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

MHUHHCTEPCTBO 3JJPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

ITPUKA3
ot 24 Hosiopst 2021 r. N 1093n

OB YTBEPKJIEHUU NPABIUJI OTOYCKA
JEKAPCTBEHHBIX IIPEITAPATOB 1151
MEJUIIUHCKOI'O IPUMEHEHUS AIITEYHBIMU
OPTAHM3AIIUSAMU, UHINBUAY AJIbHBIMHU
MNPEANNPUHUMATEJISIMU, UMEIOIIUMHU JIMIIEH3UIO
HA OCYHIECTBJIEHUE ®APMAIIEBTHYECKOU
JEATEJBbHOCTHU, MEJJUIITUHCKUMMU
OPTAHM3AIIUAMHA, UMEIOIIIUMH JIULEH3UIO HA
OCYHIECTBJIEHUE ®APMAIIEBTUYECKOU
JEATEJBHOCTH, U UX OBOCOBJIEHHBIMU
NOJAPA3JAEJEHUSMU (AMBYJIATOPUSIMU,
®EJbJAIEPCKUMHU U
®EJbJAIEPCKO-AKYIIEPCKUMHA TYHKTAMMU,
IHEHTPAMMU (OTAEJEHUSIMU) OGILIEA BPAYUEFHOU
(CEMEHHOMW) IPAKTUKHN), PACIIOJIO)KEHHBIMU B
CEJIbCKHUX NOCEJIEHUAX, B KOTOPBIX
OTCYTCTBYIOT AIITEYHBIE OPTAHU3AIINA, A
TAKXXE IPABIAJI OTHYCKA HAPKOTHYECKHUX
CPEJICTB U ICUXOTPOIIHBIX BEIIECTB,
3APETUCTPUPOBAHHBIX B KAUECTBE
JEKAPCTBEHHBIX ITPEITAPATOB J1JIS1
MEJUIIMHCKOI'O IPUMEHEHUS, IEKAPCTBEHHBIX
MPEMNAPATOB JJ51 MEIUIIMHCKOI'O IPUMEHEHMUS,



COAEPKAIHINUX HAPKOTUYECKHUE CPEACTBA U
IHCUXOTPOIIHBIE BEHIECTBA B TOM YHUCJIE
HOPAIKA OTIITYCKA AIITEYHBIMH
OPI'AHUBALIUAMU UMMYHOBUOJIOIT'HMYECKUX
JIEKAPCTBEHHBIX ITPEITAPATOB

B cooTrBercTBuM ¢ myHkTamu 2 u 3 ctaThu 55 denepanbHoro 3akona ot 12 anpens 2010 r. N 61-D3
"O06 oOpamenuu aekapcTBeHHbIX cpeacTB" (CoOpanue 3akoHOAaTenscTBa Poccuiickoit denepanuu,
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 Ilonoxkenuss o MunucrtepcrBe 3apaBooxpaHeHus Poccuiickoit @eneparum,
YTBEP)KJICHHOTO MocTaHoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N
608 (Cobpanmne 3akonomarenbcTBa Poccuiickort denepanuu, 2012, N 26, ct. 3526; 2014, N 37, cr.
4969; 2017, N 33, ct. 5202), npuka3piBaro:

1. YTBepauTh:

[lpaBuna oTmycka JIEKapCTBEHHBIX MPENapaToB /Il MEAMIHWHCKOTO TPUMEHEHHUS alTeYHBIMU
OpraHu3allUsIMK, UHIWBUAYAIbHBIMA  TPEANPUHUMATEIISIMH, HMEIONIMMHU  JIMICH3UIO  Ha
OCyIIEeCTBIICHHE (hapMaIEBTHUECKON EATEIbHOCTH, MEAUIUHCKIMH OPTaHU3AIMSIMHA, UMEIOIIMMU
JMIICH3UI0O HAa OCYIIECTBICHHE (DapMaleBTHUECKOW JEATEIBbHOCTH, W WX 000COOJICHHBIMU
noapasneeHusIMu (aMOynaTopusiMu, (HenbIIepcKuMu U (pebaAIepcKo-akymepCKUMU TyHKTaMH,
neHTpamMu (OTAENEHUsAMH) OOIIel BpaucOHOW (CEeMEWHOW) IPAKTHKH), PACIOJIOKCHHBIMA B
CENIbCKUX TIOCENIEHUSX, B KOTOPBIX OTCYTCTBYIOT allTeUHBIE OPTaHMU3alliH, COrJIacHO npuiioxenne N
1 (manee - mpaBuia);

IIpaBuna OTIIyCKa HAapKOTUYECKHUX CPEACTB M IICUXOTPOIHBIX BEILIECTB, 3apErUCTPUPOBAHHBIX B
KAaueCcTBE JICKAPCTBEHHBIX IIpEnapaToB Uil MEIULIHMHCKOTO IPUMEHEHMs, JIEKapCTBEHHBIX
[IpenaparoB Uil MEIULUHCKOIO INPUMEHEHMS, COIAEPKAIIMX HApKOTUYECKUE CpeacTBa |
MICUXOTPOITHBIE BEIIECTBA, COTTIACHO MpritokeHuto N 2;

[Topsimox  OTMyCKa amNTeYHBIMH OPTaHU3AIUSIMH HMMYHOOHUOJOTMYECKUX  JIEKaPCTBEHHBIX
npenapaToB coriacHo nmpuioxernto N 3.

2. I[Ipu3HaTh yTpAaTUBIIUMU CHITY:

npuka3 MuUHHCTEPCTBA 34paBOOXPAaHEHUS U COLUANIBHOTO pa3sutusa Poccuiickoit denepanum ot 26
aBrycra 2010 r. N 7351 "OO yrBepxaeHuu I[IpaBui oTmycka JE€KapCTBEHHBIX IMpenapaToB s
MEAMLIMHCKOTO TPUMEHEHUS MEAUIMHCKUMHM OpraHMU3alMsIMM, HMEIOIUMHU JIMIECH3UIO Ha
(bapMaleBTUYECKYIO AESITENbHOCTh, U UX 000COOJEHHBIMU MMOJApA3JeIeHUsIMU (aMOyIaTOpUSIMHU,
denpamepckuMu ¥ QenbAIIepCKO-aKyIIePCKUMU MTyHKTaMH, LEHTpaMHu (OTIAeNeHUsIMH) OOIei
BpayeOHON (CEMEWHON) NPaKTHUKH), PACIOJIOKEHHBIMH B CEIbCKHUX TOCEIEHUAX, B KOTOPBIX
OTCYTCTBYIOT allTeUHbIe OpraHu3anuu’ (3aperucTpupoBaH MUHHCTEPCTBOM rocTULIMU Poccuiickoit
Denepanuu 28 centsiops 2010 r., perucrpannonnsiii N 18575);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepaunu ot 11 utons 2017 r. N 4031 "O6
yTrBepxkAcHUM [IpaBui oTIycKka JIEKapCTBEHHBIX IMPENApaToB ISl MEAMLIIMHCKOIO NPUMEHEHMS, B
TOM YHCJI€ HMMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX IPENapaToB, alTE€YHbIMU OpraHU3alUsIMHU,
UH/IMBUYAIbHBIMUA  NPEANPUHUMATENSIMH, HMEIOLIMMH JIMLIEH3UI0 Ha  (papMaleBTHYECKYIO
JeATeTLHOCTR" (3apeructpupoBan MunuctepcTBoM toctunimu Poccuiickoit deneparuu 8 ceHTAOps
2017 r., peructpaunonnsiii N 48125);
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npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit ®enepaunn ot 7 uronst 2020 r. N 683u "O
BHECEHMU u3MeHeHuil B [IpaBuna oTmycka J€KapCTBEHHBIX IPENapaToB Uil MEIUIMHCKOIO
OPUMEHEHHS, B TOM 4YHCIE HMMYHOOHOJIOIMYECKHX JIEKApCTBEHHBIX MpPENapaToB, anTeUYHBIMU
OpraHu3alUsIMM, UHIUBUAYAJIbHBIMH  NPEANPUHUMATENSAMH, HMEIOIIMMHU  JIMLEH3UK  Ha
(dapMareBTUYECKYIO0 JesITeIbHOCTh, YTBEP)KJICHHbIE MpHKa3oM MHUHHCTEPCTBA 3APAaBOOXPAHEHUS
Poccuiickoit ®enepanun ot 11 wmronms 2017 r. N 403n" (3apeructpupoBad MUHHUCTEPCTBOM
toctuin Poccuiickoit @enepannu 14 okrsiops 2020 r., peructpaunonnsii N 60370).

3. Hacrosmumii npuka3 Bcrynaer B cuiy ¢ 1 mapra 2022 r. u geiictByer no 1 mapra 2028 r., 3a
uckioyeHrueM nyHkta 12 IlpaBui oTmycka JIeKapCTBEHHBIX MpEnapaToB Ui MEAMIIMHCKOIO
NPUMEHEHHS alTEeYHBIMH OPTaHU3ALMSIMH, WHIUBHIYaIbHBIMH MPEAIPUHUMATEISIMA, UMEIOIIUMU
JUIECH3UIO Ha OCYIIeCTBICHUE (papMaIleBTHUECKON NESTEIbHOCTH, MEIUIIUHCKUMU OpraHU3alusIMH,
UMCIOIIMMHU  JIMIEH3UI0 Ha  OCYIIECTBICHHE (apMalleBTUYECKONW AEATENbHOCTH, U HX
000c00IeHHBIMU MoIpa3ieICHUSIMHA (amOynaTopusamu, (henpamepcKuMu u
(benpaepcKo-akyImepcKuMy MyHKTaMH, IeHTpaMu (OTIeJIeHUsIMU) 001Iel BpauyeOHOU (CeMenHOi)
MPAKTUKK), PACIOJIOKEHHBIMU B CEIbCKUX TIOCEJICHUAX, B KOTOPBIX OTCYTCTBYIOT AamlTEUHBIC
OpraHM3aliy, YTBEP>KIECHHBIX HACTOSIINUM MPUKA30M, KOTOPbII BeTynaer B cuily ¢ 1 mapra 2022 1.
u aevictyet 10 1 centadps 2022 roaa.

