MAHUCTEPCTBO 3[PABOOXPAHEHNA POCCUNCKOW ©EOEPALINA
NMPNKA3
oT 20 aekabps 2012 roma N 1175H

O6 yTBepxOeHWM nopsiika Ha3Ha4YeHWs W BbINMUCBIBAHUS  NEKapCTBEHHbIX
npenapaTos, a Takxe opM peLenTypHbIX O11aHKOB Ha NlekapCTBEHHbIE NpenaparThl,
nopsiaka odopMIIeHNs yKadaHHbIX 611aHKOB, UX y4eTa U XpaHeH sl

(c nameHeHnsimm Ha 31 okTab6psa 2017 roga)

[OKYMEHT C U3MEHEHNSIMUN, BHECEHHBIMMU:

npukazoMm MuvHsgpasa Poccum ot 2 gekabpa 2013 roga N 886H (Poccuiickas
raseta, N 294, 27.12.2013) (Bctynun B cuny ¢ 1 aHBapsa 2014 roga);

npvkazoMm Munsapasa Poccum ot 30 mnoHa 2015 roga N 386H (OdomumanbHbIn
WHTEpHeT-nopTan npaBoBOW WHGopmauunm www.pravo.gov.ru, 10.08.2015, N
0001201508100053) (0 nopsigke BCTYNfieHMS B CWUy CM. NYHKT 2 npukasa
MuHaapaBa Poccum ot 30 mnona 2015 rona N 386H);

npukasom Munsapasa Poccuu o1 21 anpens 2016 roga N 2541 (OdmumansHbin
WHTEpHeT-NopTan npaBOBOW WHopMmauum www.pravo.gov.ru, 19.07.2016, N
0001201607190020) (0 nopsgke BCTYNSMEHUss B CWUy CM. OYHKT 2 npukasa
MunsgpaBa Poccum ot 21 anpens 2016 roga N 254H);

npukazoMm MwuHsapaBa Poccun ot 31 oktabpa 2017 roga N 882H
(OdmumanbHbIN - MHTEepHEeT-NopTan npaBoBOM WMHAOPMaLMM  WWW.pravo.gov.ru,
09.01.2018, N 0001201801090027).

B cootBeTcTBUM C NyHKTOM 16 YacTu 2 cTatbu 14 GenepanbHoOro 3akoHa ot 21
Hos6pss 2011 ropa N 323-03 "OO6 ocHoOBax oOxpaHbl 310POBbSA rPaaaH B
Poccunckon Penepaummn” (CobpaHune 3akoHoaaTensctBa Poccuickon deaepaunm,
2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446) v nyHkTOM 5.2.179 lMNonoxeHus o
MuHucTepcTBe 3apaBooxpaHeHus Poccurickon  denepaumuv, YyTBEPXKOAEHHOMO
noctaHoBneHveM [NpasutenbctBa Poccuiickon Pepepaumnm ot 19 mionsa 2012 rona
N 608 (CobpaHue 3akoHogaTenoctBa Poccuiickon ®egepaunmn 2012, N 26,
cT.3526),
npuKasbiBato:

1. YTBEpauTh:

NOPSIAOK Has3Ha4YeHUs N BbINUCbIBAHWSA NeKapCTBEHHbIX NpenapaToB COrfacHo
npuroxexuio N 1;

hopMbI peLenTypHbIX 6n1aHKoB cornacHo npunoxeHuo N 2;

NopsiAoK OGOPMITEHNST peLenTypHbIX BraHKoB, NX y4eTa U XpaHEeHUs COormacHo
npunoxeHuto N 3.

2. Hactosawmn npukas Bctynaet B cuny ¢ 1 uons 2013 roga.

MuHncTp
B.CkBopuoBa

3apernctpmpoBaHo

B MMHMUCTEpCcTBE oCcTULUn
Poccuitckon ®egepauun
25 moHa 2013 roaa,
perncTpaumnoHHbin N 28883
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NMpunoxeHue N 1. NMopsaaoK HasHaYeHUA n
BbIMUCbIBaHUS NeKapCTBEHHbIX NpenapaToB

Mpwunoxexve N 1

(c nsmeHeHuamn Ha 31 okTabpa 2017 ropa)

. O6wme nonoxeHus

1. HacToawmn nopsigok perynupyet BOMPOCbl Ha3HaYeHWst U BbINUCbIBaHWS
NeKkapCTBEHHbIX NpenapaToB Mpy oka3aHUM MeguULUHCKOM NOMOLLM B MeOULMHCKNX
opraHu3aumsax, UHbIX OpraHu3aumsix, OCyLLEeCTBIAWMX MEOULUHCKYIO NMOMOLb, U
nHAMBMAYyanbHbIMM  NpeanpuHMMaTensMy, OCYLLECTBASIOLMMU  MEAULMHCKYIO

AesATenbHOCTL (darnee - MeauuMHCKasi opraHusaums). 1

1 Cratba 2 ®PenepanbHoro 3akoHa ot 21 Hoabpsa 2011 roga N 323-03 "O6
OCHOBax OxpaHbl 300poBba _rpaxaaH B Poccunckon Pepepaummn” (CobpaHne
3akoHogaTenbcTBa Poccunckon degepaumm, 2011, N 48, c¢1.6724; 2012, N 26,
CT.3442, 3446).

2. HasHayeHre 1 BbINCbIBaHWE NEKApCTBEHHbIX NpenapaToB OCYLLECTBIAETCS
nevyawmm BpayvyoM, denballepoM, akyLWepKon B Cllydae BO3JIOXKEHUA HA HUX
NMOSIHOMOYMA  rlevawero  Bpaya B nopgajke, YCTaHOBJIEHHOM [PUKa30M
MuHUCTEpPCTBA  30PABOOXPAHEHUS U COLIMANbHOIO  pa3BuTus  Poccumnckon
Pepepaumm ot 23 mapta 2012 roga N 252H "O6 yrBepxoeHun [lopsaka
BO3MIOXEHMUS  Ha  penballepa, akylepky  pykoBOAUTENEM  MEeOWLIMHCKOW
OopraHm3aLmMv Npy opraHM3aLnmn oKkasaHusi NEPBUYHON MEONKO-CaHUTApPHOW MOMOLLIM
M _CKOpOW MEAULIMHCKOW MOMO OTAENbHbIX HKLIWW _Nevallero Bpada no
HENOCPEeACTBEHHOMY OKA3aHWO MEAULIMHCKON MOMOLM NaLMEeHTY B Nepuoa
HabNAEHMS 3@ HUM U €ro NIEYEHUS, B TOM YMUCHE NO HA3HAYEHWIO N MPUMEHEHUIO
NEKapCTBEHHbIX  MpenapaToB,  BKMAKYas  HApKOTUYECKME  NEeKapCTBEHHbIEe
npenapartbl M _MNCUXOTPOMHbIE JIEKaPCTBEHHbIE Mpenapatbl” (3aperncTpupoBaH
MuHuctepctBom toctuumm Poccuinckon depepaumm 28 anpens 2012 roga,
permctpaunoHHein N 23971), wuHAMBUAOYaNbHbIMW  NpeanpUHUMaTENsiMu,
OCYLLECTBMAOWMMMN  MEOULMHCKYID OeATenbHOCTb (Janee - MeguuMHCKue
paboTHUKN).
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3. MeauuuHckne pabOTHUKM BbINUCBIBAKOT peuenTbl Ha JieKapCTBEHHbIE
npenaparbl 3a CBOEN MNOAMNUCHIO.

(A63au B pegakuum, BBegeHHon B aencteme ¢ 21 aBrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

HasHayeHne 1 BbINUCbIBaHWE fEKapCTBEHHbIX MpenapaTtoB OCYLUECTBSAETCS
MeaNLIMHCKNM paboTHNKOM no MeXayHapO4HOMY HernaTeHTOBaHHOMY
HaMMEHOBAHMIO, @ NPW €ro OTCYTCTBMM - TPYNMNUPOBOYHOMY HauMMeHOBaHW0. B
clfiydae OTCYTCTBMS MeXOyHapoOHOrO HenaTeHTOBAHHOrO HaWMMEHOBaHWUS W
rpynnMPOBOYHOINO HaMMEHOBAHWUSI JIEKapCTBEHHOro rnpenapaTa, JfeKapCTBEHHbIN
npenapat HasHayaeTCcss W BbINUCLIBAETCA MEOULMHCKMM paboTHMKOM Mo
TOProBOMY HaUMEHOBaHWIO.

Mpn HaMM4YMM MeaUMLMHCKUX MoKasaHui (MHAMBMAYyanbHas HEenepeHoOCUMOCTb,
MO XM3HEHHbIM MOKa3aHWsM) MO peLeHno BpadebHOM KOMUCCUM MeOMULMHCKON
opraHu3auun OCYLLECTBIIAETCA Ha3HayYeHne U1 BbINUCbIBaHWE FEKapCTBEHHbIX
npenaparoB: He BXoOsWMX B cTaH4apTbl MEAULMHCKOW MOMOLUM; MO TOProBbiM
HanmeHoBaHuAM. PelueHve BpayebHOM KOMUCCUM MEOMULMHCKOW OpraHusauum
duKcHMpyeTca B MeOUUMHCKUX AOKYMEHTax MauueHTa W kypHane BpayvebHoun
KOMUCCUMN.

(AB3ay B pemakuum, BBegeHHon B gencteme ¢ 1 aHBapsa 2014 roga npukasom
MuHsapaea Poccum o1 2 aekabpsa 2013 roga N 886H.

MegvumHcKue paboTHMKM OCYLLECTBIAOT Has3HadeHve W BbliNWCbIBaHWE
NeKapCTBEHHbIX MpernapaToB, MoAsfeXalmx U3roTOBMIEHNIO U OTMYCKY anTeYHbIMU
opraHusauuamMu (Qanee - neKapCTBEHHble npenapatbl  UHAWBUAYASIbHOMO
N3roTOBNEHMS).

