ITpuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit @eneparun ot 7 mapta 2025 r. N 100
" O06 ytBepxxaenuu [IpaBui oTmycka JeKapCTBEHHBIX IIPENapaToB Il MEIUIIMHCKOTO IPUMEHEHUS
anTEeYHBIMHU OPTraHU3ALUSAMH, HHIAUBUY ATbHBIMH IPEIIPUHUMATEISIMH, UIMEIOLTUMH JIMIIEH3UI0 Ha
oCyIIecTBIIeHHE (DapMalleBTUUECKOM NEesITeIbHOCTH, MEIUIIUHCKUMH OPTaHU3alUsIMH, UMEIOIIUMHU
JIMIICH3MIO HA OCYLIECTBICHHE (hapMaIleBTHUECKON EATEIILHOCTH, U UX 000COOICHHBIMU
MOJPA3ICIICHUSIMH, PACTIONIOKEHHBIMH B CEJIbCKUX HACEICHHBIX MTYHKTAX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble opranu3anuy, [IpaBui oTnycka HApKOTUYECKUX CPEICTB M IICUXOTPOIHBIX BEIIECTB,
3aperuCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX MTPENapaToOB IS MEJUIIMHCKOTO MPUMEHEHHS,
JIEKapCTBEHHBIX MPENapaToB Il MEAULIUHCKOIO IPUMEHEHUS, COICPKAIINX HAPKOTUUECKUE CPEICTBA U
NICUXOTPOITHBIE BemiecTBa, [lopsaka oTmycka rpakiaHam arnTedHbIMU OPTaHU3aLUSAIMH
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB sl HMMYHOIPO(pUIAKTUKA'

B cootBerctBHU ¢ yacTsamu 2 u 3 cTathu 55 DenepanbHoro 3akona ot 12 ampens 2010 r. N 61-03
"O6 oOpateHlH JIEKapCTBEHHBIX cpelncTB', yacThio 3 craTthl 12 ®denepanbHOro 3akoHa ot 17 ceHTsops
1998 r. N 157-@3 "O6 ummyHonpoduiIakTHKe HHPEKIMOHHBIX Oone3neil”, moamyHkramu 5.2.165, 5.2.169
u 52183 nynkra 5 Ilonoxkenuss o MunucrepctBe 3apaBooxpaHeHuss Poccuiickoit ®Deneparui,
yTBEpKAeHHOT0 mocTaHoBieHueM [IpaButensctBa Poccuiickoii ®enepanuu ot 19 urons 2012 r. N 608,
MPUKAa3bIBAIO:

1. YTBepauTs:

[IpaBuna oTmycka JEKapCTBEHHBIX MPENapaToB I MEIUIMHCKOIO IPUMEHEHHUS anTe4YHbIMU
OpTraHu3alUsAMM, WHIUBUIYaJIbHBIMH MHpPEAPUHAMATEIIMH, UMEIOUIMMHU JHUIICH3UI0 Ha OCYIIECTBICHUE
(bapManeBTUUECKOW JAEATENIbHOCTH, MEIUIMHCKAMHU OpraHu3alisM{, MMEIOUIMMU JIMIEH3UI0 Ha
OCyILIECTBIIEHHE (DapMaleBTHUECKOW JEATeNbHOCTH, M HUX O00O0COOJEHHBIMH MOApa3eNCHUSIMH,
PAacIoOKEHHBIMU B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeuHble OpraHU3alluH,
cornacHo npuioxenuto N 1 k HacToseMy puKasy;

[IpaBuna oTmycka HapKOTMYECKUX CPEJCTB M INCHUXOTPOIHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B
Ka4yecTBe JICKApCTBEHHBIX MPENnapaToB Ui MEIUIIMHCKOTO IPUMEHEHHS, JIEKAPCTBEHHBIX MpenapaToB JUIs
MEIUIUHCKOTO0 TNPUMEHEHUs, COJEp)KalIMX HApKOTHMYECKHE CpEeACTBA U ICUXOTPOIIHbIE BEIIECTBA,
cornacHo npuioxenuto N 2 K HacTosIeMy IpUKazy;

[Topsimoxk  oTmycka  rpakJaHaM  anTeYHBIMH  OpraHM3alMsIMU  MMMYHOOMOJIOTHMYECKUX
JIEKapCTBEHHBIX MpenapaToB s MUMMYHONPO(UIAKTHKH coryiacHo mpuioxkeHuto N 3 k Hacrosiemy
NpUKa3zy.

2. llpu3HaTh YTpaTUBIIMM CHUJIy TIpuka3 MuHHCTEpCTBA 3ApaBooxpaHeHus Poccuiickoi
@eneparuu ot 24 HosiOps 2021 r. N 1093n "O6 yrtBepxknenuu IlpaBuin oTmycka JeKapCTBEHHBIX
npenapaToB s MEIUIMHCKOTO TPUMEHEHUS AaNTEeYHbBIMH OpraHu3alisIM{, WHAWBUAYAIbHBIMU
OpeANpUHUMATENSIMH, UMEIOIIMMHU JIMIIEH3UI0 Ha OCYILIECTBIIEHHE (apMalleBTUYECKON NesTeIbHOCTH,
MEIULIMHCKUMHM OpPraHM3alMsMH, HMEIOIIMMHU JIMIEH3UI0 Ha OCYILIECTBIEHHE (apMaleBTHYECKON
NEeATeNIbHOCTH, M HX O000COOJEHHBIMH MoJpa3AeieHusMH  (amMOyiaTtopusiMu, (enpIIepcKuMu 1
(enpaIepcko-akymepcKUMH  IMyHKTaMH, LeHTpaMu (OTAeNeHHsMHU) oOmei BpaueOHON (ceMeiHOi)
NPAKTHKH), PACIIOJIIOKCHHBIMU B CEIBCKUX MOCEIICHUSAX, B KOTOPHIX OTCYTCTBYIOT allTeuHbIC OpraHu3allty,
a taxke I[IpaBui oTmycka HApKOTHMUECKUX CPEACTB M INCUXOTPOIHBIX BEIECTB, 3apETUCTPUPOBAHHBIX B
Ka4yecTBe JIEKapCTBEHHBIX MPENnapaToB Uil MEIUIIMHCKOTO IPUMEHEHHMS, JIEKAPCTBEHHBIX MpenapaToB JUIs
MEIUIUHCKOTO MPUMEHEHUs], COAEepP KaIMX HAPKOTHYECKUE CPEJCTBA M ICUXOTPOIHbIE BEIIECTBA B TOM
yuciae Ilopsinika oTmycka anTeyHbIMH —OpPraHU3alUsMH  MMMYHOOHOJOIMYECKHX —JIEKapCTBEHHBIX
npenapatoB” (3apeructpupoBaHn MunuctepcTBoMm toctuiiuu Poccuiickoit deneparmu 30 HosOps 2021 r.,
peructpaiuonsbiii N 66142).

3. Hacrosimuii npuka3s Becrynaer B cuity ¢ 1 centsiOps 2025 r. u aeiictByer 10 1 centsaops 2031 r.

Munuctp M.A. Mypaiko



3apeructpupoBano B Munrocte Poccun 9 anpens 2025 r.
Perucrpaunonnsiii N 81789

IIpunoxenne N 1

K [IpyKa3y MHHHCTEpPCTBA 3APaBOOXPAHECHHS
Poccuiickoit @enepannu

ot 7 mapta 2025 r. N 100n

IIpaBuia
OTIIYCKA JIEKAPCTBEHHBIX NPENapaToB AJIs MeJUIHHCKOI0 IPUMEHEHHU AlITeYHbIMU
OpPraHM3auMAMH, HHAUBUAYAJIbHBIMH NPeINPHHUMATEIAMH, HMEIOIMMHU JIHIEH3UI0 HA
ocyliecTBJIeHHE (papMaLeBTHYECKOM IeATeJbHOCTH, MEAUIMHCKUMHU OPraHU3allusiMH, HMEIOLIUMHU
JIMIEH3HI0 HA ocyllecTBIeHHe (papManeBTHYECKOM AeATeJbHOCTH, H X 000C00IeHHBIMH
NoApa3AeJeHUsIMH, PACIOJI0KEHHBIMH B CEJIbCKUX HACEJEHHBIX IYHKTAX, B KOTOPbIX OTCYTCTBYIOT
anTe4yHble OPraHu3alumn

|. O0mue TpeGOBaHMS K OTIYCKY JIEKAPCTBEHHBIX NPenapaToB AJs MeIHIUHCKOr0 PUMeHEeHHUs

1. OTmyck JIeKapCTBEHHBIX PENapaToB Uil MEJUIIMHCKOTO IPUMEHEHHUs (Iajiee - JeKapCTBEHHbIC
npenaparbl) OCYLICCTBIISICTCS aNTCYHBIMU OPraHM3alUsIMH ¥ WHAMBUIYAIbHBIMH TPEANPUHUMATEISIMH,
UMEIOIIMMHU  JIMLEH3UI0 Ha OCYLIECTBJIEHHE (PapMalleBTUUYECKON JAeATeNbHOCTH, MEAUIUHCKUMHU
OpraHu3alusIMM, MUMCEIOIUMH JIHMIICH3UI0 Ha OCYLIECTBJICHHE (apMalleBTUYECKOH AEATeNbHOCTH, U HUX
000CO0JIEHHBIMU TO/IPA3/ICTICHUSAMH, PACIIONOKEHHBIMU B CEJIbCKUX HACEJCHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTeYHbIC opranusaiuu (nanee - cyObeKThl POSHUYHON TOProBin), 6e3 peuenta u (KIU) 1o
pelLenTy Ha JEeKapCTBEHHBIN mpenapar, ohOpMICHHOMY MEIHIIMHCKUMU paOOTHUKaMH (1anee - peuenr), a
TaKXke Mo TpeOOBAHMIO MEAMLIMHCKOW OpraHM3alllid B COOTBETCTBMU C IMyHKTOM 54 craTtbu 4, yacThio 1
crate 56 ®PenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpaimeHHH JeKapCTBEHHBIX
cpencts” (nanee - ®enepanbublii 3akoH N 61-D3).

