[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)

[okyMeHT npepoctasneH KoHcynbTaHTIAOC
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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 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

Crrcok M3MEHSOIUX JOKYMEHTOB
(B pen. IIpukaza Munznpasa Poccun ot 24.11.2021 N 1093#H)

B cootBercTBuM ¢ myHkTamu 2 u 3 crateu 55 PepepanbHoro 3akoHa ot 12 ampens 2010 r. N
61-®3 "OO6 ob6pamenun JexkapcTBeHHbIX cpeAcTB" (CoOpaHue 3akoHOAaTeNlbcTBa Poccuiickoit
®enepanuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), ¢ noanyukramu 5.2.165
,9.2.169 n 5.2.183 nynkra 5 [Tonoxenuss o MunucrepcTBe 31paBooxpanenus Poccuiickont @enepannu,
yTBEpkKACHHOrO nocraHosinenueM [IpasurensctBa Poccniickoit ®enepanun ot 19 uronsa 2012 r. N 608
(Cobpanue 3axkoHonatenbeTBa Poccuiickoit @enepamuu, 2012, N 26, cr. 3526; 2014, N 37, cT. 4969;
2017, N 33, ct. 5202), npuka3biBaio:

1. YTBepauTh:

[IpaBmiia oTIycka JI€KapCTBEHHBIX IPEnapaToB I MEAMIMHCKOIO IPHUMEHEHUS anTeYHbIMU
OpraHu3alsIMH, UHAUBUIYAIbHBIMH MPEANPUHUMATEIIMHU, UMEIOLIUMH JTUICH3UIO Ha OCYIIIECTBICHUE
(dapmaneBTUUECKON AESITeTbHOCTH, MEAMIMHCKHUMH OpTaHMU3alHUSIMH, HMEIOIIUMHU JIMICH3UI0 Ha
OCyIECTBIICHHE (hapMaIeBTUYECKONH JESATEIBbHOCTH, M HMX O0O0O0COOJEHHBIMH MOJpPA3ICICHUSIMHU
(amOynaropusimu,  ¢GenpamepckKuMu U (EeNbIIMIEPCKO-aKyIIepCKUMH  MTyHKTaMH,  LEHTpaMH
(oTmeneHusiMu) 00IICH BpaueOHON (CEMEHOM) MPAKTUKN), PACTIONIOKEHHBIMHU B CEIBCKUX MOCETECHUSX,
B KOTOPBIX OTCYTCTBYIOT alT€UHbIe OpraHu3alnu, corjiacHo npuwioxkenue N 1 (ganee - mpaBuiia);
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[IpaBuna oTmycka HaApKOTUYECKHX CPEACTB M MCUXOTPOIHBIX BEIIECTB, 3aPETHMCTPUPOBAHHBIX B
Ka4yeCTBE JIEKaPCTBEHHBIX IPEINApaToB I MEIUIMHCKOIO NPUMEHEHMS, JIEKAPCTBEHHBIX MpenapaToB
AJIL MCIUIUHCKOI'0 IMPUMCHCHUS, COACPKAUX HAPKOTHYCCKUEC CPCACTBA U ICHUXOTPOIIHLIC BCIICCTBA,
COTJIACHO MpHIIOKEHHIO N 2;

[Topsimok  oTmycka anTeYHBIMU OPTAHHM3ANUSAMH HMMYHOOHMOJOTHYECKUX  JICKAPCTBEHHBIX
MpernapaToB COTrJacHO MpuiokeHuto N 3.

2. Ilpu3HaTh yTpaTUBIIUMU CUILY:

oprka3 MHMHUCTEPCTBA 3ApaBOOXPAHEHUS U COLMANbHOTO pa3Butusi Poccuiickoit denepanuu ot
26 asrycta 2010 r. N 7351 "OO0 ytBepxkaenuu llpaBun oTmycka J€KapCTBEHHBIX IpenapaToB AJs
MEJIUIUHCKOTO TMPUMEHEHHS MEAWIWHCKUMH  OpraHM3alWsSMH, WMEIONIMMHU JIMLIEH3WI0  Ha
(apMaleBTUUECKYIO JESTeNbHOCTh, W HUX 000COOJEHHBIMU TMoOJpa3zeseHus MU (amMOyaTopusMu,
denpamepckuMu U (PENbAMIEPCKO-aKYIIEPCKUMH  TTyHKTaMH, IEHTpaMu (OTACJICHUSIMH) OOIIei
BpaueOHOH (CeMelHOM) NpaKTUKK), pacCION0KEHHbIMU B CEIIbCKUX IOCEJCHHUAX, B KOTOPBIX
OTCYTCTBYIOT amnTeuHble OpraHu3anuu’ (3apeructpupoBaH MuHHCTEpCTBOM IocTUIMU Poccuiickoii
Oenepanuu 28 centsops 2010 r., peructpaunonssiii N 18575);

npuka3 MunucteperBa 3apaBooxpanenuss Poccuiickoit ®@enepauuu ot 11 urong 2017 r. N 403u
"O6 yrBepxkaeHnn [IpaBuil OTIyCKa JEKapCTBEHHBIX IMPEMapaToB I MEIUIIMHCKOTO NMPUMEHEHUS, B
TOM YHCJIE€ HUMMYHOOMOJOIMUYECKHX JIEKAPCTBEHHBIX IIPENapaTtoB, aNTEYHbIMH OpraHU3alUsiMH,
UHAWBUIYAIbHBIMU  NPEINPUHUMATEISIMA, HUMEIOIUMH  JIMIEH3MI0 Ha  (hapMaleBTHYECKYIO
nesTeabHOCTh" (3apeructpupoBan MuHHcTepcTBOM focTuiuu Poccuiickoit @enepauuu 8 ceHTAOps
2017 r., peructpaunonusiii N 48125);

npuka3z MunucreperBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 urons 2020 r. N 6831 "O
BHeceHMHM Wu3MeHeHHH B [lpaBmia oTmycka JIeKapcTBEHHBIX TMPEMapaTtoB sl METUIIHHCKOTO
IPUMEHEHHUs, B TOM 4YMCIE HMMYHOOMOJOIMUECKUX JIEKAPCTBEHHBIX IIPENapaTroB, aNTEYHBIMU
OpraHu3alMsIMM,  WHAMBUIAYaJIbHBIMH  TNPEANPUHUMATENSAMH,  HMEIOLMMM  JIMIEH3HI0  Ha
(bapMareBTUYECKYI0 JIEATEIIBHOCTh, YTBEP)KICHHbIE NpUKa3oM MUHHMCTEPCTBA 3]IPaBOOXPAHEHHS
Poccuiickoit ®enepaunn ot 11 uronst 2017 r. N 4031" (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanuu 14 oxts6pst 2020 r., peructpammonusii N 60370).

3. Hacrosmmuii npuka3 Bcrynaer B cuiry ¢ 1 mapra 2022 r. u neiictByer no | mapra 2028 r., 3a
UCKIoueHueM InyHkra 12 IlpaBui oTHycka JIEKapCTBEHHBIX MIPENaparoB Ui MEIUIIMHCKOTO
NPUMEHEHHs alTeUYHbIMU OpraHU3alUsAMM, WHAWBUIYAJIbHBIMHU MpPEIIPUHUMATEISIMH, HMEIOIIUMHU
JMIIEH3UI0 Ha OCYILECTBIIEHHE (PapMalleBTUYECKON AeATENIbHOCTH, MEIUIIMHCKUMHU OpTraHU3aIMsIMHU,
MMEIOIIMMH JIMLIEH3UIO0 Ha OCYIIECTBJICHNE (DapMaleBTHUECKOW IEATEIIbHOCTH, U UX 000CO0ICHHBIMU
MoJIpa3ieieHusIMI  (aMOyTaTopusiMu, (perbaAepcKuMu B (PeTbAIIepCKO-aKyIIePCKIMA TyHKTaMH,
LeHTpaMu (OTIeNeHnsIMU) oO0IIe BpaueOHOM (ceMeltHOW) MPaKTUKH), PACIIONOKEHHBIMU B CEJIbCKHUX
IIOCEJICHUAX, B KOTOPBIX OTCYTCTBYIOT allT€UHble OPraHU3alMK, YTBEPKIECHHBIX HACTOSIIUM IIPUKA30M,
KOTOpBI BcTynaet B cuity ¢ 1 maprta 2022 r. u aeiictByeT 10 1 centsiops 2022 roaa.

