3apeructpmpoBaHo B MuHiocte PO 28 ceHTabpa 2010 r. N 18575

MWHUCTEPCTBO 31PABOOXPAHEHUA N COLMAJIBHOIO PA3BUTUA
POCCUINCKOMN ®EAEPALNU

NPUKA3
ot 26 asrycra 2010 r. N 735H

OB YTBEPXXAEHUM NPABUN OTMYCKA
NEKAPCTBEHHbIX MPENAPATOB AN MEAULMHCKOrO
NPUMEHEHUA MEAULMHCKMMW OPTAHU3ALMAMMW, UMEIOLLUMU IULIEH3NIO HA
®APMALEBTUYECKYIO AEATE/IBHOCTb, U UX OBOCOB/IEHHBIMM
NOAPA3AENEHUAMMU (AMBY/IATOPUAMMU, GENbALLEPCKUMMN
M GENbALIEPCKO-AKYLUEPCKUMU NMYHKTAMMU, LLEHTPAMMU
(OTAENEHUAMM) OBLLIEN BPAYEEHOW (CEMEWHOWM) NPAKTUKM),
PACMOJ/IOXEHHbIMMU B CENIbCKMUX MOCENEHUAX, B KOTOPbIX
OTCYTCTBYIOT ANTEYHbIE OPFTAHU3ALUU

B cooTtBeTtcTBMM co cTaTbeit 55 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61- ®3 "06
obpalweHMn nekapcteeHHbix cpeacts" (CobpaHue 3akoHoaaTenbcTBa Poccminickon deaepaunn, 2010, N
16, cT. 1815; N 31, cT. 4161) npukasbiBalo:

YtBepguTb Npunaraemble lpaBuna OTNYCKA NEKApPCTBEHHbIX MPENApaToB AAs8 MeLMULMHCKOro
NPUMeEHEHNA MEAUUMHCKMMU  OpPraHM3aumMaAMK, UMEIOWMMU  NULEH3MIO HA (apMaueBTUYECKYHO
OeATeNnbHoCcTb, U UX 060cobNeHHbIMM NoapasaeneHusamn  (ambynatopuamu, Qenbalepckumm u
denbaliepcko-akylepckMMM MyHKTamK1, ueHTpamu (oTaeneHuamu) obluelt BpayebHol (cemeitHoin)
NPaKTUKM), PacNONOKEHHbIMWN B CENbCKUX NOCE/IEHNAX, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHM3auuu.

MuHucTp
T.A.TOJIMKOBA



YTBEpKAeHbI

Mpukazom MuHucTepcTea
3[paBOOXPaHEHMUA U
COLMANBLHOTO Pa3BUTUA
Poccwuinckoin depepaunm ot 26
asrycta 2010 r. N 735H

MPABU/NA OTMYCKA NEKAPCTBEHHbBIX MPENAPATOB A/19 MEAULIMHCKOrO
NPUMEHEHUA MEAVULMHCKMMMU OPFAHU3ALIMAMM, UMEIOLLIMMM IMLIEH3UIO HA
®APMALEBTUYECKYIO AEATE/IbHOCTb, M UX OBOCOBEHHBIMU NOAPA3AENEHUAMM
(AMBY/IATOPUAMU, GENBALLEPCKUMMU
N GENbALLEPCKO-AKYLLEPCKMMU NYHKTAMM, LEHTPAMM (OTAENEHUAMM) OBLLENA BPAYEGHOM
(CEMEHOWM) NPAKTUKM), PACNIO/TIOMEHHbIMU B CEZIbCKUX NMOCE/NIEHUAX, B KOTOPBIX
OTCYTCTBYIOT AMTEYHbIE OPFTAHU3ALUU