3.1. HasHayeHue nekapCTBEHHbIX MpernapaToB MNpW oKa3aHuM MeOULIMHCKOWN
NMOMOLLM B CTaLMOHAPHbIX YCIOBMSAX U UX BbINUCbIBAHUE B TPeOOBaHMAX-HaKNagHbIX
B COOTBETCTBMM C MHCTPYKLUMEN O NOPAAKE BbINUCHIBAHWUS JIEKAPCTBEHHbIX
npenaparoB 1 oopMieHnsa peLentoB 1 TpeboBaHUN-HAKNAAHbIX, YTBEPXOEHHOM
npukaszoM MMHUCTEPCTBA 34 paBOOXPaHEHNSA U COLMAnbHOro passBuTtua Poccmnmnckom
Pegepaumm ot 12 cespand 2007 roga N 110 "O nopsagke HasHaYeHUs W
BbINVCbIBaHWSA JIEKAPCTBEHHbIX NpenapaTos, U3AenMn MeauLMHCKOrO Ha3Ha4YeHua u

creuvanM3vpoBaHHbIX NPoAYKTOB nevyebHoro nutanma”,l1 ocylwiectensetcsa no
MEXOYHAapOAHOMY  HEeMaTeHTOBaHHOMY,  FPYNMMPOBOYHOMY WM TOProBOMY
HaNMEHOBAHWIO.

(MyHKT gononHUTenbHO BKMtoYeH ¢ 21 asrycta 2015 roga npukasom MvHsgpasa
Poccuu ot 30 mnoHa 2015 roga N 386H; B pegakuum, BeegeHHon B gencteme ¢ 30
utonsa 2016 roga npukasom Munsapasa Poccum ot 21 anpens 2016 roga N 254H.

1.1 3apeructpupoBaH MuHuctepcTBom tocTuummn Poccuiickoin denepauun 27
anpena 2007 roga, permcTpaumoHHbin N 9364, ¢ M3MEHEHMSIMU, BHECEHHbIMMU
npukasamm _ MyHUCTEpPCTBA  3[1pABOOXPAHEHUA U COLMANbHOIO  Pa3BUTUS
Poccuiickon ®Pepepauumn ot 27 asrycta 2007 roga N 560 (3apernctpupoBaH
MuHucTepctBoM tocTuuumn Poccunckon Pepepaummn 14 ceHtabpss 2007 roaa,
pernctpaunoHHbin N 10133), ot 25 ceHTabpa 2009 roga N 794H (3apermctpupoBaH
MuHucTepctBoM tocTuumm Poccuinckon Pepepaunn 25 Hosbps 2009 roaa,
permctpaunoHHbin N 15317), ot 20 auBaps 2011 roga N 13H (3apermctpupoBaH
MuHuctepcteom toctuunm  Poccuiickon depepaumm 15 mapta 2011 roga,
permctpaunoHHbin N 20103), npukazamm  MuHUCTEPCTBA  34paBOOXPaAHEHUSA
Poccuiickon ®Pepepaumm ot 1 asrycta 2012 roga N 54H (3apernctpupoBaH
MuHucTepctBoM tocTuumm Poccuinckon Pepepaumm 15 aerycta 2012 roga,
pernctpaumnoHHbin N 25190), ot 26 deespana 2013 roga N 94H (3aperncTpupoBaH
MuHucTepctBoM tocTuuum  Poccunckon depepaumm 25 wumoHsa 2013 roaa,
perncTpaunoHHbI N 28881).

(CHocka pononHuTensHo BkodeHa ¢ 30 wons 2016  roga npukasom
MunsapaBa Poccum ot 21 anpens 2016 roga N 254H)
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4. PeuenT, BbIMUCaAHHbIV C HapyLleHeM YCTaHOBIEHHbIX HacToAwmM NMopsakom
TpeboBaHU, cYMTaeTCa HedenCTBUTENMbHbIM.

5. CBegeHsi O HasHa4YeHHOM W BbINMCAHHOM JlEKAPCTBEHHOM npenaparte
(HaMmeHoBaHWe nekapCTBEHHOro Mnpenapara, pa3oBasi 403a, Cnocob U KpaTHOCTb
npuema WM BBeOEHUsi, OJNMTENbHOCTb Kypca, OOOCHOBaHWE HasHa4YeHus
nNeKkapCTBEHHOrO npenapaTa) ykasblBatoTCs B MEAWLMHCKOM KapTe nauneHTa.

PeLent Ha nekapcTBeHHbIN NpenapaT BbINUCLIBAETCS Ha UMS NauueHTa, ans
KOTOPOro npeAHa3HadeH nekapcTBEHHbI Npenapar.

PeLent Ha nekapcTBeHHbIN npenapaT MOXeT OblTb MOSyYeH MaLWeHTOM WNnu

ero 3akOHHbIM I'Ipe,D,CTaBVITeJ'IeMz. dakT Bbloayn peuenta Ha ﬂeKapCTBeHHbIIZ
npenapatr 3akKOHHOMY npencTtaBuUTento (*)MKCMpyeTCFI 3anMcblo B MEOULMHCKON
KapTe nauneHTa.

4 B oTHoLLeHUM nmua, ykasaHHoro B Yactu 2 ctatbu 20 deaepanbHOro 3akoHa
oT 21 Hosbpsa 2011 roga N 323-03 "O6 ocHoBax OXxpaHbl 3[0POBbA rpaxaaH B
Poccuiickon Pegepaummn” (CobpaHne 3akoHogatenscTea Poccurickon degepaunm,
2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446; 2013, N 27, c1.3459, 3477; N 30,
cT.4038; N 39, c1.4883; N 48, c1.6165; N 52, cT1.6951; 2014, N 23, c1.2930; N 30,
cT.4106, 4206, 4244, 4247, 4257; N 43, c1.5798; N 49, cT1.6927; 2015, N 1, cT.72,
85; N 10, c1.1403, 1425; N 14, c1.2018; N 27, ¢1.3951; N 29 (4acTtb l), cT.4339,
4397, 4356, 4359).

(CHocka B pepakuuu, BBegeHHou B pgenctBue ¢ 21 asrycta 2015 roga
npukasom Munsapasa Poccum o1 30 utoHa 2015 roaa N 386H.

6. 3anpelLaeTcs BbINUCLIBATb PELENTbI Ha JlekapCTBEHHbIE NpenapaTbi:

6.1. MEAULMHCKNM pabOoTHMKaM:

npuv OTCYTCTBUN MEAULMHCKMX MOKa3aHWM,;

Ha §eKapcTBEHHble npenapartbl, He 3aperMcTpuUpoBaHHbIE HA TeppuUTopun
Poccuinckon denepauum;

Ha neKkapCTBEeHHble npenapartbl, KOTOpble B COOTBETCTBUM C MHCTPYKLMEN MO
MEOVUMHCKOMY  MPUMEHEHUIO  UCMOSMb3YITCA  TOMbKO B MeOUUMHCKMX
opraHusauusx;

Ha HAPKOTUYECKNE CpeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CANCOK
Il MepevyHa HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbLIX BELLUECTB U UX NPEKYPCOPOB,
noanexauwmx  KoHtporto B Poccuiickon — depepauun,  yTBEPXKOEHHOrO
noctaHoBneHuem lNpaeurenbctBa Poccuinckon Penepauimm ot 30 moHa 1998 rona

N 6813 (nanee - [lepeyeHb), 3aperncTpUpoBaHHbIE B KAYeCTBE IIeKapCTBEHHbIX
npenaparos, B Lensx NpUMMeHEeHns 4Ns NIe4eHNs HapKOMaHWK;

(A63au B pegakumun, BBegeHHon B aenctene ¢ 20 aHBapsa 2018 roga npvkasom
Munsapasa Poccum ot 31 okTs6psa 2017 rona N 882H.

3 CobpaHue 3akoHogaTenscTBa Poccuickon Penepauum, 1998, N 27, ¢1.3198;
2004, N 8, c1.663, N 47, cT1.4666; 2006, N 29, cT1.3253; 2007, N 28, c1.3439; 2009, N
26, ¢1.3183, N 52, ¢T1.6572; 2010, N 3, c1.314, N 17, ¢1.2100, N 24, c1.3035, N 28,
c1.3703, N 31, c1.4271, N 45, c1.5864, N 50, c1.6696, c1.6720; 2011, N 10, c1.1390,
N 12, c1.1635, N 29, c1.4466, c1.4473, N 42, c1.5921, N 51, ¢1.7534; 2012, N 10,
c1.1232, N 11, c1.1295, N 19, ¢T1.2400, N 22, c1.2864, N 37, c1.5002, N 48, cT.6686,
N 49, cT.6861.
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6.2. NHAMBUAOYaNbHbIMN npegnpuHUMaTensamu, OCYLLECTBNAHOLWMMM
MEOVLMHCKYI0 OeATeNbHOCTb, Ha HAapKOTUMYECKMe CpeacTBa M MNCUXOTPOMHbIE
BellecTBa, BHeceHHble Bcnucku Il umlll MepeyHa (poanee - HapKoTUYECKUE W
NCUXOTPOMHbIE NeKapCcTBeHHble npenapaTbl cnuckos Il u [l MepeyHs).

(MyHKT B pegakuun, BBeaAeHHoW B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

7. PeLl,eI'ITbI Ha JNNeKapCTBEHHblIE MnpenapaTtbl BbIMNCbIBAOTCA Ha peuenTypHbIX
6naHkax no dopmam N 148-1/y-88, N 148-1/y-04 (r1), N 148-1/y-06 (n) u N 107-1/1*,
yTBEPXOEHHbIM HACTOALLWMM NMPUKa3OoM.

* BeposiTHO, owmbka opurnHana. Cnegyet unutatb: "N 107-1/y". - MNpumevanune
nsrotoButens 6asbl AaHHbIX.