Munuctp
M.A.MVYPAIIIKO
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ITpunoxxenne N 1

K IpHUKa3y MHUHUCTEPCTBA 3/[PaBOOXPAHEHHS
Poccniickoit ®eneparn

o1 24 Hos0ps 2021 r. N 1093H

NMPABUIA
OTMNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB A1 MEAULUUWHCKOIO NPUMEHEHUA

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

l. O6wme TpebGoBaHUA K OTMYCKY NleKapCTBEHHbIX NpenapaToB
ANA MeAULMHCKOro NpUMeHeHus

1. OTnyck JeKapCTBEHHBIX MPENnapaToB A MEAULIUHCKOIO MPUMEHEHHs (Jaee - IeKapCTBEHHbIE
IperapaThl) OCYIIECTBIAETCS alTEYHBIMU OPTaHU3ALMSMUA U MHIUBUIYaTbHBIMU IPEANPUHUMATEIISMH,
UMEIOIIMMHU  JIMICH3UI0 Ha (apMaleBTUYECKYIO JAEATENbHOCTh, MEIUIIMHCKUMHU OpraHU3alusIMHu,
UMEIOIMMHU  JIMICH3UI0 Ha  (apMaleBTHYECKYI0  JESTEIbHOCTh, M HX  000COOJICEHHBIMHU
MOJIpa3IeieHUsIMI  (aMOyTaTopusiMu, (perbaAepcKuME B (PeTbAIIepCKO-aKyIIePCKIMA TyHKTaMH,
LeHTpaMu (OTIeJIeHUsIMU) o0IIel BpauyeOHOW (CeMEWHON) MPAKTUKH), PACHOJIOKCHHBIMH B CEIBCKUX
MIOCEJECHUAX, B KOTOPBIX OTCYTCTBYIOT allTe€UHble OpraHu3aluM (Aajgee - CyObEKThl PO3ZHUYHOMN
TOpromin), 0e3 peuenrta <I> u (W1K) MO peLENTy Ha JEKAPCTBEHHBIN IMpenapar, opopMiIeHHOMY <2>
MEIULIMHCKUMH PaOOTHUKAMU (Jajiee - pelenT), a TaKkke M0 TPeOOBAaHUIO MEIUIIMHCKON OpraHu3aluu
<3> nJig anTe4YHON OpraHu3alny.

n.n

<1> HomnyHkT "4" myHkTa 5 yactu 4 crarey 18, moanyHKT "K'" myHkTa 1 yactu 1 crateu 33
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaiieHuH JeKapcTBEHHBIX CpeacTB"
(Cobpanwue 3akonomarenscTBa Poccuiickoit @eneparun, 2010, N 16, ct. 1815) (nanee - @enepanbHbIit
3akoH N 61-D3).

<2> HoanyHkT 5.2.179 [Nonoxenus o MunucrepcTse 3apaBooxpanenus Poccuiickoit denepaunu,
yTBepkAeHHOro rnocrasonnenueM [IpasurenscrBa Poccuniickoit @enepanyu ot 19 nrons 2012 r. N 608
(CobOpanue 3akoHomatenbcTBa Poccuiickori deneparuu, 2012, N 26, cr. 3526; 2017, N 52, ct. 8131)
(manee - Ilomoxxenue o MUHHCTEPCTBE).

<3> Ilynkr 54 crateu 4 @enepanbHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOAATENHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTyck JIeKapCTBEHHBIX MPEnapaToB 6€3 pelenToB OCYIIECTBISIETCS:
1) antekamu, OCYIIECTBISIOIIMMU PO3HUYHYIO TOPTOBIIO (OTIYCK) JIEKAPCTBEHHBIX MpENnapaTroB
HACEJICHUIO, W alTeKaMH KaK CTPYKTYpHBIMH TOJpa3AeNeHUSIMU MEIUIIMHCKONW OpraHu3anuu (Janee -

anTeKn);

2) anTeuyHbIMM ITyHKTaMH, B TOM 4YHCJI€ KaK CTPYKTYPHBIMH IOAPA3JEICHUIMU MEAULMHCKON
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OpraHm3alu (fanee - arTeYHbIe MyHKTHI);
3) anTeYHbIMU KHOCKAMH;

4) WHAMBHUIYANTbHBIMH MPEINPUHUMATEISIMUA, HMCIOIUMH JIUICH3UI0 Ha (apMaleBTHYECKYIO
NeSTeNIbHOCTD (JaJiee - MHANBUAYAIbHbBIN NPeIIPUHUMATEIND);

5) MEOUIMHCKAMHU  OpraHH3alHsIM{, WMCIOUIMMH JIMIEH3WI0 Ha  (DapMaleBTHYECKYIO
NEeATEIbHOCTh, M HMX OO0OCOOJCHHBIMH TMOJpA3JACICHUAMU (aMOyJIaTOpusiMH, QGEenbAMIEPCKUMH |1
(denpamepcKko-akymepckuMu MMyHKTaMU, IeHTpamMu (OTAeleHusIMH) oOmieil BpaueOHOI (ceMeitHOoi)
NPAaKTUKH), PACIOJIOKEHHBIMH B CEJIBbCKUX TIIOCEJICHHAX, B KOTOPBIX OTCYTCTBYIOT amNTE4yHbIE
OpraHu3alyy (Jajee COOTBETCTBEHHO - MEAWIMHCKHE OpraHu3aluu, 000COOJCHHbIE MOApa3IeICHHS
MEJIUIMHCKUX OpPTaHM3alWi), MepPeYeHb KOTOPBIX YTBEP)KAACTCS OpraHaMH HCIIOJHUTEIHHON BIACTH
cyonsekTa Poccmiickoit @eneparun <4>.

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

3. OTyck JIeKapCTBEHHBIX IIPENapaToB MO PELeNTaM OCYIIECTBIIAETCS:

1) anTexamu;

2) anTe4YHbIMH ITyHKTaMU;

3) MHAMBHyaJbHBIMU MPEIIPUHUMATEISIMU (32 UCKIIOYEHUEM OTITyCKa HapKOTUYECKUX CPEICTB
U TICUXOTPOIIHBIX BEILIECTB, BKJIIOYEHHBIX B IEPEUEHb HAPKOTUYECKUX CPENICTB, ICUXOTPOIHBIX BEIIECTB

U UX IPEKYpCOpOB, MOAJIEKAIUX KOHTPOIto B Poccuiickoit denepaunun <5> (nangee COOTBETCTBEHHO -
[lepeuenp, HAPKOTUUECKHE U ICUXOTPOIHBIE JIEKAPCTBEHHBIE MTPENapaThl);

<5> Ilyskr 2 crateu 2 ®PenepanbHoro 3akoHa ot § sHBapa 1998 r. N 3-@3 "O HapKOTHUECKHX
CpeacTBax U McuXoTpomnHbix BemecTBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanun, 1998,
N 2, ct. 219; 2016, N 27, ct1. 4238) (nanee - ®enepanbHbiii 3akoH N 3-D3).

4) MEIUIMHCKUMHU OpTaHH3alusIMH U 000CO0JIEHHBIMA MOAPA3ACICHUAMA MEIULIMHCKAX
OpraHu3aIuiil.

4. Tlo penenTaM, BBITMCAHHBIM Ha pelenTypHbIX Onankax dopmbl N 148-1/y-88, oTmyckarorcs
<6> jeKapCcTBEHHbIE MpenapaThl, BKIIOUYEHHbIE B IEPEYCHb JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO
MPUMEHEHHUS, TIOJUISKAIINX MPEIMETHO-KOJIMYECTBEHHOMY y4YeTy (fajiee - JIeKapCTBEHHBIEC MpemnapaThl,
BKJIIOUEHHBIE B niepeueHs [IKY) <7>.

<6> [loanyskr 5.2.179 Ilonoxenus o Munuctepcrse (CoOpanue 3akoHoaTenbeTBa Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

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

VYka3aHHbIE JIEKapCTBEHHbIE Mpenaparthl, NpeAHa3HAuYECHHbIE JUIS TpaXkJaH, UMEIOIIMX IIpaBO Ha
MOJIy4Y€HHUE JIEKAPCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIaTHO WJIM CO CKUIKOM, OTIyCKalTCs Npu
MPEABSIBJICHUU pEIeNTa, BBIMHCAHHOTO Ha penentypHoMm Omanke dopmbl N 148-1/y-88, u pernernra,
BBITIMCAHHOTO Ha perientypHoM Osianke dhopmbl N 148-1/y-04(x1).

