3apeructpupoBano B Munrocte Poccun 30 HosiO6pst 2021 r. N 66142

MUHHUCTEPCTBO 3/ IPABOOXPAHEHUSA
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 24 nosiopst 2021 r. N 1093n

OB YTBEPKJIEHUU ITPABUJI OTITYCKA
JEKAPCTBEHHBIX ITPEITAPATOB J1JI51
MEJUIIMHCKOI'O IPUMEHEHUS AIITEYHBIMU
OPTAHM3ALIUAMU, UHIUBUAY AJIbBHBIMHU
NPEJANIPUHUMATEJISAMU, UMEIOIIUMHU JIMIIEH3UIO
HA OCYHIECTBJIEHUE ®APMAIIEBTHYECKOU
NEATEJBHOCTHU, MEJJUIIUHCKUMMU
OPTAHMU3AIIUAMU, UMEIOIUMH JULEH3UIO HA
OCYHIECTBJIIEHUE ®APMAIIEBTHYECKOU
JNEATEJBHOCTH, 1 UX OBOCOBJIEHHBIMU
MNOJAPA3JIEJIEHUSMHU (AMBYJIATOPUSIMU,
®EJbJAIIEPCKUMU U
®EJbJAIIEPCKO-AKYIIEPCKUMHA TYHKTAMMU,
HEHTPAMMU (OTAEJEHUSIMH) OBILIEA BPAYEBHOU
(CEMEHHOMN) MTPAKTUKN), PACIIOJIO)KEHHBIMU B
CEJIbCKHUX NOCEJIEHUSAX, B KOTOPBIX
OTCYTCTBYIOT AITEYHBIE OPTAHU3AIIUU, A
TAKXE IPABIUJI OTITYCKA HAPKOTHYECKHX
CPEJICTB U IICUXOTPOITIHBIX BEIIECTB,
3APETUCTPUPOBAHHbBIX B KAUECTBE
JEKAPCTBEHHBIX ITPEITAPATOB J1JI51
MEJUIIUHCKOI'O TPUMEHEHWSI, IEKAPCTBEHHBIX
MIPENAPATOB JJIS1 MEAUIIUHCKOTI' O IPUMEHEHMNS,



COAEPKAIINUX HAPKOTHUYECKHUE CPEACTBA U
IHCUXOTPOIIHBIE BEHIECTBA B TOM YUCJIE
HOPAIKA OTIIYCKA AIITEYHBIMH
OPI'AHUBALIUAMU UMMYHOBUOJIOT'HYECKUX
JIEKAPCTBEHHBIX IIPEITAPATOB

B cootBerctBuu ¢ myHkTamu 2 U 3 ctatbu 55 @enepanbHoro 3akona ot 12 anpens 2010 r. N 61-D3
"O6 obOpamenuu JiekapcTBeHHBIX cpeAcTB" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit denepanun,
2010, N 16, ct. 1815; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238), ¢ moamyakTamu 5.2.165, 5.2.169
n 5.2.183 nynkrta 5 Ilonmoxxkenuss o MuHuctepcTBe 3apaBooxpaneHuss Poccuiickoit deneparum,
YTBEPkKACHHOrO nocraHoBiieHueM lIpaBurenscrBa Poccuiickoit ®enepanuu ot 19 urons 2012 r. N
608 (Cobpanue 3axkoHomarenscTBa Poccutickoit @enepanuu, 2012, N 26, cr. 3526; 2014, N 37, cr.
4969; 2017, N 33, cr. 5202), mpukasbpIBao:

1. YTBepauTh:

[IpaBuia oTmycka JIEKapCTBEHHBIX MPEMapaToB Ui MEAMIIMHCKOTO MPUMEHEHHUs aNTeYHBIMU
OpraHu3alMsIM{, WHIWBUAYAIbHBIMH  TPEANPUHUMATEIIAMH, HWMEIOIMMU  JIMIIEH3UI0  Ha
OCylIecTBIIeHUE (papMaleBTUUECKON AESITeTbHOCTH, MEIUIMHCKUMU OPraHU3alUsIMH, UMEIOIIMMHU
JUICH3UIO Ha OCYIIeCTBIICHHE (DapMalleBTHUECKON JCSITENbHOCTH, W WX 000COOJICHHBIMH
nojpa3iesieHussMu (aMOynaTopusiMu, (PenpamepckuMu U (penpaiepcKo-akymepCKUMH TyHKTaMH,
neHTpamMu (OTIENeHUsIMH) OOmmei BpaueOHOW (CEMEWHON) TPAaKTHKH), PaCIOJIOKEHHBIMUA B
CEJIbCKUX TMOCEICHUSX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OPTaHU3aIUH, COTJIacCHO IpuioxkeHue N
1 (manee - mpaBuia);

HpaBI/ma OTIIYCKa HAPKOTHUUYCCKHUX CPCACTB U IMNCHUXOTPOIIHBIX BCHICCTB, 3apCTUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX IMpCraparoB I MCEAUIUHCKOIO IMPUMCHCHUA, JICKAPCTBCHHBIX
npenaparoB A MCIULOMUHCKOIO MNPUMCHCHHA, COACPKAIIHUX HAPKOTHYECKUC CPEACTBaA U
IMCUXOTPOIIHBIC BCIICCTBA, COIIACHO ITPUIIOKCHUTIO N 2,

HOprI[OK OTITyCKa alITCYHBIMU OopraHu3anvsiMu I/IMMyHO6I/IOJ'IOFI/ILIeCKI/IX JICKApPCTBCHHBIX
npemnapaTroB COrJIaCHO MPUIIOKCHUTIO N 3.

2. Ilpu3HaTh yTpaTUBILIUMU CUIY:

npuka3 MuHHCTEpCTBa 3paBOOXPaHEHUs U colUalibHOTO pa3Butusa Poccuiickoit denepanuu ot 26
aprycra 2010 r. N 7351 "OG6 yrBepxkaeHuu I[IpaBmil oTmycka JEeKapCTBEHHBIX INpenapaTroB JUis
MEAMIMHCKOTO TMPUMEHEHUS MEAUIMHCKUMH OpraHu3alMsIMM, HMEIOIMMU JIUIEH3UI0 Ha
(bapMaleBTUYECKYIO0 JesTeIbHOCTh, U MX O0OCOOJEHHBIMU NOJpa3JeeHUus MU (aMOyIaTOpUsIMHU,
denpamepckuMu U (PenpAIepcKo-aKylIepCKUMH ITYHKTaMH, I€HTpaMu (OTAeNeHUsIMU) oOIen
BpaueOHOM (ceMelHOW) MNpaKTHUKH), PACHOJOXKEHHBIMH B CEIIbCKUX IIOCEJICHHUAX, B KOTOPBIX
OTCYTCTBYIOT anTe€yHble opraHuzauuu’ (3aperucrpupoBad MuHucTepcTBOM IocTuliuu Poccuiickoit
Deneparun 28 centsops 2010 r., peructparmonnsiii N 18575);

npuka3 MunmncrepcTBa 3paBooxpanenus Poccuiickoii @eneparuu ot 11 mronsg 2017 r. N 4031 "O6
yTrBepxkAeHuH [IpaBui oTIycka JIEKapCTBEHHBIX MpPErnapaToB JJIs MEAMIIMHCKOIO NMPUMEHEHHUs, B
TOM 4YHCJ€ HWMMYHOOMOJOTHUECKUX JIEKApPCTBEHHBIX MpEenapaToB, alTEYHbBIMH OpraHU3alMsIMHU,
UHAVBUAYAJIbHBIMU  MPEANPUHUMATENSAMU, HMEIOIIMMH JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JesTeabHOCTh" (3apeructpupoBad MunucrepcTBoM foctuMu Poccuiickoit denepannu 8 ceHTAOps
2017 r., peructpanuonnsiii N 48125);
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npuka3 MunucrepcTBa 3apaBooxpaneHus Poccuiickoit deneparnun ot 7 urons 2020 r. N 6831 "O
BHECEHMU H3MeHeHuil B [IpaBuia oTmycka JEKapCTBEHHBIX MPENapaToB Ui MEIUIIUHCKOTO
NPUMEHEHHS, B TOM YHCI€ HMMMYHOOHOJIOTUYECKUX JIEKApPCTBEHHBIX IPENapaToB, anTeYHbIMU
OpTaHM3aIUsAMH, HHIWBUAYaTbHBIMA  MPEANPUHUMATEISAMH, UMEIOMIMMH  JIMICH3WIO  Ha
(bapMaleBTUYECKYIO AESITeNIbHOCTh, YTBEPXKIACHHbIE MpPHUKa30M MMHUCTEPCTBA 3APAaBOOXPAHECHUS
Poccuiickoit ®enepaunn ot 11 umrons 2017 r. N 403n" (3apeructpupoBan MuHHCTEPCTBOM
roctunmu Poccuiickoit @eneparuu 14 okrsaops 2020 r., perucrpanuonssii N 60370).