Munucmp

M.A. MYPALIKO

Ipunooicenue N 1
K npuxasy Munucmepcmea 30pagooxpaHenuist
Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1093u

IIPABHUJIA

OTIIYCKA JIEKAPCTBEHHBIX ITPEITAPATOB JJIA
MEAUIIUHCKOI'O IPUMEHEHUSA

|. O6mme TpeGoBaHUA K OTIYCKY JIEKAPCTBEHHBIX MPENapaToB JJId
MEIUIUHCKOr0 PUMEHEeHU s

1. OTmyck JIeKapCTBEHHBIX NpenapaToB Ui MEJAUIMHCKOTO MPUMEHEHHs (Jajiee - JeKapCTBEHHBIE
npenaparbl)  OCYLIECTBISETCS ~ aNTeUYHbIMH  OpraHu3alMs MM W WHAWBUAYAJIbHBIMU
NpEANPUHAMATENSIMY, ~ MMCIONIMMH  JIMIEH3WI0  Ha  (apMameBTUYECKYI  JEATeNbHOCTD,
MEIUIUHCKUMH OpraHU3alysIMU, UMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUYECKYIO JesTeIbHOCTb, U
ux 000CO0IEHHBIMU Mo/ipa3iesIeHusIMU (amOynaTopusimu, GbenpamepCcKuMu u
(enpamepeko-akyIepcKuMH MMyHKTaMu, LIEHTpaMH (OTJeNeHUsIMH) o01Iei BpaueOHO# (ceMelHOi)
NPaKTUKH), PACIOJNIOKEHHBIMH B CEIBCKUX TIOCENICHHUSIX, B KOTOPBIX OTCYTCTBYIOT AalTEYHbIC
opranuzaiuu (fanee - CyObeKThl POSHUYHOM TOProBiM), 6e3 peuenta <1> u (WiM) MO peuenTty Ha



JIEKapCTBEHHBIN mpemnapar, opopMIIeHHOMY <2> MEAMLMHCKUMH pabOTHUKAaMH (Aajiee - perent), a
TaKKe 1Mo TPeOOBAHUIO MEAUITMHCKON OpraHu3aiui <3> I alTeYHON OpraHU3aIliH.

n_.n

<1> Tlomnynkt "4" nmynkra 5 yactu 4 crarbu 18, moanyHkT "k" myHkrta 1 wactu 1 crtateu 33
®denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpanieHnn JeKapCTBEHHBIX CPeCTB"
(Cobpanue 3axonomarensctBa Poccuiickoit ®enepanmu, 2010, N 16, crt. 1815) (nmanee -
®enepanbubiii 3ak0H N 61-D3).

<2> HoanyHkT 5.2.179 Tlonoxenuss o MunuctepcTBe 3apaBooxpaHeHust Poccuiickoit denepanumy,
yTBEpXACHHOIO nocraHoBiieHueM llpaBurenscrBa Poccuiickoit ®enepanuu ot 19 urons 2012 r. N
608 (Cobpanue 3akonomarenbcTBa Poccuiickoit @enepanun, 2012, N 26, cr. 3526; 2017, N 52, cr.
8131) (nanee - Ilonoxxenne 0 MuHucrepcTse).

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

2. OTHYCK JICKapCTBCHHLIX IIPCIIaApaTOB oe3 PEUCITOB OCYHICCTBIISAACTCS:

1) anTekamu, OCYIIECTBIISIIOIIMMHU PO3HHUYHYIO TOPTOBIIO (OTIIYCK) JICKAPCTBEHHBIX IPENapaToB
HACEJICHUIO, U alTeKaMu KaK CTPYKTYPHBIMH MOJpa3AeICHUSIMU MEAUIIMHCKON OpraHu3auu (Jaiee
- aITeKNn);

2) anTeyHbIMH NYHKTaMH, B TOM 4YHCJE€ KaK CTPYKTYPHBIMU MOAPA3AEICHUSIMH MEIUIIMHCKON
OpraHu3aluu (aajee - anTe4yHble MyHKTHI);

3) anTeYHBIMH KHOCKAMU;

4) WHIUBUIYAIbHBIMA TPEANPUHUMATEISIMA, HMEIONIUMH JIMIICH3UI0 Ha (apMareBTUYECKYIO
NEeSTENIbHOCTH (Jasiee - UHAUBUYaIbHBIA TPEeITPUHUMATED);

5) MEOWIIMHCKAMHU OpTaHU3alUsIMH, UMEIONIMMH JIMIICH3UIO Ha (apMaIleBTUYECKYIO JEATEIbHOCTD,
U uX  00OCOOJEHHBIMH  MOJpa3/eNeHusMH  (amMOymaTopusiMM,  (eNbIIIepCKUMH U
Gdenbaepcko-aKylepcKuMU MyHKTaMH, [IEHTpaMu (OTAeIeHUsIMHI) 0011eil BpaueOHO (cemeitHOM)
NPAaKTUKH), PACIOJOKEHHBIMH B CEJIbCKUX IOCENEHHUSIX, B KOTOPBIX OTCYTCTBYIOT aIlTeUHbIE
OpraHM3aluu  (Jajee COOTBETCTBEHHO -  MEAMIIMHCKUE  OpraHu3alud, 000COOJIEHHBIE
NOJpa3/ieIeHus] MEAMLIMHCKUX OpraHu3alyii), MepedeHb KOTOPBIX YTBEPXKIACTCSd OpraHamu
WCIIOJTHUTENIbHON BIacTu cyOnekTa Poccuiickoit deneparum <4>.

<4> Yacrts 5 cratbu 55 ®PenepanbHoro 3akoHa N 61-D3 (Cobpanue 3akoHoaarenscTBa Poccuiickoit
®enepannn, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTnyck neKapCTBEHHBIX NPENAPATOB M0 PELENITaM OCYIIECTBISAETCS:
1) anTexamu;
2) anTe4YHbIMH ITYHKTaMU;

3) MHIMBUYaIbHBIMU NPEANPUHUMATENISAMH (32 UCKIIIOUEHUEM OTIYCKAa HAPKOTHUYECKUX CPENCTB U
IICUXOTPONIHBIX BEUIECTB, BKJIIOUEHHBIX B IIEPEUYECHb HAPKOTUYECKHUX CPEICTB, MNCUXOTPOITHBIX
BEIIECTB M HMX IPEKypCcOpoB, MOJIEKaNMX KOHTpodio B Poccuiickoit ®enepauuu <5> (nanee
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COOTBETCTBEHHO - IlepeueHb, HAPKOTUUECKNE U TICUXOTPOITHBIE JIEKAPCTBEHHBIE ITPENapaThl);

<5> [lyskr 2 cratbu 2 denepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
cpencTBax W ncuxorpornHbix BemecTBax" (CoOpanue 3akoHOomaTenbcTBa Poccuiickoit Denepanum,
1998, N 2, ct. 219; 2016, N 27, ct. 4238) (nanee - ®enepanbubiii 3akoH N 3-D3).

4) MEIWIMHCKUMH OpPraHM3alMsIMH U O0OCOOJECHHBIMU TOJAPA3ACICHUSIMU  METUITTHCKUX
OpraHu3aIuu.

4. Ilo peuenTam, BBIIMCAHHBIM Ha penenTypHbix Onxankax ¢popmer N 148-1/y-88, ormyckarotcs <6>
JIeKapCTBEHHbIE MpenapaThl, BKIOYEHHbIE B IIEpeUeHb JEKApCTBEHHBIX CPEACTB AJIS MEAULIMHCKOTO
OPUMEHEHHS, TOJUIeKAIINX MPEIMETHO-KOJIMYECTBEHHOMY YYeTy (hajiee - JIeKapCTBEHHBIC
npenaparsl, BKIIIOYCHHBIE B TiepedeHb [IKY) <7>.

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

<7> Ilommyukr 5.2.171(1) Ilonoxenus o MunuctepctBe (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit deneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3zaHHBIE JIGKAPCTBEHHBIC TpenapaThl, NMpPEeJIHA3HAYCHHBIC IS TPAKAaH, UMEIOIUX IPaBO Ha
MOJTyYCHHUE JIEKAPCTBEHHBIX IMPEIapaToB, OTITYCKAEMbIX OCCIIATHO MJIM CO CKUIKOW, OTIHYCKAKOTCS
NOpU TPEABSBICHUN DPELENTa, BBITMCAHHOTO Ha penentypHoM Omanke ¢dopmbl N 148-1/y-88, u
pelenTa, BBIMUCAHHOTO Ha perentypHoM Omanke ¢hopmbl N 148-1/y-04(x).

5. Ilo peuenTam, BHINMCAHHBIM Ha peuenTypHbix OmaHkax Gopmbl N 148-1/y-04(x1), otmyckarorces
JIEKapCTBEHHBIE TIpenapaThl, BBINHCHIBACMbIE TpakJaHaM, HMMEIONIMM TpaBO Ha OecriaTHOe
NOJIy4EeHHE JIEKAPCTBEHHBIX IpPEnapaToB WM MOJyYeHHE JIEKApCTBEHHBIX MPENapaToB CO CKUAKOU
(manee - JeKapcTBEHHbIE IIPENapaThl, OTITyCKaeMble OECIIIIaTHO MIIU CO CKUAKOIN).