5. Ilo peuenTam, BHIIMCAHHBIM Ha pelienTypHbIX O6maHkax Gopmbl N 148-1/y-04(11), oTHycKaroTCs
JIeKapCTBEHHbIE MPEenapaThl, BHIIMCHIBaEMbIe I'pakJaHaM, UMEIOIIMM MPaBo Ha OecIiIaTHOE MOITy4YeHue
JIEKapCTBEHHBIX IIPENapaToB MWIM IMOJIYYEHHE JIEKapCTBEHHBIX IpEnaparoB cO CKUAKOW (Jaiee -
JIEKapCTBEHHbIE MPEnapaThl, OTIMYCKaeMble OECIUIATHO WM CO CKUIKOM).

6. [To perientam, BRIMMCAHHBIM Ha penenTypHbIX Onmankax Gopmer N 107-1/y, OTITyCKarOTCs MHBIS
JIEKapCTBEHHbIE IpernapaThl, HE yKa3aHHble B MyHKTe 4 HacToammx llpaBun, m 3a UCKIIOYEHHEM
JIEKapCTBEHHBIX MPENapaToB, OTIMYCKaeMbIX Oe3 perernTa.

7. KoMOuHMpOBaHHBIE JI€KAPCTBEHHBIE MpEnapaThl s MEAUIIMHCKOTO MPUMEHEHHUS, COIepIKaIIue
KpOME MaJIbIX KOJIMYECTB HAPKOTUUYECKUX CPEACTB, ICUXOTPOMHBIX BEHIECTB U UX MPEKYPCOPOB APyrue
(hapMaKoJIOTHYCCKUE AaKTUBHBIC BEIISCTBA, OTITYCKAIOTCS aNTeKaMH, AaNTeYHbIMH ITyHKTAMU U
WHIWBUIYATbHBIMH  TIPEANPUHUMATEIISIMH, WMCEIOIMIMMH  JIMIEH3WI0 Ha  (DapManeBTHYECKYIO
NeATEIBLHOCTb, IO PeIienTaM, BRIITMCAHHBIM Ha penentypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88
<8>, KpoMe TeX JeKapCTBEHHBIX MPenapaToB, KOTOPBIE OTIYCKAlOTCs O€3 pelenTa.

<8> Yacte 6 cratem 55 @enepanbHoro 3akoHa N 61-O3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo pementam B (opme »dJIEKTPOHHOTO JIOKyMEHTa C UCIHOJIb30BAHUEM YCHIIEHHOM
KBIM(UIIMPOBAHHON SJIEKTPOHHON MOAMKMCH MEIUIIMHCKOro paboTHHKa (najee - peuent B ¢dopme
ANEKTPOHHOTO JOKYMEHTA) OTITyCKAIOTCS BCE JIKAPCTBEHHBIC MIperapaThl, yka3aHHbIC B MMyHKTax 4, 5, 6,
7 nacrosimuux IIpaBuir.

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

1) nekapcTBEHHBIE IpeNaparhl, BKIOYEHHbIE B nepeueHb [TIKY, BhIIMCAaHHBIE HA PELENTYPHBIX
omankax ¢opmer N 148-1/y-88;

2) JexkapCTBEHHbIC IIpemaparbl, BKJIIOYEHHble B llepedeHb JIEKapCTBEHHBIX NpenapaTos,
OTIIyCKaeMBIX M0 penenrtaM Bpada (¢enpamiepa) NpUd OKa3aHUHM JOMOJHHUTEIBHON OecriaTHOM
MEJWIMHCKOW TOMOIIM OTACNBHBIM KaTeTOPUSM TpaKAaH, HMMEIOIUM TIpPaBO Ha TOJTyYCHHUE
TOCYJapCTBEHHON COIMAbHONW TIOMOIIM, a TaKXXe HHBIC JICKApPCTBEHHBIC CPEJICTBA, OTITYyCKacMbIe
OECIUTaTHO WJIM CO CKHMJIKOM, BBITTMCAHHBIE HAa pelenTypHbIX Olankax Gopmbr N 148-1/y-04(i).

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

11. OTyck neKkapCTBEHHBIX NIPENAPAaTOB OCYIIECTBISAETCS B TEUEHUE YKa3aHHOTO B PELENTE CPOKa
€ro JelcTBUS P 0OpAIIEHNUH JIMIA K CyOBEKTY PO3ZHUYHON TOPTOBJIH.
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12. Yrpatun cuny ¢ 1 centsops 2022 rona. - [Tynkr 3 nanHoro Ilpukasa.

13. JlekapcTBeHHBIE NIpenapaTbl OTIYCKAIOTCA B KOJIMYECTBE, YKa3aHHOM B pELENTE, 3a
HCKJIIOYCHHEM CJIIy4acB, KOraa JJIs JICKaApCTBCHHOTO IIpemlapaTa YCTAaHOBJICHO KOJIHMYECTBO, KOTOPOEC
MO>KET OBITh BBINIUCAHO B OJHOM PELEITE, WU Kype JeueHus <9>.

<9> [Moanyukr 5.2.177 Ilonoxenus o Munucteperse (CoOpanue 3akoHoaTenbeTBa Poccuiickoit
®enepanuu, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

[Ipu npeabsiBieHUMH pelienTa C MOPEBBIIIEHUEM MPEAETbHO JOMYCTUMOIO  KOJWYECTBA
JIEKapCTBCHHOT'O TIperapara, KOTOPOe MOXET OBITh BEIMMCAHO B OJHOM perenTte, (papMareBTHICeCKHiA
paboTHUK WHGOPMHUPYET 00 ATOM JIUIO, MPEACTABUBINEE PEIENT, PYKOBOIUTEIS COOTBETCTBYIOMIEH
MEIUIMHCKOW OpraHu3aluyd M OTIYCKAaeT YyKa3aHHOMY JIMIly YCTaHOBJIEHHOE COOTBETCTBEHHO
MpeiebHO JAOMYyCTUMOE KOJUYECTBO JIEKAPCTBEHHOIO MperapaTa, KOTOPOEe MOKET ObITh BBITHUCAHO B
OJIHOM PEIEeNTe C MPOCTaBICHUEM COOTBETCTBYIOIIEH OTMETKH B PELICTITE.

[lpy Hanuumm y cyOBEKTa pPO3HUYHOW TOPTOBIM JIEKAPCTBEHHOTO Iperapara ¢ JI03UPOBKOI,
OTJIMYHON OT JI03MPOBKHM JIEKAPCTBEHHOrO IpernapaTa, yKa3aHHON B pelente, OTIYCK HMEIOLIerocs
JIEKapCTBEHHOT' 0 Ipernapara J0IyCKaeTcsl, €CIH J03UPOBKaA TAKOTO JIEKAPCTBEHHOI'O MIpernapara MEHbIIE
JO3UPOBKM, YyKa3aHHOW B perenre. B Takom ciyyae OCYyLIECTBISETCS IEpecyeT KOJIUYeCTBa
JIEKapCTBEHHOT'O Mpenapara ¢ y4eToM Kypca JISUeHHUs], yKa3aHHOTO B peLenTe.

B ciydae ecnm n03MpoOBKa JIEKapCTBEHHOTO Mpemnapara, UMEKIErocs y cyObekTa pO3HUIHOU
TOPTOBIIM, TIPEBBIIIACT JIO3UPOBKY JIEKAPCTBEHHOTO TIperapara, yKa3aHHYI B peLernTe, pemieHue oo
OTIyCKE JIEKAPCTBEHHOT'O IMpernapara ¢ TaKoW JJO3MPOBKOM MPUHUMAET MEIUIMHCKUA pPaOOTHUK,
BBINKCABIINNA pELIEeNT.

14. Otnyck JeKapCTBEHHOrO IIpenapara OCYIIECTBIAECTCS B IMEPBUYHOM UM BTOPUYHOM
(moTpeOuTENbCKOM) YMaKOBKaX, MapKUPOBKAa KOTOPBIX 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 TCUXOTPOIHBIX JIEKAPCTBEHHBIX
npemnaparoB crucka Il - TpeboBanmsam mysakTa 3 craten 27 denepanbroro 3akoHa N 3-D3 (Cobpanue
3akoHomarenscTBa Poccuiickoit deneparuu, 1998, N 2, ct. 219; 2016, N 15, cT. 2052).