8. HapkoTudeckne u NCUXOTPOMHbIE JieKapCTBEHHble npenapatbl_cnucka i
[MepeyHsa (Oanee - HapKOTUYECKME WM MCUXOTPOMHbIE NEKApCTBEHHbIe npenapaThbl
cnucka |l TepeyHsi), 3a WCKMOYEHMEM IeKapCTBEHHbLIX MpenapaTtoB B Buae
TpaHcaepmarsibHbIX TepaneBTUYECKUX CUCTEM, M JeKapCTBEHHbIX MpenapaTtos,
coaepXalmx HapKkoTUYEeCKoe CpeaCcTBO B COYETAHUM C aHTaroHUCTOM OMUOMAHBLIX
PEeLLENTOPOB BbINMCHIBAOTCA Ha crneunansHoM peuenTtypHoM 6GnaHke no doopwme,
yTBepXAEeHHOM Npukasom _ MunHuUCTepcTBa  34paBoOXpaHeHunss  Poccumnckom
Pepepaumm o1 1 aerycta 2012 roga N 54H "O6 yTBepxaeHuu dopmbl OrnaHKkoB
peuenToB, coepXawmx HasHayeHe HapKOTUMECKMX CPEeaCTB UMM MCUXOTPOMNHbIX
BELLECTB, MOPSAKA WX WIrOTOBMEHUS, pacnpeenenns, perycTpauunun, y4yeta u
XpaHeHVs, a Takxe npaBwun odopmieHus” (3apermctpypoBaH MUHUCTEPCTBOM
toctuumm Poccuinckon ®epepaumm 15 aerycta 2012 roga, permctpauuoHHbin N
25190).

(MyHKT B pegakumun, BBegeHHou B aencTteue ¢ 21 asrycta 2015 ropa npukasom
MuHsgpasa Poccumn ot 30 utoHa 2015 roga N 386H; B pedakumu, BBEOEHHOW B
penctemne ¢ 20 aHBaps 2018 roga npukasdom MuHagpaBa Poccum ot 31 okTsabps
2017 roga N 882H.

9. PeuenTypHbin 6naHk doopmbl N 148-1/y-88 npegHasHadeH s BbINUCbIBAHUS:

1) HapKOTMYECKUX W MCUXOTPOMHbIX JleKapCTBEHHbIX Mpenapartos cnucka |l
[epeyHa B BuAe TpaHCAEPMAlbHbIX TEpPaneBTUYECKUX CUCTEM, HAPKOTMYECKUX
nekapCcTBEHHbIX npenapaTtoB cnucka |l MMepeyHs, copepXawux HapKoTudeckoe
CPEACTBO B COYETAHWM C @HTArOHUCTOM OMUOMAHbLIX PELEnTOPOB, MCUMXOTPOMHBLIX
BELLECTB, BHeCeHHbIX  Bcnucok Il TepeyHsa, 3aperMcTpupoBaHHbIX B
YCTaHOBMEHHOM MOpPsiAKE B KaveCTBe IeKapCTBEHHbIX npenapatoB (ganee -
NCUXOTPOMHbIE NeKapCTBEeHHbIe npenapatbl cnvcka lll MepeyHs);

(MoanyHKT B pepakuuu, BBEeaeHHou B gencteue ¢ 21 asrycta 2015 roga
npukasoMm MunHsgpaBa Poccum ot 30 wuioHsa 2015 roga N 386H; B pepakuum,
BBegeHHon B gencteune ¢ 20 aHBapa 2018 roga npukasom MuHsgpaBa Poccuum ot
31 okTa6pa 2017 rona N 882H.

2)  VWHbIX  NIEKApCTBEHHbIX  MpenapaTtoB,  NoOANEXawux  npegMeTHo-
KONMMYECTBEHHOMY Yy4eTy (3a MCKIIOYEHMEM JIEeKapCTBEHHbLIX MNpenapaTos,
oTnyckaembix 6e3 peuenTa);

(MoanyHKT B pepakuuu, BBeaeHHou B gencteue ¢ 21 aerycta 2015 roga
npukazoMm Munsapasa Poccuu ot 30 uoHs 2015 roga N 386H.

3) nekapcTBeHHbIX NpenapaTos, obrnagatwmx aHabonMyeckon akTMBHOCTbLIO (B
COOTBETCTBUMN C OCHOBHbIM (0apMaKOSIorM4eckum SENCTBUEM);

(MognyHKT B pepakuuun, BBegeHHon B gencteme ¢ 21 aerycta 2015 ropa
npukasom Munsapasa Poccum o1 30 utoHs 2015 roga N 386H.
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4) nekapCTBEHHbIX MpenapatoB, YyKasaHHbIX B NyHKTe 5 [lopaaka otnycka
dm3n4ecKMM NMLam fekapCTBEHHbIX NPenaparoB A8 MeAULIMHCKOIO NPUMEHEHUS,
coaepxalmx Kpome MasbiX KOMMYECTB HAPKOTUYMECKMX CPEeACTB, MCUXOTPOMHbLIX
BELIECTB M WX MPEKYPCOpoB Apyrne hapMakonormyeckme akTvBHble BELIeCTBa,
yTBEpPXAEHHOro npukasom  MvHucTepcTBa  34paBooxpaHeHus  Poccumnckon
Penepaumm ot 17 masa 2012 roga N 562H (3apermctpupoBaH MuHUCTEpCTBOM
tocTuuumn Poccumnckon Pepepaumm 1 noHa 2012 roga, permctpaunoHHbin N 24438);

5) nekapCTBEHHbIX NpenapaToB WMHAMBUAYANbHOrO M3rOTOBIEHMS, COAEpPXaLUmX
HapKOTUYEeCKOe CPEeACTBO MM MCUXOTPOnHoe BellecTBO cnucka Il MepeyHs, u
apyrve apMakoriormieckme akTMBHbIE BELIeCTBa B [03€, He MpeBbILLAoLEN
BbICLUY0O pa3oByld [03y, M MNpU YCMOBUW, YTO ISTOT KOMOUHMPOBAHHbLIN
NEKapPCTBEHHbIA Mpenapar He SBNSETCS HapKOTMYECKUM WIM  MCUMXOTPOMHbLIM
nekapcTBeHHbIM nNpenapatoM cnucka |l Mepeyns.

10. PeuentypHble 6naHkn dopm N 148-1/y-04 (n), N 148-1/y-06 (n)
npegHasHadeHbl ANs BbINUCbIBaHWsI NEKAPCTBEHHbIX MpenapatoB rpaaaHam,
MUMEeLWIM NpaBo Ha 6GecnnaTtHoe MosyYeHne NEeKapCTBEHHbLIX MpenapaTtoB Wiu
nony4YeHne NekapcTBEHHbIX NpenapaToB CO CKUOKOW.

11. PeuenTypHbin 6naHk dopmbl N 107-1/y npegHasHayeH 4N BbINUCbIBAHUS:

NEeKapCTBEHHbIX MNpenapaTtoB, YKa3aHHblX B NOyHKTe 4 [lopsagka oTnycka
dm3n4ecKMM NMLiam feKapCTBEHHbIX NpenapaTtoB And MeAULIMHCKOrO NPUMEHEHUS,
coaepXxalmx Kpome ManbiX KOMMYECTB HAaPKOTUYMECKMX CPeACTB, NCUXOTPOMHbLIX
BELECTB M WX MNPEKYPCOPOB Apyrve papMakonormiyeckne akTvMBHble BeELIecTBa,
yTBEPXAEHHOTro npukasom  MvHucTepcTBa  3a4paBooxpaHeHus  Poccumnckon
denepaumm ot 17 masa 2012 rona N 562H;

MHbIX NeKapCTBEHHbIX NpenapaToB, He yKasaHHbIX B NyHKTax 8-10 HacToswero
Mopsgka.

12. Tpu BbINUCbIBAaHMM  peuenTta Ha  JleKapCTBEHHbIN  npenapar
MHOVBMAYANbHOMO M3roTOBMEHUS] HAMMEHOBAHMS HAPKOTUYECKMX U MCUMXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnuckoB I m il MepeyHs, WHbIX FEeKapCTBEHHbLIX
npenapaTos, NoANeXawmx npegMeTHO-KONMYeCTBEHHOMY yYeTy, MULLYTCS B Havarne
peuenTta, 3aTeM - BCe oCTalbHbl€ NHIPEANEHTDI.

13. Tpn BbINUCbIBaHUM peuenTa 3anpeliaeTcss npeBblwaTb npeaenbHO
AONYyCTUMOE KONMMYECTBO JIEKApCTBEHHOMO npenapaTta NS BbINMUCbIBAHUS HA OOMWH
peuent, yctaHoBneHHoe npunoxeHem N 1 Kk HacTosawemy [opagky, 3a
WCKITIOYEHNeM criydas, yKkasaHHoro B nyHkTax 15 n 23 Hactoswwero MNopsaka.

(AB3ay B pegakuun, BBeageHHon B aenctene ¢ 21 asrycta 2015 roga npukasom
MunaapaBa Poccum ot 30 mnoHa 2015 rona N 386H.

He pekoMeHayeTCs npesblWaThb peKOMeHA0BaHHOE KONMM4ecTBO
NeKapcTBEHHOro npenapata Afa BbINUCbIBaHUS Ha OA4WH peuenT, YCTaHOBMEHHOoEe
npurioxeHnem N 2 k HacTosiweMmy [MopsiaKy, 3a UCKIOYEeHeM crydaeB, YKa3aHHbIX
B NyHKTax 15, 22 n 23 HacToswero Nopsaka.