2. OTmyck JIeKapCTBEHHBIX TMpenapaTroB, M3TOTOBJICHHBIX B aNTEYHBIX OpraHU3alMix,
OCyLIECTBIIsIeTCST ¢ y4yeToM IIpaBuil WM3rOTOBIEHHMS W OTIHYCKa JIEKAPCTBEHHBIX IpEnapaTroB s
MEAUIMHCKOTO MPUMEHEHHS allTe€YHbIMA OpraHU3alMsIMU, UMEIOIUMU JIMIEH3UIO Ha (apMalieBTUYECKYIO
JeSITebHOCTD, YTBEPXKACHHBIX NpUKa3oM MUHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot
22 mas 2023 r. N 2491 (3apeructpupoBan MunucrepcTBoM toctuimu Poccuiickoit @eneparnmu 29 mast
2023 r., peructparmonnsiit N 73564, neiictByer o 1 centsiops 2029 r.).

3. Ilo penenTaM, BBIMMCAHHBIM Ha peuentypHbIX Omankax (opmbr N 148-1/y-88, ormyckarorcs
JIeKapCTBEHHbIE Mpernapathl, yka3zaHHble B myHKTe 9 Ilopsiika HazHaueHHs JEKapCTBEHHBIX IpenapaToB
JUIS  MEIHMIMHCKOTO TPUMEHEHHUs, YTBEPXKIACHHOTO MPHKa30M MMHHCTEPCTBA  3/PaBOOXPAHEHHUS
Poccwuiickoit @eneparyu ot 24 Hos0ps 2021 r. N 1094n (3apeructpupoBaH MUHHUCTEPCTBOM FOCTUIIMU
Poccwuiickoii @eneparu 30 HosOpst 2021 1., peructpaunonnsiii N 66124, neiictByet 1o 1 mapra 2028 r.)
(manee - [Topsiiok Ha3HAUCHMUS).

4. Tlo peuenrtam, BBITMCAHHBIM Ha peuenTypHbIX Omankax gopmer N 148-1/y-04(x), ykazaHHBIM B
nyHkre 10 Ilopsaka Ha3HAUEHMs], OTITYCKAaIOTCS JIEKAPCTBEHHBIE MTPENapathl, OTITyCKaeMble OECIUIaTHO WU
CO CKUAKOW TpakJaHaM, HMMEIOIIMM NpaBO Ha OOeCledyeHue JIEKAPCTBEHHBIMU MpenapaTtamMM 3a CHeT
CpeACTB OIO/KETHBIX AaCCUTHOBAaHUHM QenepanbHOro OwojpkeTa M OIOKETOB CyObekToB Poccuiickoit
denepanyu (manee - JIeKapCTBEHHBIE MPENAPaThl, OTIYCKAEMbIe OECIUIATHO MJIH CO CKHIKOM).

5. JIekapcTBeHHBIE MpenapaThl, yKa3aHHble B MyHKTe 3 HacToAmmx [IpaBui, npeaHa3sHayeHHbIe JUIs
rpax/iaH, UMEIOLIMX MpaBo Ha oOecleyeHue JIGKApCTBEHHBIMU IpenapaTaMy, OTIYCKaeMbIMU OeCILIaTHO



WIA CO CKHJKOH, OTIyCKAalOTCS TPHU TPEIbSIBICHUH PELENTa, BBINUCAHHOTO HA PElENnTypHOM OnaHKe
¢dopmer N 148-1/y-88, u peuenta, BenmucanHoro Ha perentypHom onanke popmbl N 148-1/y-04(i).

6. [lo peuentam, BbIMCaHHBIM Ha penenTypHbix Omankax ¢opmer N 107-1ly, ormyckarorcs
JIeKapCTBEHHBIE Mpenaparhl, ykazaHHble B myHkTe 11 [Topsaka Ha3HaueHHUS.

7. KoMOuHHpOBaHHbBIE JIEKAPCTBEHHBIE MPEnapaThl Al MEAUIIMHCKOTO IPUMEHEHUS, COepKaIIe
KpOME MaJbIX KOJUYECTB HAPKOTHUYECKUX CPE/ICTB, NCHUXOTPOIHBIX BEIIECTB U HUX MPEKYypCOPOB JApyrue
(apMakosoruuecKue akTUBHBIE BEIIECTBA, YKa3aHHbBIC B IyHKTaxX 3 U 6 HacTosmux [IpaBui, oTmyckatoTcs
CyObeKTaMH PpO3HMUYHOW TOPrOBIM, IO pELENTaM, BBINMCAHHBIM Ha pEIEeNnTypHBIX OyaHkax (opm
N 107-1/y u N 148-1/y-88, xpome Tex JeKapCTBEHHBIX IPEMapaToB, KOTOPHIE OTIYCKAIOTCs 0€3 perenTa.

8. Ilo pementam B ¢opMe 5>IEKTPOHHOIO JOKyMEHTa C HCIIOJIb30BAaHUEM YCUIJICHHOM
KBaJTU(HUIUPOBAHHON 3JICKTPOHHON MOAMMCHA MEAMLIMHCKOrO pabOTHHKA, B COOTBETCTBUU C yacTbio 1
cratbt 5 @enepanbHoro 3akona ot 6 ampenst 2011 r. N 63-®3 "O06 snekTpoHHON moxamucu" (nanee -
peuent B (opMe DJIEKTPOHHOTO JOKYMEHTA), OTITyCKAalOTCS JIGKapCTBEHHBIC IpENapaThl, yKa3aHHBIC B
nyHKTax 3 - 7 Hacrosimx [IpaBui, npu NpUHATHM pelieHus 00 MCIOJIb30BaHUH HAa TEPPUTOPUHN CyObEKTa
Poccuiickoii @enepanuu Hapsay € pelenTaMM Ha JIeKapCTBEHHbIE NpernapaTbl, O(OpMIICHHBIMH Ha
OyMa)KHOM HOCHTEIIE, PELIENITOB Ha JIEKAPCTBEHHBIE IIpenapaThl, CPOPMUPOBAHHBIX B (pOpME dJIEKTPOHHBIX
JIOKYMEHTOB B COOTBETCTBHUH € ITyHKTOM 4 ctaThu 6 PenepanbHoro 3akona N 61-03.

9. Otnyck JeKapCTBEHHBIX NpenapaToB, HE YKa3aHHBIX B MyHKTax 3-7 Hacrosmux l[IpaBui, B
COOTBETCTBUH C MHCTPYKIMSAMU 10 UX METUIIMHCKOMY IPUMEHEHHIO OCYILIECTBIIAETCS 0€3 PeLenToB.

10. ITpu HEBO3MOKHOCTH MPEJOCTABICHUSI HHKYpPAOEIbHBIMU OOJBHBIMHM Ha 3aBEPILAIOLIEM HTarle
JKU3HU TIOJTHOMOYHSI Ha MPaBO MOIYUYEHHUS JEKapCTBEHHBIX MPENapaToB TaKUe JEKAPCTBEHHBIE MPENapaThl
OTITYCKAIOTCS MHBIM JIMIIaM, OCYLIECTBISIOMIUM YXOJ 33 HUMH, NPH MPEIbSIBICHUH OJHOBPEMEHHOTO C
pelenToM Ha JIEKAapCTBEHHBIM NpenapaT AOKYMEHTa, YAOCTOBEPSIOLIEr0 JWYHOCTh, W JOKYMEHTa,
MOJTBEPIKIAIOIIET0 MHKYpaOeIbHOE COCTOSHME OOJBHOIO, COJIEpIKAlllero CBEACHHUS O JIMIE, KOTOpoe
NOJTy4YaeT JIeKapCTBEHHBIE Npenapathl o peuenty (pamumus, ums, ordecTBo (MIpH HAJTHMYKMH), BUI, CEPHS U
(unM) HOMEp [OKYMEHTa, YAOCTOBEPSIOUIET0 JIMYHOCTH), 3aBEPEHHOTO TIOAMUCHI0 M  IEYaThO
MEIUIMHCKOr0 pa0OTHHUKA, a TAK)Ke MeYaThio MEUIIMHCKOW OpraHu3aluy.

JIOKyMeHT, TNOATBEepKAAIOIIMNA WHKypabedbHOE COCTOSHHE OOJIBHOTO, OCTaeTcs y CcyObekTa
PO3HUYHOHN TOPTOBIIH.