1. Hactoawume MNpaBuna onpegenatoT NOpPAAOK OTNYCKA IEKAaPCTBEHHbIX NPenapaTtos A1
MeANUMHCKOTo NPUMeHeHUs (fanee - NeKapCTBEHHbIE Npenaparbl) no peuentam u (unn) 6e3 peuentos
Bpayva (benbgliepa) MEANUUHCKMMM OPraHM3aLMAMMU, UMEOLWNMU TNLEH3UIO HA dapMaLLeBTUYECKYIO
OeATeNbHOCTb, U X 060cobNeHHbIMU NogpasgeneHuammn (ambynatopmamm, Genbaiepckumm n
denbalepcKo-akyLWepPCKMMU NMYHKTaMK, LEHTPamMK (oTaeneHnamu) obuei spayebHolt (cemeinHom)
NPaKTUKM), PacnoIOKEHHbIMWN B CEIbCKUX NOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHM3auum
(Banee cooTBETCTBEHHO - MEANLMHCKME OPraHM3aunmn n 060cobieHHble NoapasaeeHns MeanLMHCKUX
opraHu3aumi), nepeyeHb KOTOPbIX YTBEPKAAETCA OpraHaMm UCNONHUTENBHOM BAACTU CybbEKTA
Poccuiickoit depepaumm.

2. OTNycKy B MEOMUMHCKMX OpraHM3aumax n o6ocobneHHbIX nogpasaeneHuax meguuMHCKUX
OopraHM3aLMi NOANENXKAT IeKapPCTBEHHbIE NpenapaTbl, 3aperncTpupoBaHHble B Poccuiickon Pegepavmm B
YCTaHOBNEHHOM MOPSAAKE U BK/KOYEHHbIE B NMepeyeHb NIEKAaPCTBEHHbIX MPenapaToB (3a MUCKIOYEHUEM
HAPKOTUYECKUX JIEKAPCTBEHHbIX NPENapaToB U MCUXOTPOMHbIX JIEKAPCTBEHHbIX MPEnapaToB), Npoaaka
KOTOPbIX  MOMKET  OCYWECTBAATbCA  MEAMUMHCKMMW  OpraHuMsaumsmm  un 060cobeHHbIMK
nogpasgeneHmaMmM MeaUUMHCKUX OpraHusaumnii, cdopmMmnpoBaHHbIN C y4eTom NoTpebHocTu cybbeKTa
Poccuitickoit Pepepaumm n nyHKTa 9 Hactoawmx MNpaBua 1 yTBepKAaeMbli OpraHamm UCNONHUTENIbHOM
BNacTM cybbekToB Poccuitickoin ®epepaunm (aanee - NMepeyeHb NEKAPCTBEHHbIX NPENapaTos).

3. OTNycK NeKapCTBEHHbIX MpenapaTtoB B MEeAMLMHCKUX OpraHu3aumax M 0060Ccob/eHHbIX
nogpasgeneHmax MeauuUMHCKON opraHM3aumm, B TOM Ymnc/ie no 6ecnnaTHbIM M NbFOTHbIM PeLenTam,
OCyLLEeCTBNAETCA B COOTBETCTBUMM C [lOpAAKOM OTMYCKa JIEKAPCTBEHHbIX CPeACTB, YTBEPKAEHHbIM
Mpukasom MuHUCTEPCTBA 34PaBOOXPAaHEHMA U COLMANbHOTO pa3BuTuA Poccuitckon Pepepaumm ot 14
nekabpsa 2005 r. N 785 (3apeructpuposaH MuHioctom Poccum 16 ansBapa 2006 r. N 7353), c
M3MEHEHMAMM, BHECEHHbIMM [MpMKaszamn MuUHUCTEPCTBA 34PaBOOXPAHEHMA U COLMANBHOTO Pa3BUTUA
Poccuiickont depepaumm ot 24 anpena 2006 r. N 302 (3apeructpmpoBaH MuHtoctom Poccum 16 masa 2006
r. N 7842), ot 13 oKtabpsa 2006 r. N 703 (3apeructpuposaH MuHioctom Poccum 7 Hoabps 2006 r. N
8445), ot 12 pespansa 2007 r. N 109 (3apernctpupoaH MuHtoctom Poccun 30 mapta 2007 r. N 9198), ot
12 ¢espans 2007 r. N 110 (3apeructpmposaH MuHiocTom Poccumn 27 anpena 2007 r. N 9364), ot 6
asrycrta 2007 r. N 521 (3apeructpuposaH MuHioctom Poccun 29 asrycta 2007 r. N 10063).

