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

MUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUHCKON
OEJEPAIINN

ITPUKA3
ot 24 Hos10ps 2021 r. N 1093

OB YTBEPKJIEHUU IIPABUJI OTITYCKA JEKAPCTBEHHBIX
MPENAPATOB JJI1 MEJUIIMHCKOI'O IPUMEHEHUS
ANTEYHBIMHA OPTAHU3AIIUAMU, UHANBUJYAJIBHBIMU
NPEANNPUHUMATEJISIMU, UMEIOIIIVMMHU JIUIIEH3UIO HA
OCYHIECTBJEHUE ®APMAIEBTUYECKOUN
JEATEJBHOCTU, MEJIUIIUHCKUMU OPTAHU3AIIUSIMA,
UMEIOIIVMHU JIMIEH3UIO HA OCYIECTBJEHUE
®APMAIIEBTHYECKOH JEATEJIBHOCTH, 1 UX
OBOCOBJIEHHBIMHY NOJAPA3JEJEHUSIMHU
(AMBYJATOPUSMU, ®EJBbJIIIEPCKUMU U
®EJbJIIEPCKO-AKYIIEPCKUMU MYHKTAMMU, HIEHTPAMUA
(OTAEJEHUSMMN) OBIIEA BPAYEBHOM (CEMEMHON)
MMPAKTUKHN), PACIIOJIO)KEHHBIMHU B CEJIbCKHUX
MOCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT AIITEUYHBIE
OPTAHM3AIINU, A TAKKE IPABIUJ OTHYCKA
HAPKOTHYECKHUX CPEJICTB U IICUXOTPOIIHBIX
BEHIECTB, 3APETUCTPUPOBAHHbBIX B KAUECTBE
JJEKAPCTBEHHBIX IPEITAPATOB JUISI MEIUIIUHCKOI'O
IMPUMEHEHWSI, JEKAPCTBEHHBIX ITPEITAPATOB J1JI51
MEJUIIMHCKOI'O IPUMEHEHUS, COJAEPXKALIIUX
HAPKOTHYECKHUE CPEJICTBA U ICUXOTPOITHBIE
BEIIIECTBA B TOM YHCJIE NOPSJKA OTITYCKA
ANITEYHBIMHA OPTAHU3AIIUSIMHU
UMMYHOBUOJIOTNYECKHUX JIEKAPCTBEHHBIX
INPETIAPATOB



B cootBerctBuu ¢ myHkTamu 2 u 3 ctatbu 55 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3
"O06 obOpamenuu JiekapcTBeHHBIX cpeAcTB" (CoOpanue 3akoHOomaTenbcTBa Poccuiickoit denepanun,
2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, ct. 4238), ¢ moamynkramu 5.2.165, 5.2.169 u
5.2.183 nynkra 5 IlomokeHuss o MmuHHCTEpCTBE 3apaBooxpaHeHuss Poccuiickoit denepamum,
yTBEpkKAEHHOro nocraHoBiieHueM IIpaBurenscrBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N
608 (Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanuu, 2012, N 26, ct. 3526; 2014, N 37, cr.
4969; 2017, N 33, ct. 5202), npuka3biBato:

1. YTBepauTh:

[IpaBuna oTmycka JIEeKapCTBEHHBIX IpenapaToB s MEAMLUHCKOTO IPUMEHEHUs alTe4yHbIMU
OpraHM3alUsAMHM, WHJIUBUIAYaJbHbIMU  IPEANPUHUMATENSAMH, HUMEIOIIMMH  JIMLEH3UI0  Ha
OCyILIEeCTBIIEHHE (apMaleBTUUECKON JIEATEIIbHOCTH, MEAUIMHCKUMHI OpPraHU3alUsIMH, UMEIOLUMU
JHIIEH3UI0O HA OCYIIECTBICHHE (DapMalEeBTHUECKOW JEATEIBbHOCTH, W HUX 000COOICHHBIMH
noapasjiesnieHusiMu (aMOynatopusiMu, (enbIIepckKuMu U (peabaAepcKo-akyIepCKUMU TyHKTaMH,
LEeHTpaMu (OTAeIeHUusIMH) 00111eil BpaueOHO (ceMeitHON) MPAaKTUKH ), paCIlOJIOKEHHBIMH B CEIbCKUX
HOCEJIEHUSX, B KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHNU3aLuu, coraacHo npuioxkenue N 1 (nanee -
IIpaBUJIa);

HpaBI/ma OTIIYCKa HAPKOTHUYCCKHUX CPCACTB U IMCHUXOTPOIIHBIX BCHICCTB, 3apCTUCTPUPOBAHHLBIX B
Ka4CCTBC JICKAPCTBCHHLIX IIpClaparoB i1 MCIHULHUHCKOIO IMPHUMCHCHHA, JICKAPCTBCHHBIX
npemnaparoB i MCIUOHUHCKOIO MNPUMCHCHHA, COACPKAIIUX HAPKOTHYCCKUC CPEACTBa U
MNCUXOTPOIIHBIC BCHICCTBA, COINIACHO IMPHIIOKCHHIO N 2;

[TopssmoKk  OTIMYCKa AamNTEYHBIMH  OPTAaHU3ANMUSIMH WMMYHOOHMOJIOTHUECKHUX  JICKAPCTBCHHBIX
mpenapaToB corjacHo npuioxkenuto N 3.

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MuHHCTEpCTBa 3paBOOXPaHEHHs U colalibHOTO pa3Butusa Poccuiickoit deneparuu ot 26
aprycra 2010 r. N 7351 "OG6 yrBepxaeHuu I[IpaBuii oTmycka JEeKapCTBEHHBIX INpernapaTroB JUis
MEAMIMHCKOTO TMPUMEHEHUS MEAUIMHCKUMHM OpraHu3alMsIMM, HMEIOIMMHU JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JesTeIbHOCTh, U MX O0OCOOJEHHBIMU MOJpa3/esieHUus MU (aMOyIaToOpUsIMHU,
denpaAmepckuMu U (PenpAIIepcKo-aKyIepCKUMHM MYHKTaMU, LEeHTpaMu (OTAeNeHUusIMU) oO0Iiei
BpaueOHOM (ceMelHON) MNpaKTHKH), PACHOJOXKEHHBIMU B CEIbCKUX IOCEIEHUSAX, B KOTOPBIX
OTCYTCTBYIOT anT€YHble OpraHuzauuu’ (3aperucTpupoBaH MuHUCTEpCTBOM tocTUIMU Poccuiickoit
Deneparmu 28 centsops 2010 r., peructpaiponssiii N 18575);

npuka3 MunmcTepcTBa 3paBooxpaHenus Poccuiickoit @eneparuu ot 11 urong 2017 r. N 4031 "O6
yrBepxkaAeHuH [IpaBuit oTiycka IeKapCTBEHHBIX MTPEenapaToB Ui MEAUIIMHCKOTO TPUMEHEHH I, B TOM
quciae UMMYHOOHMOJOTMYECKMX JIEKAPCTBEHHBIX MPENapaToB, AanTEYHbBIMH  OpPTraHU3aLUSIMH,
WHAVBUAYAJIbHBIMU  NPEANPUHUMATENSAMH, HMEIOIIUMH JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JesTeabHOCTh" (3apeructpupoBad MuHucTepcTBOM focTuiMu Poccuiickoit denepanun 8 ceHTAOps
2017 r., peructpaunonusiii N 48125);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit ®enepannn ot 7 urong 2020 r. N 6831 "O
BHECCHWH W3MeHeHni B [IpaBuia oTmycka IeKapCTBEHHBIX MPENapaToB Ui MEIUITTHCKOTO
OPUMEHEHHs, B TOM YHCJIE HUMMYHOOHMOJOIMYECKHX JIEKApCTBEHHBIX IPENaparoB, anTeYHbIMH
OpraHW3allusIMK, WHIWBUAYAIGHBIMHA  TPEANPHHUMATEISIMH, HMEIONIMMH  JIMIEH3WIO  Ha
(bapMaleBTUYECKYIO JesTeIbHOCTb, YTBEP)KICHHbIE MpHKa3oM MHHHCTEpCTBa 3/paBOOXPAHEHUS
Poccuiickoit @eneparuu ot 11 urons 2017 r. N 4031" (3apeructpupoBad MUHHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanunu 14 oxtsa6ps 2020 r., perucrpaunonssiii N 60370).
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3. Hacrosmumii npuka3 Bcrynaetr B cuily ¢ 1 mapra 2022 r. u geiictByer 1o 1 mapra 2028 r., 3a
uckioyeHrueM nyHkTta 12 IlpaBun oTmycka JIeKapCTBEHHBIX MpEnapaToB Ui MEAUIMHCKOIO
NPUMEHEHHS alTEeYHBIMU OPTaHU3ALUAMH, WHIUBUAYAJIbHBIMU MPEIIPUHUMATEISIMHA, UMEIOIIMMU
JUIEH3UIO Ha OCYIIeCTBIIeHUE (hapMalleBTHUECKON e TeIbHOCTH, METUIIMHCKUMU OpraHU3alUsIMHU,
UMCIOIIMMHU  JIMICH3UIO Ha  OCYIIECTBICHHE (apMalleBTUYECKONW AEATENbHOCTH, MU HX
000c00IeHHBIMU MoIpa3ieICHUSIMHA (amOynaTopusamu, dbenpamepcKumMu u
GbenpamepcKo-aKymepcKuMU MyHKTaMu, IICHTpaMu (OTACTICHUSIME) 001ei BpaueOHOM (ceMeitHOM)
MPAKTUKHK), PACIOIOKEHHBIMU B CEIBCKUX IIOCEJIICHUSAX, B KOTOPBIX OTCYTCTBYIOT alTE€4YHbIC
OpraHM3al1H, YTBEPAKACHHBIX HACTOSALIUM IIPUKA30M, KOTOPBIM BCTynaeT B cuiy ¢ 1 mapra 2022 r. u
nerictByeT 10 1 centsopsa 2022 roxa.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1093u

