O BHeceHuu usMeHeHuu B MpaBuna oTnycKa NeKapCTBEHHbIX
npenapaToB AN MeAULUHCKOro NpMMeHeHus, B TOM Yucne
MMMYHOOMOIOrM4eCKUX NIeKapCTBEHHbIX NpenapaTos,
anTe4YHbIMX OpraH1M3auuaMu, UHAUBUAYaAJIbHbIMU
npeanpuHUMaTesIaMU, UMEIOLL MMM JIMLLEH3UIO Ha
dapMauLeBTUYECKYIO AeATeIbHOCTb, YTBEP)XAEeHHbIe NPUKa3oM
MuHucTepcTBa 3apaBooxpaHeHus Poccunckon depepauum ot 11
miona 2017 r. Ne 403H

Mpukas * Ne 683H - 0T 07.07.2020 - MUHUCTEPCTBO 34pPaBOOXPaHEHNUs - YTpaTun cuiy

MWHWCTEPCTBO 3[IPABOOXPAHEHWS POCCUNCKOW ®ELEPALIAN
MPUKA3
MOCKBA

7 nions 2020 r. Ne 683H

O BHeceHUn nsmMeHeHun B MNpasuna 0TNyCKa JIeKapCTBEHHbIX NpenapaToB AJ19 MeANLUHCKOro NpUMeHeHN s,
B TOM YucCsie UMMYHOBMONOrNYeCKMNX NIeKapCTBEHHbIX NpenapaTos, anTeyYHbIMY OpraHu3aumnsamu,
WHAMBUAYAbHBIMY NPEeANPUHNUMaTENIAMA, UMEOLMMU NNLIEH3MNI0 Ha (PapMaLeBTUYECKYIO feATesIbHOCTb,
yTBEPXXAEHHbIE NpUKa3oM MnHUCTepCTBa 34paBooxpaHeHuns Poccuinckon ®epepaumm ot 11 uong 2017 r.
Ne 403H

3apeructpupoBaH MuHiocTtom Poccum 14 okTabpsa 2020 r.
PernctpauuoHHbin Ne 60370

B cooTBETCTBMM C YacTbio 2 CTaTbk 55 PefepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-03 "06
obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon ®enepauuu, 2010, Ne 16,
cT. 1815; 2020, Ne 14, cT. 2035), nyHkTOM 3 cTaTbh 12 OefgepanbHOro 3akoHa oT 17 ceHTabps 1998 r. Ne
157-03 "0O6 uMmyHonpognnakTnke NHGeKLUNOoHHbIX bonesHen" (CobpaHne 3akoHoAaTeNbCTBA POCCUCKON
®epepaumm, 1998, Ne 38, cT. 4736; 2013, Ne 48, cT. 6165) 1 nognyHkTamm 5.2.169, 5.2.183 MonoxxeHns o
MuHmnCcTepcTBe 3A0paBooXpaHeHnst Poccminckon ®eagepaumm, yTBEPXKAEHHOIO0 MOCTAHOBJIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaumm oT 19 uioHs 2012 r. Ne 608 (CobpaHue 3akoHOAATENbCTBA
Poccunckon ®egepaumm, 2012, Ne 26, cT. 3526; 2014, Ne 37, cT. 4969), npuka3sbiBato:

YTBEPAUTL NpUNaraeMble N3MEHEHNS, KOTOPbIE BHOCATCS B [paBuia 0TNyCKa NeKapCTBEHHbIX NPenapaTos
AN MeANLUHCKOr0 MPMMEHEHNSA, B TOM YMCS1e UMMYHOBMOI0r MYeCcKnx NeKapCTBEHHbIX NPenapaTos,
anTeYHbIMW OpraHn3aunsaMm, UHAMBUAYANbHbIMY MPeANnPUHUMATENAMN, UMEIOLLMMMN TNLEH3MIO Ha
hapMaLEeBTNYECKYIO OeATeNbHOCTb, YTBEPXKAEHHbIE NPUKa30M MUHMUCTEPCTBa 34PaBOOXPaHEHNS
Poccninckon ®epgepaumm ot 11 nons 2017 r. Ne 403H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULIUK
Poccuiickon ®epepaumm 8 ceHTabps 2017 r., peructpaumoHHbii Ne 48125).