4. Bce nekapCTBeHHble CPeacTBa, 3a MCKAOYEHMEM BKOYEHHbIX B [lepevyeHb NeKapCTBEHHbIX
CpeacTs, OTnyckaemblx 6e3 peuenta Bpaya, YTBEpP)KAEHHbIM [puKasom  MuHKUCTEpCTBa
3[0aBOOXPaHEHMA U COUManbHOro passutua Poccuiickon ®eapepaumnn oT 13 ceHtabpsa 2005 r. N 578
(3apeructpuposaH MuHioctom Poccumn 29 ceHTtabpsa 2005 r. N 7053), ¢ M3MEHEHUAMM, BHECEHHbIMMU
Mpukasamn MuHUCTEPCTBA 34paBOOXPAHEHMA U COLMAIbHOIO passuTma Poccuiickon ®epepaunm ot 4
nekabpsa 2006 r. N 823 (3apeructpupoaH MuHioctom Poccum 28 aekabps 2006 r. N 8696), oT 26 uniona
2007 r. N 493 (3apeructpuposaH MuHtoctom Poccum 20 aBrycta 2007 r. N 10017), 40NKHbI OTNYCKaTbCA
MeANUMHCKMMW OpraHusaumamm M 06ocobneHHbIMM NoApasaeneHUsMn MeanUNHCKUX OpraHu3aumnii
TO/IbKO NO peuenTam Bpava (penbawepa), obpopMIeHHbIM B YCTAaHOBNEHHOM MOPSAAKE Ha peuenTypHbIX



H61aHKax COOTBETCTBYHOLLMX YYETHbIX GOpM.

5. MeavumMHCKMe opraHusauum M 060cobaeHHble NOAPA3AENEHUA MEANUMHCKMX OpraHU3aumii
MOTYT OTNYCKaTb:

JIeKapCTBEHHbIE NpenapaTbl, OTNyCcKaemble 6e3 peLenTa Bpaya; IEKAPCTBEHHbIE CPEACTBA,

nognexawpe npeameTHO-KOIMYeCTBEHHOMY y4eTy, BbIMMCaHHbIe Ha
peuenTtypHbix 6naHkax ¢opmbl N 148-1/y-88, yTBepskaeHHoW [pukaszom MwuHucTepcTea
3[1paBOOXpPaHEHUA U coumanbHoro passuTua Poccuiickon Pepepauum ot 12 despana 2007 r. N 110
(3apeructpupoaH MuHioctom Poccum 27 anpens 2007 r. N 9364), ¢ U3MEHEHMAMM, BHECEHHbIMMU
Mpukazamu MUHUCTEPCTBA 34PaBOOXPAHEHNA U COLMANbHOTO pa3BuTna Poccuinckoi Peaepaumm ot 27
aerycta 2007 r. N 560 (3apeructpupoBaH MuHioctom Poccum 14 ceHtabpa 2007 r. N 10133), ot 25
ceHTAbps 2009 r. N 7941 (3apernctpmuposaH MuHioctom Poccum 25 Hosbpsa 2009 r. N 15317) (aanee -
Mpukas MUWHUCTEPCTBA 340aBOOXPAHEHMA M COLMANbHOTO pa3BuTuA Poccuiickoit Pepepaumm ot 12
deBpana 2007 r. N 110);

