[okymeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpupoBano B Muntocte Poccun 30 Hosi0pst 2021 1. N 66142

MHUHHUCTEPCTBO 3/IPABOOXPAHEHHMS POCCUICKOM ®EJEPALIINA

INPUKA3
oT 24 Hos10ps1 2021 r. N 1093n

OB YTBEPKJIEHUU [TPABUJI
OTITYCKA JEKAPCTBEHHBIX IIPEINAPATOB JJI5SI MEJULIMHCKOI' O ITPUME-
HEHUSI
ANITEYHBIMHU OPTAHU3ALIUSIMHA, UHIUBUY AJIbHBIMU ITPEIITPUHUMA -
TEJISIMM,

WUMEIOIIMMH JUILEH3UIO HA OCYIIECTBJIEHUE ®APMALIEBTUYECKOM
NESITEJIbHOCTHU, MEJULIMHCKUMHU OPT AHU3ALUSIMHA, UMEIOIUMHA JIU-
[HEH3HUIO
HA OCYLIECTBJIEHUE ®APMALIEBTUYECKOM JEATEJIBHOCTH, U UX
OBOCOBJIEHHBIMH ITOJAPA3JEJEHUSAMU (AMBYJIATOPUSIMU, ®EJIB/IIIEP-
CKUMH
U ®EJbJAIIEPCKO-AKYIIEPCKUMHU IYHKTAMM, IEHTPAMU (OTAEJIEHUS-
MU)

OBILEN BPAYUEBHOM (CEMEVMHOW) MIPAKTUKH), PACIIOJIO)KEHHBIMHA
B CEJIbCKHUX OCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT AIITEYHBIE
OPI'AHM3AIINU, A TAKXKE ITIPABHAJ OTITYCKA HAPKOTHUYECKHX CPEJCTB
U ICUXOTPOIIHBIX BEILIECTB, 3APETMCTPUPOBAHHBIX B KAUECTBE
JEKAPCTBEHHbBIX IPENAPATOB JJ151 MEAUIIMHCKOI'O IPUMEHEHUSI,
JEKAPCTBEHHBIX IPEMAPATOB JIJIS1 MEJULIMHCKOI'O IPUMEHEHMNS,
COJIEP)KAIIINX HAPKOTHUYECKHUE CPEJCTBA U ICUXOTPOITHBIE
BEIIECTBA B TOM YUUCJIE MOPSIIKA OTIIYCKA AIITEYHBIMHA
OPI'AHMBALIMSIMA UMMYHOBHMOJIOT MTUECKHUX
JEKAPCTBEHHBIX [IPEITAPATOB

B coorBercTBuM ¢ myHKTaMmu 2 U 3 ctatbu 55 @PenepanbHoro 3akoHa ot 12 ampens 2010 r.
N 61-®3 "O06 obpamenun ekapcTBeHHBIX cpeacTB" (Cobpanue 3akoHOoIaTeIbCcTBAa Poccniickoit
®denepanum, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), ¢ MOATyHKTaMHU
5.2.165, 5.2.169 n 5.2.183 nynkra 5 Ilonoxxenuss o MunHucrepcTBe 3apaBooxpaHeHust Poccnii-
ckoil Deaepanuu, yTBEpKICHHOTO nocTaHoBiieHneM [IpaButenscTtBa Poccuiickont ®@enepanun
ot 19 utons 2012 r. N 608 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @enepanmn, 2012, N 26,
cT. 3526; 2014, N 37, c1. 4969; 2017, N 33, ct. 5202), npuka3piBaro:

1. YTBepauTh:

[IpaBuia oTmycka JeKapCTBEHHBIX MPENapaToB JUIsi MEIUIUHCKOIO MPUMEHEHHUs arTed-
HBIMH OpTaHHU3AIUSIMHU, WHANBUAYAILHBIMH TMPEANPUHUMATEISIMA, UMCIOIIMMHU JIMIIEH3UIO Ha
ocyliecTBiieHUe (hapMareBTUUYECKON NesATENbHOCTH, MEIULUMHCKUMU OpTraHu3alUsIMH, HMEIO-
MMM JIMIICH3WIO Ha OCYIIECTBICHHE (hapMalleBTHUECKON EATEIBHOCTH, U UX 000COOICHHBIMU
nojapasaeneHusMu (amOymatopusiMu, (QesbamepckuMu U GenpAmepcKo-aKyIIepCKUMU MyHKTa-
MU, TIeHTpaMu (OTIeNIeHUusIMU) o0IIel BpadyeOHOM (ceMelHO) MPaKkTUKH), PaCIOIOKEHHBIMHU B
CEJIbCKUX TOCEIeHHSIX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIE OpraHU3al[MH, COTJIACHO MPHUIIOXKe-
Hue N 1 (manee - mpaBuia);



[IpaBuiia oTmycka HApKOTHYECKUX CPEICTB M MCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAH-
HBIX B KQUeCTBE JIEKAPCTBEHHBIX MPENapaTOB ISl MEIUIIMHCKOTO MPUMEHEHHUSI, JIEKapCTBEHHBIX
IpenapaToB JJi MEAUIMHCKOTO PUMEHEHUs, COIepKaIUX HAPKOTHUECKHE CPEACTBA U TMCHXO-
TPOIHBIE BEILIECTBA, COTJIACHO NMPUIOKeHUIO N 2;

[Topsimok oTmycka anTeYHBIMH OpPraHU3ALUSAMM MMMYHOOMOJIOTMYECKHUX JIEKAPCTBEHHBIX
IIPENnapaToB COTJIacHO NpUI0KeHN0 N 3.

2. [Tpu3HaTh yTpaTUBIINMH CUITY:

npuka3 MuHuCTEpCTBa 34paBOOXPAHEHUS U COLMAIbHOrO passutus Poccuiickont denepa-
ruu ot 26 asrycta 2010 r. N 7351 "O6 yrBepknenuu [IpaBui oTiycka JiekapCcTBEHHBIX Tpera-
paToOB ISl MEIUIIMHCKOTO IPUMEHEHUS MEAUIIMHCKUMH OPTaHU3AIHUSIMHA, UMEIOITUMHE JIUIEH3UIO
Ha (hapMaleBTHUECKYIO ACATEIHHOCTh, U UX 000COOJECHHBIMH TOJIpa3ieeHUsIMA (aMOyIaToOpH-
sMu, (penpamepckuMu U (HebAMEpPCKO-aKyIIePCKUMU MTYHKTaMH, IEHTpaMu (OTACICHUSIMHU)
oOmelt BpaueOHOM (CeMEitHO) MPaKTUKH ), PACTIONIOKEHHBIMHA B CEJILCKHX MOCEJICHUSX, B KOTO-
PBIX OTCYTCTBYIOT alTeuHbIe opraHu3anuu’ (3aperucTpupoBaH MHUHUCTEPCTBOM IOCTUINHU Poc-
cutickoit deneparuu 28 centsaops 2010 r., peructpannonnsiit N 18575);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®denepaunu ot 11 mrong 2017 r. N
4031 "OO6 yrBepxkaeHuu IlpaBun OTHmycKa JE€KapCTBEHHBIX MpENapaToB IsI MEAUITUHCKOTO
NPUMEHEHHS, B TOM YHCJIE€ MUMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX IPENaparoB, alTEUHBIMU
OpraHu3alUsAMK, UHIUBUYaIbHBIMU IPEANPUHUMATEIAMH, UMEIOIMMH JIMLIEH3UI0 Ha (apma-
LIEBTUYECKYIO JEATENBHOCTD" (3aperucTpuposad MunucrepctBoM roctuiiuu Poccuiickont @ene-
panuu 8 ceHTsiopst 2017 1., peructpanmonubiii N 48125);

npuka3 Mununcrepcrsa 3apaBooxpanenus Poccuiickoit @enepauun ot 7 urons 2020 r. N
6831 "O BHeceHnun u3MeHeHui B [IpaBuia oTmycka JIeKapCTBEHHBIX MPENapaToB I MEIULIMH-
CKOTO NMPUMEHEHHs, B TOM YHCIIE HMMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MpEnapaToB, anTed-
HBIMHU OpTaHM3AlUSAMHU, WHAUBUAYAIbHBIMH MPEANPUHUMATENSIMU, UMEIOIMMHU JIMLIEH3UIO Ha
(apMaleBTUYECKYIO JesITeIbHOCTD, YTBEPKICHHbIE TPHKa30M MUHHCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepamuu ot 11 uronst 2017 r. N 4031" (3apeructpupoBad MHUHHCTEPCTBOM FOC-
tuin Poccuiickoit @enepanuu 14 oxts6ps 2020 r., peructpanuonnsiii N 60370).

3. Hacrosimuii mpuka3 Berymnaer B cuiy ¢ 1 mapta 2022 r. u aeiictyer 1o 1 mapta 2028 r.,
3a uckiIoueHueM nyHkra 12 [IpaBui oTmycka JeKapCTBEHHBIX MPENnapaToB AJs MEAUIIMHCKOTO
NPUMEHEHUS AaNTEeYHbIMU OPraHU3aLUSIMU, WUHIUBUAYATbHBIMU TPEANPUHUMATENISIMU, HUMEIO-
[IMMH JIUICH3UIO Ha OCYIIECTBICHNUE (hapMalleBTHUECKON eATeThHOCTH, METUITUHCKUMHU Opra-
HU3ALUAMU, UMEIOIINMHU JIMIEH3UIO Ha OCYIIeCcTBIIeHNE (hapMalleBTHUECKOMN ASITeTbHOCTH, U UX
000COOJICHHBIMU  TIOJIpA3JeNICHUsIMI  (aMOyIaTOpusMH, (ENbIIEePCKUMUA U (PeIbAIIepcKo-
aKyIIEPCKUMH ITyHKTaMH, IIEHTpaMHu (OTIEICHUSIMHU) O0IIei BpaueOHOM (CEMEHHOM) TPaKTHUKH ),
PaCTONIOKEHHBIMH B CEIBCKUX TOCEICHUSX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIE OpraHHU3allnH,
YTBEPKJICHHBIX HACTOSIIIUM MPUKA30M, KOTOPBIM BCTynaeT B cuily ¢ 1 mapta 2022 r. u A€HCTBY-
et 1o 1 centsops 2022 roxa.