(AB3au B pegakuum, BBegeHHom B aencteue ¢ 21 aBrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

14. Tlpyu BbINUCLIBAHUM HAPKOTUYECKMX W MNCUXOTPOMHbLIX JIEKapCTBEHHbIX
npenapatoB cnuckoB Il unlll_[NepeyHs, WHbIX feKapCTBEHHbIX MNpenapaTos,
noanexawmx npegMeTHO-KONMYECTBEHHOMY Yy4eTy, [o03a KOTOpbIX MNpeBbIaeT
BbICLUMA OAHOKPATHbIN NpUeMm, MeUUWHCKUA paboTHMK nuweT [A03y 3TOoro
npenapara nponucbio N CTaBUT BOCKMLATENbHbIM 3HaK.
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15.  KonmyecTBO  BbIMUCbLIBAEMbIX  HAPKOTUMECKMX M MCMXOTPOMHbIX
nekapcTBeHHbIX npenapaTtoB cnvuckoB || wm il MepeyHs, WHbIX neKapCTBEHHbIX
npenapartos, nognexawyx npeaMeTHO-KONMYECTBEHHOMY YYeTy, Mpu OKasaHwuu
naumeHTaMm, HyXgawwuMcss B OfUTENbHOM  NEYEeHWUM, NEePBUYHOM  MEeOUKO-
CaHWTapHOM MOMOWM W NannMaTtMBHOM MEAULMHCKOA MOMOLWM  MOXET ObITb
yBenMyeHo He 6onee 4em B 2 pasa MO CPaBHEHMIO C MpedenibHO 4ONyCTUMbIM
KONMMYEeCTBOM JeKapCTBEHHbIX NpenapaTtoB A5 BbINUCbIBAHMA Ha OAWH peuenT,
yCTaHoBfneHHoe npunoxeHnem N 1 kK Hactoswemy [lopsagky, wmm
PEKOMEHAOBAHHbIM KONMMYECTBOM JIEKAaPCTBEHHbIX NPEnapaToB ANs BbINMUCbIBaHUSA
Ha OAWH peuenT, ycTaHoBrieHHoe npurnoxeHnem N 2 k HacToswemy MNopagky.

(AB3ay B pegakuun, BBeaeHHon B aenctaue ¢ 21 asrycta 2015 roga npukasom
Munsapasa Poccum ot 30 uona 2015 rona N 386H.

B cnyyasax, npegyCMOTpeHHbIX ab3auem nepBbiM HACTOSALWEro MyHKTa, Ha
peuentax npoussBoguTcs Hagnuchb "lMo cneuwanbHOMY Ha3HaveHu", OTAENbHO
CKpenrneHHass nognucbld MeAMLMHCKOro paboTHMKa W neyaTbio MeauLMHCKOW
opraHusauuuv "[na peuentos".

(Ab3ay pononmHuTenbHO BKMtoveH ¢ 21 aerycta 2015 roga npukasom
MunagpaBa Poccum ot 30 mnoHa 2015 rona N 386H)

16. CocTtaB KOMOMHMPOBAHHOIMO JiEKAPCTBEHHOro npenaparta, 06o03HayeHune
nekapcTBeHHoM  dopMbl M obpalieHne  MeguUMHCKOro  paboTHMKa K
drapmaueBTU4eCKOMY pPabOTHUKY 0O W3rOTOBMIEHMM W OTMYCKE JIEKapCTBEHHOMO
npenapaTta BbINMCbIBAIOTCS HA NATUHCKOM A3bIKE.

JdonycTnMmble K MCNOMb30BaHUIO peLenTypHble COKpalleHUs npegyCMOTPEHbI
npunoxexHnem N 3 kK HacToswwemy Nopagky.

He ponyckaetca cokpaweHve 6rm3kux no HauMeHOBaHUSIM MHIPeaUEHTOB,
COCTaBNAOLLMX feKapCTBEHHbIA Mpenapar, He MO3BONALWMX YCTaHOBUTbL, KaKow
WMEHHO NeKapCTBEHHbIN NpenapaT BbINUCaH.

17. Cnocob npuMeHeHna neKkapCTBEHHOro npenapata o6o3HavyaeTca C
yKa3aHveMm [403bl, YacTOThbl, BpEMEHM NMPUEMa OTHOCUTESNBHO CHa (YTPOM, Ha HOYb)
N ero AnmMTenbHOCTU, a ANA NieKapCTBEHHbIX NpenapaTos, B3anMOAENCTBYOLWMX C
NULWEeNn, - BPEMEHM MX YNOTPebrneHnss OTHOCUTENbLHO Mpuema nuum (4o eabl, BO
BpeMmsi efibl, Nocne eabl).

18. MNpn Heo6xo4MMOCTM HEMELIEHHOIO UMM CPOYHOro OTMNYCKa JSIeKapCTBEHHOMO
npenapata nauueHTy B BepXHeEW 4acTu peuenta NpocTaBnarTcss 0603HaYeHus
"cito" (cpo4Ho) unm "statim" (HemeaneHHo).

19. Tlpu BbINUCbIBAaHMM  peuenTa Ha  JleKapCTBEHHbIN  npenapart
WHOVBMAOYANbHOMO  U3rOTOBMIEHUA  KONMMYECTBO  XMAOKMX  dbapMaueBTUYECKMX
cybcTaHUMA yKasbiBAaeTCA B MUIMIUTPAX, rpaMmax Mnm Kannsx, a ocTarnbHbIX
dhapmaueBTU4ECKMX CYOCTaHL MM - B rpaMmax.

20. Peuentbl, BbINMCaHHblE Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88,
JencTBUTENbHbI B TeYeHne 15 gHen co AHA BbIMUCbIBAHUS.

(MyHKT B pegakuum, BBeaeHHoM B aencteme ¢ 1 aHeaps 2016 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.
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21. PeuenTtbl Ha nekapCTBEHHble MpenapaTbl, BbIMUCaHHbIE HA peLenTypHbIX
6nankax gopmbl N 148-1/y-04 (n) n dopmbl N 148-1/y-06 (), AencTBUTENbHBLI B
TevyeHne 30 AHen co AHSA BbINMUCbIBAHUA.

(AB3ay B pepmakuum, BBegeHHon B gevicteme ¢ 1 aHBapsa 2016 roga npukasom
MuHaapasa Poccum ot 30 mnoHa 2015 rona N 386H.

Peuentbl Ha rnekapcTBeHHble npenapaTtbl, BbIMMCAHHbIE HA pPeLEenTYPHbIX
onaHkax dopmbl N 148-1/y-04 (n) u dopmbl N 148-1/y-06 (n), rpaxgaHam,
OOCTUMUMM  MEHCMOHHOro BO3pacTa, WHBanMgam MepBov  rpynnbl, OeTsaMm-
WHBaNugam, a Takxke rpaxgaHam, CTpagatolmmM XPOHUYECKMMM 3aboneBaHnaMN,
TpebyrumMn ANUTENBHOIO KypCOBOIO feYeHUs, AeUCTBUTENbHbI B TeydeHne 90
[JHEN CO OHS BbIMUCbIBaHUS.

(A63au B pepakuun, BBeaeHHon B aencteme ¢ 30 mons 2016 roga npykasom
Munsgpaea Poccum ot 21 anpens 2016 roga N 254H.

Ons nedyeHns XpoHWYecknx 3aborieBaHUM ykKasaHHbIM KaTeropusiM rpaxaaH
peLenTbl Ha NeKapCTBEHHbIE npenapaTbl MOryT BbIMMCBIBATbCA Ha KYpPC JieYeHus
1o 90 gHen.

(AB3ay B pemakumm, BBegeHHon B genicteme ¢ 1 aHBapa 2016 roga npukasom
MuHaapaea Poccum ot 30 mnona 2015 rona N 386H.

22. PeuenTtbl Ha nekapCTBEHHble MpenapaTbl, BbIMUCaHHbIE HA peLenTypHbIX
6naHkax dopmbl N 107-1/y, pencteutenbHbl B TeveHne 60 OHen coO OHSA
BbIMCbIBaHWS.

(AB3ay B pepmakuum, BBegeHHon B genicteme ¢ 1 aHBapsa 2016 roga npukasom
Munsapasa Poccum ot 30 utoHa 2015 rona N 386H.

Mpyn BbINUCbIBAHMM MEAUUMHCKMM pPabOTHMKOM peuenTtoB Ha rOTOBble
neKapcTBEHHble MpenapaTtbl W JleKapCTBEHHble npenapaTtbl MHOMBUAYarbHOro
N3roTOBMEHMSA MNaUMEHTAM C XPOHWYECKMMM 3aDOneBaHUsiIMM Ha peuenTypHbIX
6naHkax gopmbl N 107-1/y paspeluaeTcs ycTaHaBnmMBaTb CPOK AEUCTBUA peuenTa
B npegenax [[O OQHOMO roga W MpeBbllaTb pPeKkoMeHOyeMoe KONM4ecTBO
NeKapCcTBEHHOro npenapata Ana BbINUCbIBaHUS Ha OA4WH peuenT, YCTaHOBMEHHOoe
npunoxeHnem N 2 kK HacToswemy Nopagky.

Mpy BbINUCBLIBAHUN TakUX PeELLENTOB MEAULNHCKUA pabOTHUK AenaeT NoMeTKy
"MauneHTy ¢ XxpoHnyecknm 3aboreBaHvem", ykasbiBaeT CPOK OEeNCTBUS peLenTa u
NEepUOANYHOCTb OTMYCKA NEKApCTBEHHbIX NpenapaToB M3 anTe4yHOW OpraHun3aumm
WM MHOMBUAOYanbHbIM  MNpeanpuHUMaTeneM,  MMEKLWMM  JMUEH3WI0  Ha
rapmMaueBTUYECKYD AEATENbHOCTb  (eXeHederbHO, EeXeMeCSAYHO U UMHble
nepuoabl), 3aBepsaeT 3TO yKa3aHue CBOeW NoAMNMCHI0 N MMYHOW NevaTbio, a Takxe
nevaTbto MEAULIMHCKOW opraHm3auunn "[ng peuentos”.

23. Peuentbl Ha npousBogHble 6apbuUTypoBOM KUCIOTbl, KOMOWHUPOBAHHbLIE
NekapCcTBEHHble  Mpenapatbl, coepxaume kogevH (ero  Ccomnu),  UWHble
KOMOVMHMPOBaHHbIE  NeKapCTBEHHble Mpenapartbl, nognexawme npeamMeTHo-
KONM4ecTBEHHOMY yyery, nekapCTBEHHbIE npenaparbl, obnaparoLume
aHabonMYecKkon akTUBHOCTbIO B COOTBETCTBUN C OCHOBHbIM (hapMakororm4ecknm
OEeNcTBMeM, ONS JeYEeHUS MauMeHTOB C XPOHUYECKUMKU 3aboneBaHWsiMu MOryT
BbINMCbIBATbLCS Ha KypC neveHns 0o 60 aHen.