3. Hacrosimuii nmpuka3 Bctynaer B cuiy ¢ 1 mapra 2022 r. u gerictByetr 1o 1 mapra 2028 r., 3a
UCKIIoYeHreM nyHKkTa 12 IlpaBun oOTmycka IJIeKapCTBEHHBIX MPENapaToB Uil MEAHIIMHCKOTO
MPUMEHEHUS aNTeUHbIMH OpPTaHU3aLUSAMU, WHIUBUAYAIbHBIMU MPEANPUHUMATENIAMU, UMEIOIIUMHU
JTUICH3UIO Ha OCYIIECTBICHNE (DapMaIleBTUIECKON e TEIBHOCTH, METUITUHCKUMHU OpTraHU3aIUsIMHU,
UMEIOUIMMH  JIMIIEH3UI0 Ha  OCYIIecTBIeHHWE (apMalleBTHUYECKOM  JEATENbHOCTH, M  HX
000C00ICeHHBIMU 1oJIpa3AesICHUsIMU (amOynaTopusimu, GbenpamepckuMu u
GbenpanepcKko-aKylepcKuMu MyHKTaMu, IIEHTpaMu (OTAeTIeHUsIMH) o01Iell BpaueOHol (ceMelHOi)
MPAKTUKH), PACIOJIOXKEHHBIMA B CEIIBCKHX TIIOCEIICHUAX, B KOTOPBIX OTCYTCTBYIOT AaNTCUHBIC
OpraHu3aliy, YTBEPKICHHbBIX HACTOSIIMM IIPUKA30M, KOTOPbIM BCTymnaer B cuity ¢ 1 mapra 2022 r.
u aeiictByet 10 1 centsadps 2022 roxa.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxazy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1093u

INIPABHUJIA

OTHYCKA JIEKAPCTBEHHBLIX ITPEITAPATOB JJIA
MEAUIIUHCKOI'O IPUMEHEHUS

|. O0mme TpeGoBaHUA K OTIYCKY JIEKAPCTBEHHBIX MPENapaToB JJid
MeIUIUHCKOT0 NPUMEHEeHMsI

1. OTyck JeKapCTBEHHBIX MpenapaToB Ui MEAULMHCKOTO MPUMEHEHHs (Aajee - JeKapCTBEHHbIE
Ipenaparsl) OCYIIIECTBIISIETCS aNTeYHBIMHU OpTraHW3aIsIMH U VH/IMBUIYTbHBIMA
OpeANpUHUMATENAMY,  MMEIOUIMMM  JIMIIEH3UI0  Ha  (apMaleBTUYECKYI0  JEATeNbHOCTb,
MEIUIIUHCKIMH OPTaHH3alUsIMH, UMEIOIIUMHE JIMIICH3UIO Ha (apMareBTUIEeCKYIO JesTeIbHOCTh, U
ux 000C00IeHHBIMU M0/Ipa3ieJICHUIMU (amOynaropusimu, GenpamepckuMu "
Gbenpamepcko-aKylepckuMu MyHKTaMH, [IeHTpaMu (OTAeJIeHUsIMHI) o01ieil BpaueOHo (cemeitHoM)
NPaKTUKK), PACIOJOKEHHBIMH B CEJIbCKUX TOCENEHHUSX, B KOTOPBIX OTCYTCTBYIOT alTE4HbIE
OopraHu3aiuu (Jauee - CyObeKThl POZHHUYHOM TOProBin), 0e3 pernenta <1> u (Win) MO peLenTy Ha



JIEKapCTBEHHBIN TIpenapar, opopMICHHOMY <2> MEIUIIMHCKUMH PaOOTHUKAMU (J1ajiee - perenr), a
TaK)Ke 10 TPeOOBAaHUIO MEIULIMHCKON OpraHu3aluy <3> 1Jis alTeYHON OpraHu3alli.

n_.n

<1> Tlomnmynkt "4" myHkta 5 yactu 4 crarbu 18, moanyHkT "k" myHkTta 1 vactm 1 crateu 33
@enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obpareHnn JIeKapcTBEHHBIX CPECTB"
(Cobpanue 3akoHomarensctBa Poccuiickoit denepamuu, 2010, N 16, crt. 1815) (manee -
Oenepanbhblii 3akoH N 61-D3).

<2> IloanyHkT 5.2.179 Tlonoxenust o MuHucTepcTBe 3apaBooxpaneHus Poccuiickoit denepanuu,
YTBEP)KJIEHHOTO MocTaHoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N
608 (Cobpanue 3akonomarenbcTBa Poccmiickoii @enepanuu, 2012, N 26, ct. 3526; 2017, N 52, cr.
8131) (nanee - [lonoxxenne o MuHuCTEpPCTBE).

<3> Ilynkr 54 crateu 4 @enepanpHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccutickoii ®enepamuu, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456).

2. OTImycK JIeKapCTBEHHBIX MPerapaToB 0e3 peenToB OCYIIECTBIISETCS:

1) anTekamu, OCYIIECTBISIONIMMUA PO3HHUYHYIO TOPrOBIIO (OTIYCK) JICKAPCTBEHHBIX IPEIapaToB
HACEJICHUIO, U alTeKaMU KaK CTPYKTYPHBIMH MOpa3ACICHUSIMU MEIUIIMHCKON OpraHu3aIuu (Jaiee
- aNTeKn);

2) anTeyHbIMU IYHKTaMH, B TOM 4YHCJIE KaK CTPYKTYPHBIMH HOJpPA3JEICHUSMH MEIUIUHCKON
OpraHu3anuy (Jajiee - aTeyHble MYHKTHI);

3) alITCYHBIMU KHMOCKaMH,

4) WHAMBUIYyalbHBIMM MPEANPUHUMATEIIMH, HMEIOUIMMU JIMIEH3UI0 Ha (hapMaleBTHUECKYIO
JeSITeNIbHOCTD (Jajiee - UHIUBUYalbHBIA IPEITPUHUMATED);

5) MEAUIMHCKUMHU OpraHU3alysIMHU, UMEIOIIMMU JIMIEH3HIO Ha (apMalleBTUYECKYIO JEATEIbHOCTb,
U ux  0o0OCOONEHHBIMM  ToOJpa3fefneHusMu  (amMOymaropusMH,  QENpIIIEpCKUMU U
(enpamepcko-aKyepckKuMi MyHKTaMH, LIEHTpaMH (OTeNeHUsIMH) o01eil BpaueOHOH (cemelHoi)
MPAKTUKHU), PACIOJIOKEHHBIMU B CEJIbCKUX IIOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT AalTEuUHBIE
opraHu3anuy  (Jajgee COOTBETCTBEHHO -  MEIUIMHCKHE  OpraHu3anu, 000coOJIEeHHBIE
NOJpa3JelieHusT MEIULMHCKUX OpraHu3aluii), MepeueHb KOTOPbIX YTBEPKAAECTCS OpraHaMu
UCTIOJIHUTENIbHON BiacTu cyobekTa Poccuiickoit denepannn <4>.

<4> Yacts 5 crateu 55 @enepanproro 3akona N 61-d3 (Cobpanue 3akoHOMaTENECTBA POCcHiickoit
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTmyck Je€KapCTBEHHBIX MPEMapaToB MO PEIeNnTaM OCYIIEeCTBISCTCS:
1) antekamu;
2) anTeYHbIMU MYHKTaMU;

3) UHIMBUYaIbHBIMU MPEANPUHUMATENSIMH (32 UCKIIIOUEHUEM OTIYCKa HapKOTUYECKUX CPENCTB U
NICUXOTPOIHBIX BEILIECTB, BKJIIOUYEHHBIX B IE€PEUEHb HAPKOTHMYECKHUX CPENCTB, INCHUXOTPOIHBIX
BEIIECTB M UX MPEKYpcOpoB, Mojajexamux KoHTpoito B Poccuiickoit ®denepanun <5> (nanee
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COOTBETCTBEHHO - [lepedeHb, HApKOTUYECKUE U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIPerapaThl);

<5> [lynkr 2 crathu 2 PenepanbHoro 3akona oT 8 suBaps 1998 r. N 3-®3 "O HapkoTHYECKHX
cpencTBax M ncuxoTpornHbix BemecTBax" (CoOpanme 3akoHomatenbcTBa Poccuiickort denepanuu,
1998, N 2, ct. 219; 2016, N 27, ct. 4238) (nanee - ®enepanpubiii 3akoH N 3-D3).

4) MEIMIMHCKMMH OpraHu3alUsIMH U O00OCOOJEHHBIMU TMOJPA3ACTICHUSIMU  METUIIMHCKUX
OpraHu3aIuu.

4. 1o penentaM, BBIMHUCAHHBIM Ha perenTypHbiX Oankax ¢Gopmbl N 148-1/y-88, ormyckarorcs <6>
JIeKapCTBEHHbIE TpenapaThl, BKIIOYECHHBIE B TIepEUeHb JEKAPCTBEHHBIX CPEACTB JJISI MEAULIUMHCKOTO
NPUMEHEHHUS, MOMJISKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YYeTy (Jajiee - JIeKapCTBEHHBIE
Ipenaparsl, BKIOYeHHbIE B iepedeHb [IKY) <7>.

<6> Hoanynkt 5.2.179 Ilonoxenus o Munucrepcrse (CoOpanue 3akoHoaaTenbcTBa Poccuiickoi
Oepnepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> Ilomnyskr 5.2.171(1) Tlonoxenus o Munuctepcte (CoOpaHue 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3zaHHbIC JICKaPCTBEHHBIC TMpernaparhbl, MpeIHa3HAuYCHHbIC IS Tpa)K/IaH, MMCEIOUIMX IpPaBO Ha
MOJTyYEHHUE JICKAPCTBEHHBIX TPENapaToB, OTITYCKAEMBIX OCCIIATHO WIIH CO CKUIKOW, OTITYCKAIOTCS
IpU MPEAbSBICHUN pelenTa, BBIIUCAHHOTO Ha peuentypHoMm Omanke ¢opmbel N 148-1/y-88, u
penenTa, BEIMUCAHHOTO Ha perenTypHoM Osianke Gopmbr N 148-1/y-04(i).