Munuctp
M.A.MVYPAIIIKO

[Tpunoxenue N 1



K IpUKa3y MUHUCTEPCTBA 31PaBOOXPAHEHUS
Poccutickoit denepanuu
oT 24 Hos16ps 2021 r. N 1093H

ITPABHJIA
OTITYCKA JIEKAPCTBEHHBIX IIPEITAPATOB AJ151 MEJUITUMHCKOI'O IPUME-
HEHMUSA

I. O0uue TpeGOBaHUSA K OTIYCKY JIEKAPCTBEHHbIX MPENapaToB
AJIS1 MEIUIIUHCKOTO MPUMeHEeHUs

1. OTnyck neKapCcTBEHHBIX MPENapaToB A MEAUIMHCKOTO NMPUMEHEHUS (Janee - JeKap-
CTBEHHBIEC IMpernapaThl) OCYIIECTBISETCS ANTEUYHBIMH OPTraHU3AlMSIMH U HUHIUBUIYaTbHBIMU
NpeANPUHUMATENISIMY, UMEIOIMMU JIMLIEH3UI0 Ha (papMalleBTUYECKYIO IeSTeNbHOCTh, MEIUIUH-
CKUMHU OpTraHU3alMsIMH, UMEIOMIMMH JIHMIEH3UI0 Ha (apMaleBTUYECKYIO NIEeATeNbHOCTh, U MX
000COOJICHHBIMU  TIOJIpA3JeICHUsIMI  (aMOyIaTOpusiMH, (ENbIIEepPCKUMUA U (PeIbAIIepcKo-
aKyIIEPCKUMH TTyHKTaMH, IICHTpaMH (OTIIEICHUSIMHU) O0IIei BpaueOHOM (CeMEHHO) TPaKTUKH),
PacIoyIOKEHHBIMU B CEIIbCKUX IOCEICHHUSAX, B KOTOPBIX OTCYTCTBYIOT alTEYHBIE OPTaHU3ALUU
(manee - cyOBEKTHI PO3HUYHOM TOPTrOBIIN), O€3 perenta <1> u (MIK) 10 PelenTy Ha JeKapCTBEH-
HBIH Tpernapar, oopMIeHHOMY <2> MEIUIMHCKMMU pabOTHHKaMU (Zajnee - pelenT), a Takxke
1o TpeOOBAaHUIO MEIUIIMHCKON OpraHu3auu <3> JJis alTeYHOW OpTraHu3aIiu.

<1> [loanyHkT "4" myHkra 5 yactu 4 crareu 18, noanyHkt "k" myHkra 1 wactu 1 crarbu
33 ®depepanphoro 3akona ot 12 ampenst 2010 r. N 61-®@3 "OO6 olpamieHun JeKapCTBEHHBIX
cpenctB" (Cobpanue 3akoHonaTenbcTBa Poccuiickont @enepamuu, 2010, N 16, ct. 1815) (nanee -
®epnepanbubliii 3ak0H N 61-D3).

<2> IloanyHkTt 5.2.179 Ilonoxenust o MunuctepcTBe 3apaBooxpanenusi Poccuiickoin de-
Jiepalu, yTBEp>KJIeHHOro mnocraHoBieHueM lIpaButenbctBa Poccuiickoit ®enepauun ot 19
utoHs 2012 r. N 608 (Cobpanue 3akoHonatenbcTBa Poccuiickoit denepannu, 2012, N 26, cr.
3526; 2017, N 52, ct. 8131) (manee - [lonoxxenue o0 MuHuCTEPCTBE).

<3> Ilynkr 54 crateu 4 ®enepanbHoro 3akoHa N 61-d3 (Cobpanue 3aKOHOATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTmycK JIeKapCTBEHHBIX MPENnapaToB 0e3 pelenToB OCYIECTBIISACTCS:

1) anTekamu, OCYIIECTBIISIOIIMMHA PO3HHYHYIO TOPTOBIO (OTIYCK) JCKAPCTBEHHBIX Ipe-
[1apaTOB HACEJICHUIO, U AlITCKAMH KaK CTPYKTYPHBIMU IIOAPA3AEICHUAMY MEAULMHCKON OPraHHu-
3a1u (Janee - anTekn);

2) anTe4HbIMU ITyHKTaMM, B TOM YMCJIE KaK CTPYKTYPHBIMHU NOJAPA3JCICHUIMU MEIULINH-
CKOMW OpraHu3aIliy (J1ajee - anTeuHbIe MTyHKTHI);

3) anTeYHBIMU KMOCKAMU;

4) WHAUBUAYATbHBIMU TPEANPUHUMATEIIMHA, UMCIONIMMU JIMIICH3UI0 Ha ¢apmalrieBTuye-
CKYIO AESITeTBbHOCTD (Jaliee - MHANBUAYAIbHBIN TPEIIPUHAMATEIN);

5) MEIUIMHCKUMH OpraHW3alMsIMHU, MMEIOIINMH JIMICH3HUI0 Ha (hapMalieBTUYECKYIO Jes-
TEJIBHOCTh, U UX O00OCOOJEHHBIMU MOjApa3AeiaeHusMU (aMOynaTopusMu, (enbIIIepCKUMH |



GbeapamepcKo-akymepcKUMH MyHKTaMu, IIEHTpaMu (OTAENICHUsMH) o0IIei BpaueOHOH (cemMei-
HOI) MpPaKTUKH), PACIIOIOKEHHBIMU B CEJIbCKUX IMOCEICHUSX, B KOTOPhIX OTCYTCTBYIOT amTey-
HbI€ OpTaHU3alMU (Jlajiee COOTBETCTBEHHO - MEIUILIMHCKHUE OpTraHu3aluu, 000coOJIeHHbIE MOA-
paszeneHns MEIULIUHCKUX OpPTaHU3allii), IepeYeHb KOTOPHIX YTBEP)KIAETCS OpraHaMu HCIOJI-
HUTEIBHOU BiacTu cyobekTa Poccutickoit deneparum <4>,

<4> Yactp 5 cratbm 55 denepanpHoro 3akoHa N 61-O3 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTnyck J€KapCTBEHHBIX NIPENapaToB IO PELENITaM OCYIIECTBISAETCS:
1) anTrekamu;
2) anTe4YHbIMH ITYHKTaMU;

3) MHAMBUAYAIbHBIMHU MPEANPUHUMATENIAMU (32 UCKIIOYEHHEM OTIYCKa HAapKOTHYECKHX
CpCACTB U NCUXOTPOMHBIX BCUICCTB, BKIIFOYCHHBIX B IICPCUCHb HAPKOTHYCCKUX CPCACTB, IICUXO-
TPOIHBIX BEHIECTB U UX MPEKYPCOPOB, MOJICKAIUX KOHTpoIt0 B Poccuiickoit Denepanun <5>
(manee coOTBETCTBEHHO - IlepeueHb, HAPKOTUYECKUE U TICUXOTPOIHBIC JICKAPCTBEHHBIE Tperia-
parthl);

<5> [lyHkT 2 crarbu 2 @enepanbHoro 3akoHa ot 8 suBapst 1998 r. N 3-®3 "O napkoTuue-
CKHX CpEJICTBaX U MCUXOTpomHbIX BemecTBax" (CobOpanue 3akoHomarenbcTBa Poccuiickoit De-
neparuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238) (nanee - ®enepanpHsiii 3akoH N 3-D3).

4) MEAUIIMHCKUMHU OpPTraHU3alUsIMU U 000COOJIEHHBIMH MOAPA3JCICHUIMA MEIUIIMHCKUX
OpraHu3aluu.

4. 1o penentaM, BBIMUCAHHBIM Ha pelenTypHbIX Omankax Gopmber N 148-1/y-88, ormycka-
I0TCSl <6> NIeKapCTBEHHBIC NpEnapaThl, BKIOUYCHHBIC B IEPEUCHb JIEKAPCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO MPUMEHEHHMS, MOANeKAIIUX MPEAMETHO-KOJINYECTBEHHOMY Y4YeTy (najiee - Jie-
KapCTBEHHbBIE IIPENapaThl, BKIOYEHHbIE B iepedeHb [IKY) <7>.

<6> Iloamyskt 5.2.179 Ilonoxxenust o Munucrepcrse (Cobpanue 3akoHoaarenbcTBa Poc-
cutickoit deneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> Ioanyukr 5.2.171(1) Ilonoxenuss o Munuctepctee (CoOpaHue 3aKOHOAATEIbCTBA
Poccutickoit ®enepamuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3aHHbIE JIEKAPCTBEHHBIE MPENapathl, MpeIHa3HAYCHHbIE IJIS TpakJaH, UMEIOLIUX Mpa-
BO Ha IOJyYeHHE JICKAPCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIATHO MJIM CO CKHJKOH, OT-
MYCKAIOTCS TP MIPEABSIBICHUH PEIeNTa, BRIMMCAHHOTO Ha perentypHoM OiaHke ¢popmbl N 148-
1/y-88, u penenTa, BEIMMCAHHOTO Ha penentypHoM Omanke Gopmer N 148-1/y-04(1).