IHPABUJIA

OTHYCKA JIEKAPCTBEHHBLIX ITPEITAPATOB JJIA
MEAUIIUHCKOI'O IPUMEHEHUSA

I. O0mue TpeGOBaHUS K OTILYCKY JIEKAPCTBEHHBIX NMPENapaToB 1Jis
MeIUIUHCKOT0 MPUMeEHEHM I

1. OTnyck JIeKapCTBEHHBIX IMPEnapaToB JUIsl MEIULMHCKOIO MPUMEHEHHUs (Jajiee - JIeKapCTBEHHBIE
npernaparsl) OCYILECTBIISACTCS anTEeYHBIMU OpraHu3als MM U WH/IMBUAYaJIbHBIMU
OpEeINpPUHUMATENSIMU,  MMEIOIIMMM  JIMLIEH3UI0 Ha  (apMaleBTHUYECKYH0  JEeSTEeNIbHOCTD,
MEIUIUHCKUMH OpraHU3alusIMy, UMEIOIMMHU JIMIEH3UI0 Ha (hapMalleBTUYECKYIO IeITeIbHOCTh, U MX
000CO0IEHHBIMU noJipa3esIeHusIMU (amOynaTopusimu, GbenpamepcKuMu u
(enpamepeko-akyepcKuMH MyHKTaMu, LeHTpaMH (OTAeNIeHUIMHU) 0011eil BpaueOHO# (ceMelHOi)
MPAKTUKHU), PACIOIOKEHHBIMU B CEIbCKUX IIOCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT amTE€yHbIE
opranuzaiuu (fanee - CyObeKThl POZHUYHON TOprosiM), 6e3 peuenta <1> u (WiM) Mo peuenty Ha
JIEKapCTBEHHBIN npenapar, ohopMiIeHHOMY <2> MEAUIIMHCKUMHU paOOTHUKAMU (J1ajiee - pelenT), a
TaKXke Mo TPeOOBAHUIO METUIIMHCKON OpraHu3anuu <3> i alnTeYHON OpraHu3aluu.

n_.n

<1> Tlommynkt "4" mynkrta 5 yactu 4 crarbu 18, moanyHkT "k" mynkTta 1 wactm 1 crtatem 33
®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO0 obpaleHnn JIeKapcTBEHHBIX CPEeICTB"
(Cobpanue 3akoHomarensctBa Poccuiickoit ®eneparuu, 2010, N 16, crt. 1815) (manee -
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®epnepanbubliii 3akoH N 61-D3).

<2> IloanyHkT 5.2.179 Tlonoxenust o MunucTepcTBe 3apaBooxpaHeHus Poccuiickoit denepanuu,
YTBEpKJIEHHOro noctaHoBiieHneM lIpaBurensctBa Poccuiickoit @eneparuu ot 19 uronsa 2012 r. N
608 (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanuu, 2012, N 26, ct. 3526; 2017, N 52, cr.
8131) (nanee - [lonoxxenre o MuHHCTEPCTBE).

<3> Ilynukt 54 cratbu 4 @enepansHoro 3akoHa N 61-D3 (Cobpanue 3akoHonaTenbcTBa Poccuiickoii
®denepannn, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTmyck JIeKapcTBEHHBIX MpenapaToB 0e3 pelenToB OCYIIECTBIISETCS:

1) anTekamu, OCYIIECTBISIONIMMHA PO3HHYHYIO TOPTOBIIIO (OTILYCK) JICKAPCTBEHHBIX IPEIapaToB
HACEJICHUIO0, M alITeKaMH KaK CTPYKTYPHBIMHE TIOJIpa3ACICHUSIMU METUITMTHCKOM OpTaHU3aIHH (J1aee -
arTeKu ),

2) anTeyHbIMU IYHKTaMH, B TOM 4YHCJIE KaK CTPYKTYPHBIMH HOJPA3JEIECHUSMH MEIUIUHCKON
OpraHu3anuu (Jajuee - alTeyHble MYHKTHI);

3) alITCYHBIMH KMOCKaMU,

4) WHAWBHUIYaTbHBIMU TMPEANPUHUMATENSIMH, HWMEIOIIMMHU JHUICH3UI0 Ha (apManeBTUUYECKYIO
JeSATEeTLHOCTH (J1ajiee - UHAUBUAYAIbHBIN MpepUHUMATEh);

5) MEIMUIMHCKUMHU OPTaHU3AIUSIMH, UMEIOIIMMHU JIUIIEH3HUI0 Ha (hapMalleBTUUECKYIO AESITeIbHOCTD, 1
ux 000C00ICeHHBIMU [10/1pa3/ieJICHUsIMU (amOynaTopusimMu, GenpamepcKkuMu u
Gbenpamepcko-aKylepckuMu MyHKTaMu, [IeHTpaMu (OTAeJIeHHUsIMH) o011eil BpaueOHO (ceMeitHOM)
MPAKTUKH), PACIIOJIOKCHHBIMA B CEIBCKHX TIIOCEIICHUSAX, B KOTOPBIX OTCYTCTBYIOT AalTEUHBIC
OpraHu3aIyy (Janee COOTBETCTBEHHO - METUIIMHCKHE OpraHU3alii, 000COOICHHBIE TOApPa3IeICHUS
MEWIIMHCKUX OPTaHU3AIHH ), IePEICHb KOTOPHIX YTBEPHKIAETCS OpraHaMy UCTIOJTHUTEILHOM BIIACTH
cyonekTa Poccuiickoit @enepammu <4>.

<4> Yacts 5 crareu 55 @enepanbHoro 3akoHa N 61-03 (CobOpanue 3akoHoarenscTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, cT. 2035).

3. OTIyck JE€KapCTBEHHBIX MPEMAapaToOB MO pelenTaM OCYyIeCTBISECTCS:
1) antekamu;
2) anTeYHbIMHU MYHKTaMU;

3) UHIMBUYaTbHBIMU MPEANPUHUMATENSIMH (32 UCKIIOUEHUEM OTIYCKa HAPKOTUYECKUX CPEICTB U
NICUXOTPOIHBIX BEILIECTB, BKJIIOUEHHBIX B IE€PEUEHb HAPKOTHMUYECKHUX CPENCTB, IMCHUXOTPOIHBIX
BEUIECTB M HUX MPEKypCcOpoB, Moiajexamux KoHTpomo B Poccuiickoit @enepauuu <5> (nainee
COOTBETCTBEHHO - [IepedeHb, HAPKOTUUECKUE U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IPENIAapaThl);

<5> [lynkt 2 ctarbu 2 ®exnepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-O3 "O HapkoTHYeCKUX
cpeAcTBax M ncuxoTpomnHbix BemecTBax" (CoOpanue 3akoHoaarenbcTBa Poccuiickoit deneparui,
1998, N 2, ct. 219; 2016, N 27, ct. 4238) (nanee - Denepanbubiii 3akoH N 3-03).
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4) MEIMIMHCKMMH OpraHu3alUs MU U O0OCOOJIEHHBIMH MOJPA3JeNICHUsIMU MEIULIUHCKUX
OpraHu3aIuu.

4. Ilo peuenTam, BRIIMCAHHBIM Ha penenTypHbix Onxankax ¢popmer N 148-1/y-88, ormyckarotcs <6>
JIeKapCTBEHHbIE MpenapaTsl, BKIOYECHHbIE B IEPEUYEHb JIEKAPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO
OPUMEHEHHS, TOJUIeKAIINX MPEIMETHO-KOJIMYECTBEHHOMY YYeTy (Jajiee - JIeKapCTBEHHBIC
npenaparsl, BKIIOYCHHbBIE B TiepedeHb [IKY) <7>.

<6> [HoanysHkT 5.2.179 IMonoxenus o Munucrepcrse (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannn, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> Ionnynukr 5.2.171(1) [Monoxenust o Munucrepcrse (Cobpanue 3akoHoaTeNIbcTBAa Poccuiickoi
®denepannm, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3zaHHBIC JIGKAPCTBEHHBIC Ipenapathl, MpeJAHA3HAYCHHBIC IS TPAKAaH, MMEIONMX MPaBO Ha
MOJTyYCHHUE JIEKAPCTBEHHBIX MPEMapaToB, OTIIYCKAGMbIX OCCIUIATHO MJIM CO CKUIKOW, OTIYCKAIOTCS
NpU TPEABSBICHUN DPELENTa, BBITMCAHHOTO Ha penentypHoM Onanke ¢opmbl N 148-1/y-88, u
pelenTa, BhIMUCAHHOTO Ha perentypHoM Omanke ¢popmbl N 148-1/y-04(x).

5. o peuenTam, BRINMCAHHBIM Ha peuenTypHbix OmaHkax ¢opmbl N 148-1/y-04(x1), oTtmyckarorces
JIEKapCTBEHHBIE TIIpErapaThl, BBINHCHIBAEMBIE TpakKAaHaM, HMMEIOIIUM TIpaBO Ha OecIulaTHOe
MOJIy4YEeHUE JICKAPCTBEHHBIX IPENapaToB WM TMOJIyYSHHE JIEKAPCTBEHHBIX MPEMapaToB CO CKUIKOM
(manee - JeKapcTBEHHbIEC IPENapaThl, OTITyCKaeMble OECIIIaTHO MU CO CKUAKOM).

