), PACHOJIOKEHHBIMH B CEIIbCKUX TIOCEJIICHUSIX, B KOTOPBIX
OTCYTCTBYIOT alTe€4yHble OpraHu3anuu" (3apeructpupoBaH MuUHHCTEPCTBOM OCTHIMHM Poccuiickoit
Oenepannn 28 centsiops 2010 r., peructpanmonsasiii N 18575);

npuka3 MuHucrepersa 3apaBooxpanenus Poccuiickoit @enepaumu ot 11 mrona 2017 r. N 4031
"O6 yrBepkaeHuu [IpaBui oTmycka JEKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO NPUMEHEHHs, B
TOM YHCIE€ HWMMYHOOMOJOTMYECKHX JIEKAPCTBEHHBIX IIPENapaToB, aNTEYHBIMH OpraHU3alUsIMHU,
UHAUBUAYAIbHBIMU  MPEANPUHUMATEISIMH, HMMEIOIIMMM  JIMLIEH3UI0 Ha  (apMaleBTUYECKYIO
NesATeIbHOCTR" (3aperucTpupoBad MuHHCTEpCTBOM rOCTHIMU Poccuiickoit Denepanmu 8 ceHTAOPs
2017 r., peructparmonssii N 48125);

npuka3z Munucrepersa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 nronst 2020 r. N 6831 "O
BHECEHMM u3MeHeHui B [lpaBuia oToycka JIEKapCTBEHHBIX NIPENapaTroB JUIsl MEIULUHCKOIO
NPUMEHEHHUS, B TOM YHCJIE HWMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB, aNTEYHBIMHU
OpraHM3alMsIMM,  UHAMBUAYQJIbHBIMU  MpEANPUHUMATENSAMH,  HUMEIOIIMMHU  JIMLIEH3UI0  Ha
(hapMalleBTUUECKYIO JIeATEIbHOCTh, YTBEP)KICHHbIE TPUKAa30M MMHHCTEpPCTBA 3/IPaBOOXpPAHEHUS
Poccutiickoit ®enepanuu ot 11 uronst 2017 r. N 4031" (3apeructpupoBan MUHHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 14 oxts0pst 2020 r., peructpanuonssii N 60370).

3. Hacrosimuii mpuka3 Bctynaet B cwily ¢ 1 mapra 2022 r. n aeiictsyer 1o 1 mapra 2028 r., 3a
UCKIItoueHueM ImyHkta 12 [lpaBun oTmycka JI€eKapCTBEHHBIX IIPENapaTroB s MEAULUHCKOIO
MPUMEHEHUS AaNTEeYHbIMU OpraHU3alUsAMH, WHAMBUAYAIbHBIMH NPEIIPUHUMATEISIMH, HMEIOIUMU
JUIEH3UI0 Ha OCYIIECTBICHHE (DapMalleBTUUECKON IesTeNbHOCTH, MEIUIIMHCKUMH OpraHU3alUsIMHU,
HMEIOIIMMU JIMLEH3UI0 Ha OCYLIECTBJICHUE (DapMalleBTUUECKON IeATEIbHOCTH, U UX 000CO0JIEHHBIMU
NoJpa3/ieNeHus Ml (aMOynaTopusiMu, (penabaAepcKuMi U (PebAlIepCKO-aKyIIepCKUMU  [TyHKTaMH,
HeHTpamMH (OTAENIeHUAMHU) oO1Ieil BpaueOHOM (CeMelHO) MpaKTUKM), PACIIONOKEHHBIMH B CEJIbCKUX
IIOCEJIEHUSIX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OPTaHU3ALMU, YTBEP)KIECHHBIX HACTOSILIUM IPUKA30M,
KOTOpBIN BeTynaet B cuity ¢ 1 mapra 2022 r. u aeiictByet 110 1 centsiops 2022 roaa.

Munuctp
M.AMYPAIIKO

[Ipunoxenue N 1
K IIpUKa3y MHUHHCTEpCTBA 31paBOOXPAaHEHUS
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Poccuiickoit deneparuu
oT 24 Hos16ps 2021 r. N 1093u

NMPABUNA
OTNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB AlA MEAUUUHCKOIO NPUMEHEHUA

I. O6wme TpeboBaHUSA K OTMYCKY NleKapCTBEHHbIX NpenapaToB
AN MeQULMHCKOro NpUMeHeHus

1. OTnyck neKapCTBEHHBIX MPENapaToB AJisi MEIUIIMHCKOTO MPUMEHEHHUs (J1ajiee - JIeKapCTBEHHbIS
Mpenaparsl) OCYIIECTBIISICTCS allTEYHBIMHU OPTaHU3AUAMU U WHIANBUYAIbHBIMU TPEIITPUHUMATEIISIMU,
UMEIOLIUMH  JIMIEH3UI0 Ha (apMaleBTHUECKYI0 JesTebHOCTh, MEIUIMHCKUMH OpraHu3alusMU,
UMEIOIUMH  JIMLEH3UI0 Ha  (apMaleBTUYECKYI0  JAEITeIbHOCTh, W UX  000COOIECHHBIMU
nojpasaelieHussMu  (aMOyIaTopusiMK, (QeNbIIIepCKUMUA U (PeNbIIIePCKO-aKYIIEPCKUMH  TYHKTaMU,
1eHTpaMu (OTIEICHUsIMHU) OO0IIel BpaueOHOUW (CeMEHHOW) MPAKTUKH), PACIIONOKCHHBIMU B CEJIbCKHUX
MOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT alTE€UHbIE OpraHu3aluu (najgee - CyObeKThl PO3HUYHOMN
TOProBiM), 6e3 pernenta <1> u (WJIK) MO pPEIENTy Ha JEKAPCTBEHHBIN TMpenapar, ohopmieHHOMY <2>
MEIUIIMHCKUMHU paOOTHUKAMU (J1ajiee - PeLernT), a TakkKe Mo TpeOOBaHUIO MEIUIIMHCKON OpraHu3aluu
<3> i1 anTeyHon OpraHu3alyu.

n.n n_.n

<1> oanyukr "g" nyHkra 5 yactu 4 crareu 18, mommyskt "K" myHkra 1 dactu 1 crateu 33
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparmieHun JIeKapCTBEHHBIX CpeacTB”
(CoOpanue 3akoHoaarenscTBa Poccuiickoit @enepanun, 2010, N 16, ct. 1815) (nanee - @enepanbHblil
3akoH N 61-D3).

<2> [HoanyskT 5.2.179 Ionoxenns o MunucrepcTse 3apaBooxpanenus Poccuiickoit denepaunn,
yTBEpkKACHHOrO nocraHosieHueM [IpasurensctBa Poccuniickoit ®enepannn ot 19 uronsa 2012 r. N 608
(Cobpanwme 3axkoHOomaTenbeTBa Poccuiickoit @enepamuu, 2012, N 26, cr. 3526; 2017, N 52, cr. 8131)
(manee - Ilonoxxenre o MunucrepcTse).

<3> Ilyskr 54 crateu 4 DepepanpHoro 3akoHa N 61-O3 (CoOpanue 3aKOHOIATETHCTBA
Poccutickoit ®eneparuu, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456).

2. OTycK JIeKapCTBEHHBIX MPENnapaToB 0€3 perenToB OCYIIECTBISIETCS:
1) anTekamu, OCYIIECTBIISIONIMMU PO3ZHUYHYIO TOPTOBIIO (OTITYCK) JIGKAPCTBEHHBIX IPENapaToB
HAaceJIeHUI0, M alTeKaMu KaK CTPYKTYPHBIMH TOJAPA3JICTICHUSIMHU MEIUIIMHCKONW OpraHu3aluu (ranee -

anTeKn);

2) AIlITCYHBIMH IIYHKTaMH, B TOM 4YHCJIIC KAaK CTPYKTYPHBIMH IIOAPA3ACICHUAMU MC,I[HHHHCKOﬁ
OopraHu3anuu (z[anee - alITCYHBIC HYHKTBI);

3) anTeYHbIMU KMOCKAMH;

4) WHIUBUIYaTbHBIMHA MPEANPUHUMATEISIMU, HUMCIOIMIMMH JUICH3UI0 Ha (DapMaIleBTHUECKYIO
NEeSTEeILHOCTH (Jlajiee - UHAWBUAYATBHBIN MPEANPUHIMATEND);

5) MEIMIMHCKMMH  OpTraHu3alusIMH, WMEIOMUMHA JIMIICH3WI0 Ha  (DapMameBTHYECKYIO
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NeSTeNbHOCTh, W HUX 000COOJIEHHBIMU TOApa3AefeHus MU (aMOynaTopusiMu, QENbpIIIepCKUMA U
(benpamepeKo-aKymepckKuMy  MyHKTaMu, IIeHTpaMu (OTAeTeHUsIMH) oOmieil BpadeOHOI (ceMeitHOi)
MPaKTUKH), PACIOJIOXKEHHBIMU B CEJIbCKUX TIOCEJEHUsX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE
OpraHm3anuu (J1ajee COOTBETCTBCHHO - MEIUITMHCKHE OpraHW3aIlluu, 000COOJICHHBIC TOIpa3aeicHUs
MEJIMIIMHCKUX OpraHU3allhii), MepeYeHb KOTOPBIX YTBEPIKIACTCS OpraHaMW HMCIIOJHUTEIHHOW BJIACTH
cyonsekTa Poccuiickoit denepanun <4>.