6. ITo peuenTam, BbIMMCAaHHBIM Ha penentypHbix O6mankax ¢opmel N 107-1/y, ormyckarotcs nHbIE
JIEKapCTBEHHBIE TpeTapaThl, HE yKa3aHHbIE B NMyHKTe 4 HacTosmmx lIpaBwi, u 3a UCKIIOUYECHHEM
JIeKapCTBEHHBIX IPENapaToB, OTIYCKaeMbIX 0€3 peLenTa.

7. KoMOuHMpOBaHHBIE JE€KapCTBEHHbIE MPenaparhl JUIsi MEJUIIMHCKOTO MPUMEHEHHUs, CoepKallne
KPOME MaJIbIX KOJMYECTB HAPKOTHYECKHUX CPEACTB, NMCHUXOTPOITHBIX BEIIECTB M MX IMPEKYpPCOPOB
npyrue (papmMakoIorMyecKkue akTUBHBIE BEIECTBA, OTIMYCKAIOTCS alTeKaMH, alTeYHbIMU IMyHKTaMU
U WHIUBHIYaJIbHBIMH TPEIIPUHUMATEISIMA, HWMEIONIMMHU JIMICH3UIO Ha (apMareBTHIECKYIO
NeSITeIbHOCTh, 10 pelenTaM, BBIIHUCAHHBIM Ha penentypHbix Omankax ¢opm N 107-1/y u N
148-1/y-88 <8>, kpome Tex JIeKapCTBEHHBIX MPENapaToB, KOTOPBIE OTITYCKAIOTCS 0e3 perenTa.

<8> Yacrts 6 cratbu 55 ®enepanpHoro 3akoHa N 61-03 (Cobpanue 3akoHoaarenbcTBa Poccuiickoi
@enepannn, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo peuentam B QopMmMe 0dJIEKTPOHHOIO JIOKYMEHTa C HCIIOJIb30BAHHEM YCUJIEHHOMN
KBAJTM(HULIUPOBAHHON 3JIEKTPOHHOHN MOANUCH MEAMIMHCKOrOo pabOTHHKA (Jlasiee - perent B ¢popme
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AJIEKTPOHHOI'O IOKYMEHTA) OTIIYCKAaIOTCSl BCE JIEKAPCTBEHHBIE IIpENaparhl, yKa3aHHbIE B MIYHKTax 4,
5, 6, 7 nacrosimux I[IpaBut.

9. MemuuuMHCKUE OpraHu3alMu M 000COOJEHHBIE MOJApa3eICHUs MEIUIMHCKUX OpraHu3alui
TaK)K€ MOT'YT OTITYCKAaTh:

1) nmexapcTBEHHBIE IMpenaparhl, BKIIOUEHHbIE B mepedeHb [IKY, BhIMUCaHHBIE HA peLENTYPHBIX
onankax ¢opmbr N 148-1/y-88;

2) JeKkapCTBEHHbIE IIpemaparbl, BKIIOYCHHbIE B llepedeHb JIEKApCTBEHHBIX MPENapaTos,
OTIYCKaeMBbIX MO penentaM Bpada (denpamepa) mpu OKa3aHUM JOMOJHHUTENBHON OeCIUIaTHOM
MEIUIIUHCKOW TIOMOIIM OTJENbHBIM KaTeropusM TpaKAaH, HMEIOUIMM IPaBO Ha MOJIy4YCHHE
TOCYZapCTBEHHOM COLMAIbHOM MOMOIIH, a TaKKe MHBIE JICKAPCTBEHHBIC CPEICTBA, OTITYCKAaEMbIC
0ecIuIaTHO WM CO CKUAKOMW, BBIMUCAHHBIEC Ha perenTypHbIx Onankax Gopmbl N 148-1/y-04(i).

10. OTnyck JiekapCTBEHHBIX IIpEnapaToB, HE YKa3aHHbIX B MyHKTax 4, 5, 6, 7 nacrosmux [IpaBui, B
COOTBETCTBUM C MHCTPYKIMSIMH TI0 HMX MEIUIMHCKOMY NPUMEHEHHUIO OCYIIECTBISIETCS 0€e3
PELenTOoB.

11. Otmyck JIeKapCTBEHHBIX MPENapaToB OCYLIECTBIISIETCS B TEYEHUE YKa3aHHOTO B PELENTE CPOKa
€ro JIeicTBUA pu 0OPAIICHNH JIMIA K CYOBEKTY PO3ZHUYHON TOPTOBIIH.

12. B ciydae oOTCyTCTBHS y CyObEKTa pO3HHYHOM TOProBJIM JIEKAPCTBEHHOI'O Ipernapara,
yKa3aHHOTO B perente, NpH OOpalleHHuH JHIA K CYOBEKTy PO3HHYHOM TOPTOBIM pPELENT
IPUHUMAETCs Ha 00CIIy’)KHBaHUE B CIIEIYIOLINE CPOKHU (Jlasiee - OTCPOUEHHOE 00CITY)KUBaHUE):

1) pettent ¢ momeTkoi "statim" (HemeIIEeHHO) 0OCTY)KUBACTCS B TEUEHHE OJHOTO paboyero JHS CO
TTHST OOpaIleHus JINIA K CYOBEKTY POSHHUYHON TOPTOBIIH;

2) perent ¢ moMeTtkoi "Cit0" (cpouHO) 0OCIyXHBAaeTCsI B TEUYCHHE ABYX pabOUYMX JHEH CO JHS
oOparieHus TuIa K CyObeKTy pO3HUIHOU TOPTOBJIH;

3) perent Ha JICKAPCTBEHHBIN Mpenapar, BXOIANNH B MUHUMAIbHBIA aCCOPTUMEHT JICKap CTBECHHBIX
MpenapaToB A7 MEAUIIMHCKOTO TPUMEHEHHU s, HeOOXOIUMBIX ISl OKa3aHUsI METUITMHCKOW TTOMOIIN
<8>, 00cCiyXuBaeTCs B TEUCHHE ISITH pabouMx JHEH CO JHA OOpallleHUs WA K CYOBEKTY
PO3HUYHOI TOPTOBJIM; pEUENT Ha JEKApCTBEHHBIM Mpenapar, BXOIAMIMA B MHHHUMAIbHBIHA
ACCOPTHUMEHT JICKApPCTBEHHBIX TMPEMapaToB JUIS MEAUIIMHCKOTO MPUMECHECHHS, OTITYCKAEMBIH
OecriaTHO WJIM CO CKUIKOHM, 0OCTY)KUBaeTCs B T€UCHHE ABYX paboyMX AHEH co AHS oOpalieHus
JUIa K CyObEeKTY PO3ZHHYHOU TOPTOBIIH;

4) penent Ha JEKapCTBEHHBIM Tperapar, HE BXOIIMIMA B MHHUMAJIbHBIA aCCOPTUMEHT
JIEKAPCTBEHHBIX TMPENapaToB UId MEAUIIMHCKOTO TMPUMEHEHHS, HEOOXOAMMBIX [JIi OKa3aHUs
MEAUIIMHCKON TOMOIIH, 00CTYKUBAETCS B T€UEHHUE JECATH PabounX JHEH CO THS OOpalleHHs JIHiia
K CyOBEKTY pPO3HHYHOW TOPTOBJIM, PEIENT Ha JEKApCTBEHHBIM TMpenapar, HE BXOIAIIUNA B
MHUHUMAJIbHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENaparoB ISl MEIUIIMHCKOTO IPUMEHEHHS,
HEOOXOUMBIX JIJII OKa3aHHs MEIUIMHCKON MOMOIIH, OTITYCKAaeMbIi OECIIIaTHO WJIM CO CKHUIKOH,
00CITyXKMBaeTCsl B TEUCHUE CEMH PadouMX JHEH co THS OOpalieHHs JIMla K CyOBeKTy pO3HUYHOU
TOPTOBJIH;

5) peuenTsl Ha JIeKapCTBEHHbIE Mpenaparhl, Ha3HAYaeMble MO PEUICHUI0 BpayeOHON KOMMCCHU,
00CITYKUBAIOTCSI B TEUCHUE JECATH padOUMX AHEH co THS 0OpalIeHus JIula K CyOBeKTy pOZHUYHOU
TOPTOBJIN.

3anpeu1aeTc51 OTIIYCKATh JICKAPCTBCHHBIC IPCIIAPAThI 10 PCLCIITAaM C UCTCKIIUM CPOKOM HeﬁCTBHH,
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3a HUCKJIIOYEHHEM Ccllydasi, KOrjJa CpPOK JIEUCTBHS pelernTa HUCTEK B MEePUOJ HAXOXKJECHUS €ro Ha
OTCPOUYEHHOM 00CTY>KUBAHUU.

OTmyck J1eKapCTBEHHOTr0 Mpenapara 1o HaxoAIIeMycs Ha OTCPOYEHHOM 00CTYKMBAHUU PELENTy €
HCTEKIIIUM CPOKOM JICHCTBUS OCYILECTBIsIETCs 0e3 ero nepeogopmienus B reueHue 90 nueit co g
UCTEUYEHHUS CPOKa JICHCTBUS TAKOTO peLenTa.

ITynkm 12 Ilpasun oeiiccmeyem 00 01.09.2022 (nynkm 3).

13. JlekapcTBeHHBIE TIpemapaTbl OTIYCKAIOTCS B KOJHYECTBE, YKAa3aHHOM B pelenrte, 3a
UCKIIIOYEHUEM CIIy4aeB, KOT/Aa JUIs JISKApCTBEHHOT'O Mpenapara yCTaHOBJIEHO KOJIMYECTBO, KOTOPOE
MOYET OBITh BHITUCAHO B OIHOM PELENTEe, WIK KypcC JieueHus: <9>.