6. ITo peuenTam, BbIMMCAaHHBIM Ha pelentypHbIx Omankax ¢opmel N 107-1/y, ormyckarorcs nHbIe
JIeKapCTBEHHBIE TpeTapaThl, HE yKa3aHHbIE B MyHKTe 4 HacTosmmx lIpaBwi, u 3a MCKIIOYECHHEM
JIeKapCTBEHHBIX IPENapaToB, OTIYCKaeMbIX 0€3 pelLenTa.

7. KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE MPENapaThl UIsi MEAUIIMHCKOTO NMPUMEHEHHS, COIeprKaine
KpOME MaJIbIX KOJIMYECTB HAPKOTUYECKUX CPEACTB, MCHUXOTPOIHBIX BEIIECTB M UX IMPEKYypCOpOB
npyrue (hapMaKoIOTHYecKie aKkTHBHBIE BEIIECTBA, OTITYCKAOTCS allTeKaMu, alTeYHBIMU ITyHKTaMH U
UH/IUBUAYAIbHBIMU  NPEANPUHUMATENS MY, HMMEIOLIMMH JIMLIEH3UI0 Ha  (papMaleBTHYECKYIO
NesITeIbHOCTD, TI0 pelenTaM, BBITUCAHHBIM Ha pernentypHbix Omankax ¢opm N 107-1/y uw N
148-1/y-88 <8>, kpoMme Tex JIeKapCTBEHHBIX MIPENapaToB, KOTOPbIE OTIyCKatOTCs 0e3 perenTa.

<8> YacTs 6 crathu 55 @enepanbHoro 3akona N 61-Dd3 (Cobpanue 3aKoHOAATETHCTBA PoccHiickoit
®eneparnum, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo pemenrtam B QopMe DJIGKTPOHHOTO JIOKYMEHTa C HCIIOJIb30BAHHEM YCHIICHHOMN
KBTM(DUIIMPOBAHHOMN IIEKTPOHHON MOAMKMCH MEAUIIMHCKOTO paboTHUKA (Janee - pement B Gopme
JIEKTPOHHOTO JIOKYMEHTA) OTIYCKAIOTCS BCE JICKAPCTBEHHBIC TIPETIaparhl, YKa3aHHbIC B MYHKTax 4,
5, 6, 7 nactosimux [IpaBui.

9. MeaumnuHcKre opraHu3auy 1 000CO0JICHHBIC TTOIPa3IeTICHUS METUITMHCKIX OpTaHU3aINi TaKkKe
MOTYT OTITYCKAaTh:

1) nexkapcTBeHHBIE Npenaparbl, BKIOUYeHHble B nepeueHb [IKY, BbimMcaHHblE Ha peLENTYpPHBIX
omankax ¢popmbl N 148-1/y-88;
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2) JeKkapCTBEHHbIE IIperaparbl, BKIIOYCHHbIe B llepedeHb JIEKAPCTBEHHBIX MPENapaTos,
OTIYCKaeMBIX MO pementaM Bpada (denpamepa) mpu OKa3aHUM JIOTOJHHUTENBHOW OecIuIaTHOM
MEIUIUHCKOW TIOMOIIM OTJENbHBIM KaTeropusiM TpaKAaH, HMEIOUIMM IPaBO Ha MOJy4YCHHE
TOCYZapCTBEHHOW COLMAIbHOM MOMOIIH, a TaKKe MHBIE JICKAPCTBEHHBIC CPEICTBA, OTITYCKAaEMbIC
0ecIuIaTHO WM CO CKUAKOM, BHITUCAHHBIEC Ha perenTypHbIX Onankax Gopmer N 148-1/y-04(i).

10. Otmyck JieKapCTBEHHBIX MpEnapaToB, HE YKa3aHHBIX B MyHKTax 4, 5, 6, 7 nacrosmux [IpaBui, B
COOTBETCTBUU C HHCTPYKIUSIMH 110 UX METUIIMHCKOMY IIPUMEHEHHUIO OCYIIECTBIISIETCS 0€3 PEIENTOB.

11. Otnyck JieKapCTBEHHBIX MPENapaToB OCYLIECTBIISETCS B TEUEHNE YKa3aHHOTO B PELIENITE CPOKa
ero JieficTBus npu oOpalieHnu Jiuia K cyObeKTy pO3HUYHOM TOPTrOBIIH.

12. B cnyyae oTCyTCTBUS y CyOBEKTa pO3HUYHON TOPTOBIIM JEKAPCTBEHHOTO Mpenapara, yKkazaHHOro
B peuente, Npu OOpalleHWH JMa K CyOBEKTY PO3HHYHOM TOPIrOBIM pPELENT NPUHUMAETCS Ha
o0cyKMBaHUE B CIEAYIONINE CPOKH (J1ajiee - 0OTCPOUEHHOE 00CTyKUBAHUE):

1) peuenT ¢ momeTko# "statim" (HemesIeHHO) 00CITY>)KUBaeTCsI B TEYCHUE OJHOTO PabOYero JHS CO
JHS 00paIleHHs JIMIA K CYOBEKTY PO3HUYHOH TOPTOBIIH;

2) penent ¢ moMeTko "cito" (cpouHO) OOCIyXHBaeTcs B TEUEHHE JBYX pabo4yux THEH co IHS
oOparleHus Ia K CyObeKTy pO3HUIHOU TOPTOBIIH;

3) peuent Ha JIeKapCTBEHHBIN IpenapaT, BXOAALMI B MUHUMAJIbHbIM aCCOPTUMEHT JIEKapCTBEHHBIX
[IPENnapaToB s MEAUIIMHCKOTrO IPUMEHEHHUS, HEOOXOIMMBIX ISl OKa3aHUSI MEIUIMHCKOM OMOIIU
<8>, 00cy’)KUBaeTCs B TEUEHHUE IATH pab04MX JHEH co JHs oOpalleHus JIUIa K CyObeKTY pO3HUYHON
TOPrOBJIM; PELENT Ha JEKapCTBEHHBIM Ipenapar, BXOJAIIMA B MHHUMAJIbHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX IPENaparoB sl MEIULMHCKOIO INPUMEHEHHUs, OTIIYCKAeMbli OecIIaTHO WU CO
CKHUJKOH, 0OCIIy’)KMBaeTCsl B TEUEHHUE ABYX pabouux AHEH co AHS OOpalleHHs JIMLA K CYObEKTY
PO3HUYHOI TOProBIIH;

4) peuenT Ha JIeKapCTBEHHBIH TpenapaTr, HE BXOJAMIMA B MHHUMAJIbHBIA acCCOPTUMEHT
JIEKapCTBEHHBIX MpENnaparoB i MEIUIUHCKOTO HPUMEHEHHs, HEOOXOIUMBIX Ui OKa3aHHs
MEIUIUHCKON TTOMOIIH, 00CITYKUBAeTCs B TEUEHUE JECSITH pabouMX JTHEH co AHsA oOpallieHus Juma K
CyOBEKTy PO3HMYHOM TOProOBiIM; peUenT Ha JIEKapCTBEHHBIM Mpenapar, HE BXOIALNIMM B
MUHHMMAJIBHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX IPENapaToB Ui MEAULUHCKOIO INPUMEHEHUS,
HEOOXOIUMBIX JUIsl OKa3aHUs MEIULMHCKON MOMOIIM, OTITYCKaeMblii OECINIAaTHO WM CO CKUAKOM,
00CITy’)KUBaeTCs B TEUCHHE CeMHU padouyuXx THEH co AHA oOpallleHHs JuLa K CyOBbeKTY PO3HUYHOMN
TOPrOBJIH;

5) peuentsl Ha JIeKapCTBEHHBIE MpeNaparbl, Ha3HAYaeMbIe 110 PEUICHUIO0 BpauyeOHONW KOMHCCHH,
00CITyMBAIOTCSl B TEUEHUE JECATH pabouux AHEH co THS oOpalleHus Juia K CyObeKTy pO3ZHUYHOU
TOPTOBJIN.

3anpeu1aeTc;1 OTIIYCKAThb JICKAPCTBCHHBIC MTPCTIAPATHI 11O PEULIITaM C UCTCKIIUM CPOKOM HCﬁCTBHH, 3a
HCKIIIOYCHHUEM Cllydas, Korja CpoK JIEHCTBHS peucnTa HMCTCK B ICPUOA HAXOXIACHUA €ro Ha
OTCPOYCHHOM O6CJ'Iy>KI/IBaHI/II/I.

OTnyck JIeKapCTBEHHOTO Tpernapara 1o HaXxo/SIIeMycsl Ha OTCPOYEHHOM OOCITy>)KUBaHUM PELENTy ¢
UCTEKILIUM CPOKOM JEHUCTBUS OCylecTBIsAeTcs 6e3 ero nepeopopmienus B reuenue 90 nueit co aus
HCTEUEHUs CPOKA JCHCTBUS TaKOTO pPelenTa.

Ilynuxm 12 Ipasun oeitcmeosan 0o 01.09.2022 (nynkm 3).

13. JlexapcTBeHHbIE Ipenaparbl OTIYCKAIOTCS B KOJMYECTBE, YKa3aHHOM B pelente, 3a
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MCKIIFOUEHHEM CITy4aeB, KOr/a JUisl JIEKApCTBEHHOIO Mpenapara yCTaHOBJICHO KOJIMYECTBO, KOTOPOE
MO>KET OBITh BBIIIUCAHO B OJHOM DPELEITE, UK KypC JIeUeHHs <9>.

