3apeructpupoBano B Munrocte Poccuu 9 anpenst 2025 r. N 81789

MUHHUCTEPCTBO 3/ IPABOOXPAHEHUSA
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 7 mapta 2025 r. N 100H

Ob YTBEPXKXJIEHHUU ITPABUJ OTITYCKA
JIEKAPCTBEHHBIX IIPEITAPATOB JJISA
MEAUIINHCKOI'O IPUMEHEHUSA AIITEYHBIMHA
OPI'AHU3SAIIUAMU, UHAUBUIAY AJIBHBIMU
HPEAITPUHUMATEJIAMU, UMEIOIIUMU JIMNEH3UIO
HA OCYIIECTBJIEHUE ®APMAIEBTUYECKON
AEATEJIBHOCTU, MEJUIIUHCKUMHAU
OPI'AHU3AIIUAMU, UMEIOIIIUMU JIMIEH3UIO HA
OCYUECTBJEHUE ®APMAIIEBTUYECKOH
AEATEJIBHOCTU, U UX OBOCOBJIEHHBIMH
HOAPASAEJEHUAMU, PACIHHOJIO’KEHHBIMU B
CEJIbBCKUX HACEJIEHHBIX MTYHKTAX, B KOTOPBIX
OTCYTCTBYIOT AIITEYHBIE OPI'AHU3AILINN,
IHPABUJI OTIITYCKA HAPKOTUYECKUX CPEJACTB A
IHCUXOTPOIIHBIX BELLIECTB,
SJAPETUCTPUPOBAHHBIX B KAYECTBE
JIEKAPCTBEHHBIX ITIPEITAPATOB JJISA
MEANUIWHCKOI'O IPUMEHEHUSA, TJEKAPCTBEHHbBIX
IHPEITAPATOB UISA MEAUIHIUHCKOI'O IPUMEHEHUWA,
COAEPKALHIUX HAPKOTUYECKHUE CPEACTBA U
IICUXOTPOIIHBIE BEHIECTBA, IIOPAJIKA OTITYCKA
I'PAXKIAHAM AIITEYHBIMUA OPI'AHUBALIUAMHU
NMMMYHOBHOJJIOTHYECKHUX JIEKAPCTBEHHDBIX



HPEHHAPATOB JIJ14 UMMYHOIITPO®OUJTAKTUKHA

B cootBercTBUU ¢ "acTsamu 2 u 3 cratbu 55 DenepanbHoro 3akona ot 12 ampens 2010 r. N 61-D3
"OO6 oOparmieHun JIEKapCTBEHHBIX cpeacTB", dyacThio 3 crateu 12 denmepanpHOro 3akona ot 17
certa0psa 1998 r. N 157-03 "O6 ummyHOnpohmIakTuke HHPEKIHOHHBIX 00Ie3HeH", MOAyHKTaMU
5.2.165, 5.2.169 u 5.2.183 nynkra 5 Ilonmoxxenust 0 MuHHUCTEpPCTBE 3/IpaBoOXpaHeHust Poccuiickoit
®enepanuy, yTBEpKIEHHOro mnocraHoBieHueM IlpaBurenscrBa Poccuiickoit ®denepaunn ot 19
utoHs 2012 r. N 608, nmpukasbiBaro:

1. YTBepauTh:

[IpaBuna oOTIyCKa JIEKAPCTBEHHBIX IPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHHUS alTeYHbIMU
OpraHM3alUsIMH, HMHIWBUIYATbHBIMU  TNPEANPUHUMATENAMUA, UMEIOUIMMH  JIMIEH3UI0  Ha
ocymiecTBiieHUe (papMareBTUIECKONW ACITeIbHOCTHA, MEIUIMHCKAMU OPTaHU3AIUSIMH, UMEIOIIIMH
JUIEH3UI0 Ha OCyLIeCTBIeHHWE (DapMalleBTHUECKON JEsITeNbHOCTH, W HUX 000COOJICHHBIMU
MOAPa3ICICHUSIMH, PACIIOJIOKEHHBIMU B CEJIbCKUX HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeydHble OpraHu3aluu, cornacHo npuioxkenuto N 1 k HacTosieMy npukasy,

HpaBI/IJ'Ia OTIIYCKa HAPKOTHUYCCKHUX CPCACTB U ICUXOTPOIIHBIX BCHICCTB, 3apCTUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBIX IIPpCIapaToB OJid MCAUIMUHCKOIO IPUMCHCHUA, JICKAPCTBCHHBIX
npernaparoB ik MCAUOHUHCKOIO IMPHUMCHCHHA, COACPKAIIUX HAPKOTHYCCKHEC CpCACTBA H
IMCUXOTPOIHBIC BCUICCTBA, COITIACHO IMPUIIOKCHUTIO N2k HaCTOAIICMY IIPpHUKa3y,

[Topsimox  oTmycka — rpakiaaHaM — alT€YHbIMM  OpraHM3alMsIMH  HMMMYHOOHOJOTMUYECKUX
JICKapCTBEHHBIX NPENapaToB Uil HMMYHONPO(MWIAKTHKH corjacHo mpmwioxkennto N 3 k
HACTOSILIEMY IIpUKa3y.

2. Ilpu3Hate yTpaTUBIIMM CUIIy Ipuka3 MuHucTepcTBa 31paBooxpanenus Poccuiickoit ®enepaunn
oT 24 Hos6ps 2021 r. N 10931 "OO0 ytBepxkaeHuu IIpaBui oTmycka JIeKapCTBEHHBIX IMPeNapaToB
Ul MEOWIMHCKOrO  NPUMEHEHUs  aNTeYHbIMU  OpPraHU3alMsAMM,  MHIAWBHUIYAJIbHBIMU
OpEeINpPUHUMATENSIMU, UMEIONIMMHM  JIMIIEH3MI0 HA  OCYIIECTBJIEHHE  (apMaleBTUYECKOU
JEATEIIBHOCTH, MEIULUHCKUMHU OpraHM3alisIMM, HMMEIOIIMMHU JIMIEH3UI0 Ha OCYIIECTBICHUE
(bapMaleBTUYECKON AESITENTbHOCTH, U HUX O0OCOOJIEHHBIMHM MOJpa3ieieHus MU (amMOynaTopusiMu,
denpamepckuMu M QebALIepCKO-aKyIIEePCKUMH TyHKTaMH, LEHTpaMHu (OTIeNeHUsMH) oOIei
BpaueOHOW (CeMeHON) NpPaKTUKH), PaclONOXKEHHBIMU B CEJIbCKUX IIOCEJIEHUSX, B KOTOPBIX
OTCYTCTBYIOT alTE€uyHble OpraHu3auuu, a Takxke [IpaBui OoTmycka HApKOTHYECKHX CPENCTB H
NICUXOTPOIHBIX BEILECTB, 3apPETUCTPUPOBAHHBIX B KayeCTBE JIEKAPCTBEHHBIX IIPENapaToB JUis
MEAMLIMHCKOTO IPUMEHEHHUs, JIEKapCTBEHHBIX NIPENapaToB Ul MEIUIMHCKOTO IPUMEHEHMS,
coJiepKalliX HApKOTUUECKHE CPEJCTBA U IMICUXOTPOIIHbIE BellecTBa B ToM umcie [lopsiika ormycka
anTEYHbIMU OpraHM3alusIMu UMMYHOOHOJIOTMYECKHX JIEKapCTBEHHBIX npenapaToB”
(3apeructpupoBan MuHnucrepctBoM tocturuu Poccuiickoit ®deneparuu 30 HosiOps 2021 1.,
perucrpanronsbiii N 66142).

3. Hactosmmii npukas Bctynaet B cuity ¢ 1 centsaops 2025 r. u aeiictByet 10 1 centsiops 2031 r.
Munucmp

M.A. MYPALIKO

Ipunoscenue N 1

K npukasy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu
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om 7 mapma 2025 2. N 100u

ITPABUJIA OTITYCKA JIEKAPCTBEHHbIX
HPEHHAPATOB 11 MEJUIHWHCKOI'O IPUMEHEHUSA
AIITEYHBIMHU OPI'AHU3AILIUAMMU,
NHANBUAYAJIBHBIMU NPEJAIIPUHUMATEJIAMMU,
NUMEIOHIUMU JIMHEH3UIO HA OCYILIECTBJIEHUE
®APMAIIEBTUYECKOM JEATEJBHOCTU,
MEINIIAHCKUMHAU OPI'"AHU3AIIUAMU, UMEIOIIUMHU
JIMOEH3UIO HA OCYIIECTBJIEHUE
®APMAIIEBTUYECKOM JESTEJBHOCTH, U UX
OBOCOBJIEHHBIMHA NOJAPA3AEJIEHUAMMU,
PACIIOJIOKEHHBIMU B CEJIbCKUX HACEJIEHHbBIX
IHHYHKTAX, B KOTOPBIX OTCYTCTBYIOT AIITEYHBIE
OPI'AHU3BALINU

|. O0mme TpeGOBaHUA K OTIYCKY JIEKAPCTBEHHBIX MPENapaToB AJid
MeIUIUHCKOT0 MPUMeEHEHM I

1. OTyck JeKapCTBEHHBIX MpenapaToB Uil MEAULIMHCKOTO MPUMEHEHHs (Aajee - JeKapCTBEHHbIE
npernapaTs) OCYIIECTBIISIETCS anTeYHBIMU OpraHu3alisIME W WHAWBUIYAIbHBIMA
OpeANpUHUMATENSAMY,  HMMEIOLIMMHM  JIMIEH3MI0 Ha  OCYIIEeCTBIEeHHE  (apMalleBTUYECKOU
NEeSITeTPHOCTH, MEIUIUHCKIMH OpPTaHW3AlUSIMH, WMEIOIIMMHU JIMICH3UIO Ha OCYIIECTBIICHHE
(bapManeBTUYECKON J1eATEIbHOCTH, U UX 000COOJIEHHBIMU MOJpa3IeIeHUsIMU, PACIOI0KEHHBIMU B
CEeNIbCKUX HACEICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbIe OpraHM3anuu (majee -
CyOBEKThI pO3HHUYHON TOProBin), 0e3 peuenta U (WIK) MO pelenTy Ha JeKapCTBEHHbIN mpenapar,
O(QOpPMIICHHOMY MEIUIMHCKUMHU DPAOOTHHKAMH (Jlajiee - PELEeNT), a TakkKe M0 TpPeOOBAHUIO
MEIUIUHCKOW OpraHu3ali B COOTBETCTBUM C HYHKTOM 54 crtaThM 4, yacThlo 1 crateu 56
®enepanpaoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obpareHnn JIeKapcTBEHHBIX CPENICTB"
(manee - denepanpubiii 3akoH N 61-D3).