11. Otnyck JlekapcTBEHHBIX MPENapaToB OCYIIECTBIISETCS B TEUEHHE YKAa3aHHOIO B PELeNTe CPOKa
€ro JIECHCTBH.

12. B cayuyae OTCyTCTBHS Yy CyOBEKTa PO3HHYHON TOProBIM JIEKAPCTBEHHOrO Ipernapara,
YKa3aHHOTO B pelenTe, 3a UCKII0YEHHEM HEOOXOAMMOCTH 3aKyIKU JIEKApCTBEHHOIO IpenapaTa, JaHHBIH
JIEKapCTBEHHBIM Ipenapar OTIYCKaeTcsl CyOBEeKTOM PO3HMYHON TOPrOBIM B CPOK, HE NPEBBILIAIOLINIMA
necatu pabouumx JAHEH ¢ JaThl OOpalleHus TIpaXJaHUHAa K CYOBEKTYy pPO3HHYHOM TOProBiH, 3a
UCKITIOYEHHEM JICKapCTBEHHOI'0 Mpernapara, BBIMMCAHHOTO Ha peuente ¢ moMeTkod "Cito" (cpouno),
KOTOPBIH OTIyCKaeTcs B CPOK, HE MPEBBIIAIONIMI TpeX paboumx JHEH ¢ JaThl 0OpaleHus.

B ciydyae HE0OX0IMMOCTH 3aKyNKH JIEKAPCTBEHHOI'O Mperapara, YKa3aHHOrO B pelenTe, JaHHbIH
JIEKapCTBEHHBIM Ipenapar OTHYCKaeTcsl CyOBEeKTOM PO3HMYHON TOPrOBIM B CPOK, HE NPEBBILIAIOLINMA
TpUaLATH paboymX JHEH C AaThl 0OpalleHus IPaXIaHUHA K CYObEeKTY PO3HUYHON TOPrOBIIH.

13. B cayuyae oTCcyTCTBHS Yy CyOBEKTa PO3HHYHON TOProBIM JIEKAPCTBEHHOrO Ipernapara,
OTITyCKaeMOT0 32 MOJIHYI0 CTOMMOCTb, YKa3aHHOI'O B pelente, 0(hOpMIEHHOM Ha PEeLeNTYpHOM OJaHKe Ha
OyMa)XHOM HOCHTEJe, peLeNnT BO3BpallaeTcs JIMIy, YKa3aHHOMY B pelenTe, €ro 3aKOHHOMY
NPEJCTaBUTENI0 WU JIMIlYy, KOTOpOE JIMIO, YKa3aHHOE B peLenTe, WM €ro 3aKOHHbBII NpeICcTaBUTEINb
YIOJHOMOYMIIM Ha TOJIyuYeHHE JICKapCTBEHHBIX MPENaparoB, ¢ OTMETKOM Ha oOpaTHOU cTopoHe "Penent
HPUHAT Ha 00CITy’)KMBaHUE" C yKa3aHUEM JaThl IOCTAHOBKH pelienTa Ha 00CIIy)KUBaHUE.

B cnydae orcyTcTBUS y CyObeKTa pPO3HHMYHOM TOPrOBIM JIEKAPCTBEHHOIO MpenapaTta,
OTITyCKaeMOro OeCIUIaATHO MJIM CO CKHMJKOM, yKa3aHHOro B peuLente, o(GpopMICHHOM Ha peLenTypHOM
OnmaHke Ha OyMa)KHOM HOCHTEJE, PELeNT BO3BpAIIAeTCs JMIlY, YKa3aHHOMY B pelenTe, ero 3aKOHHOMY
NPEJCTaBUTENI0 WU JIMIly, KOTOpOE JIMIO, YKa3aHHOE B peLenTe, WM €ro 3aKOHHbBII NpeIcTaBUTEINb



YIOJIHOMOYHIIM Ha TOJIy4YeHHE JICKapCTBEHHBIX IMPENaparoB, ¢ OTMETKOM Ha oOpatHoW cTopoHe "Penent
NPUHAT Ha 00CTyXHBaHUE" C yKa3aHHEM JIaThl IOCTAHOBKH pelenTa Ha 00CIIy)KHUBaHUE M HOMEpa 3aIHCch
B )KypHaJle yueTa PelenToB, HaXOIAIIMXCs Ha 00CITy>KUBAHHH.

[TpunstTHe Ha 0OCITy)XMBaHUE peEleNTa B JIEKTPOHHOM BHUJE OCYLIECTBISICTCS B COOTBETCTBHUU C
nyHKkToM 35 Hactosimux [IpaBuit.

14. )XXypHan yyera penentoB, HaXOASLIMXCS Ha OOCITy>KUBaHWH, Ha JICKAPCTBEHHBIC IMpENaparsl,
OTITyCKaeMble OECTIATHO WJIM CO CKUIKOH, BeIeTCsl B CBOOOTHON (hopMe B OYMaKHOM HITM JIEKTPOHHOM
BUJIC U COJCPKUT CIICAYIOIINE CBEICHUS:

a) Aara oOpalIeHUs JIUIA, YKa3aHHOTO B PEIeNTe, WM ero 3aKOHHOTO HPEICTaBHUTEIIS MM JIUIA,
KOTOpOE JIMIO, yKa3aHHOE B peLenTe, WIN €ro 3aKOHHBIA MPEICTaBUTENb YIOJIHOMOYMIN HA MOJyYCHHE
JIEKapCTBEHHOT0 Impemnapara (JIEKapCTBEHHBIX IIPEapaTtoB) K CYOBEKTY PO3HHYHOW TOProBIHM 3a
JIEKapCTBEHHBIM IpenaparoM (JIeKapCTBEHHBIMH ITpenaparami);

0) nata u HOMep perienTa (IpU HATUYKHN);

B) JlaTa OKOHYAHUs ICHCTBUS PEeLENTa;

r) Aata OKOHYaHUs oOcyxuBanus perenta (¢ yaerom nmyHkToB 11 u 12 Hacrosmux [Ipasun);

) MEXIyHapoJHOE HENAaTCHTOBAaHHOEC HAMMCHOBAaHWE WIM TOProBO€ HAWUMECHOBAHHUE
JIEKapCTBEHHOTO Ipernapara (JIekapCTBEHHBIX MPENapaToB), yKa3aHHOTO (YKa3aHHBIX) B PEICIITE;

e) ¢amuiams, UMs, OTY4ECTBO (IIPU HAJIMYKMM) JIMIA, YKa3aHHOTO B PELENTEe, MM €ro 3aKOHHOTO
NPEICTaBUTEN WIM JIMIA, KOTOpPOE JHUI0, YKa3aHHOE B peLeNnTe, WIM ero 3aKOHHBIN IMpeJICTaBUTEINb
YIIOJTHOMOYHJIY Ha MOJy4YEeHHUE JICKaPCTBEHHOTO Mpenapara (JeKapcTBEHHBIX MPENapaToB);

) TenedoH JUIa, YKa3aHHOTO B PEIENTe, M €ro 3aKOHHOTO MPEACTaBUTEIS WX JIHIA, KOTOPOoe
JMIO, YKa3aHHOE B pelente, WIM €ro 3aKOHHBIA MPEACTaBUTENb YHOJHOMOYMIM Ha IOJydyeHHE
JIEKapCTBEHHOTO Ipernapara (JIekapCTBEHHBIX IPETapaToB);

3) JaTa OMOBEIICHHMS JIUIIA, YKAa3aHHOTO B PELENTe, WU €ro 3aKOHHOTO MPEJICTaBUTEIS WU JIUIA,
KOTOpOE JIMIIO, YKa3aHHOE B peLenTe, WIN €ro 3aKOHHBIA MPEICTaBUTENb YIOJIHOMOYMIN Ha MOJydYeHHE
JIEKapCTBEHHOTO MpemnapaTa (JIeKapCTBEHHBIX MpPENapaTroB) O MOCTYIUICHHH JIEKapCTBEHHOTO Mperapara
(JIekapcTBEHHBIX MPENapaToB);

M) J1aTa OTITyCKa JIGKapCTBEHHOTO Tpernapara (JIeKapCTBEHHBIX MTPEnapaToB);

K) TOANKMCH JIMIA, TMOJYyYMBIIEro JICKApCTBEHHBIH mpenapar (JIeKapCTBEHHBbIE mNpenapaTsl) (B
cllydyae BeJICHHs )KypHaa y4eTa pelenToB, HaXO IIIIXCs Ha 00CTy>)KUBaHUU Ha OyMa)KHOM HOCHUTEIE).