<9> Ioanyskt 5.2.177 Ionoxenus o Munucrepcrse (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannn, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

IIpu nmpegbsBiaeHUU penenta ¢ INPEBBIIICHUEM  IPENENIbHO  JIOINYCTMMOIO  KOJIMYECTBa
JICKapCTBEHHOT'O Mpernapara, KOTOPOe MOXKET ObITh BBIMMCAHO B OJHOM peLenTe, (papMareBTHUECKHi
paboTHUK UH(OPMHUPYET 00 3TOM JIUIIO, IPEACTABUBIIEE PELEIT, PYKOBOAUTEISI COOTBETCTBYIOIIEH
MEIULMHCKOM OpraHM3allMM W OTIYCKAaeT YKa3aHHOMY JIMLY YCTAHOBJIEHHOE COOTBETCTBEHHO
npeeNbHO JOMYCTUMOE KOJIMUYECTBO JIEKAPCTBEHHOT'O Mpenapara, KOTOpoe MOXKET ObITh BBIIMCAHO B
OJIHOM pelenTe C NPOCTAaBIEHUEM COOTBETCTBYIOLIEH OTMETKH B PELIENTE.

[Ipy Hamuuuu y cyObeKTa PO3HUYHON TOPIOBIM JIEKAPCTBEHHOIO IIpenapara ¢ JI03UPOBKOM,
OTJIMYHON OT JI03UPOBKU JIEKAPCTBEHHOI'O Ipernapara, yKa3aHHOH B pelenTe, OTIYCK UMEIOIIEerocs
JEKapCTBEHHOI'0 IIpenapaTta IOIYyCKaeTCs, €CIM J03UPOBKAa TAaKOIo JIEKAPCTBEHHOIO IIpernapara
MEHbIIIE T03UPOBKHU, YKa3aHHOU B perente. B Takom ciyyae ocymiecTBiseTcs nepecyer KoJnyecTBa
JIEKapCTBEHHOTO IIpenapara ¢ y4eToM Kypca JICYeHHUs], YKa3aHHOTO B PELENTe.

B cnywae eciu n03upoBKa JIEKapCTBEHHOI'O IMpernapara, MUMEKIErocs y CyObeKTa pPO3HHUYHOM
TOPTOBIIH, MIPEBBILIAET JTO3UPOBKY JICKAPCTBEHHOTO Tperapara, YKa3aHHYIO B pelenTe, peleHue 0o
OTIYCKE JIEKAPCTBEHHOI'O Tperapara ¢ TaKOW JO3UPOBKOM MPUHUMAET MEIUIMHCKUN pPaOOTHUK,
BBIIIMCABIINNA PELEIT.

14. Otnyck JEeKapCcTBEHHOIO Mpenapara OCYLIECTBIsIeTcs B IMEPBUYHOW M BTOPUYHOMU
(MOTpedUTENbCKOM) yHaKkoBKaX, MapKHMpPOBKa KOTOPBIX JOJDKHA OTBeYaTh TPEOOBAaHMSM CTaTbu 46
®enepanpHoro 3akona N 61-D3 (Cobpanue 3akononarenscta Poccuiickoit deneparuu, 2010, N 16,
ct. 1815; 2014, N 52, c1. 7540), a ynakoBKa AJi HAPKOTHYECKUX M MCUXOTPOMHBIX JIE€KAPCTBEHHBIX
npenapatos ciucka |l - rpedoBanusim nyHkra 3 crateu 27 @egepanbHoro 3akoHa N 3-O3 (CoOpanue
3akoHoAaTenscTBa Poccuiickoit @enepanuu, 1998, N 2, cr. 219; 2016, N 15, ct. 2052).

15. Ilpu oTnycke JeKapCTBEHHBIX MPEnapaToB M0 pelenTy, ohOpMIEHHOMY Ha peLleNTYpHOM OJlaHKe
Ha OyMaXHOM HocuTene, (apMaleBTHUYECKU pabOTHUK IMPOCTaBISET OTMETKY Ha peuenrte o0
OTIIYCKE JIEKapCTBEHHOT 0 npenapara "JlekapcTBeHHBbIN Ipenapar OTIYIIEH" U C YKa3aHHUEM:

1) HaumMeHOBaHMsS anTeyHOM opraHu3anuu (pamMuauu, HMEHH, OT4ecTBa (NpPU HATUYMH)
WHAWBUAYAJIBHOTO MPEAIPUHUMATEIS);

2) TOpProBOro HaMMEHOBAHMS (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IPENapaToB, W3TOTOBJICHHBIX B
anTeYHOW OpPTaHM3aIlH), TO3UPOBKH M KOJIMYECTBA OTMYIIEHHOTO JIEKaPCTBEHHOTO TIpernapara;

3) damunuu, umenu, oryecTBa (IpU HAJTUYUHN) MEIUIIMHCKOTO pabOTHHUKA B CIy4asx, yKa3aHHBIX B
ab3arie yeTBepToM NyHKTa 13 u ab3aie TpeTbeM nyHkTa 16 Hactosmumx [IpaBu;

4) PEKBU3HWTOB JOKYMEHTA, YIOCTOBEPSIONMIETO JUYHOCTH JIUIA, TMOTYYUBIIErO JIEKAPCTBEHHBIN
npenapar, B ciydae, yKka3aHHOM B MyHKTe 28 Hactosimux [IpaBu;

5) ¢amunuu, UMeHH, oTdyecTBa (MpU HATIWYMM) (apMalleBTUYECKOTO pabOTHUKA, OTIYCTUBIIETO
JIEKapCTBEHHBIN Mpenapar, U ero MoAlNCH;

6) 1aThl OTIyCKa JEKapCTBEHHOIO IIperapara.
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16. [Ipu oTmycke JIEKApCTBEHHBIX MPENapaToB MO PEIEnTy, BEIMUCAHHOMY Ha PELeNTypHOM OJlaHKe
dopmbl N 107-1/y co cpokoM IEHWCTBHS 10 OJHOTO I'0/ia, B KOTOPOM YKa3aHbI IEPUOJIBI K KOJUYECTBO
OTITyCKa JICKapCTBEHHOTO Tpenapata (B KaXABIH TNEepUOJ), peLenT BO3BpAIlaeTCs JUIY,
puoOpeTaroLIeMy JICKApCTBEHHBIN IpernapaT, ¢ OTMETKOM, cojiepiKalleil CBeJIeHUs, yKa3aHHbIC B
nyHkTe 15 HacTosmux [IpaBu.

[Tpu ouepemHom oOpalieHWH JMIA K CYOBEKTY PO3HUYHONH TOPrOBIHM C JaHHBIM PEIEHTOM
YUUTBHIBAIOTCS OTMETKH O MPEIbITYIIEM OTIyCKe JIEKapCTBEHHOT'O Mpernapara o TakoMy pelenTy U B
ciydyae TpUOOpETEeHHs JIMIIOM KOJIMYEeCTBAa JICKAPCTBEHHOTO IIpernapaTra, COOTBETCTBYIOIIETO
MaKCHMaJIbHOMY KOJMYECTBY, YKa3aHHOMY MEIUIIMHCKAM DPAOOTHUKOM B pELENTe, a TaKXKe IO
MCTEYCHUU CPOKA JEHCTBUA pellenTa, Ha PelenTe MpocTaBsieTcs mrami "JlekapcTBEHHBIH rpenapar
OTHYyIIeH" U pelenT BO3BpallaeTcs JUILY.

EnuHOBpEeMEHHBIH OTITYCK JIGKAPCTBEHHOTO Mpenapara Mo PerenTy, BHIMTUCAHHOMY Ha PEIeNTYPHOM
onanke gopmbl N 107-1/y co cpokoM JeHCTBHS 0 OJHOTO T'Ofa, B KOTOPOM yKa3aHbl MEPUOJBI U
KOJIMYECTBO OTITYCKa JIEKAPCTBEHHOTO Tperapara (B KaKIbId TEPUOJ), TOIYCKASTCS TOJIBKO TIO
COIIACOBAHHUIO ¢ MEIUIIMHCKKM PAaOOTHUKOM, BBIITUCABIIIMM PEIICTIT.

17. Tlpu oTmycke JeKapCTBEHHBIX MPEMAPATOB MO PEIEIITY, BHIMMCAHHOMY Ha PEICITYPHOM OJIaHKE
dopmbr N 148-1/y-04(;1), 3amoTHEHHBIN KOPEIIOK TAaKOTO peIenTa nepeaactes hapMareBTHISCKUM
pabOTHUKOM JIHILY, TPHOOPETAIOIEMY (TTOJIYYAIOIIEMY ) JICKAPCTBEHHBIC MTPEapaThl.

18. Ocratorcs u XpaHATCs y CyObEKTa PO3HUYHOM TOProBiM perenTsl (¢ oTMeTKon "JlekapcTBeHHBIN
npenapar oTnyuieH") Ha:

1) JICKApPCTBCHHBIC NIPCIIapaThl, OTITYCKACMBIC OecrnIaTHO WIIM CO CKHﬂKOﬁ, - B TCUCHHUC TPECX JICT,

2) nexkapCTBEHHBIE Tpemnaparbl, oTHocsAmuecs Mo ATX K aHTUIICMXOTHYECKHM CpeAcTBaM (KO
NO5A), ankcuonutukam (kox NOS5B), cHoTBopHbIM u cemaTuBHBIM cpeacTBam (kox NO5C),
anTuzaenpeccantaM (kox NO6A) m He moanexamue MNpeAMETHO-KOJINYECTBEHHOMY Y4YeTy, - B
TE€YEHHUE TPEX MECSIIEB.