5. Ilo penieritam, BBIMHCAHHBIM Ha perienTypHbIX O1aHkax Gopmber N 148-1/y-04(x1), oTmyc-
KaroTCd JICKAPCTBCHHBIC MPCIAapaThl, BBINIHNCBIBACMLBIC T'paXJadHaM, HMCIOIIUM IIPaBO Ha 6CC-
TUTATHOE TIOJTyYCHUE JICKAPCTBEHHBIX MPENapaToB MU TMOJTYYCHUE JIEKAPCTBEHHBIX IpEnapaToB
CO CKHJIKOH (J1ajiee - JIekapCTBEHHBIC MIPerapaThl, OTITYCKAaeMble OECTIATHO UITH CO CKUIKOM ).



6. ITo pernientam, BEIMUCAHHBIM Ha pelienTYpHBIX OlaHnkax ¢popmbl N 107-1/y, ormyckaroTcs
MHBIE JIEKapCTBEHHBIE IIpENapaThl, HE yKa3aHHble B IyHKTe 4 HacTosuux [IpaBui, u 3a uckiIto-
YEHHEM JIEKapCTBEHHBIX MPENapaToB, OTIYCKaeMbIX 0€3 pelenTa.

7. KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE MpEnaparhbl Al MEIUIIMHCKOTO MPUMEHEHHs, CO-
JiepKalie KpOMe MallbIX KOJMYECTB HAPKOTHYECKHX CPEACTB, TICHXOTPOIHBIX BEIIECTB M HX
MPEKypPCOPOB JIpyrue (apMaKoIOTUYECKUE AaKTUBHBIC BEIECTBA, OTIMYCKAIOTCS anTeKaMU, arl-
TEYHHIMA TYHKTaMH W WHAWBUIYAIBHBIMA TPEANPUHUMATEISIMUA, UMCIONIMMH JIHIICH3UIO0 Ha
(apMaleBTUYECKYIO JIEATENbHOCTh, 10 peleNTaM, BBIMIUCAHHBIM Ha pPELENTYpHbIX OJaHKax
dopm N 107-1/y u N 148-1/y-88 <8>, kpoMe TeX JIEKapCTBEHHBIX MPENapaToB, KOTOPHIE OTITYC-
KalTcs 03 perenTa.

<8> Yactp 6 cratbu 55 DenepanpHoro 3akona N 61-O3 (Cobpanne 3aKOHOIATEIHCTBA
Poccutickoit ®eneparnuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Ilo penenitam B (hopMe AIEKTPOHHOTO JOKYMEHTA C MCIOJIb30BAaHUEM YCHJICHHOMW KBa-
TU(PHUIMPOBAHHON HJIEKTPOHHOH MOANUCH MEIUIIMHCKOTO paboTHHKA (f1ajnee - penent B ¢popme
AJIEKTPOHHOTO JJOKYMEHTa) OTITYCKAIOTCS BCE JICKAPCTBEHHBIE MPETaparthl, yKa3aHHbIC B ITYHKTaX
4,5, 6, 7 nactosiux [IpaBui.

9. MeaunuHCKHAE OpraHU3alud 1 000COOJICHHBIE TTOAPa3AeICHUS] MEAUITUHCKIX OpPTaHh3a-
UM TaKK€ MOTYT OTIYCKAaTh:

1) nexapcTBEHHBIE Mpernapathl, BKIOYeHHbIE B nepedeHb [IKY, BemucaHHble Ha perern-
TypHBbIX Onankax (gopmer N 148-1/y-88;

2) nmexapCTBEHHBIE IpEraparhl, BKIIOUEHHBIE B [lepedeHb JeKapCTBEHHBIX IMpEnapaTos,
OTITyCKaeMBIX IO pelenTtaMm Bpaua (¢enpamiepa) Npu OKa3aHUHM JOMOJHUTEIBHON OecriaTHOM
MEIUITUHCKOW MTOMOIIY OTIEIbHBIM KaTeTOPHSIM IPaXK/1aH, UMEIOIIUM TIPaBO Ha IMOJy4YEeHHUE TOC-
yJIapCTBEHHON COIMAIbHOW MOMOIIM, a TaK)Ke MHBIC JICKApPCTBEHHBIE CPEJICTBA, OTIyCKaeMble
OECIUTaTHO WJIU CO CKUIKOM, BBIMMHUCAHHBIC HA pellenTypHbIX O1aHkax ¢Gopmbl N 148-1/y-04(o).

10. OTyck jekapCTBEHHBIX NIPENApaToB, HE YKa3aHHBIX B MyHKTax 4, 5, 6, 7 HacTOAMMX
[TpaBui, B COOTBETCTBUM ¢ MHCTPYKIMAMU IO UX MEIULUHCKOMY TPUMEHEHHIO OCYLIECTBISIETCS
0e3 perenToB.

11. Otmyck JeKapCTBEHHBIX IPENapaToOB OCYIIECTBISIETCS B TEUEHUE YKA3aHHOTO B peLel-
TE€ CPOKa ero JeicTBUs pu 0OpALeHUH JIUIA K CYOBEKTY PO3ZHUYHOM TOPTOBIIH.

Koucynsrantlntoc: npumeyanue.
C 01.09.2022 0. 12 yrpauuBaeTt cuiy.

12. B ciydae oTCyTCTBUA Y CyOBEKTa pOSHHYHOW TOPTOBJIM JIEKAPCTBEHHOIO Iperapara,
YKa3aHHOTO B peLenTe, Ipu 00paIlleHUH! JHUIA K CyObEeKTy POSHUYHOM TOPTOBIH PEIENT NIPUHH-
MaeTcsi Ha 00CTy)KMBaHUE B CIEAYIOIINE CPOKH (Jajiee - OTCPOUECHHOE 00CTyKHUBaHHE):

1) perienT ¢ momeTko# "statim" (HeMenJIeHHO) 0OCTY)KHUBAETCS B TEUCHHE OJTHOTO pabovero
JIHSI CO THS OOpalleHus JIUIa K CyObEeKTY pO3HUYHOW TOPTOBIIH;

2) penent ¢ moMeTkoi "cito" (CpouHO) 0OCTy)KMBAETCSl B TEUCHHE IBYX paOOUYMX JHEH CO
JIHS 0OpalleHust 1A K CyObeKTy pO3HUYHON TOPrOBIIH;



3) peuilenT Ha JEKAPCTBEHHBIN MpEapaT, BXOASAINIMN B MUHUMAJIbHBIN aCCOPTUMEHT JIeKap-
CTBEHHBIX MpPEMapaToB I MEAUIIMHCKOTO MPUMEHEHHs, HEOOXOAUMBIX ISl OKa3aHUS MEIH-
LUHCKOM moMoIu <8>, 00CIyKUBAETCs B TEUCHUE MATH pabouux JHEH co AHs oOpaleHus Iula
K CyOBEKTY PO3HUYHON TOPTOBIH; PEIENT Ha JICKAPCTBEHHBIN IMpemapaT, BXOMSIIUNA B MUHH-
MaJIbHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX MPENapaToB AJI MEIUIIMHCKOTO MPUMEHEHHUs, OTITyCKa-
eMBbIii OECIUIaTHO WM CO CKHUJKOW, 0OCTYXKMBAeTCs B TEUCHHE ABYX PabOYMX JHEH cO JHSA 00-
palieHus Juna K CyObeKTy pO3HHUYHOM TOProBIIH;

4) peuenT Ha JIEKApCTBEHHBIN Ipenapar, He BXOIALINI B MUHUMAJIbHBII aCCOPTUMEHT Jie-
KapCTBEHHBIX MpEenapaToB il MEAULIMHCKOTO PUMEHEHHs], HEOOXOAMMBIX JJIs OKa3aHHs MEIH-
[IUHCKOHN MOMOIIM, OOCITYy>KUBAETCS B TEUCHHUE JECATH pabouMX JHEW co JHSA oOpalleHus JIuua K
CyOBEKTY PO3HHYHOM TOPrOBIM; pPEUENT Ha JEKapCTBEHHBIM Mpernapar, He BXOJSAIIUN B MUHH-
MaJIbHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX MPEMapaToB AJs MEIUIIMHCKOTO MPUMEHEHHs, He00X0-
JTUMBIX JUIsI OKa3aHWsA MEIUIMHCKOM MOMOIM, OTIYCKaeMblii OecIIaTHO WIM €O CKUAKOH, 00-
CIIy’)KUBAETCS B TEUEHUE CEMHU PabOYMX JHEW CO JAHS OOpalieHHs JUIa K CyOBEKTY pO3HUYHOM
TOPTOBIIH;

5) peuentsl Ha JIEKApCTBEHHBIC MpENaparhl, Ha3HAYaeMbIe M0 PEUICHUIO0 BpaueOHOU KO-
MHCCHH, OOCITYKUBAIOTCSI B TCUCHUE JIECATH pabOYMX THEH CO JTHS OOpalleHus JIUIa K CyOBeKTy
PO3HUYHOM TOPIOBIIH.

3anperniaercs OTIYCKaTh JIEKApPCTBEHHBIE MpenapaTrhl MO pelenTaM ¢ UCTEKIIMM CPOKOM
JIEUCTBHUSI, 32 UCKIIIOUEHHEM Cllydasi, KOrjla CpOK JEHCTBUS pEeleNTa UCTEK B MEPUOJ HaXOxkKIe-
HUS €r0 Ha OTCPOUYEHHOM 00CITYKUBAaHUU.