2. Ormyck JI€KapCTBEHHBIX IpEnapaToB, HW3TOTOBJIEHHBIX B  aNTEYHBIX OpPraHU3aIUsX,
OCYLIECTBIISIETCS C y4eToM lIpaBMi M3rOTOBIEHMS M OTIYCKA JIEKAPCTBEHHBIX IPENapaToB IJIs
MEAMIMHCKOTO  NPUMEHEHHUS aNTeUHbIMH  OpTraHU3alMsIMHM, HMEIOIMMHU  JIMIEH3UI0  Ha
(bapManeBTUYECKyIO0 JEATeIbHOCTh, YTBEP)KIACHHBIX NPUKa30M MUHHCTEpCTBA 3ApPaBOOXPAHEHUS
Poccuiickoit @enepanuu ot 22 mast 2023 r. N 2491 (3apeructpupoBan MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit ®enepanuu 29 mas 2023 r., perucrpaunonnsiii N 73564, neiictByer n0 1 ceHTSOps
2029 r.).

3. Ilo pemenTam, BBIMHCAaHHBIM Ha perentypHbIx Omankax ¢opmbr N 148-1/y-88, ormyckarorcs
JeKapCTBeHHbIE TIpemnapaThl, yKa3aHHble B nyHkTe 9 Ilopsaka Ha3HayeHHMsS JE€KapCTBEHHBIX
npenapaTtoB UIs MEAWIWHCKOTO TPHMEHEHHs, YTBEP)KICHHOTO TIPUKa3oM MUHUCTEPCTBA
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snpaBooxpaneHus Poccuiickoit @eneparuu ot 24 Hos6ps 2021 r. N 1094n (3apeructpupoBaH
MunucrepctBoM toctuin Poccuiickoit @eneparnu 30 wHostOpst 2021 r., perucrpanmoHHbii N
66124, neiictByer no 1 mapta 2028 r.) (nanee - [lopsaok Ha3HAYEHUS).

4. Tlo penenTam, BBITMCAHHBIM Ha perenTypHbIX OmaHkax ¢opmbl N 148-1/y-04(i1), yka3aHHBIM B
nyakre 10 Tlopsnaka Ha3HaueHHsI, OTITYCKAIOTCSA JIEKAPCTBEHHBIE IMPErapaTrhl, OTIYCKaeMbIe
OecIUTaTHO WJIM CO CKUAKOW TpakJaHaMm, WMEIONIMM IPaBO Ha OOECIeYCHUE JIEKAPCTBEHHBIMU
npenapaTtamMi 3a CYeT CPEACTB OIOKETHBIX aCCUTHOBAHHM (elepabHOro OroKeTa M OOIKETOB
cyobekToB Poccuiickoit denepanuu (manee - IeKapcTBEHHBIE MPENIApaThl, OTITyCKaeMble 0eCIUIaTHO
WJTA CO CKUIKOM).

5. JlekapCTBEHHBIC TpeNaparhbl, yKa3aHHbIC B IyHKTE 3 HacTOsAImUX [IpaBwii, mpeaqHa3HAYeHHBIC JUIs
rpaXJaH, WMCIOIIUX MPaBO HAa OOECIeYCHUE JIEKAPCTBEHHBIMU IpenapaTtaMu, OTITYCKaeMbIMH
OecIUTaTHO WM CO CKUJAKOW, OTIYCKAKTCS TPU TPEIbSBICHUH PEIENTa, BBITUCAHHOTO Ha
peuentypHom Omanke Gopmbr N 148-1/y-88, u penenta, BBITMCAHHOTO HA PELENTYpHOM OJaHKE
dopmbl N 148-1/y-04(x).

6. Ilo penentam, BbIUCaHHBIM Ha peuenTypHbix Onankax ¢opmbl N 107-1/y, ormyckarorcs
JICKapCTBEHHBIE Mpenapatkl, ykazanaeie B myHKTe 11 [Topsiaka HazHAYCHMS.

7. KoMOMHMpOBaHHBIC JICKAPCTBEHHBIC MPEMaparhl JUIsi MEIUIIMHCKOTO MPUMEHEHUS, COIepIKaIlnue
KpPOME MaJIbIX KOJUYECTB HAPKOTHYCCKUX CPEJICTB, MCHXOTPOITHBIX BEIIECTB M MX MPEKYPCOPOB
npyrue GpapMaKoJOTHUYECKUEe aKTHBHBIC BEIIECTBA, YKa3aHHbIC B TyHKTaxX 3 u 6 HacTosmmx [IpaBu,
OTITYCKAIOTCS CyOBEKTaMU PO3HUYHON TOPTOBIIM, TIO pEIENTaM, BBITUCAHHBIM HA PEIENTYpPHBIX
omankax ¢opm N 107-1/y m N 148-1/y-88, kpome Tex JIeKapCTBEHHBIX IMpENapaToB, KOTOPHIE
OTITyCKaroTCs O€3 perernTa.

8. Ilo peuentam B QopmMe 3JIEKTPOHHOTO JOKYMEHTa C HCIOJIB30BAaHUEM YCHJICHHON
KBaIN(UIIMPOBAHHOM 2JIEKTPOHHOM MOJIIMCH METUIIMHCKOTO PA0OOTHHKA, B COOTBETCTBUU C YAaCThIO
1 crarem 5 ®epepanpHoro 3akona ot 6 ampens 2011 r. N 63-®3 "OO6 snexkTpoHHONW MOATHCH"
(manmee - peuent B (opme SIIEKTPOHHOTO JOKYMEHTa), OTITyCKAalOTCSl JIEKapCTBEHHBIE MpEraparsl,
yKa3aHHbIE B MyHKTax 3 - 7 Hactosimux IIpaBui, mpu NpuHATUM pelieHus 00 MCMNOIb30BaHUM Ha
Tepputopun cyowbekta Poccuiickoii ®dexpepanuu Hapsay C pelenTaMd Ha JIEKapCTBEHHBIC
npenaparbl, 0opOPMIIEHHBIMH Ha OYMa)XHOM HOCHUTEJE, PEIENTOB Ha JIEKAPCTBEHHBIE TMpEnaparsl,
c(OPMHUPOBAHHBIX B (OpPME DIEKTPOHHBIX JOKYMEHTOB B COOTBETCTBHM C HYHKTOM 4 cTaThu 6
®enepanpaoro 3akona N 61-3.

9. Otnyck JleKapCTBEHHBIX IPENapaTtoB, HE YKa3aHHbIX B MyHKTax 3 - 7 Hactosmux I[IpaBui, B
COOTBETCTBUU C HUHCTPYKLUUAMU IO HUX MEIUIMHCKOMY IPUMEHEHHUIO OCYIECTBIseTcs 0e3
pELEenTOoB.

10. Ilpu HEBO3MOXKHOCTHU IMPENOCTaBICHUS WHKYypaOeIbHBIMH OOJILHBIMU Ha 3aBEpIIAIOIIEM 3Tare
KU3HU TIOJIHOMOYHUS Ha TPaBO IOJYYEHUs JIEKAPCTBEHHBIX IpENapaToB TaKHUE JIEKAPCTBEHHbBIE
npenapaTbl OTIHYCKAIOTCS HMHBIM JIMIIaM, OCYIIECTBIISIONIMM YXOJ 3a HHUMH, NPH HPEAbSBICHUU
OJTHOBPEMEHHOI'0 C pELENTOM Ha JIEKapCTBEHHBIM IpenapaT AOKYMEHTa, YIOCTOBEPSIOILEro
JUYHOCTh, U TOKYMEHTa, TOATBEPKIAIOIIEro HHKYpaOelbHOe COCTOSIHHE OOJIBHOTO, COAEPIKaIIero
CBEJICHMSI O JIUIE, KOTOPOE MOJIydaeT JIeKapCTBEHHBIE Mpernaparbl 1o peuenty (pamunus, ums,
0TUeCTBO (IIpU HAJIMYMM), BUJ, CEpUs U (MJIM) HOMEP JOKYMEHTA, yIOCTOBEPSIOUIETO JMYHOCTD),
3aBEpEHHOr0 TMOANMCHIO U TMeYaThbl0 MEAMIMHCKOrO pabOTHHMKA, a TAaKXKEe MEeYaThi0 MEIUIIMHCKON
OpraHH3aIiHy.