5. o peuenTam, BRIMMCAHHBIM Ha petenTypHbIx OmaHkax ¢gopmbl N 148-1/y-04(x1), oTmyckaroTces
JeKapCTBEHHbIE NpenapaThl, BbINHCHIBAEMble TIpakJaHaM, MMEIOUIMM NpaBO Ha OecrjaTHoe
MOJIyYEHHUE JIEKApPCTBEHHBIX MPEnapaToB WM MOJyYE€HUE JEKAapCTBEHHBIX MPENnapaTroB CO CKUAKOU
(tayiee - IeKapCTBEHHbIE PENapaThl, OTIYCKaeMble OECIUIATHO WM CO CKUIKOH).

6. [To pemenrtam, BBIMHCAaHHBIM Ha penentypHbix Omankax ¢Gopmer N 107-1/y, oTmyckaroTcs WHBIC
JIEKapCTBEHHBIE NpEnaparhbl, HE yKa3aHHbIe B IyHKTe 4 Hacrosmux llpaBun, u 3a UCKIOYEHHEM
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMbIX 0€3 peLernTa.

7. KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE MPETaparhl UIsi MEJUIIMHCKOTO IPUMEHEHHsI, COAepIKaIlne
KpOME MaJIbIX KOJIMYECTB HAPKOTMYECKHUX CPEACTB, NMCHUXOTPOIHBIX BEIIECTB M MX IMPEKYpPCOpOB
npyrue (papmMakoJOrHUecKue aKTUBHBIC BEIIECTBA, OTIMYCKAIOTCS alTeKaMH, aTeYHBIMU ITYHKTaMHU
U MHIUBUIYaJbHBIMH MNPEINPUHUMATENSIMH, HMMEIOUIMMHU JIMIEH3UI0 Ha (apMaleBTHUYECKYIO
NeSITeTIbHOCTD, TI0 peIlenTaM, BBIIHMCAHHBIM Ha perentypHbix OmanHkax ¢opm N 107-1/y mw N
148-1/y-88 <8>, xpoMme Tex JeKapCTBEHHBIX MPENapaToB, KOTOPbIE OTITyCKaOTCs 0e3 perenTa.

<8> YacTs 6 crateu 55 @enepanbroro 3akona N 61-d3 (Cobpanue 3akoHOMaTEIbCTBA POccHiickoit
®eneparnun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo peuenrtam B QopMe 0dIEKTPOHHOTO JIOKYMEHTa C HCIOJB30BAHHEM YCHUJICHHOMN
KBATH(UITUPOBAHHON DJIEKTPOHHOM MOJIMCHA METUIIMHCKOTO paboTHUKA (fayee - penent B Gopme
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3JIEKTPOHHOTO JOKYMEHTA) OTITYCKAIOTCS BCE JICKAPCTBEHHBIC MTperapaThl, YKa3aHHbIC B TyHKTax 4,
5, 6, 7 nactosimux [IpaBui.

9. MenuuuMHCKAE OpraHU3alMd U 000COOJIEHHBIC MOApA3JC/ICHUs] MEIUIMHCKUX OpraHU3alui
TaKXe MOT'YT OTIyCKAaTh!

1) nekapcTBEHHBIC TpeNaparhl, BKIIOYEHHbIE B TiepeueHb [IKY, BhIMcaHHBICE HA PEIENTYPHBIX
Omankax ¢opmbl N 148-1/y-88;

2) nekapCTBEHHbIE IpernapaThl, BKIIOUYeHHble B IlepedeHb JeKapCTBEHHBIX IMpernapaToB,
OTIYCKaeMBIX IO pelenTaMm Bpada (Qenpamiepa) Mpu OKAa3aHWH JOMOJHUTEIBHON OeCTuiaTHOM
MEAMIMHCKONW MMOMOIIM OTACIbHBIM KaTeropusM TIpa)KJIaH, HUMEIOUIMM IpaBO Ha IOJIYy4YCHHE
TOCY/IapCTBEHHOW COIMALHOW MOMOIIM, a TaKKe€ WHBIC JICKAPCTBEHHBIC CPEACTBA, OTITYCKAaeMBbIC
OECIUTaTHO WJIM CO CKUJIKOM, BBIMMMCAHHBIC HA perienTypHbIX Omankax Gopmbr N 148-1/y-04(x).

10. Otmyck JiekapCTBEHHBIX MpENapaToB, HE YKAa3aHHBIX B MyHKTax 4, 5, 6, 7 nacrosmux [Ipasui, B
COOTBETCTBUU C HWHCTPYKUHUSMU TO HUX MEIUIIMHCKOMY IPUMEHEHHUIO OCYyIIecTBIseTcs 0e3
peLenTOoB.

11. Otnyck JieKapCTBEHHBIX MPENapaToB OCYLIECTBISETCS B TEUEHUE YKa3aHHOTO B PELIENTE CPOKa
ero JieficTBus npu oOpaleHnu Jiuia K cyObeKTY PO3ZHUYHOM TOPTrOBIIH.

12. B cinydae oOTCyTCTBUSL Yy CyObEKTa PpO3HMYHOM TOProOBJIM JIEKAPCTBEHHOI'O IIpernapara,
yKa3aHHOTO B peuente, HOpU OOpalleHUuH JHLIA K CYOBEKTYy PpO3HHUYHOM TOPrOBIM pELEnT
NPUHUMAETCS Ha 00CITy)KHBaHHE B CIEAYIOIINE CPOKU (Iajiee - OTCPOUCHHOE 00CITyKHBAHUE):

1) peuent ¢ mometkoii "statim" (HemeJIeHHO) 0OCITY)KUBACTCSl B TEYCHUE OJHOTO pabouero JHS CO
JHS 00paIleHHs JIMIA K CYOBEKTY POSHUYHOH TOPTOBIIH;

2) peuent ¢ momerkoi "Cit0" (cpodHo) 0oOCITy)KMBaeTCs B TEUCHHE IBYX pabOuYMX THEH CO JHS
oOparlieHus Iuia K CyObeKTy pO3HUYHON TOPTOBIIH;

3) pelienT Ha JIeKapCTBEHHBIN IpenapaT, BXOAAIMI B MUHUMAIbHbBIM aCCOPTUMEHT JIEKapCTBEHHBIX
IIpenapaToB A MEIUIIMHCKOTO MPUMEHEHHUS, HEOOXOIMMBIX ISl OKa3aHUs METUIIMHCKON OMOIIHN
<8>, oOciyXuBaeTcsi B TeUeHHE MATH pabouux JHEW co AHA oOpalleHus JMLa K CYOBEeKTY
PO3HMYHOM TOPrOBJIM; PELENT Ha JIEKAPCTBEHHBIM Ipernapar, BXOMAIIMA B MHUHHMAJIBHBIN
ACCOPTHUMEHT JIEKapCTBEHHBIX IPENapaToB Ul MEOUIMHCKOTO IPUMEHEHHs, OTIIYCKAaeMbIH
OECIUTaTHO WJIM CO CKUIKOW, OOCTY>KMBAETCs B T€UEHHE ABYX pabo4MX JHEH co JHS OOpalieHHs
JMIA K CYyObEKTY PO3HUYHON TOPrOBIIH;

4) peuent Ha JEKapCTBEHHBIM INpenapar, HE BXOJAIIMM B MHMHUMAJIbHBI aCCOPTUMEHT
JEKapCTBEHHBIX MpPENapaToB JUIsl MEIUIIMHCKOTO TNPUMEHEHUs, HEOOXOAMMBIX I OKa3aHMs
MEAMIIMHCKON MOMOIIM, 00CTYKUBAETCsl B TEUEHUE JECITH pabounx AHEH co JIHS OOpalieHus JIuia
K CyOBEKTYy PpO3HHYHONW TOPrOBIM; pELENT Ha JEKApCTBEHHBIM Mpernapar, He BXOJAIIMHA B
MUHHUMQJIBHBIA aCCOPTHUMEHT JIEKaPCTBEHHBIX MPENapaToB JUIsl MEAUIMHCKOIO INPUMEHEHMS,
HEOOXOJUMBIX Ui OKa3aHUS MEAMLMHCKOW MOMOIIH, OTIYCKAaeMbli OECIIaTHO WM CO CKHUIKOM,
00CyXMBaeTCsl B T€UEHUE CeMH pabouux JHEH co THS oOpalleHus JiMla K CyOBeKTy pO3HUYHOU
TOPrOBJIH;

5) peuentsl Ha JEKapCTBEHHbIE NpenapaThl, Ha3Ha4aeMble MO PEIICHUI0 BpaueOHONH KOMHUCCHH,
00CITyMBAIOTCSl B TEUEHUE JECATH pabouux AHEH co THS 0OpalleHus JInia K CyObeKTy pO3ZHUYHOU
TOPIOBJIN.

3anpemniaercs OTMYCKaTh JICKAPCTBEHHBIEC MpeErapaThl M0 PelenTaM ¢ UCTEKIIUM CPOKOM JCHCTBUS,
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3a MCKIIIOYEHUEM Cllydas, KOrja CpOK JEHCTBMs pelenTa UCTEK B MEepHOJ] HaXOXIEHUS €ro Ha
OTCPOUYEHHOM 00CITyKUBAaHUU.

OTnycK JIGKapCTBEHHOTO Tperapara 1Mo HaXosIIeMycsl Ha OTCPOUYEHHOM OOCITY’)KMBAaHHUH PEIENTY C
UCTEKIINM CPOKOM JIEUCTBHUS OCyllecTBiseTcs 6e3 ero nepeodopmiienus B teueHue 90 aueii co aHs
MCTEUYEHUS CPOKa JICUCTBUS TAKOT'O PEIENTa.