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

3. OTIrycK JIeKapCTBEHHBIX MPEMapaToB MO PEIeNTaM OCYIIECTBIISICTCS:

1) antekamu;

2) anTeYHBIMH ITyHKTAMHU;

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

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

<5> [lynkr 2 crareu 2 PenepanbHOro 3akoHa ot 8 sHBapa 1998 r. N 3-@3 "O HapkoTHYECKHX
CpeICcTBaxX U MCUXOoTpomnHbIX BemecTBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepamnuu, 1998,
N 2, ct. 219; 2016, N 27, c1. 4238) (nanee - @enepanbubiii 3akoH N 3-03).

4) MEIUIIMHCKUMHU OpTaHH3alUsIMH W O0OCOOJICHHBIMH TMOAPA3ACICHUSIMH MEIUIIMHCKUX
OpraHu3aIuii.

4. Tlo peuenTam, BBHIIHMCAHHBIM Ha perenTypHbix Omankax dopmel N 148-1/y-88, ormyckatorcs
<6> JeKapCTBEHHBIE NPENapaThl, BKIIOUYEHHBIE B IEPEYECHb JIEKAPCTBEHHBIX CPEACTB 11 MEAULIMHCKOTO
IIPUMEHEHHUS, TIOJUIEKAIMNX PEIMETHO-KOJIMYECTBEHHOMY YUETy (Jajiee - JIEKapCTBEHHBIE ITpeNapaThl,
BKJIIOUEHHBIE B nepeueHs [IKY) <7>.

<6> [loanyskr 5.2.179 Ilonoxenus o Munucteperse (CoOpanue 3akoHoiaTenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

<7> Hoanyskr 5.2.171(1) Ilonoxenus o MunuctepctBe (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VkazanHbie JICKApCTBCHHBIC MPCIiapaThl, MPCAHA3HAYCHHLBIC IJId T'paXaaH, UMCIOIIUX IIpaBO Ha
HOJTyYEHHE JICKAPCTBEHHBIX MPENapaToB, OTIMYCKAEMbIX OSCIUIATHO MM CO CKHIKOM, OTITyCKAOTCS TIPU
OPEIbABICHHN DEIIENTa, BBIIMCAHHOTO Ha perentypHoMm Onanke (opmbr N 148-1/y-88, u perenra,
BBIITMCAHHOTO Ha perenTtypHoM Onanke hopMer N 148-1/y-04(x).
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5. Ilo peuenTam, BHIIMCAHHBIM Ha pelienTypHbIX O6maHkax Gopmbl N 148-1/y-04(11), oTHycKaroTCs
JIeKapCTBEHHbIE MPENapaThl, BHIIMCHIBaEMbIe I'pakJaHaM, UMEIOIIMM MPaBo Ha OecIiIaTHOE MOTy4YeHue
JIEKapCTBEHHBIX IPENapaToB WIM IMOJIYYEHHE JIEKapCTBEHHBIX IpENnaparoB cO CKUAKOW (Jaiee -
JIEKapCTBEHHbIE MPENapaThl, OTIMYCKaeMble OECIUIATHO WM CO CKUIKOM).

6. 1o perientam, BRIMMCAHHBIM Ha perenTypHbIx Onankax Gopmel N 107-1/y, OTITyCKarOTCS MHBIS
JIEKapCTBEHHbIE IpernapaThl, HE yKa3aHHble B MyHKTe 4 HacToAmmx llpaBun, m 3a UCKIIOYCHHEM
JIEKapCTBEHHBIX MPENapaToB, OTIMYCKaeMbIX 0€3 perernTa.

7. KoMmOuHMpOBaHHBIE JI€KAPCTBEHHBIE MpEnapathl s MEAUIIMHCKOTO MPUMEHEHHUS, COIepIKaIIUe
KpOME MaJIbIX KOJIMYECTB HAPKOTUUECKUX CPEACTB, ICUXOTPOMHBIX BEHIECTB U UX MPEKYPCOPOB APyrue
(hapMaKoJIOTHYCCKUE AaKTUBHBIC BEIIECTBA, OTITYCKAIOTCS aNTeKaMH, AaNTeYHBIMH ITyHKTAMU U
WHIWBUIYATbHBIMH — TIPEATNPUHUMATEIISIMH, WMCIOIMIMMH  JIMIEH3WI0 Ha  (DapManeBTHYECKYIO
NeSATEILHOCTb, IO PeIienTaM, BRIITMCAHHBIM Ha penentypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88
<8>, KpoMe TeX JeKapCTBEHHBIX MPemnapaToB, KOTOPhIE OTITYCKAIOTC O€3 pelenTa.

<8> Yacte 6 craten 55 PepepanmpHoro 3akoHa N 61-O3 (CoOpanue 3aKOHOAATENHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo pementam B (opme »dIEKTPOHHOTO JIOKyMEHTa C UCIOJIb30BAHUEM YCHIIEHHOM
KBTM(UIIMPOBAHHON SJIEKTPOHHON MOAMKMCH MEIUIIMHCKOro paboTHHKa (najee - peuent B ¢dopme
ANEKTPOHHOTO JOKYMEHTA) OTITyCKAIOTCS BCE JIKAPCTBEHHBIC MIperapaThl, yka3aHHbIC B MyHKTaxX 4, 5, 6,
7 nacrosimux IIpaBuir.

9. MeauuuHCKHE OpraHu3aluud U 000COOJIEHHBIE IMOAPA3JCIICHUs MEAUIMHCKUX OpraHu3aluil
TaK)K€ MOTYT OTITyCKaTh:

1) nekapcTBEHHBIE NpeNaparhl, BKIOYEHHBbIE B nepeueHb [TIKY, BhIIMCAaHHBIE HA PELENTYPHBIX
omankax ¢opmMer N 148-1/y-88;

2) JexkapCTBEHHbIC IIpemaparbl, BKJIIOYEHHble B llepedeHb JIEKapCTBEHHBIX NpenapaTos,
OTIIyCKaeMBIX M0 pemenrtaMm Bpada (¢enpamepa) NpUd OKa3aHUHM JOMOJHHUTEIBHON OecriaTHOM
MEJIUIMHCKOW TIOMOIIM OTACNBHBIM KaTeTOpUSM TpaKAaH, HMMEIOIUM TIpPaBO Ha TIOIyYECHHE
TOCYJTApCTBEHHON COIMAbHONW TIOMOIIM, a TaKXXe HHBIC JICKApCTBEHHBIC CPENICTBA, OTITYyCKAaeMbIe
OECIUTaTHO WJIM CO CKHMJIKOM, BBIITMCAHHBIE HAa pelenTypHbIX Oyiankax Gopmbr N 148-1/y-04(i).

10. OTiyck JIeKapCTBEHHBIX MpenapaToB, HE YKa3aHHBIX B MyHKTax 4, 5, 6, 7 Hactosmux [Ipasu,
B COOTBETCTBUM C HHCTPYKLHUSAMH 110 UX METUIIMHCKOMY IIPUMEHEHHUIO OCYILECTBIISICTCS 0€3 pelenToB.

11. OTyck neKkapCTBEHHBIX NIPENAPaTOB OCYIIECTBISAETCS B TEUEHUE YKa3aHHOTO B PELENTE CPOKa
€ro JIeWCTBUS PHU 0OpAIleHNUH JIMIA K CyOBEKTY PO3ZHUYHON TOPTOBJIH.

KoncynprantlIntoc: mpumeyanue.
C 01.09.2022 . 12 yrpauuBaeT cuiy.