JIOKyMEHT, TNOATBEPKIAOIUN HHKYypaOelIbHOE COCTOSHHME OOJNBHOTO, oOcTaercd y CyObekTa
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PO3HUYHOM TOPTOBJIH.

11. Otnyck jaeKapCTBEHHBIX MpenapaToB OCYIIECTBISETCS B TEYECHUE YKA3aHHOTO B PELEHTE CPOKA
€ro NeHCTBHUA.

12. B ciuydae oTcyTcTBHS y CyOBEKTa pPO3HUYHOW TOPTOBJIM JIGKAPCTBEHHOTO TIperapara,
YKa3aHHOTO B pEIeNTe, 3a MCKIIOUEHHEM HEOOXOAMMOCTH 3aKyIKH JICKApCTBEHHOTO IpenapaTta,
JAHHBIA JIGKAPCTBEHHBIN Iperapar OTIYCKaeTcsi CyObEKTOM pPO3HUYHOW TOPTOBIU B CPOK, HE
MIPEBBIIAOIINNA JIECATH padouyuX JHEH C JaThl OOpalleHUs TpakJaHWHA K CYOBEKTY PO3HHYHOU
TOPTOBJIM, 332 UCKJIIFOUECHHEM JICKAPCTBEHHOT'O Iperapara, BBITUCAHHOTO Ha PELEnTe C MOMETKOM
"Cito" (cpo4HO), KOTOPBI OTIIYCKAeTCs B CPOK, HE NPEBBIMIAIOMINN Tpex pabouyux JHEH ¢ JaThl
oOpareHusl.

B cnydae HE0OXOMMMOCTH 3aKyIKH JICKAPCTBEHHOTO Iperapara, yKa3aHHOTO B pelernTe, JTaHHBINA
JICKApCTBEHHBIA TMpenapar OTIYCKAaeTcsl CyOBbEeKTOM pO3HUYHOM TOPrOBIM B CpPOK, HE
MPEBBIIIAIOIINKA TPUALATH pabOYuX JHEH ¢ JaThl OOpalleHUs TpakJaHUHA K CYObEKTY PO3HUYHOM
TOPTOBJIH.

13. B ciydae OTCYTCTBHS Yy CyOBbEKTa PO3HHUYHOM TOPTOBIM JIEKAPCTBEHHOI'O IIperapara,
OTIIyCKAaeMOro 3a IOJHYIO CTOMMOCTb, YKAa3aHHOTO B penente, opOpMIEHHOM Ha PELENTYypHOM
Onmanke Ha OyMaXHOM HOCHUTENE, PELENT BO3BpAIACTCs JIMIYY, yKa3aHHOMY B pelente, ero
3aKOHHOMY HPEACTaBUTEINI0 WIM JIMIly, KOTOPOE JIMIO, YKAa3aHHOE B PEIEINTe, UM €ro 3aKOHHBIN
IPE/ICTABUTENb YIOJIHOMOYMIM Ha MOJyYEHHE JICKapCTBEHHBIX IIPEIaparoB, C OTMETKOW Ha
oOpatHoii cropone "Penent npunsT Ha o0CIy)XHBaHUe" ¢ yKa3aHHEM JaThl IIOCTAHOBKU peLenTa Ha
o0ciyKUBaHUeE.

B ciydae orcyTeTBUs y CyOBEKTa PO3ZHUYHOM TOPrOBJIM JIEKAPCTBEHHOTO Mperapara, OTIyCKaeMoro
OeCIIaTHO WJIM CO CKHJKOW, YKa3aHHOTO B pelente, opOpMIEHHOM Ha PELEeNnTypHOM OJaHKe Ha
OyMa)XHOM HOCHTEJe, pEleNT BO3BpallaeTcs JHIly, YKa3aHHOMY B peIenTe, €ro 3aKOHHOMY
IPEJCTaBUTEIIO WK JIUILY, KOTOPOE JIMIO, YKa3aHHOE B PELIENTE, UM €r0 3aKOHHBIH IIPEICTABUTENb
YIOJIHOMOYMIIM Ha MOJY4YEeHHE JIEKapCTBEHHBIX INpenapaTroB, ¢ OTMETKON Ha oOpaTHOW CTOpoHE
"PenienT npuHAT Ha 0OCITyKMBaHHUE" C yKa3aHMEM JaThl IOCTAHOBKHU peLenTa Ha 00CIy>KUBaHUE U
HOMEpa 3allUCH B XKypHaJe yueTa pelenToB, HaX0IAIIMXCs Ha 00CITy)KUBaHUH.

[TpunsTue Ha 0OCIy’KMBaHUE pPELIENTa B AJIEKTPOHHOM BHJE OCYLIECTBIIIETCS B COOTBETCTBUU C
nyHKTOM 35 Hactosmux [Tpasuir.

14. )XXypHan ydera peuenToB, HaXOJAIIMXCS Ha OOCIy)KHBAaHUM, Ha JIEKAPCTBEHHBIEC IpENapatsl,
OTIyCKaeMble OECIUIaTHO WJIM CO CKHJKOW, BeleTcs B CBOOONHON (opme B OyMaXHOM WIH
IIEKTPOHHOM BHUJIE U COIEPIKUT CIIEIYIOIINE CBEICHUS:

a) nata oOpalleHHs JIMIA, YKa3aHHOTO B PELENTe, WM €ro 3aKOHHOTO MPEICTaBUTENs WIX JIUIA,
KOTOpOE€ JIMIIO, YKa3aHHOE B PELENTe, WIM €ro 3aKOHHBIM IPEACTAaBUTENb YINOJIHOMOYMIM Ha
MOJTy4YeHUE JIEKapCTBEHHOIo IMpernaparta (JIEKapCTBEHHBIX MpenapaToB), K CyOBEKTy PO3HHYHOM
TOPTOBJIN 32 JIEKAPCTBEHHBIM IIPENapaToM (J1€KapCTBEHHBIMH IpenapaTaMu);

0) nara 1 HoMep perenTa (IpyU HAIMYHN);
B) JlaTa OKOHYaHUS IEUCTBUS PELIETITa;
T) 1aTa OKOHYaHUs 00cTyKuBaHus penenta (¢ yuerom myHKToB 11 u 12 nacrosimux Ilpasun);

) MEXIyHapoJAHOE HEMaTeHTOBAaHHOE HAMMEHOBaHME WJIM  TOProBO€  HaWMEHOBaHHE
JIEKapCTBEHHOTI'0 Ipernapara (JIeKapCTBEHHBIX IIPErapaToB), yKa3aHHOTro (YKa3aHHBIX) B pELENTE;



e) bamunms, uMs, oT4eCTBO (MPU HAIMYMM) JIMIA, YKA3aHHOTO B PEIENTe, WU €ro 3aKOHHOTO
IpEeCTaBUTEIS WM JIUIA, KOTOPOE JIMIIO, YKa3aHHOE B PELEeNTe, WK €ro 3aKOHHBIN NPeCcTaBUTENh
YIOJTHOMOYHJIM Ha TIOJIY4YEHHUE JISKAPCTBEHHOTO TpernapaTa (JIeKapCTBEHHBIX IPEIapaToB);

) TeneoH JHUIa, YKa3aHHOTO B PELeNTe, WIK €ro 3aKOHHOTO IPEICTaBUTeNs WM JIUIA, KOTOpoe
JUI0, YKa3aHHOE B pELEINTe, WM €ro 3aKOHHBIN MpEeACTaBUTEIb YIMOJHOMOYMIIA Ha IMOJTy4YeHUE
JIEKapCTBEHHOT'0 Ipernapara (JIekapCTBEHHBIX IPEraparoB);

3) JaTa OIOBEIIECHHU JUIla, YKa3aHHOI'O B PELENTEe, UM €r0 3aKOHHOTO MPEeACTaBUTENS WM JIMLA,
KOTOpO€ JIMIIO, YKa3aHHOE B peIeNnTe, WM €ro 3aKOHHBI MpeACTaBUTEIb YHOJHOMOYMIM Ha
MOJIydYEeHUE JIEKapCTBEHHOTO Tpemnapara (JIGKapCTBEHHBIX IMpenaparoB), O MOCTYIUICHUH
JIEKapCTBEHHOT' 0 Ipernapara (JIeKapCTBEHHBIX IPErapaToB);

M) JlaTa OTIIycKa JIEKapCTBEHHOIO MpernapaTa (JeKapCTBEHHBIX MTPernapaToB);

K) MOJIIKCH JIMIIA, TIOTYYHUBIIETO JEKAPCTBEHHBIN MpernapaT (JIeKapCTBEHHBIE ITpenaparsl) (B ciiyyae
BEJICHUS JKypHaja y4yeTa PelenToB, HaXOAAIUXCsl Ha 00CTyKUBAaHUU Ha OyMa)KHOM HOCHUTEIE).