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

13. JlexkapcTBeHHbIE TMpenaparbl OTIYCKAIOTCS B KOJMYECTBE, YKa3aHHOM B pelente, 3a
UCKJIIOYEHUEM CIIY4aeB, KOIJa JUIsl JJEKapCTBEHHOI'O Mpenapara yCTaHOBIEHO KOJIUYECTBO, KOTOPOE
MO>KET OBITh BBIIKCAHO B OJHOM DPELEITE, WU KypC JIedeHHs <9>.

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

IIpu npenbsBiIeHMM peLenTta ¢ NOPEBBIIIEHHEM IPEAEIbHO  JTOIMYCTUMOIO  KOJUYECTBa
JEKapCTBEHHOTO  Tperapara, KOTOpO€ MOXXET ObITh  BBINMCAaHO B OJHOM  pEIeITe,
dapmanieBTuyeckuii  paOOTHUK HHMOpMUpPYET 00 STOM JIMLO, [pEJICTaBUBILEE peLenT,
PYKOBOJUTEINS COOTBETCTBYIOLIEH MEIUIMHCKON OpraHu3alMy U OTIYCKAaeT yKa3aHHOMY JIUIlY
YCTaHOBJICHHOE COOTBETCTBEHHO IIPEJENIbHO JOIYCTUMOE KOJUYECTBO JIEKAPCTBEHHOTO Ipenapara,
KOTOPOE MOXET OBITh BBIITMCAHO B OJJHOM PEIEITE C MPOCTABICHUEM COOTBETCTBYIOLIEH OTMETKH B
penenre.

[Ipy Hamuuuu y cyObeKTa PO3HUYHON TOPrOBIM JIEKAPCTBEHHOTO Ipernapara ¢ J103UPOBKOM,
OTJIMYHOM OT JO3MPOBKU JIEKAPCTBEHHOTO Mpenapara, yKa3aHHOW B pelenTe, OTIYCK UMEIOIIErocs
JICKapCTBEHHOI'O Tpemnapara IOMYCKaeTcs, eClIM JO3HpPOBKAa TAKOrO JIEKAPCTBEHHOTO Mpernapara
MEHBIIIE JI03UPOBKH, YKa3aHHOM B perente. B TakoM ciydae ocyIiecTBiIseTCs IepecyeT KOJu4ecTBa
JIEKapCTBEHHOTI'0 IIperapara ¢ y4eToM Kypca JIEUeHHs], YKa3aHHOI'O B PELENTE.

B cnywae ecniu no3upoBKa JIEKapCTBEHHOI'O Ipernapara, MUMEIIIErocs y CyObeKTa PO3HHUYHOU
TOPTOBIIH, MIPEBBIIIAET JO3UPOBKY JICKAPCTBEHHOTO TIpenapara, YKa3aHHYIO B pellenTe, pelieHue 0o
OTIYCKE JIEKApPCTBEHHOT'O Tperapara ¢ TaKOW JO3UPOBKOM MPUHUMAET MEIUIIMHCKUN pPaOOTHUK,
BBINMCABILINN PELIEIT.

14. Otmyck JEeKapcTBEHHOTO TMpernapara OCYIIECTBIsIeTCS B TMEPBUYHOW M BTOPUYHOU
(MOTPEOUTENHCKOI) yImaKOBKax, MapKUPOBKAa KOTOPBIX JOHKHA OTBEYaTh TPEOOBAHUSIM CTaThbu 46
®enepanbHoro 3akoHa N 61-03 (Cobpanue 3akoHonarenbcTBa Poccuiickoit denepannu, 2010, N
16, ct. 1815; 2014, N 52, cr. 7540), a ymakoBKa isi HAPKOTUYECKUX U TICUXOTPOITHBIX
JIEKapCTBEHHBIX MpenapaToB crnucka |l - TpeboBanusm nyHkra 3 crateu 27 @enepanbHoro 3akoHa N
3-®3 (Cobpanue 3akoHomaTenbeTBa Poccuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 15, cr.
2052).

15. Ilpu ormycke neKapCTBEHHBIX IpernapaToB MO peuenty, opOopMICHHOMY Ha pPelenTypHOM
OnaHKe Ha OyMaKHOM HocuTene, (hapMaleBTHUECKU pabOTHHUK MPOCTABISET OTMETKY Ha perente
00 oTIycKe JIeKapCTBEHHOTO npenapara "JlekapcTBeHHBIN IpenapaT OTHyHIeH" U ¢ yKa3aHUEM:

1) HauMeHOBaHMs anTeyHOM opraHuzanuu (pamMuauu, WMEHH, OT4YecTBa (NIPU HAIUYUM)
WHAWBUAYAJIBHOTO MPEAIPUHUMATEIS);

2) TOProBOro HaMMEHOBAHUS (32 HCKIIOUEHHEM JIEKapCTBEHHBIX MPENaparoB, W3TOTOBJIEHHBIX B
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anTeYyHOl OpraHu3alnu), T03MPOBKH U KOJIMYECTBA OTIYILIEHHOTO JIEKAPCTBEHHOTO Mpernapara;

3) dbamumium, UMEHH, OTYeCTBA (IIPU HAJMYHMU) MEAUIMHCKOrO pabOTHHKA B CIIydasx, YKa3aHHBIX B
ab3are yeTBepToM MyHKTa 13 1 ab3are TperbeM nmyHkra 16 Hacrosimux [Tpasun;

4) pexBU3MTOB JOKYMEHTA, YIOCTOBEPSIOUIETO JIMYHOCTh JIMLA, IOJIYYMBIIETO JIEKAPCTBEHHBIN
Ipernapar, B ciydae, yKka3aHHOM B MyHKTe 28 Hactosauux [Ipasu;

5) dbamunuu, umenu, ordyecTBa (IpU HATMUUHM) (PapMaIEBTUYECKOTO PAaOOTHHMKA, OTIYCTHBILETO
JIEKapCTBEHHBIH ITpenapar, 1 ero NoAMNUCH;

6) 1aThl OTIyCKa JIEKapCTBEHHOIO IIperapara.

16. Ilpu oTmycke JeKapCTBEHHBIX MPEMapaToB MO PEIENTY, BHIMMCAHHOMY Ha PEelEnTypHOM OJIaHKe
dopmer N 107-1/y co cpokoMm IeWCTBHS JO OJHOTO Toja, B KOTOPOM YKa3aHbl TEPUOIBI U
KOJIMYECTBO OTITYCKa JIEKAPCTBEHHOTO Mpenapara (B KaXKAblil Iepruo/I), pelenT BO3BPALIAeTCs JIULLY,
pUOOpeTaIoIEMy JICKAPCTBEHHBIN IMpernapaTr, ¢ OTMETKOM, coiepiKallell CBEJICHUS, yKa3aHHBIC B
nyHkTe 15 HacTosux IIpaBu.

[Ipu ouepenHom oOpalieHMH JHLA K CYOBEKTY PO3HHYHOW TOProOBIM C JaHHBIM PEHEHTOM
YYHUTBIBAIOTCS OTMETKHU O MPEABIAYILIEM OTIIYCKE JEKapCTBEHHOI'O Iperapara o TaKOMY PELENTY U
B Cclyyae MOPHOOpETEeHUs JHUIIOM KOJUYECTBAa JIEKAaPCTBEHHOI'O Mpernapara, COOTBETCTBYIOIIETO
MaKCUMaAJIbHOMY KOJIMYECTBY, YKa3aHHOMY MCIHULUHCKHUM pa6OTHI/IKOM B peOucluTe, a TAaKXKE II0
UCTEUYECHUU CpOKa JEWCTBUA pelenTa, Ha pelenrte MpocraBisercs mrami "JlekapcTBEHHBIH
npenapar OTHyIleH" ¥ pelenT Bo3BpalaeTcs JIUILy.

EnvHOBpEMEHHBIH OTITYCK JICKAPCTBEHHOTO Mpemnapara Mo PerenTy, BHITUCAHHOMY Ha PEIENTYPHOM
onanke Gopmbl N 107-1/y co cpokoM JEHCTBHS A0 OJHOTO T'Ofa, B KOTOPOM yKa3aHbI MEPUOJIBI U
KOJIMYECTBO OTITYCKa JIEKAPCTBEHHOTO Tperapara (B KaKIbld TEPUOJ), TOIYCKASTCS TOJIBKO TIO
COIIACOBAHHUIO C MEIUIIMHCKUM PaOOTHHUKOM, BBIITUCABIIIMM PEIICTIT.

17. Ilpu oTirycke JeKapCTBEHHBIX MPENapaToB MO PEIeNTy, BRIIICAHHOMY Ha pelenTypHOM OJIaHKe
dopmbl N 148-1/y-04(11), 3an0THEHHBIN KOPELIOK TAaKOTo pelenTa nepeaaercs (papmManeBTHIeCKUM
pabOTHUKOM JIMITY, TpHOOpETaroeMy (IOTyJaroleMy) JIKapCTBEHHBIE MperapaThl.