OTmyck JeKapCTBEHHOTO Ipernapara Mo HaXOJAIIEMYCsi Ha OTCPOYCHHOM OOCITY>KUBAaHUH
peLenTy ¢ UCTEKIINM CPOKOM JEUCTBHS OCYyILIeCTBIIETCS O0e3 ero nmepeoGopMieHus B TeUCHNE
90 nHel co HS UCTEUEHUs CPOKa JEMCTBUS TAKOTO PELIETITA.

13. JlekapcTBeHHBIE MpenapaThl OTIIYCKAIOTCSA B KOJIMYECTBE, YKa3aHHOM B PELENTE, 3a UC-
KJIFOUEHHEM CJIy4aeB, KOT/1a JJIsl JISKAPCTBEHHOT'O Mpenapara yCTaHOBIEHO KOJIMYECTBO, KOTOPOE
MOJKET OBITh BBIIIUCAHO B OJHOM DPELEITE, UK Kypc JeueHus <9>.

<9> [MoanynkTt 5.2.177 Tlonoxenus: o MunucrepctBe (Cobpanue 3akoHomaTeabcTBa Poc-
cutickoit denepanuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

[Ipu mpeabsBICHUN pelENTa C MPEBBILICHUEM IPEIEIIbHO JOMYCTUMOIO KOJHYECTBA Jie-
KapCTBEHHOTO Ipernapara, KOTOpOe MOXKET OBITh BBIMCAHO B OJHOM perente, (apmareBTuye-
CKUil pabOTHUK UHPOPMHUPYET 00 ATOM JIUIIO, IPEICTABUBIIECE PELENT, PYKOBOJUTEIS COOTBET-
CTBYIOIICH MEIUIMHCKON OpraHU3ally U OTIYCKAaeT yKa3aHHOMY JIMIly yYCTaHOBJIEHHOE COOT-
BETCTBEHHO TMPEAEIbHO JOMYCTUMOE KOJIMYECTBO JICKAPCTBEHHOTO Mperapara, KOTOPOE MOXKET
OBITH BBIITMCAHO B OHOM PEILETITE C MPOCTABICHUEM COOTBETCTBYIOIICH OTMETKH B PEIIETITE.

[Tpn Hanmuuu y cyObeKTa pO3ZHUYHOW TOPTOBJIH JICKAPCTBEHHOTO IMpemapaTra ¢ JI03UPOB-
KOM, OTJIMYHON OT JO3UPOBKH JICKAPCTBEHHOTO Tpernapara, yKa3aHHOW B pelente, OTIyCK UMe-
IOILIETOCs JIGKAPCTBEHHOTO Ipernapara JOIMYCKaeTcs, €Cld JO3UPOBKA TAKOTO JEKAPCTBEHHOI'O
mpernapaTa MeHblIe JO3UPOBKH, YKa3aHHOH B perente. B TakoMm ciyyae ocylecTBisieTcs nepe-
CYET KOJINYECTBA JIEKAPCTBEHHOTO MperapaTa ¢ y4eTOM Kypca JI€UeHHs], YKa3aHHOTO B pELEIITE.

B cnyuae ecnu 103MpoBKa JEKapCTBEHHOTO IIpenapara, UMEIOIErocs y cyobeKTa po3HuY-
HOW TOPrOBIIH, MPEBBIIIACT TO3UPOBKY JEKAPCTBEHHOTO Mpernapara, YKa3aHHYIO B pelerTe, pe-



meHue 00 OTITYCKE JICKapCTBEHHOT'O Mpernapara ¢ TaKOi JTO3UPOBKOW MPUHUMAET MEIUITMHCKUNA
pabOTHUK, BHIMIMCABIINI PEIEHT.

14. OTnyck JIeKapCTBEHHOTO Tperapara OCYIIECTBISETCS B IEPBUYHOM U BTOPUYHOM (T10-
TPeOUTETHCKOW) YIIaKOBKaX, MApKUPOBKA KOTOPBIX JOJDKHA OTBEYAaTh TPeOOBAHUSAM CTaTbu 46
®denepanpHoro 3akoHa N 61-D3 (Cobpanue 3akoHoAaTenbcTBa Poccuiickont denepanun, 2010,
N 16, ct. 1815; 2014, N 52, ct. 7540), a ynakoBKka 11 HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKap-
CTBEHHBIX mpernapatoB cnucka Il - TpeboBanusm mynkra 3 crarpu 27 denepanbHOro 3akona N
3-®3 (Cobpanue 3akoHonatenbeTBa Poccuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 15,
cT. 2052).

15. IIpu oTmycke JeKapCTBEHHBIX MPENapaToB Mo pelenty, opopMIeHHOMY Ha perentyp-
HOM OJlaHKe Ha OyMa)XHOM HOCHTENe, (apMarieBTUYECKU PabOTHUK MPOCTABISET OTMETKY Ha
perernte 00 OTIYCKe JIEKApCTBEHHOTO Tpernapara "JlekapCcTBEeHHBIH npenapar oTmnyieH" 1 ¢ yKa-
3aHHUEM:

1) HauMeHOBaHUS anTe4yHON opraHm3anuu (pamMuiIuu, UMEHH, OT4eCcTBa (IIPU HATUYUH)
VMHAUBUAYAIbHOTO MPEIIPUHAMATENS);

2) TOProBOro HaMMEHOBAHMUS (32 UCKIIIOUEHUEM JIEKApPCTBEHHBIX MPENapaToB, U3TOTOBJICH-
HBIX B alTEYHOW OpPraHU3allM), TO3UPOBKU M KOJIMYECTBA OTIYLIEHHOIO JEKAapCTBEHHOTO Ipe-
napara,

3) dbaMunuu, ©MEHHU, OTYeCTBa (ITPU HAJIMYUHN) MEIUIIMHCKOTO paOOTHUKA B CIIyYasX, yKa-
3aHHBIX B a03alie yeTBepToM MyHKTa 13 u ab3are TperbeM myHKTa 16 Hactosmux [Ipasu;

4) PEeKBU3UTOB JOKYMEHTa, YIOCTOBEPSIOUIETO JUYHOCTH JIMIA, MOJTYYHMBIIErO JeKap-
CTBEHHBI! IIpenapar, B ciaydyae, yKa3aHHOM B IyHKTe 28 HacToamux [Ipasu;

5) dbamumimumu, uMeHH, oTdecTBa (MpU HAMMYUM) (apMaIeBTUUECKOTr0 paOOTHHKA, OTITY-
CTUBILErO JIEKAPCTBEHHBIN IIpenapar, U ero MoAInucCH;

6) AaThl OTITyCKa JIEKapCTBEHHOTO Mpernapara.

16. Ilpu oTmycke JeKapCTBEHHBIX MPENapaTroB MO PELENnTy, BHIMHUCAHHOMY Ha perenTyp-
HOoM Ostanke popmer N 107-1/y co cpokom AEHCTBUSA 10 OHOTO rojia, B KOTOPOM YKa3aHbI TIEpH-
0J1bl U KOJIMYECTBO OTITYCKa JICKAPCTBEHHOTO Mpenapara (B KaxIblid epruo/), pelernT Bo3Bpalia-
eTCs JIUITy, PUOOPETAIONIEMY JIEKAPCTBEHHBIN Mpernapar, ¢ OTMETKOM, COJepIKalleld CBEICHHUSI,
yKa3zaHHbI€ B myHKTe 15 Hactosmux [Ipasui.

[Ipu ouepenHoM obOpalieHUH JHLA K CYObEKTY PO3HUYHON TOPrOBIIM C JaHHBIM PELENTOM
YUUTBIBAKOTCSI OTMETKHU O MPEABIAYIIEM OTIIYCKE JIEKAPCTBEHHOIO Mpernapara o TakoMy peLen-
Ty ¥ B cllydyae MpUOOPETEeHUs JIMIIOM KOJIMYECTBA JIEKApCTBEHHOTO IpernapaTa, COOTBETCTBYIO-
IIET0 MaKCHUMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM PaOOTHHKOM B peIernTe, a TaK-
K€ TI0 MCTEUYECHUM CpOKa JEHUCTBUS peIlenTa, Ha pelente nmpocrasisercs mramn "JlekapcTBeH-
HBIN ITpenapaT OTHYLIEH" U PELENT BO3BPAILAETCS JINLLY.

EnnHOBpEeMEHHBIH OTITYCK JIEKAPCTBEHHOTO Tpernapara o petenTy, BEIMHCAaHHOMY Ha pe-
nentypHoM 6manke ¢popmbel N 107-1/y co cpokom IEHCTBUS 10 OAHOTO T'0/1a, B KOTOPOM YKa3a-
HBI TIEPHO/IBI ¥ KOJIMYECTBO OTIYCKa JICKAPCTBEHHOTO Mpernapara (B Ka)Ibli TIepHo/I), JOIycKa-
€TCSI TOJIBKO T10 COTJIACOBAHUIO C METUIIMHCKUM PAOOTHHKOM, BBITTMCABIIUM PEIICTIT.

17. Ilpu oTmycke JIEKApCTBEHHBIX MPENApaTOB IO PELENTY, BHIMUCAHHOMY Ha PEUENTyp-
HoM Oustanke hopmbl N 148-1/y-04(11), 3amonHeHHBIN KOPEIIOK TAaKOTO perenTa nepeaaercs gap-



MalleBTHYECKUM PaOOTHUKOM JIMIY, TIpHOOpeTaroniemMy (IMoayJdaromemMy) JeKapCTBEHHbIE Tpe-
1aparsbl.