<9> TMomnynkt 5.2.177 Ilonoxenus o MunucrepctBe (CoOpanue 3akoHoAaTelbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

[Ipu nmpegbsiBIeHUU perenTa ¢ NPEBHIIICHUEM MPEACIbHO  JIOMYCTUMOTO  KOJUYECTBa
JIEKapCTBEHHOTO  Ipermapara, KOTOPOe€ MOXET ObITh  BBIIHCAHO B  OJHOM  DEILEITE,
dapmaneBTHYecKuii  paboOTHUK HHDOpPMHpPYeT 00 JTOM JMIO, MPEACTABUBIIEE PEIEIIT,
PYKOBOIMTENSI COOTBETCTBYIOLICH MEIUIIMHCKOW OpraHMU3alld U OTIYCKAeT YKa3aHHOMY JIHILY
YCTaHOBJIEHHOE COOTBETCTBEHHO IPEJEIbHO JOMYCTUMOE KOJUYECTBO JIEKAPCTBEHHOTO Mpernapara,
KOTOPOE MOXET ObITh BBHITMCAHO B OJJHOM PELENTE C MPOCTABICHHEM COOTBETCTBYIOIIEH OTMETKH B
peuenre.

[lpy Hamuyum y cyObeKTa PO3HUYHOM TOPTOBIM JIEKAPCTBEHHOTO Mperapara C JI03UPOBKOM,
OTJIMYHOW OT JIO3UPOBKH JIEKAPCTBEHHOI'O TperapaTta, yKa3aHHON B PEIENTe, OTITYCK MMEIOIIEToCs
JIEKApCTBEHHOTO TIpenapaTa JOIMYCKaeTcs, €CIH JO3WPOBKAa TAaKOTO JIEKAPCTBEHHOTO IIperapara
MEHbIIIE T03UPOBKHU, YKa3aHHOMU B perente. B TakoMm ciyyae ocymiecTBisieTcs nepecyer KoJn4ecTBa
JIEKapCTBEHHOTO Tperiapara ¢ y9eToM Kypca JISUeHHUsI, YKa3aHHOTO B PEIEeNTe.

B cnydae ecnu 103upoBKa JIEKApPCTBEHHOTO Mpemnapara, MMEIOLIErocs Yy CyObeKTa pPO3HUYHOU
TOPTOBJIY, IPEBBILIAET TO3UPOBKY JIEKAPCTBEHHOT'O IIpenapara, YKa3aHHYIO B pelenTe, pelieHrue 0o
OTIIyCKE JIEKapCTBEHHOI'O Mpemnapara ¢ TaKoW O3UPOBKOM MPUHUMAET MEIUIIMHCKUN pabOTHUK,
BBINTHCABIINNA PELIEMT.

14. Otnyck JIeKapCTBEHHOTO TIperapara OCYIISCTBISETCS B TEPBUYHOM W BTOPUYHOMN
(mOTpeOuTENbCKON) YIIaKOBKaX, MapKUPOBKA KOTOPBIX JOJHKHA OTBEYaTh TPeOOBaHUSAM cTaThbu 46
Oenepanbaoro 3akona N 61-d3 (Cobpanme 3akoHOmaTenbeTBa Poccutickoit @eneparmu, 2010, N
16, cr. 1815; 2014, N 52, cr. 7540), a ynakoBKa MJii HApPKOTHYECKHMX U TCHUXOTPOIHBIX
JIEKapCTBEHHBIX IMpenapaToB crnucka |l - TpeboBanusm nyHkra 3 crateu 27 @enepanbHoro 3akoHa N
3-®3 (Cobpanue 3akoHonatenberBa Poccuiickoit @eneparuu, 1998, N 2, ct. 219; 2016, N 15, cr.
2052).

15. Tlpu oTmycke JIeKapCTBEHHBIX MpPENapaTroB MO pelenty, OQOpMIECHHOMY Ha pelenTypHOM
OyiaHke Ha OymMa)kHOM HocuTene, (apMmaleBTHUeCKUi paOOTHUK MPOCTABISET OTMETKY Ha pelernTe
00 OTIycKe JIeKapCcTBEHHOTo Ipernapara "JIekapCcTBeHHBIN mpenapaT OTHYIIEH" U C yKa3aHUEeM:

1) HauMeHOBaHHS amNTeYHOW opraHu3anuu (pamMuauu, WMEHH, OT4ecTBa (NIPU HAIUYUH)
WHAUBUAYAJIbHOTO MPEAIPUHUMATENS);

2) TOProBOro HaMMCHOBAaHHA (38. HCKIIIOYCHUCM JICKAPCTBCHHBIX MPCIapaToB, U3IOTOBJICHHBIX B
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anTEeYHOM OpPraHu3alun), 103UPOBKHU M KOJIMYECTBA OTIIYILIEHHOT'O JIEKAPCTBEHHOTO MIpenapara;

3) damunuu, umenu, oryecTBa (IpU HAJIMYMU) MEIUIIUHCKOTO paOOTHHUKA B CIy4asx, YKa3aHHBIX B
ab3arie yeTBepTOM IyHKTa 13 1 ab3are TperbeM myHkTa 16 HacTosmux [IpaBu;

4) pEKBU3HUTOB JOKYMEHTa, YAOCTOBEPSIOIIErO0 JUYHOCTh JIUIA, MOJYYMBIIETO JIEKapCTBEHHBIN
npenapar, B ciydae, ykazaHHOM B yHKTe 28 HacTosmux [IpaBui;

5) dbamunuu, uMeHHU, oT4yecTBa (MPH HAIWYMH) (HapMaleBTHYECKOTO paOOTHUKA, OTITYCTHUBILIETO
JICKapCTBEHHBIN Mpernapar, ¥ ero MoAMHUCH;

6) 1aThl OTIYyCKa JIEKapCTBEHHOIO Mperapara.

16. Ilpu oTmycke JeKapCTBEHHBIX NMPENapaToB MO PELENTY, BHIIMCAHHOMY Ha pPEeLEenTypHOM OJlaHKe
dopmer N _107-1/y co cpokoM JEHCTBHS 1O OJHOTO T0/a, B KOTOPOM YKa3aHbl HEPUOIBI U
KOJINYECTBO OTIIYCKa JIEKApCTBEHHOTO Mpenapara (B KaXKAblil epro/), pelenT BO3BPALIAETCs JIULLY,
nproOpeTaronieMy JeKapCTBEHHBIN Mpenapar, ¢ OTMETKOH, COJepiKallleil CBEJeHHS, YKa3aHHBIC B
nyHkre 15 Hacrosmux IIpaBui.

[Ipu ouepenHoM oOpalieHUU JMIa K CYOBEKTYy PO3HUYHOM TOPTOBJIM C JAHHBIM PEIECHTOM
YUHUTBIBAKOTCS OTMETKH O MPEABIIYIIEM OTIYCKE JIEKAPCTBEHHOTO Mpenapara o TakoMy pelenty u
B Cly4yae HOpUOOpETEeHUs JMIIOM KOJUYECTBAa JIEKAPCTBEHHOI'O Ipenapara, COOTBETCTBYIOIIETO
MaKCHMaJIbHOMY KOJIUYECTBY, YKa3aHHOMY MEIUIIMHCKAM PAaOOTHUKOM B pELENTe, a Takxke IO
HMCTEYCHUU CpOKa JEUCTBHUS pelerNTa, Ha pelente IMpocTaBisieTcss mramn "JlekapcTBeHHBIN
npenapar OTHyIIEeH" ¥ pelenT BO3BpallaeTcs JIUILY.

EnrHOBpEeMEHHBI OTIYCK JIEKapCTBEHHOTO Ipernapara 110 peLenTy, BEITUCAHHOMY Ha PellenTYPHOM
6manke ¢opmbl N 107-1/y co cpokoM AEUCTBHS 10 OAHOTO T0/a, B KOTOPOM YKa3aHbl NEPUOJIBI U
KOJIMYECTBO OTITYCKa JIGKApPCTBEHHOTO Ipernaparta (B KaXIbIi MEpHOJ), TOMYCKAeTCs TOJIBKO IO
COTJIACOBAHUIO C METUIIMHCKUM PaOOTHUKOM, BBIITUCABIIIMM PEIICTIT.

17. IIpu oTmycke JIeKapCTBEHHBIX MPENapaToB MO PELEnTy, BHIMUCAHHOMY Ha PEeleNnTypHOM OJaHKe
dopmbr N 148-1/y-04(i1), 3amoTHEHHBI KOPEIIOK TAKOTO pellenTa nepeaaetcs hapManeBTHISCKUM
paboTHUKOM NUILy, IproOpeTatoiemMy (ToayJyaroniemMy) JIeKapCTBEHHBIE MTperapaThl.

18. Ocrarorcs M XpaHATCd y CyObeKTa PpO3HUYHOM TOProBiIM penentsl (¢ OTMETKOH
"JlexkapCTBEHHBIH Npenapar oTyileH") Ha:

1) JICKApPCTBCHHBIC NIPCIIapaThl, OTITYCKACMbIC OCCIIaTHO WUJIU CO CKHHKOﬁ, - B TCYCHHUC TPECX JICT,

2) nexapcTBEHHbIE NpenapaTbl, oTHocsmuecs mo ATX K aHTHICHXOTHYECKHUM CpelcTBaM (KOX
NO5A), ankcuonutukam (kox NOS5B), cHotBopHBIM U cematuBHbIM cpenctBam (kox NO5SC),
antuaenpeccantaM (kox NO6A) u He moanexamue MNPEeAMETHO-KOJIUYECTBEHHOMY Y4YeTy, - B
TEYEHUE TPEX MECSIIEB.