(AB3ay B pepmakuuv, BBegeHHon B gencteme ¢ 1 aHBapsa 2016 roga npukasom
Munsapasa Poccum ot 30 utoHa 2015 rona N 386H.

B aTtux cnyyasx Ha peuenTtax npou3Boautcs Hagnucb "lMo cneumansHomy
Ha3Ha4YeHuo", oTAEenbHO CKpensieHHad MNOAMNUCLID MeAWMLMHCKOro paboTHuMKa u
nevaTbio MEAULMHCKOW opraHm3auunn "na peuenTtos”.

Il. HasHa4yeHue JIeKapCTBeHHbLIX npenapatoB Npu oKa3aHuUu
MeaULMHCKOM NOMOLMK B CTalUMNOHaApPHbLIX YCNOBUAX
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24. Tpy okaszaHuM NauneHTy MeAULIMHCKOM NOMOLLM B CTaLMOHAPHBIX YCIOBUSX
Ha3Ha4YeHMe  NeKapCTBEHHbIX  MpenapaTtoB  NpoOM3BOAMTCA  MeOUUMHCKUAM
paboOTHNKOM €4MHOMNMYHO, 3a UCKIIOYEHNEM CrlydaeB, yKasdaHHbIX B NognyHKTax 1-2
nyHkTa 25 HacToswero Mopsigka, 6e3 BbinuCbIBaHMA peuenTa.

25. CornacoBaHne HasHadYeHus1 NeKapCTBEHHbIX MpenapaTtoB C 3aBeayloLMM
OTOENEHNEM UMM OTBETCTBEHHLIM [OEXYPHbIM Bpayom 5nmMbo ApyruM  NvLOM,
YMNONTHOMOY€EHHbIM MPUKA30M rMlaBHOMO Bpada MEeAULNHCKOW OpraHM3aumm, a Takxke,
NPy HanNM4YMK, ¢ BPa4YoM - KITMHUYECKNM hapMakonoroM , Heob6xogmMmo B cryyasx:

(AB3ay B pegakuun, BBegeHHon B aenctseue ¢ 21 asrycta 2015 roga npukasom
Munsapasa Poccum ot 30 ntona 2015 rona N 386H.

1) OAHOBPEMEHHOIo Ha3Ha4YeHuA MATU U bonee JleKapCTBEHHbIX MpenapaTtoB
OAHOMY NaUUNEHTY;

2) Ha3HayeHus neKapCTBEHHbIX MNpPenapaTtoB, He BXOOSAWMX B MepeyeHb

XU3HEHHO HEOOXOOUMbIX W BaKHEWLLMX IeKapCTBEHHbIX MpenapaTtoB4, mnpu
HETUMUYHOM  TeYyeHun  3aboneBaHusi, HanMMYMU  OCFIOKHEHUA  OCHOBHOrO
3aboneBaHna u  (MnM) conyTCcTBylOWMX 3aboneBaHwui, Mpu  Has3HaYeHuu
NeKapCTBEHHbIX MpenapaToB, OCOOEHHOCTM B3aMMOOEWCTBUSI M COBMECTMMOCTU
KOTOPbIX COMMAaCHO WHCTPYKUMAM MO WX MNPUMEHEHMIO MNPUBOAAT K CHWXKEHUIO
adpekTMBHOCTM K BesonacHocTM  drapMmakoTepanum U (Mnm)  cosgaroT
NOTEHLNanbHy ONacHOCTb A XXU3HWN U 300POBbS NauMneHTa.

4 Pacnopsxenue Mpasutenbctea Poccunckon Penepaumm ot 7 aekabpsa 2011
roga N 2199-p (CobpaHnune 3akoHogatenbctBa Poccuickon Pegepaumm, 2011, N
51, c1.7544; 2012, N 32, c1.4588).

B ykasaHHbIX crny4yasx HasHayeHue fnekapCTBEHHbIX npenapaTtoB mKCUpyeTCs
B MEAMLMHCKUX OOKYMEHTax MauneHTa n 3aBepseTca nognucbto MeguuMHCKOro
paboTHUKA M 3aBenyLIEro OTAenNeHnemM (OTBETCTBEHHOMO OEXYPHOro Bpaya wunm
APYroro yrnonHOMOYEHHOro nmua).

26. MeauumHCKMA pabOTHUK MEOULMHCKOW OpraHu3auuu, pacnosiokeHHON B
CENbCKOM HaCENeHHOM TMYyHKTE WM HaCEeSfleHHOM MyHKTe, pPacnoSfioKeHHOM B
yAaneHHbIX W TPYAHOAOCTYMHbIX MECTHOCTHAX, OCYLECTBNSET Ha3HayeHue
neKapCTBEHHbIX NpenapaToB B CryyasX, yKadaHHbIX B NyHKTax 25 n 27 HacToALero
Mopsgka, eauHONNMYHO.

(MyHKT B pegakuun, BBeAeHHoW B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

27. To peweHuto BpayebHOM KOMUCCUM MauMeHTaM Mpu OKasaHunm UM
MEOULMHCKON NOMOLUM B CTaLMOHaPHbIX YCIOBUAX HAa3HAYalTCsA NEeKapCTBEHHbIE
npenaparbl, He BK/OYEHHbIE B NepevYeHb XM3HEHHO HEOOXOOMMbBIX U BaXKHEMLUMX
NeKapCTBEHHbIX MpenapaTtoB, B Clyd4ae WX 3aMeHbl WM3-3a WHAWBWUAOYaSTbHOW
HENepeHOCUMOCTH, MO XXU3HEHHLIM MOKa3aHUSAM.

PeweHne BpadyebHOM KOMUCCUMM CMKCUMPYETCS B MEAULUMHCKUX LOKYMEHTax
naumeHTa 1 XXypHarne Bpa4yebHon KoMUccum.
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28. B cnyyaax obcnegoBaHuA W nedeHUsa rpaxgaHuHa B CTauMOHAapHbIX
YCIOBUSAX B pamMKax NpegocTaBneHns MegULMNHCKKX YCryr Ha BO3ME3HON OCHOBE
3a CYET NMUYHbIX CPeACTB rpaxaaH, CpeacTB IopUANYECKMX NUL U MHBIX CPEACTB Ha
OCHOBaHUWM [0roBopa, B TOM 4ucrne poroBopa Ao06pOBOMbHOMO MEAULMHCKOro

CTpaxoBaHusi®, eMy MOryT ObiTb Ha3HayeHbl eKapCTBEHHbIE MpenapaTtbl, He
BXOOSILLME B MNEPEYEHb KM3HEHHO HEOOXOOAUMBIX W BaXKHEWLUMX NEeKapCTBEHHbIX
npenapaTtoB, ecriv 3TO OrOBOPEHO YCIIOBUSIMI OroBopa.

5 [octaHoBneHve [MpaButenbctea Poccuiickon denepaummn ot 4 okTabps
2012 ropa N 1006 "O6 yrBepxaeHun [lpaBun npenocTaBneHuUs MeauLMHCKUMU
opraHusaumaMy _nnatHbiX  MeauuunHekmx  yenyr" (CobpaHve 3akoHogaTenscTBa
Poccunckon depepauymm, 2012, N 41, ¢1.5628).

29. B oTaenbHbIX crydasx Mo pelieHno  pykoBoauTens MeguLMHCKOM
opraHvM3auun npu BbINUCbIBAHUM U3  MEOUUMHCKOM OpraHusaumM naumeHTa,
MMEIoLLEro COOTBETCTBYIOLME MeOUUMHCKME MOKasaHWs W Hanpasrsemoro Ans
NPOOOIPKEHNS NleYeHss B aMOynaTopHbIX YCMoBUAX, MOMYT HasHavatbcs mbo
BbldaBaTbCA OAHOBPEMEHHO C BbIMUCKOW U3 UCTOPUM BOMe3HM HapKoTUYecKue U
NCUXOTPOMHbIE  JleKapCTBEHHble npenapatbl__cnuckos I nlill_ MepeyHs,
CUNbHOAENCTBYIOLIME NTEKAapCTBEHHbIE NMpenapaTtbl Ha CPOK Npuema nauueHToM [0
5 gHen.

(MyHKT B pegakuun, BBeaeHHoW B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccum ot 30 uroHa 2015 rona N 386H.

lll. HasHa4yeHue u BbINUCbIBaHNE NTeKapCTBEHHbIX
npenapaTtoB NP OKa3aHMM NePBUYHON MEeOUKO-
CaHUTapPHOMU NOMOLLU, CKOPON MEAULIMHCKOWN NOMOLLU U
nansimatTMBHON MeAULUHCKOW MOMOLLM

30. lMNpn okaszaHuUM NEepBUYHON MELUKO-CaHUTaAPHOM MOMOLM WM nanMaTUBHOWN
MEOULMHCKON NoMoWW B aMOynaTOpHbIX YCrIOBUAX Ha3Ha4YeHWe M BbINUCbIBaHME
NEeKapCTBEHHbIX MpenapaTtoB OCYLIECTBNSETCA MEAULMHCKMM paboTHMKOM B
CNnyyasiX TUNUYHOIO TeyeHus 3aboneBaHUsa nauueHTa WUCXoOs U3 TSHKECTU U
XapakTepa 3abonesaHusi.