18. OcraroTcst 1 XpaHITCs y CyObeKTa PO3HUYHOM TOPTOBIM perentsl (¢ oTMeTkou "Jle-
KapCTBEHHBIN IIpenapar OTHylieH") Ha:

1) nexapcTBeHHbIE Npemnaparbl, OTIyCKaeMble OECIUIaTHO WJIM CO CKUAKOW, - B TEUECHUE
TpeX JIET;

2) IekapCTBEHHBIEC MperapaThl, oTHOCsAIHECS M0 ATX K aHTUIICHXOTHYECKUM CPEICTBaM
(ko NO5SA), ankcuonutukam (kog NO5B), cHOTBOpHBIM U cegatuBHBIM cpenctBaM (kog NO5SC),
antuaenpeccanTam (koa NO6A) m He mojaiexaniue MpeIMETHO-KOJIUYECTBEHHOMY YYETy, - B
TEYEHUE TPEX MECALICB.

19. PeuenTtsl, He ykazaHHble B myHKTe 18 Hacrosmux [IpaBui, oTMedaroTcs mTamrnom
"JlekapCTBEHHBIN IIpenapaTr OTIYIIEH" W BO3BPAIAIOTCS JHIY, MOIYUYHUBIIEMY J€KapCTBEHHBIN
y Y, y4 y
npemnapar.

20. PenenTsl, BbIMMCAHHBIE ¢ HAapyIIEHUEM IpaBuil <10>, perucTpupyrorcs B KypHale, B
KOTOPOM YKa3bIBAIOTCS BBISIBJICHHBIC HAPYIIEHUS B OOPMIICHUH perienTa, pamMuims, uMs, oTde-
CTBO (TIpU HAIMYUH) MEAUIIMHCKOTO PAOOTHHKA, BBIMKCABIIETO PELENT, HAMMEHOBAHUE MEIH-
IUHCKOW OpraHMu3allly, MPUHATBIE MEpPbI, OTMeYaroTcs mramnom "Penent HemenWcTBUTENeH" U
BO3BpAIIalOTCs JIUIy, mpeacTtaBuBimieMy perent. O ¢dakrax HapylieHUs mpaBuil odopmileHus
penenToB CyObeKT PO3HUYHOM TOPTOBIM MH(POPMHUPYET PYKOBOIUTENS COOTBETCTBYIOIICH Me-
JULIMHCKOW OpraHu3alnH.

<10> IMoxmynukr 5.2.179 Ilonoxenus o Munucrepcrse (CoOpanue 3akoHoaarenbcTBa Poc-
cutickoit deneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 060cob6ieHHOM TIo/Ipa3iesIeHn MEIUITMHCKONW OpraHU3aIiK JTOJDKHBI OBITh o0ecrie-
YCHBbI yCJ'IOBI/IH COXpaHHOCTI/I OCTaBJICHHBIX Ha xpaHeHHe peI_IeHTOB Ha HeKapCTBeHHBIe CpeI[CTBa.

PenenTel Ha Je€KapCTBEHHBIE CPEACTBA, MOJICKAIINE MPEIMETHO-KOJIMIECTBEHHOMY yUe-
Ty, JE€KapCTBEHHBIE CPEACTBA, OTITYCKaeMble OSCIUTATHO WIIM CO CKHUIIKOH, €XKEMECSIHO Tepesa-
I0TCSI U3 000COOJIEHHBIX MOJpa3IeICHIN MEIUIIMHCKUX OpraHU3allMi B MEIUIIMHCKUE OPTaHH-
3alluH, CTPYKTYPHBIMU MOJPA3IACICHUSIMU KOTOPBIX OHU SIBJISIOTCS, JJIS MOCJIEIYIOLIEro XpaHe-
HUSL.

22. Ilpu oTmycke JeKapCTBEHHOTO Ipemnapara (papmaneBTHUeCKuil pabOTHUK MM paboT-
HUK MEIUIIMHCKON opraHmu3anuu (000CO0JICHHOTO MOpa3AeieHUs] MEAUIIMHCKON OpraHU3aIliH )
uHGOpPMHpPYET JHI0, Ipuoldperaromiee (Moayyaromiee) JeKapCTBEHHbIH MpenapaT, 0 peXuMe U
7l03aX ero MpHeMa, NpaBIiIaX XpPaHEHUS B JOMAIIHUX YCIOBHAX, O B3aMMOJICHCTBUH C APYTHMHU
JIeKapCTBEHHBIMH ITperapaTaMH.

23. Ilpu oTnycke JIeKapCTBEHHOTO TpemnapaTta (papManeBTHUYeCKUi paOOTHUK WM PadboT-
HUK MEIUIIMHCKOHN opranu3anuu (000C00JIEHHOT0 MOApa3IeeHus] MEIUIIMHCKON OpraHn3aIiium)
HE BIIPABE MPEIOCTABJISATh HEJOCTOBEPHYIO M (MJIHM) HEMOJIHYIO HH(OPMAIUIO O HATMYUHU JIEKap-
CTBEHHBIX IPEMapaToB, BKIOYAsl JICKAPCTBEHHBIC TPenapaThl, UMEIONINEe OJUHAKOBOEC MEXKTyHa-
pPOIHOE HEMAaTCHTOBAaHHOE HAMMEHOBAHUE, B TOM YHCJIE CKPBIBATh MH(POPMAITUIO O HATHYHH JIe-
KapCTBEHHBIX MPENapaToB, UMEIOMINX OoJiee HU3KYIO IeHy <11>.




<11> Crarps 74 ®enepanpHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-®3 "OO6 ocHoBax
OXpaHbl 310poBhs rpakaaH B Poccuiickoit @enepanun" (Cobpanue 3akoHomaTeNbcTBa Poccwmii-
ckort Deneparuu, 2011, N 48, ct. 6724, 2013, N 48, cT. 6165) (nanee - ®enepanbHblil 3aKk0H N
323-@3).

24. 3ampeniaercs oTIycK (anbcu(UIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX M KOHTpa(daKT-
HBIX JICKAPCTBEHHBIX MpenapaToB <12>.

<12> Cratps 57 denepanpHoro 3akoHa N 61-03 (Cobpanue 3akoHOAaTenbcTBa Poccuii-
ckoit @enepaunn, 2010, N 16, ct. 1815).

25. OTnyck 3TUII0BOTO CIUPTA IPOU3BOIAUTCS MO PELIENTY C YYETOM YCTAHOBJIEHHBIX Tpe-
OoBaHUI K 00bEMY Taphbl, yIIaKOBKE U KOMITJIEKTHOCTH JIEKapPCTBEHHBIX MpernapaToB <13>.

<13> Yacts 4.1 cratbu 45 Oenepanpuoro 3akona N 61-O3 (Cobpanue 3aKOHOATEIHCTBA
Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2015, N 51, cr. 7245), nocranosnenue IIpasu-
tenbcTBa Poccuiickoit deneparuu ot 23 urons 2016 r. N 716 "O nopsiake hopMUpOBaHHS Tie-
peYHs JIEKapCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHS, B OTHOIIEHUU KOTOPBIX
yCTaHaBIIMBAIOTCA TpeOOBaHUS K 00bEMY Tapbl, YIAaKOBKE M KOMILJIEKTHOCTH, MEPEUHs JeKap-
CTBEHHBIX MPENaparoB ISl BETEPUHAPHOTO MPUMEHEHHS, B OTHOIIICHUN KOTOPBIX YCTaHABIINBA-
I0TCsl TpeOOBaHMS K 00bEMY Taphl, U omnpezaesieHus] Takux TpedoBanuii" (CoOpaHue 3aKoHOA-
tenbcTBa Poccuiickoit ®denepanuu, 2016, N 31, ct. 5030).

JlekapcTBeHHBIE TTpenapaThl, COAEPKALINE ITHUIOBBIA CIUPT, B TOM YUCIIE U3TOTOBICHHBIC
[0 PELENTy CYObEKTOM PO3HHYHON TOPTOBIM, UMEIOIIMM JIMLEH3HIO Ha (hapMaleBTHUECKYIO
JEATEIbHOCTh C MPAaBOM HM3TOTOBJICHUS JICKAPCTBEHHBIX MPEMApaTOB, OTHYCKAIOTCS C YYETOM
YCTaHOBJIEHHBIX TPeOOBaHMM K 00bEMY Taphl, YIAKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX Ipe-
Maparos.

26. 3anmpeniaerca pa3ieNibHbIN OTIYCK JIEKAapCTBEHHBIX CPEACTB, BXOASAIIMX B COCTaB Jie-
KapCTBEHHOTO IpernapaTa, U3roTaBIMBaeMOT0 CyObEKTOM PO3HUYHON TOPTOBIIH.

27. 3ampemaeTcsi OTIYCK CYOBEKTOM PO3HHYHOW TOPTOBJIM IO peEIenTaM BeTepUHAPHBIX
OpraHu3aui:

1) nekapCTBEHHBIX MPEMapaToB, BKIIOUYCHHBIX B iepeueHb [IKY;
2) NeKapCTBEHHBIX MPEMapaToB, OTITYCKaEMbIX OECILIATHO MM CO CKUIKO;

3) JekapCTBEHHBIX IpenaparoB, oTHOCAIUXCS M0 ATX K aHTUIICHXOTHYECKUM CPEJICTBAM
(ko NO5SA), ankcuonutukam (kog NO5SB), cHOTBOpHBIM U ceatuBHBIM cpenctBaM (kog NO5C),
antuaenpeccanTam (koa NO6A) u He BKITIOUeHHBIX B iepeueHb [TKY.