19. Penentel, He yka3aHHble B nyHKTe 18 Hactosamux IlpaBui, oTMeuaroTcs IITaMIIOM
"JlekapCTBEHHBIN MpemnapaT OTHYLIEH" M BO3BpAIIAIOTCS JIMILY, MOJIYYMBILIEMY JE€KapCTBEHHBII
npemnapar.

20. Peuentsl, BbIIMCAHHBIE ¢ HapylIeHUEeM IpaBuil <10>, perucTpupyroTcs B )KypHaie, B KOTOPOM
yKa3bIBAalOTCS BBISABICHHBIE HAPYLIEHHUS B OQOPMIICHMM pelenta, (GaMumins, UMs, OTYECTBO (IIpH
HaJIMYUHU) MEIUIMHCKOr0 paOOTHHMKA, BBINMCABIIETO pELENT, HAWUMEHOBAaHUE MEIUIIMHCKON
OpraHM3aly, IPUHATHIE MEPBI, OTMEYAOTCS IITaMIoM "Penent HenelicTBUTENEH" U BO3BPAILAlOTCS
Uiy, npenacrtasuBiieMy peuent. O ¢axrax HapylleHHs NpaBuil O0(QOPMIICHHS PelenToB CyOBeKT
PO3HUYHOH TOPTOBIM HHPOPMHUPYET PYKOBOAUTEINS COOTBETCTBYIONIEH MEAUIIMHCKOW OpraHn3aIiy.

<10> HoamyskT 5.2.179 Tlonoxenus o Munucrepcree (CoOpanue 3akoHOIaTeNIbeTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000co0sieHHOM MOpa3eieHUH MEIUIIMHCKOW OpraHW3allMHi JODKHBI OBITh 00ECTICUCHBI
YCIIOBHSI COXPaHHOCTH OCTaBJIEHHBIX Ha XpAaHEHHE PELIENITOB Ha JIEKAPCTBEHHBIE CPEICTBA.

PenenTel Ha JeKapCTBEHHBIE CpPENCTBA, IMOAJIEKAIINWE IPEAMETHO-KOJIMUYECTBEHHOMY Y4ETY,
JICKapCTBEHHBIE CPEJICTBA, OTITYCKAEMbIe OECIIIATHO WIJIM CO CKHUIKOH, €KEMECSYHO TMEePearoTCs U3
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000CO0ICHHBIX HO,Z[pa3,[[eJIeHI/II71 MCIHUIIMHCKHUX OpI‘aHI/I3aI_II/II71 B MCIOUIMHCKUC OpraHu3aluu,
CTPYKTYPHBIMHU IOAPA3ACTICHUAMUN KOTOPBIX OHU ABJIAIOTCA, AJIA IIOCICAYIOIICTO XPaHCHUA.

22. Ilpu otmycke JieKapCTBEHHOro Ipenapara ¢apMaleBTUYECKU paOOTHUK WM PaOOTHHUK
MEIUIUHCKONW opraHu3anuu (000COOJIEHHOTO TOApa3JeNeHUs] MEIMIMHCKOW OpTraHU3aIiN)
uH(GOPMHUPYET JIULI0, TpuoOpeTarolee (MoTyJarollee) JIeKapCTBEHHBIH MpernaparT, 0 pexuMe U 103aX
ero mnpuema, MNpaBWIAX XpaHEHUS B JOMAIIHUX YCIOBUSIX, O B3aUMOJCHCTBUU C APYTUMHU
JIEKapCTBEHHBIMU MperapaTaMu.

23. Tlpu oTmycke JIEKapCTBEHHOrO IMpemnapara ¢apManeBTUYSCKUN paOOTHUK WM PaOOTHUK
MEIUIIUHCKOW OpraHu3anuu (000COOJIEHHOTO MOIPa3/IeIeHUus MEIUIMHCKOW OpraHW3alluu) He
BIIPAaBE TNPEJOCTABIATh HEJOCTOBEPHYIO H (WJIM) HEMONHY0 HHpOpMAMIO O HATUYAH
JICKApCTBCHHBIX IPEIapaToB, BKIOYas JIEKAPCTBEHHBIC IIpPEMaparhl, HMEIOUINE OJMHAKOBOE
MEXTIYHApOHOE HETTATEHTOBAHHOE HANMEHOBAHKE, B TOM YUCJIC CKPBIBATH MH(GOPMAIUIO O HATHIHH
JICKApCTBEHHBIX MPENapaToB, UMEIOIIUX 0osiee HU3KYIO 1eHy <1 1>

<11> Crartbsa 74 ®enepanbHoro 3akoHa oT 21 nosiOpst 2011 r. N 323-@3 "OO6 ocHOBax OXpaHBI
3mopoBbsi TpaxkaaH B Poccuiickoit ®enepamuu" (CoOpanue 3akoHOIaTeabCTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2013, N 48, cT. 6165) (nanee - Genepanbubiii 3aKkoH N 323-D3).

24. 3ampeuraercss OTNycK (anbcu(PUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX IIpernapaToB <12>.

<12> Crarbs 57 ®enepanbnHoro 3akoHa N 61-®3 (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®enepannn, 2010, N 16, ct. 1815).

25. OTnycK 3THJIOBOTO CHHUPTa MPOU3BOIUTCS MO PELENTy C YIYETOM YCTaHOBJIEHHBIX TPeOOBaHUH K
00BbeMy Tapbl, YIIAKOBKE U KOMIIJIEKTHOCTH JIEKapCTBEHHBIX MpenapaToB <13>.

<13> Yacte 4.1 crateu 45 ®depepanpHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOJATEIIHCTBA
Poccuiickoit ®epeparuu, 2010, N 16, ct. 1815; 2015, N 51, cr. 7245), moctaHOBJIeHHE
[TpaButensctBa Poccuiickoit denepaunn ot 23 wmtonsg 2016 r. N 716 "O nopsake hpopMupoBaHUS
MepeYHs JIEKAPCTBEHHBIX IPENapaToB JJIsi MEAMIIMHCKOTO MPUMEHEHHUS, B OTHOIIEHHH KOTOPBIX
yCTaHaBIMBAlOTCA TpeOoBaHUS K 0OBEeMYy Tapbl, YHNAKOBKE U KOMIUIEKTHOCTH, II€pEUHS
JEKAPCTBEHHBIX TMpENnapaToB JUisi BETEPUHAPHOIO MNPUMEHEHHUs, B OTHOIIEHMH KOTOPBIX
yCTaHaBIMBaIOTCA TpeOOBaHUSA K 00beMy Taphl, U ompeneieHus Takux TpedoBanuil" (CoOpanue
3akoHoarenscTBa Poccuiickoit @enepamuu, 2016, N 31, ct. 5030).

.HeKapCTBeHHBIe nopemnaparel, COACpKALIUC STHIIOBBII CIIUPT, B TOM HYHCJIC H3TOTOBJICHHBLIC IIO
peuenty CyObeKTOM pPO3HHUYHOW TOPTOBIHM, HMMEIOIIUM JIMICH3HI0 Ha (PapMaleBTUYECKYIO
ACATCIIBHOCTE C IMPaBOM H3IOTOBJICHHA JICKAPCTBCHHBIX IIPEIapaToB, OTIYCKAIOTCA C YUYETOM
YCTaHOBIICHHBIX TpeOOBaHMI K 0O0BEMY Tapbl, YMAKOBKE W KOMIUICKTHOCTH JIEKAPCTBEHHBIX
IperapaToB.

26. 3ampewmaercss pasleNbHbIM  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOJALIMX B COCTaB
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JIEKapCTBEHHOTO Mperapara, M3roTaBIuBaeMOT0 CyObEKTOM PO3HUYHOM TOPTOBIIH.

27. 3ampemaercss OTIMYCK CyOBEKTOM pPO3HHUYHOM TOPrOBIM TO pelenTaM BeTePUHAPHBIX
OpraHu3aIMii:

1) nekapcTBEHHBIX IIPENapaToB, BKIOUEHHBIX B nepedeHs [IKY;
2) neKapCTBEHHBIX MPEMapaToB, OTITYCKAEMBIX OECIIJIATHO WA CO CKHUJIKOM;

3) JexapCTBEHHBIX MpenaparoB, OoTHOcAMMXCA M0 ATX K aHTHUICHUXOTHYECKUM CpeacTBaM (KOJ
NO5A), ankcuonutukam (kox NOSB), cHoTBopHBIM M cenaTtuBHBIM cpenctBam (kox NOSC),
antuaenpeccanTam (koa NO6A) u He BKIIOUEHHBIX B mepeueHb [1IKY.

I1. TpeGoBaHMs K OTIYCKY JIEKAPCTBEHHBIX MPENAPaTOB 110
TPeOOBAHMIO MEIUIIUHCKOH OPraHu3aluu

28. Jlns obecrieueHus 1e4eOHOro MpoIecca B MEIMIIMHCKON OpraHu3aIiy alTeYHOW OpraHu3aIueH,
SBJISIFOIIEHCS. CTPYKTYPHBIM MOJIpa3/IeJICHUEM TaKOH MEIUIIMHCKONW OpraHU3alliy, OCYIIECTBIISICTCS
OTIYCK 1100 HM3rOTOBJIIEHHWE M OTIYCK JIEKAPCTBEHHBIX IMPENapaToB Ha OCHOBAaHUM TpPeOOBaHUs
MEJUIIMHCKOM OpraHU3allly, BBIMUCAHHOTO YIIOJHOMOYEHHBIM MEIUIIMHCKUM paOOTHUKOM (1anee -
TpeOOBaHUE MEAUITUHCKON OpTaHU3AIIIH ).