15. JlexapcTBeHHbIE NpenapaThl, OTIyCKaeMmble OECIUIATHO MM CO CKHJIKOH, MO peuenTam,
HaXOJAIIMMCS Ha OOCIYy)XKMBAHUU Y OIHHMX CYOBEKTOB PO3HHUYHOM TOPrOBIIM, PACIOJIOXEHHBIMH Ha
Tepputopun cyowsekra Poccuiickoil @eneparun, B KoTopoM 0GopMIIeH pelent B (GopMe 3JIeKTPOHHOTO
JIOKYMEHTA, OTIIYCKAIOTCS UHBIMU CyObEKTaMU PO3HMYHOW TOPTOBIIM, PACHOJIOKEHHBIMH HA TEPPUTOPHH
Toro ke cyObekra Poccuiickoii @enepanuy, ¢ BHECEHHEM CBEIEHHH B TOCyIapCTBEHHYIO
MHPOPMALIMOHHYIO CHCTeMy B cdepe 3apaBooxpaHeHuss cyObekra Poccuiickoit ®denepauuu, B
COOTBETCTBUHU ¢ MOANYHKTOM "e" myHkTa 3 [lonokeHust 0 equHoil rocyjapcTBeHHON MH(OpPMaMOHHON
cucreMe B cdepe 3ApaBOOXpaHEHMs, YyTBEpKIEHHOTo mnoctaHoBieHueM [IpaBurensctBa Poccuiickoit
®eneparu ot 9 deppans 2022 r. N 140 "O enunHol rocyaapcTBeHHOW MH(POPMALMOHHON cuUCTeMe B
chepe 3apaBooxpaHenus” (manee - [lomokeHue), a CyOBEKTOM PO3HUYHOW TOPTOBJIM, MOCTABUBIIMM
peuenTt Ha oOCIy)XMBaHHE, - CO CHATHEM TaKOro pelenrta ¢ OOCIyKMBaHUS U BHECEHHEM CBEICHHUN B
KYpHaJl yueTa pelenToB, HaXOASIUXCs Ha 00CTy)KUBaHUH.

16. IIpu mocTyruieHUM JIEKapCTBEHHOIO IpenapaTa CyOBEKT PO3HHUYHOM TOPrOBIM B TEUEHHE
OJTHOro pabodero IHs, cO JAHSA IMOCTYIUICHHs JIEKAPCTBEHHOI'O IIpernapara, yKa3aHHOro B IyHKTe 13
Hactosmux [IpaBui, yBenoMisieT M0, yKa3aHHOE B PELENTe, €ro 3aKOHHOTO MPEJICTaBUTEN WIH JIUIIO,
KOTOpOE JIMIIO, YKa3aHHOE B PELENTe, WK €ro 3aKOHHBIA MPEICTaBUTENb YIOJIHOMOYMIIN Ha MOJYy4YEeHUE
JIEKapCTBEHHBIX MPENnapaTroB, O MOCTYIUIEHUH JIEKAPCTBEHHOr'0 IpenapaTa, B yCTHONH (opMe MocpeCTBOM
tenedoHHoi cBsi3u u (nam) nmocpencrBom CMC-cooOrieHust Ha HoMep TenedoHa, YKa3aHHbIA B JKypHaie
ydeTa pelernToB, HaXOAIUXCs Ha OOCITyKMBAaHUH, WIM MOJXYYEHHBIH OT JIMIA, YKAa3aHHOI'O B peIenTe,
WIN €ro 3aKOHHOTO MpeACTaBUTENs WM JIMIA, KOTOPOe JIMIO, YKAa3aHHOE B peLeNnTe, WK ero 3aKOHHBIN



NPE/ICTABUTEIh YIIOJHOMOYMIIN Ha TIOTyYeHHE JIEKAPCTBEHHOTO npernapata (JIeKapCTBEHHBIX MPENaparoB).

17. JlekapcTBeHHbIE Ipemaparbl OTIYCKAIOTCS B KOJHYECTBE, YyKa3aHHOM B peLente, 3a
UCKJTIOUEHHEM CITy4aeB, KOTJa s JISKapCTBEHHOT'0 IpenapaTa YCTaHOBJIEHO KOJIMYECTBO, KOTOPOE MOXKET
OBITH BBIIIMCAHO B OJIHOM pELENTe, B COOTBETCTBHHU ¢ IMyHKTOM 13 Ilopsiaka Ha3HAUCHMS.

[Ipy mpenbsBIEHUM pelenta ¢ MPEBbILICHUEM MNPEIeTbHO  JIOMyCTUMOTO  KOJIMYECTBA
JICKapCTBEHHOTO MpernapaTta, KOTOpOE JOIMYyCKaeTcss B OJHOM perente, (apMaleBTUYECKHid pabOTHUK
OTIYCKAeT YyKa3aHHOMY JIMIy YCTaHOBJIEHHOE COOTBETCTBEHHO IPENENbHO JOMYCTUMOE KOJIMYECTBO
JICKapCTBEHHOTO IpenapaTa, ¢ IPOCTaBJICHHWEM COOTBETCTBYIOLICH OTMETKM B peuente o0 OTHycKe
JIEKapCTBEHHOT O Ipenapara.

[Ipu Hamuuuu y cyObeKTa PO3HUYHOM TOPrOBIM JICKAPCTBEHHOIO IIpernapara C J03UPOBKOH,
OTJIMYHON OT JO3UPOBKM JIEKAPCTBEHHOrO IIperapara, yKa3aHHOW B peLenTe, OTIMYCK HMEIOIIErocs
JICKApCTBEHHOTO Iperapara JIOIMyCKaeTcs, €ciau JA03MPOBKA TAKOTrO JIEKAPCTBEHHOI'O Iperapara MEHbLIe
JO3MPOBKH, YKa3aHHOW B peuente. B TakoM cilyyae OCYIIECTBIISETCS MEpecdyeT KOJIMYecTBa
JIEKapCTBEHHOTO MpenapaTa ¢ y4eToM Kypca JISUeHHUs], YKa3aHHOTO B PELEITeE.

18. Ormyck JIeKapCTBEHHOrO MpenapaTa OCYLIECTBISICTCS B TEPBHYHON W (WJIM) BTOPHYHOM
(MOTPeOUTENBCKOM) YIaKOBKAaX MpPU HAIWYMU MapKUPOBKH, KOTOpas OTBeyaeT TpeOOBaHHSIM cTaThbi 46
®denepanbHoro 3akona N 61-D3.

19. Ilpu ormycke JEeKapCTBEHHBIX MpENapaToB MO peUenty, opopMICHHOMY Ha pelenTypHOM
OnmaHke Ha OyMakHOM HocuTene, (gapMaleBTHUYeCKUil pabOTHUK MPOCTaBISET OTMETKY Ha peuente o0
OTIyCKE JIEKApCTBEHHOTO Ipemnapara 'JlekapcTBeHHBIH Mpenapar OTIyLIeH U ¢ yKa3aHHEM:

a) HaAMMEHOBaHMs CyOBEKTa PO3HMYHON TOproBimu ((pamunm, MMeHH, oTd4ecTBa (NPH HAIUYHH)
WHJIMBULYy ATBHOTO TIPEANTPUHUMATEIIS);

0) TOProBOoro HaMMEHOBaHUs (3a MCKIIIOYEHUEM JICKAPCTBEHHBIX IPENapaToB, U3rOTOBJICHHBIX B
anTeYyHON OpraHM3alliK), JO3UPOBKU U KOJIMYECTBA OTITYIICHHOTO JIEKAPCTBEHHOT'O Mpernapara;

B) (pammim, mMeHH, oTuecTBa (MIPU HAIWYKMN) MEIUIIMHCKOTO paOOTHUKA B Cllydae, YKa3aHHOM B
a63are TpetbeM myHkTa 20 Hactosmmx [IpaBu;

r) ¢bamuinu, ¥MeHH, oTdyecTBa (MpH Hanu4yuu) GapMaeBTUYECKOro pabOTHUKA, OTITYCTHBIIEIO
JIEKapCTBEHHBIH Mpenapar, ¥ ero NoIHCH;

) AaThl OTIYCKa JIEKAPCTBEHHOTO IperapaTa.

20. IIpu oTmycke JIeKapCTBEHHBIX MpENapaTroB IO PELENTy, BBIMHCAHHOMY Ha pPELENTypHOM
onanke gopmbr N 107-1/y co cpokoM AEWCTBHS IO OJHOTO Trojla, B KOTOPOM YyKa3aHbl MEPUOIBI U
KOJIMYECTBO OTIyCKa JIEKApPCTBEHHOrO mpemnapara (B KaKAbI IMEpUOJ), PELENnT BO3BpAILAcTCs JIUILY,
npuoOpeTarolieMy JIEKapCTBEHHBIN Mpernapar, ¢ OTMETKOM, coJiepiKalieil CBeIeHus], yKa3aHHbIE B MTyHKTE
19 nacrosmux [pasu.

[Tpu ouepenHoM OOpaIlEeHUU JIMLA K CYOBEKTYy PO3HMYHOM TOPrOBIM C JIAHHBIM pPELENTOM
YUUTBIBAIOTCS OTMETKU O MpPEeIbIIyLIeM OTIYCKE JEKapCTBEHHOro Ipernapara Mo TakoMy pelenTy U B
cillydyae MPHOOpETeHMs JIMLOM  KOJMYECTBAa  JIGKAPCTBEHHOI'O  Ipernapara, COOTBETCTBYIOIIETO
MaKCHUMAaJIbHOMY KOJMYECTBY, YKa3aHHOMY MEAULMHCKUM paOOTHUKOM B peLENTe, a TAKKe M0 UCTEUEHUU
CpOKa JIeHCTBHS pelenTa, Ha peuente npocrasisercss mramn 'JlekapcTBeHHBbIH HpenapaT OTIYIIEH U
peLenT BO3BpaIaeTCs JIUILY.