15. Ilpu oTmycke JeKapCTBEHHBIX IpenapaToB MO pelenty, o(GOpMIEHHOMY Ha pPeLENnTYypHOM
OnaHke Ha OyMaXHOM HocHTese, (papMaleBTUUECKUH paOOTHUK MPOCTABIsIET OTMETKY Ha pelente 00
OTIIyCKE JIEKapCTBEHHOT 0 Npenapara "JlekapcTBeHHbIN npenapar OTIYIIEH" U ¢ yKa3aHHUEM:

1) HauMeHOBaHMSA amnTeYHOW opraHu3auuu ((pamMuiInd, WMEHH, OT4YecTBa (IPU HAIUYHH)
MHAUBUAYAIBHOTO IPEIIPUHUMATENS);

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

3) pamunuu, UMEHH, OTYECTBA (MIPH HATMYMH) MEIUIIMHCKOTO pabOTHHUKA B CIyYasiX, yKa3aHHBIX B
a03arie yeTBepTOM IMyHKTa 13 1 ab3ate TperbeM nmyHkTa 16 HacToAummx [Ipasu;
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4) peKBHU3MTOB IOKYMEHTA, yIOCTOBEPSIOLIETO JIMYHOCTH JIMIA, TMOJTYYHMBILIETO JIEKAPCTBEHHBIN
mpernapar, B ciaydae, yKa3aHHOM B IyHKTe 28 HacTosaumx [IpaBu;

5) pamunuu, uMeHu, otyecTBa (MpH HAIMYKMK) (papMaleBTUUECKOTO pabOTHUKA, OTITYCTHBILIETO
JIEKApCTBEHHBIN ITpenapar, U ero MoAIuCH;

6) 1aThl OTIyCKa JIEKAPCTBEHHOT'O IIperapara.

16. Ilpn oTmycke IEKapCTBEHHBIX IPENapaToB IO PELENTY, BHIIMCAHHOMY Ha PELENTYPHOM
6nmanke ¢opmbl N 107-1/y co cpokoM JeHcTBUS O OAHOTO Toja, B KOTOPOM yKa3aHbl MEPUOIBI U
KOJINYECTBO OTIYCKa JIEKApCTBEHHOTO INpemnapara (B KaXAblil MepHoa), pelenT BO3BpallaeTcs JUILY,
IpUOOpETAIOLIEMY JIEKAPCTBEHHBIN IIpenapar, ¢ OTMETKOHM, COJepXalleld CBEICHHs, YKa3aHHbIE B
nyHkre 15 Hacrosmux IIpasui.

[Ipu ouepenHoM oOpaileHUU JUIA K CYOBEKTY PO3HHUYHOM TOPrOBIM C JAaHHBIM pEHENTOM
YUUTBHIBAIOTCS OTMETKH O MPEABIAYIIEM OTITyCKE JEKapCTBEHHOTO MperapaTa Mo TaKOMy PeLenTy U B
ciy4ae mpuOOpEeTeHHs JIMIOM KOJHMYECTBA JIEKAPCTBEHHOTO IpemapaTa, COOTBETCTBYIOIIETO
MaKCHUMaJTbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKAM pPAaOOTHUKOM B pEILENTe, a TaKkKe 10
HCTEUYEHNUU CpOKa JIEHCTBUS peLeNnTa, Ha pelenTe ImpocTaBisercs mrami "JlekapcTBEeHHBIN mpenapar
OTIyIIeH" W pelenT BO3BPAIIAETCS JTUILY.

EnvHOBpeMeHHBIN OTIYCK JIEKapCTBEHHOTO IIpernapara [0 pELEeNnTy, BBINHCAHHOMY Ha
peuentypaoM Onanke gopmbl N 107-1/y co cpokoMm AEHCTBHS 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. Ilpn ormycke JEKapCTBEHHBIX IPENapaTroB IO PELENTY, BHIIMCAHHOMY Ha PELENTYPHOM
Oomanke Qopmbr N 148-1/y-04(;1), 3amoHEHHBIM KOPEHMIOK TaKOTO pelenta IepenaeTcs
¢dapmainieBTHUECKUM ~ pabOTHUKOM JIMIly, MpHoOperaromemMy (MOJydaroleMy) JeKapCTBEHHbIE
npenaparsl.

18. Ocratorcss u XpaHircs y CyObeKTa pO3HMYHOM TOProBIM pelentel (C OTMETKOH
"JlekapCTBEHHBII MpemnapaT OTHyIleH") Ha:

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

2) nexapcTBEHHbIE Mpemnaparbl, oTHocsmuecs Mo ATX K aHTUIICHXOTUYECKUM CpPeACTBaM (KOJ
NO5A), ankcuonutukam (kox NOS5SB), cHoTBOpHBIM H cemaTuBHBIM cpenctBaM (kox NOSC),
aHtugenpeccantam (koa NOOA) u He mojyiexalie npeIMeTHO-KOJIMYECTBEHHOMY YYeTy, - B TCUEHHE
TPEX MECSIIEB.

19. Peuentsl, He yka3aHHble B IyHKTe 18 Hactosmmx IlpaBui, oTmedaroTcs 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, OT4ECTBO (TpHU
HIMYMKM) MEAMLMHCKOrO0 pabOTHMKA, BBIIMCABIIET0 pELENT, HauMEHOBAaHHE MEIUIMHCKON
OpraHM3aliy, NMPUHATBIE MEpbl, OTMEYAlOTCs mTaMioMm "Peunent HenelcTBUTENneH" M BO3BpaLIArOTCS
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muny, npenactaBuBmemy peuent. O (akrax HapylieHUs NpaBuil O(QOPMIIEHUS PELENTOB CYOBEKT
PO3HUYHOM TOPTOBIM HH(POPMHUPYET PYKOBOJUTENSI COOTBETCTBYIOIIEH METUIIMHCKOIN OpraHu3aluu.

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

21. B o6GocobneHHOM MOapa3AeeHuH MEAMIMHCKONW OpraHU3aluu JOJDKHBI OBITH 0O€CTeYeHbI
YCJIOBHSI COXPAHHOCTH OCTaBJIEHHBIX HAa XpPaHEHHE PELIETITOB Ha JIEKAPCTBEHHBIE CPEJICTBA.

Penentel Ha JI€KapCTBEHHBIE CPEICTBA, IMOJJIEKAIIUME NPEAMETHO-KOJINYECTBEHHOMY YUETy,
JIEKapCTBCHHBIE CPEACTBA, OTITyCKAaeMble OCCIUIATHO WJIM CO CKHIKOH, €KEMECSYHO IMepeHaaroTcs W3
000COOJIEHHBIX  TO/ApA3CNeHNd MEAUIIMHCKUX OpraHu3aluid B  MEIUIIMHCKHE OpraHu3allfH,
CTPYKTYPHBIMH NOAPA3ICICHUSIMA KOTOPBIX OHU SABJISIOTCS, JJIS IOCIEAYIOIIETO XPAaHCHUS.

22. Tlpu oTmycke JeKapCTBEHHOIro Mpemnapara (apMaleBTHUECKUl pabOTHUK WM PaOOTHHUK
MEIMLIMHCKOW  opraHu3auuu  (000COONIEHHOro  MojApa3ieieHUs  MEAMIMHCKOM  OpraHu3alvn)
uH(pOpPMUpYET L0, IpuodpeTaroniee (MoIydaroliee) JeKapCTBEHHBIN Ipenapar, 0 pexuMe U 103aX ero
IpuemMa, IpaBUax XpaHEHHUs B JOMAIIHUX YCIOBHSX, O B3aUMOJIEHCTBUU C APYTUMU JIEKAPCTBEHHBIMU
npernapaTamH.

23. Ilpu oTmycke JI€KapCTBEHHOIO Mpenapara (apMaleBTHUECKUl paOOTHUK WM PaOOTHHUK
MEIULMHCKONW opraHu3anuu (060CO0IEHHOr0 MojApa3ieieHnss MEAULIMHCKOW OpraHu3alyu) He BIpaBe
NPEJOCTABIATh HEJAOCTOBEPHYI0 W (WJIM) HEMOJHYI0 HWHGOPMALMI0O O HAIMYUM JIEKAPCTBEHHBIX
IIpernapaToB, BKJIIOYas JIEKAPCTBEHHBIE Ipenaparbl, HMEIOLIME OJUHAKOBOE MEXAYHapOIHOE
HCIMMAaTCHTOBAHHOC HAMMCHOBAHHWEC, B TOM YUCJIC CKPLIBATH I/IH(bOpMaIII/IIO 0 HaJIN4YHU JICKAPCTBCHHBIX
MpernapaToB, UMEIOLIUX 0oJiee HU3KYIO ieHy <11>.