31. HasHauyeHve u BbINUCbIBaHWE NEKapCTBEHHbIX MpenapaTtoB MO PeLUeHUo
BpayebHOM KOMUCCUM MPWU OKasaHUM MNEePBUYHOW MEAUKO-CAHUTapHOW MOMOLLM,
nanMaTUBHON MeAULMHCKON NOMOLLM B amBynaTopHbIX YCIOBUAX NPOM3BOANUTCS B
cnyyasx:

1) OOHOBPEMEHHOTO Ha3HayeHuss OAHOMY TMauueHTy nATM u Goree
NEKaAPCTBEHHbIX MNpenapaToB B TeYEHWE OOHMX CYTOK WM CBbllle AecaTu
HaVMEHOBaHWIA B TeYEHNe OfHOro MecsLa;

2) HasHa4yeHUs IEeKaApCTBEHHbIX MNPenapaTtoB MNpyv HETUMWYHOM TEYEeHUM
3aboneBaHnsi, HanMuYUM  OCFIOXKHEHWN  OCHOBHOrO  3aboneBaHus wu  (Mnu)
COMyTCTBYOWMX 3aboneBaHWn, MpU Ha3HA4YeHWM JIEKapPCTBEHHbIX MNpenapaTos,
0COBEHHOCTU B3aUMOAENCTBUS U COBMECTUMOCTU KOTOPbIX COMMAacHO MHCTPYKLNSM
Nno WX MPUMEHEHUIO MPUBOAAT K CHWKEHUO 3ddeKkTMBHOCTM M Be3onacHOCTU
dapmakoTepanum u (Unn) co3garT MNOTEHUManbHYH OnMacHOCTb AfNS XU3HU U
340pOBbSA NALNEHTA;
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3) nNEepBMYHOrO Ha3Ha4YeHUs1 MauMeHTy HapKOTUYECKMX W MCUXOTPOMHbIX
nekapcTBeHHbIx npenapatoB cnvckoB Il wnlll_lMepeyHa (B cnyyae NpUHATUA
pyKoBOAUTENEM MEAULMHCKOW OpraHuM3aummM peweHnss O  HeobXoammocTu
COIMacoBaHUA Ha3HA4YeHUs TaKUX JeKapCTBEHHbIX MnpenapaTtoB C BpadebHomn
Komuccuen).

(MoanyHKT B pepmakuuu, BBegeHHoM B pencteue ¢ 21 asrycta 2015 roga
npukasom Munsapasa Poccum o1 30 utoHa 2015 roga N 386H.

32. HasHayeHMe W© BbINUCbIBAHWE HAPKOTUYECKUX WU MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnuckos Il v lll MepeyHs npousBoanTCcA naumeHTam ¢
BblpaXeHHbIM 60neBbiIM CMHOPOMOM JOBOro reHesa, a TakKke naumeHTam C
HapyLWeHMEM CHa, CyOOPOXHbIMU COCTOSIHUSIMW, TPEBOXHLIMW pPacCTPONCTBaMM,
GobumsaMM, MNCUXOMOTOPHbIM  BO3OY)KOEHMEM CaMOCTOSATENbHO  MEAULMHCKUM
paboTHNKOM NMMBO MeaUUMHCKMM pabOoTHMKOM MO peLLeHno BpavyebHOM KoMUccum
(B cnyvyae npuHATUS PYyKOBOAUTENEM MEAWULIMHCKOW OpraHm3aunum peLueHust o
HeobXoOMMOCTU COrNacoBaHUsi NEPBUMYHOrO Ha3HaYeHUst TaKUX IeKapCTBEHHbIX
npenapaToB Cc BpayebHON Komnccuren).

(MyHKT B pegakuun, BBeAeHHoW B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

33. Mpy okasaHUM CKOpOW MEeOWLIMHCKOM MOMOLLM NeKapCTBEHHbIE MpenaparTsbi
Ha3Ha4alTCA MeaWUUMHCKUM pabOoTHMKOM Bble3gHOM Gpuragbl CKOPOW MOMOLLM,
MEOVLMHCKMM  pabOTHMKOM  MEOMLMHCKOW  OpraHvM3auum npu  oKasaHuu
MEAMLMHCKOA MOMOLM rpaxaaHam npu 3aboneBaHusiX, HEecYacTHbIX Cry4asix,
TpaBMax, OTPaBIIEHUAX U OPYIMX COCTOSIHUSIX, TPEDYIOLLMX CPOYHOTO MEeOULMHCKOrO
BMeLLaTeNnbLCTBa.

IV. Ha3Ha4yeHue n BbiNnUCbIBaHMe NeKapCTBEHHbIX
npenapaToB rpaxaaHam, MMelLWmuM NpaBo Ha becnnaTHoe
noslyyeHue neKapcTBeHHbIX NpenapaTtoB UMM NoslyYyeHue
NeKapCTBEHHbIX NpenapaTtoB CO CKUWOAKOWU, B paMKax
OKa3aHUA UM NepBUYHON MEeANKO-CaHUTAPHOW NOMOLLM

34. HasHayeHue ¥ BbINMUCbIBAHWE IIEKAPCTBEHHLIX MpPEMnapaToB rpagaHam,
“MeWMM npaBo Ha GecnnaTtHoe MomyyYeHVe nekapCTBEHHbIX MpenapaToB Win
nonyyeHve nekapCTBEHHbIX NPernapaToB CO CKUAKOW, NMPU OKa3aHWN UM NEPBUYHOMN
MeOUKO-CaHUTaPHOW MOMOLLYM OCYLLECTBMSETCS MeAWULMHCKUM paboTHUKOM B
crnyyasix TUMWYHOTO TedeHusi 3aborneBaHus NauMeHTa ucxoas M3 TSHKECTU U
XapakTepa 3aborneBaHVsi COMMacHO YTBEPXOEHHbIM B YCTAHOBIIEHHOM MOpsaKe
cTaHgapTam MeaWLMHCKON NOMOLLM, B TOM YUCTIE:
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1) OTOEenbHBbIM KaTeropusiM rpaxaaH, MMEUWM MpaBo Ha  MonyyYeHune
rocygapCTBEHHON couManbHOM Mnomoum B Buae Habopa couumanbHbiX YCryr, B
COOTBETCTBUM C MEPEYHEM JIEKAPCTBEHHbLIX NpenapaTtoB AN MeAWLMHCKOro
NPUMEHEHUsi, B TOM 4WCMe JEeKapCTBEHHbIX MpenapaToB Ans MEAWLUHCKOTO
NPUMEHEHUsI, Ha3HA4YaeMblX MO PELUEHU BpayYeOHbIX KOMUCCUI MEAULMHCKMX

opraHusauuint ;
(MoanyHKT B pepakuuun, BBegeHHon B aencteme ¢ 21 asrycta 2015 ropa
npukasomMm MuHsgpasa Poccum ot 30 mnoHs 2015 roga N 386H.

i PacnopshkeHve [NpaButenbctBa Poccuiickor denepaummn ot 30 aekabps
2014 ropa N 2782-p "O6 yTBEpXOEeHUN MNEepeyHs XU3HEHHO HeobXoAUMbIX U
BaXXHENLUMX NEKapCTBEHHbIX npenapatoB Ha 2015 roa, a Takke nepedHen
NeKapCTBEHHbIX NpenaparoB Angd MeOWLIMHCKOrNOo MPUMEHEHUA U MUHUMAarbHOro
acCOpTMMEHTa JeKapCTBEHHbIX NpenaparoB, HEeOOXOAMMbBIX AnA  OKa3aHus
mMeauvumHckon nomoum" (CobpaHve 3akoHogaTtenbcTBa Poccuinckon depepaunm,
2015, N 3, c1.597).

(CHocka pononHuTenbHO BkodeHa ¢ 21 aerycta 2015 roga npvkasom
Munsapasa Poccum ot 30 nioHsa 2015 rona N 386H)

2) rpaxgaHam, CcTpagaloumm  31l0Ka4eCTBEHHbIMM  HOBOOOpPa30BaHUSMM
MMAQONOHON, KPOBETBOPHOW W POACTBEHHbIX WM  TKaHeW, remModmnmen,
MYKOBMCLMOO030M, MNOGM3apHbIM  HaHU3MOM, OGonesHbio [owe, paccesHHbIM
CKIepo30M, a Takxe rpaxxgaHam nocrie TpaHcnraHTaumm opraHoB 1 (Unu) TkaHen, B
COOTBETCTBUM C MNEpPEeYHEM LEHTpanmM3oBaHHO 3aKynaemblX 3a CYeT CpeacTB
denepanbHoro  OwaxeTa  NeKapCTBEHHbIX  MpenapaTtoB,  yTBepXdaeMblM
Mpasutenbcteom Poccunckon ®egepaunm;

3) rpaxgaHamMm, UMEKLMM MpPaBO Ha MONyYeHWe NeKapCTBEHHbIX MpenapaToB
6ecnnaTtHO MM nosfydeHMe feKapCTBEHHbIX NpenapaTtoB CO CKMOKOM 3a cyeT
cpeacte 6GtogxetoB cybbektoB Poccunckon denepaumm, B COOTBETCTBUM C
[MepeyHem rpynn HaceneHns W karteropur 3aboneBaHur, npuv ambynaTtopHOM
NeYeHn  KOTOPbLIX MeKapCTBEHHble CcpeacTBa W uv3foenvsa  MeOWMLIMHCKOro
Ha3Ha4YeHUsa OTMYCKAKTCA MO peLientam Bpadven BecnnartHo, u [lepeyHem rpynm
HaceneHusl, Npu ambynaTopHOM JIEYEHUM KOTOPbIX [EeKapCTBEHHblE CpeacTBa
OTMNYCKalTCA NO _peuentaMm Bpayen ¢ 50-NpOLLEHTHOM CKUAOKOW, YTBEPXOEHHbIMU
noctaHoBneHnem lpaButensctea Poccurickon Penepaumm ot 30 nona 1994 rona

N8907;
(MoanyHKT B pepmakuuu, BBegeHHoM B pewncteue ¢ 21 asrycta 2015 roga
npukasom Munsapasa Poccum o1 30 utoHa 2015 roga N 386H.

CHocka 6 nognyHkTa 3 npegblgywen pepakuum ¢ 21 asrycta 2015 roga
CUYUTaEeTCA CHOCKOW 7 noanyHKTa 3 HacTosiwen pedakuumn - npukas MuH3gpasa
Poccum ot 30 nioHs 2015 roga N 386H.