I1. TpeOoBaHMsI K OTIYCKY JIEKAPCTBEHHBIX MPeNnapaToB
10 TPeOOBAHNIO METUIIMHCKOI OPraHU3aluu

28. Jlns oGecrieueHus Jie4ueOHOro Mporecca B MEIUIIMHCKON OpraHn3alliy alnTeyHoN opra-
HU3ALHUEH, SBISIOMIEHCS CTPYKTYPHBIM IOAPa3/I€ICHUEM TaKOW MEIUIIMHCKOW OpraHu3allvi,
OCYIIECTBIISIETCS OTMYCK MO0 M3TOTOBIICHUE U OTITYCK JIGKAPCTBEHHBIX MPEMapaToOB HA OCHOBA-



HUM TpeOOBaHMS MEIUIIMHCKOW OpraHU3alllH, BBHITMCAHHOTO YIIOJIHOMOYCHHBIM MEIUIIMHCKUM
paboTHUKOM (fanee - TpeboBaHNEe MEAULIMHCKOM OpraHn3alum).

MeauuuHckas opraHu3aius BIpaBe oOpaTUTHCS B CTOPOHHIOI alTEYHYIO OpraHU3alUio
IPpU OTCYTCTBHM alTEYHOM OPraHU3alliy, SIBIISIOIIEHCS CTPYKTYPHBIM IOJpa3fe/iEHUEM TaKOU
MEIUIMHCKON OPraHHU3alUu.

JlekapcTBeHHBIE TIpenaparbl, U3rOTOBJICHHBIE aNTEUHBIMUA OpraHU3AIUSAMU JJIA LEeJIed uX
OTIYyCKa IO TPEOOBAHUSIM MEAUITMHCKUX OpraHU3aIllMi, TOCYTapCTBEHHOW PETUCTpAIlMU HE TO/-
nexar <14>.

<14> Ilynkr 1 wactu 5 crateu 13 denepanbhoro 3akoHa N 61-03 (CobOpanue 3aKkoHOAA-
tenscTBa Poccuiickoit deneparuu, 2010, N 16, cT. 1815).

29. Xpanenue TpeOOBaHUN MEAMITMHCKONW OpPraHU3allluH, MO0 KOTOPBIM OTITYIICHBI JIEKap-
CTBEHHBIE IIpenapaThl, OCYIIECTBIISIETCS alTEYHON OpraHU3alKel B COOTBETCTBUU C ITyHKTOM 18
Hacrosuero [lopsiaka.

30. Hapyuienue nepBUYHOM YIAaKOBKU JIEKAPCTBEHHOIO Ipernapara Mmpu €ro OTIyCKe MO
TpeOOBAHUIO MEIUITMHCKOW OpraHW3aIMH JIOMYCKAETCs anTeYHOW OpraHu3aiuei, MMEIOIIeH
JIMIICH3UKO Ha (bapMaI_[eBTI/I‘-IGCKYIO NCATCIIBHOCTDL C HpaBOM HU3TOTOBJICHUA .HeKapCTBeHHBIX npe-
napatoB. B TakoMm ciydae OTIYCK JIEKapCTBEHHOTO IpernapaTra OCYIIECTBIISIETCS B YIMAKOBKE
<15> ¢ mpenocraBieHUEM MHCTPYKIHUH (KOMMHM MHCTPYKIUH) MO MPUMEHEHUIO OTIYCKAEMOTO
JIEKapCTBEHHOTO TMperiapara.

<15> Ilpuxaz MunzapaBa Poccun ot 26 oxts16pst 2015 r. N 7511 "OO6 yTBep)acHUU mpa-
BUJI M3TOTOBJIEHUS U OTIIYCKAa JIEKAPCTBEHHBIX IPENapaToB I MEAMLIMHCKOIO IPUMEHEHUs
anTeYHbIMHU OpraHU3alUsSIMU, UHIUBUIYaTbHBIMU MPEIIPUHUMATEISIMU, UMEIOIIUMH JTUICH3UIO
Ha (hapMaIeBTHUECKYIO JCSITEIbHOCTh" (3aperucTpupoBaH MHMHHUCTEPCTBOM ocTtuiun Poccuii-
ckort @enepanuu 21 anpens 2016 r., peructparuorasiii N 41897).

II1. Oco0eHHOCTH OTIYCKA JIeKAPCTBEHHBIX MPENnapaToB
o peunentam B (popmMe 3JIEKTPOHHOI0 TOKYMEHTA

31. Otnyck JIeKapCTBEHHBIX MPENapaToB MO perentaM B popMe 3JIEKTPOHHOTO TOKyMEHTa
OCYILIECTBIISECTCSA aNTEeKaMM, alTEYHbIMA IYHKTAaMU M MHAWBUyaJIbHBIMH IIPEANPUHAMATEISIMH,
yKa3aHHBIMH B ITyHKTE 2 HacTosimux [IpaBuii, pacrosoxXeHHBIMH Ha TeppUTOpUn cyonekTa Poc-
cutickoit deaepannu, B KOTOpoM oopmiieH perent B popmMe 3JIeKTPOHHOTO JIOKYMEHTa, B CITy-
yae MPUHATHUS YIIOJIHOMOYEHHBIM OpraHoM cyonsekTa Poccuiickoit denepaninu B COOTBETCTBUU C
nyHKTOM 4 ctatbu 6 DenepanbHoro 3akoHa N 61-03 (CobOpanue 3akoHOoaTeNbCTBA Poccutickoii
®eneparnun, 2010, N 16, ct. 1815; 2019, N 52, ct. 7793) pemienus 06 UCMONL30BaHUN HA TEPPH-
Topuu cyobekTa Poccuiickoii Denepanuu HapsLy ¢ perenTaMy Ha JICKapCTBEHHBIE MPErapaThl,
oopmIeHHBIMA Ha OyMa)KHOM HOCHTEJIE, PELETITOB Ha JISKapCTBEHHBIE TpenapaTsl, CYOPMHUPO-
BaHHBIX B (DOpPME 3IEKTPOHHBIX JOKYMEHTOB (Jjajiee - pelieHre YIOJIHOMOYEHHOIO OpraHa cyob-
exta Poccuiickoit @enepanun).

32. AnTeuHble OpraHu3aluy JT0JDKHBI UMETh TOJKITIOYSHUE K TOCYyIapCTBEHHOW nH(pOopMa-
IIMOHHOU cucteme B cdepe 3apaBooxpaHenus cyorekta Poccuiickoit denepannu <16> (nanee -
cucTeMa), KOTOpoe 00eCreuynBaeTCs YIOJHOMOYSHHBIM OPTaHOM BlIacTh cyObekTa Poccuiickoi



denepanuu.

<16> IloctanoBnenue IIpaBurenscta Poccuiickont @enepanun ot 5 mast 2018 r. N 555 "O
€IMHOM TOCYAapCTBEHHOW MH(OpMAIMOHHON cucTeme B cdepe 3apaBooxpaneHus” (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2018, N 20, ct. 2849; 2021, N 25, ct1. 4814).

Texaudeckue TpeboBaHUS K WHOOPMAITMOHHOMY OOMEHY MEXy alTeuHON OpraHu3aIneH
U CHCTEMOH, B TOM 4Mcie TpeOOBaHUS K MIeHTH(UKauuu perenta B popMe 3JIEKTPOHHOTO J10-
KYMEHTa U JIMIa, OOpPaTUBIIETOCS 332 OTITYCKOM JIEKAPCTBEHHBIX NPENapaToB IO TaKUM peler-
TaM, yCTaHABIIMBAIOTCS PEIICHHEM YIIOJHOMOUYEHHOro opraHa cyobekra Poccuiickoit denepa-
U H.

33. Otnyck JIeKapCTBEHHBIX MPENapaToB MO perentaM B popMe 3IEKTPOHHOTO TOKyMEHTa
OCYILECTBIIICTCS JIMIy, YKa3aHHOMY B pelente, JU00 ero 3aKOHHOMY IpPEeACTaBUTEN0, JTHO0
JMIy, KOTOPOE JIMI0, YKa3aHHOE B PELENTE, WM €r0 3aKOHHBIN IPEICTaBUTENb YIIOJIHOMOYMIN
Ha [10JIy4eHHE JIEKapCTBEHHBIX IPenapaToB.

[Tpunoxenue N 2

K NprKa3zy MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 Hos6ps 2021 r. N 1093u

ITPABHJIA
OTITYCKA HAPKOTHYECKHX CPEACTB 1 ICUXOTPOIIHbBIX BEIIECTB,
SAPEI'NICTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX IIPEITAPATOB
A MEJUIIUHCKOI'O TIPUMEHEHUS, TIEKAPCTBEHHBIX ITPEITAPATOB
JJIAA MEJUIIMHCKOI'O MTIPUMEHEHUSA, COAEPKAIINX HAPKOTUYECKHUE
CPEACTBA U IICUXOTPOIIHBIE BEIIECTBA

1. OTnyck HapKOTMYECKUX U TMCHUXOTPOIHBIX JEKAapCTBEHHBIX IMPENapaToB IO peLenTam
OCYIIIECTBIISIETCSl alTeKaMH, allTeYHBIMU MYHKTaMH, MEAUIIMHCKUMH OpraHU3alusMu, 000c00-
JICHHBIMU TIOAPA3JIEICHUIMU MEIULHUHCKUX OpraHu3aluil, UMEIOUMMH JUIICH3UI0 Ha JIeATeNb-
HOCTH TI0 000POTY HAPKOTUYECKHUX CPEACTB, ICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, KYIIb-
TUBUPOBAHHMIO HAPKOCOJEpKAIMUX pacTeHuil. [lepeueHb MEIUIIMHCKUX OpPTaHU3aluii 1 000c00-
JICHHBIX TOJpa3/IeJICHUN MEIUIMHCKUX OpraHu3alui, rnepeyeHb HAPKOTUYECKHUX JIEKapCTBEH-
HBIX MPEnapaToB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB, OTHYCK KOTOPHIX (U3NYECKUM
JUIAM MOXKET OCYIIECTBIIATHCS YKa3aHHBIMU METUIIMHCKUMHU OpPTaHU3alUsIMU U UX 000CO0JIeH-
HBIMU TIOJpa3AeNCHUSIMH, YCTAHABIMBAIOTCS OpPraHaMU HCIIOJIHUTEIbHON BIIACTH CYyOBEKTOB
Poccuiickoit denepanuu <1>.