19. Penentel, He yka3aHHble B mnyHKTe 18 Hactoammx IlpaBun, oTMewaroTcs MTaMIIOM
"JlekapCTBEHHBIN Ipenapar OTIYHIEH" W BO3BPAILLAIOTCS JUIly, IMOJYYUBIIEMY JIEKAPCTBEHHBIN
npenapar.

20. PeuenTsl, BHIMUCAHHBIE C HAPYIIEHHEM NpaBuil <10>, perucTpupyroTcs B )KypHaie, B KOTOPOM
YKa3bIBAIOTCS BBISIBJICHHBIC HApyIICHUS B Oo(QopMIICHHH perenTa, GpaMuiaus, UMs, OTYECTBO (MpH
HAIMYUU) MEIUIIMHCKOTO pPaOOTHHMKA, BBIMHUCABIIETO pELENT, HAWUMEHOBAaHUE METUITMHCKON
OpraHU3aly, TPUHATHIE MEPbI, OTMEYAOTCS ITaMnoM "Penent HenencTBUTENEH" U BO3BPAILIAKOTCS
Uiy, npeactaBuBiieMy penent. O ¢akrax HapylieHus mpaBuil oQOpPMIIEHHUS PELENTOB CyOBEKT
PO3HUYHOM  TOProBIM  HMHPOPMHUPYET  PYKOBOIUTENINS  COOTBETCTBYIOIIEH  MEIMIIMHCKOMN


https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l514
https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l514
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1091

OpraHu3alMu.

<10> Ioanynkt 5.2.179 Ilonoxenuss o Munucrepctse (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
Oepnepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000co0sIeHHOM MOpa3eeHIH MEIUIIMHCKOW OpTaHW3allid JIOJDKHBI OBITh 00€CIeueHbI
YCJIOBHSI COXPAaHHOCTH OCTaBJICHHBIX Ha XpaHEHHUE PELICTITOB HA JIEKAPCTBEHHbBIE CPE/ICTBA.

PenienTel Ha JIEKapCTBEHHBIE CPEACTBA, MOJJIEKAIIME MPEIMETHO-KOJIUYECTBEHHOMY YYETY,
JIEKApCTBEHHBIE CPEJICTBA, OTIMYCKAaeMble OECIJIATHO WJIM CO CKUAKOM, €KEMECIYHO MepeatoTcs U3
000COOJICHHBIX TOAPA3ACICHUA MEIUIMHCKUX OpraHu3alluii B MEIUIIMHCKUE OpTaHHU3alliu,
CTPYKTYPHBIMH MOJIpa3/IeJICHUSIMUA KOTOPBIX OHU SBJISIFOTCS, JJIs MOCIEAYIOIIET0 XPaHEHUSI.

22. Tlpu oTIycKe JIEKApCTBEHHOTO Ipemnapara ¢apManeBTUYSCKUH pPaOOTHUK WM PaOOTHUK
MEIUIUHCKONW opraHu3anuu (000COOJIEHHOro MOJpa3/esieHUus] MEJUIMHCKOM OpraHu3alun)
uH(pOPMHUpPYET JINLI0, TpuoOpeTaroliee (MoTyvarollee) JIEKapCTBEHHBIH Mpenapar, 0 pexxuMe U 103axX
€ro Inpuema, NpaBUIaX XPaHEHUS B JOMAIHUX YCIOBUAX, O B3aUMOJCHCTBUU C JAPYIHMMHU
JICKapCTBEHHBIMH ITpETiapaTaMH.

23. Ilpu otmycke JieKapCTBEHHOro TMpenapara ¢apMaleBTUYeCKUd pPaOOTHUK WM PaOOTHUK
MEIUIUHCKONW OpraHu3anuu (000COOJIEHHOTO MOAPAa3/IeIeHUs] MEIWIMHCKOW OpraHu3aluu) He
BIIPAaBE MPEJOCTABIATH HEJOCTOBEPHYIO U (WJIM) HEMOJHYI0 HH(pOpMAlMIO O HATWYUH
JIEKapCTBEHHBIX IIPENapaToB, BKJIOYas JIEKAPCTBEHHbIE IIpenaparhbl, HMEIOIIME OJNHAKOBOE
MEXIYHApOJAHOE HEMAaTeHTOBAaHHOE HAaMMEHOBAaHHWE, B TOM YHCJIE CKpPbIBaTh HHGOPMAIUIO O
HaJIMYUU JIEKAPCTBEHHBIX MPENapaToB, UMEIOIKX Oosiee HU3KYIO LeHy <11>.

<11> Cratbsa 74 ®enepanbHoro 3akoHa oT 21 HosiOpst 2011 r. N 323-®3 "O6 ocHOBax OXpaHbI
310poBhsi TpaxkaaH B Poccuiickoit ®enepanuu" (Cobpanue 3akoHOAaTeNbCcTBa Poccuiickoit
Oeneparun, 2011, N 48, ct. 6724, 2013, N 48, c1. 6165) (nanee - ®enepanbusiii 3akon N 323-D3).

24. 3anpemmaercss OTIYCK (anbCUUIIMPOBAHHBIX, HETO0OPOKAYECTBEHHBIX M KOHTpPadaKTHBIX
JIEKapCTBEHHBIX IIpenapaTos <12>.

<12> Cratesa 57 ®enepanpHoro 3akoHa N 61-®3 (CobOpanme 3akoHOmaTeNbCTBA PoccHiickoii
®eneparnun, 2010, N 16, ct. 1815).

25. OTnyck 3TUIIOBOTO CIHMPTa MPOU3BOJUTCS IO PELENTY C YYETOM yCTaHOBJIEHHBIX TPeOOBaHUH K
00BeMy Tapbl, YIaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX Mpenaparon <13>.

<13> Yactb 4.1 crareu 45 ®epepanbHoro 3akoHa N 61-d3 (Cobpanue 3aKOHOJATEIHCTBA
Poccuiickoit ®deneparuu, 2010, N 16, crt. 1815; 2015, N 51, cr. 7245), mocraHoBIeHUE
[TpaButenscTBa Poccuiickoit @enepanuu ot 23 utons 2016 r. N 716 "O nopsake hopMuUpoBaHHS
NepevHsl JIEKAPCTBEHHBIX TPENnapaToB JJIs MEIUIMHCKOTO TMPHUMEHEHUS, B OTHOIICHUH KOTOPBIX
yCTAHABIMBAIOTCS TpeOOBaHMS K OOBEMY Tapbl, YIAaKOBKE M KOMIUIEKTHOCTH, MEPeYHs
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JICKAPCTBCHHLIX NOpCIaparoB I BCTCPUHAPHOIO0 MNPHUMCHCHUS, B OTHOHMICHUHU KOTOPLIX
YCTaHABIWBAIOTCS TPeOOBaHUS K 00bEeMY Taphl, W ompeaesieHus Takux TpedoBanwmit" (CobOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2016, N 31, ct. 5030).

JlexapcTBeHHBIE MpenapaThl, COAEPKAIIME STUIOBBIA CHOUPT, B TOM YHCIIE H3TOTOBJICHHBIE IO
peuenty CyObeKTOM pPO3HHYHOH TOPTOBIM, HMEIONIMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JEATEIBHOCTh C IIPAaBOM M3TOTOBJICHUS JIEKAPCTBEHHBIX IPENApaToB, OTIIYCKAKOTCS C Yy4ETOM
YCTAHOBJICHHBIX TPeOOBaHUI K OOBEMYy Tapbl, YIAKOBKE W KOMIUIEKTHOCTH JIEKapPCTBEHHBIX
IIpEeIaparoB.

26. 3anpemiaercs pa3leNbHBIM  OTIYCK JIEKAPCTBEHHBIX CPEJICTB, BXOJSIIMX B COCTaB
JICKApCTBEHHOTO IMperapara, H3roTaBIuBaeMOT0 CyObEKTOM PO3HUYHOMN TOPTOBIIH.

27. 3ampemaercsi OTHYCK CYOBEKTOM PO3HHYHON TOProBJIM IO pELENTaM BeTepUHAPHBIX
OpraHu3aLui:

1) nekapcTBEHHBIX MPENapaToB, BKIOYEHHBIX B nepeueHs [IKY;
2) nexapCTBEHHBIX MPENapaToB, OTIYCKAEMBIX OECIIJIATHO WJIA CO CKHUIKOM;

3) nmekapCcTBEHHBIX MpernapaToB, oTHocsmUxcsa Mo ATX K aHTUIICMXOTHYECKUM CpelcTBaM (KO
NO5A), ankcuonutukam (kox NO5B), cHoTBOopHBIM u cematuBHbIM cpeactBam (kogq NO5C),
antugenpeccantam (kox NO6A) u He BKITIOYEHHBIX B iepeueHs [TKY.

Il. TpeGoBaHus K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB Mo
TPeOOBAHUIO MEIUIIMHCKON OPraHu3aluu

28. Jlns obecnieueHus 1eueOHOro nporecca B MEAUIIMHCKON OpraHnu3aluy aliTeYHON OpraHu3aliei,
SBJISIOIIENCS CTPYKTYPHBIM TOJpa3JelieHueM TaKoW MEeIMIUHCKON OpraHu3alMy, OCyIIeCTBIsEeTCs
OTITyCK JTMOO M3TOTOBJIEHHE M OTIYCK JICKAPCTBEHHBIX NpPENapaToB Ha OCHOBAaHUH TPEeOOBaHUS
MEIUIUHCKON OpraHMU3alliy, BBITUCAHHOTO YIOJTHOMOUYEHHBIM MEIUIIMHCKUM pabOTHUKOM (j1anee -
TpeOOBaHUE MEIUIIMHCKON OpraHu3aliun).