EnvHOBpeMEeHHBI OTHYCK JIEKapCTBEHHOI'O IMpernapara [0 pelenty, BBIIUCAHHOMY Ha
peuentypHom Onanke ¢Gopmbr N 107-1/y co cpokom ACHCTBUSL O OJHOTO T0/a, B KOTOPOM YKa3aHBI
NEepUOJIbl OTITyCKA JIEKAPCTBEHHOr'0 IpenapaTa U KOJIMYECTBO, OTIIyCKaeMOro JIEKapCTBEHHOI'O Mpernapara
(B KaXKIplil TIEPHON), TOMYCKACTCS TOJIBKO MO COIIACOBAHUIO C MEJUIIMHCKHM PaOOTHHKOM, BBITHCABIINM
peLenT.

21. Ilpu oTmycke JIeKapCTBEHHBIX MpPENapaTroB IO PELENTy, BBINHCAHHOMY Ha pPELENTypHOM
onanke ¢opmbl N 148-1/y-04(;1), 3amonHEHHBIH KOPEIIOK TAaKOrO PEUEenTypHOro OiaHKa ImepeaaeTcs
(apmaLeBTHYECKUM paOOTHUKOM JIMILY, IPHOOpeTarneMy (MoTydaromemMy) JeKapCTBEHHbIE MTpenaparsl.

22. OcraroTcsi W XpaHATCI y CYyOBEKTa pPO3HMYHON TOPrOBIM perentsl (¢ OTMETKOM
"JlekapCTBEHHBIH Mpernapar OTIyIIeH'") Ha:



a) JICKApCTBCHHBIC MPEMapaThl, OTIYCKaeMbIe OSCIUIATHO MJIH CO CKUIKOM, - B TCUCHUE TPEX JIET;

0) JIeKapCTBEHHBIC IMpENaparbl, OTHOCSIIUECS [0 AaHATOMO-TEPANECBTHUYCCKO-XUMHUYCCKON
Kiaccu(uKaIy, peKOMEHIOBaHHOW BcemupHo# opranusamueii 3apaBooxpanenust (mainee - ATX), k
aHTtuncuxorudeckum cpeacream (kogq mo ATX NOS5SA), ankcuonutukam (kox mo ATX NO5SB),
CHOTBOPHBIM U cepatuBHbIM cpenctBaM (koq mo ATX NO5C), anrtuaenpeccantam (kox o ATX NO6A) u
HE TIOJIe)KAIINE MPEIMETHO-KOJTUYECTBEHHOMY YUeTy, - B TEUCHUE TPEX MECAIICB.

23. PeuenTtsl, He yKa3aHHbIE B MyHKTe 22 HacTosAmMx IIpaBui, OTMEUalOTCS MITAMIIOM
"JlekapCTBEHHBIA Ipenapar OTIYyIIeH' W BO3BpAIlAIOTCA JIMIY, HpuoOperaromeMy (HoIydaromemy)
JIEKapCTBEHHBIN IIpernapar.

24. PeuenTsl, BhIIMCAaHHBIC C HapylmieHueM llopsaka Ha3Ha4YeHMs, B TOM YHUCIIE B OTHOIICHHH
JIEKapCTBEHHBIX IMPEMapaToB, KOTOPbIE B COOTBETCTBUU C HUHCTPYKIUSMU IO WX METUIITHCKOMY
MPUMEHEHHIO MPEAHA3HAYCHBI ISl IPUMEHEHUS TOJIBKO B MEIUIIMHCKUX OPraHU3allUsX B CTAIIMOHAPHBIX
YCIOBUSIX U (MJIH) B YCJIOBUSAX THEBHOTO CTAI[MOHAPa, OTMEYAIOTCs ITamioM "Pernent HeneidcTBuTeICH 1
BO3BpAIIAIOTCS JIUILY, IPEICTABUBIIEMY PEIICTIT.

25. B 000co01eHHOM TOApa3AeNeHUH MEIUIIMHCKOW OpraHu3aluud O00ECIeYUBAIOTCS YCIOBHS
COXPAaHHOCTH OCTABJICHHBIX HA XpaHCHHE PEIENITOB Ha JIEKAPCTBEHHBIE MIPETapaThl.

PenienTel Ha IeKapCTBEHHBIC MpemapaThl, MOMISKANIUE MPEIMETHO-KOIHUYECTBEHHOMY VYeTy,
JIEKapCTBEHHBIE Tpenaparbl, OTIHyCKaeMmble OECIIaTHO HWIIM CO CKHJKOH, €KEeMECSYHO MEepeNaroTcs M3
000COONIEHHBIX  TMOAPA3JCICHUNA  MEIUIMHCKUX  OpraHM3alliii B  MEAMUIMHCKHE  OpraHu3alui,
CTPYKTYPHBIMH MOAPA3ICICHUSIMHA KOTOPHIX OHH SBIISIOTCS, JUIS MTOCIIEIYIOMIEr0 XpaHEHHUS.

26. Ilpu oTmycke JIeKapCTBEHHOro mpemnapara QapMaleBTUYeCKUuil pabOTHUK WIH PaOOTHUK
MEJIUIUHCKOW opraHu3anuu (000CO0IEHHOTO MOIPa3ICICHUsT MEIUIIUHCKON OpraHn3allui) HHHOPMHUPYET
nuio, npuodperatomiee (mosyvaroniee) JCKapCTBEHHBIM MpenapaTr, 0 peXuMe M J03aX ero mnpuema,
MpaBWJIax XpaHEHUS B JIOMAIIHUX YCIOBHUSAX, O B3aWMOJCHCTBUH C APYTMMHU JIEKapCTBEHHBIMU
npernapaTamH.

27. Tlpu oTmycke JeKapCTBEHHOro mpemnapara QapManeBTUYeCKUil paOOTHUK WIH PaOOTHUK
MEJIUIUHCKOW opraHuzanuu (000CO0JIEHHOTO TOApa3ACICHUS MEIUIIMHCKOW OpraHu3alliH) HE BIIPaBe
NPEJOCTABNIATh HEIOCTOBEPHYIO M (WJIM) HENOJHY WH()OPMALMI0O O HAJTUYUK JICKApCTBEHHBIX
MpemnapaToB, BKIIOYasi JIGKAPCTBEHHBIE TMpEMaparhl, MMEIOIIME OJUHAKOBOEC MEXIYHApPOIHOE
HEMaTeHTOBAHHOE HANMEHOBAaHWE, B TOM YHCJIE CKpPbIBaTh MH(POPMALMIO O HAIMYUU JIEKAPCTBEHHBIX
MpernapaToB, UMEIOMIMX 0oJiee HU3KYIO IIEHY B COOTBETCTBUU cO cTaThell 74 denepanbHOTO 3aK0Ha OT 21
HOsA0psa 2011 r. N 323-®3 "O06 ocHOBax oxpaHbl 310poBbs rpaxaaH B Poccuiickoit denepanun’.

28. 3ampemiaercsi OTHMYCK JIGKAPCTBEHHBIX MpEMapaToB, YKa3aHHBIX B cTaThe 57 DemepanbHOTO
3akoHa N 61-®3.

29. 3ampemaercs pas3lelbHBI OTIMYCK JIEKApPCTBEHHBIX CPEACTB, BXOMAAIIUX B COCTaB
JIEKapCTBEHHOT'O MpernapaTa, U3roTaBIMBaeMOro CyObeKTOM PO3ZHHUYHOM TOPTOBIIH.

Il. TpeGoBaHus K OTIYCKY JIeKAPCTBEHHBIX NMPENapaToB 0 TPeGOBAHNIO MeNIHMHCKOM
OpraHu3auuu

30. Jlns obecrieyeHuss JiedeOHOro mpolecca B MEIUIMHCKONW OpraHu3aliM  anTedyHOM
OpraHu3aluel, SBISIOIIENHCS CTPYKTYpPHbIM MOAPA3[EICHUEM TaKOH MEIMLHMHCKON OpraHu3aluy,
OCYILECTBIIETCS OTIYCK JMOO H3TOTOBJIIEHHME U OTIYCK JICKAPCTBEHHBIX MpPENapaTroB Ha OCHOBAHUU
TpeOOBaHUS MEIUIIMHCKON OpraHU3altH.

MenunuHcKas opraHu3anusi BIpaBe OOpaTUTHhCS B ANTEYHYIO OPraHU3AIUI0, HE SBISIOILYHOCS
CTPYKTYPHBIM IOJpa3[cJICHUEM TaKOM MEAMIIMHCKON OpraHu3aluy C LEJIbI0 M3TOTOBIEHMS M OTIIyCKa
JIEKapCTBEHHBIX INPErnapaToB Ha OCHOBAHUM TPeOOBAaHUS MEAULMHCKOW OpraHU3alld, B TOM YHCIE MPU
OTCYTCTBUM BO3MOYKHOCTH H3TOTOBJIEHMSI OTAEIBbHBIX BHUAOB JIEKAPCTBEHHBIX IPENapaToB B alTEUYHOU
OpraHu3alyy, SBIIIOIIEHCS CTPYKTYPHBIM NIOAPAa3IEICHUEM MEIUIIMHCKON OpraHu3aluu.