15. JlekapcTBeHHBbIE MpemapaThl, OTIyCKaeMble OECIUIATHO WJIM CO CKUAKOHW, MO perenTam,
HAXOSIIUMCS Ha OOCITY’)KUBAaHUH y OJHUX CyOBEKTOB PO3HUYHOW TOPTOBIIH, PACIIOJIOKCHHBIMU Ha
Tepputopun cyoOwbekta Poccuiickoii ®epepanuu, B KoTopoMm odopmieH peuent B (Gopme
AJIEKTPOHHOTO  JIOKYMEHTA, OTIYCKAlOTCA HHBIMA  CYOBEKTaMH  PO3HUYHOM  TOPTOBIIH,
pacmojOKEHHbIMU Ha TEPPUTOPUU TOro ke cyObekta Poccuiickoit ®exnepanuu, ¢ BHECEHHEM
CBEJICHUI B TOCYJAapCTBEHHYIO MH(POPMALMOHHYIO CUCTEMY B cepe 3apaBOOXpaHEHHS CyObEKTa
Poccuiickoit ®@enepannu, B cOOTBETCTBUU ¢ HoAnyHKTOM "e" myHkra 3 IlonoxkeHus o enuHOM
TOCYy/IapCTBEHHOW WH(OPMAMOHHOW CHUCTEME B cdepe 3IpaBOOXpPaHEHUS, YTBEPIKICHHOTO
nocranoBienueM [IpaButenbctBa Poccuiickoit @enepanuu ot 9 despans 2022 r. N 140 "O enunoit
roCcyIapCTBEHHOW MHPOPMAITMOHHON cucTeMe B cdepe 3apaBooxpancHus’ (naiee - [lomoxkenue), a
CyOBEKTOM PO3HUYHOU TOPTOBIHM, MOCTABUBIIMM PEIENT HAa OOCITyXKUBAaHHE, - CO CHATHEM TaKOTO
peuenta ¢ 0OCIIyKUBaHUS M BHECEHHWEM CBEJICHUM B JKypHAJI ydeTa PEeIENTOB, HAXOMSIIUXCSA Ha
00CITy’)KUBaHUH.

16. Tlpu mocTymieHUM JEKapCTBEHHOIO mpernapara CyObeKT PO3HUYHONW TOPTOBIM B TEUYEHHUE
OJIHOTO pabodvero AHA, CO JIHS MOCTYIUIEHHUS JICKApCTBEHHOT'O Ipernapara, yKa3aHHOro B MyHKTe 13
HacTtosauwmx [IpaBui, yBenomiiseT 110, YKa3aHHOE B PELENTE, €ro 3aKOHHOTO MPEACTaBUTENS WU
JMI0, KOTOPOE JINLO, YKAa3aHHOE B PELEINTE, UM €0 3aKOHHBIN MPEICTaBUTENb YIIOJTHOMOYMIIN Ha
MOJy4Y€HUE JIEKaPCTBEHHBIX MPENaparoB, O MOCTYIUIEHWH JIEKapCTBEHHOIO Ipernapara, B YCTHOU
dopme mocpeactBoMm TteneoHHONH cBsi3M W (umiau) nocpeactBom CMC-cooOmieHuss Ha HOMeEp
TeneoHa, yKa3aHHBI B JKypHaje YydeTa pEeleNnToB, HaXOISAIIMUXCS Ha OO0CIyXMBaHUM, WIH
MIOJIyYE€HHBIM OT JIMLA, YKa3aHHOTO B pELENTe, WIM €r0 3aKOHHOIO IMPEACTABUTENS WIN JIMIA,
KOTOpO€ JIMIIO, yYKa3aHHOE B peleNnTe, WIM €ro 3aKOHHBI IPEJCTaBUTENIb YHNOJHOMOUYWIN Ha
MOJIy4YeHHE JIEKAPCTBEHHOTO Mpernapara (JeKapCTBEHHbBIX IPenapaTos).

17. HCKapCTBeHHLIC npemnaparbl OTIYCKAKOTCA B KOJMYECTBE, YKAa3aHHOM B PpCHCITC, 3a
HCKIIIOYCHUEM CITydacB, KOrja JJisd JICKAPCTBCHHOI'O IIp€riapara yCTaHOBJICHO KOJIMYECTBO, KOTOPOEC
MOKET OBITh BEIITHCAHO B OIHOM PEUCIITC, B COOTBETCTBUU C IYHKTOM 13 Hopﬂmca Ha3Ha4YCHUA.

[Ipy mnpeabsiBIeHUH peLENTa C MPEBBIIIEHHEM IPEAETbHO  JOMYCTUMOTO  KOJUYECTBa
JIEKapCTBEHHOTO TpernapaTa, KOTOpOoe JONYyCKaeTcsi B OJHOM perente, (apMaleBTHYECKHM
pabOTHUK OTIYCKAaeT yKa3aHHOMY JIMIly YCTaHOBJIEHHOE COOTBETCTBEHHO MpPENEIbHO JOMYCTHMOE
KOJIMYECTBO JIEKAPCTBEHHOI'O Ipernapara, ¢ MpoCTaBIEHUEM COOTBETCTBYIOUIEH OTMETKH B PELENTE
00 OTIIyCcKe JIeKapCTBEHHOTO Mpernapara.
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[Ipn Hamuuum y cyObeKTa pPO3HWYHOM TOPIOBIM JIGKAPCTBEHHOTO IIpemapara C J03WPOBKOM,
OTJIMYHOM OT JJO3UPOBKHU JICKAPCTBEHHOT'O IMpenapara, yKka3aHHOU B pelenTe, OTIYCK UMEIOIIErocs
JICKapCTBEHHOI'0 Tpemnapara OMYCKaeTcs, €ClIM JO3HPOBKAa TAKOrO JIEKAPCTBEHHOrO Mperapara
MEHBIIIE I03UPOBKH, YKa3aHHOM B perente. B TakoM ciyyae oCyliecTBIseTCs IepecyeT KOJIM4ecTBa
JIEKapCTBEHHOI'0 IIperapara ¢ y4eToM Kypca JICUeHHUs, YKa3aHHOTO B pelenTe.

18. OTnyck JIeKapCTBEHHOTO IperapaTa OCYIIECTBISACTCS B TEPBUYHON M (WIM) BTOPUYHOM
(TTOTpeOUTENBbCKON) YITAKOBKAX MPU HATUYUH MapKUPOBKH, KOTOpasi OTBEYACT TPEOOBAHUSM CTAThH
46 denepanbHoro 3akoHa N 61-D3.

19. Ilpu oTmycke JEKapCTBEHHBIX MNpPENapaToB IO pPeUenTy, OPOPMICHHOMY Ha PEHeNnTypHOM
OyaHKe Ha OyMakHOM HocuTele, (hapMaleBTHIECKUH paOOTHHK MPOCTABISET OTMETKY Ha PEelenTe
00 OTIyCKe JIeKapCTBEHHOTO npenapara "JIekapcTBEHHbIN Ipenapar OTHyIIEH" U C YKa3aHUEM:

a) HaMMEHOBAaHUS CyOBEKTa PO3HUYHON TOpromiu (haMuwinu, UMEHH, OTYECTBA (TMPH HATUYHH)
WH/IMBUYaIbHOTO MPeIPUHUMATES);

0) TOProBoro HaMMEHOBaHMS (3a HCKIIIOUEHUEM JIEKapPCTBEHHBIX MPENapaTroB, W3TOTOBJIEHHBIX B
anTeYyHOM OpraHu3aluu), JO3UPOBKH U KOJIMYECTBA OTITYILIEHHOTO JIEKapCTBEHHOTO IIpernapara;

B) aMMIIMM, UMEHH, OTYECTBA (IIPU HAIMYMM) MEAULMHCKOro pabOTHUKA B Clyyae, yKa3aHHOM B
ab63ane TpetbeM nmyHkTa 20 Hactosumx [Ipasu;

r) ¢aMuiauy, UMEHHU, oT4yecTBa (MpU HAIWYUH) (HapMalleBTHUECKOro paOOTHHMKA, OTITYCTUBIIETO
JICKapCTBEHHBIN Mpernapar, ¥ ero MoAIHCH;

1) JaThl OTIIYCKa JIEKAPCTBEHHOI'O IIpenapara.

20. Ilpu otirycke JIeKapcTBEHHBIX IPENapaToB 10 PELENnTy, BBITMCAHHOMY Ha pelenTypHOM OlaHKe
dopmer N _107-1/y co cpokOM JEHCTBHSI JO OJHOTO TOJa, B KOTOPOM YKa3aHbl MEPUOIBI U
KOJINYECTBO OTIYCKa JEKapCTBEHHOTO MpenapaTa (B KaKAbli epro), pelenT BO3BpaIlaeTcs ULy,
npuoOpeTaroeMy JIEKapCTBEHHBIN MpernapaT, ¢ OTMETKOM, coepiKalllell CBEJCHUs, yKa3aHHbIE B
nyHkTe 19 Hacrosiux [Ipasui.

[Ipu ouepenHom oOpalieHMH JHIAa K CYOBEKTY PO3HHYHOW TOPrOBIM C JaHHBIM PEHEnTOM
YUYHUTBIBAIOTCSI OTMETKU O MPEABIAYIIEM OTIIYCKE JIEKAPCTBEHHOIO MpeIapara o TaKOMy PELENTY U
B CIyyae MNpHOOpETEeHHUs JHUIIOM KOJIUYEeCTBa JIEKaPCTBEHHOIO TMpernapara, COOTBETCTBYIOIIETO
MAaKCUMaJIbHOMY KOJIMYECTBY, YKA3aHHOMY MCIWIUWHCKHUM pa6OTHI/IKOM B p€OcnTe, a TAKKE II0
HUCTEYEHUU CpOKa JEWCTBUS pelenTa, Ha pelente mnpocrasigercs mramn "JlekapcTBEHHBIN
mpenapar OTHyIIeH" ¥ pelenT Bo3BpaliaeTcs JUILy.