12. B ciywyae OTCyTCTBUA y CYOBEKTa PO3HUYHOW TOPIOBIM JIEKAPCTBEHHOIO Ipernapara,
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YKa3aHHOT'O B pelenTe, Mpu oOpalleHn! JIula K cyObeKTy pO3HUYHOW TOProBIIM pelenT NPUHUMAETCS
Ha 00CITyXKMBaHHE B CIEAYIOIINE CPOKH (Jajiee - OTCPOUECHHOE 00CTyKUBaHKE):

1) peuent ¢ momeTko# "statim" (HEMEIICHHO) 00CITy’)KMBAa€TCS B TEYCHHE OJTHOTO pabOUero JHs CO
THsT 0OpareHus Juna K CyObeKTy pO3HHYHON TOPTOBIIH;

2) peuent c momeTkoi "cito" (CpodyHO) 0OCHyKHMBaeTCs B TEUEHHE OBYX padouux JHEH co JHS
oOpateHus Juma K CyObeKTy pO3SHUYHOM TOPTOBJIH;

3) peuenT Ha JEKapCTBEHHBIM TMpemapaT, BXOIAUIMH B MHUHUMAIbHBIA _aCCOPTUMEHT
JIEKapCTBEHHBIX IMPEemapaToB [UIsi MEIUIIMHCKOTO MPUMEHEHHS, HEOOXOIUMBIX JUIsI OKa3aHUS
MEIUIIMHCKON MOMOIIH <8>, 00CITyKUBAETCS B TEUCHHE IMATH padOYMX JHEH CO THS oOpalIeHus Juna K
CyOBEKTY PO3HHYHOW TOPTOBIIM; PELENT Ha JIEKAPCTBEHHBIM MperapaT, BXOASAIIMN B MUHUMAJIbHBIN
ACCOPTUMEHT JIEKAPCTBEHHBIX MPEMapaToB JJIsi MEIUIIMHCKOTO TIPUMEHEHUS, OTITYCKaeMbIii O€CIIIaTHO
WM CO CKHJIKOM, 0OCITy>)KMBaeTCA B T€UEHHUE JIBYX pabouux JHEH co JHsA oOpalleHus JIMia K CyObeKTy
PO3HUYHOU TOPTOBIIN;

4) peuenT Ha JEKAPCTBEHHBIM MpenapaTr, HE BXOMAUIMH B MUHUMAJbHBIA aCCOPTUMEHT
JIEKAPCTBEHHBIX TMPEMapaTroB JUIsi MEAUIMHCKOTO MPUMEHEHUs, HEOOXOAMMBIX I OKa3aHUus
MEIUIIMHCKOW ITOMOIIH, OOCITYKHBACTCSI B TEUCHUE JECATH padO4YuX JTHEH CO JIHS OOpalieHus JuIa K
CyOBEKTY PO3HUYHOU TOPTOBJIH; PEIENT HA JEKAPCTBEHHBIN Mpermapar, He BXOANINN B MUHUMATbHBII
ACCOPTHUMEHT JIEKapCTBEHHBIX NPErapaTroB JUIsi MEAMIMHCKOTO TNPUMEHEHHs, HEOOXOAMMBIX IS
OKa3aHUs MEIUIIMHCKOW IOMOIIM, OTIYCKaeMbld OECIIaTHO MIU CO CKHAKOW, OOCTYy>XUBaeTcs B
TEYCHHE CEMU padoUnX JHEH co IHs oOpalleHus Juia K CyObeKTy pO3HUYHON TOPTOBIIH;

5) peuentsl Ha JIeKapCTBEHHBIE MpemnapaThl, Ha3HAYaeMble N0 PEUICHHI0 BpauyeOHOW KOMHCCHUH,
00CITy’)KMBAIOTCSl B T€UYEHHUE JECATH pabO4MX THEH co AHS OOpamieHHs JIMIa K CYOBEKTY PO3HUYHOM
TOPTOBJIH.

3anpemaeTc;1 OTIIYCKaTh JICKAPCTBCHHEIC IIPCIIapaThl 110 peuenTaM ¢ HCTEKIINM CPOKOM I[CI\/'ICTBI/IH,
34 HCKIIFOYCHUEM ClIydas, KorJa CpOK JeUCTBUS peucnra MCTCK B IMICPUOJ HAXOXKIACHHUA €TI0 Ha
OTCPOYCHHOM O6CJ'IY)KI/IBaHI/II/I.

OTmyck JeKapCcTBEHHOTO IpenapaTa Mo HaXOAALIIeMyCsl Ha OTCPOUYEHHOM OOCITYy)KMBaHUHU PELENTy
C MCTEKILUM CPOKOM JIEWCTBHUS OcyllecTBisieTcsl 6e3 ero nepeodopmiienus: B TeueHue 90 nueit co qHs
WCTCUCHHS CPOKa JICHCTBHSI TAKOTO PEIIeTiTa.

13. .HeKapCTBeHHBIe nmpenaparbl OTIIYCKAOTCId B KOJIHMYECTBE, YKAa3aHHOM B PCHCITE, 3a
HUCKIIIOYCHHUEM CJIy4acB, KOrJa IJid JICKAPCTBCHHOI'O IIPEIiapaTa YCTAHOBJICHO KOJIMYECTBO, KOTOPOC
MOKET OBITh BBIITHCAHO B OIHOM PCUCITEC, NI KYPC JICUCHUA <09>,

<9> HoanyskT 5.2.177 Tonoxenust o Munuctepctse (CoOpanue 3akoHoaarenbcTBa Poccuiickoit
®eneparum, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

[lpy npeabsBICHUM pelENTa C MPEBBIIICHUEM MPEIEIbHO JTOMYyCTUMOTO  KOJIMYECTBA
JIEKapCTBEHHOTO Tperapara, KOTOPOe MOXKET OBITh BBHIMHCAHO B OJHOM pelenTe, (hapmareBTHUeCKHiA
paboTHUK WHPOPMUpPYET 00 3TOM JUIO, MPEACTABHBINEE PEIENT, PYKOBOAMUTEIS COOTBETCTBYIOIICH
MEIUIIMHCKOW OpraHW3alid ¥ OTIYCKAaeT YyKa3aHHOMY JIMIy YCTAHOBJICHHOE COOTBETCTBCHHO
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npeaACIIbHO AOMMYCTHMOC KOJHUYCCTBO JICKAPCTBCHHOI'O IIPCIIapaTa, KOTOPOC MOKCET OBITH BBIIIHCAHO B
OIHOM PCEUCITE C IMTPOCTABJICHUCM COOTBGTCTByIOIJ_[eﬁ OTMCTKHU B pCUCIITEC.

[lpy Hanuumm y cyOBEKTa pPO3HUYHOW TOPTOBIM JIGKAPCTBEHHOTO Iperapara ¢ JI03UPOBKO,
OTJIMYHON OT JI03UPOBKM JIEKAPCTBEHHOr'O IpernapaTa, yKa3aHHON B pelente, OTIYCK HMEIOLIerocs
JIEKapCTBEHHOT'0 Ipernapara J0IyCKaeTcsl, €CIH J03UPOBKA TAKOTO JIEKAPCTBEHHOI'O MIpernapara MEHbIIe
JO3UPOBKM, YyKa3aHHOW B perenre. B TakoMm ciyyae OCYyLIECTBISETCS IEpecyeT KOJIUYeCTBa
JIEKapCTBEHHOT'O Mpenapara ¢ y4eToM Kypca JISUeHHUs], yKa3aHHOTO B peLenTe.

B ciydae ecnm 103MpoOBKa JIEKapCTBEHHOTO Mpemnapara, MMEKIIErocs y cyObekTa pOo3HUIHOU
TOPTOBIIM, TIPEBBIIIACT JIO3UPOBKY JIEKAPCTBEHHOTO Tperapara, yKa3aHHYIO B peIernTe, pemieHue oo
OTIyCKE JIEKAPCTBEHHOr'O IMpernapara ¢ TaKOW JJO3MPOBKOM MPUHUMAET MEIUIIMHCKUM pPaOOTHUK,
BBINKCABIINNA pELIEeNT.

14. Otnyck JeKapCTBEHHOrO IpenapaTa OCYIIECTBIAECTCS B IMEPBUYHOM UM BTOPUYHOM
(moTpeOuTENbCKOM) YMaKOBKaX, MapKUPOBKAa KOTOPHIX AOJDKHA OTBeYaTh TpeboBaHUsAM cTatbu 46
®enepanbHoro 3akoHa N 61-03 (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2010, N 16,
ct. 1815; 2014, N 52, cr. 7540), a ynakoBKa Jyisi HAPKOTUYECKUX U TCHUXOTPOIHBIX JIEKAPCTBEHHBIX
npemnaparoB crucka Il - TpeboBanmsam mysakTa 3 craten 27 denepanbroro 3akoHa N 3-D3 (Cobpanue
3akoHomarenscTBa Poccuiickoit deneparuu, 1998, N 2, cr. 219; 2016, N 15, cT. 2052).