18. Ocratorcsi W XpaHATCS Yy CyObEeKTa pPO3HUYHOW TOPrOBIM peHenTtsl (C OTMETKOM
"JlekapCTBEHHBIN MpemnapaT OTHyIIeH") Ha:

1) nexapcTBEHHBIE TIPEMapaThl, OTITYCKaeMble OSCIIATHO WU CO CKUAKOM, - B TEUEHUE TPEX JIET;

2) nekapCTBEHHBIC mMpemnapathl, oTHOCsAIHecs Mo ATX K aHTUIICUXOTHYECKHM cpencTBaM (KO
NO5A), ankcuomutukam (kox NO5B), cHoTBOpHBIM u cemaatuBHbIM cpeactBam (kox NO5C),
aatugenpeccantam (koxq NOG6A) m He monexanye NpeAMETHO-KOJIMYECTBEHHOMY YYeTy, - B
TE€YECHHE TPEX MECSIICB.

19. Penentel, He ykasaHHble B nyHKTe 18 Hacrosamux [IpaBwi, oTMewaroTcs MITaMIOM
"JIekapCTBEHHBII IpenapaT OTHYLIEH" M BO3BPAIIAIOTCS JIMILY, MOJIYYMBIIEMY JIEKapCTBEHHBIN
mpernapar.

20. PenenTel, BBIMACAHHBIE C HAPYIIEHHEM MpaBWi <10>, perucTpupyroTcs B )KypHaie, B KOTOPOM
YKa3bIBAlOTCS BBISBICHHBIE HApYIIEHHUS B OQOPMIICHMM pelenTa, (haMuins, UMs, OTYECTBO (TIpH
HaJIMYUU) MEIUIMHCKOr0 paOOTHHMKA, BBIMMCABIIETO pELENT, HAaWUMEHOBAaHHUE MEIUIIMHCKON
OpraHM3aly, IPUHATHIE MEPBI, OTMEUYar0TCs TamnoM "Penent HeaelicTBUTENEH" U BO3BpAILalOTCA
Uiy, npenactaBuBmieMy peuent. O ¢akrax HapylleHHs MpaBuil OQOPMIICHHUS PELEnTOB CyOBEKT
PO3HUYHOH  TOProBIM  HMH(GOPMUPYET  PYKOBOJMTEIS  COOTBETCTBYIOIIEH  MEIMIIMHCKON
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OpraHH3aIiHy.

<10> HoanyskT 5.2.179 Tlonoxenus o Munucrepcrse (Cobpanue 3akoHOaTeNIbeTBa Poccuiickoi
®denepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000coOneHHOM MOApAa3ICICHHA MEIUIIUHCKON OpPraHM3alMH JIOJDKHBI OBITh OOECTICUEHBI
YCIIOBHSI COXPaHHOCTH OCTABJICHHBIX HA XPaHEHHUE PEILIECNITOB Ha JICKAPCTBEHHBIE CPEIICTBA.

PeuenTel Ha JE€KapCTBEHHBIE CPEACTBA, MOJIEKAIIUE MPEAMETHO-KOIMUYECTBEHHOMY Y4ETY,
JIEKapCTBEHHbIE CPECTBA, OTIyCKaeMble OECIIaATHO WM CO CKUIKOU, €XKEMECAUHO MepeatoTcs u3
000COOJICHHBIX MMOJPA3/IEICHUH MEIUIUMHCKUX OpraHu3aldii B MEIMIMHCKUE OpTaHU3aIUH,
CTPYKTYPHBIMU HOJPA3/I€JIEHUSIMU KOTOPBIX OHU SBJISFOTCS, AJIS IIOCJIEAYIOLIET0 XPaHEHHU .

22. Ilpu oTmycke JIeKapCTBEHHOro IMpemnapara ¢apMaleBTUYECKU paOOTHUK WM PaOOTHUK
MEIUIUHCKONW opraHu3anuu  (000COOJIEHHOT0 TOApa3/eieHUus] MEIUIMHCKONH OpraHHM3alvm)
uH(GOPMHUPYET JIULIO, TpuoOpeTaroiee (MoTyJaroliee) JIEKapCTBEHHBIH Mpenapar, 0 pexuMe 1 103aX
ero mpuema, MpaBWIAX XpaHEHUS B JOMAIIHUX YCIOBHUSIX, O B3aUMOJICHCTBUU C APYTUMH
JIEKapCTBEHHBIMU MperapaTaMu.

23. Tlpu oTmycKe JIEKQpCTBEHHOTO Ipemnapara ¢apMamneBTHUECKU pPAOOTHHK WM PaOOTHUK
MEIUIUHCKON OpraHu3anuu (000CO0JIEHHOIO MOJpPAa3/eNeHuss MEIULIMHCKON OpraHu3aluu) He
BIIpaB€ INPEJOCTABIATh HEJOCTOBEPHYIO U (WIM) HENOJHYI0 HH(OpMalMI0 O HaJIUYUU
JIEKapCTBEHHBIX IpernapaTroB, BKIOYas JIEKAPCTBEHHbIE IIpenaparbl, HMMEIOLIME OJUHAKOBOE
MEXIyHApOJHOE HEMAaTeHTOBAHHOEC HAWMEHOBAaHWE, B TOM UHCIIE CKpPHIBaTh HH(POPMALHUIO O
HAJINYMHU JIEKAPCTBEHHBIX MPENapaToB, UMEIOLINX OoJiee HU3KYIO LeHy <11>.

<11> Cratbsa 74 ®enepanbHoro 3akoHa oT 21 HosiOpst 2011 r. N 323-®3 "OO6 ocHOBax OXpaHBI
310poBbs Trpaxaan B Poccuiickoit ®enepanun" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
Deneparun, 2011, N 48, ct. 6724, 2013, N 48, c1. 6165) (nanee - Penepanbubiii 3akon N 323-D3).

24. 3ampemniaercss OTNycK (anbcU(UIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX IpernapaToB <12>.

<12> Crarpsa 57 ®enepanbhHoro 3akoHa N 61-®3 (CoOpanue 3akoHonatenbcTBa Poccuiickoit
®enepannn, 2010, N 16, cT. 1815).

25. OTnycK 3THJIOBOTO CHUPTa MPOU3BOJUTCS MO PELENTy C YYETOM YCTaHOBJIEHHBIX TPeOOBaHUMN K
00BbeMy Tapbl, YIIAKOBKE U KOMIIJICKTHOCTH JIEKApCTBEHHBIX MpernapaToB <13>.

<13> Yacth 4.1 crateu 45 ®depepanpHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOJATEIIBCTBA
Poccuiickoit ®enepanmu, 2010, N 16, cr. 1815; 2015, N 51, cr. 7245), mocraHoBIeHUE
[TpaButensctBa Poccuiickoit denepaunu ot 23 utong 2016 r. N 716 "O nopsake GopmupoBaHus
MepeYHs JIEKAPCTBEHHBIX IPENapaToB I MEAMIIMHCKOTO MPUMEHEHHUS, B OTHOIIEHHH KOTOPBIX
yCTaHABIWBAIOTCS TpeOOBaHWS K O0O0BEMYy Taphl, YINAKOBKE W KOMIUIEKTHOCTH, TMEpPEUYHS
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JEKapCTBEHHBIX IIPENapaTroB s BETEPUHAPHOTO IPUMEHEHHs, B OTHOLIEHMH KOTOPBIX
YCTaHABJIMBAIOTCS TPeOOBaHUS K 0O0BEMY Tapbl, U omnpeaeneHus Takux Tpedoanmii" (CoOpanue
3akoHo1atenbcTBa Poccuiickoit deneparuu, 2016, N 31, ct. 5030).

JlekapcTBeHHBIE MpenapaThbl, COAEPXKAIIUE STUIOBBIA CHOUPT, B TOM YHCII€ H3TOTOBJICHHBIC IO
pelenty CcyObeKTOM pPO3HMYHOM TOPIOBIIM, HMEIOIIUM JIMIIEH3UI0 Ha (papManeBTUUYECKYIO
JEATEIbHOCTh C IPAaBOM M3TOTOBJICHUS JIEKAPCTBEHHBIX IPENApPaTOB, OTIYCKAIOTCA C y4E€TOM
YCTaHOBJICHHBIX TpeOOBaHUNH K OO0bEMY Tapbl, YHNAaKOBKE U KOMIUJIEKTHOCTU JIEKapPCTBEHHBIX
[IpEnapaToB.

26. 3anpemaeTc>1 paS,Z[CJ'II)HHﬁ OTIIYCK JICKApCTBCHHBLIX CPEACTB, BXOJJAIIMNX B COCTaB
JICKApCTBCHHOTO IIpfIiapara, U3roTaBJIMBacMoOro Cy6'beKTOM pO3HI/I‘IHOI71 TOProBJIH.

27. 3ampemaercsi OTMYCK CYOBEKTOM PO3HHUYHON TOPrOBIM TIO pELENTaM BETePUHAPHBIX
OpraHu3aIMi:

1) nekapcTBEHHBIX IIpENapaToB, BKIOUEHHBIX B nepedeHs [IKY;
2) IeKapCTBEHHBIX MPEMapaToB, OTITYCKAEMBIX OCCIUIATHO MJIH CO CKHJIKOI;

3) JeKapCTBEHHBIX MpernapatoB, oTHOcAmuUXcs Mo ATX K aHTUIICUXOTHYECKHM CpeIcTBaM (KO
NO5A), ankcuonutukam (kox NOS5B), cHotBopHBIM U cematuBHbIM cpenctBam (kox NO5SC),
antuaenpeccanTam (koa NO6A) u He BKIIOUeHHBIX B iepeueHb [TKY.