EnnHOBpeMeHHBIH OTITYCK JIEKQPCTBEHHOTO Mpenapara Mo perenTy, BRIMUCAHHOMY Ha pelenTypHOM
omanke Gopmbr N 107-1/y co cpokOM AEWCTBHS O OJHOTO T0ja, B KOTOPOM YKa3aHbI IEPHOIBI
OTITyCKa JIEKaPCTBEHHOTO TperapaTa U KOJWYEeCTBO, OTIIYCKaeMOTrO JIEKApCTBEHHOTO Mpernapara (B
KOKIBIA TEepPUOJ), JOMYCKaeTcss TOJBKO I10 COTJIACOBAHUIO C MEAWIIMHCKAM PaO0OTHUKOM,
BBITHCABIIIUM PEIIETIT.

21. Ilpu oTmycke JeKapCTBEHHBIX MPEnapaToB MO PelenTy, BHITUCAHHOMY Ha PEIeNTypHOM OJlaHKe
dopmbr N 148-1/y-04(;1), 3amOJIHEHHBIH KOPEMIOK TaKOTO PEIEnTypHOro OJlaHKa IepeaaeTcs
dapManeBTUYECKUM paOOTHUKOM JHUIy, NpuolpeTaromeMy (TodydaromeMy) JeKapCcTBEHHbIC
mpenaparesl.

22. OcraoTcs M XpaHATCS y CyOBEKTa pPO3HUYHOM TOProBIM pelnentsl (C OTMETKOU
"JlexapcTBEHHBIH Mpenapar oTIyIIeH") Ha:
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a) JIeKapCTBEHHbIE TPernaparhl, OTIycKaeMble OECIIIIaTHO WM CO CKUAKOM, - B TEYEHHE TPEX JIET;

0) JeKapCTBEHHbIE IpernapaThl, OTHOCAILIUECS IO AaHATOMO-TEPaNeBTHUECKO-XUMUYECKOM
KJaccu(puKalum, peKoOMeH1I0BaHHON BcemupHoil opranmusanueii 3apaBooxpanenus (naiee - ATX),
K aHtuncuxotndeckuM cpeacrBaM (kox mo ATX NO5A), ankcuomutrkam (kox mo ATX NO5B),
CHOTBOpHBIM M cenaTuBHBIM cpenctBaM (kox mo ATX NOSC), antuapenpeccantam (kox mo ATX
NOGA) u He moyIeKaIre MPeAMETHO-KOJINYECTBEHHOMY YUETY, - B TCUYCHHE TPEX MECSIIEB.

23. Peuentsl, He YyKa3aHHble B IyHKTe 22 Hacrosmux IIpaBwi, oTMeuaroTcs IITaMIIOM
"JlexapCTBEHHBIN Tpemapatr OTIYIIEH" W BO3BPAIIAIOTCA JIMILY, TPHOOpeTaronieMy (ToJyqaroIiemMy)
JIEKapCTBEHHBIN IIpenapar.

24. Peuentbl, BbIIUCAaHHBIE C HapylieHHeMm [lopsjika Ha3HAY€HHs, B TOM YHUCJIE€ B OTHOLICHUU
JICKapPCTBEHHBIX MPENapaTroB, KOTOPbIE B COOTBETCTBUU C MHCTPYKIUSMHU IO UX MEAULIHUHCKOMY
NPUMEHEHHUIO TPEIHA3HAYEHbl [JIsi MPUMEHEHUS TOJbKO B MEIUIMHCKUX OpraHu3alusx B
CTAIlMOHAPHBIX YCIOBUSX U (WJIM) B YCIOBUSX THEBHOTO CTalMOHApPA, OTMEYAIOTCS LITAMIIOM
"PenienT HenelicTBUTENICH" ¥ BO3BPAIIAIOTCS JIUILY, PECTABUBILIEMY PEILICTT.

25. B o00ocobieHHOM ToOJpa3feiecHud MEIUIIMHCKOM OpraHu3aluyd O0ECIeYUuBaIOTCA YCIOBUS
COXPaHHOCTH OCTaBJICHHBIX Ha XpaHEHUE PEIICTITOB HA JIEKAPCTBEHHBIE ITPENapaThl.

PeuenTsl Ha JIeKapCTBEHHBIE MPENAPaAThbl, MOUICKAIINAE IMPEIMETHO-KOIMYECTBEHHOMY YYETY,
JIeKapCTBEHHbIE Mpenaparhbl, OTIYCKaeMble OECIJIaTHO WM CO CKHMJKOM, eXeMeCIYHO MepeaaroTcs
U3 000COOJICHHBIX MOJPA3JCICHU MEIUIUHCKUX OpraHW3aluidi B MEIWIUHCKHE OpTaHU3alliH,
CTPYKTYPHBIMU IOAPa3AEICHUAMU KOTOPBIX OHU ABJIAIOTCS, AJI IIOCICAYIOIIEr0 XpaHEHUS.

26. Ilpu oTIycKe JEKapCTBEHHOrO Ipenapara ¢apMalneBTUYCCKUH pPaOOTHUK WM PaOOTHUK
MEIUIUHCKOW —opraHu3anuu  (000COOJIGHHOTO TOJpa3Je/iCHUs] MEIMIMHCKOW OpraHu3aIiy)
uHpopmMupyeT auIo, npuodperatroiiee (Mmoyrydaromiee) JeKapCTBEHHBIN Mpernapar, 0 PeKUMe U J103aX
ero ImpHema, MpaBWIaX XpaHEHUS B JIOMAIIHUX YCJIOBHUSX, O B3aUMOJCUCTBUU C JPYTHMH
JICKapPCTBCHHBIMU TIpeIIapaTaMu.

27. Ilpm otmycke JeKapCTBEHHOTO Tpemnapara (apManeBTHUYECKUid pabOTHUK WM PaOOTHHUK
MEIUIUHCKONW OpraHu3zauuu (000COOJIEHHOrO MOJPa3/ieNeHusl MEIULIMHCKOW OpraHu3aluu) He
BIIpaB€ INPEJOCTABIATh HEJOCTOBEPHYIO U (WIM) HEMOJHYI0 HMHpOpMalMio O HaJIUYUH
JIEKapCTBEHHBIX IIPENapaToB, BKJIOYas JIEKAPCTBEHHbBIE IIpENapaThl, HMMEIOIIME OJMHAKOBOE
MEX/IyHapOJHOE HEMAaTeHTOBAaHHOE HAaMMEHOBaHME, B TOM 4YHCIE CKpbIBaTh HH(OPMALUIO O
HAJIMYMHU JIEKAPCTBEHHBIX IMPENapaToB, UMEIOIUX Oojiee HU3KYIO LIEHY B COOTBETCTBUU CO CTaThel
74 ®enepanpraoro 3akoHa oT 21 HOosOpst 2011 r. N 323-D3 "OO6 ocHOBax OXpaHbI 37J0POBbS I'PaXKIaH
B Poccuiickoit ®enepanun’.

28. 3ampemiaercsi OTHYCK JIEKAPCTBEHHBIX IMPEMApPATOB, YKa3aHHbIX B crathe 57 demepaibHOro
3akona N 61-03.

29. 3ampewaercss pasleNbHBIA  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOIAUIMX B COCTaB
JIEKapCTBEHHOTO Mpernapara, U3roTaBIuBaeMOro CyObeKTOM PO3ZHUYHOM TOPTOBIIH.

Il. TpeGoBaHus K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB MO
TPeOOBAHUIO MeIUIIUHCKON OPraHu3alnu

30. [lnsa obecnieueHust 1e4eOHOTo Mpolecca B MEAUIIMHCKON OpraHu3aliy anTeyHoN opraHu3aluen,
ABJISIOLIENCS CTPYKTYPHBIM IMO/PA3JeIeHUEM TaKOW METUIIMHCKOM OpraHu3aluy, OCYIIECTBIISIETCS
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OTIYCK JHOO HM3rOTOBJIIEHHWE U OTIIYCK JIEKAPCTBEHHBIX IPENapaToB Ha OCHOBAaHUU TpPeOOBAHUA
MEJIUIIMHCKON OpraHu3aluH.

MenuuuHcKasi OpraHu3alusl BIpaBe OOPAaTUTHhCA B aNTEUHYIO OPTraHU3AIMIO, HE SBISIONLYIOCS
CTPYKTYPHBIM TOJPA3ACICHUEM TaKOW MEAMLIMHCKONW OpraHu3aluu C LEJIbI0 H3TOTOBJICHHS H
OTIIyCKa JIEKAPCTBEHHBIX MPENaparoB HAa OCHOBAHUM TPEOOBaHUS MEIUIMHCKOM OpraHu3allui, B
TOM 4YHCJIE€ IPU OTCYTCTBUU BO3MOXXHOCTH U3IOTOBJICHHS OTAECIBHBIX BHJIOB JIEKAPCTBCHHBIX
[IPEnapaToB B allTEYHOU OpraHU3alVH, SBISIOIIEHCS CTPYKTYPHBIM IIOAPA3ICICHUEM MEIUIIMHCKON
OpraHu3aLuu.

31. Xpanenue TpeOOBaHMN MEIUIIMHCKON OpPraHU3alliH, MO KOTOPHIM OTITYIIEHBI JIEKAPCTBEHHBIC
IIpenaparsl, OCyIIECTBIAETCS aITEUHON OpraHM3allMed B COOTBETCTBHM C ITYHKTOM 22 HACTOSLIUX
IIpaBui.