MuHncTp M.A.MypaLuko

YTBEPXXIEHbI
npuka3om MnHMCTEpPCTBa 34paBooOXpaHeHns Poccunckon degepauun
oT 7 nons 2020 r. Ne 683H

N3meHeHns,
KOTOpPble BHOCATCA B I'Ipanma O0TNYyCKa JIeKapCTBEHHbLIX NMpenapaToB AJida MeEONLIMHCKOIO NPpUMMeHeEHNA, B
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TOM YMCe UMMYHOBNONOrMYECKUX NIEKAPCTBEHHbIX MPenapaTos, anTe4YHbIMU OpraHn3aLusaMu,
WHOMBUAYANbHBIMY NpeanpuHUMaTeNiaMu, UMELWMMU NNLEH3MI0 Ha (DapMaLeBTUYeCKYo LeAaTesIbHOCTb,
yTBEpPXAEHHbIE NMPUKa3oM MUHMNCTEPCTBa 34paBooxpaHeHnsa Poccunckon ®egepaumm

oT 11 miona 2017 r. Ne 403H

1. B nyHkTe 1:

1) cnoBo "BbIMMCAHHOMY B YCTaHOB/IEHHOM MOPSAKE" 3aMEeHUTb C/I0BaMu "0hOpMIEHHOMY B
YCTaHOBJIEHHOM ropsaake";

2) ab3aL, BTOPOW CHOCKMN 2 N3N0XUTb B C/IefytoLlen pefakLmm:

"oT 14 aHBaps 2019 r. Ne 4H "O6 yTBEpP)XAEHWUM MOPSAKA HAa3HAYEHUS JIEKAPCTBEHHbIX NPenapaTos, (hopM
peuenTypHbIX 61aHKOB Ha NeKapCTBEHHbIE NpenapaThl, NOpAAKa 0POPMIEHUS YKa3aHHbIX 61aHKOB, NX
y4yeTa un xpaHeHus" (3apernctpmuposaH MnHuUCTepcTBoM tocTuumm Poccuinckon ®egepauum 26 mapta 2019
r., permcTpaumoHHbii Ne 54173), ¢ n3MEeHeHUsIMU, BHECEHHbIMW NPUKa3oM MUHUCTepCTBa
3ApaBooxpaHeHus Poccuiickon Pepepaunm ot 11 gekabps 2019 r. Ne 1022H (3apermctpmpoBaH
MuHmncTepcTBOM toCcTULMK Poccninckon ®epepaumm 28 aHeapsa 2020 r., pernctpaunoHHbin Ne 57292) (nanee
- npuKas Ne 4H)".

2. B nyHKTE 4:

1) ab3ay nepBbI LONOAHUTL COBaMU "1 NeKapCTBEHHbLIX MPenapaToB, COAepPXallMxX HapKoTUYeckoe
CpefCTBO B COMETAHMM C @HTAarOHUCTOM OMNMUOULHBLIX peLenTopos”;

2) CHOCKY 5 n3710XX1Tb B CliefytoLen pefakunm:

" 5 MyHKT 10 nopsfiKa Ha3Ha4yeHUs JIekapCTBEHHbIX NPenapaTos, YTBEPXKAEHHOro npruka3som Ne 4H.";

3) ab3aL YeTBeEPTLIA AOMOJHUTL CNOBaMU "1 IEKAPCTBEHHbIE NPenapaThl, COAEPXKALLNE HAPKOTUYECKOe
CpPefcTBO B COMETaHMM C aHTarOHUCTOM OMUOUAHBLIX PeLLenTopoB”;