MenunuHcKasi OpraHu3alids BIpaBe OOpaTUTbCS B CTOPOHHIOI aNTEYHYI) OPraHHU3alfi0 TIpU
OTCYTCTBUM AaIlTE€YHOW OpraHu3aluy, SBISIOMIEHCS CTPYKTYPHBIM MOAPA3ACICHUEM TaKOMN
MEJIUIIMHCKON OpraHu3aluu.

JlexapcTBeHHBIE IpeENapaThbl, U3TOTOBICHHBIE alTCYHBIMA OPraHU3ALMAMU JUIA LEJIEH UX OTIIyCKa
1o TpeOOBaHUSAM MEIUIIMHCKUX OpraHU3alHii, FOCyJapCTBEHHON PETUCTpalliy He mojyiexar <14>.

<14> Ilynkr 1 gactu 5 crateu 13 ®denepanpHoro 3akoHa N 61-D3 (CobOpaHue 3aKOHOIATEIBCTBA
Poccutickoit ®enepamuu, 2010, N 16, cT. 1815).

29. XpaHeHue TpeOOBaHUI MEAUIIMHCKOW OpPraHM3alllM, MO KOTOPHIM OTHYIIEHBI JIEKApPCTBEHHBIE
IIpenaparsl, OCYIECTBIISIETCS aTEYHON OpraHu3aluell B COOTBETCTBUM C IIYHKTOM 18 HacTosiero
[Topsiaka.

30. Hapymenue mnepBHYHOM YNAKOBKM JIEKAPCTBEHHOrO IIpemapara IpH €ro OTIyCKE IO
TpeOOBAHUIO MEIUIIMHCKONW OpraHU3alMM JOIYyCKAETCsl alnTeYHOH opraHu3anuel, HMEeoLei
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JHIEH3MI0 Ha (apMaleBTUYECKYIO JEATENbHOCTh C TIPAaBOM HW3TOTOBICHHS JICKAPCTBEHHBIX
npenapatoB. B TakoMm ciydae OTHYCK JIEKapCTBEHHOIO Ipernapara OCYLIECTBISETCS B YNAaKOBKE
<15> ¢ mpenocraBieHMEM HMHCTPYKIMHM (KOIMM HMHCTPYKLHH) MO IPUMEHEHHUIO OTIIyCKaeMOro
JIEKapCTBEHHOT O IIpernapara.

<15> Ilpuka3 MunzapaBa Poccun ot 26 oxtsiops 2015 r. N 7515 "OO yTBepKICHUU TPaBUI
M3TOTOBJICHUSI U OTIYCKA JIEKAPCTBEHHBIX MPENapaToB AJi MEIUIIMHCKOTO MPUMEHEHUS alTeYHbIMU
OpraHu3alMsIM{, HHIUBUAYAIbHBIMH  NPEANPUHUMATENIAIMH, HUMEIOIIMMU  JIMIIEH3UI0  Ha
(dapMareBTUUECKYI0 ACATENBHOCTD" (3aperucTpupoBaH MHHHCTEPCTBOM FOCTUIMK Poccuiickoit
Oeneparuu 21 anpens 2016 r., peructparronabiii N 41897).

I11. OcobenHoCTH OTIYCKA JIEKAPCTBEHHBIX NMPENapaToB M0 penentam
B (popMe JICEKTPOHHOI'0 JOKYMEHTA

31. Ornmyck JeKapCTBEHHBIX IIpemnapaToB IO peuentaM B (OpMe 3JIEKTPOHHOIO JIOKyMEHTa
OCYILECTBIISICTCS alTeKaMH, ANTEYHBbIMU MYHKTAMH W MHIUBUAYaJIbHBIMHU IpEANPUHUMATEISIMH,
YKa3aHHbIMM B IyHKTe 2 HacTtosiux IIpaBwi, pacnojio)KeHHBIMM Ha TEPPUTOPUU CYOBEKTa
Poccuiickoii denepanuu, B KOTOpoM o¢popMIIeH pelentT B (opMe NIEKTPOHHOIO JOKYMEHTa, B
clly4ae MPUHATHUS YIIOJIHOMOUYEHHBIM OpraHoM cyobekTa Poccuiickoit denepanny B COOTBETCTBUHU C
nyHKTOM 4 crateu 6 @egepanbHoro 3akoHa N 61-D3 (Cobpanue 3akoHomarenbcTBa Poccuiickoii
Oeneparuu, 2010, N 16, cr. 1815; 2019, N 52, cr. 7793) pemieHus o0 HCIOJIB30BAaHUHM Ha
Teppuropun cyobekra Poccuiickoit @enepanuu Hapsay C peLenTaMd Ha JIeKapCTBEHHbIE
npenapatsl, 0QOpPMICHHBIMH Ha OyMa)KHOM HOCHTEJE, PELENTOB Ha JICKApCTBEHHBIC IMPENapathl,
c(OpPMHPOBAHHBIX B (OpMe 3JIEKTPOHHBIX JOKYMEHTOB (Jlajee - pelleHHe YIOJIHOMOYEHHOTO
opraHna cyowrekta Poccuiickoit ®enepanun).

32. AnTeuHble OpraHu3alMy J0JDKHBI UMETh MOJAKIIOYEHNE K FOCyJapCTBEHHON MH(OPMAIIMOHHON
cucteme B cdepe 31paBooxpaHeHusi cyobekra Poccuiickoit @enepanuu <16> (nanee - cucrema),
KOTOpoe obecreunBaeTcs yIoJIHOMOYEHHBIM OpraHoM BiacTu cyowsekta Poccuiickoit denepanmu.

<16> IlocranoBnenue [IpaButenscrBa Poccuiickoit @eneparuu ot 5 mas 2018 r. N 555 "O eaunoi
roCyJapCTBEHHONM HMH(pOpMalMoHHOW cucteme B chepe 3apaBooxpaHeHus” (CobOpanue
3akoHomaTenscTBa Poccuiickoit @enepanuu, 2018, N 20, ct. 2849; 2021, N 25, cr. 4814).

Texnuueckue TpeOoBaHUS K HHGDOPMAIMOHHOMY OOMEHY MeEXAy alTeyHOW OpraHu3aluend u
CUCTEMOH, B TOM 4Hclie TpeOoBaHMs K UACHTU(UKALIMY perenTa B popMe 37IeKTPOHHOTO TOKyMEHTa
U Juna, oOpaTHBIIETOCS 3a OTIYCKOM JIEKAPCTBEHHBIX MpENaparoB MO TaKUM pelenTam,
YCTaHABIMBAIOTCS PEIICHUEM YIIOJIHOMOYEHHOTO OopraHa cyobekTa Poccutickoit denepammm.

33. OTmyck JleKapCcTBEHHBIX IIpernapaTroB IO peuentam B (opMe 3JIEKTPOHHOIO JIOKYMEHTa
OCYIIIECTBIISIETCS JIUIY, YKa3aHHOMY B pelenTe, JM00 ero 3aKkOHHOMY IPEeICTaBUTENI0, MO0 ULy,
KOTOpOE€ JIMIIO, YKa3aHHOE B PELENTe, WIM €ro 3aKOHHBIM IPEACTaBUTENNb YIIOJIHOMOYMIM Ha
MOJTyYEHUE JIEKAPCTBEHHBIX IIPENapaToB.

Ipunooscenue N 2
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K npukasy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1093u

ITPABUJIA

OTITYCKA HAPKOTHYECKUX CPEJACTB U
IHCUXOTPOIIHBIX BEHIECTB,
SAPETUCTPUPOBAHHLIX B KAYECTBE
JIEKAPCTBEHHbBIX IIPEITAPATOB JJISA
MEJIUIAHCKOI'O IPUMEHEHNA, IEKAPCTBEHHDBIX
IIPEITAPATOB JJ MEJUIHIWHCKOI'O IIPUMEHEHMWA,
COAEPKAIINUX HAPKOTHUYECKUE CPEACTBA "
IICUXOTPOIIHBIE BEHIECTBA

1. OrnycKk HapKOTHYECKMX W IICMXOTPOIHBIX JICKAPCTBEHHBIX MPENaparoB IO peLenTam
OCYIICCTBIIACTCA alITCKaMH, alITCYHbIMU ITYHKTaMH, MEIULIMHCKUMU OopraHu3anusimMu,
000COOJICHHBIMU  TTOJIPA3JCNICHUAMH MEIUIMHCKUX OpraHu3alyi, WMEIONIMMHU JIMLICH3HI0 Ha
JESTENIbHOCTh 110 000pOTY HAPKOTHUECKUX CPEJACTB, MCUXOTPOIHBIX BEIIECTB U UX IPEKYpPCOPOB,
KyJbTUBUPOBAHUIO HAPKOCOJEpXKAIIMX pacTeHuid. [lepedyeHh MEIMIMHCKUX OpraHM3aluid Hu
000COOJICHHBIX — TOJpPAa3JeNieHNd  MEAMIMHCKUX  OpraHu3aliii, TMepeYeHb HapKOTHYECKUX
JIEKapCTBEHHbIX MpPENapaToB M ICUXOTPOINHBIX JIEKAPCTBEHHBIX IpENapaToB, OTIYCK KOTOPBIX
(1)I/I3I/I‘I€CKI/IM JUIaM MOXCET OCYHICCTBIIATHCA YKa3aHHBIMU MCAUIMHCKHMHU OpraHu3aluiaIMHu U HUX
000COOJIEHHBIMU  MOAPA3ACICHUSAMH, YCTAHABJIMBAIOTCS OpraHaMH HCIIOJHUTENBHOW BIACTH
cyonekToB Poccuiickoit ®enepanun <1>.