32. HapyuieHue 11eJIOCTHOCTH MEPBUYHON YIMAKOBKH JIEKAPCTBEHHOI'O Ipenapara Mmpu ero OTIyCKe
Mo TpeOOBAaHUIO MEIUIMHCKON OpraHM3allM JIOMYCKAaeTCs alTeYHOW OpraHu3alueil, MMerolle
JUIEH3UI0 Ha (PapMaleBTUYECKYIO JIEATEIbHOCTh C IPAaBOM M3TOTOBJICHUS JIEKAPCTBEHHBIX
penaparoB.

B Ttakom CJIyda€ OTIIYCK JICKAPpCTBCHHOI'O Ipfrapara OCYHCCTBIACTCA B  YIAKOBKE C
NpeaoCTaBJICHUEM  HMHCTPYKIUU (KOHI/II/I I/IHCTPYKI_II/II/I) 110 IIPUMCHCHHIO OTITyCKaeMOT' O
JICKApCTBCHHOT'O ITperiapara.

1. OTnyck JiekapcTBEeHHBIX NMPeNnapaToB Mo penentam B ¢popme
JIEKTPOHHOT0 IOKYMEHTA

33. OTmyck JIeKapCTBEHHBIX IpenapaToB B (hopme 3JIEKTPOHHOTO JOKYMEHTa OCYLIECTBIISETCS
CyObEeKTaMH pPO3HHYHON TOProBIM, PAacHOJOKEHHBIMH Ha TeppUTOpun cyObekTa Poccuiickoit
®enepanyu, B KOTOpoM oopmiieH perent B (hopMe 3JIEKTPOHHOTO JOKYMEHTa, B Cilydae MpUHATUS
YIOJIHOMOYEHHBIM OpPIraHOM HCIIOJIHUTENbHOW BiacTH cyObekTa Poccuiickoit ®enepanuu B
COOTBETCTBUH C MYHKTOM 4 ctathu 6 ®enepanpHoro 3akoHa N 61-D3 penienns 06 MCIIONB30BaHUH
Ha Tepputopuu cyObekTa Poccuiickoit denepanum Hapsay ¢ pelenTaMd Ha JIEKapCTBEHHBIE
npenaparsl, OpOpMIIEHHBIMH Ha OyMa)XHOM HOCHTEJIE, PELENTOB Ha JIEKapCTBEHHBIE Mpenaparhl,
c(OpPMHPOBAHHBIX B OPME AIIEKTPOHHBIX JOKYMEHTOB.

34. Otrnyck JeKapCTBEHHBIX IIpernapaToB IO penentaM B (OpMe 3JIEKTPOHHOTO JIOKyMEHTa
OCYILECTBIISICTCS JIMIY, YKa3aHHOMY B pellenTe, JM00 ero 3aKOHHOMY INPeJICTaBUTENI0, JIU0O0 JIUILY,
KOTOPO€ JMIIO, YKAa3aHHOE B peEleNTe, WIA €ro 3aKOHHBIM IpPEJCTABUTENb YIOJHOMOYWIA Ha
II0JTy4Y€HHUE JIEKAPCTBEHHBIX IIPENapaToB.

35. B ciydae oTCyTCTBHSI JEKapCTBEHHOTO Mpemnapata CyOBeKT PO3HUYHOW TOPTOBIM BHOCHT B
TOCYJapCTBEHHYIO MH(MOPMAITMOHHYIO CHCTEMY B cdepe 37apaBooXpaHeHHs cyOnekTa Poccuiickoi
@Denepanyiil CBEICHUS, B COOTBETCTBUU ¢ MOAMYHKTOM "e" myHkTa 3 IlomokeHus, 06 OTCyTCTBHH
JIEKapCTBEHHOTO TIperapara, YKa3aHHOTO B pelente B (QOpMe AJIEKTPOHHOTO JOKYMEHTa, C
yKa3aHMeM JaThl TOCTAHOBKM perenTa Ha OOCTy>XKUBaHUE, a JUIS pelenTa Ha JIeKapCTBEHHBIM
npernapar, OTITYyCKaeMbIil OecIIaTHO WIIM CO CKHJKOW - TaKk)Ke HOMEpa 3alliCH B JKypHaJe ydera
PELenTOB, HAXOA[IIUXCS Ha 00CTYKUBAaHUH.

[Tpu mocTyruieHnH JIEKapCTBEHHOTO MpernapaTa CyObeKT pO3HUYHOW TOPrOBJIM B TEUEHUE OIHOTO
paGouero OHS CO JHS TOCTYIUIEHUS JIEKQpCTBEHHOIO IIpernapara, yKa3aHHOIO B MyHKTe 13
Hactossmux [IpaBuil, yBenOMIIsIE€T JIMI0, YKa3aHHOE B PELEITE, €r0 3aKOHHOTO MPEICTABUTEINS WU
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JIMIIO0, KOTOPOE JIMIIO, YKa3aHHOE B PEIENTe, MM €r0 3aKOHHBIM MPEeCTaBUTENh YIOJTHOMOUYMIH Ha
MOJTyYeHUE JICKAPCTBEHHBIX TMPENaparoB, O MOCTYIUICHWH JIEKAPCTBEHHOTO Ipemnapara, B YCTHOU
dbopme mocpenctBoM TtenedoHHON cBsizu M (wim) mocpeactBoM CMC-cooOmieHnuss Ha HOMED
TenedoHa, yKa3aHHBIM B JKypHaje ydera pElenToB, HAXOASIIUXCS Ha OOCITYyXHBAaHWH, WIH
MOJYYCHHBIH OT JIMIIA, YKAa3aHHOTO B PEIENTE, WIH €ro 3aKOHHOTO IMPEICTABUTEIS WM JIUIIA,
KOTOpOE€ JIMIIO, YKa3aHHOE B PEIENTe, WM €ro 3aKOHHBIM MPEeICTABUTENh YIMOTHOMOYMIN Ha
MOJIyYSHHE JIEKAPCTBEHHOTO TIperapara (JIeKapCTBECHHBIX TPenapaToB).

Ipunooicenue N 2
K npukasy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 7 mapma 2025 2. N 100u

IHPABUJIA OTIIYCKA HAPKOTHYECKUX CPEJICTB U
IHCUXOTPOIIHBIX BEHLIECTB,
JAPETUCTPUPOBAHHBIX B KAYECTBE
JIEKAPCTBEHHBIX ITPEITAPATOB 1JIA
MEAUIIWUHCKOI'O IPUMEHEHUS, TEKAPCTBEHHbBIX
HPEIMAPATOB JJIAA MEJUIIUHCKOI'O IPUMEHEHUA,
COAEPKALHINUX HAPKOTUYECKUE CPEACTBA U
IICUXOTPOIIHBIE BEHIECTBA

1. OTnyck HapKOTHYECKHX CPEACTB M NMCUXOTPOMHBIX BELIECTB, 3apETUCTPUPOBAHHBIX B KaueCTBE
JIEKapCTBEHHBIX IPENapaToB I MEAMIMHCKOIO NPHUMEHEHUs, JIEKAPCTBEHHBIX IPENapaToB IS
MEAMIMHCKOTO MPUMEHEHHUS, COJEPKAlINX HApPKOTUYECKUE CPEACTBA U ICHUXOTPOIHBIE BEIIECTBA
(tasee - JeKapCTBEHHbIE NpenapaThl), BKIOYEHHBIX B llepedyeHb HapKOTHYECKHUX CpPEICTB,
MICUXOTPONHBIX BEIIECTB M UX MPEKYPCOPOB, MOMJICKAMMX KOHTPoIto B Poccuiickonn denepanuuy,
yTBepKJeHHbII nocranosineHueM I[IpaButensctBa Poccuiickoit denepanyu ot 30 utons 1998 r. N
681 (manee - IlepedyeHb), OCYIIECTBIAETCS AaNTEUYHBIMH OpPraHU3ALMIMHU, MEIUIIMTHCKUMHU
OpraHu3alsiIMM ¥ UX O00O0COOJEHHBIMU MOApa3AeNeHUsIMH, PpACIONIOKEHHBIMU B CEIbCKUX
HACEJIEHHBIX MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpraHU3a[MH, UMEIOIMMHU JTUIEH3UIO Ha
(bapMaleBTUYECKYIO0 JIeATEIIbHOCTh M JIEATENIBHOCTh 10 000pOTYy HApKOTHUECKUX CPEJCTB,
MICUXOTPOIHBIX BELIECTB M HUX MPEKypCOpOB, KYJIbTUBUPOBAHUIO HAPKOCOAEpXKAIIUX PACTCHHM
(masee - CcyOBEKThl PO3HUYHOM TOProBIM) MO pELENTy Ha JIeKapCTBEHHBIN Ipemnapar,
O(QOpPMIICHHOMY MEIUIMHCKUMHU DPAOOTHUKaMH (Jajee - pEeLeNT), a TakkKe M0 TpeOOBAHUIO
MEAMIMHCKONW OpraHM3alil B COOTBETCTBUM C IYHKTOM 54 cratbu 4, yacTtbto 1 crtateu 56
®enepanpaoro 3akoHa oT 12 ampenst 2010 r. N 61-®3 "O06 obOpamieHnH JTeKapCTBEHHBIX CPENCTB" U
nyHkToM 1 craten 25 ®enepanbhHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O HapkoTHUECKHX
CpelcTBax M ICUXOTPOIHBIX BellecTBax".