15. Ilpu oTmycke JeKapCTBEHHBIX IpenapaToB MO pelenty, oGOpMIEHHOMY Ha pPeLENTYpPHOM
OnaHke Ha OyMaXHOM HocHTese, (hapMaleBTUUECKUH paOOTHUK MPOCTABIsIET OTMETKY Ha pelente 00
OTITyCKE JIEKapCTBEHHOT 0 Npenapara "JlekapcTBeHHbIN npenapar OTIYIIEH" U ¢ yKa3aHHUEM:

1) HauMeHOBaHMSA aNTeYHOW oOpraHu3auuu ((paMuiInd, WMEHH, OT4YecTBa (IIPU HAIUYHH)
MHAUBUAYAIBHOTO IPEIPUHUMATENS);

2) TOProBOro HaMMEHOBaHMs (32 MCKJIIOUEHHEM JIEKapCTBEHHBIX IMpPErnapaToB, U3rOTOBJICHHBIX B
anTeYHOH OpraHu3alun), J03UPOBKH U KOJUYECTBA OTITYIIEHHOIO JIEKAPCTBEHHOTO IIpenapara;

3) pamunuu, UMEHH, OTYECTBA (MIPH HATMYMH) MEIUIIMHCKOIO pabOTHHUKA B CIyYasiX, yKa3aHHBIX B
a03arie ueTBepTOM IMyHKTa 13 1 ab3ate TpeTbeM nmyHkTa 16 HacToAmmx [Ipasu;

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

5) ¢amumnuu, UMeHH, oTyecTBa (IIpU HaIM4YKU) (papManeBTUYECKOro pabOTHHKA, OTITYCTUBIIETO
JIEKapCTBEHHBIH Ipenapar, 1 ero NoAMNUCH;

6) aThl OTIYCKa JIEKAPCTBEHHOTO Mpernapara.

16. Ilpu ormycke I€KapCTBEHHBIX IPENapaTroB IO PELENTY, BHIIMCAHHOMY Ha PELENTYPHOM
6nmanke ¢dopmbl N 107-1/y co CpoKOM JEHCTBUS O OJHOTO T0/a, B KOTOPOM YyKa3aHbl MEPUONBI H
KOJIMYECTBO OTITyCKa JIEKApCTBEHHOr0 Mperapara (B KaXKIbli Mepuoj), peLenT BO3BpaIlaeTcs JUILY,
npuoOpeTaroneMy JeKapcTBEHHBIN IMpenapar, ¢ OTMETKOHM, cojepialleid CBeIeHHs, yKa3aHHbIE B
nyHkte 15 Hactosmux [IpaBui.

[Ipu ouepenHoMm oOpalieHHMM JHLA K CYOBEKTY PO3HHYHOM TOPTOBIM C JaHHBIM pPELENTOM
YUUTBIBAKOTCSI OTMETKH O NMPEABIAYLIEM OTITyCKE JIEKapCTBEHHOTO IperapaTa MO TaKOMy PELENnTy U B
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ciy4yae mpuOOpeTeHHs JIMIOM KOJHMYECTBA JIEKAPCTBEHHOTO IIpemapaTa, COOTBETCTBYIOIIETO
MaKCHUMaJTbHOMY KOJIMYECTBY, YKAa3aHHOMY MEIUIIMHCKAM pPAaOOTHUKOM B pEILENTe, a TaKkKe 10
HCTEUYEHNUU CpOKa JIEHCTBUS peLeNTa, Ha pelenTe ImpocTaBisercs mrami "JlekapcTBEeHHBIN mpenapar
OTIyIIeH" W pelenT BO3BPAIIAETCS JTUILY.

EnvHOBpeMeHHBIN OTIYCK JIEKapCTBEHHOTO IIperapara [0 pELEeNnTy, BBINHCAHHOMY Ha
peuentypaoM Onanke gopmbl N 107-1/y co cpokoMm AEHCTBHSI JO OJHOTO roja, B KOTOPOM YyKa3aHbI
MEePHOBl U KOJTUYECTBO OTIYCKa JIEKAPCTBEHHOTO TMpenapaTa (B KaXXAbli MEPHUOJ), JOMYCKAETCS TOIBKO
10 COTJIACOBAHHUIO C MEUIIMHCKUM paOOTHUKOM, BHITUCABIIUM PELIETIT.

17. Ilpu ormycke JEKapCTBEHHBIX IPENapaTroB IO PELENTY, BHIIMCAHHOMY Ha PELENTYPHOM
Omanke Qopmbr N 148-1/y-04(11), 3amoHEHHBIM KOPEHMIOK TaKOTO pelenTta IepenaeTcs
¢dapmainieBTHUECKUM ~ pabOTHUKOM JIUIy, MpHoOperaromemMy (MOJydaroleMy) JeKapCTBEHHbIE
npenaparsl.

18. Ocratorcss M XpaHiTcs y CyObeKTa pPO3HMYHOM TOProBIM pelentsl (C OTMETKOH
"JlekapCTBEHHBIH MpenapaT OTHyIIeH") Ha:

1) nekapcTBEHHBIE MPENapaThl, OTITYCKAEMbIE OECIIATHO UJIH CO CKUIKOM, - B TCUCHUE TPEX JICT;

2) nexapcTBEHHbIE Mpemnaparbl, oTHocsmuecs Mo ATX K aHTUIICHXOTUYECKUM CpPEACTBaM (KO
NO5A), ankcuonutukam (kox NOS5SB), cHoTBOpHBIM H ceaaTuBHBIM cpenctBaM (kox NOSC),
a"tugenpeccantam (koa NOOA) u He mojyiexaliie npeIMeTHO-KOJIMYECTBEHHOMY YUeTy, - B TCUEHHE
TPEX MECSIIEB.

19. Peuentsl, He yka3aHHble B IyHKTe 18 Hactosmmx IlpaBui, oTmedaroTcd IITaMIIOM
"JlekapcTBEHHBIN Ipenapar OTHYLIEH' M BO3BPALIAIOTCS JIMILY, IOJYYUBLIEMY JIEKAPCTBEHHBIN
npemnapar.

20. Penentsl, BEIMMCAHHBIE C HApyLIEHUEM MTpaBuil <10>, perHCTPUPYIOTCS B KypHAJIE, B KOTOPOM
YKa3bIBAlOTCS BBISABJICHHbIC HapylleHUs B O(OpMIIEHHH peuenta, (pamMuiaus, HUMs, OTY4ECTBO (TpHU
HINYMKM) MEAMLMHCKOrO0 pabOTHMKA, BBIIMCABIIET0 pELENT, HauMEHOBAaHHE MEIUIMHCKON
OpraHM3aliy, NMPUHATBIE MEpbl, OTMEUAlOTCs ITaMioM "Peunent HeneicTBUTENneH" M BO3BpALIArOTCS
iy, npenctaBupmemy petent. O Qakrax HapymeHus npaBuil O(QOPMIICHHS PELENTOB CYOBEKT
PO3HUYHOM TOPTOBIH HHPOPMHUPYET PYKOBOIUTENSI COOTBETCTBYIOIICH METUIIMHCKON OpraHU3alny.

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

21. B 000cobneHHOM TOpa3aeieHu MEIUIIMHCKON OpraHu3aliu JOJDKHBI ObITH 0OecreueHbl
YCIIOBHSI COXPaHHOCTH OCTABJICHHBIX Ha XpaHEHHE PELENTOB Ha JICKApPCTBEHHBIE CPEJICTBA.

Penentel Ha JEKapCTBEHHBIE CPEACTBA, IMOJUICKAIIUME TMPEIMETHO-KOJIMUYECTBEHHOMY YYETY,
JIEKApCTBEHHBIC CPEJCTBA, OTIYCKAaeMble OECIUIATHO WJIM CO CKHUAKOH, €KEMECSYHO NEepenaroTcs W3
000COOJIGHHBIX MOApAa3/IeeHU MEAULIMWHCKUX OpraHu3aluii B MEAULUHCKHE OpTraHu3alllu,
CTPYKTYPHBIMH MOJIpa3I€ICHUSIMUA KOTOPBIX OHU ABIISIFOTCS, AJIS MOCIEAYIOIIET0 XpaHEHUsI.