31. Xpanenue TpeOOBaHUN MEIUIIMHCKON OpraHU3alMy, IO KOTOPHIM OTITYIIEHBI JEKapCTBEHHBIE
npenapaThl, OCYIIECTBIISAETCS AaNTEYHON OpraHu3alreldl B COOTBETCTBUM C MYHKTOM 22 HACTOSIIUX
[IpaBun.

32. HapymieHue 1eI0CTHOCTH NePBUYHOM YIIaKOBKM JIEKAPCTBEHHOT'O IMperapara MpH ero oTIycKe
1o TpeOOBAHMIO MEUIIMHCKOM OpraHU3aluy JOMYCKAeTCs allTeUHOM OpraHu3alreil, IMEoIeH JTUIEeH3UIO
Ha (apManeBTUYECKYIO IEATEIILHOCTh C IPAaBOM M3TOTOBJICHHUS JIEKAPCTBEHHBIX MPENapaToB.

B Takom ciy4ae OTIyCK JIEKapCTBEHHOI'O IIpemapara OCYIIECTBIIAETCS B YIIAKOBKE C
NPEAOCTABICHHEM WHCTPYKIMH (KOMMH MHCTPYKIMH) MO MPUMEHEHHIO OTITyCKaeMOTO JIEKapCTBEHHOI'O
npenapara.

I11. OTnyck JexkapcTBeHHBIX NPENapaToB N0 penenTam B (popme 3JIeKTPOHHOI0 IOKYMEHTA

33. OTmyck JIEKapCTBEHHBIX IpenapaTtoB B (popMe 3JEKTPOHHOTO IOKYMEHTa OCYIIECTBISETCS
CcyObeKTaMHi pO3HUYHON TOPTOBJIH, PACIOIOKEHHBIMH Ha TeppuTOpun cyobekra Poccuiickoit denepanumy,
B KOTOPOM 0(OopMIIEH pelienT B (hopMe JIEKTPOHHOTO JOKYMEHTA, B CIy4ae MPUHATUS YIIOJTHOMOYEHHBIM
OpPraHOM HCIIOJHHUTEIbHOM BiacTu cyObekra Poccuiickoit @enepanuu B COOTBETCTBHHM C MYHKTOM 4
cratbu 6 @enepanbHoro 3akoHa N 61-d3 pemeHuss 00 HMCIONB30BAaHUM HA TEPPUTOPUU CyOBEKTa
Poccuiickoii @enepanuu Hapsay C pelenTamMM Ha JIeKapCcTBEHHBbIE IpernapaTbl, O(OpMIICHHBIMH Ha
OyMa)KHOM HOCHTEIIE, PELENTOB Ha JIEKAPCTBEHHBIE IIpenapaThl, CPOPMUPOBAHHBIX B (POpPME dJIEKTPOHHBIX
JTOKYMEHTOB.

34. Otnyck JeKapCTBEHHBIX IMpenapaToB IO penentam B (OpME 3JIEKTPOHHOIO JOKYMEHTa
OCYILECTBIISICTCS JIMIlYy, YKa3aHHOMY B pelente, JU00 ero 3aKOHHOMY MpeACTaBUTENo, OO0 JIHUIY,
KOTOpOE JIMI0, YKa3aHHOE B peLenTe, WIN ero 3aKOHHBIA MPEJICTaBUTENb YIOJIHOMOYMIN HA MOJTydYeHHE
JIeKapCTBEHHBIX MPENapaToB.

35. B cnyyae oTCyTCTBHUSI JIEKApCTBEHHOrO Ipernapara CyObeKT PO3HHYHON TOPrOBIM BHOCHT B
rOCyJapCTBEHHYI0 MH(OPMAIMOHHYIO cHcTeMy B cdepe 3apaBooxpaHeHusi cyOwbekTa Poccuiickoi
denepanu CBEICHUS, B COOTBETCTBUM C MOANMYHKTOM 'e" myHkra 3 Ilomoxenus, o0 OTCYTCTBUHU
JIEKapCTBEHHOT0 NpernapaTa, YKa3aHHOTO B perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa, C yKa3aHUeM
JIaThl IOCTAHOBKHU peLieNTa Ha 00CITy>)KUBaHHE, a JJIs pelenTa Ha JIEKapCTBEHHBIN Ipenapat, OTITy CKaeMblii
0ecrulaTHO WJIM CO CKHMIKOW - TakKe HOMEpa 3alliCH B J>KypHaJle y4eTa peleNnToB, HaXOAALIMXCS Ha
00CITyKBaHUHU.

[Tpu mocTyniaeHUn JeKapCTBEHHOrO Mpenapara cyObeKT pO3HUYHON TOProBiIM B T€YEHHE OJIHOTO
pabouero JHS CO JHS HOCTYIUJICHHUS JIGKAPCTBEHHOTO Iperapara, yKa3aHHOro B MyHKTe 13 HacTosImux
[TpaBui, yBemoMIIsieT JIMIO, YKa3aHHOE B PELENTe, €ro 3aKOHHOTO MPEICTaBUTENsl WM JIUIO, KOTOpOe
JMIO, YKa3aHHOE B pelente, WIM €ro 3aKOHHBIA MPEACTaBUTENb YHOJHOMOYMIM Ha IOJIydyeHHE
JIEKapCTBEHHBIX MPENnapaTroB, O MOCTYIUICHUH JIEKAPCTBEHHOT0 NpenapaTa, B yCTHOU (opMe MoCcCpeCTBOM
TenedoHHo# cBsi3u u (1am) nocpenctBom CMC-cooOmieHust Ha HoMep TenedoHa, YKa3aHHBIH B JKypHaie
ydeTra pelernToB, HaXOAIIUXCs Ha OOCITYyKMBAaHUH, WIM TOJXYYEHHBIH OT JIMIA, YKAa3aHHOI'O B peEIeNTe,
WINA €ro 3aKOHHOTO MpEeACTaBUTENs WM JIMIA, KOTOPOE JIMIO, YKA3aHHOE B peLenTe, WIN ero 3aKOHHBIN
NPE/ICTABUTEIh YIOJTHOMOYMIIN Ha TIOyYSHHE JIEKAPCTBEHHOTO npernapara (JIekapCTBEHHBIX PEnaparoB).

IIpunoxenne N 2

K npuka3sy MHHHCTEPCTBA 31PaBO0XPaHEeHHUs
Poccuiickoit @enepannu

ot 7 mapta 2025 r. N 100n

[IpaBuia
OTIyCKA HADKOTHYECKHX CPEACTB U MCUXOTPONHBIX BEeIECTB, 3APEeriCTPUPOBAHHBIX B KayecTBe
JIEKAPCTBEHHBIX NPenapaToB 1 MeIHIMHCKOI0 IPUMEHEHH, JIEKAPCTBEHHbIX NIPEeNapaToB 1JIs



MECAMIMHCKOIo NIPUMEHCHHUSA, COACPKAINX HAPKOTHYCCKHUE CPEACTBA U ICUXOTPOMMHBIC BeIlleCTBA

1. Otmmyck HapKOTHYECKUX CPEICTB U MCUXOTPONHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B Ka4eCTBE
JICKApCTBEHHBIX TMpenapaToB s MEAWLUUHCKOIO TPUMEHEHHs, JIeKapCTBEHHBIX IpernapaTroB Ui
MEIUIIMHCKOTO MIPUMEHEHHSI, COCPKAIUX HAPKOTUYECKHE CPEACTBA M IICUXOTPOITHBIC BELIeCTBa (1ajee -
JICKapCTBEHHBIC MIPenaparhl), BKIIIOYEHHBIX B [lepeyeHb HAPKOTHYECKUX CPEICTB, TICUXOTPOITHBIX BEIIECTB
U UX [IPEKYPCOPOB, NOMIEKAIUX KOHTPOIto B Poccuiickoit @enepanny, yTBepKACHHBIM [I0CTAHOBICHUEM
[TpaButensctBa Poccuiickoit @enepanyu ot 30 urons 1998 r. N 681 (nanee - [lepeuens), ocymecTBisieTcs
anTEYHBIMU OpPraHU3aLMsIMU, MEIUIIMHCKUMU OPraHU3alUsIMU U UX 000COOJICHHBIMU TOJpa3IeICHUSIMH,
PAacIoO)KEHHBIMU B CEJIBCKUX HACEIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTeUHbIe OpraHU3alluH,
UMEIOIIMMHU  JIMIEH3UI0 Ha (apMaleBTHYECKYIO JEATEIbHOCTh U JIEITEIBbHOCTh MO  000pOTY
HapKOTHYECKUX  CPEJICTB, IMCHXOTPOIHBIX BEIIECTB W WX MPEKypCcoOpoB, KyJIbTHBHPOBAHHUIO
HApKOCOJePIKAIIMX pacTeHuid (nanee - CyObeKThl PO3HMYHOM TOPTOBIIM) IO PELENTY Ha JIGKAPCTBEHHBIN
npenapar, opOpMICHHOMY MEIUIIMHCKUMH paOOTHUKaMH (Iajee - peLenT), a TakkKe 10 TPeOOBaHHUIO
MEIWIIMHCKOW OPTaHM3allMd B COOTBETCTBUU C MyHKTOM 54 ctaThu 4, yacThio 1 crateu 56 denepanbHOro
3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaiieHun JieKapcTBEHHBIX CpeACTB" U MyHKTOM 1 cratbu 25
®enepanbrHoro 3akoHa ot 8 suBaps 1998 r. N 3-®3 "O HapkOTHUYECKMX CPEICTBAX M MCUXOTPOMHBIX
BellecTBax" .