OTHyCK JICKAPCTBCHHLBIX MPEIapaToB, U3TrOTOBJICHHBIX B allTCYHBIX OPraHu3anusgax, OCYmICCTBIACTCA
C YUYCTOM IpPaBUJI HU3IOTOBJICHHUA W OTIIyCKa JICKAPCTBCHHLIX MNPCIapaToB MJid MCEAUIIMHCKOI'O
MNPUMCHCHUA AalTCUHBIMU OpraHvu3alnuiaMu, HWMCIOIMWMMH JIMOCH3HWIO Ha CbapMaI_[eBTI/I‘IQCKYIO
ACATCIIBHOCTb,  YTBCPXKIACHHBIX  IIPUKA30M MI/IHI/ICTepCTBa 3ApPaBOOXPaHCHUSA Poccuiickoit
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Oenepannu ot 22 mas 2023 r. N 2491 "OOG yTBep)KICHHMH TPABWJI HM3TOTOBJCHUS W OTIyCKa
JIEKapCTBEHHBIX IpEnaparoB JUisi MEAMIMHCKOIO IPUMEHEHHUS aNTEYHbIMH OpraHM3alUsIMHU,
UMEIOUTUMH JIMIEH3UIO Ha (apMalleBTUYECKYIO JIeATENbHOCTh" (3aperucTpupoBaH MUHHCTEPCTBOM
roctuiuu Poccuiickoit ®enepaunn 29 mas 2023 r., perucrpauuonnsiii N 73564, neiictByer 1o 1
ceHTsa0ps 2029 1.).

2. Ilo penenTaM Ha CHEUHUAIBHBIX perenTypHbIX Onankax ¢opmbel N 107/y-HII unm penenrtam,
chopMHpPOBaHHBIM B (OpME DBJICKTPOHHBIX JOKYMEHTOB C HCIIOJb30BAHUEM YCHIIEHHOU
KBAJIM(HULIHUPOBAHHON 3JIEKTPOHHOM MOIMMCH JIeYallero Bpadya WM (embaliepa, akylIepKd, Ha
KOTOPBIX BO3J0XKEHbI (DYHKIMH JIEYaIllero Bpauya, OTIYCKAIOTCS JIEKAPCTBEHHBIC MPENapaThl,
BKJIIOYeHHble B CHUCOK HapKOTHYECKUX CPEACTB U ICHUXOTPONHBIX BEILECTB, 000POT KOTOPHIX B
Poccniickoit @enepanyy OrpaHU4eH U B OTHOLLIEHUN KOTOPBIX YCTAaHABIMBAIOTCS MEpPbl KOHTPOJISA B
COOTBETCTBUHU C 3aKOHOAATENbCTBOM Pocculiickon @enepanyy U MEXIyHAPOIHBIMHU JTOIOBOPAMHU
Poccuiickoit ®enepauun (cnmcoxk Il) Ilepeunsa (manmee - cnucok Il), 3a wuckimoueHuem
JIeKapCTBEHHBIX IpenapaToB, Ha3HaAUE€HHE KOTOPBIX 0(POPMIISETCS Ha peleNTypHbIX OiaHKax (popMel

N 148-1/y-88.

3. Ilo peunenTam, BBIMMCAHHBIM Ha penenTypHbIX Onankax ¢opmbel N 148-1/y-88, ormyckarorcs
JIEKapCTBEHHbIE IIpenapaThl, yKa3aHHble B OyHKTe 9 Ilopsnka HasHaueHus JIEKapCTBEHHBIX
mpernapaToB Uil MEAMIIMHCKOTO TMPUMEHEHHs, YTBEP)KIEHHOTO TMpUKa3oM MUHHUCTEpCTBA
3npaBooxpaHeHusi Poccuiickoit ®enepaunn ot 24 Hos0ps 2021 r. N 1094n (3apeructpupoBaH
MunucrepctBoM roctuiuu Poccutickoit ®enepanun 30 HosiOps 2021 1., perucrpanuoHHbiid N
66124, neiicrByer 1o 1 mapra 2028 1.).

4. Tlpu oTnycke JeKapCTBEHHOrO npenapaTa cuucka Il Ha penenTe npocraBisercs neyarb CyoObeKkTa
PO3HUYHOI TOPrOBJIM, B KOTOPOH yKa3aHO €ro MoJIHoe HauMEeHOBaHUE (TIPH HATUYMM [1€YaTH ).

5. Ocrarorcs U XpaHsTcsl y cyObeKTa pO3HUYHOM TOPIOBIM PeLenThl (¢ oTMEeTKOM "JlekapcTBeHHbIN
npenapar oTHyuieH") Ha:

a) JeKapCTBEHHbIe Ipemnaparhl cnucka I, nexkapcTBeHHbIE NpenapaThl, BKIIOUYeHHble B CHUCOK
MICUXOTPOIHBIX BEIIECTB, 000pOT KOTOPBIX B Poccuiickoit denepalyii OrpaHU4YeH U B OTHOLIEHUU
KOTOpBIX  JIOMYCKAeTCAd HCKIYEHHE HEKOTOPbIX MEP KOHTPOJsSI B  COOTBETCTBUU C
3aKoHOAATenbCcTBOM Poccuiickonn ®enepanuu ¥ MEXIyHApOAHBIMM JOroBopaMu Poccuiickon
Ddenepanuu (criimcok ), Tlepeunst (nanee - cniucok |11) - B TeueHue nstu Jer;

0) JeKapCTBEHHBIC TMIpemaparhl, COJEp)KAIUe HAPKOTUYECKHE CPEACTBA WM TICHXOTPOITHBIE
BeEllleCTBA, BKJIKOYEHHbIE B cnucok Il u cmucok III, M3rOTOBIIEHHBIE ANTEYHOW OPraHU3ALUEN,
JIEKapCTBEHHBIE MpenapaThl, MOIEKAIINE TPEAMETHO-KOJIMYECTBEHHOMY YUYETY, - B TEYEHUE TPEX
JIeT.

6. JlexapcTBeHHBIE mpemaparbl, yKa3zaHHble B MNyHKTe 4 HacTtosmmx IIpaBui, oTmyckaemble
OecrutaTHO WM CO CKUAKOW TpakJaHaMm, WMEIONIMM IPaBO Ha OOECIeYeHHe JIeKapCTBEHHBIMU
npenapaTtamMm 3a CYeT Cpe/ACTB OIO/DKETHBIX aCCUTHOBaHUM (enepaabHOro OropkeTa U OHOIKETOB
cyonbekToB Poccuiickoit denepannu, OTMyCcKaOTCs NpU MPEAbIBICHUH pellenTa, 0pOpMICHHOTO Ha
peuentypHoMm Onanke ¢opmbl N 148-1/y-88, u peuenta, oopMIIEHHOTO Ha pELENTypHOM OJaHKe
dopmer N 148-1/y-04(x).

7. OTHyCK HAapKOTUYCCKUX HW TMCUXOTPOIIHBIX JICKAPCTBCHHLIX IIPCIIAPATOB OCYIICCTBIIACTCA
q)apMaHeBTI/I'-IeCKI/IMI/I 1 MECOUITUMHCKUMUA pa6OTHI/IKaMI/I, 3aHUMAarrMMMu OJO0JI’KHOCTH, BKIIFOYUCHHBIC B
NEpCUCHb ,Z[OJ'DKHOCTCﬁ (I)apMaI_ICBTI/I‘-ICCKI/IX 1 MCOUIMHCKHUX pa6OTHI/IKOB B OpraHu3alusaXx, KOTOPbIM
MNpeaoCTaBJICHO IpaBO OTIIYCKa HAPKOTHUYCCKHUX JICKAPCTBCHHBLIX IPCIIapaToOB H ICHUXOTPOITHBIX


https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l886
https://normativ.kontur.ru/document?moduleid=1&documentid=467578#l438
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l88
https://normativ.kontur.ru/document?moduleid=1&documentid=467578#l438
https://normativ.kontur.ru/document?moduleid=1&documentid=467578#l438
https://normativ.kontur.ru/document?moduleid=1&documentid=467578#l527
https://normativ.kontur.ru/document?moduleid=1&documentid=467578#l438
https://normativ.kontur.ru/document?moduleid=1&documentid=467578#l527
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1091
https://normativ.kontur.ru/document?moduleid=1&documentid=280532#l4

JIEKapCTBEHHBIX MpenapaToB GU3NUYECKUM JIMIIAM, YTBEPKACHHBIN npukazoM Munzapasa Poccuu ot
7 centsiopst 2016 r. N 6811 (3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoii denepanuu
21 cents6ps 2016 r., perucrpannonnsiii N 43748).

8. JlexapcTtBeHHble mpenaparbl chucka I, 3a HWCKIIOYEHWEM JIEKapCTBEHHBIX IIPEMaparos,
Ha3HauYeHHE KOTOPHIX oopmisieTcs Ha penentypHbix O1ankax ¢popmer N 148-1/y-88, ormyckaroTcs
IpU TPEABSBICHUN JTOKYMEHTA, YJIOCTOBEPSIOLIETO JIMYHOCTb, JIMIlY, YKa3aHHOMY B pELeENTe, ero
3aKOHHOMY HPEACTaBUTEII0 WM JIUIY, KOTOPOE JIUIO, YKa3aHHOE B PEIENTe, WIN €ro 3aKOHHBIN
IPE/ICTABUTEIh YIOJTHOMOYMIIN Ha TOJyYCHNE TAKUX JIEKAPCTBEHHBIX MIPENaparToB.