<1> Ilynkr 1 crarbu 25 ®@enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O nHapkoTu-
YECKMX CpPEJICTBaX W IMCHXOTpomHbIX BemecTBax' (CoOpaHue 3akoHomaTenbcTBa Poccuiickoit
®epnepaunn, 1998, N 2, ct. 219; 2016, N 1, ct. 28).

2. Tlo peuentaM, BHIMHCAHHBIM Ha pelenTypHBIX OnaHkax ¢gopmbsl N 107/y-HIT <2>, ort-



IIyCKAaKTCSl HAPKOTUYECKUE U IICUXOTPOIHBIE JIEKAPCTBCHHBIE IIPENapaTsl, BHECEHHBIE B CIINCOK
HapKOTHUYECKUX CPEJICTB U MCHUXOTPOIHBIX BEIIECTB, 000POT KOTOphIX B Poccuiickoir denepa-
IIUY OTPaHUYEH U B OTHOUICHUM KOTOPBIX YCTaHABIMBAIOTCS MEPBI KOHTPOJIA B COOTBETCTBUH C
3aKoHOAarenbCcTBOM Pocculickoi @enepauyyu U MeEXAYHApOIHBIMU Aorosopamu Poccuiickoit
Oenepannn (criucok II), Ilepeuns (manee - HAPKOTUYECKHUE U TICHXOTPOIHBIC JIEKAPCTBEHHBIC
npenapatsl cnucka ), 3a MCKIIOYEHHEM HApKOTUYECKUX M ICUXOTPOIIHBIX JIEKApCTBEHHBIX
IIPENapaToB B BUJE TPAHCAEPMAIBHBIX TEPAIIEBTUYECKUX CUCTEM U JIEKAPCTBEHHBIX IIPENapaToB,
CoJIeprKalIuX HApKOTUUYECKOE CPEICTBO B COYETAHUM C aHTArOHUCTOM OIHMOMIHBIX PELIEITOPOB.

<2> Ilomnyskt 5.2.178 mynkra 5 Ilonoxenusst o MunucrepcTBe 3apaBooxpaHeHus Poc-
cuiickor Penepanuu, yrBepKAeHHOro nocraHopieHneM IIpaBurensctBa Poccuiickoit denepa-
ruu ot 19 uronst 2012 r. N 608 (Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanun, 2012, N
26, cT. 3526; 2017, N 52, ct. 8131) (nanee - [lonoxxenne o MuHHCTEPCTBE).

3. Ilo penenTam, BBITTMUCAHHBIM Ha pelenTypHbIX Omankax Gopmber N 148-1/y-88, ormycka-
1oTcs <3>:

<3> [Moamyskt 5.2.179 Tlonoxxenust o Munucrepcrse (Cobpanue 3akoHoaarenbcTBa Poc-
cutickoit deneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTpomnHble JeKapCTBEHHbIE Mpernaparbl, BHeceHHbIe B CIHUCOK MCUXOTPOIHBIX Be-
ecTB, 000poT KoTophiX B Poccuiickoit denepany orpaHudeH U B OTHOIIEHWH KOTOPBIX JI0-
MyCKAeTCs NCKIIYEHUE HEKOTOPBIX MEp KOHTPOJIS B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poc-
cuiickoit denepanyu ¥ MEKIyHAPOIHBIME JoroBopamu Poccuiickoit @enepanuu (cimcok I1I),
[Tepeuns (manee - MCUXOTPOITHBIE JICKAPCTBEHHBIE MpernapaThl crircka I11);

2) HapKOTHYECKUE U IICUXOTPOIHBIE JIEKAPCTBEHHBIE Mpenaparsl cnucka Il B Buae tpaHc-
JIEpMAJIbHBIX TEPANIEBTUUECKUX CUCTEM U JIEKAPCTBEHHBIE IIPENapaThl, COACPKANIUE HAPKOTHUYE-
CKOE CPEACTBO B COUETAHUM C AaHTAarOHUCTOM ONMOUIHBIX PELENTOPOB;

3) nexapcTBEHHbIE MpenapaThl, N3rOTABIMBAEMBIE 110 PELENTY HA JEKapCTBEHHBIN Mperna-
paT U coJepKalliue HapKOTUYECKOE CPEJICTBO MJIM MCUXOTPOIHOE BEUIECTBO, BHECEHHOE B CIH-
cok II Tlepeuns, u apyrue papmMakosornuecKkue aKTUBHBIC BEIIECTBA B J03€, HE MPEBHIIIAIONIEH
BBICUIYIO Pa30BYIO J103Yy, M MPH YCIOBHH, YTO 3TOT KOMOMHUPOBAHHBIN JIEKAPCTBEHHBIN Mpemna-
paT He ABJISETCS HAPKOTUYECKUM WM TICUXOTPOIHBIM JIEKAPCTBEHHBIM IpernapaTom crucka II.

4. Ilpu oTnycke HapKOTUYECKOTO U IMICUXOTPOIHOTO JIEKAPCTBEHHOI'O Npenapara crucka 1
Ha pelenTe 00 OTIyCcKe JEKapCTBEHHOT'O Ipenapara MpoCTaBiIsIeTcs MeyaTh alTeKu WIK anTed-
HOTO ITYHKTa, B KOTOPOHM YKa3aHO UX IOJHOE HAUMEHOBaHUeE (MpY HAJIMYUU T1€YaATH).

5. OcTarorcs u XpaHsaTCsl Y CyObeKTa pOZHHMYHON TOPTOBJIM perenThl (¢ oTMeTKo# "Jlekap-
CTBEHHBIN ITpenapaT OTIyleH") Ha:

1) HapKOTHUYECKHE U NICUXOTPOIIHBIE JEKapCTBEHHbIE MTpenapatkl crnucka I, ncuxorponHsie
JIeKapCcTBEeHHbIE IIpenapartsl cinucka III - B Teuenue nsatu ner;

2) KOMOMHUPOBAHHBIE JIEKAPCTBEHHBIE MIPENApaThl, COAEPAKAIINE HAPKOTUIECKHE CPECTBA
WM NICUXOTPOIIHBIEC BelecTBa, BHECEHHbIE B ciuCcKHU 1 u III IlepedHs, U3roroBiieHHbIE B anTey-
HOW OpraHu3alyH, JCKapCTBEHHBIC IPENapaThl, IOUICKAIME IPEIMETHO-KOINYECTBEHHOMY
y4ery, - B TECUEHHE TpeX JIET.



VYka3aHHbIE JIEKAPCTBEHHBIE MPENapathl, MpeIHa3HaYCHHbIE TS TpakJaH, UMEIOLIUX Mpa-
BO Ha IOJyYEHHE JICKAPCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIATHO MJIM CO CKHJKOH, OT-
MYCKAIOTCS TP MIPEABSIBICHUH PEIenTa, BRIMTMCAHHOTO Ha perentypHoM Oianke ¢popmbl N 148-
1/y-88, u penernra, BEIMMCAHHOTO Ha penentypHoM Omanke Gopmer N 148-1/y-04(1).

6. OTIycKk HApKOTHYECKHUX U IICUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISAETCS
(dapManeBTUYECKUMU ¥ MEIUIIMHCKUMU PAOOTHUKAMH, 3aHUMAIONIMMU JOKHOCTH, BKIIFOYCH-
HBIE B ME€peUeHb JOHKHOCTEH (papMaleBTUYECKUX U METUIIMHCKUX paOOTHUKOB B OpraHM3allM-
SIX, KOTOPBIM TPEJOCTABICHO MPABO OTMYCKa HAPKOTUYECKHUX JICKAPCTBEHHBIX MpPEenapaTroB U
MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB GU3MUECKUM JIHIAM <4>.

<4> [ToanyskTt 5.2.176 Tlonoxxenus o MunucrepctBe (Cobpanue 3akoHomaTeabcTBa Poc-
cutickoit denepanuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTtnueckue M IICUXOTPOIIHBIE JIEKapCTBEHHbIE ITpenaparsl cnucka II, 3a uckmroue-
HUEM JIEKapCTBEHHBIX IMPENapaToB B BUJIE IJIACTHIPEN U JICKAPCTBEHHBIX MPEMApaToOB, COAEpKa-
IIMX HApKOTHMYECKOE CPEJICTBO B COUYETAHHUU C aHTArOHUCTOM OMUOMAHBIX PEIENTOPOB, OTIYC-
KaloTCs MPU NMPEIbABICHUN JOKYMEHTA, YAOCTOBEPSIOMIETO JIMYHOCTh, JIUILY, YKa3aHHOMY B pe-
[ENTe, ero 3aKOHHOMY MPEICTaBUTENI0 <5> WIH JIUILY, UMEIoIEeMy O(pOpMIIEHHYIO B COOTBET-
CTBHH C 3aKOHOAATENbCTBOM Poccuiickoii denepaiiuy I10BEPEHHOCTh HA MPABO MOJYYEHUS Ta-
KHX HapKOTUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.