<11> Cratbs 74 PenepanbHoro 3akoHa oT 21 Hos0psa 2011 r. N 323-®3 "O6 ocHOBax OXpaHbI
310poBbs rpaxkaaH B Poccuiickoit @eneparun" (Cobpanue 3akoHonatenbetBa Poccuiickoit denepanuu,
2011, N 48, ct. 6724, 2013, N 48, ct. 6165) (nanee - Genepanbubiit 3akoH N 323-D3).

24. 3anpeniaercd OTHycK (GanbCUPHUIMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpadaKTHBIX
JIEKapCTBEHHBIX IMpenapaToB <12>.

<12> Cratpsa 57 denepanpHoro 3akoHa N 61-03 (Cobpanue 3akoHOnarenbcTBa Poccuiickoit
®epnepanun, 2010, N 16, ct. 1815).

25. OTIyCcK 3TUJIOBOTO CIIUPTA MPOU3BOAMUTCS MO PELENTy C yUeTOM YCTaHOBJIEHHBIX TpeOOBaHUMN
K 00beMy Tapbl, yIaKOBKE U KOMIUICKTHOCTH JIEKapCTBEHHBIX IpenapaToB <13>.

<13> Yacte 4.1 crateu 45 @enepansHoro 3akoHa N 61-O@3 (CobpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2015, N 51, cr. 7245), nocranosnenue [IpaButenbcTBa
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Poccuiickoit ®enepaumu ot 23 wmronsa 2016 r. N 716 "O mnopsake (opMUpOBaHMS IEpEeUHs
JIEKapCTBEHHBIX  NPENapaTroB UIsl MEAMLMHCKOIO INPUMEHEHMs, B  OTHOIIEHHH  KOTOPBIX
yCTaHABJIMBAIOTCS TpeOOBaHUS K 00bEMY Taphl, YIIAKOBKE M KOMIUICKTHOCTH, EPEYHS JIEKAPCTBEHHBIX
MIpenapaToB /Jisl BETEPUHAPHOTO PUMEHEHUS, B OTHOLUIEHUH KOTOPBIX YCTaHABIMBAOTCS TpeOOBaHUS K
o0beMy Tapbl, W omnpeneneHus Takux TpeboBanmit" (CoOpaHue 3aKOHOJATENhCTBA Poccuiickoit
®denepanun, 2016, N 31, ct. 5030).

JlexapcTBeHHBIE IIpemaparsl, COAECpPIKAlUe 3TWIOBBIM CIMPT, B TOM YHUCJIE HU3TOTOBJICHHBIEC IIO
penenty cyOBbeKTOM PO3HUYHOM TOPTOBIM, UMEIOIIUM JIMICH3HIO Ha (DapMalleBTHUECKYIO IeSTeIbHOCTh
C IpPaBOM H3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENApaToB, OTIIYCKAKTCA C YYETOM YCTaHOBIJICHHBIX
TpeOoBaHMIl K 00bEMY Taphbl, yHaKOBKE U KOMIIEKTHOCTH JIEKaPCTBEHHBIX MTPETapaToB.

26. 3anpemaeTC}1 paS,Z[eJIBHBII;'I OTIIYCK JICKApPCTBCHHLIX CpCACTB, BXOJIJAIMX B COCTaB
JICKApCTBCHHOT'O IIpCIiapaTa, U3roTaBJInBacMoOro CY6T:>6KTOM pO3HPI‘lHOI>i TOPIrOBJIN.

27. 3ampemiaeTcss OTHYCK CYOBEKTOM PpO3HHYHOW TOPTOBIHM IO peIenTaM BeTePHHAPHBIX
OpraHu3alui:

1) nexapcTBEHHBIX IIpENapaToB, BKIOUEHHBIX B nepedeHs [IKY;
2) nexapCTBEHHBIX MIPENapaToB, OTIYCKAEMbIX OECIIJIATHO WJIA CO CKUIKOM;

3) neKkapCTBEHHBIX IMpernapaToB, OTHOCSIIUXCS M0 ATX K aHTUICUXOTHYECKHM CpelCTBaM (KOJ
NO5A), askcuonutukam (kox NO5B), cHOoTBOpHBIM © cemaTuBHBIM cpenctBam (kon NOSC),
antugenpeccantam (kox NO6A) u He BKITIOUeHHBIX B niepeyeHsb [TIKY.

Il. TpeboBaHUA K OTNYCKY JNleKapCTBEHHbIX NpenapaToB
no Tpe6oBaHMIO MeAULMHCKON OpraHn3auumu

28. Jns ofecriedeHuss JiedeOHOrO Tpoliecca B MEIAMIIMHCKOW OpPraHU3alluM  anTeuyHOU
OpraHM3aIlfel, SBISAIOMICHCS CTPYKTYPHBIM TIOApa3AeeHUeM TaKOW METUIIMHCKOW OpraHu3alluu,
OCYIIECTBIISIETCS OTIYCK JHOO M3TOTOBJICHHE W OTIYCK JICKAPCTBEHHBIX TMPENaparoB Ha OCHOBAaHUU
Tpe60BaHI/I$I MeI[HHHHCKOﬁ opraHmauI/m, BBITIMCAHHOT' O YHOJIHOMO‘IGHHI)IM MCOAUIINHCKUM pa6OTHI/IKOM
(manee - TpebOBaHME MEIUITMHCKOW OPTaHU3AIIIH ).

MG,Z[I/II_II/IHCKaﬂ opraHnu3alys BIIpaBE 06paTI/ITBC${ B CTOPOHHIOIO aIITCUHYIO OpraHu3aluio IIPpU
OTCYTCTBHUU anTeyHou OopraHusanuu, SIBJISIONIEHCS CTPYKTYPHBIM nmoApa3aAciiCHUCM TaKoM
MEIUIIUHCKOM OpraHu3anunu.

JlexapcTBeHHBIE IIpeNapaThl, U3rOTOBICHHBIE AalITEYHBIMU OPraHU3aLUsAMU I LEJIeH X OTIyCKa
10 TpeOOBaHUAM MEAMIIMHCKUX OpraHU3allHii, FOCy1apCTBEHHON PETUCTpalluy He moaiexar <14>.

<14> [yukTt 1 yactu 5 crareu 13 ®denepanbHoro 3akoHa N 61-D3 (Cobpanue 3aK0OHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815).

29. Xpanenue TpeOOBaHUI MEAUIMHCKONW OpraHU3alMy, 10 KOTOPBIM OTITYIICHBI JIGKAPCTBEHHBIC
Ipenaparsl, OCYLIECTBJISAETCS aNTEYHOW OpraHM3alMedl B COOTBETCTBMM C IYHKTOM |8 Hacrosmiero
[Topsaxa.
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30. Hapymienue nepBUYHOM YNAKOBKM JIEKAPCTBEHHOIO IIpenapara IIpd €ro OTIYCKE 110
TpeOOBaHUIO MEIUIIMHCKOM OpraHM3aluy JOMYyCKAeTCs allTeuHOW OpraHu3aluen, UMEromen JTUIeH3HIO
Ha (apMaleBTUYECKYIO JESITEIBHOCTh C MMPABOM M3TOTOBJICHHS JICKAPCTBEHHBIX IMpenaparoB. B Takom
cllydae OTIIyCK JIEKAPCTBEHHOIO Ipenapara OCYIIECTBISAETCS B yHakoBke <15> ¢ mpenocraBiieHHUEM
MHCTPYKUUHU (KOTIMM MHCTPYKIIMHN) MO IPUMEHEHHUIO OTITyCKaeMOT0 JIEKApCTBEHHOTO Mpernapara.