22. Tlpu oTmycke JIEKapCTBEHHOTO Tpemnapara (apMmareBTHUCCKHd pabOTHUK WiH PabOTHHK
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MEIMLMHCKOW  opraHu3auuu  (000COONEHHOro  Mojpa3feieHus  MEAMLMHCKOM  OpraHu3alun)
uHGOPMHPYET JINIO, TpHodpeTatolee (Moyyaroiee) JeKapCTBEHHBIH Mpernapar, 0 pexuMe U J103aX €ro
IIpUeMa, IpaBUaX XpaHEHUs B JOMAIIHUX YCJIOBHSX, O B3aUMOJICHCTBUU C APYTUMU JIEKAPCTBEHHBIMU
npenapaTamH.

23. Ilpu oTmycke JEKapCTBEHHOTO TMpemnapara QapmareBTUYECKUid pabOTHUK WM PaOOTHUK
MEIUIMHCKONW opranu3auuu (000COOJIEHHOTO MOoApa3/esieHus METUIIMHCKON OpraHu3alii) He BIIpaBe
MPEIOCTaBIATh HENOCTOBEPHYIO W (WJIHM) HEMOJHYH HWHGOPMAIUMI0 O HAIWYHH JIEKapCTBEHHBIX
[IpenapaToB, BKJIIOYas JIEKAPCTBEHHBIE Mpenaparbl, HMEIOIME OJUHAKOBOE MEXAYHapOIAHOE
HEMaTeHTOBaHHOE HAMMEHOBAHWE, B TOM YHCJIE CKpPBIBATh MH(POPMALUIO O HAJIMYHMU JIEKAPCTBEHHBIX
[IpernapaToB, UMEIOLIUX 0oJiee HU3KYIO IeHy <11>.

<11> Cratpsa 74 DenepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "O6 ocHOBaxX OXpaHbI
310poBbs rpaxkaan B Poccuiickoit @eneparun" (Cobpanue 3akoHonatenbetBa Poccuiickoit denepanuu,
2011, N 48, ct. 6724, 2013, N 48, ct. 6165) (nanee - denepanbubiii 3akoH N 323-D3).

24. 3ampemniaercs OTHYCK (aabCHPHUIMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKApCTBEHHBIX IpenaparoB <12>.

<12> Crartbs 57 ®PenepanbHoro 3akoHa N 61-O3 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit
®epnepauun, 2010, N 16, ct. 1815).

25. OTIyCK 3TUJIOBOTO CIIUPTA MPOU3BOAUTCS MO PELENTY C yUeTOM YCTaHOBJIEHHBIX TpeOOBaHUMN
K 00beMy Taphbl, yIIaKOBKE M KOMITJIEKTHOCTH JIEKApPCTBEHHBIX IpenapaToB <13>.

<13> Yacte 4.1 crateu 45 @enepanpHoro 3akoHa N 61-O3 (CobOpaHue 3aKOHOAATENHCTBA
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 (opMUpOBaHHS TE€pEUHS
JIEKApCTBEHHBIX  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 3THIOBBIM CHOUPT, B TOM YHCJE W3TOTOBJICHHBIE IO
perenty cyObeKTOM PO3HUYHOM TOPTOBIIA, UMEIOIINM JIMIICH3UIO Ha (hapMaIleBTUYECKYIO IeITeIbHOCTh
C MPaBOM M3rOTOBJICHUS JIEKAPCTBEHHBIX IIPENApaTOB, OTIYCKAKOTCA C YYETOM YCTAaHOBJIEHHBIX
TpeOoBaHMIl K 00bEMY Taphl, YIAKOBKE U KOMILIEKTHOCTH JIEKaPCTBEHHBIX MPemapaToB.

26. 3ampemaercsi pas3leiabHBIA OTIYCK JIEKAPCTBEHHBIX CpPEICTB, BXOASIIMX B COCTaB
JIEKapCTBEHHOTO IIpenapara, H3roTaBJINBaEMOr0 CyObEKTOM PO3HIUYHON TOPTOBIIH.

27. 3ampemiaercsi OTHYCK CYOBEKTOM pO3HHYHOW TOPTOBIM II0 pelenTaM BeTepUHApPHBIX
OpraHu3aIui:
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1) nekapcTBEHHBIX MIPENapaToB, BKIOYEHHBIX B nepeueHs [IKY;
2) NeKapCTBEHHBIX MPENapaToB, OTIIYCKAEMbIX OECIIATHO MM CO CKUAKOM;

3) JnexapCcTBEHHBIX IpenaparoB, oTHOcAmMXCS Mo ATX K aHTHUICUXOTHYECKUM CpeacTBam (KOJ
NO5A), ankcuonmutukam (kox NOS5B), cHotBOopHBIM u cemaTtuBHBIM cpenctBaMm  (koxg NOSC),
anTuaenpeccantaM (kox NO6A) u He BKIIIOUEHHBIX B niepedens [IKY.

Il. TpeboBaHUA K OTNYCKY JNleKapCTBEHHbIX NpenapaToB
no Tpe6oBaHUIO MeAULMHCKON OpraHM3auumu

28. Jnsa ofecrieyenust JiedeOHOrO Tpolecca B MEIAWIMHCKOW OpPraHW3allii  anTeqyHOU
OpraHu3alyen, SBISIOMICHCS CTPYKTYpPHBIM MOAPA3ICICHUEM TaKOW MEIUIMHCKON OpraHu3aluu,
OCYIIECTBIISIETCS. OTIYCK JMOO W3TOTOBJIEHHE U OTIYCK JIEKApCTBEHHBIX MpENnaparoB Ha OCHOBAaHUU
TpeOOBaHUS MEIUIIMHCKOW OpPTaHU3allMU, BHITMCAHHOTO YIIOJIHOMOUYEHHBIM MEIULIUMHCKUM PaOOTHUKOM
(nanee - TpebOBaHUE MEIUIIMHCKOM OpraHU3aIUN).

MenunuHckasi opraHu3alusl BIPaBe OOPATUTHCS B CTOPOHHIOIO ANTEUHYIO OPTraHM3alUI0 MpU
OTCYTCTBUM  aIllTE€YHOM OpraHu3aluy, SBISIOUIEHCAS  CTPYKTYPHBIM  MOAPA3JIEICHUEM  TaKoOu
MEIMIIMHCKON OpraHu3allnii.

JlekapcTBeHHBIC TIpEMapaThl, U3TOTOBICHHBIC alITEYHBIMH OPTaHU3AIUSAMU JJIS 1IEJeH UX OTITyCKa
1o TpeOOBaHUSAM MEAUIIMHCKUX OPraHHU3aIlHi, TOCYIapCTBEHHON PETUCTpallMK He moanexar <14>.

<14> [ysxt 1 yactu 5 crareu 13 ®denepanbHoro 3akoHa N 61-D3 (CobpaHue 3aKk0HOAATEIBCTBA
Poccuiickoit ®eneparuu, 2010, N 16, cT. 1815).

29. Xpanenue TpeOOBaHUN MEAUIIMHCKONW OpraHU3aIlMH, 10 KOTOPHIM OTHYIIEHBI JICKAPCTBECHHBIC
npenaparbl, OCYLIECTBJISETCS aNTEYHOW OpraHu3aliell B COOTBETCTBUM C IMYyHKTOM |8 Hacrosmiero
[Topsiaka.

30. Hapyuienue nepBUYHOM YNAaKOBKM JIEKAPCTBEHHOI'O IIpenapara Ipd €ro OTIIYCKE 110
TpeOOBaHUIO MEAULIMHCKON OpraHu3alliy J0MYyCKaeTcs anTeuyHOl opraHu3anuei, UMeoLe JTUIeH3UI0
Ha (hapMaleBTHUECKYIO JEeSTEIIbHOCTh C MPAaBOM M3TOTOBJICHUS JIEKAPCTBEHHBIX MpenaparoB. B Takom
Clly4ae OTIIyCK JICKapCTBEHHOI'O IIpernapaTa OCYLIECTBISETCS B YNAKOBKe <15> ¢ mpenocTaBiieHUEM
MHCTPYKIMHU (KOITUU MHCTPYKIMH) IO IPUMEHEHHUIO OTITYCKaeMOT0 JIEKapCTBEHHOTO Mpernapara.