Il. TpeGoBaHus K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB Mo
TPeOOBAHMIO MeTUIIMHCKOM OPraHu3alnu

28. Jlns obecniedeHus JiedueOHOro nporecca B MEIUIUHCKON OpraHU3aliy aTeYHOW OpraHu3aluei,
ABJISIFOLIENCS CTPYKTYPHBIM MOJpa3IeIeHUEM TaKOH MEIUIIMHCKOW OpPraHM3alud, OCYLIECTBISAETCS
OTIIyCK JMOO M3rOTOBJIIEHHE U OTIYCK JIEKApCTBEHHBIX MNpEnapaToB Ha OCHOBAaHUM TPeOOBaHUS
MEAMIMHCKONW OpraHu3allii, BHITMCAHHOTO YIOJHOMOYEHHBIM MEIUIIMHCKUM PaOOTHUKOM (J1anee -
TpeOoBaHUE MEUIIMHCKON OpraHu3alun).

MenuuuHcKkasi opraHu3alusi BIpaBe OOPATHTHCS B CTOPOHHIOIO AaNTEYHYI0 OpPraHU3aIUIo TpHU
OTCYTCTBUM AaIlTEYHOW OpraHu3aldy, SBIAIOLIEHCA CTPYKTYPHBIM IIOAPA3JIEICHUEM TaKOU
MEJIUIIMHCKOW OpraHu3aluu.

JlexapcTBeHHbIE IpenapaThl, U3TOTOBJIEHHbBIE AlTEYHBIMU OpPraHMU3ALMIMM JJIs 1eJiel UX OTIyCKa
10 TpeOOBaHUAM MEIUIIMHCKUX OpraHU3alui, ToCyJapCTBEHHON perucTpaluy He nojuiexar <14>.

<14> Mynkr 1 vactu 5 crateu 13 @enepanpHoro 3akoHa N 61-D3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815).

29. Xpanenue TpeOOBaHUI MEAUIIMHCKOW OPraHU3AIMH, TIO KOTOPHIM OTHYIIEHBI JIEKAPCTBEHHBIC
Mpernaparhl, OCYIECTBISETCS alTEYHON OpraHU3alel B COOTBETCTBUU C MYHKTOM 18 HacTosIIero
ITopsiaka.

30. Hapymienne mnepBUYHON YNAaKOBKM JIEKAPCTBEHHOrO IIpenapara NpH €ro OTIYCKE IO
TpeOOBAaHUIO MEIUIIMHCKON OpraHM3alii JOMYyCKAeTCs anTeYHOW OpraHu3alue, HMEIomen
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JUIEH3UI0 Ha (hapMalleBTHUECKYIO JEsITeIbHOCTh C IPAaBOM HM3TOTOBJICHUS JIEKAPCTBEHHBIX
npenapaToB. B TakoM cilydyae OTHYCK JIEKapCTBEHHOI'O Ipenapara OCYIIECTBISIETCS B YIAKOBKE
<15> ¢ mpenocraBieHHUEM HHCTPYKUUU (KOMMM HHCTPYKIUHU) IO NPUMEHEHHIO OTIYCKAeMOI'O
JIEKapCTBEHHOTI'O IIperapara.

<15> Ilpuka3 MunszapaBa Poccun ot 26 oktsi6ps 2015 r. N 7518 "OO yTBEepKICHHH IPaBHII
M3TOTOBJICHHS U OTITYCKA JIEGKAPCTBEHHBIX MPENapaToB JIJIsi MEIUIIUHCKOTO IPUMEHEHUS allTeYHBIMU
OpraHM3alUsIMH, HMHIWBUIYaJbHBIMA  MPEANPUHUMATENSAMH, HUMEIOIMIMMHU  JIUIEH3UI0  Ha
(dapManeBTUYECKYIO ACSITENBHOCTD" (3aperucTpupoBaH MHHHCTEPCTBOM IOCTUIIMK Poccuiickoi
Ddeneparun 21 anpens 2016 r., peructparmonssii N 41897).

I11. OcobGenHOCTH OTIYCKA JIEKAPCTBEHHBIX MPENapaToB Mo peuentam
B (hopMe IIEKTPOHHOI0 JOKYMEHTA

31. Otmyck JeKapCTBEHHBIX MpernapaToB IO perentaM B (QopMe 3JIEKTPOHHOTO JIOKyMEHTa
OCYIIECTBIISICTCSA aNTEeKaMH, alnTEYHBIMH TMYHKTAMU W WHIUBUIYAIbHBIMU TMPEINPUHUMATEISIMH,
YKa3aHHBIMH B MYyHKTe 2 HacTtosmux IIpaBui, pacmoiioKeHHBIMH Ha TEPPUTOPUU CYOBEKTa
Poccuiickoit @enepanun, B KOTOpoM 0GOpMIIEH perent B (opMe 3JIEKTPOHHOTO JOKYMEHTa, B
ClIy4ae MPUHATHS YIIOJIHOMOYEHHBIM OpraHoM cyOobekTa Poccuiickoit denepannu B COOTBETCTBUHU C
nyHKTOM 4 cratbu 6 @enepanpHoro 3akoHa N 61-D3 (Cobpanue 3akoHOmaTenscTBA Poccuiickoit
Oenepannn, 2010, N 16, cr. 1815; 2019, N 52, cr. 7793) pemenuss 00 HCIOJB30BaHUU Ha
Tepputopun cyonbekta Poccuiickoit ®enepanuu Hapsay ¢ pelenTamMd Ha JIEKapCTBEHHBIC
npenaparsl, opOpPMIIEHHBIMH Ha OyMa)XHOM HOCHTENE, PElENTOB Ha JIEKapCTBEHHBIE Mpenaparsl,
c(OpMHUPOBAHHBIX B (OpPME IIIEKTPOHHBIX JOKYMECHTOB (JIajiee - PEIICHHUE YIOJHOMOUYEHHOTO
oprana cyowsekta Poccuiickoiit @eneparun).

32. AnTeuHble OpraHU3aIiu JOKHBI UMETh TTOAKITIOYEHHE K TOCYIapCTBEHHONW MH(OPMAIMOHHOM
cucteme B cdepe 3apaBooxpaHeHus: cyobekra Poccuiickoit denepanuu <16> (nanee - cucrema),
KOTOpOe 00ecreurnBaeTcsl YIOJTHOMOYEHHBIM OPTaHOM BllacTu cyOobekTa Poccuiickoit denepanun.

<16> Ilocranosnenue [IpaBurensctBa Poccuiickoit denepaunu ot 5 mas 2018 r. N 555 "O eaunoit
rocyJapcTBeHHON HMHpOpManMOHHOW cuctemMe B cdepe 3npaBooxpanenus" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2018, N 20, ct. 2849; 2021, N 25, cT. 4814).

Texnuueckue TpeOoBaHUS K HH(OPMALIMOHHOMY OOMEHY MEXAY anTeyHOW OpraHu3aluend u
CHCTEMOM, B TOM 4YucIe TpeOOBaHUs K UIeHTU(DUKALUU pelienTa B (hopMe 3JIEKTPOHHOTO JOKYMEHTa
U Juna, oOpaTHBIIErocs 3a OTIYCKOM JIEKAPCTBEHHBIX IpPENapaTroB IO TaKUM pelenTam,
YCTaHaBJIMBAIOTCS PEIIEHUEM YIIOJHOMOYEHHOT0 oprana cyobekra Poccuiickoit deneparum.

33. OTmyck JEKapCTBEHHBIX TIPEmapaTroB IO penentaM B ¢GOpMe SJIEKTPOHHOTO JTOKYMEHTa
OCYIIECTBIISICTCS JIUITY, YKA3aHHOMY B pelenTe, JU00 ero 3aKOHHOMY MPEICTaBUTENI0, OO0 JTHUILY,
KOTOpO€ JIMIIO, YKa3aHHOE€ B peleNnTe, WM €ro 3aKOHHBIN MpeACTaBUTENb YIOJIHOMOYMUIM Ha
MOJIY4EHHE JIEKaPCTBEHHBIX MPENapaToB.

Ipunoxcenue N 2
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K npuxa3y Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1093u

ITPABUJIA

OTIIYCKA HAPKOTHYECKUX CPEJACTB U
IHCUXOTPOIIHBIX BELHLIECTB,
SAPETUCTPUPOBAHHLIX B KAYECTBE
JIEKAPCTBEHHBIX ITPEITAPATOB 1JIA
MEAUIWHCKOI'O HPUMEHEHUSA, TEKAPCTBEHHbBIX
INPEITAPATOB 4 MEJUIINHCKOI'O ITIPUMEHEHMWAI,
COAEPKAIINUX HAPKOTHYECKHUE CPEACTBA U
IICUXOTPOIIHBIE BEHIECTBA

. OTnyck HapKOTHYECKUX W TICUXOTPOIHBIX JIEKAPCTBEHHBIX IMpenapaToB IO pelenTam
OCYLIECTBIISIETCA ~ anTeKaMH, AaNTE€YHbIMM  IYHKTAaMH, MEIULMHCKMUMH  OpraHU3aLMIMU,
000COOJICHHBIMH  TTOPA3JICTICHUSIMI  MEIUIIUHCKUX OpraHu3alui, HMMCIOIMMMHU JIMICH3WIO Ha
JESTENIbHOCTh M0 000POTY HAPKOTHUECKHUX CPEJICTB, MCUXOTPOIHBIX BEIIECTB M UX MPEKYPCOPOB,
KYJbTUBUPOBAHUIO HAPKOCOJEpKAIIMX pacTeHuil. llepeyeHp MEIMIIMHCKUX OpraHu3aldid Hu
000COOJIGHHBIX ~ TOApA3/ICICHU  MEAMIMHCKUX  OpPraHM3alldid, IepeYeHb HAPKOTUYECKHUX
JIEKapCTBEHHBIX MpenapaToB M ICUXOTPOMHBIX JIEKAPCTBEHHBIX IPENapaToB, OTIYCK KOTOPBIX
bU3MYECKUM JIMIIAaM MOXKET OCYIIECTBISATHCS YKAa3aHHBIMH MEIUIMHCKUMU OpPTaHU3alUsIMU U HX
000COOJICHHBIMU ~ TIOJIPA3/ICTICHUSIMHA, yCTAHABJIMBAIOTCS OpPraHaMH HWCIOJIHUTEIBHOM BIIACTH
cyonekToB Poccuiickoit denepanun <1>.