<15> IIpuka3 MunzapaBa Poccun ot 26 oktsa6psa 2015 r. N 7511 "OO6 yTBep»aeHUN NpaBUil
U3TOTOBJIEHUSI U OTIIYCKA JIEKAPCTBEHHBIX NPENaparoB Ul MEIULUHCKOTO MPUMEHEHHS aNTEeYHBIMU
OpraHM3alMsIMM,  WHAMBUAYAJIbHBIMU  IPEANPUHUMATENSAMH,  HWMEIOIMMHU  JIMLIEH3UI0  Ha
(dapMareBTHYECKYIO0 JIeATEIbHOCTE" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTHIIMU Poccuiickoit
Oenepanuu 21 anpens 2016 r., peructpanuonssiii N 41897).

lll. Oco6eHHOCTH OTNyCcKa NleKapCTBEHHbIX NpenapaToB
no peuentam B (hopMe 3NIeKTPOHHOro AOKYMEHTa

31. Otmyck nexkapCTBEHHBIX IpenaparoB IO penentaM B (opMe 3JIEKTPOHHOIO JOKYMEHTa
OCYIIIECTBIISICTCSI aNTeKaMH, AaNnTEeYHbBIMH TYHKTaMH W WHIWBUAYAIGHBIMH TIPEANPHHAMATEISIMH,
yKa3aHHBIMH B ITyHKTe 2 HacTosiux [IpaBuil, pacrionokKeHHbIMU Ha TeppuTOopuu cyobekTa Poccuiickoit
®eneparyun, B KOTOpoM opopMIleH pelent B (opMe 3IEKTPOHHOIO AOKYMEHTA, B CIy4ae HpPUHATHS
YIOJIHOMOYEHHBIM OpraHoM cyowekrta Poccuiickoit denepanyy B COOTBETCTBUU C IYHKTOM 4 CTaThu 6
®epnepanproro 3akoHa N 61-O3 (CobOpanue 3akoHonarensctBa Poccuiickoit @enepanuu, 2010, N 16,
ct. 1815; 2019, N 52, ct. 7793) pemenns 00 MCIOIB30BaHUH HAa TEPPUTOPHH CcyObekTa Poccuiickoit
@Oenepan HapsaLy C pelenTaMd Ha JIeKapCTBEHHbIE Mpenaparbl, OGOPMICHHBIMH Ha OyMa)kHOM
HOCHUTEJIE, PELENTOB Ha JEKapCTBEHHbIE IIpenaparbl, CHOPMHUPOBAHHBIX B (OpPME 3SJIEKTPOHHBIX
JOKYMEHTOB (JjaJiee - pelIieHne yIoJIHOMOYEHHOT0 oprana cyobekra Poccuiickoil deneparun).

32. AnreuHele  opraHu3aluu  JOJDKHBI  MMETh  NOJKIOYEHME K  TOCYJapCTBEHHOMN
nHPOPMALMOHHOH cucTeMe B cdepe 31paBooxpaneHus cyobekra Poccuiickoit denepannu <16> (nanee
- cucTema), KOTopoe oOecreunBaeTcsi yMOJHOMOUYEHHBIM OpPraHoM BJacTH cyObekTa Poccuiickoit
denepanuu.

<16> Ilocranosnenue IIpaButensctBa Poccuiickoit ®enepaunn ot 5 mas 2018 r. N 555 "O
€IMHOW TOoCyJapCTBEHHONH HH(OpMalMoHHOW cuctemMe B cdepe 3apaBooxpaHeHua" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2018, N 20, ct. 2849; 2021, N 25, ct1. 4814).

Texnunuyeckue TpeOoBaHUS K HMH(DOPMALIMOHHOMY OOMEHY MEXIy anTeuHOl opraHuzanueil u
CHCTEMOM, B TOM 4YHCIIe TPeOOBaHMs K UACHTU(PHUKALMU perenta B popMe 3JIeKTPOHHOIO JOKYMEHTa U
Jauna, OoOpaTHBIIErocs 3a OTIHYCKOM JISKApCTBEHHBIX IPENaparoB IO TaKUM  peLenTaM,
YCTaHaBJIMBAIOTCS pElIEHUEM YIIOJTHOMOYEHHOT0 oprana cyobekra Poccuiickoit denepanmu.

33. OTnyck JEeKapCTBEHHBIX NpEnapaToB IO perentam B (OpME 3JIEKTPOHHOIO JOKYMEHTa
OCYILIECTBIIICTCS JIMIly, YKa3aHHOMY B peLenTe, JMOO0 €ro 3aKOHHOMY IPEACTAaBUTENI0, JHOO JIHIY,
KOTOPOE JINIIO0, YKa3aHHOE B PEIeNTe, WM €0 3aKOHHBINA IPEICTABUTEINh YIIOTHOMOYMIIN Ha MOyYeHUE
JIEKapCTBEHHBIX MPETapaToB.
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[Ipunoxenne N 2

K npuKa3zy MuHHCTEpCTBA 3IpaBOOXPaHEHUS
Poccuiickoit deneparuu

oT 24 Hos16ps 2021 r. N 1093u

NMPABUNA
OTNYCKA HAPKOTUYECKUX CPEACTB U NMCUXOTPOMNHbLIX BELECTB,
3APETMCTPUPOBAHHbBLIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
AanAa MEOULIMHCKOIO NPUMEHEHUA, NNEKAPCTBEHHbDBIX NMPEMNAPATOB
anAa MEOQULMHCKOIo NPUMEHEHUA, COOEPXALLUX HAPKOTUYECKUE
CPEACTBA U NMCUXOTPOINHbLIE BELWECTBA

I. OTmyck HapKOTHYECKMX UM TICUXOTPOIHBIX JICKAPCTBEHHBIX NPENapaToB IO pPeUenTam
OCYIIECTBIISIETCS allTeKaMH, allTeYHbIMH IMyHKTaMHU, MEIMIUHCKUMU OpraHU3alUsIMHU, 000CO0ICHHBIMU
MO/Ipa3IeICHUsIMA METUIIMHCKUX OpPraHU3alfi, UMEIOIUMHU JTUICH3UIO0 Ha JIeATEIbHOCTh MO 000pOTY
HApPKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BELIECTB U UX IPEKypCOPOB, KYJIbTUBUPOBAHUIO
HapKocoepkaimux pacteHuil. [lepeueHb METUITMHCKUX OpraHu3anuii 1 000COOICHHBIX MOApa3IeICHUN
MEIMIIMHCKUX OPraHHu3allMil, NepeYeHb HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENAapaTOB M MCUXOTPOIHBIX
JIEKApCTBEHHBIX TPEMapaToB, OTIMYCK KOTOPHIX (DHU3WYECKUM JUIAM MOXKET OCYIICCTBIISTHCS
YKa3aHHbBIMH ~ MEIUIIMHCKUMH  OpraHu3aimusiMd U  UX  O0OCOOJEHHBIMH  MOAPA3JCICHUSMU,
yCTaHABIMBAIOTCSA OpraHaMH UCIIOJIHUTENBHOMN BiacTu cyObekToB Poccuiickoit denepannn <1>.

<1> Ilyskt 1 crareu 25 @enepanpHoro 3akoHa oT 8 ssHBapst 1998 r. N 3-®3 "O HapKOTHYECKHUX
cpencTBax u ncuxoTpornHbix BemectBax" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanun, 1998,
N 2,cr.219; 2016, N 1, ct. 28).

2. o penienitam, BBIMMCAHHBIM Ha pelenTypHbIX O6aankax Gopmel N 107/y-HIT <2>, otmyckarorcs
HapKOTUYECKUE M INICUXOTPOIIHBIE JIEKAPCTBEHHBIE INpenaparhbl, BHeCeHHbIe B CIIMCOK HApPKOTUYECKUX
CPEACTB M ICUXOTPOIHBIX BEIIECTB, 000pPOT KOTOphiXx B Poccuiickoit dexepanmu OrpaHudeH U B
OTHOIIEHUN KOTOPBIX YCTaHABIMBAIOTCSI MEPHI KOHTPOJS B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®denepanuu U MEXIyHApOIHBIMU AoroBopamu Poccuiickoit deneparnuu (cmucok 1),
[lepeuns (nanmee - HApKOTUYECKME M IICUXOTPOIIHBIE JIEKApCTBEHHblE NpenapaTsl cnucka II), 3a
UCKIIIOYEHUEM  HAPKOTHMYECKMX UM IICUXOTPONHBIX  JIEKAPCTBEHHBIX  IpENaparoB B  BHJIE
TPAHCAEPMAJIBHBIX TEPAllEBTUYECKUX CHUCTEM M  JIEKAPCTBEHHBIX IMPENapaTroB, COJEpKalIUX
HapKOTUYECKOE CPEJICTBO B COUETAHUM C AaHTArOHUCTOM OIIMOMIHBIX PELIENITOPOB.