NIeKapCTBEHHbIE CPeACTBa, BKAOUEHHbIE B [epeyeHb SIeKapCTBEHHbIX CPEACTB, OTMYCKAeMbIX NO
peuenTtam Bpava (penbawepa) Npyu OKasaHUM AOMNOJHUTENbHOW H6ecnnaTHOM MeAMLMHCKOW NOMOLM
OTAENIbHbIM KATEropuAM rpaxKAaH, MMENLWMM MNPaBo Ha MoJyYeHWe rocyAapCTBEHHOM COLManNbHOM
NOMOLLYM, YTBEPKAEHHbIW [MpuMKazom MUHUCTepCTBA 34PABOOXPAHEHMA W COLMANLHOMO pPasBUTUA
Poccuitickoit depepaumm ot 18 ceHTabpa 2006 r. N 665 (3apeructpuposaH MuHioctom Poccun 27
ceHTAbps 2006 r. N 8322), c UsmeHeHUAMMU, BHECEHHbIMK MprKazammn MUHUCTEPCTBA 34PaBOOXPaHEHUSA
M coumanbHoro passutna Poccuiickon Pepepaumnm ot 19 oktabpa 2007 r. N 651 (3apeructpuposaH
MwuHioctom Poccum 19 oktabpsa 2007 r. N 10367), oT 27 asrycta 2008 r. N 451H (3apeructpmpoBaH
MwuHioctom Poccum 10 ceHTabpsa 2008 r. N 12254), ot 1 aekabpsa 2008 r. N 690H (3aperucTpmpoBsaH
MwuHiocTom Poccum 22 pgekabpsa 2008 r. N 12917), ot 23 aekabps 2008 r. N 760H (3apeructpuposaH
MwuHiocTom Poccum 28 aHsapa 2009 r. N 13195) (ganee - MNepeyeHb NleKapCTBEHHbIX CPeACTs,
OTNycKaembIx MO peuenTam Bpaya (denbawepa), a TakKe 1Hble 1eKaPCTBEHHbIE CPeACcTBa, OTNYCKaemMble
6ecnaaTHO WK CO CKMAKOM, BbIMMCAaHHbIE Ha peLenTypHbIX 6naHKax ¢opmbl N 148-1/y-04 (n) n N 148-
1/y-06 (n), yTBep»KAeHHbIX MMpMKazom MUHWUCTEPCTBA 34PaBOOXPAHEHUA W COUMANbHOIO Pa3BUTUA
Poccuitckoit depepaumm ot 12 despana 2007 r. N 110 (panee - vHble NleKapcTBEHHble CpPeacTsa,
OTNycKaemble 6ecrnaaTHoO Man Co CKUAKOWN);

JIeKapCTBEHHble npenapaTtbl, OTNyCKaemble MO peLenTam Bpaya, BbIMMCAHHbIE Ha peLenTypHbIX
6naHkax ¢opmbl N 107-1/y, yTtBepxaeHHoi [lpukaszom MuHUCTEPCTBA 34PAaBOOXPAHEHMA U
coumanbHoro passuTtua Poccuiickoit ®egepaunn ot 12 despans 2007 r. N 110.

6. B ob6ocobneHHOM noapasaeneHnun MeaUUMHCKOW OpraHM3auMm AO0/KHbl ObiTb obecneyeHbl
YC/IOBUA COXPAHHOCTM OCTaBAIEHHbIX HA XpaHEHME pPeLenToB Ha JIeKapCTBEHHble CpeacTBa, NoAnexKallme
npegMeTHO-KONMYECTBEHHOMY  y4YeTy, JIeKapCTBEHHble CPeacTBa, BKAOYEHHble B [lepeyeHb
JIEKApCTBEHHbIX CPeAcTB, OTNYCKAaeMbiX MO peuentam Bpaya (denbaliepa), a TaKXKe WHble
JIeKapCTBEHHbIE CPEACTBA, OTMNYCKaeMble 6ecniaTHO MAM CO CKUAKOM.