<15> llpuka3z MwunzapaBa Poccum ot 26 oktsa6ps 2015 r. N 7511 "OO yTBepKIECHUU TPABUII
U3TOTOBJIEHUS] U OTIIyCKA JIEKAPCTBEHHBIX MPENaparoB Ui MEIWLUHCKOTO MPUMEHEHHs alTeYHbIMU
OpraHu3alMsIMH,  WHAUBUAYAJIbHBIMA  TPEANPUHUMATEISIMH,  HUMCIONIMMHU  JIMIICH3WIO  Ha
(hapMaleBTHUECKYI0 JIEATEIbHOCTR" (3aperucTpupoBaH MMHHCTEPCTBOM IOCTHIMH Poccuiickoit
®eneparun 21 anpens 2016 r., peructpanonssiii N 41897).

lll. Oco6eHHOCTM OTNyCKa NeKapCTBEeHHbIX NpenapaTtoB
no peuentam B popme INEeKTPOHHOro AOKyMeHTa
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31. OTnyck JeKapCTBEHHBIX NpenapaToB IO perentam B (GOpMe 3JIEKTPOHHOIO JOKyMEHTa
OCYILECTBIISICTCA aNTeKaMu, AanTEeYHbIMU IMYHKTaMH U WHIUBUIYAIbHBIMUA MPEAIPUHUMATEISIMH,
yKa3aHHBIMH B ITyHKTE 2 HacTosuux IIpaBui, pacnoyioxkeHHbBIMU Ha Tepputopun cyonsekra Poccuiickoit
®Oenepanyu, B KOTOpoM 0(opMIIeH pelenT B (GopMme dJIEeKTPOHHOTO JOKYMEHTa, B Clydae NMPUHSATHS
YIOJIHOMOYEHHBIM OpraHoM cyObekTa Poccuiickoit denepannu B COOTBETCTBHH C IYHKTOM 4 CTaThH 6
®enepanbHoro 3akoHa N 61-03 (Cobpanue 3akoHomarensctBa Poccuiickoit denepanuu, 2010, N 16,
ct. 1815; 2019, N 52, ct. 7793) pemenus 06 HCIOJIB30BaHUM Ha TeppUTOpHH cyObekTa Poccuiickoii
@denepany HapsAy € pelentamMd Ha JIGKApCTBEHHBIC Ipenaparbl, O0GOPMIIEHHBIMH Ha OyMa)KHOM
HOCHUTEIIE, PEIeNTOB Ha JEKApCTBEHHBIE Ipernaparbl, CHOPMHUPOBAHHBIX B (OpME 3SIEKTPOHHBIX
JTIOKYMEHTOB (J1aJiee - perieHue yrmoIHOMOYEeHHOTO opraHa cyonsekra Poccuiickoit deneparun).

32. AnreuHsle oOpraHu3aluu  JOJDKHBI  UMETh  MOJKIIOYEHHE K  TOCYJapCTBEHHOM
nH(popMalMOHHOU cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit @enepannu <16> (nanee
- cucTteMa), KOoTopoe obecrednBaeTcs YMOJHOMOYCHHBIM OpPraHOM BIACTH cyObekTa Poccuiickoit
denepauuu.

<16> llocranosienue [IpaBurensctBa Poccumiickoit ®enepamuu ot 5 mas 2018 r. N 555 "O
€IMHOW TOCYyAapCTBEHHOW WHGOPMAIIMOHHONW cucTteMe B cdepe 3apaBooxpaneHusa" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2018, N 20, cT. 2849; 2021, N 25, ct1. 4814).

Texuuueckue TpeOOBaHUS K MHPOPMALMOHHOMY OOMEHY MEXAy anTeuyHOW OpraHu3anuei u
CUCTEMOM, B TOM 4HCJIe TpeOOBaHMS K UIACHTU(PUKAIMKN perenTa B (opMe 3JIEKTPOHHOTO TOKyMEHTa U
auna, oOpaTUBLIETOCS 3a OTIYCKOM JIEKapCTBEHHBIX IpenapaToB MO TakUM  pelentam,
YCTaHaBJIMBAIOTCS PEIIEHUEM YIIOJIHOMOYEHHOro oprana cyosekra Poccuiickoit denepanuu.

33. OTnyck JeKapCTBEHHBIX NpenapaToB IO perentam B (OpMe 3JIEKTPOHHOIO JOKyMEHTa
OCYILECTBIISICTCS JIMIYy, YKa3aHHOMY B peIenTe, JIMOO ero 3aKOHHOMY MpPEICTaBUTENI0, JTUOO JIHILY,
KOTOPOE JINLO, YKa3aHHOE B PELENTE, WIK €r0 3aKOHHBII IPEICTaBUTEIb YIIOJHOMOUYMWIN Ha TIOTY4EHUE
JIEKapCTBEHHBIX MTPENapaToB.

[Tpunoxenue N 2

K IIpUKa3y MHUHHCTEPCTBA 3/IpaBOOXPAHCHUS
Poccuiickoit deneparuu

oT 24 Hos16ps 2021 r. N 1093u

NMPABUIA
OTNYCKA HAPKOTUYECKUX CPEACTB U NMNCUXOTPOMNHbLIX BELWLECTB,
3APETrMCTPUPOBAHHbBLIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
AanAa MEAUUUHCKOIO NPUMEHEHUA, NEKAPCTBEHHbBIX NMPEMAPATOB
anAa MEOULMHCKOIo NPUMEHEHUA, COOEPXALLUX HAPKOTUYECKUE
CPEACTBA U NMCUXOTPOIMNHbIE BELLECTBA

1. OTHYCK HAapKOTUYCCKUX W TMCUXOTPOIIHBIX JICKAPCTBCHHBLIX IIPCIapaToB II0 peuenTam
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OCYIIECTBIISIETCS aNTeKaMH, alTeYHbIMHU IMyHKTaMHU, MEIUIIMHCKUMU OpTaHU3aIHsIMH, 000CO0ICHHBIMU
MO/Ipa3IeICHUsIMA METUIIMHCKUX OpPTaHU3aIi, UMEIOIUMHU JTUICH3UIO Ha JIeATEIHHOCTh MO 000pOTY
HApPKOTHUYECKUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U MUX MPEKypCOPOB, KYJIbTUBUPOBAHUIO
HapKocoAepXKalux pacteHui. [lepedeHr MEIUIIMHCKUX OpraHu3auil 1 000COOJIEHHBIX MOIpa3IeIeHII
MEIMIIMHCKUX OpraHu3allvil, IepeyeHb HAPKOTUYECKUX JICKAPCTBEHHBIX MPENapaToOB M MCUXOTPOIHBIX
JIEKapCTBEHHBIX I[PENapaToB, OTIYCK KOTOPBIX (U3NYECKUM JIMIAM MOXKET OCYIIECTBISTHCS
YKa3aHHbBIMH ~ MEIUIIMHCKUMH  OpraHu3alusMd W UX  O00OCOONEHHBIMH  TOAPA3JCICHUSMU,
yCTaHABIMBAIOTCSA OpraHaMH UCIIOJIHUTENBHOMN BiIacTu cyOsekToB Poccuiickoit denepanun <1>.

<1> Ilyskt 1 crateu 25 @enepanpHoro 3akoHa oT 8 stHBapst 1998 r. N 3-®3 "O HapKOTHYECKHUX
cpencTBax u ncuxoTpornHbix BemectBax" (Codpanue 3akoHoaarenbeTBa Poccuiickoit @enepanun, 1998,
N 2, cr. 219; 2016, N 1, cT. 28).

2. o penienitam, BHIMMCAHHBIM Ha pelenTypHbIX O6mankax Gopmel N 107/y-HIT <2>, otmyckaroTcs
HapKOTUYECKUE U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparhbl, BHeceHHbIE B CIMCOK HAPKOTHYECKHUX
CPEICTB U ICHUXOTPOIHBIX BELIECTB, 000pOoT KOTOpbIXx B Poccuiickoil denepauuu OrpaHudeH U B
OTHOIIEHWU KOTOPBIX YCTAHABIUBAIOTCS MEpPbl KOHTPOJSI B COOTBETCTBHHM C 3aKOHOJATEbCTBOM
Poccuiickoit ®Denepanuu ¥ MEXIyHapoIHBIMU AoroBopamu Poccuiickoit ®deneparnuu (crucok 1),
[lepeuns (nanee - HApKOTUYECKME M IICUXOTPOIHBIE JIEKAapCTBEHHblE NpemnapaTsl coucka II), 3a
UCKIIIOYEHUEM  HAPKOTHMYECKMX UM  IICUXOTPONHBIX  JIEKAPCTBEHHBIX  IpENaparoB B  BHJIE
TPAHCAEPMAJIBHBIX TEPAllEBTUYECKUX CHUCTEM M JIGKAPCTBEHHBIX IIPENapaTroB, COJAEPKaIIUX
HapKOTUYECKOE CPEICTBO B COYETAHUM C AaHTArOHUCTOM ONHMOMIHBIX PELIETITOPOB.