OTnyck  JIeKapCTBEHHBIX  MPENapaToB, M3TOTOBJIEHHBIX B  ANTEYHBIX  OpPraHMU3aLUsAX,
OCYLIECTBIISICTCSI C YYETOM IIpaBHJ M3rOTOBJGHUS U OTIyCKa JICKAPCTBEHHBIX IPENapaTtoB s
MEJUIUHCKOTO MPUMEHEHHS alTeYHbIMA OpraHU3alusIMU, UMEIOIUMU JIMIEH3UIO Ha (apMalleBTUYECKYIO
JIeSITeIbHOCTD, YTBEPKACHHBIX IpUKa3oM MUHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot
22 mas 2023 r. N 2491 "O0 yTBep»/1€HUU MPAaBUI U3TOTOBJICHUS U OTIYCKa JICKAPCTBEHHBIX MpernapaToB
JUIS  MEAUIMHCKOIO TPUMEHEHUs  AaNTeYHbIMU  OpraHu3allsIMH, HUMCIOIUMH  JIMIEH3UI0  Ha
(dapMaLeBTHYECKYIO  JAEATEIBHOCTH"  (3aperucTpupoBaH MUHHCTEPCTBOM IOCTUIIMH  Poccuiickoit
deneparun 29 mast 2023 1., peructpanmonnsiii N 73564, neiictyer 10 1 centsaops 2029 r.).

2. Ilo penentaM Ha crenUaNbHBIX perenTypHbix OmaHkax ¢opmbel N 107/y-HII wnn peuenrtam,
chopMHpOBaHHBIM B (OpME€  DIIEKTPOHHBIX  JOKYMEHTOB C  HCHOJb30BAHHUEM  YCHUJIEHHOU
KBaJM(PHUIIMPOBAHHON 3JIEKTPOHHON MOJIMCH JIeYallero Bpaya win (enpaiiepa, akylmepky, Ha KOTOPbIX
BO3JIOKEHBI (DYHKIIMH JIeyallero Bpaya, OTIIyCKaroTCs JEKapCTBEHHbIE Mpenaparhl, BKIOYeHHbIe B CITUCOK
HapKOTMYECKUX CPEACTB M IICHUXOTPOIHBIX BeIIeCTB, 000poT KoTopelx B Poccuiickoit depepauuu
OFpaHWYEH W B OTHOUICHHM KOTOPHIX YCTAHABIMBAIOTCS MEpbl KOHTPOJS B COOTBETCTBHM C
3aKoHOaTenbCTBOM Poccuiickon denepanuu U MeXyHapoAHbIMU JoroBopamu Poccuiickoit Penepannu
(criucok 1) Iepeuns (manmee - crmcok |l), 3a MCKIrOUEHHEM JIEKApCTBEHHBIX MpENapaTroB, Ha3HAYCHHUE
KOTOPBIX 0(opMIIIeTCs Ha penenTypHbIX Omankax gopmer N 148-1/y-88.

3. Ilo penenTaM, BBIMMCAHHBIM Ha peuentypHbXx Omankax (opmbr N 148-1/y-88, ormyckarorcs
JIeKapCTBEHHbIE Mpernapathl, yka3zaHHble B myHKTe 9 Ilopsika HazHaueHHs JEKapCTBEHHBIX IpenapaToB
JUIS  MEIMIMHCKOTO TPUMEHEHUs, YTBEPXKIACHHOTO MPHKa30M MMHHCTEPCTBA  3/IPaBOOXPAHEHHUS
Poccwuiickoit @enepanyu ot 24 Hos0ps 2021 r. N 1094n (3apeructpupoBaH MUHHUCTEPCTBOM FOCTUIIMU
Poccwuiickoit @enepannn 30 Hos0pst 2021 1., peructpanmonnsiii N 66124, neiictByer 1o 1 mapra 2028 r.).

4. Tlpu oTmycke JeKkapcTBEHHOro Impemnapara crnucka |l Ha peuenTe npocTaBiseTcst meyarb
CyOBbeKTa PO3HHYHON TOPTrOBIIM, B KOTOPOW YKa3aHO €ro MOJHOE HauMEHOBaHUE (IIPU HAJIMYHUHU TIEYaTH).

5. Ocrarorcsi W XpaHATCS y CYOBEKTa PO3HMYHOW TOPrOBIM penentsl (C  OTMETKOi
"JlekapCTBEHHBIH Mpenapar OTIyIIeH'") Ha'

a) JIeKapCTBEHHBIE Npermaparhl crucka |l, nexapcTBeHHBIE Tpemaparhl, BKIIOYCHHbIE B CHHCOK
IICUXOTPOITHBIX BELIeCTB, 00OpPOT KoTopbix B Poccuiickoit denepanuu orpaHudyeH M B OTHOIICHUHU
KOTOPBIX JIONYCKAeTCs HCKIIOUYEHHUE HEKOTOPBIX MEp KOHTPOJS B COOTBETCTBUHM C 3aKOHO/ATEIICTBOM
Poccuiickoit denepanyu U MeXIyHapOAHBIMU noroBopamu Poccuiickoit ®deneparnuu (crimcok 1),
[epeuns (nanee - ciucok I1) - B Teuenue nstu Jer;

0) neKapcTBEHHbBIC Ipenaparhbl, COJCpKAIIUe HAPKOTUYECKHE CPEACTBA WIIM TICUXOTPOIHBIC



BelllecTBa, BKIOUeHHble B cnucok |l u cmucok |, wu3roroBneHHble anTedyHOM OpraHU3aluei,
JIeKapCTBEHHBIE MperapaThl, MOyIeXKAaIUe PeIMETHO-KOIMYECTBEHHOMY YUETY, - B TCUEHHUE TPEX JIeT.

6. JlekapcTBeHHbIE NpenapaThl, yka3aHHble B NHyHKTe 4 Hacrosmux IlpaBui, oTmyckaeMble
OecrulaTHO WIM CO CKUAKOH TIpaxJaHaMm, HMEIOUIMM TpaBO Ha oOOecHeyeHHe JeKapCTBEHHBIMU
mpernapaTaMu 3a CYeT CPEICTB OFO/KETHBIX aCCUTHOBAHWMU (hefepanbHOro OroKeTa U OFOKETOB
cyobekToB Poccuiickoit ®denepanyu, OTHYCKAIOTCS TNPH IMPEIbSIBICHUH pelenta, OQOpPMICHHOTO Ha
peuentypHoM Onanke Gpopmber N 148-1/y-88, u penenra, ohopMICHHOTO Ha PeLENTYpHOM OlaHKe (GopMbl
N 148-1/y-04(x).

7. OTmycKk HApKOTMYECKMX M TIICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISACTCS
(bapManeBTHUECKUMH M MEIUIMHCKUMUA pabOTHUKAMHU, 3aHUMAIOIIUMH JOJDKHOCTH, BKJIIOUCHHBIC B
NepevYeHb JIOJDKHOCTEH (PapMaleBTUUYECKUX M MEIUIMHCKUX PAOOTHUKOB B OpPraHMU3aLHUAX, KOTOPBIM
IPEJOCTABICHO TMPaBO OTIYCKa HAPKOTUYECKUX JIGKAPCTBEHHBIX MPENaparoB M ICHXOTPOMHBIX
JICKapCTBEHHBIX IpEnapaTroB (U3MUYECKUM JIMIIaM, YTBEP)KICHHBIM npukazoM Mun3zapasa Poccun ot 7
centsiops 2016 r. N 681n (3apeructpupoBan MunuctepctBoM roctunmu Poccuiickoit denepanun 21
centsi0ps 2016 r., peructpaunonnsiii N 43748).

8. JlexapcTBeHHble mpemaparel coucka |l, 3a HCKIIOUYEHHEM JIEKapCTBEHHBIX IIPENaparos,
Ha3HaYeHUE KOTOPbIX odopmisieTcss Ha peuenTypHbix Onmankax gopmel N 148-1/y-88, ormyckarorcs npu
NPEIbIABICHUH JTOKYMEHTA, YOCTOBEPSIOIIETO JUYHOCTb, JIUILY, YKa3aHHOMY B pEIENTe, €ro 3aKOHHOMY
NPEJCTaBUTENI0 WM JIMILY, KOTOpOE JIMI0, YKa3aHHOE B peLenTe, WM €ro 3aKOHHBIN MpeICcTaBUTEIb
YIOJHOMOYHIIM Ha OJTYYEHHUE TaKHX JIEKAPCTBEHHBIX MPETapaToB.