4) CHOCKY 7 M3JI0XKNTb B CieayioLLen pedakLunm:

" 7 MoanyHKT 2 nyHKTa 10 nopsfika Ha3HaYeHNs NeKapCTBEHHbIX NpenapaTos, yTBEPXAEHHOr 0 MPUKa3oM
No 44.";

5) B ab3aue nesatom cnosa "unm gopmbl Ne 148-1/y-06 (1)" UCKAOHUTD;

6) nononHUTL ab3aLem cneayoLlero CoaepXXaHns:

"MMo peuenTtaM B (hOPMe 3JIEKTPOHHOI0 AOKYMEHTA C MCMOJIb30BAaHUEM YCUIIEHHOW KBaINGLMPOBaHHON
3N1eKTPOHHON NOANNCK MeAULIMHCKOro paboTHMKa (fanee - peLenT B popMe 3NEKTPOHHOIO AOKYMEHTA)
OTNYCKAOTCH BCE JIeKapCTBEHHbIE NMpenapaThl, YKa3aHHble B ab3alax naToM - 4eCATOM HacTOALWEero
nyHKTa.".

3. CHocky 9 K ab3auy naToMy NyHKTa 6 U3N0XKWTb B C/IEAYOLWEen pejakuum:

" 9 PacnopsixeHue MpaBuTtenbcTBa Poccuinckon ®epepaumm ot 12 nekabpsa 2019 r. Ne 2406-p (CobpaHue
3aKoHogaTenbCTBa Poccunckon ®epepaunu, 2019, Ne 42, cT. 5979).".

4. B nyHkTe 7:

1) B ab3aLe NepBoM CnoBa "MpefensHO AONYCTUMOE UM PEKOMEHA0BAHHOE KOMYECTBO A1 BbINUChIBAHWS
Ha OAVH peuenT" 3aMeHUTb C/I0BaMK "KOINYECTBO, KOTOPOE MOXXET BbiThb BbIMMCAHO B O4HOM peLenTe, nau
Kypc nevyenua';

2) cHocKy 10 M310XKWTb B CIeAytoLlen pefakLmm:

" 10 MpunoxeHne Ne 1 K NOPAAKY HA3HAYEHMNA NNEKAPCTBEHHbLIX NPenapaToBs, YTBEPKAEHHOMY NPUKa3om Ne
4H, NYHKT 25 nopagka Ha3HayYeHWs JIeKapCTBEHHbIX MpenapaTos, YTBEPXAEHHOr0 Npuka3oM Ne 4H.".

5. B nyHKTe 9:

1) B ab3aLe nepBoM nocse CJI0B "Mo peLenTy" AONOJHUTbL C/IoBaMn ", 0pOPMSIEHHOMY Ha peLenTypHOM
6naHke Ha BymaxxHOM HocuTene,";

2) B ab3aLie TpeTbeM Mocse C/10B "TOProBOro HAMMeEHOBaHMA" AOMNOJHUTL C/I0BaMM "(3a NCKOYEHNEM
NEeKapCTBEHHbIX MPenapaToB, N3roTOBEHHbLIX B aNTEYHON opraHu3aLmm)".

6. CHOCKY 13 K NYHKTY 10 UCKNOYUTD.

7. B cHocke 14 k ab3auy BTopoMy nyHkTa 15 cnosa "Mpuka3s Ne 1175H" 3amMeHUTb cnosamm "Mpukas Ne 4H".
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8. B nyHKTe 20 nocne csioB "B BUAE TpaHCOAEPMaJIbHbIX TepPanNeBTUHECKMX CUCTEM" AOMOIHUTL CJloBaMu "u
JleKapCTBEHHbIX NpernapaTos, CofepXKallumx HapKOTUYeCKoe CpeiCTBO B COYETaHUN C aHTarOHUCTOM
ONUOMAHBIX peLenTopos”.