MenauuuHcKasi OpraHu3alys BIpaBe OOpaTUTbCS B CTOPOHHIOIO aNTEUYHYI0 OpPraHMU3alfio Ipu
OTCYTCTBMM AaNTEYHOM OpraHU3allH, SBISIOLICHCA CTPYKTYPHBIM MOAPA3ACICHUEM TaKOU
MEJIULIMHCKOW OpraHu3aluu.

JlexapcTBeHHBIE NTpeNapaThl, U3TOTOBJICHHBIE ANITEYHBIMU OPTaHU3ALUSAMU JUIS LIeJIei UX OTITycKa 1o
TpeOOBaHUAM METUIIMHCKUX OpraHu3aluii, rocy1JapcTBEHHON perucTpaluy He nojyiexar <14>.

<14> [lynkt 1 yactu 5 crateu 13 denepanpHoro 3akoHa N 61-03 (Cobpanue 3aKOHOIATENHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815).

29. Xpanenue TpeOOBaHUM METUIIMHCKON OpraHM3alliy, 0 KOTOPHIM OTITYIIEHB! JIEKapCTBEHHbIE
Ipenaparsl, OCYLIECTBIISIETCS allTEYHON OpraHu3alnell B COOTBETCTBHM ¢ ITyHKTOM 18 HacTtosiero
Ilopsnxa.

30. HapymieHue nepBUYHO yIIakOBKH JIEKAPCTBEHHOTO MpernapaTa MpH ero OTIycKe Mo TpeOOBaHUIO
MEAMIMHCKOW OpraHu3alMy JOMYCKAaeTCcsl anTeYHOM OpraHu3alnuel, HMMEoIed JIMLIEH3UI0 Ha
(apMaleBTUYECKYIO JEATENbHOCTb C IPABOM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMpenaparoB. B Takom
cllydae OTIIYCK JIEKAPCTBEHHOIO Mpernapara OCyIIeCTBIISIETCS B yIakoBKke <15> ¢ mpenocraBieHneM
MHCTPYKLMU (KOTIMHA MHCTPYKIMH) 110 IPUMEHEHHUIO OTIIYCKaeMOI0 JIEKapCTBEHHOIO IIperapara.

<15> Ilpuka3 MunzapaBa Poccun ot 26 oxtsabps 2015 r. N 751a "OO yTBepKIE€HUU MpPaBUI
U3TOTOBJICHMS U OTIIYCKA JIEKAPCTBEHHBIX IIPENApaToOB I MEJULIUMHCKOrO IPUMEHEHUS allTeYHbIMU
OpraHu3alusaM{, HWHIWBUAYAIbHBIMM  NPEANPUHUMATENAMM, HWMEKOIIMMH JIMIEH3UI0  Ha
(bapManeBTUYECKyI0 JesITeIbHOCTh" (3aperucTpupoBaH MUHHUCTEPCTBOM OCTULIMU Poccuiickoit
Oenepannu 21 anpens 2016 r., peructparmorasii N 41897).
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II1. Oco0eHHOCTH OTIIYCKA JIEKAPCTBEHHBIX MPENapaToB M0 penentam
B (hopMe JIEKTPOHHOI'0 JOKYMEHTA

31. OTmyck IleKapCTBEHHBIX IIPENapaToB IO penentam B (OpMe 3JIEKTPOHHOTO JOKYMEHTa
OCYIIIECTBIISICTCSl anTeKaMH, alTeYHbIMU NMYHKTAMHU U WHAUBUAYAJIbHBIMH MpPEANpPUHUMATEISAMU,
yKa3aHHBIMH B IIyHKTe 2 HacTosmux IIpaBui, pacroyio)KEHHBIMH Ha TEPPUTOPUH CYObEKTa
Poccuiickoii denepannu, B KOTOpOoM 0(hopMIIeH pelenT B (opMe 31EKTPOHHOTO TOKYMEHTA, B CITydae
OPUHATHS YIOJTHOMOUYEHHBIM oOpraHoM cyoOwsekta Poccuiickoii ®epepanuu B COOTBETCTBHU C
nyHKTOM 4 cratbu 6 denepabHoro 3akoHa N 61-D3 (CoOpanue 3akoHOIaTeIbCTBa Poccuiickoi
Oeneparun, 2010, N 16, ct. 1815; 2019, N 52, ct. 7793) pemierus 06 HCIIOIB30BAaHUH HA TEPPUTOPHH
cyonbekta Poccuiickoit ®epepanuu HapsAgy C pelenTaMd Ha JIeKapCTBEHHbIE IperapaThl,
opopmieHHBIMM Ha OyMa)XHOM HOCHUTENE, pEIeNTOB Ha JIEKAPCTBEHHBIC IPEraparsl,
c(hopMUPOBaHHBIX B (hOpME IIEKTPOHHBIX JOKYMEHTOB (J1ajiee - pelIeHue YIIOJTHOMOUYEHHOT0 OpraHa
cyobekra Poccuiickoit @eneparym).

32. AnTeuHble OpraHU3alUU JODKHBI UMETh IOJAKIIOUYEHHE K TOCYAapCTBEHHON MH(OPMAMOHHOM
cucreMe B cdepe 3apaBooxpaneHusi cyorekta Poccuiickoit @enepanuu <16> (nanee - cucrema),
KOTOpOE 00ecreynBaeTCs yoJHOMOYEHHBIM OpraHoM BiacTu cyobekra Poccuiickoii denepanu.

<16> IlocranoBnenue [IpaBurtenscrBa Poccuiickoit @enepanuu ot 5 Mas 2018 r. N 555 "O enunoit
roCcyJapCcTBEHHOH HMH(pOpMaluMoHHOW cucteme B chepe 3apaBooxpaHeHus”" (CobOpanue
3akoHoaarenbeTBa Poccuniickoit denepanuu, 2018, N 20, ct. 2849; 2021, N 25, ct1. 4814).

Texnnueckue TpeOoBaHUS K HH(OPMALMOHHOMY OOMEHY MEXIy anTeyHOW OpraHu3aluend u
CHCTEMOM, B TOM 4YHucIe TpeOOBaHUs K JIeHTU(UKALMKU perenTta B (opMe IEKTPOHHOTO JJOKYMEHTa
U JMia, oOpaTHBIIErocs 3a OTIYCKOM JIEKapCTBEHHBIX IpEnapaTroB IO TaKUM pelenTam,
YCTaHaBJIMBAIOTCS PEIIEHUEM YIIOJHOMOYEHHOr0 opraHa cyobekra Poccuiickoit @enepanuu.

33. OTmyck JleKapCTBEHHBIX IIpernapaTtoB IO peuentam B (opMe 3JIEKTPOHHOIO JIOKYMEHTa
OCYILECTBIISICTCS JIMIlY, YKa3aHHOMY B pellenTe, 1100 ero 3aKOHHOMY IIPEJICTABUTENI0, JTU00 JIULLY,
KOTOpO€ JIMIIO, YKa3aHHOE B PELENTe, WIM €ro 3aKOHHBIM IPEJCTABUTENb YIOJIHOMOYMIIN Ha
MOJIyYEHUE JIEKAPCTBEHHBIX MPENapaToB.

Ilpunooicenue N 2
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1093u

IIPABUJIA

OTIITYCKA HAPKOTHYECKUX CPEJICTB U
IHCUXOTPOIIHBIX BEHIECTB,
SJAPETUCTPUPOBAHHDBIX B KAYECTBE
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JIEKAPCTBEHHbDIX IIPEITAPATOB JIA
MEJUIIAHCKOI'O IPUMEHEHNA, IEKAPCTBEHHDBIX
INPEITAPATOB JJ4 MEJUIHIWHCKOI'O IPUMEHEHMWAI,

COAEPKAIINUX HAPKOTHYECKUE CPEACTBA "
IICUXOTPOIIHBIE BEHIECTBA

1. OTmyck HapKOTHYECKHX U ICHXOTPOIHBIX JICKAPCTBEHHBIX IPENapaTroB IO peLenTam
OCYHICCTBJIIACTCA alITCKaMHu, alITCUHBIMH ITyHKTaMH, MCAUIIMHCKUMU opraHu3aluvsamMu,
000COOJICHHBIMU TIOAPA3JCICHUSIMU MEHMIMHCKIX OpraHM3aluii, MMCIOUIMMH JIHLICH3HIO Ha
JIeATENILHOCTh 110 000POTY HAPKOTUYECKHX CPEACTB, IICUXOTPOITHBIX BEUIECTB M MX MPEKYpPCOpPOB,
KyJIbTHBHPOBAHUIO HApKOCOJCpXKAIIMX pacTeHui. [lepedeHb MEIMUIMHCKUX OpraHu3aldil u
000COOJICHHBIX  MOJAPA3JCICHUNA  MEAMIMHCKAX  OpPraHM3alldif, IepeYeHb HAPKOTHYCCKUX
JIGKapCTBEHHBIX IPEMapaTOB M ICUXOTPOINHBIX JICKAPCTBEHHBIX IIPEMApaToB, OTIIYCK KOTOPBIX
(1)I/I3I/I‘~I€CKI/IM JUIaM MOXKCT OCYHICCTBIIATHCA YKa3aHHBIMU MCAULIMHCKHMHU OpraHu3aluaMu U HUX
000COOJICHHBIMU  MOJPA3/ICIICHUSAMH, YCTAHABJIMBAIOTCS OpraHAMH HCIOJHHUTEIBHOW BJIACTH
cyobekToB Poccuiickoit @eneparym <1>.