<2> Hoanyskr 5.2.178 nynkra 5 [lonoxkenus o MunucrepctBe 3apaBooxpaneHus Pocculickoit
®epnepaunn, yTBepKIeHHOro nocraHoninenuem llpaBurenscrBa Poccuiickoit ®enepanuu ot 19 urons
2012 r. N 608 (Cobpanue 3akonomarenscTBa Poccuiickoit ®enepanuu, 2012, N 26, cr. 3526; 2017, N
52, ct. 8131) (nanee - [lonoxxenne 0 MUHUCTEPCTBE).

3. Ilo penentam, BBHIMUCAHHBIM Ha pEHENTYpHBIX Omankax ¢opmbl N 148-1/y-88, oTmyckaroTcs
<3>:

<3> HoanyHkT 5.2.179 Tlonoxenust o Munucrepcrse (CoOpaHue 3akoHoaTenscTBa Poccuiickoit
Oepnepauun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTpomnHble JeKapCTBEHHbIE Mpernaparbl, BHeCEHHbIE B CIHCOK MCHUXOTPOIHBIX BEIIECTB,
obopor kotopbix B Poccuiickoit denepanuu OorpaHudeH W B OTHOUIEHHH KOTOPBIX JIOIyCKaeTCs
UCKJIIOYEHHE HEKOTOPBIX MEP KOHTPOJIS B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit denepannn
U MEeXIyHapoAHbIMH joroBopamu Poccuiickoit ®enepamun (crucok III), Ilepeunst (nmanee -
IICUXOTPOITHBIE JIEKApCTBEHHBIE Npenapatsl criucka I11);

2) HapKOTHMYECKME M TIICUXOTpOINHbIE JeKapCTBEHHble mpenaparbl cnucka I[I B Buze
TPaHCACPMAJIBHBIX ~ TEpPAllEBTMUECKMX CHCTEM M JIEKQpCTBEHHBIE IIpenapaTsl, COJAEpIKaliue
HapKOTUYECKOE CPEICTBO B COYETAHUH C AHTATOHUCTOM OIMOUAHBIX PELIEIITOPOB;
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3) nekapcTBEHHBIE IpenapaTrhbl, U3rOTAaBIMBAEMbIe 1O PELENTy Ha JIEKApCTBEHHBIN MHpenapar U
coJiepaKalle HApKOTUYECKOE CPEICTBO WIH IICUXOTPOITHOE BEIECTBO, BHECEHHOE B crucok 11 Ilepeuns,
U Jpyrue ¢GpapMakoJOTHUECKHME AaKTHBHBIC BEIECTBA B J/I03€, HE IPEBBIIMIAIONICH BBICIIYIO Pa30BYIO
703y, W TpU YCIOBUM, 4YTO 3TOT KOMOMHHUPOBAaHHBIM JIEKApCTBEHHBIM IpenapaT He sBIAETCS
HapKOTUYECKUM WIIM ICUXOTPOIHBIM JIEKapCTBEHHBIM Npenaparom crucka II.

4. Ilpu oTmycke HapKOTUYECKOTO0 M MCUXOTPOIHOIrO JIEKAPCTBEHHOTro mpemnapara crnucka Il Ha
penente 00 OTIyCKe JEKapCTBEHHOTO Mpernapara MpoCcTaBisieTcs eYaTh alTeKu WK allTeYHOro MyHKTa,
B KOTOPOH yKa3aHO MX MOJHOE HaUMEHOBaHKE (TP HATHYUU TIEUaTH ).

5. OcraroTcst U XpaHATCS y CyObEKTa pPO3HUYHOW TOPrOBIM peUentsl (C OTMETKOMN
"JlexapcTBEHHBIN Mpenapar OTIyIIeH") Ha:

1) HapkoTMYeCKHE W IICHUXOTPOIHBIE JIEKapCTBEHHbIE MpemapaTsl chucka II, mcuxorpomHbie
JIEKapCTBEHHbIE Mpenapatsl cnucka [II - B Teuenue nsru ser;

2) KOMOMHHpPOBaHHBIC JIEKAPCTBEHHBIE MpEnaparthbl, coAepkKaliue HApKOTUYECKUE CPeCTBa HIIU
IICUXOTPONHbIE BellecTBa, BHeCeHHble B cnucku II m III IlepeuyHs, W3roTOBIEHHBIE B aNTEYHOMU
OpraHu3alvy, JICKAPCTBEHHBIE MpemnapaThl, MOJJIEKANIME NPEAMETHO-KOJIUYECTBEHHOMY YYeTy, - B
TEUYECHUE TPEX JIET.

VkazanHbie JICKApCTBCHHBIC MPCIiapaThl, MPCAHA3HAYCHHBIC IJId T'paXaaH, UMCIOIIUX IIpaBO Ha
HOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB, OTIMYCKAEMbIX OECIUIATHO MM CO CKHIKOM, OTITyCKAOTCS TIPU
OPEIbABICHHN DEIIENTa, BBIIMCAHHOTO Ha perentypHoMm Omanke (opmbr N 148-1/y-88, u pemenra,
BBIITMCAHHOTO Ha perenTtypHoM Onanke popMer N 148-1/y-04(x).

6. OTmyck HapKOTHYECKUMX WU IICUXOTPOINHBIX JIEKAPCTBEHHBIX IIPENapaTroB OCYIIECTBISAETCS
(bapManeBTHYECKUMH W METUIIMHCKUMHU pPaOOTHUKAMHM, 3aHUMAIONIMMH JOJDKHOCTH, BKIIIOUCHHBIE B
nepeyeHb JOHKHOCTEH (apMaleBTUYECKUX M MEIUIMHCKUX PaOOTHHUKOB B OPraHU3alUAX, KOTOPBIM
IIPEIOCTABJICEHO MPAaBO OTIIyCKa HAPKOTUYECKMX JICKapCTBEHHBIX IPENApaTOB M IICUXOTPOIHBIX
JIEKapCTBEHHBIX MpenapaToB (PU3NYECKUM JIULaM <4>.

<4> [MonnyHkr 5.2.176 Tlonoxenust o Munuctepcerse (CoOpanue 3akoHOIaTeNbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTudeckue M ICUXOTPOIHBIE JEKapCTBEHHbIE IpenapaTsl crnucka II, 3a uckimodeHunem
JIEKapCTBEHHBIX MpPENapaToB B BUJE IUIACTHIPEH M JIEKAPCTBEHHBIX IpENapaToB, COAEPIKAIIMX
HapKOTUYECKOE CPEACTBO B COYETAHMM C AHTATOHMCTOM OIMOMJHBIX PELENTOPOB, OTIYCKAKOTCS MpU
IPEIBbSABICHUN JOKYMEHTa, YJOCTOBEPSIOLIET0 JIMYHOCTh, JIMIy, YKa3aHHOMY B pELEITE, €ro
3aKOHHOMY MPEACTaBUTENI0 <5> WM JHIy, HUMEIeMy O(GOpPMIEHHYI0O B COOTBETCTBHU C
3aKoHOarensCcTBOM  Poccuiickoir  ®enepanuu  JOBEPEHHOCTh HA IIPaBO  IMOJNYYEHHsS] TAaKUX
HapKOTHUYECKUX U MCUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB.

<5> B oTHolIEHUM JIMLA, yKazaHHOro B 4actu 2 crateu 20 PepepanbHOro 3akona N 323-3
(Cobpanwue 3akononarenscTBa Poccuiickoit @enepamuu, 2011, N 48, cT. 6724).
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Mpuka3 MuH3gpasa Poccum o1 24.11.2021 N 1093H
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX
npenapaToB A1 MEANLIMHCKOrO ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[Tpu HEBO3MOKHOCTH OPOPMIICHUS HHKYPaOEeIbHBIMU OOJIbHBIMHU Ha 3aBEPILIAIOIIEM dTare >KU3HU
JIOBEPEHHOCTH HA IPABO MOJIYYEHUs YKA3aHHBIX B a03alle MEepBOM HACTOSILEr0 MyHKTa HAPKOTHYECKUX
U TICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaTroB TaKWe JIEKAPCTBEHHbIE MpenapaThl OTIYCKAIOTCS MHBIM
JUIaM, OCYLIECTBIISIOIIMM YyXOJ 3a HUMH, INPU TNPEAbSIBICHUU OJHOBPEMEHHO C PELENTOM Ha
JIEKapCTBEHHBIH Mpenapar J10KyMEHTa, yA0CTOBEPSIOLIEr0 JINYHOCTb, U JOKYMEHTA, OATBEPIKIAI0ILEr0
UHKypaOeabHOE COCTOSIHHE OOJBHOTO, COJEpXKAlllero CBEACHUS O JHIe, KOTOpOoe IOJIydaeT
JIeKapCTBEHHbIE MpenapaThl Mo peuenty (paMunus, uMs, OT4eCTBO (IIPU HAJTHYUH), BUJ, Cepus U (WIH)
HOMEp JOKYMEHTA, YJOCTOBEPSIOIIETO JUYHOCTh), 3aBEPEHHOT0 MOJINUCHIO U ME€YaTh0 MEIULIUHCKOIO
paboOTHUKA, a TAK)KE NI€YaThI0O METUIIMHCKON OpraHu3aluy.