<5> B oTHOILIEHUY U1, YKa3aHHOTO B yacTh 2 craThu 20 PenepanbHoro 3akoHa N 323-
®3 (CobOpanue 3akoHoatenbcTBa Poccuiickoit @enepannu, 2011, N 48, ct. 6724).

[Tpu HEBO3MOXKHOCTH OOpMIIEHUS WHKYPaOEIbHBIMUA OOJBLHBIMU HA 3aBEPIIAIOIIECM dTare
JKU3HU JIOBEPEHHOCTH HA TPABO IMOJIYUYCHHUs YKa3aHHBIX B a03alle MepBOM HACTOSIIETO MyHKTa
HAapKOTUYECKUX U TMICUXOTPOIHBIX JEKAPCTBEHHBIX MpPENapaToB TaKue JIEKapCTBEHHbBIE Mpenapa-
ThI OTITYCKAIOTCSI MHBIM JIUIIaM, OCYIIECTBISIONIAM YXO/ 32 HUMU, TIPU MPEAbSIBICHUN OJHOBpE-
MEHHO C PELIETITOM Ha JIEKapCTBEHHBIN Mpenapar JOKYMEHTa, YAOCTOBEPSAIOIIEro JUYHOCTh, U
JOKYMEHTA, MOATBEPKAAIOIIET0 HHKYPaOeIhbHOE COCTOSIHIE OOJNBLHOTO, COEPIKAIIETO CBEICHUS
0 JIMLe, KOTOPOE MOJyYaeT JIEKapCTBEHHbIE Mpernapathl Mo penenty (haMuius, UMs, OTYECTBO
(pu HaNMW4YWM), BUM, CepUs U (UITM) HOMEp JOKYMEHTA, YIOCTOBEPSIOIIETO JIMYHOCTD), 3aBEPEH-
HOT'O TOJHUCHIO U NEYaThi0 MEIUIMHCKOrO pabOTHMKA, a TaK)Ke Me4YaThl0 MEIULMHCKON opra-
HU3AIUH.

JIOKyMEHT, MMOATBEPKAAIOITUN HHKYpaOeIbHOe COCTOSTHIE O0ILHOTO, OCTAETCS B allTEYHOM
OpraHu3aluu.

8. HapkoTnueckne ¥ TICUXOTPOMHBIC JIEKapCTBEHHBIC MpemnapaThl crircka Il (3a nckimrode-
HHUEM JIGKaPCTBEHHBIX IMPENapaToB B BHUJIE IUIACTHIPEH U JEKapCTBEHHBIX MPENapaToB, CoAepKa-
[IMX HAPKOTUYECKOE CPEJICTBO B COYETAHUU C AaHTAarOHMCTOM OMUOMJIHBIX PELETITOPOB), MpeaHa-
3HAYeHHbIE Ul TPaXJaH, UMEIOIIMX MPaBo Ha OECIIaTHOE MOJyueHHe JICKapCTBEHHBIX Ipera-
paTOB WJIM MOJyYE€HUE JIEKApPCTBEHHBIX MPENapaToB CO CKUJKOM, OTIMYCKAIOTCS MPHU MpeabsBIie-
HUM pelenTa, BBITMCAHHOTO Ha penentypHoM Onanke ¢opmel N 107/y-HII, u peuenta, BbIIH-
CaHHOTO Ha pernenTypHoM Osanke Gpopmbl N 148-1/y-04(i).

9. Ilocne oTmycka HapKOTHMUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB CIHCKa
II, B ToM ymciie B BUJE TpaHCAEPMalIbHBIX TEPANEBTUUECKUX CUCTEM U JIEKAPCTBEHHBIX Ipena-



paToB, CoOJEepKalIMX HAPKOTUYECKOE CPEICTBO B COUYETAHWU C aHTAarOHUCTOM OMHOUIHBIX pe-
LIENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB cnucka III nuiy, nomyunslemy jekap-
CTBEHHBIN Tpernapar, BbIJAETCS CUTHATypa C KEJITOW IMOJOCOM B BEpXHEW YAaCTU U HAAMHUCHIO
4yepHbIM 1pudTOoM Ha Heil "Curnatypa", B KOTOPOH YKa3bIBatOTCS:

1) HauMeHOBaHWE W aJPeC MECTOHAXOXKICHHS alTeKH, allTeYHOr0 MYyHKTA, MEIUIIMHCKON
Opranmu3aiuu, 000co0ICHHOTO MOIpa3AeiCHUs] MEIUIIMHCKON OpraHU3aIlHH;

2) HOMep M J1aTa BBIMHCAHHOTO PELEeNTa;

3) damunus, uMs, OTYECTBO (MPU HAJIMYUM) JIMLA, JUISI KOTOPOTO MpEeAHa3HA4YeH JeKap-
CTBEHHBIH ITpenapar, ero BO3pacT;

4) HOMEp MEIUIIMHCKON KapThl MAllMeHTa, MOJyYaroIlero MEIUIMHCKYIO TOMOIIb B aMOy-
JATOPHBIX YCIOBHSX, U1l KOTOPOTO MPEAHA3HAYEH JICKaPCTBEHHBIN Mpernapar;

5) damunus, ums, 0TUECTBO (IPU HATHMYUHN) METUIIMHCKOTO pPaOOTHUKA, BHINKCABIIETO pe-
IIETIT, €r0 KOHTAKTHBIN TenedoH JIn00 TeneoH MeTUITMHCKOW OpraHu3alIuy;

6) coaepkaHue peLenTa Ha JaATUHCKOM SI3bIKE MIIU PYCCKOM SI3BIKE;

7) dbamunus, uMs, OT4ECTBO (IIPU HAJIWYUHU) U TOAMUCH (PapMareBTUIECKOTO WA MEIH-
IUHCKOTO pa0OTHUKA, OTITYCTHBILIETO JICKAPCTBEHHBIN Mpenapar;

8) mata oTITycKa JeKapCTBEHHOTO Tpenapara.

10. 3ampemaercss OTHYCK CyObEKTOM PO3HUYHOH TOPTOBIIM IO PEIENTaM BETEepPUHAPHBIX
OpraHM3anuii HAPKOTUIECKUX U IICHXOTPOIHBIX JIEKAPCTBEHHBIX IPEIapaToB.

[Tpunoxenne N 3

K Nprka3zy MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 nos6ps 2021 r. N 1093n

MOPSIJIOK
OTIYCKA AITEYHBIMU OPTAHU3ALIUSIMU UMMYHOBHOJIOT MYECKHUX
JIEKAPCTBEHHBIX IPEIIAPATOB

1. OTnyck UMMYHOOMOJOTHYECKUX JICKQPCTBEHHBIX MPENapaToB OCYIIECTBISETCS anTed-
HBIMU OpPTaHU3ALMUSMH ¥ WHIWBUAYATGHBIMU MPEINPUHUMATEISIMHA, UMEIOIIMMH JIMIICH3UIO0 Ha
(dhapManeBTUYECKYIO e TEIHHOCTh, MEAUIIMHCKIMH OPTaHU3AIMSIMHI, UMEIOIIMMHI JIUIICH3UIO HA
(dhapmMareBTUIECKYI0 IeATeIbHOCTh, U X 000COOJEHHBIMU MOAPA3ACTICHUSIMHU (aMOyIaTOPUSIMU,
denpamepckuMu U QenpAIePCKO-aKyIIePCKUMH ITYHKTaMM, LEHTpaMH (OTAEIeHUIMHU) oOIIen
BpaycOHOM (CeMEHHOM) MPaKTHUKH), PACTIONOKEHHBIMU B CEITLCKUX TMOCEICHUSIX, B KOTOPBIX OT-
CYTCTBYIOT alTeUHbIe OpraHu3anuu, 06e3 perenta u (WIK) MO PElenTy Ha JIGKapCTBEHHBIN Tpe-
napart, oQOpMICHHOMY MEIUITMHCKUMHU PAaOOTHUKAMH (Jajiee - PEIenT).

2. Ilpu oTnycke MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpernapara Ha perenTe Wil Ko-
pelike perenTa, KOTOPbIA OCTaeTCs y JUIA, MPUOOPETAIONMIETO (ITOTYYaloIero) JeKapCTBEHHbII
mpernapar, yKa3plBaeTcs TOYHOE BpeMs (B 4acax U MUHYTaxX) OTITYCKa JIEKAPCTBEHHOTO Tpernapa-



Ta.

3. OTnyck MMMYHOOHOJIOTHUECKOTO JIEKapCTBEHHOI'O Mpernapara OCYLIECTBISETCS JIHILY,
npuoOpetaronieMy (MOTy4aroleMy) JIEKApCTBEHHBIN Npenapar, py HAJIMYUU Y HEro Creluaib-
HOT'O TEPMOKOHTEHHEpA, B KOTOPBIN MIOMEINAETCA JICKAPCTBEHHBIN Iperapar, Uid BO3MOXKHOCTH
IpHUOOpETEHNs B alTEYHON OpraHu3alii He0OXOAUMBIX CPEACTB Ul TPAHCIOPTUPOBKH (TEPMO-
KOHTEIHEp, XJ1a103JIEMEHTHI).

4. Jluty, mpuoOpeTieMy UMMYHOOHOJIOTUYECKHI JIEKAPCTBEHHBIN Tpenapar, pa3bsCHICT-
Csl HEOOXOIMMOCTh JIOCTaBKH JIEKAPCTBEHHOTO Tpenapara B MEAUIIMHCKYIO OPTaHU3AIHIO B CPO-
KU, HE TIPEBBIIIAIONINE CPOKH MOAIEPKaHUs paboyeil TemrnepaTypbl CpeCTB TPAHCIOPTUPOBKH,
YKa3aHHbBIE B UHCTPYKIIUU.