9. B nyHKTe 21:

a) B ab3aLe nepBOM MOC/e CNOB "B BUAE TPAaHCAEPMabHbIX TepaneBTUYeCKUX cucteMm" LONOAHUTb
CnoBaMu " NeKapCTBEHHbIX NPenapaToB, CoAepXKaLlnX HAPKOTUYECKOe CPeACTBO B COYETAHUN C
AHTAroOHNUCTOM OMUOUAHBIX peLenTopoB”, cosa "unm gopmbl Ne 148-1/y-06 (n)" NCKNIOYNTB;

6) B ab3aLie BTopom cnoBa "nnu opmbl Ne 148-1/y-06 (1)" NCKNOUYUTD.

10. B ab3aLe nepBoM NyHKTa 22 nocse c1oB "B BUAE TPaHCAEPMalbHbIX TEPaANeBTUYECKUX CUcTem"
LOMOJIHUTL C/IOBaMU "M JIeKapCTBEHHbIX NpenapaToBs, CoOAepXKallnxX HapKOTUYeCKoe CpeaCcTBO B COHETaHUM
C @aHTAroHMCTOM OMUONAHbIX peLenTopoB".

11. NMyHKT 25 n310XXNTb B CIeAyOLWEen pefakunm:

"25. 3anpewaeTcs oTNyck CybbeKTOM PO3HMYHOM TOProBAN MO PeLLenTaM BeTEPUHAPHBLIX OpraHN3aLnii:
HaAPKOTUYECKNX U MCUXOTPONMHBIX JIEKAPCTBEHHLIX NPenapaTos;

JIeKapCTBEHHbIX NpenapaTos, obnagaowmx aHaboanyeckon akTUBHOCTbIO;

WHbIX JIeKapCTBEHHbIX NpenapaTos, NoAfexalnx npeaMeTHO-KOJMYeCTBEHHOMY YYeTy;
KOMBUHMPOBAHHbIX JIeKapCTBEHHbIX NpenapaTos, COA4epXallMxX HapKoTUYeCcKe cpeacTea uan
NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CMUCOK Il [lepeyHs, N3roToBAEHHbIX B aNnTE4YHON OpraHnsaunu;
NEeKapCTBEHHbIX MpenapaToB, 0TNYCKaeMblx HeCnnaTHO UM Co CKUAKON;

JIeKapCTBEHHbIX MPenapaToB B XNAKOW SIeKapCTBEHHOW hopMe, coaepxkalwmx 6onee 15% 3TmnoBoro
cnupTa oT 0bbeMa roToBoM NPOAYKLMK;

NeKapCTBEHHbIX MpenapaToBs, OTHOCAWMXCA No ATX K aHTUNCUXoTUYeCcKuM cpefcTteam (kog NO5SA),
aHkcnonnTumkam (kog NO5B), CHOTBOPHbLIM 1 ceaaTuBHbIM cpeacTeam (kog NO5C), aHTnaenpeccaHTam (koa
NO6A) 1 He noanexalmx NpeaMeTHO-KOIMYECTBEHHOMY yyeTy.".

12. B nyHKTe 28 nocne cnoB "B BUAE TPaHCAEPMalbHbIX TepaneBTUYeCKNX CUCTEM" OOMNONAHMUTL CloBaMn "un
JleKapCTBEHHbIX NpernapaTos, CoAepXXallumx HapKOTUYeCkoe CpeiCTBO B COYETaHUN C aHTarOHUCTOM
ONUOMAHBIX peLenTopos”.