<1> [yskTt 1 cratbu 25 @enepanbHoro 3akoHa oT § sHBaps 1998 r. N 3-®3 "O HapkoTHYECKUX
cpenctBax u ncuxoTpornHbix BemecTBax" (Cobpanue 3akoHonarenbcTtBa Poccuiickoit deneparum,
1998, N 2, ct. 219; 2016, N 1, cT. 28).

2. 1o penentaM, BBIMMCAHHBIM Ha pelenTypHbIX OmaHkax Gopmbl N 107/y-HIT <2>, otmyckarorcst
HapKOTUYECKUE U IICUXOTPOIHBIE JIEKAPCTBEHHBIE NTPENapaThl, BHECEHHBIE B CIIMCOK HAPKOTUYECKUX
CPEICTB M MCUXOTPOIHBIX BEIIECTB, 000pOT KOTOphIX B Poccuiickoil denepanuu orpaHuveH U B
OTHOLLIEHUH KOTOPBIX YCTAaHABJIMBAKOTCA MEPBI KOHTPOJS B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Poccuiickoit @enepanun U MexXAyHapoaHbIMU aoroBopamu Poccuiickoit denepannn (crnucox 1),
[Tepeuns (nmanee - HapKOTHYECKHE U TICHXOTPOIHBIE JIEKAPCTBEHHBIE NpenapaTsl cnucka II), 3a
WUCKIIFOYCHHEM HAPKOTUYECKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB B  BHUJE
TPAHCACPMAIIBHBIX TEPANCBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENaparoB, COIAEPIKALIUX
HapKOTUYECKOE CPEJICTBO B COUETAHUH C AaHTarOHMCTOM OITMOMIHBIX PELENTOPOB.

<2> loanyskT 5.2.178 mynkrta 5 Ilonoxenus o MunHHcTepcTBe 3apaBooxXpaHeHHs Poccuiickoit
®denepann, yrBepKaeHHOro nocranosienneM IIpasurensctBa Poccniickoit @enepannu ot 19 nrons
2012 r. N 608 (Cobpanmue 3akoHonarenbctBa Poceniickoii denepanuu, 2012, N 26, ct. 3526; 2017, N
52, ct. 8131) (nanee - [Tonoxenne o MuHHCTEPCTBE).

3. Ilo penenitam, BRITMCAHHBIM Ha penienTypHbIX Onankax Gopmer N 148-1/y-88, ormyckatorcst <3>:

<3> [oanysHkT 5.2.179 IMonoxenus o MunucrepcrBe (CoOpanue 3akoHoaTenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

1) ncuxXoTpomnHbIE JIEKapCTBEHHBIE IpenapaThl, BHeCEHHbIE B CIHMCOK NCUXOTPONHBIX BEIIECTB,
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o0opot koTopbIX B Poccuiickoii @enepanui orpaHHYeH ¥ B OTHOIICHHM KOTOPBIX JIOITYCKaeTcs
UCKJIIIOYCHHE HEKOTOPBIX MEp KOHTPOJSA B COOTBETCTBUM C 3aKOHOAATEIBCTBOM Poccuiickoin
Oegepaunu 1 MeXAyHApoaAHbIMU JoroBopamu Poccuiickoir ®@enepanuu (cnucok ), Tlepeuns
(tasiee - ICUXOTPOIIHBIE JIEKapCTBEHHbIE NpenapaTsl crucka I1I);

2) HApKOTUYECKHE U MICUXOTPOIIHbIE JIeKapCTBEHHbIE ITpenapatsl criucka Il B Buae TpancaepManbHbIX
TEepPaneBTUYECKUX CUCTEM M JICKAPCTBEHHBIE MPENapaThl, COAEPKAIME HAPKOTUUYECKOE CPEICTBO B
COUYETaHHH C AaHTArOHUCTOM OIUOUJIHBIX PELETITOPOB;

3) nexkapcTBEHHbIE Ipenaparbl, U3rOTaBIMBAcMble IO PELENTY Ha JIEKApCTBEHHBIM mpenapar u
coJlepKaliie HAPKOTHYECKOE CPEICTBO WM IICUXOTPOIHOE BEILECTBO, BHECEHHOE B cHUCOK Il
[lepeuns, u apyrue GpapMakoJIOTHYECKUE aKTUBHBIEC BEILIECTBA B J103€, HE MPEBHILAIONICH BBICIIYIO
Pa30BYIO 103y, U IIPH YCIOBHUHU, YTO ITOT KOMOMHUPOBAHHBIHN JIEKAPCTBEHHBIH Mpenapar He sBIIAeTCs
HapKOTUYECKUM WM ICUXOTPOIHBIM JIEKAPCTBEHHBIM Ipenaparom crucka II.

4. Ilpu oTmycke HapKOTUYECKOTO M ICUXOTPOIHOIO JEKapCTBEHHOro mpemnapara cnucka Il Ha
peuenTte 00 OTIYCKE JIEKAPCTBEHHOr'O Ipernapara MpOCTaBiseTCs MedaTh anTeKd WU alTe4HOro
IIYHKTa, B KOTOPOM yKa3aHO UX ITOJIHOE HaUMEHOBaHUe (IIPU HAJIMYUU TI€YaTH).

5. OcraroTtes U XpaHATCs y CyObeKTa pO3HUYHON TOProBIIM peuenTs! (¢ oTMeTkol "JlekapcTBeHHbIH
npenapar oTnyuieH") Ha:

1) HapkoTHYeCKHE W IICUXOTPOIHBIE JEKapCTBEHHbIE Ipenaparbl cnucka II, mcuxoTpomnHbie
JIeKapCTBEHHbIE IIpenapartsl cinucka III - B Teuenue naru ner;

2) KOMOWMHHUPOBAaHHBIC JICKAPCTBEHHBIC TIPENaparhl, COACpXKAIIUe HAPKOTHUYECKHUE CPEIICTBA WIIH
MICUXOTPONHBIEC BellecTBa, BHeceHHbIe B cniucku Il m III IlepeuHsi, M3roTOBIEHHBIE B ANTEYHOU
OpraHU3alMH, JEKAPCTBEHHbBIE MPENapaThl, MOJIEKANUE MPEIMETHO-KOJIUYECTBEHHOMY YUYETY, - B
TEUEHUE TPEX JIET.

VYKka3zaHHbIE JIEKAPCTBEHHBIE MpenapaThl, NMpeJIHA3HAYEHHBbIE A TpakKAaH, UMEIOIUX MpaBO Ha
MOJTy9YEeHUE JIEKAPCTBEHHBIX IPETapaToB, OTITYCKAEMBIX OECIJIATHO MJIM CO CKHUIKOM, OTITYCKArOTCS
OpU TpPeAbSBICHUM pPELENTa, BBIIMCAHHOTO Ha peuentypHoM Onanke ¢opmbl N 148-1/y-88, u
perienTa, BEIMICaHHOTO Ha penentypHoM Oianke Gopmer N 148-1/y-04(i).

6. OTHYCK HAapKOTUYCCKUX HW ICUXOTPOIIHBIX JICKAPCTBCHHBIX IMIPCIIApaTOB OCYHICCTBIIACTCSA
q)apMaIleBTI/I‘-ICCKI/IMI/I 1 MCIUITMHCKUMHA pa6OTHI/IKaMI/I, 3aHUMAarrMMMU J0JI’KHOCTH, BKIIFOYCHHBIC B
MEpCUCHb ,Z[OJ'I)KHOCTCﬁ Q)apMaI_IeBTI/I‘-IeCKI/IX 1 MCIUIMHCKHX pa6OTHI/IKOB B OpraHu3alusax, KOTOPbIM
NpeaoCTaBJICHO IHpaBO OTIYCKAa HAPKOTHYCCKUX JICKAPCTBCHHBLIX MPCHApaToB M IMCUXOTPOITHBIX
JICKAPCTBCHHBIX MPCIIapaToB (I)I/ISI/UICCKI/IM JrUIam <4>,

<4> Tlomnynkt 5.2.176 Ilonoxenus o MunucrepctBe (CoOpanue 3akoHoAaTeNbcTBa Poccuiickoit
®enepanum, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

7. HapkoTudeckue M IICHXOTPOIHBIE JIEKApCTBEHHBbIE Mpemnaparsl cnucka II, 3a uckirodyeHnem
JIEKApCTBEHHBIX IIPENAPAaTOB B BUJE IUIACTBIPEH M JIEKAPCTBEHHBIX IPENAapaToB, COIAEPIKALIUX
HapKOTHYECKOE CPEJICTBO B COUETAHUM C AaHTATOHUCTOM OIHOUIHBIX PELIENTOPOB, OTITYCKAOTCS IPU
NPEABIABICHUN JOKYMEHTA, YIOCTOBEPSIOLIErO JIMYHOCTh, JIMIYy, YKa3aHHOMY B peELENTe, €ro
3aKOHHOMY TMpEACTaBUTENI0 <5> WIM JIMIy, HMMEKIIeMy O(OpPMIIEHHYI0 B COOTBETCTBUU C
3aKoHOAaTenbCcTBOM  Poccuiickoit denepanuu  JOBEPEHHOCTb HA IIPaBO  IIOIYYEHUs TaKUX
HAapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToOB.
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<5> B oTHOLIEHUHU JIMIA, yKa3aHHOTro B yacTh 2 cratbu 20 PepepanbHoro 3zakoHa N 323-D3
(Cobpanue 3akonomarensctBa Poccutickoit deneparuu, 2011, N 48, cT. 6724).