<1> IlyskTt 1 crathu 25 PenepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®03 "O HapkOTHUYECKHX
cpenctBax u ncuxoTpornHbix BemecTBax" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparumy,
1998, N 2, ct. 219; 2016, N 1, cT. 28).

2. 1o penenrtaM, BBIMMCAHHBIM Ha pelenTypHbIX OmaHkax Gopmel N 107/y-HIT <2>, ormyckarorcst
HapKOTUYECKME M  TICUXOTPOINHBIE JIEKAPCTBEHHBIE IIpemapaTsl, BHeceHHble B  CnHcok
HapKOTUYECKUX CPEJCTB M ICUXOTPOMHBIX BELIECTB, 000pOT KOTOphIX B Poccuiickoit denepannu
OTpaHMYEH U B OTHOIIEHUU KOTOPBIX YCTAHABIIMBAIOTCS MEPBI KOHTPOJISI B COOTBETCTBUHU C
3aKoHOaTenscTBOM Poccuiickoit @exepannu W MeXAYHApOIHBIMU JloroBopamu Poccuiickoit
Oeneparun (criucok 1), Ilepeuns (manmee - HapKOTHUYECKHME M TICUXOTPOIHBIE JIEKAPCTBEHHBIE
npenapatsl cnucka ), 3a HCKIIOYeHHEM HApKOTUYECKHMX U TICUXOTPOMHBIX JIEKaPCTBEHHBIX
IIPENapaToB B BHUJIE TPAaHCIAEPMAaJIbHBIX TEPANEBTUUYECKMX CHUCTEM U JIEKAPCTBEHHBIX IPENapaToB,
COJIepXKaIIMX HAPKOTUYECKOE CPEJICTBO B COUETAHUU C AHTATOHUCTOM OIMOUJIHBIX PELENTOPOB.

<2> IoanyskT 5.2.178 mynkrta 5 Ilonoxenus o MunHHcTepcTBe 31paBooxpaHeHHst Poccuiickoit
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®enepanyy, yTBEp)KIEeHHOro mnocraHoBieHueM llpaBurenscrBa Poccuiickoit denepaunu ot 19
utoHs 2012 r. N 608 (Cobpanue 3akoHomatenbcTBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526;
2017, N 52, ct. 8131) (manee - [Tonoxxenne 0 MuHUCTEPCTBE).

3. Ilo penenitam, BBIMUCAHHBIM HA perienTypHbIX O1ankax Gopmbr N 148-1/y-88, ornyckarorcst <3>:

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

1) mcuxoTponHbIE JEKAapCTBEHHbIE Ipenaparbl, BHECEHHble B CIIMCOK IMCUXOTPOIHBIX BEILIECTB,
0o0opoT koTopsix B Poccuiickoil denepanuyu OrpaHUYeH U B OTHOIIEHWH KOTOPBIX JOIYCKAaeTCs
UCKJIFOUEHHE HEKOTOPBIX Mep KOHTPOJIsI B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit
@enepanii 1 MeXAyHapoJHbIMU JoroBopamu Poccuiickoit @enepauuu (cnucok 1), Ilepeuns
(mayee - ICMXOTPOITHBIE JIEKapCTBEHHBIE npernapaTsl crircka I11);

2) HapKOTMYECKHE U TICUXOTPONHBbIE JIEKapcTBeHHble mpemnaparbl cnucka Il B Buzge
TPAHCACPMAJIbHBIX TEPANEBTHYECKUX CHUCTEM U JICKAPCTBEHHBIE TMpEMapaThl, COIEpKalne
HApKOTUYECKOE CPEICTBO B COYETAHUU C AHTATOHUCTOM OIUOMIHBIX PELETITOPOB;

3) nexkapCTBEHHbIE Ipenaparbl, U3rOTaBIMBaEMble IO PELENTYy Ha JIEKapCTBEHHBIH Ipernapar U
coJiepKallie HapKOTHYECKOEe CPEICTBO WM ICUXOTPOIHOE BELIECTBO, BHECEHHOE B crnucok I
[lepeuns, u apyrue GpapMaKoIOTHIECKAE aKTUBHBIC BEIIECTBA B J103€, HE MPEBHIMAIONICH BBICIIYIO
pasoByK0 03y, WU IpPHU YCIOBHUH, YTO 3TOT KOMOHMHHUPOBAHHBIM JIEKapCTBEHHBIN INpenapar He
ABJIIETCS HAPKOTUYECKUM WJIM IICUXOTPOIHBIM JIEKApCTBEHHBIM IpenapaToM crucka 1.

4. Tlpu oTmycke HapKOTUYECKOTO M ICHXOTPOIHOIO JIEKapCTBEHHOro mpemnapara crucka |l Ha
peuenTe 00 OTIYCKE JIEKAPCTBEHHOrO Ipernapara MpOCTaBIseTCs MedaTh alTeKd WIM alTeuyHOTro
IyHKTa, B KOTOPOM yKa3aHO UX IMTOJIHOE HaUMEHOBaHHe (IIPU HAJIUYUU TIeYaTH).

5. OcraroTcs U XpaHATCs Yy CyObeKTa pO3HUYHON TOPTOBIJIM pelenTs! (C oTMeTKoH "JIekapcTBeHHBIH
npenapar oTnyuieH") Ha:

1) HapkoTHYeCKHME W IICUXOTPOIHBIE JEKapCTBEHHble mpenaparbl cnucka Il, mcuxorporHbie
JeKapcTBeHHbIe Mpenapatel cnucka |1l - B Teuenue naru ner;

2) KOMOMHHMpPOBaHHBIE JIEKAPCTBEHHBIE Ipenaparhbl, COAep allie HApKOTHUYECKHUE CPEJICTBA WM
NCUXOTPOIHBIE BellecTBa, BHeceHHble B cnucku |l u 11l Ilepeuns, u3roroBneHHble B anTe4HOM
OpraHM3aIiy, JJEKapCTBEHHbIE MpenapaThl, MOJIeKaIIie MPeAMETHO-KOJINYECTBEHHOMY YUYETY, - B
TE€YEHHE TPEX JIET.

VYKka3zaHHBIE JIEKAPCTBEHHBIE MpenapaThl, NMpeJHa3HAYeHHBbIe M TPpaKAaH, UMEIOIUX MpaBO Ha
MOJTy9YEeHHUE JIEKAPCTBEHHBIX IPETapaToB, OTITYCKAEMbIX OECIIATHO MJIM CO CKUIKOW, OTIYCKAIOTCS
OpU TpPeAbSBICHUM DPELENTa, BBITMCAHHOTO Ha peuentypHoMm Onanke dopmbl N 148-1/y-88, u
perienTa, BEIMMHUCAHHOTO Ha penenTypHoM Onanke ¢popmbl N 148-1/y-04(x).

6. OTHYCK HApKOTUYCCKUX U TMCUXOTPOIIHBIX JICKAPCTBCHHLIX IMPCIIAPAaTOB OCYIICCTBIIACTCS
Q)apMaHeBTI/I'-IeCKI/IMI/I 1 MCOUITMHCKUMHA pa6OTHI/IKaMI/I, 3aHUMAarIMMMU OJ0JI’KHOCTH, BKIIFOYCHHBIC B
MEpCUCHDb ,HOHH(HOCTCﬁ (I)apMaI_ICBTI/I‘{CCKI/IX 1 MCIUIMHCKUX pa6OTHI/IKOB B OpraHu3anusx, KOTOPbIM
MNpeaoCTaBJICHO IMpaBO OTIYCKAa HAPKOTHYCCKUX JICKAPCTBCHHBLIX IPCHapaToB M ICHUXOTPOITHBIX
JICKAPCTBCHHBIX IPCIIapaToB (I)I/I3I/I‘{6CKI/IM JIUMIam <4>,
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<4> ToanysHkt 5.2.176 Ionoxenus o Munucrepcrse (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannm, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

7. HapkoTuueckue M ICHUXOTPOIIHBbIE JIeKapCTBEHHble NpenapaTsl cnucka Il, 3a uckitoueHueMm
JICKApCTBCHHLIX IIPCIiapaToB B BUAC HJIaCTpref/'I N JICKApCTBCHHLBIX IPCHaparoB, COACpIKAIIUX
HapKOTHUYECKOE CPEACTBO B COUETAHUU C AHTAarOHUCTOM ONMOMIHBIX PELIENITOPOB, OTIIYCKAIOTCS IPU
MNpEABABICHUN JOKYMCHTA, YAOCTOBCPAIOMICTO JIMYHOCTDH, JIMIY, YKA3aHHOMY B PCLCITE, €ro
3aKOHHOMY MpPEACTaBUTENI0 <5> WIM JMIy, HUMEIoUeMy O(QOpPMIIEHHYIO B COOTBETCTBHU C
3aKoHOAaTenbCcTBOM Poccuiickont denepanuu  JOBEPEHHOCTh HA IIPAaBO  IIOJIYYEHUsS TaKUX
HapKOTHUYECKUX U IMICUXOTPOIMHBIX JIEKAPCTBEHHBIX MPENapaToB.

<5> B oTHOmIEHWH JHWIA, yKa3aHHOTO B 4acTh 2 ctarbu 20 @PenepanpHoro 3akona N 323-D3
(CoOpanue 3axononarenscTBa Poccuiickoit @enepauun, 2011, N 48, ct. 6724).