<2> lloanyskr 5.2.178 nyHkra 5 Ilomoxenuss o MuHHCTEPCTBE 3ApaBoOXpaHeHust Poccuiickon
®denepanun, yTBEpKICHHOro nocraHoBiaeHuem lIpaBurenbctBa Poccuiickoit @enepannu ot 19 utons
2012 r. N 608 (Cobpanue 3akoHomarenscTBa Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2017, N
52, ct. 8131) (nanee - [Tonoxenne 0 MuUHHUCTEPCTBE).

3. Tlo pemenrtaM, BBIMHCAHHBIM Ha pelenTypHbIX Onmankax (Gopmer N 148-1/y-88, oTmyckaroTcs
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<3>:

<3> HonnyHkT 5.2.179 Tlonoxenust o Munucreperse (CoOpanue 3akoHonaTenscTBa Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) ncuxoTponHble JIeKapcTBEHHbIE MpenapaTbl, BHECeHHbIe B CIMCOK ICHUXOTPOIHBIX BELIECTB,
obopor kotopbix B Poccuiickoit denepanuu OrpaHudeH W B OTHOLIEHHH KOTOPBIX JIOIYCKaeTCs
HCKIIFOYEHHE HEKOTOPBIX MEp KOHTPOJISA B COOTBETCTBUHU € 3aKOHOAATENbCTBOM Pocculickon denepanun
U MEXIyHapoaHblMU noroBopamu Poccuiickoit ®epepanuun (cnucok III), Ilepeuns (manee -
MICUXOTPOITHBIE JIEKapCTBEHHbIE Npenapatsl criucka I11);

2) HapKOTHYECKME M TICUXOTpOINHbIE JeKapCTBeHHble mpemnaparbl cnucka II B Buze
TPAHCAEPMAIBHBIX  TEPAEBTUYECKMX CHCTEM UM  JIGKAPCTBEHHBIE IIpenaparsl, COAcpIKallue
HapKOTHYECKOE CPEACTBO B COYETAHUH C AHTATOHUCTOM OIMOMIHBIX PELIENITOPOB;

3) JekapCTBEHHBIE MpEMapaThl, U3rOTABIMBAEMbIE MO PELENTy Ha JEKAPCTBEHHBIN IpemnapaTr u
COZEpIKAIINE HAPKOTHUYECKOE CPEACTBO WIIA IICUXOTPOITHOE BELIECTBO, BHECEHHOE B crucoK II [lepeuns,
U Apyrue (papMakoJIOTHYeCKHe aKTUBHBIE BEIIECTBA B J103€, HE MPEBBIMIAIONICH BBICHIYIO Pa30BYIO
703y, W TpU YCIOBHM, 4YTO 3TOT KOMOMHHUPOBAaHHBIM JIEKapCTBEHHBIM IpemnapaT He sBISETCS
HapKOTUYECKUM WJIM IICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenapaToM crucka Il.

4. Tlpn oTmycke HapKOTHYECKOTO M ICHXOTPOIHOIO JEKapCTBEHHOro mpemnapaTa crucka Il Ha
perenTe 06 OTIyCKe JIEKapCTBEHHOT' O MpenapaTa MpoCcTaBiseTcs MedaTh aTeKy U allTeYHOro MyHKTa,
B KOTOPOM yKa3aHO MX IOJIHOE HaUMEHOBaHUE (IIPU HAJIMYUU TI€YaTH).

5. OcraroTcst u XpaHATCS y CyObeKTa pPO3HUYHOW TOPIOBIM penentsl (C OTMETKOMN
"JlekapcTBEHHBIH Mpenapar OTIyIIeH") Ha:

1) HAapKOTUYCCKHUE W IICUXOTPOIIHBIC JICKAPCTBCHHBLIC IIpCIiapaThl CIIMCKa H, MCUXOTPOITHBIC
JICKApCTBCHHBIC MIPCIIapaThl CIIMCKA III - B TeueHue naTu JICT,

2) KOMOMHHMPOBAHHBIE JIEKAPCTBEHHbIE Ipenaparthl, COJACpXkKallie HapKOTUYECKUE CPEeACTBa WU
IICUXOTPOIIHbIE BeuiecTBa, BHeceHHble B cnucku II u III IlepedHs, M3roTOBIIEHHBIE B alTEYHOU
OpraHu3alyM, JEKAPCTBEHHBIC MPENapaThl, MOMJIEKALIUE IMPEIMETHO-KOJINYECTBEHHOMY YYETy, - B
TE€YEHUE TPEX JIET.

VYka3zaHHbIE JIEKAPCTBEHHBIEC IpenapaThl, IpeAHa3HAaYeHHbIEe Ui I'paXk[JaH, UMEIOIIMUX MpaBO Ha
MOJIyYeHHE JIEKaPCTBEHHBIX IPENapaToB, OTIIYCKAEMbIX OECIUIaTHO MM CO CKUJIKOHM, OTITyCKAaroTCs MpU
NPeIbSIBICHUM peLeNTa, BBIMUCAHHOTO Ha peuentypHoMm Osanke (opmbel N 148-1/y-88, u perenra,
BBINMCAHHOTO HA penenTypHoM Onanke hopmbl N 148-1/y-04(x).

6. OTmyck HapKOTHYECKUX W TICUXOTPOINHBIX JIEKApCTBEHHBIX IPENapaTroB OCYIIECTBISAETCS
(apMaleBTUUECKUMU U MEAMLIMHCKUMH pPaObOTHUKAaMH, 3aHUMAIONIMMH JIOJKHOCTH, BKJIIOYCHHbBIE B
IepedYeHb JOJKHOCTEH (apMalleBTUYECKMX M MEIUIMHCKUX PAaOOTHMKOB B OpPraHMU3ALUAX, KOTOPBIM
IIPEAOCTABIEHO IIPaBO OTIyCKa HApPKOTHUYECKUX JIEKAPCTBEHHBIX IIPENaparoB M IICUXOTPOIHBIX
JIEKapCTBEHHBIX MpenapaToB (PU3NYECKUM JIULaM <4>.
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<4> onnyHkT 5.2.176 Ilonoxenus o Munucrepctse (CoOpaHue 3akoHoaTenscTBa Poccuiickoit
®epnepauun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTndeckrne M NICUXOTPOIIHBIE JIEKApCTBEHHbIE Ipenaparsl cnucka [I, 3a uckmoueHuem
JIEKAPCTBEHHBIX IIPENaparoB B BHJE IUIACTBIPEH M JIEKAPCTBEHHBIX IIPENapaToB, COJEpIKallINX
HapKOTHYECKOE CPEACTBO B COYETAHMM C AHTATOHMCTOM OINHOMIHBIX PELENTOPOB, OTIIyCKAKOTCS MpU
IIPEIBABICHUN JOKYMEHTA, YJIOCTOBEPSIIOLIETO JIMYHOCTh, JIMIy, YKa3aHHOMY B PpELENTE, €ro
3aKOHHOMY TMIpEJCTaBUTENI0O <5> WIM JHIly, HMEIoImeMy O(QOpPMIEHHYIO B COOTBETCTBUU C
3aKoHOmarensCcTBOM  Poccuiickoir  ®enepanuu  JOBEPEHHOCTh HA  IIPaBO  IIOJNYYEHMs] TAaKUX
HAapKOTUYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IIPENAPATOB.

<5> B oTHOIIEHUU JWIla, YKa3zaHHOTro B yactu 2 ctathu 20 dDenepanbHoro 3akoHa N 323-D3
(Cobpanue 3akononarenscTBa Poccuiickoit @enepanuu, 2011, N 48, cT. 6724).

[Tpu HEBO3MOKHOCTH OPOPMIICHUS HHKYPAaOEIbHBIMU OOJBHBIMHU Ha 3aBEPILAIOIIEM dTare KU3HU
JIOBEPEHHOCTH Ha MPABO MOJIYUYEHHs YKAa3aHHBIX B a03alle MepBOM HACTOSIEro MyHKTa HAPKOTHYECKUX
U TICUXOTPOIHBIX JIEKAPCTBEHHBIX MpEnapaTroB TaKWe JIEKAPCTBEHHbIE MperapaThl OTIMYCKAIOTCS MHBIM
JMLAaM, OCYUIECTBISIOIIMM YXOA 3a HHMMH, NPH IPEIbsIBICHUM OJHOBPEMEHHO C PpELEeNTOM Ha
JIEKapCTBEHHBIH MpenapaT J10KyMEHTa, YA0CTOBEPSIOLIEro JINYHOCTb, U JOKYMEHTA, OATBEPKIAI0IIEro
MHKypaOeabHOE COCTOSIHHE OOJBHOTO, COJIEpXKAIllero CBEACHUS O JIMIe, KOTOpOe IOJIydaeT
JIeKapCTBEHHBIE MpenapaThl Mo peuenty (paMunms, uMs, 0T4eCTBO (IIPU HAJTMYUM), BUJ, CEpUs U (MITH)
HOMEp JOKYMEHTA, YJOCTOBEPSIIOIIETO JUYHOCTh), 3aBEPEHHOT0 MOJMUCHIO U MEYaThi0 MEIULIUHCKOTO
paboTHUKA, a TAK)KE NI€YaThi0 METUIIMHCKON OpraHu3aluy.