JIoKyMeHT, MOATBEPKIAOIINN HHKYpaOeIbHOE COCTOSHHE OOJIBHOTO, OCTAaeTCs B aANTEYHOU
OpraHu3aliu.

8. HapkoTuueckue M TMCUXOTPOIHBIEC JIEKAPCTBEHHBbIE Mpemnaparhl crucka Il (3a uckmodeHnem
JIEKApCTBEHHBIX IMpEenaparoB B BHJE IUIACTBIPE M JIEKAPCTBEHHBIX MPENapaToB, COJAEPKaIINX
HapKOTUYECKOE CPEACTBO B COUETAHWU C AHTArOHHUCTOM OIMMOUAHBIX PELENTOPOB), MpPEIHA3HAYCHHBIE
JUTS TPaKIaH, UMEIOIINX MPaBO Ha OECIUIaTHOE MOJIyYeHHE JIGKAPCTBEHHBIX MTPENapaToB WK MOJIyYeHUE
JIEKApCTBEHHBIX MPEMAPaTOB CO CKUAKOMW, OTIMYCKAIOTCS MPHU MPEIbIBICHUN PEIENTa, BHIMUCAHHOTO Ha
peuentypaoM Onanke Gopmbl N 107/y-HII, u peuenTa, BEIMUCAHHOTO HA pelEeNTypHOM OjlaHKe (HOPMBI
N 148-1/y-04(x).

9. Ilocne oTnycka HApKOTUYECKUX U NICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka II, B Tom
YUCJIE B BHJE TPAHCACPMAIBHBIX TEPANEBTUYECKUX CHCTEM U JIEKAPCTBEHHBIX IIPENApaTroB,
COZIepKAIMX HAPKOTUYECKOE CPEICTBO B COYETAHMM C AHTAarOHUCTOM OIMOUAHBIX PELENTOPOB,
IICUXOTPONIHBIX JIEKAPCTBEHHBIX IpenaparoB crnucka III nwmmy, nomydmBmIeMy JeKapCTBEHHBIN
Ipernapar, BbIAAETCSl CUTHATYpa C JKeJITOM M0JI0COM B BEpXHEH YacTH U HAJIUChIO YEPHBIM HIPU(PTOM Ha
Hell "Curnatypa', B KOTOPOM yKa3bIBaIOTCSA:

1) HauMeHOBaHHME U aJIpeC MECTOHAXOXKJIEHUS AalTeKH, AaNTEeYHOro MYyHKTa, MEAUIMHCKON
OpraHu3aiyu, 000COOJICHHOTO MOIPA3/ICICHUS MEIUIIMHCKON OpraHu3alnu;

2) HOMep M J1aTa BBIHCAHHOTO PEeLenTa;

3) dbamunus, uMsi, 0TYECTBO (MPU HAIMYUH) JIMIA, A KOTOPOro MpeHa3HAuYeH JIeKapCTBEHHBIN
Ipernapar, ero Bo3pacr;

4) HOMEp MEIUIIMHCKOM KapThl TAIMEeHTa, TMOJyYarollero MEAMIHMHCKYI0 TIOMOIIb B
aMOyJIaTOPHBIX YCIOBUSAX, UIsI KOTOPOTO MpeJHa3HAYCH JICKapCTBEHHBIH Mpenapar;

5) dpamumust, ©Msi, OTYECTBO (TIPH HATUYHH) MEITUIIMHCKOTO paOOTHHKA, BBIMKUCABIIETO PELENT, €0
KOHTAKTHBIN TeneoH 100 TenedOoH MeTUITMHCKON OpraHu3aInu;

6) copeprkaHue pelienTa Ha JJATHHCKOM SI3bIKE UJIM PYCCKOM SI3bIKE;

7) dbamunus, uMsi, OTYECTBO (MPU HAMYHUK) U TOAIUCH (PapMaleBTUYECKOT0 UM METUIIUTHCKOTO
paboTHUKA, OTIYCTUBIIIETO JIEKAPCTBEHHBIH Mpernapar;

8) JaTa OTIIyCKa JICKApCTBCHHOTO IIpcCIiapara.

HameHas npaBoBas NoaAepKKa www.consultant.ru CrpaHuua 14 u3 15


http://login.consultant.ru/link/?req=doc&base=LAW&n=401865&date=22.07.2022&dst=100734&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=402178&date=22.07.2022&dst=100142&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=402178&date=22.07.2022&dst=100142&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
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"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX
npenapaToB A1 MEANLIMHCKOrO ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

10. 3ampemiaercs OTHYCK CYObEKTOM pPO3HHYHOM TOPrOBIM IO pelenTaM BeTepUHAPHBIX
OpraHu3aIii HAPKOTHUECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.

ITpunoxxenne N 3

K IpUKa3y MHUHUCTEPCTBA 3[PaBOOXPAHEHHS
Poccuiickoit ®enepanun

oT 24 Hosi0ps 2021 r. N 10931

NOPAAOK
OTNMYCKA ANTEYHbIMKX OPTAHU3ALUNAMU UMMYHOBUNOJNOMMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

1. OTnyck MMMYHOOHMOJIOTUYECKHX JIEKAPCTBEHHBIX TPENapaToB OCYIIECTBISIETCS anTeUYHBIMHU
OpraHM3allMsIMM ¥ HMHIUBUAYaJbHBIMU  MPEANPUHUMATEISIMH, HMCIOIIUMU  JIMIEH3UI0  Ha
(apMaleBTHUECKYIO0 ACSITeNbHOCTh, MEAMIIMHCKHUMH OpraHU3alUsM{, HMEIOMIMMH JUICH3UI0 Ha
(bapMaeBTUYECKYI0 JIeSITeIbHOCTh, M MX O0OCOOJICHHBIMH MO/pa3AeieHUAMU (aMOyIaToOpUsMH,
¢denpamepckuMu ¥ (PEIBAMIEPCKO-aKyIIEPCKUMUA IIYHKTAaMH, LEHTpaMHu (OTAETICHHUAMHU) OOIIeH
BpaueOHOW (CEeMEiHOM) MpaKTHUKU), PACHOJIOKEHHBIMH B CEIIbCKUX TIOCEJIICHHUSIX, B KOTOPBIX
OTCYTCTBYIOT aliTeYHbIC OpraHW3aIlK, 0e3 penenTa u (WIK) 1Mo PelenTy Ha JIEKapCTBEHHBIN Ipenapar,
0pOpMIIEHHOMY MEIUIIMHCKUMHU PAaOOTHUKAMHU (J1ajiee - pererT).

2. Ilpu oTmycke UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara Ha perente Uil KOpeurke
perenTa, KOTOPBIA OCTaeTcs y IWIa, MPUOOpeTaromero (ImoTyJyarollero) JeKapCTBEHHBINM Mpernapar,
YKa3bIBa€TCsl TOUHOE BpeMs (B 4acax U MUHYTax) OTIYyCKa JIEKApCTBEHHOTO Mpernapara.

3. Otmyck HMMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIIperapaTa OCYIIECTBISCTCS JIMILY,
npuoOperaronemMy (MOJIy4arolleMy) JIEKapCTBEHHBIM Mpenapar, Mpy HAIUYUU y HETro CIEUalbHOIO
TEPMOKOHTCHHEpa, B KOTOPBHI IOMEMIaeTCcs JICKApCTBEHHBIM Tpemapar, WIX BO3MOXXHOCTH
NpUOOpETeHUs] B  aNTEYHOM OpraHW3alud  HEOOXOOMMBIX CPEICTB JUIi  TPAHCHOPTHUPOBKH
(TEepMOKOHTEHHEP, XJI1aJOTEMEHTHI).

4. Jluy, npuoOpermieMy HMMYHOOHOJOTUYCCKUI JIGKAPCTBEHHBIA MpemnapaTr, pa3bsICHICTCS
HEO0OXOUMOCTh JOCTaBKH JICKAPCTBEHHOTO Tperapara B MEJUIUHCKYIO OpPTaHHM3aIlMi0 B CPOKH, HE
MIPEBBINIAIOIINE CPOKH MOJACPKaHUs paboueld TeMIepaTyphbl CPEICTB TPAHCIIOPTUPOBKH, YKa3aHHBIE B
WHCTPYKLUU.
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