7 CobpaHve 3akoHogaTenbcTBa Poccuiickonn ®epepauum, 1994, N 15,
cT.1791; 1995, N 29, c1.2806; 1998, N 1, c1.133, N 32, ¢1.3917; 1999, N 14,
cT.1724, N 15, c1.1824; 2000, N 39, cT1.3880; 2002, N 7, cT.699.
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4) rpaxgaHaMm, CTpajalolMM  KU3HEYTpOXalWyMM U XPOHUYECKMMU
nporpeccupyloumMm  peaknumm  (opdpaHHbIMK)  3aboneBaHnsaMKU, NPUBOOALMMA K

COKpALLEHMIO NPOAOIPKUTENBHOCTU XU3HU rpaxkaaH v UX UHBanuaoHOCTM® .
(MoanyHKT pononHuTeneHO BKbdeH ¢ 21 aerycta 2015 roga npvkasom
MuHsapasa Poccum o1 30 mtoHa 2015 roga N 386H)

% MocTaHoBneHve Mpasutensctea Poccuitckorn denepaumm ot 26 anpensa 2012
roga N 403 "O nopsigke BeneHuss degepanbHOro perncTpa vy, cTpagarolmx
XU3HEYTPOXKAOLLMMU N XPOHUYECKMMM NPOrPECCUPYIOLLMMKN peagKkummn (opdbaHHbIMM)
3aboneBaHvaAMM, MPUBOAALLMMW K COKPALLEHMIO MPOLOIPKATENBHOCTM  XKU3HM
rpagaH M MX WHBANMOHOCTW, WU €ero pervoHanbHoro cermeHta" (Cobpanue
3akoHogaTenbcTBa Poccuiickon ®eaepaunn, 2012, N 19, c1.2428; N 37, ¢1.5002).

(CHocka pononHuTenbHO BkModeHa ¢ 21 aerycta 2015 roga npvkasom
MunsapaBa Poccum ot 30 nioHsa 2015 rona N 386H)

35. MpaBo BbINUCLIBATL PeLENTbl HA JIEKapCTBEHHbIE MpenapaTbl rpaxaaHam,
MMEWMM NpaBo Ha GecnnaTtHoe MomnyyYeHVe nekapCTBEHHbIX MpenapaToB Win
nosy4YeHne NekapCTBEHHbIX NPenapaToB CO CKMOKON, TAKXe UMEIT:

1) mMeaunuunHcKune pa6OTHMKM, pa60Ta+ou_u/1e B MeOWLUWNHCKOWN opraHmnsauum no
COBMECTUTENBbCTBY (B npegenax CBOEMN KOMI'IeTeHLl,VIM);

2) ™MeguuMHCKMEe paboTHMKM  CTauMOHapHbIX YYpexaeHun  coumarnbHOro
obCnyxMBaHNa 1M UCNpPaBUTENbHBIX YYpPeXOeHUA (He3aBUCMMO OT BE4OMCTBEHHOM
NPUHaANEXHOCTN);

3) MeguuuHCcKkme pabOoTHUKM MEOMUMHCKMX OpraHuM3auuni, OKasblBaroLmX
MEOWLMHCKYI MOMOLLb B CTaLMOHAPHbLIX YCINOBUSIX, B Crlydae, NpeayCcMOTPEHHOM
NyHKTOM 29 HacTosiwero MNopaaka;

4) MeguUMHCKME pPabOTHMKM MEOULMHCKUX OpraHu3auui, OKasblBaroLLmX
NEPBUYHYI0 MELMKO-CAHUTapPHYI0 MOMOLLb, MOABEAOMCTBEHHbIX heageparnbHbiv
opraHam MWCMOMHWUTENbHON BfACTU WM OpraHaMm  WUCMOSHUTENbHOW  BracTy
cybbekToB Poccuiickon ®enepaumu:

a) rpakgaHam, pacxoAbl Ha GecnnaTtHoe nekapcTBeHHoe obecneyeHne KOTopbIX
B COOTBETCTBUM C 3aKoHoAaTensCcTBoM Poccuickon deaepauum NokpbiBaOTCA 3a
cYeT cpencTB deaepansHoro boaxeTa;

6) WHbIM KaTeropusiM rpaxgaH, pacxoabl Ha 6GecnnaTHoe nekapcTBEHHOe
obecneyeHne KOTOpPbIX B COOTBETCTBUM C 3aKoHogaTenbcTBoM Poccuimckon
denepaumm NOKPbLIBATCA 3@ CYET CPEACTB OKAXETOB pasfMYHbIX YPOBHEWN WU
obs3aTenbHOro MegmuMHCKOro CTPaxoBaHUS;

5) nHgmBMAayanbHble NpeanpuHUMaTenu, 3aHMMatoLMecs YacTHON MeauLIMHCKOM
NPaKTMKOM N BKIKOYEHHbIE B PEECTP MEAULIMHCKMX OpraHn3aL i, OCYLLIECTBISOLLMX
AeaTenbHOCTb B cdhepe 06513aTenbHOro MeamLMHCKOro CTpaxoBaHus.

36. He ponyckaeTcs BbiNUCbIBaHME PELIENTOB Ha feKapCTBEHHblE npenapaTthbl
ANS  TieYeHus  rpaxgaH,  umerowmx  npaBo  Ha  6ecnmatHoe  nonyyeHuve
NeKapCTBEHHbIX MpenapaTtoB UMM MosfydeHne feKapCTBEHHbIX MpenapaTtoB Co
CKMOKOW, MEeAUUMHCKUMW pabOoTHUKaAMM CaHaTOPHO-KYPOPTHBIX —OpraHu3auum,
MeOVUMHCKMMM  paboTHUKaMM  MeOUUMHCKMX  OpraHmsauun,  OoKasblBaloLyX
MEOVLMHCKYIO NMOMOLLp CTauMOHapHO UM B YCMOBMSX OHEBHOMO CTauMoHapa, 3a
UCKIOYEHNEM Cilydad, NpegyCcMOTPEeHHOro NyHKToM 29 HacToswero Mopsaaka.
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37. Mpu BbINCbIBAHUM PELLENTOB Ha NEKapCTBEHHbIE MpenapaTtbl Ans NevyeHus
rpakaaH, MMetoLLWX NpaBo Ha 6ecnnaTHoe NonyYyeHne NeKkapcTBEHHbIX NpenapaTos
UM NoslyyeHne NEeKapCTBEHHbIX MpenapaTtoB CO CKWUOKOW, yKa3blBAaeTCs HOMEp
TenedoHa, MO KOTOPOMY pabGOTHMK anTe4HOW opraHu3aumMm npu HeobGXoaAMMOCTWU
MOXET cormacoBatb C MeAWUUMHCKUM pPaBGOTHUKOM CUHOHUMMWYECKYID 3aMeHy
nekapcTBEHHOrO Npenapara.

38. Ha peuentypHom 6naHke doopmbl N 148-1/y-04 (1) n doopmbl N 148-1/y-06 (1)
peuenT BbINUCbIBAETCA MEAULMHCKUM pabOTHUKOM B [BYX 3K3eMnispax, ¢ OgHUM
3K3EeMNApOM KOTOPOro naumeHT obpallgetcs B anTeyHyo opraHusauuio. Bropon
3K3eMnsAp peLenTta npuodLLaeTcs K MegUUMHCKON KapTe naumeHTa.

(MyHKT B pegakumun, BBegeHHou B aencteue ¢ 21 asrycta 2015 roga npukasom
MunsapaBa Poccum ot 30 nonsa 2015 rona N 386H.

39. HapkoTuyeckne u MNCUXOTPOMHbIE FEKapPCTBEHHble npenapartbl cnucka i
[MepeyHa  (3a  WCKMIOYEHMEM  FEKapCTBEHHbIX  MpenapatoB B  Buae
TpaHCOepMarnbHbIX  TepaneBTUYECKUX CUCTEM, a TaKke JIeKapCTBEHHbIX
npenaparoB, CoaepXaLwx HapKkoTU4eckoe CpeacTBO B COYETAHUN C aHTaroHNCTOM
ONMOVAHBIX PELLENTOPOB) AN fleYeHns rpaxaaH, MMelLmx npaeBo Ha 6ecnnaTHoe
nonyyYeHne neKapCTBEHHbIX MNpenapaTtoB WM MOMYYEeHUs  JIeKapCTBEHHbIX
npenapaTtoB CO CKMAKOW, BbIMUCbIBAOTCA Ha cneuyuanbHOM peuenTypHoM 6raHke
Ha HapKOTMYEeCcKoe CpeacTBO WM MCUXOTPOMHOE BELWECTBO, K  KOTOPOMY
AOMNOMHUTENBbHO BbIMMCLIBAOTCS PeLenTbl B ABYX 3K3EeMMNndpax Ha peuenTypHOM
6naHke dopmbl N 148-1/y-04 (n) nim cdoopmbl N 148-1/y-06 ().

(MyHKT B pegakuun, BBeaeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccumn ot 30 moHa 2015 roga N 386H; B pegakumm, BBEAEHHOW B
pencteue ¢ 30 mona 2016 roaa npukasom MuHsapasa Poccum ot 21 anpens 2016
roda N 254H; B pepakuun, BBegeHHou B Aencteune ¢ 20 aHBapsa 2018 roga
npukasomMm MuHaapasa Poccum ot 31 oktsa6ps 2017 rona N 882H.

40. HapkoTuyeckne u NCUMXOTPOMHbIE JleKapCTBEHHble npenapaTtbl cnucka |l
[MepeyHa B Buae TpaHcOepMaribHbIX TepaneBTUYEeCKMX CUCTEM, HapKOoTUYeckue
nekapcTeBeHHble npenapatbl cnvcka Il lNepeyHs, cogepxawme HapKoTUdecKoe
CpeacTBO B COYETAHMM C @HTaroHUCTOM OMMOMAHbLIX PELLEenTOPOB, NCUXOTPONMHbIE
nekapcTBeHHble npenapatbl cnucka lll MepeyHs, nHble nekapcTBeHHbIEe CpeacTBa,
noanexawpe npegMeTHO-KONMYECTBEHHOMY YYeTy, JleKapCTBEeHHble npenaparhbl,
obnapatoume aHabonM4eckon akTUBHOCTbI, KOMOWMHUPOBAHHbIE fIEKApCTBEHHbIE
npenapartbl, YyKa3aHHble B noanyHkTe 4 nyHkTa 9 HacToswero nopsiaka,
npegHasHadeHHble ONA NleYeHus rpaxaaH, MMelwmx npaBo Ha GecnnaTHoe
noflyYeHne reKapCTBEHHbIX NpenapatoB WM MNOSlyYEHUE  JIeKapCTBEHHbIX
npenapaTtoB CO CKMAKOW, BbINUCbIBAOTCA Ha peuenTypHoM 6rnaHke N 148-1/y-88, k
KOTOPOMY [LOMOSTHUTENbHO BbIMUCHLIBAOTCS peLenTbl B ABYX 3K3eMnndpax Ha
peuentypHoMm 6niaHke dopmbl N 148-1/y-04 (n) nnm dopmbl N 148-1/y-06 (n).