13. JononHnTb rnason IV cnegylollero cogep)xaHus:

"IV. OcobeHHOCTM OTNYyCKa eKapCTBEHHbIX NpenapaToB Mo peLenTtamM B (popMe 3N1eKTPOHHOI0 AOKYMEHTa

32. OTNyCK NIeKapCTBEHHbIX NpenapaToB No peuenTaM B hopMe 3/1eKTPOHHOIo AOKYMEHTa
OCYyLLEeCTBNAETCA anTeKaMn, anTe4YHbIMN NYHKTaMN N UHOWBUAYaJIbHbIMW npeanpuHAMaTenamu,
yKa3aHHbIMW B MyHKTe 3 HacToAwmx MpaBwa (ganee - anTeyHble opraHmnsaumm), pacnosio)XeHHbIMK Ha
Tepputopun cybbekTa Poccuiickon Pegepaunn, B KOTOPOM 0DOPMIEH PeLENnT B (hOPMe 3/IEKTPOHHOI 0
LOKYMEHTa, B CJly4ae NPUHATMSA YyNOJHOMOYEHHbIM opraHoM cybbekTa Poccuinckon deaepaunn B
COOTBETCTBUM C NYHKTOM 4 cTaTbh 6 OenepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "06
obpalleHnmn nekapcTBeHHbIX cpencTs" (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon ®enepauun, 2017, Ne 31,
CT. 4791) peweHns 06 ncnonb3oBaHun Ha TeppuTopum cybbekTa Poccuinckon ®egepaumm Hapsgy C
peLenTaMmn Ha IeKapCTBEHHbIE NMpenapaTbl, 0DOPMIEHHLIMU Ha ByMaXKHOM HOCKTeNe, PELLENTOB Ha
JIeKapCTBEHHbIe NpenapaThbl, CPOPMMPOBAHHLIX B (hOPMe 3JIEKTPOHHbLIX 4OKYMEHTOB (fLasee - peleHune
YNOJIHOMOYEHHOr 0 opraHa cybbekTa Poccuiickon ®enepaumn).

33. AnTeyHble opraHu3aunn OOKHbI UMEeTb NOAKJIIYEHME K FOCYA4apCTBEHHON UHOPMALIMOHHON CucTeMe
B cthepe 3apaBooxpaHeHust cybbekTa Poccuiickon Pepepaunn 21 (ganee - cuctema), KOTopoe
obecneymBaeTCs yNoNHOMOYEHHbLIM OpPraHOM BnacTh cybbekTa Poccuinckon ®enepaumm.

21 MNocTaHoBneHune MpaButenscTBa Poccunckon ®epepaunm ot 5 masa 2018 r. Ne 555 "O eanHon
rocyfapCTBEHHOW MHGOPMaLIMOHHON cucTeMe B chepe 3apaBooxpaHeHmnsa” (CobpaHne 3akoHodaTebCTBa
Poccninckon ®epepaunn, 14 maa 2018, Ne 20, cT. 2849; 2019, Ne 6, cT. 533).
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TexHu4veckmne TpeboBaHNa K MHGHOPMaLMOHHOMY 0OMeHY MeXXay anTe4yHOW OpraHn3auunen 1 CUCTEMOW, B
TOM yncne TpeboBaHMA K MAEHTUMKaLMK pelenTa B DOPMe 3/IEKTPOHHOro AOKYMEHTa 1 anua,
obpaTmBLUErOCA 3@ OTMYCKOM JIEKAapCTBEHHbIX NMPenapaToB Mo TakuM peLenTaM, yCTaHaBAUBaOTCS
peLleHNEM YMOSHOMOYEHHOI0 opraHa cybbekTa Poccuiickon Peaepaumn.

34. OTNyCK NleKapCTBEHHbIX MpernapaToB Mo peuenTtaM B (hopMe 3/1eKTPOHHOr0 LOKYMeHTa
OCYLLECTBJIAETCA NIMLY, YKa3aHHOMY B peLienTe Mbo ero 3akoHHOMY npeacTtaBuTento, 1mbo anuy, KoTopoe
JINLLO, YKa3aHHOe B peuenTe, UK ero 3aKOHHbIN NpeacTaBuTesb YNOJHOMOYUAN Ha NoyYeHme
JIeKapCTBEHHbIX NnpenapaTos.”.
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