[Tpu HEBO3MOXKHOCTH O()OPMIICHUSI HHKYPAOEIHHBIMU OOJBHBIMH Ha 3aBEpPUIAIONIEM JTaIle KU3HU
JIOBEPEHHOCTH Ha TPaBO NOJY4YEHHUs YKa3aHHBIX B ab3alle MEepBOM HACTOSILIEro IyHKTa
HApPKOTUYCCKUX U MCHUXOTPOITHBIX JICKAPCTBCHHLIX MPCIAapaTOB TAKUC JICKAPCTBCHHBIC IMPCIIapaThbl
OTITYCKAIOTCS MHBIM JIMI[AM, OCYILECTBIISIOLIUM YXO/ 33 HUMH, IPU IPEIbABICHUN OJTHOBPEMEHHO C
PEUCIITOM Ha HeKapCTBeHHLIﬁ npemnapar JOKyMCHTA, YAOCTOBCPAOLICTO JIUMYHOCTb, U JOKYMCHTA,
HOJATBEPXKIAIOLIET0 HMHKYpaOelbHOE COCTOSIHHE OOJIBHOTO, COJEPIKalllero CBEIACHHUS O JIMIE,
KOTOpOE IIOJy4yaeT JIEKapCTBEHHbIE IIpemnapaTsl MO peuenty (damuiaus, uUMs, OT4ECTBO (IIpH
HAJIMYMK), BUJ, cepus U (MIM) HOMEp JOKYMEHTA, yIOCTOBEPSIOLIEr0 JUYHOCTH), 3aBEPEHHOIO
NOAIIMCHIO U II€YaThIO MEAUIIMHCKOI'O pa6OTHI/IKa, a TaKXKe€ I1€4aThbiO MCI[I/IIII/IHCKOI\/JI OopraHu3anviu.

JIOKyMEeHT, TMOATBEPkAAIUNA HHKYypaOelbHOE COCTOSHUE OONBHOTO, OCTAaeTCsi B AalTEYHOU
OpraHu3aIiu.

8. HapkoTuueckue M INCHXOTpOIHBIE JIEKapCTBEHHbIE mpemnaparbl cnucka |l (3a uckimoueHueM
JIEKapCTBEHHBIX IPEMNApaTOB B BHJE IUIACTBIPEN M JIEKAPCTBEHHBIX IPENApaTOB, COJAEPIKALIUX
HapKOTUYECKOE CpEIACTBO B COYETAHMM C AHTAarOHHUCTOM  ONHMOUIHBIX  PELENTOPOB),
npeJHa3HaYeHHbIe JUIs TpaX/JaH, MMEIOUIMX IpaBO Ha OECIUIaTHOE MOJy4YeHHE JIEKapCTBEHHBIX
IpernapaToB WM I[OJIy4€HUE JIEKapCTBEHHBIX IPENaparoB C€O CKUAKOHM, OTHyCKaroTCcs MpH
NpeIbsIBICHUM peleNiTa, BHIIMCAHHOTO Ha peuentypHoM Omanke ¢opmel N 107/y-HII, u peuenra,
BBINMMMCAHHOTO Ha penenTypHoM Onanke ¢popmbl N 148-1/y-04(x).

9. Ilocne oTmycka HaAPKOTUYECKUX U MCUXOTPOIHBIX JICKApPCTBEHHBIX MpenapaToB cnucka |1, B Tom
Yuclae€ B BHUJAEC TPAHCAEPMAIBHBIX TEPANEBTHYECKUX CHUCTEM M JIEKAPCTBEHHBIX IIPENapaToB,
COZIEpKAIIMX HAPKOTUYECKOE CPEACTBO B COYETAHMH C AHTAarOHUCTOM OINMOUJHBIX PELEITOPOB,
MICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapartoB cnucka |l nuiy, momyduBiieMy sekapCTBEHHBIH
[penapar, BBIJAETCS CUTHATypa C JKEITOW II0JIOCOM B BEPXHEM YacTU U HAAIUCBIO YEPHBIM
nipudrom Ha Hell "Curnatypa', B KOTOPOH yKa3bIBalOTCS:

1) HAaMMCHOBAaHUC W aApeC MCCTOHAXOXICHHUA aIlTCKWU, alTCYHOTO ITYHKTA, MG)IPIIII/IHCKOI;'I
OpraHu3alunu, 000C0O0ICHHOTO noapa3aAciIiCHUA MCHHHHHCKOﬁ OpraHu3anunu,

2) HOMep M J1aTa BBIMHCAHHOTO PEeLeNTa;

3) dbammus, umsi, oT4eCTBO (MIPU HAIMYWU) JIMIA, JJII KOTOPOTO TMpEIHa3HAYEeH JIEKapCTBEHHBIN
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Ipernapar, ero Bo3pacr;

4) HOMEp MEIUITMHCKOW KapThl MAlMEHTA, MOMYyYaoIero MeIUIIUHCKYIO TOMOIIb B aMOYIaTOPHBIX
YCIOBUSX, JIJIs KOTOPOTO MpEHa3HAYEH JIEKapCTBEHHBIN Mpenapar;

5) ¢amunus, uMsi, OTYECTBO (TIPU HAIMYHH ) MEIUIIMHCKOTO pa0OTHHKA, BBIMMUCABIIETO PEIENT, €ro
KOHTaKTHBINA TenehoH 100 TeedoH METUIIMHCKON OpraHU3alliu;

6) COACPIKAHUE PELCIITA HA TATUHCKOM A3BIKE UJIM PYCCKOM SA3BIKE;

7) damunus, uMs, OTYECTBO (MPU HAJTMYUU) U TOJIUCH (PapMaIeBTUYECKOTO WIIA MEIUIUHCKOTO
paboTHMKA, OTIYCTUBIIETO JIEGKAPCTBEHHBIN Mpernapar;

8) mara oTIycka JIeKapCTBEHHOTO Ipernapara.

10. 3ampemiaercss OTIYCK CYOBEKTOM PpO3HHUYHOW TOPrOBIM IO pELEeNTaM BETEPHHAPHBIX
OpraHM3aluil HAPKOTUYECKUX U IICHXOTPOIIHBIX JIEKAPCTBECHHBIX MPETapaToB.

Ipunoocenue N 3
K npukazy Munucmepcmea 30pasooxpaneHus.

Poccuiickoi @edepayuu

om 24 noaops 2021 2. N 1093u

MOPSIJIOK

OTIIYCKA AITEYHBIMUA OPI' AHU3ALIUAMU
NUMMYHOBHOJJIOI'MYECKHUX JIEKAPCTBEHHbBIX
HHPEITAPATOB

1. OTnyck MMMYHOOMOJOTMYECKHMX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISETCS arTEYHbIMU
OpraHM3alMsIMU ¥ HMHIUBHUIYaJbHbIMU IPEANPUHUMATEIAMH, HUMEIOIIMMHM JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO JAESITENbHOCTh, MEAUIMHCKUMH OpraHu3alysIMH, UMEIOUIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO0 JesTEeIbHOCTb, U MX O0OCOOJEHHBIMU MOJpa3JeNeHUusIMH (aMOyIaTOPHUsIMH,
denpamepckuMu U (PenpAIepcKo-aKylIepCKUMH ITYHKTaMH, IeHTpaMu (OTAeNeHUsIMU) oOIen
BpaueOHOW (ceMelHON) MNpaKTHKH), PACHOJOXKEHHBIMU B CEJIbCKUX IOCEIECHUSAX, B KOTOPBIX
OTCYTCTBYIOT allT€4HblE OpraHu3alnuu, 0e3 peuenta U (WIM) MO PELENTY Ha JIEKapCTBEHHBIH
npemnapar, opopMIEHHOMY MEIULIMHCKUMH paOOTHUKAaMU (Jjajiee - peLenT).

2. IIpu ormycke MMMYHOOHMOJIOTHUECKOIO JIEKApPCTBEHHOTO Mpernapara Ha pelenTe WIM KOpellKe
pelienTa, KOTOPbI OcTaeTcs y JIMLa, mpruodpeTaromiero (MoIydaromiero) JeKapCTBEHHbIH mpemnapar,
YKa3bIBAaeTCsl TOYHOE BpeMsl (B yacax U MUHYTaxX) OTITyCKa JIEKapCTBEHHOTO Mpernapara.

3. Ormyck HMMMYHOOMOJIOTHYECKOTO JIEKApCTBEHHOTO IIpernapara OCYHIECTBISETCA JIUILY,
npuoOperaroiieMy (MoJIydaroIieMy) JeKapCTBEHHbIH npenapar, Mpu HATMYUHN Y HETO CIEeHUaIbHOTO
TEPMOKOHTEHHEpPa, B KOTOPBIM ITOMEMIAETCS JIEKAPCTBEHHBIM Mpenapar, WM BO3MOXXHOCTH
npuoOpeTeHus B aNTEeYHOM OpraHu3alid HEOOXOAMMBIX CPEICTB JUIs TPAaHCIOPTUPOBKU
(TEpMOKOHTENHED, XJIaJ03IEMEHTHI).

4. Jluny, npuoOpeTmieMy HMMYHOOHMOJIOTHUYECKUN JIEKApCTBEHHBIM Mpemnapar, pa3bsiCHAETCS



HEOOXOIMMOCTh JTOCTABKU JIEKAPCTBEHHOTO MpenapaTa B MEIUIIMHCKYIO OPTaHU3AIMIO B CPOKH, HE
NPEBBIIAIOIINAE CPOKM HOJAEp)KaHUs pabodeld TemmepaTrypbl CpEACTB TPAaHCHOPTHPOBKH,
YKa3aHHbIE B UHCTPYKLIHH.