[Tpu HEeBO3MOXKHOCTH O(OpMIIEHUSI UHKYpaOeIbHbIMU OOJIbHBIMU Ha 3aBEpPLIAIOIIEM 3Talle >KU3HU
JIOBEPEHHOCTH HAa TMPaBO IOJYYCHHUS YyKa3aHHBIX B ab3ale MepBOM HACTOSIIEro IyHKTa
HAapKOTUYECKUX M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaToB TAaKHE JICKAPCTBEHHBIE MPENapaThbl
OTIYCKAIOTCA UHBIM JIUIAM, OCYIIECTBIISIOMIUM YXO/1 32 HUMU, MPU NMPEIbSIBICHUU OJTHOBPEMEHHO C
pEeLenToM Ha JIEKApCTBEHHBIN Mpernapar JOKYMEHTA, yIOCTOBEPSIOLIErO JUYHOCTh, U JTOKYMEHTA,
MOJATBEPIKIAIOIIET0 HHKYpaOeIbHOe COCTOSIHIE OOIBHOTO, COJIEPKAIIETO CBEJICHUS O JIHIIE, KOTOPOe
MOJTy4aeT JIEKApCTBEHHbIE MpenapaTsl Mo perenty (pamuius, UMs, OTYECTBO (MPU HAIWYHUH), BUJ,
cepus v (WIKM) HOMEP JOKYMEHTA, yIOCTOBEPSIIOLIETO JIMYHOCTH), 3aBEPEHHOTO MOAMKUCHIO U MEYaThHIO
MEAMIIMHCKOTO pabOTHHUKA, a TAK)KE TIeYaThI0 METUIIMHCKOM OpraHu3aIuu.

JIOKyMEeHT, MOATBEPKAAIIUNA HHKYypaOelbHOE COCTOSIHUE OOJBHOTO, OCTaeTcss B aANTEYHOM
OpraHu3aliHy.

8. HapkoTuueckue M TICHXOTPOIHBIC JIGKAPCTBEHHBIC Mpenaparhl crnucka Il (3a HCKIoYeHHneM
JICKapCTBEHHBIX TpenapaToB B BHJE IUIACTHIPEH M JIEKAPCTBEHHBIX IPENapaToB, COJCPIKAIIUX
HapKOTHYECKOE CPEICTBO B  COYCTAHWU C AHTArOHHCTOM  ONHOHWJHBIX  PELEHTOPOB),
npeJHa3HaYeHHbIE IS Tpa)<l1aH, MMEIOUIMX IpaBO Ha OECIUIATHOE IMOJyYSHHE JIEKapCTBEHHBIX
npenapaToB WM IOJIyYCHHE JICKAPCTBEHHBIX MPENapaToB CO CKUAKOW, OTIYCKAIOTCS TIPU
NpeIbSIBICHUH PEIeTiTa, BBRIICAHHOTO Ha peuentypHoM Omanke ¢opmer N 107/y-HII, u peuernra,
BBIMMCAHHOTO Ha penentypHoM 6nanke Gopmbl N 148-1/y-04(ix).

9. Ilocne oTmycka HapKOTUYECKUX U NICUXOTPOIIHBIX JIEKAPCTBEHHBIX Ipenaparos cnucka II, B Tom
4YuClI€ B BHUJAEC TPAHCAEPMAIBHBIX TEPANEBTUYECKUX CHUCTEM M JIEKAPCTBEHHBIX IIPENApaToB,
COZEpKAIIMX HAPKOTUYECKOE CPEACTBO B COYETAHMH C AHTAarOHUCTOM ONMOUIHBIX PELENTOPOB,
IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka [II smmy, nmomydyuBiIeMy JeKapCTBEHHBIN
npernapar, BbIJIaeTCs CUTHATYpa C XKEJITOH 1M0JIOCOH B BEpXHEH 4acTH U HaIHUChIO YEPHBIM HIPU(PTOM
Ha Hell "Curnarypa", B KOTOpO# yKa3bIBatOTCS:

1) HauMeHOBaHME U aJpec MECTOHAXOXKJIEHUS alTeKd, alTEeYHOro IMYHKTa, MEIUIIMHCKON
OpraHu3aiuu, 000co0JIEHHOr0 NoIpa3AeieHUs] MEIULIUHCKON OpraHn3allly;

2) HOMep M JlaTa BBIHCAHHOTO PELEeNTa;

3) damuims, ums, ot4ecTBO (NPU HAJIUYWH) JIMIA, JUIS KOTOPOTO MpeIHA3HAYEH JIEKapCTBEHHBIN
npernapar, ero Bo3pacr;

4) HOMEP METUITMHCKOW KapThl MAIMEHTA, MOTyYaloIIero MeIUIIMHCKYIO TIOMOIIh B aMOyIaTOPHBIX
YCHOBUSAX, IJI1 KOTOPOTO MPEHAa3HAYEH JIEKapCTBEHHBIN Mpenapar;

5) ¢amunus, uMsl, OTYECTBO (TPU HAJIMYKMH) MEIULIMHCKOTO pabOTHUKA, BBINMHUCABIIETO PELENT, €ro
KOHTAKTHBIN TenedoH 1160 TenedoH MeIUIIMHCKON OpraHu3aliu;

6) COACPKaHUC PCLCIITA HA JIATUHCKOM A3bIKC UJIN PYCCKOM A3BIKE;

7) dbamunus, ums, OT4ECTBO (IIPU HATWYUHK) U TOAMKUCH (PApMAIIEBTUIECKOTO WIIM METUITMHCKOTO
paboTHHUKA, OTIYCTUBIIIETO JIEKAPCTBEHHBIN Mperapar;

8) mara OTITycKa JIEKapCTBEHHOIO Mpenapara.
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10. 3ampemiaercss OTIYCK CYOBEKTOM PpO3HHMYHOW TOPrOBIM MO pelenTaM BETEPHHAPHBIX
OpraHM3aluil HAPKOTUYECKUX M IICHXOTPOIHBIX JEKAPCTBECHHBIX MPETapaToB.

Ipunoowcenue N 3
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1093u

MOPSIJIOK

OTIIYCKA AITEYHBIMUA OPI'AHU3ALIUAMU
NMMYHOBHOJJIOI'MYECKHUX JIEKAPCTBEHHbBIX
IHHPEITAPATOB

1. OTnyck MMMYHOOMOJIOIMYECKHMX JIEKAPCTBEHHBIX IIPENApPaTOB OCYIIECTBISETCS alTEYHbIMU
OpraHu3alUsIMM U UHJIUBUAYAJbHBIMH INPEANPUHUMATENSAMH, HMEIOIIMMHU JIMLIEH3UI0 Ha
(dapMaleBTUYECKYIO JAESITEIbHOCTh, MEAUIMHCKUMH OpraHu3alysIMH, UMEIOUIMMH JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO JeSTEeIbHOCTb, U MX O00OCOOJEHHBIMU HOJpa3jeseHus MU (aMOynaTopusIMy,
denpamepckuMu M QeNbAMIEPCKO-aKyIIEPCKIMH TyHKTaMH, LEHTpaMH (OTIENCHUsIMH) OOIIei
BpaueOHOM (ceMelHON) MNpaKTHKH), PACHOJOXKEHHBIMU B CEJIbCKUX IIOCEIECHUSAX, B KOTOPBIX
OTCYTCTBYIOT alTEUHblE OpraHu3anuu, 0e3 peuenta U (WIKM) MO PELENTy Ha JIEKapCTBEHHBIN
npenapar, opopMIEHHOMY MEIULIUHCKUMH paOOTHUKAaMU (Jjajiee - PeLenT).

2. Ilpu ormycke MMMYHOOMOJIOIMUECKOIO JIEKApPCTBEHHOTO Mpernapara Ha peLenTe WIM KOpellKe
pelenTa, KOTOPbI OCTaeTcs y JIMia, npruoOpeTarouiero (Mojyyaroliero) JeKapCcTBEHHbIM mpenapar,
YKa3bIBAa€TCsl TOYHOE BpeMsl (B yacax U MHUHYTaX) OTITYCKa JIEKapCTBEHHOTO Mpernapara.

3. Ormyck HWMMYHOOHUOJOTHYECKOTO JIEKAPCTBEHHOI'O TMperapara OCYIIECTBISETCA JIUILY,
npuoOpeTarolieMy (IojyyarolieMy) JeKapCTBEeHHbIH npenapar, Ipyu HaJIUYUHM Y HETrO CIEUaIbHOTO
TEPMOKOHTEHHEpPa, B KOTOPBIM ITOMEIIAETCS JIEKAPCTBEHHBIM Ipenapar, WM BO3MOKHOCTH
npuoOpeTeHus B alnTeYHOM OpraHu3allud HEOOXOAMMBIX CPEICTB JUIs TPAaHCIOPTUPOBKU
(TEpMOKOHTENHED, XJIaJ03IEMEHTHI).

4. Jluny, npuoOpeTiieMy HMMYHOOMOJIOTHYECKUN JIEKApCTBEHHBIM Ipemnapar, pa3biCHAETCA
HEO0OXOUMOCTh JOCTaBKU JIEKAPCTBEHHOT'O Mpernapara B MEIULHUHCKYIO OpraHU3aliio B CPOKH, HE
NPEBBIIIAIOIINE CPOKH NOIepKaHus paboueil Temreparypsl CpeCTB TPaHCIOPTUPOBKH, YKa3aHHBIE
B MHCTPYKLHUU.