9. JlexapcTBeHHBIe Tmpemaparel coucka |l, 3a uCKIIOYEHHEM JIEKapCTBEHHBIX IPENaparos,
Ha3HAYCHUE KOTOPHIX OQopMiIseTcss Ha peuentypHbix Onmankax ¢opmbel N 148-1/y-88, ormyckaemblie
OecrulaTHO WJIM €O CKHMIKOW, TpakJaHaM, HMEIOIIMM TIpaBO Ha oOecleueHue JIeKapCTBEHHBIMU
npenapaTaMM 3a CuYeT CpeACTB OMOJDKETHBIX AaCCHUTHOBAHMN (QelepanibHOro Orojkera M OHOIKETOB
cyobekTtoB Poccuiickoii ®enepaunu, OTIYCKAlOTCS NpU TNPEABbSIBICHUU pELENTa, BBINUCAHHOIO Ha
crienuanbHOM penentypHoM Onmanke ¢opmbr N 107/y-HII, u peuenTa, BBITUCAHHOTO Ha PELENTYPHOM
onanke popmbl N 148-1/y-04(1) mim peuentoB, coOpMHUPOBaHHBIX B (POPME IIEKTPOHHBIX JOKYMEHTOB C
UCTOJIb30BAHUEM YCHUJICHHOW KBAIM(UIIMPOBAHHONW 3JEKTPOHHOM TMOAMUCH JIeHallero Bpaya WM
denpamepa, aKynepky, Ha KOTOPbIX BO3JI0KEHBI (DYHKIIMY JIEHaIlero Bpaya.

10. CyObexTbl pPO3HUYHOW TOPIOBIM OTIYCKAIOT JIEKApCTBEHHbIE IpenapaThl, YyMNaKoBKa W
MapKHPOBKa KOTOPBIX COOTBETCTBYET TpeboBaHUsAM cTaThil 27 denepanpHoro 3akoHa ot 8 siHBaps 1998 r.
N 3-®3 "O HapKOTHUYECKUX CPEJCTBAX U MCUXOTPOITHBIX BELIECTBAX .

11. ITocne oTmycka JeKapCTBEHHBIX IpenapaToB crnucka ||, nuiy, momyduBiieMy JieKapcTBEHHBIN
npenapar, BbAAETCSl CUTHATYypa C JKEJNTOH MoJI0OCOi B BEpXHEH 4acTH M HAAMUCHIO YEPHBIM HIPUPTOM Ha
Heil "Curnarypa", B KOTOpO# yKa3bIBalOTCS:

a) HAMMEHOBAaHHUE U a/Ipec CyOBbEKTa POSHUYHON TOPTOBJIH;

0) HOMEp U J1aTa BBITUCAHHOTO PEIeNnTa,;

B) dammius, uMs, oT4ecTBO (IIPH HAJIMYHMM) JIMIA, U1 KOTOPOrO MpeAHa3HAYEH JICKapCTBEHHBIN
npernapar, ero Bo3pacrt;

I) HOMep MEJUIMHCKOM KapThl MaleHTa, NOTyYalomero MeAUIMHCKYIO IIOMOIb B aMOYJIaTOPHBIX
YCIOBHUSIX, JUIsI KOTOPOT'O MpeAHAa3HAYEH JIEKapCTBEHHBIN penapar;

1) hamuius, uMsl, 0T4ecTBO (IPU HATMYMN) MEAMIIMHCKOTO pabOTHHKA, BBITUCABLIETO PELENT, €Tro
KOHTaKTHBIN TesnedoH 1100 TesneoH MEeAUIMHCKON OpraHU3aIiH;

€) copep)KaHue pelenTa Ha JIATHHCKOM S3bIKE MJIM PYCCKOM SI3bIKE B POAMTEILHOM Majexke, 3a
UCKJIFOUEHHEM PELIENITOB B (hOpME MEKTPOHHOTO JJOKYMEHTA, BHITUCHIBAEMOI'0 Ha PYCCKOM SI3bIKE;

K) (amMuiIns, UMsi, OT4eCTBO (MPH HATMYMH) U TOANUCH (hapMaleBTUUECKOTO MM MEIUIIMHCKOTO
pabOTHHUKA, OTIYCTHBILETO JIEKAPCTBEHHBIN Mpenapar;

3) aTa OTIyCKa JISKapCTBEHHOTO Ipernapara.

Ipunoxenne N 3



K [IpyKa3y MHHHCTEpPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @exepannu
ot 7 mapta 2025 r. N 100n

IHopsaaok
OTIYCKA IPAa’KIaHAM aNTeYHbIMHM OPraHU3ALUSIMIA HMMYHOOHOI0THYECKHX JIEKAPCTBEHHBIX
NpenapaTos AJsi HMMMYHONIPOPUIAKTUKH

1. Ornyck rpaxkigaHaM  HMMMYHOOMOJIOTMYECKHUX  JICKAPCTBEHHBIX  IpernapaTroB Ui
UMMYHONPO(HIAKTUKY (Iajee - IeKapCTBEHHbIH penapar) oCyLIeCTBISIETCS alTEYHbIMU OpPraHUu3aIusIMU
U UHAUBUAYAJIbHBIMH  NPEANPUHAMATENSAMH, HMMEIOUIMMH JIMICH3UI0O Ha  (apMaleBTUYECKYIO
NEATeNbHOCTh, MEIUIMHCKUMU OpPraHMu3alusAMH, HWMEIOIUMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYIO
JeATeNbHOCTh, U UX O0OOCOOJECHHBIMH IOJPA3/ICICHUSAMH, PACIOJIOKEHHBIMU B CEJIbCKUX HACEICHHBIX
MYHKTax, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIe OopraHu3anuu (nanee cyObeKThl PO3HHMYHOH TOProBim), 6e3
peuenTa u (WIM) O PELenTy Ha JISKAPCTBEHHBIN MpenapaT, 0popMICHHOMY MEIUIIMHCKMMU paOOTHHUKAMHU
(masee - peuenr).

2. CyObeKTbl PO3HUYHOM TOProBIM HE BIIPaBe OTIYCKaTh I'pakJaHaM JIEKAPCTBEHHBIE MPEMaparsl,
KOTOpbIE B COOTBETCTBHM C MHCTPYKLHSMHU [0 MX MEIUIIMHCKOMY NPHUMEHEHHUIO IpeIHa3HaueHbl IS
NPUMEHEHUS TOJIbKO B MEIMIMHCKHX OPraHM3alMsX B CTAllMOHAPHBIX YCIOBUSAX M (WJIM) B YCIOBHSAX
JTHEBHOTO CTallMOHApA.

3. Ilpu oTmycke JeKapCTBEHHOTO Mperapara no peuenty, opopMIeHHOMY Ha pelenTypHOM OJaHKe
Ha OyMa)XHOM HocuTene, (apMaleBTUYeCKUil paOOTHHUK MPOCTABISET HAa pElenTe OTMETKY 00 OTIyCKe
JIEKapCTBEHHOT 0 Npenapata "JlekapcTBEHHBIH Mpenapar OTIYyIIEH ' U C yKa3aHUEM:

a) HAMMEHOBaHMs CyOBEKTa PO3HMYHON TOproBimu ((amuinm, MMeHH, ordyecTBa (NPH HAINYHM)
WHIUBULy ATBHOTO TIPEATTPUHUMATEIIS);

0) TOProBOoro HaMMEHOBaHUs (3a UCKIIIOYEHUEM JICKAPCTBEHHBIX IPENapaToB, U3rOTOBJICHHBIX B
anTevyHON OpraHM3aIliK), JO3UPOBKU U KOJIMYECTBA OTITYIICHHOTO JIEKAPCTBEHHOT'O MpeTapara;

B) JIaThl ¥ TOYHOT'O BPEMEHH (B Yacax M MHHYTaX) OTITyCKa JIEKAPCTBEHHOT'O TIperapara;

r) ¢amuinu, ¥MeHH, oTdyecTBa (MpH Hanu4yuu) (GapMarieBTUYECKOro pabOOTHUKA, OTITYCTHBIIEIO
JIEKapCTBEHHBIH Mpenapar, U ero MOAMNUCH.

4. OTIycK JIeKapCTBEHHOT'O Ipernapara OCyIIECTBIISIETCS JIUILY, TpHoOpeTaromeMy (MoTyJaroiiemMy)
JIEKapCTBEHHBIM mpenapaTr, NpHU HAJIMYUU y HEro HEOOXOIUMBIX CPEICTB JMJIS TPaHCIOPTHPOBKH
(TepMOKOHTEHHEp, XJIQJI0IEMEHTHI), a B CIIydae X OTCYTCTBHS Y YKa3aHHOTO JIMIIA, TIPH MPUOOPETCHUH B
anTeyHOW  OpraHu3alid  HEOOXOMMMBIX  CPEACTB Uil TPAHCHOPTUPOBKH  (TEPMOKOHTEHHED,
XJIaJI09JIEMEHTHI).

5. Jluny, npuoOpeTiieMy JEeKapCTBEHHBIM Npernapar, pa3bsCHAIOTCS YCIOBUS TPAHCIOPTUPOBKH
JIEKapCTBEHHOT'O Ipernapara B CPOKH, HE NPEBBIIIAIOIIME CPOKU IMOJJEpKaHUs pabouell Temreparypsl
CPEICTB AJIsi TPAHCIIOPTHUPOBKH, a TAKXKE YCIOBHUsSI XpaHEHHUs JIGKAPCTBEHHOrO MpernapaTa, yKa3aHHbIE B
MHCTPYKIMHU IO €ro NPUMEHEHHIO.