<1> [lynkT 1| crateu 25 @enepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-03 "O HapKOTHYECKHX
cpeAcTBax U ncuxorpomnHbix BemecTBax" (Cobpanue 3akoHogarenbcTBa Poccuiickoit deneparnuu,
1998, N 2, ct. 219; 2016, N 1, cT. 28).

2. Ilo penenrtam, BBIIMCAaHHBIM Ha pelenTypHbIX OmaHkax ¢opmsl N 107/y-HIT <2>, ormyckaroTcs
HApKOTHYECKHE M TICUXOTPOIHBIE JIEKAPCTBEHHBIE TMpenaparhl, BHeCeHHbie B  CHHCOK
HApPKOTUYECKUX CPEJICTB M TICUXOTPOMHBIX BEHIECTB, 000pOT KOTOphIX B Poccuiickoit denepanmu
OrPAaHMYEH M B OTHOIIEHWHU KOTOPBIX YCTAHABJIMBAIOTCS MEPBI KOHTPOJS B COOTBETCTBHHU C
3aKkoHOJaresnbcTBOM Poccuiickoit denepann U MEXIyHApOIHBIMU J0roBopamu Poccuiickoit
Oenepannn (criucok ), Tlepeuns (manmee - HaApPKOTHYECKHE W TICUXOTPOMHBIE JIEKAPCTBEHHBIE
npemapatel cnucka |l), 3a HCKIIOYeHHEM HApKOTHYECKUX W TICUXOTPOIMHBIX JEKAPCTBEHHBIX
MPENapaToB B BHUJIE TPAHCAEPMAIbHBIX TEPANEBTUYECKUX CHCTEM W JIEKAPCTBEHHBIX IMPENapaToB,
COAEPKAIIMX HAPKOTUYECKOE CPEJICTBO B COUETAHUU C AHTArOHMCTOM OMMOUIAHBIX PELENTOPOB.

<2> Hoanynkr 5.2.178 mynkTa 5 IlomoxxeHus o MuHHCTEpCTBE 37apaBooxpaHeHus Poccuiickoi
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®denepannn, yTBEpKIECHHOro nocraHoBiaeHueMm IIpaButenscrBa Poccuiickoit denepamuum ot 19
utoHs 2012 r. N 608 (Cobpanue 3akononarensctBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526;
2017, N 52, ct. 8131) (manee - [Tonoxxenre o MuHucrepcTse).

3. Ilo penenitam, BRIIMCAHHBIM Ha penenTypHbix Onankax gopmer N 148-1/y-88, ornyckatorcst <3>:

<3> IomnyHkt 5.2.179 Ilonoxenus o MunucrepctBe (CoOpanue 3akoHoAaTelbcTBa Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mCUXOTpONHBIC JICKAPCTBEHHBIC MpernapaThl, BHeCEHHbIe B CIHMCOK TMCUXOTPOIHBIX BEIIECTB,
obopot koTopeix B Poccuiickoit denepaniui OrpaHHMYEeH W B OTHOIICHHH KOTOPBIX JIOIYCKaeTCs
UCKITIOYCHHE HEKOTOPBIX MEp KOHTPOJS B COOTBETCTBUU C 3aKOHOJATEIHCTBOM Poccuiickoii
Qenepanii 1 MeXAyHapoaHbIMU JoroBopamu Poccuiickoit @enepaunu (cmucok 1), Ilepeuns
(manee - MCHMXOTPOIIHBIC JISKApCTBEHHbIE Mpenapathl crucka I11);

2) HapKOTMYECKHE U IICUXOTPOIHBbIE JI€KapCTBEHHble mpenaparbl cnucka Il B Buze
TPaHCAECPMAJIbHBIX TEPANEBTHUUECKUX CHCTEM U JIEKapCTBEHHbIE IIpernaparbl, CoJepiKaliue
HapKOTUYECKOE CPEICTBO B COYETAHUN C AHTATOHUCTOM OIMOMJIHBIX PELENITOPOB;

3) JnexkapCTBEHHBbIE Mpenaparbl, U3rOTaBIMBAeMble MO PEIENTy Ha JIGKApCTBEHHBIM mpemapar u
coJiepiKallie HApKOTUYECKOE CPEICTBO WJIM IICUXOTPOIHOE BEIIECTBO, BHECEHHOE B crnucok |l
[lepeuns, u apyrue GpapMakoIOrHueckre akTHBHBIE BEUIECTBA B J03€, HE MPEBBIMIAIONICH BBICIIYIO
pa3oByl0 103y, W TpPH YCIOBUHU, YTO ITOT KOMOMHMPOBAHHBIA JIEKAPCTBEHHBIA MpernapaT He
SBIISIETCS. HAPKOTUYECKUM HIIM TICUXOTPOIHBIM JIEKAPCTBEHHBIM NpenapaTom crucka 1.

4. Tlpu oTmycke HApKOTUYECKOTO M TCHXOTPOIHOIO JIEKapCTBEHHOro mpemapara crucka |l Ha
peuerite 00 OTIYCKE JIEKAPCTBEHHOTO MpernapaTa MPOCTaBIAETCS MedaTh anTeKW WM alTedHOTO
MyHKTa, B KOTOPOH yKa3aHO UX MOJIHOE HAUMEHOBaHUE (MIPH HAIMYHUH [1€YaTH).

5. Ocrarorcs U XpaHsTcsl y CyObeKTa pO3HUYHON TOPrOBIM PeLenThl (¢ oTMETKOM "JlekapcTBeHHbIN
npernapar oTnyIieH") Ha:

1) HapkoTHYeCKHME U TICUXOTPONHBIE JEeKapCTBEHHbIE mpenaparsl crnucka |l, mcuxoTpomnHbie
JIeKapcTBEeHHbBIE TTpenapathl crucka 1l - B Teuenue nsatu ner;

2) KOMOMHHMpOBAaHHbIE JEKApCTBEHHbIE Ipenaparhl, coJAepXkallie HApKOTUYECKHE CPEACTBAa WU
NICUXOTPONHbIE BellecTBa, BHeceHHble B cnucku |l u |1l Ilepeunsi, n3roroBiaeHHbIE B aNTEUHOU
OpraHM3aly, JEKapCTBEHHbIE IIPENaparhl, MOUIekKAIINE TPEIMETHO-KOJINYECTBEHHOMY YUYETY, - B
TE€YEHHE TPEX JIET.

VYka3zaHHBIE JIGKAPCTBEHHBIC TpenapaThl, MpeJIHA3HAYCHHBIC IS TPKIaH, UMEIOIUX IMPaBO Ha
MOJIyYEeHHUE JIEKAPCTBEHHBIX IMPENapaToB, OTIIYCKAaeMbIX OECIIATHO MM CO CKUIKOW, OTIHYCKAIOTCS
NpU TPEABSBICHHN PEIENTa, BBITUCAHHOTO Ha perentypHoM Omanke ¢dopmbl N 148-1/y-88, u
pelienTa, BEIMUCAHHOTO Ha perenTypHoM Onanke ¢popmbl N 148-1/y-04(x).

6. OTmyck HapKOTMYECKHX M TICHUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENAapaToB OCYHIECTBISAETCA
(bapMareBTUYECKUMH 1 METUIIMHCKUMU paOOTHUKAaMH, 3aHUMAIOLUMHU JIOJKHOCTH, BKJIIOUECHHbBIE B
nepeyeHb N0JKHOCTEN (hapMalleBTHUEeCKUX U METULMHCKUX paOOTHUKOB B OpraHU3aIUsaX, KOTOPBIM
MPEIOCTABIICHO IIPAaBO OTMYCKa HAPKOTHMYECKHX JICKAPCTBEHHLIX IIPEMapaToB M ICHUXOTPOITHBIX
JIEKapCTBEHHBIX MPEeNapaToB (PU3NUECKUM JTULAM <4>.
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<4> TlomnyHkt 5.2.176 Ilonoxxenus o Munucrepcte (CoOpanue 3akoHOAaTeNbcTBA Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapxoTuueckue M INCUXOTPOIIHBIE JIEKAPCTBEHHBbIE INpenaparbl cnucka |, 3a uckimodeHuem
JIEKapCTBEHHBIX IpenapaToB B BHJE IUIACThIpEHl M JIEKApCTBEHHBIX IIPENaparoB, COJEpKalluX
HapKOTUYECKOE CPEICTBO B COYETAHUM C AaHTArOHUCTOM ONMOUAHBIX PELIENTOPOB, OTIIYCKAIOTCS IIPU
IOPEIbSBICHUM JOKYMEHTa, YJOCTOBEPSIOIIErO JMYHOCTh, JHUIY, YKAa3aHHOMY B pELeENTe, ero
3aKOHHOMY IIPEJCTaBUTENI0 <5> WM JMIy, HMEIoIeMy O(OPMICHHYIO B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepanuu OBEPEHHOCTh Ha IPaBO IOJYYEHHUS TaKHX
HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB.