I[OKYMGHT, HO,I[TBep)KI[aI-OH_II/Iﬁ I/IHKypa6eJ'IBHO€ COCTOsSHHC 6OJ'IBHOFO, OCTaeTcsi B alTEYHOH
OpraHu3anunu.

8. HapkoTuueckue M INCUXOTPOIHBIE JIEKAPCTBEHHBIE Mpemnaparbl cnucka Il (3a uckimoueHnem
JIEKapCTBEHHBIX IpenaparoB B BUJE IUIACTBIpEH U JIEKAPCTBEHHBIX IIPENapaToB, COAEPIKALIUX
HapKOTUYECKOE CPEJCTBO B COUETAHUHU C aHTAarOHUCTOM OIMOMJIHBIX PELENTOPOB), MperHa3HAYCHHbIE
JUIS TpaXKAaH, MMEIOLIUX MPaBo Ha OecIyIaTHOE MOJyUeHHUE JIEKAPCTBEHHBIX MPENapaToB WK MOJIyYeHHE
JIEKapCTBEHHbIX IpenapaToB CO CKHJKOM, OTIYCKAIOTCS MPU MPEIbsIBIECHUH peLeNTa, BIIUCAHHOTO Ha
peuentypHoM Onanke @opmbl N 107/y-HII, u penenta, BEIMMCAHHOIO HA PELIENITYPHOM OJaHKe (OPMBbI
N 148-1/y-04(x).

9. Ilocne oTnycka HApKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapatoB ciucka II, B Tom
yyclie B BUJE TPAHCAEPMAJBHBIX TEPaNeBTHUUECKUX CUCTEM U JIEKAPCTBEHHBIX IPEnaparos,
CoJIepKalliX HApKOTUYECKOE CPEJICTBO B COYETAaHMU C AHTAarOHUCTOM ONHOUAHBIX PEIENTOPOB,
IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka III nummy, nomydyuBmieMy JieKapCTBEHHBIN
Ipernapar, BbAAETCSl CUTHATYpa C JKEJITOM MOJI0COM B BEpXHEH YacTH U Ha/IMUChIO YEPHBIM HIPU(PTOM Ha
Hell "Curnatypa', B KOTOpOM yKa3bIBaIOTCSA:

1) HauMeHOBaHHME U aJIpEC MECTOHAXOXKJICHUS AaIlTeKH, AaNTEeYHOro IyHKTa, MEAUIMHCKON
OpraHu3aIyu, 000COOJICHHOTO MOIPA3/ICICHUS MEIUIITHCKON OpraHu3aInu;

2) HOMep M J1aTa BBIMUCAHHOTO PeLenTa;
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3) dbamunus, UM, OTYECTBO (IIPU HAIWYMM) JIMLA, JUISL KOTOPOrO MpeJHa3HAueH JIEKapCTBEHHBIN
Ipenapar, ero Bo3pacT;

4) HOMEp MEIMIMHCKOM KapThl TNAalMEHTa, [OJyYarollero MEAMIMHCKYI0 IIOMOIIb B
amMOyJIaTOPHBIX YCIOBUSX, ISl KOTOPOTO MpeIHa3HaueH JIEKapCTBEHHBIH Mperapar;

5) dbamunus, UM, 0TYECTBO (TIPU HATMYUU ) METUIIUHCKOTO pabOTHUKA, BBIMHMCABILETO PELEIT, €ro
KOHTAKTHBIN TeseoH 1160 TenedoH MeIUIUHCKON OpraHu3aluu;

6) COACPIKaHUC PCLCIITAa HA JIATUHCKOM S3BIKC HJIN PYCCKOM A3LIKE,

7) Gamunus, uMsi, 0T4eCTBO (IIPU HAJTUYMHU) U TOAMUCH (apMaIleBTUYECKOTO MIIM METUIIMHCKOTO
paboTHHKA, OTIYCTHBILETO JIEKAPCTBEHHBIN Mpenapar;

8) mata OTIyCKa JEeKapCTBEHHOTO Mpemnapara.

10. 3ampemaercsi OTHYCK CyOBEKTOM PpO3HUYHOM TOProOBIM IO pelenTaM BeTEepUHAPHBIX
OpraHu3ali HAPKOTUYECKUX U MICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.

[Tpunoxenue N 3

K IpHUKa3y MHUHUCTEPCTBA 3/[paBOOXPAHEHUS
Poccuiickoit ®enepanuun

oT 24 nos16ps 2021 r. N 1093n

NOPALOOK
OTNYCKA ANTEYHbIMKX OPTAHU3ALIMAMU UMMYHOBUOJTOMMYECKUX
JNNEKAPCTBEHHbIX NMPEMNAPATOB

1. OTnyck MMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISIETCS aNTEYHBIMHU
OpPTaHW3aIMsIME ¥ HWHIUBUIYAJbHBIMH  TNPEANPUHUMATEISIMA, HMMCIONUMH  JIMIEH3UI0  Ha
(apMareBTHYECKYI0 JESITeIbHOCTh, MEIUIIMHCKIMH OPTaHU3AIMsIMHA, HWMCIONUMH JIMIICH3UI0 Ha
(apManeBTHYECKYIO JESTENbHOCTh, M HX OOOCOOJCHHBIMU MOJpa3JAeNeHUsAMH (aMOyIaToOpHUsMH,
¢denpamepckuMU U QEIBIIMIEPCKO-aKyIIePCKIMU  IyHKTaMH, IIEHTpaMH (OTIAENCHUSAMH) O0Omen
BpaueOHON (CeMelHOI) NpPaKTUKK), paCIONIOKEHHBIMH B CEIBCKUX IIOCEJCHUSAX, B KOTOPBIX
OTCYTCTBYIOT alT€YHbIE OpraHu3aluy, 0e3 peuenTa u (WIK) 1Mo PelenTy Ha JEKapCTBEHHBIN Ipenapar,
oopMIECHHOMY METUIIMHCKUMHU paOOTHUKAMH (J1ajiee - PEerenT).

2. Ilpu oTnycke UMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpenapara Ha pelente Uil KOpeuike
penienTa, KOTOPBIA OCTaeTcsl y JMIa, NPUOOpeTaromiero (Imolyvarollero) JIeKapCTBEHHBIM Mpernapar,
yKa3bIBAaeTCs TOYHOE BpeMsl (B yacax M MHHYTax) OTITyCKa JIEKApCTBEHHOTO Mpernapara.

3. Ornyck HMMMYHOOHOJIOTMYECKOTO JISKApCTBEHHOTO IIpernapara OCYILIECTBISIETCS JIUILY,
npuoOperaroemMy (MOJIy4arolleMy) JIEKApCTBEHHBIM Mpenapar, Mpyd HAIMYUU y HETro CHELUUaIbHOIO
TEpMOKOHTEHHEpa, B KOTOPBIM IIOMEIIAETCsS JICKapCTBEHHBIM Ipernapar, WIA BO3MOKHOCTHU
NpuoOpeTeHusT B  aNTeYHOM OpraHuM3allud HEOOXOJMMBIX CpPEACTB JJis  TPaHCIOPTHPOBKHU
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(TepMOKOHTEHHEp, XJ1aJOTEMEHTHI).

4. Jluny, npuoOpeTmieMy HMMYHOOMOJOIMYECKHHM JIeKapCTBEHHBIM Ipenapar, pas3bscHIEeTCs
HEOOXOIMMOCTh JIOCTABKH JIGKAPCTBEHHOT'O Mperapara B MEIUIMHCKYIO OpPTraHU3aIlMI0 B CPOKH, HE
MIPEBBILIAIOIINE CPOKH MOAJIEpKaHus pabouell TemnepaTypbl CPeACTB TPAHCIIOPTUPOBKH, YKa3aHHbIE B
HMHCTPYKIIHH.
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