7. PeuenTbl HAa NeKapCTBEHHble CPeACTBa, Mogaexkalme npeaMeTHO-KOANYECTBEHHOMY YYeTy,
NleKapCTBEHHble CpeacTBa, BK/AOYeHHble B [lepeyeHb JIeKAapPCTBEHHbIX CPeacTB, OTMYCKaeMbIX MO
peuenTam Bpaya (penbawepa), a TakKe MHble IeKapCTBEHHbIE CPEeACTBa, OTMyCKaemble 6ecniaTHO Mau
CO CKMAKOWN, exXemMecAYHOo nepesatoTcs 3 060cobaeHHbIX NogpasaeneHnin MeguumMHCKUX OpraHn3aumii
B MeAWMUMHCKME OpraHM3aLMn, CTPYKTYPHbIMM NOAPA3LENEeHUAMM KOTOPbIX OHW ABAAIOTCA, ANA
nocieayroLLero pasae/ibHoro XxpaHeHus.

Mo wucTeyeHUM CpPoOKa XpPaHeHWs peuenTbl NOANENAT YHUUTOXKEHUID B COOTBETCTBUM C
LENCTBYIOLLMM 3aKOHOAATEIbCTBOM.

8. PabOTHMK MeOMUMHCKON opraHuMsaumm mam o6ocobneHHOoro noapasgenieHus MeauuMHCKOM
OopraHv3aumn, OTNYCKAlOWMIA NeKapcTBEHHble npenapatbl, 06A3aH WHPOPMMPOBATL MOKynaTens o
npaBuiax Npuema NeKapCTBEHHOrO Npenaparta, peXXnme npuema, pPasoBoi U CyTOYHOM ao3e, cnocobe
npuema (c yd4yeTom npuema nuwuM), NpaBuaax XpaHeHWs, obpawaTb BHMMaAHME TMOKynaTens Ha
HeobXoAMMOCTb NPeABaPUTENIbLHOIO O3HAKOMJIEHUSA C MHOPMaLUMEN O NeKapCTBEHHOM Npenapare.

9. Mo TpeboBaHUIO NoOKynaTena PaboTHUK MeAMUMHCKOM opraHusaumMm mam obocobaeHHoro
nogpasgeneHns  MeAMUMHCKOM  OpraHM3auuu,  OTNYCKAaloWMIA  NIeKapCTBEHHble  Mpenaparthl,



npeaocTaBAfeT MHGOPMALMIO O LLOKYMEHTAX NO LLeHaM M CPOKaM roAHOCTM NEKAPCTBEHHbIX NPenapaTos
N 0 OKYMEHTaX, NoATBEPKAAIOLLMX UX KAaYeCTBO.

10. No TpeboBaHWO NoKynaTena pPaboTHWMK MeAULMHCKOW opraHuMsaumMm uam obocobneHHoro
nogpasgeneHma  MeAMUMHCKOM  OpraHusauuu,  OTMYCKAloWMKA  NIeKapCTBEHHblE  Mpenapartsl,
NpeaoCTaBAAET TOBAaPHbIA YEK, B KOTOPOM YKasblBalOTCA HaMMEHOBAHWE, L03MPOBKA M KOMYECTBO
OTMYLWEHHbIX JIEKAPCTBEHHbIX Mpenapatos, UeHa, obWwaa CTOMMOCTb, a TaKXe JAaTa M NoANUCb
OTNYCTMBLLETO SIEKAPCTBEHHbIE NPenapaTbl.

11. OTBETCTBEHHbIM 33 OPraHM3aLMio PaboTbl MO OTMYCKY JIEKAPCTBEHHbIX NPEnapaTtoB ABAAETCS
PYKOBOAUTENIb MEAULMHCKON OpraHmn3aumu.

12. KoHTponb 3a cobnogeHnem MegUUMHCKMMU  OpraHu3aumsamu M 060cob6eHHbIMM
nogpasgeneHmamMm  MeaUUMHCKMX OpraHu3aumii  nopsgaka OTMYCKA J1IeKAPCTBEHHbIX MpenapaTtos
ocywecTtsnserca dPeaepanbHoi cny:Kbo nNo Hagsopy B chepe 34pPaBOOXPAHEHUS U COLMANIbHOMO
pa3BUTUA, ee TeppuUTOpUaZbHbIMM OPraHamuM WM OpraHaMm MCMNOJHUTENBbHOW B/lacTU Cy6beKToB
Poccuiickoit ®epepaumm.