<5> B oTHolIeHUU IuIa, yka3aHHOro B yacTu 2 crathu 20 PexpepanbHoro 3akoHa N 323-D3
(Cobpanue 3axkononarensctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

[Tpu HeBO3MOXKHOCTH O(OPMIIEHUSI MHKYpaOeIbHBIMU OOJIBHBIMU Ha 3aBEpIUAIOLIEM 3Tale >KU3HU
JIOBEPEHHOCTH Ha TMpaBO IOJY4YEHHUs] YKa3aHHbIX B a03ale MEepBOM HACTOSILEro ITyHKTa
HapKOTHUYECKUX M NCUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB TaKue JIEKapCTBEHHbIE IpenapaThl
OTITYCKAaIOTCS MHBIM JIMI[aM, OCYIIECTBIISIFOIIMM YXOJ 32 HUMH, [IPHU NPEABIBIECHUU OJTHOBPEMEHHO C
peLenTOM Ha JIEKApCTBEHHBIN Npernapar AOKYMEHTa, yJIOCTOBEPSIOLIEro JUYHOCTh, U JOKYMEHTA,
HOATBEPKAAIOIIEr0 HMHKYpaOenbHOE COCTOSHHE OOJBHOTO, COJACPIKAIIEro CBEJICHHS O JIUIIE,
KOTOpPOE MOJy4aeT JIeKapCTBEHHbIE IpenapaTsbl MO peuenty (pamMuiaus, uMs, OTYECTBO (Ipu
HaJIU4uM), BUJ, cepust U (WIK) HOMEp JOKYMEHTA, YIOCTOBEPSIOIIEr0 JUYHOCTh), 3aBEPEHHOTO
HOJIKCHIO U MIeYaThi0 MEAUIIMHCKOr0 pabOTHHUKA, a TAK)XKe eUaThl0 MEUIIMHCKON OpraHu3aluy.

JIoKyMeHT, MOATBEPKAAONINN HHKYpaOeIbHOE COCTOSIHHE OOJBHOIO, OCTAeTCS B AaNTeUYHOU
OpraHu3aIiu.

8. HapkoTuueckue M ICHUXOTpPONHbIE JIeKapcTBEHHbIe Npenapathl crucka Il (3a uckimodeHnem
JIEKapCTBEHHBIX TPenapaToB B BHJE IUIACTHIPEH M JIEKAPCTBEHHBIX IIPEMapaToB, COJEpPIKAIIUX
HapKOTHYECKOE CPEJICTBO B  COYETAaHMHM C AHTAarOHMCTOM  ONMMOMJHBIX  PELENTOpPOB),
npeHa3HaYeHHbIe IS TpaXKIaH, MMEIONINX NpaBO Ha OECIUIaTHOE MOJyYeHHE JIEKapCTBEHHBIX
IpenapaToB WM [OJIyY€HHE JICKapCTBEHHBIX IIPENnaparoB cO CKUAKOW, OTIYCKAIOTCS MpHU
NpeIbsABICHUH pelenTa, BHIIMCAHHOrO Ha peuentypHoM Omanke ¢opmbl N 107/y-HII, u peuernra,
BBINKMCAHHOTO Ha peuenTypHoM Omnanke ¢popmbl N 148-1/y-04(x).

9. Ilocne oTmycka HapKOTUYECKUX U TCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB crnucka |, B Tom
qycie€ B BHJE TPAHCAEPMAIBHBIX TEPANEBTUUYECKUX CUCTEM M JIEKApCTBEHHBIX IPENapaTos,
CoJlepKalliX HApKOTUYECKOE CPEACTBO B COYETAHWU C AHTArOHHCTOM ONUOMIHBIX PELENTOPOB,
NCUXOTPOIHBIX JIEKapCTBEHHBIX IMpenaparoB crucka Ill nuiy, nomyduBiieMy JeKapCTBEHHBIH
Mpernapar, BBIIACTCS CHUTHATYpa C JKEJITOM MOJIOCOM B BEPXHEM YAaCTH W HAANMKUCHIO YEPHBIM
mpudToM Ha Hell "Curnatypa", B KOTOPOH yKa3bIBalOTCS:

1) HamMeHOBaHHME M aJapec MECTOHAXOXKJEHUs aNTeKH, AanTeUYHOro MYHKTa, MEIULUHCKOU
opraHu3aIi, 000CO0JICHHOTO TOpa3IeICHUS MEAUITUHCKON OpraHu3aIlii;

2) HOMCDP U IaTa BBIIIMCAHHOT'O PCILICIITA,

3) (I)aMI/IJ'II/ISI, HMs, OTYECTBO (HpI/I HaJ'II/I‘{I/II/I) Jjnia, Jil KOTOpOoro npc¢IaHasHa4CH HeKapCTBeHHLIﬁ
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npemnapar, ero Bo3pacr;

4) HOMEp MEIUIIMHCKOM KapThl MalMeHTa, MOJyJYaol[ero MeJUIIMHCKYIO TOMOIIh B aMOyJIaTOPHBIX
YCIIOBHSIX, JIJIs1 KOTOPOTO MpeIHa3HAYCH JIEKapCTBEHHBIH Mpernapar;

5) ¢bamunms, UMs, 0TYECTBO (IIPU HAIMYMH) MEAMLIMHCKOTO PaOOTHHKA, BBIITUCABIIETO PELENT, €ro
KOHTAKTHBIN TenedoH 1mubo TenedoH MeTUIIMHCKON OpraHu3alinu;

6) coaeprkaHue perenTa Ha JaTUHCKOM SI3bIKE UM PYCCKOM SI3BIKE;

7) dbamunus, uMs, 0TYeCTBO (IIPU HATWYWHU) U MOANKUCH (PapMaIleBTUYSCKOTO WIIM METUITMHCKOTO
paboTHHMKA, OTITYCTUBIIETO JIGKAPCTBEHHBIN MIperapar;

8) nara oTIycKa JIEKapCTBEHHOTO IIpernapara.

10. 3anpemjaercss OTIYCK CyOBEKTOM PO3HUYHOM TOPrOBIM IO pelenTaM BeTEepPUHAPHBIX
OpraHu3aIil HAPKOTUUECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.

Ipunooicernue N 3
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1093u

MOPSIJIOK

OTIIYCKA AIITEYHBIMU OPTAHU3ALIUAMU
NUMMYHOBUOJJIOI'NMYECKUX JIEKAPCTBEHHbBIX
HHPEITAPATOB

1. OTtnyck MMMYHOOHOJOIMYECKMX JIEKapCTBEHHBIX MPENapaToB OCYLIECTBISETCA AanTeYHbIMU
OpraHM3alMsIMH ¥ HMHJIMBUIYaJbHBIMU [PEANPUHUMATENSIMH, HUMEIONIMMHM JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO AEATEIbHOCTh, MEAUIUHCKUMU OpPraHU3alUsAMH, UMEIOIUMH JIUIEH3UI0 Ha
(bapMaleBTUYECKYIO AESITENbHOCTh, U UX 000COOJEHHBIMU MOJpa3JesIeHUs MU (aMOyIaTOpUsIMH,
denpamepckuMu ¥ QerbALIepCKO-aKyIIePCKUMHU MTyHKTaMH, LEHTpaMHu (OTJeNeHUsIMH) oOIei
BpaueOHOW (CeMeHON) NpPaKTUKH), PaCIONOXKEHHBIMU B CEJIbCKUX IIOCEJIEHUSX, B KOTOPBIX
OTCYTCTBYIOT aNTe4yHblE OpraHM3aluu, 0e3 pementa M (WIM) HO pPELENTy Ha JIeKapCTBEHHBIH
npemnapar, 0pOpMICHHOMY MEIUIIMHCKUMU paOOTHUKAMH (Jajiee - pelenT).

2. Ilpu ormycke MMMYHOOHMOJOTHYECKOTO JICKQPCTBEHHOTO Tpernapara Ha pelenTe WIH KOpellKe
perenTa, KOTOPBI OCTaeTCsl y JIUIa, MpruoodpeTaromero (ToJyqarIiero) JeKapCTBEeHHBINA Tpenapar,
YKa3bIBAETCS TOYHOE BpeMsl (B yacax M MUHYTaX) OTITYCKa JIEKapCTBEHHOTO Mpernapara.

3. Ormyck HMMMYHOOMOJIOTHYECKOTO JIEKApCTBEHHOTO IIpernapara OCYHIECTBISETCS JIULY,
npuoOpeTaronieMy (IoJydarolemMy) JeKapCTBEeHHbIN penapar, py HAIUYUHN Y HETO CIIeHUaibHOro
TEPMOKOHTEIiHepa, B KOTOpBIH MOMEIIAETCs JIEKAPCTBEHHBIM Ipenapar, WIX BO3MOXXHOCTH
npuoOpeTeHus] B aNTEeYHOH OpraHW3aldd HEOOXOAMMBIX CPEICTB JUIS TPAaHCTIOPTHPOBKU
(TEepMOKOHTEIHEp, XJIaJJ03JIEMEHTHI).

4. Jlumy, npuoOpeTmieMy HMMYHOOMOJIOTHYECKUN JIEKAPCTBEHHBIM TIpemapar, pasbsCHAETCS



HEO0OXOUMOCTh JOCTaBKH JIEKAPCTBEHHOI'O Mpernapara B MEAUIMHCKYIO OpTraHU3aliio B CPOKHU, HE
NPEBBIIIAIOIIAE CPOKM TOJJAEp)KaHUs pabodeld TemmepaTrypbl CpEACTB  TPAaHCHOPTHPOBKH,
YKa3aHHbIE B UHCTPYKIIUH.