9. JlekapctBeHHBIe Tmpenaparhl cnucka Il 3a HCKIIOYEHHEM JIEKapCTBEHHBIX IPenapaTos,
Ha3Ha4YCeHHE KOTOPhIX oopmisieTcss Ha perenTypHbix Omankax ¢Gopmbl N 148-1/y-88, oTmyckaemblie
OecIutaTHO WM CO CKUAKOW, TpaKAaHaM, MMEIONIMM MpPaBO Ha OOECIEeYeHHE JIEKaPCTBEHHBIMU
npenapaTtamMi 3a C4eT CpPeACTB OOKETHBIX aCCUIHOBAaHHMM (eliepalbHOro OrojkeTa M OHOIKETOB
cyObekToB Poccuiickoit denepanuu, OTIYCKAIOTCS MPU IPEIbSIBICHUN PELENTa, BHITUCAHHOIO Ha
crenuanbHOM peuentypHom Omanke ¢opmbel N 107/y-HII, u peuenta, BBIIMCAaHHOTO Ha
peuentypHom Onanke ¢opmer N 148-1/y-04(;1) wnm peuenTtoB, cPOpPMHUPOBAHHBIX B (opme
JJIEKTPOHHBIX JIOKYMEHTOB C HCIOJIb30BAHUEM YCHJIECHHOM KBaIM(DPUUUPOBAHHON 3JIEKTPOHHOM
NOJNKMCH JIEYAIlero Bpada WM (QenpAmepa, aKylmlepkd, Ha KOTOPBIX BO3JIOKEHBI (YHKIHU
Jeyallero Bpaya.

10. CyObekTbl PpPO3HUYHOW TOPrOBIM OTIIYCKAIOT JIEKApPCTBEHHBIE Mpenaparhl, YyHaKoBKa U
MapKHUpPOBKAa KOTOPBIX COOTBETCTBYET TpeOoBaHUsAM cTaThil 27 denepaabHOTO 3aKOHA OT § sTHBaps
1998 r. N 3-®3 "O HapKOTHYECKHX CPEJCTBaX U IMCUXOTPOMHBIX BellecTBax'.

11. Ilocne oTmycka JieKapCTBEHHBIX IpenapaToB cnucka lI, nuiy, nosyuduBiemMy JieKapCTBEHHBIN
IIpernapar, BbIIACTCA CUTHATypa C JKEJITOM IOJOCOM B BEPXHEH YacTM M HAIIUCBIO YEPHBIM
nipudrom Ha Hell "Curnatypa', B KOTOpOH yKa3bIBalOTCS:

a) HaMMEHOBAHUE U apec CyObEeKTa POSHUYHONU TOPTOBIIH;
0) HOMep U J1aTa BHIMMCAHHOTO PELIeNTa;

B) bamumims, umsi, oT4ecTBO (NPU HAJTWUYMM) JIMIA, JUISI KOTOPOTO TPEIHA3HAYCH JICKAPCTBEHHBIN
npernapar, ero Bo3pacr;

F) HOMCEpD MEIUITUHCKOH KapThbl MalXCHTA, MOJTYyHYaromero MEAUIUHCKYIO IIOMOLIbL B aM6y.]'IaTOpHBIX
YCIIOBUAX, AJI1 KOTOPOro nNMpeaHasHauCH JIeKapCTBeHHI)II;'I nmpenapar,

1) pamunus, UMsi, OTYECTBO (TIPH HATUYMH) MEIUIIMHCKOTO PAaOOTHHUKA, BHIMHUCABIIETO PEIENT, €r0
KOHTaKTHBIN TenedoH b0 TeredoH MEeAUIIMHCKONW OpraHu3aIii;

€) COoJepKaHUE peLerTa Ha JAaTHHCKOM SI3bIKE WJIM PYCCKOM SI3bIKE€ B POJIUTEIBHOM IMaJexe, 3a
UCKITIOYCHHEM PEIENTOB B (hOpMe DIIEKTPOHHOTO JOKYMEHTA, BHITUCBIBAEMOTO Ha PYCCKOM SI3BIKE;

K) paMuiIMs, UMs, 0OTYeCTBO (MIPH HAJTUYMHU) M MOAMHUCH (PapManeBTUUYECKOTO MIIM MEIULUHCKOTO
paboTHHMKA, OTIYCTHUBILIETO JIEKAPCTBEHHBIH MIpenapar;

3) Jara OTIyCKa JIKapCTBEHHOTO Tpernapara.
Ipunooscenue N 3
K npuxazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu
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om 7 mapma 2025 2. N 100u

IHHOPAJOK OTHHYCKA I'PA’KJAHAM AITTEYHBIMH
OPI'AHUBALIUAMU UMMYHOBUOJIOT'HMYECKHUX
JIEKAPCTBEHHBIX ITPEITAPATOB JJISA
NMMMYHOITPOPUJIAKTUKH

1.  Ornyck  rpaxkaaHaM  HUMMYHOOMOJIOTHUECKMX  JICKQPCTBEHHBIX  IpEmapaTroB  JUis
UMMYHOIIpO(UIAKTUKHU (Zajee - JIEKapCTBEHHBIM IMpernapaT) OCYLIECTBIAETCS aNTeUHBIMU
OpraHu3alMsIMH U WHIUBUAYAIBHBIMH TPEANPUHUMATENSIMH, HMEIOMIMMHU JIMIEH3UIO Ha
(bapMaleBTUYECKYIO AESITeNbHOCTh, MEIUIIMHCKUMH OpraHu3alUsIMH, UMEIOUIMMH JIMIEH3UI0 Ha
(bapMareBTUYECKYIO JAEATEIBHOCTh, U MX 000COOIIEHHBIMU IOIPA3/ICICHUSIMH, PACTIOIOKEHHBIMH B
CEJIbCKMX HACENEHHBIX IMyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTe€4YHble OpraHu3alnuu (nauee -
CyOBEKTHI pO3HHYHOW TOPTOBIHM), 0€3 peuenTa u (WIK) MO pelenTy Ha JeKapCTBEHHBIH Mpermapar,
0(OPMIICHHOMY MEIUIIMHCKUMU paOOTHUKAMU (J1aJiee - PeLerT).

2. CyObeKThl PO3HHUYHOM TOProBIIM HE BIIpaBe OTIYCKaTh TPakJaHaM JIEKApCTBEHHBIC MpernapaThl,
KOTOpPbIE B COOTBETCTBUHU C MHCTPYKIMSAMHU MO UX MEIUIMHCKOMY MPUMEHEHHUIO MpeTHa3HAUYCHbI
JUIST IPUMEHEHHUSI TOJIBKO B MEAMIIMHCKUX OPraHW3alliiX B CTAllMOHAPHBIX YCIOBUSAX U (WIH) B
YCIJIOBUSIX THEBHOT'O CTAllMOHAPA.

3. IIpu oTmycke JieKapCTBEHHOrO Mpemnapara o peuenty, ohopMIeHHOMY Ha pelenTypHoM OJaHKe
Ha OyMa)XKHOM HocuTene, (GapMaleBTUYECKH pabOTHHUK IMPOCTABIISIET HA PEIENnTe OTMETKY 00
OTITyCKE JIEKapCTBEHHOTO Mpenapara "JlekapcTBeHHBIN penapaT OTHyIeH" U C yKa3aHHEeM:

a) HaMMEHOBaHUS CyOBEKTa PO3HUYHON Topromiu (haMuwinu, UMEHM, OTYECTBa (NMPH HAIUYHH)
WH/IMBUYATBHOTO MPEIIPUHUMATEIS);

0) TOProBOro HaMMEHOBAaHMs (32 HCKIIOUEHUEM JIEKAPCTBEHHBIX MPENapaTroB, U3TOTOBIECHHBIX B
anTeYHOM OpraHMu3aIlii), TO3UPOBKH M KOJIMYECTBA OTMYIIEHHOTO JIEKAPCTBEHHOTO Mpernapara;

B) J1aThl U TOYHOTO BPEMEHHU (B Yacax U MUHYTax) OTIyCKa JIEKapCTBEHHOI'O IIperapara;

r) ¢damMuiIuM, UMEHH, OTYecTBa (MpU HaIM4YUM) (apMaleBTUUECKOI0 pabOTHHUKA, OTITYCTHUBLIETO
JIEKapCTBEHHBIH Mperapar, v ero MOAIMCH.

4. OTmycK JIeKapCTBEHHOTO Tpernapara OCyIIEeCTBISIETCS JIMIY, MpUoOpeTaroIieMy (MoaydaremMy)
JIEKapCTBEHHBIN MpemnapaT, MpH HAIUYUM Yy HEro HEeOOXOJHWMBIX CPEICTB ISl TPAHCIIOPTUPOBKHU
(TepMOKOHTENHEp, XJIaJO3JEMEHThI), a B CIydyae HUX OTCYTCTBUS y YKa3aHHOrO JMIA, MpU
NpUOOPETEeHUH B aNTEYHOM OpraHu3allid HEOOXOAWMBIX CpPEICTB IJs TPaHCIOPTHPOBKU
(TepMOKOHTEHHED, XJIa03IEMEHTHI).

5. Jluny, npuoOpeTiieMy JIEKapCTBEHHBIH MHpenapar, pa3bsCHAIOTCS YCIOBUS TPAHCIIOPTUPOBKU
JIEKapCTBEHHOI'0 IIpernapaTa B CpPOKM, HE MPEBBIIIAIONINE CPOKU MOJAJIEpKaHus padbodeit
TEMIEPATYPbl CPEACTB [UIsl TPAHCIIOPTUPOBKH, a TAaKXKE YCJIOBHUS XPAaHEHUS JIEKAPCTBEHHOTO
npernapara, yka3aHHble B MHCTPYKIIHH 110 €r0 IPUMEHEHHIO.