(MyHKT B pegakuun, BBeAeHHoOM B aencteme ¢ 21 aBrycta 2015 roga npykasom
Munsgpasa Poccumn ot 30 moHa 2015 roga N 386H; B pegakuum, BBEAEHHOW B
pencteue ¢ 30 mona 2016 roaa npukasom MuHaapaesa Poccum ot 21 anpens 2016
roga N 254H; B pepakuun, BBegeHHon B gencteune ¢ 20 saHBapsa 2018 roga
npvkazom MuHsapasa Poccum o1 31 oktabpa 2017 rona N 882H.

NMpunoxeHue N 1. NpeaenbHO AONYCTUMOE KONIMYECTBO
OTAEeNbHbIX HAPKOTUYECKNX U NCUXOTPOMHbIX
fleKapCcTBEHHbIX NpenapaToB AMA BbINMUCbIBaHMUA Ha OAUH
peuenTt
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Mpwunoxerve N 1

K Mopsaky

(B pemakumun, BBELEHHOW B AENCTBUE
¢ 20 anBapsi 2018 roga

npukasomMm MuHsapaBsa Poccumn

ot 31 okTs6psa 2017 rona N 882H. -
Cwm. npeablayLyo peaakLmio)

I'Ipe,qeano gonyctumoe KonmnM4yecTtBO  OTAEJIbHbIX  HAPKOTUYECKUX U
NCUXOTPOMNHbIX NNIeKapCTBEHHbLIX npenapartoB AJ1A4 BbINMNCbIBAHUA Ha OOUH peuenT
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N MexgyHapogHoe ®opma Bbinycka wu || Konmnyectso
n/n HenaTeHTOBaHHOe 0031poBKa
HavMeHoBaHue
HapKOTUYECKOro
n NCUXOTPOMNHOro
nekapcTBEHHOro
cpeacTsa
1 BynpeHopdmH+HanokcoH Tabnetku 60 TabneTtok
cybnuHreanbHble (ynakoBka,
0,2wmr+ 0,2 Mr kpaTHasi N 20)
2 BynpeHopdmH PactBop ana || 30 amnyn
MHBEKLUNA, (wnpwu-
0,3 mr/mn 1 mn TIOOMKOB)
3 BynpeHopdmH TpaHcaepmanbHbIn
nrnacTbipb
35 mKr/uac 20 nnacTblpen
52,5 mKr/4yac 10 nnacTblpen
70 mkr/vac 5 nnacTtbipen
4 OurngpokonenH TabneTkn
NPOSIOHIMPOBAHHOIO
JencTeus
60 mr 40 TabneTok
90 mr 30 Tabnetok
120 mr 20 TabneTtok
5 MopdmH PacTBop ana || 20 amnyn
MHBEKLUA, (wnpwu-
pacTBop ana || Tiobukos)
NOLKOXHOrO
BBEOEHUS
10 mr/mn 1 mn




6 OmHonoH PacTtBop ans
KogemH + MopdwmH + || NOAKOXHOrO BBEOEHUS
HockanuH + [lanaeBepuH +
TebanH
0,72 + 575 + 2,7 + || 20 amnyn
0,36 + 0,05 mr/mn 1 mn
144 + 115 + 54 +
0,72+ 0,1 mr/mn 1 mn
7 TpumenepnauH Tabnetku 25 mr 50 TabneTtok
8 TpumenepuguH PacTtBop ansa (| 20 amnyn
MHBEKLUI (wnpwu-
TIOOMKOB)
10 mr/mn 1 mn
20 mr/mn 1 mn
9 MopdomH Tabnetkn (kancyrnbl)
NPONOHIIMPOBAHHOIO
aencteus
10 mr 180 Tabn.
(kanc.)
30 mr 60 Tabn.
(kanc.)
60 mr 40 Tabn.
(kanc.)
100 mr 20 Tabn.
(kanc.)
200 mr 20 Tabn.
(kanc.)
10 OkcukoaoH + HanokcoH




S5mr+25wmr

10Mr+5wmr

20 mr + 10 mr

40 mr + 20 mr

100 TabneTok

60 TabneTok

40 TabneTok

20 TabneTok

11 Mpocugon Tabnetkn 3alledHble || 50 TabneTok
MponuoHUNeHNN3ToKCK- 20 mr
aTUNNUNEPUANH
12 ®eHTaHuN TpaHcaoepmanbHas
TepaneBTnyeckas
cuctema
12,5 MKr/yac 20 nnacTbipen
25 MKr/uac 20 nnacTbipen
50 mkr/yac 10 nnacTblpen
75 MKr/vac 10 nnacTblpen
100 mkr/yac 10 nnacTbipen
13 ®eHTaHunN Tabnetku
noAbA3bIYHbIE
0,1 mr, 0,2 mr, 0,3 wmr, || 50 TabneTok
0,4 wmr, 0,6 mr, 0,8 mr
14 ByTopdaHon PactBop ana || 20 amnyn
NHBEKL NI

2mr/mMn 1 mn




15 Han6ydwmH PaCTBOpv ans
NHBEKL NI
10 mr/mn 1 mMn 50 amnyn
20 mr/mn 1 mn 25 amnyn

16 deHobapbuTan Tabnetku 50 Tabnetok
5 wmr, 50 mr, 100 mr

MpunoxeHue N 2. PekoMmeHAOBaHHOE KOJINYECTBO

oTAeNIbHbIX NeKapCTBEeHHbLIX npenapaTtoB ANA

BbinncbiBaHNA Ha OAUH peulenT

Mpunoxexne N 2
K Mopsaky

(c nameHeHnsmu Ha 21 anpensa 2016 roga)




N n/n HavmeHoBaHve ®opma Bbinycka u || KonnvecTtBo
nekapcTBEHHOro [031poBKa
npenapara

1. KombuHmpoBaHHble Bce He 6bonee 0,2 r*

NeKapCTBEHHbIE
npenapaTtbl, coaepXalme
KoOeuH (Conn KogenHa)

JleKapCTBEHHbIE

dopmbl

2. OdenpuHa rmapoxropug u || MNMopolok 06r
apyrve conu agegpuHa
3. TeodpeapuH, TeodeaopuH- || TabneTtku 30 Tabn.
H, Heo-TeodeapuH
4, ConyTtaH PacTteop 50 mn, 30 || 1 donakoH
M1
5. CnasmoBeparnruH, Tabnetku 50 Tabn.
CnasmoBepanrmH-Heo
6. Opyrne kombuHMpoBaHHbIe || Bece 1 ynakoBka
neKapCTBEHHbIE nekapCcTBEHHbIE
npenapatbl, coaepxawme || bopmbl
ahegpuHa rmgpoxropua u
noanexaipe npeameTHo-
KONMMYECTBEHHOMY YYeTYy
7. KombuHmpoBaHHble Bce 1 ynakoBka
nekapCcTBEHHbIE nekapCcTBEHHblE
npenapatbl, coaepxawme || bopmbl
nceegoadenpuHa
rgpoxsnopua n
nogsiexawme npegmeTHo-
KONMYEeCTBEHHOMY y4eTy
8. KnoumguH Tabnetkn 0,075 mr; || 1 ynakoBka
0,15 mr
PacTBop ansa || 1 ynakoBka
NHBEKLNI 0,1

Mr/mn




NPUMEHEHWNS - Tenwu,
Kpembl, Ma3su)

Kannm rmasHele || 5 THOOUK-
0,125%, 0,25%, || kanenbHWL,
0,5% pacTtBOp
9. JlekapcTBeHHbIE Bce 1 ynakoBka

npenapatbl, obnagarowpe || nekapCTBEHHbIE

aHabornunyeckom dopmbl (3a

aKTUBHOCTLHO (B || MckntoyeHrem

COOTBETCTBUM C OCHOBHbIM || fleKapCTBEHHbIX

dhapMaKkosiornyecknm dopm ans

OencTBmneM) Hapy>KHOro

(Mosunuymsa B pegakumn, BBeaeHHon B genctame ¢ 1 auBapsa 2017 roga npukasom
MvH3apaBa Poccum ot 21 anpens 2016 rona N 254H.

250 mr

10. KombuHmpoBaHHble Bce 1 ynakoBka
nekapCcTBEHHbIE nekapCTBEHHblE
npenapatbl, coaepxawme || bopmbl
deHunnponaHoiaMmmnH n
noanexaiue npeameTHo-
KONMMYECTBEHHOMY YYeTy

11. Mosuuuna ytpatuna cuny c¢ 21 aesrycta 2015 roga - npukas MvuHaapasa
Poccum o1 30 nioHa 2015 roga N 386H..

12. BeHzobapbutan Tabnetkn 50 wr, || 1 ynakoBka

100 mr
13. MpuMnaoH Tabnetkn 125 wr, || 1 ynakoBka

* I'Ip|/| BbIMNCbIBaHUN U OTMNYCKE JieKapCTBEHHOINo npenapara, coaepXallero

COonn KogeuHa, npon3BoanTCcAa nepecyHeT Ha KogenmH OCHoBaHMeE.

NMpunoxeHue N 3. [lonycTMbIe K UCMOSTIb30OBaHUIO
peuenTypHble COKpalleHus

Mpwunoxerve N 3
CnpaBo4HO
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CokpalueHue MNonHoe HanucaHue MepeBopa
aa ana Mo, NOPOBHY
ac.acid. acidum Kucrota
amp. ampulla amnyna
aq. aqua BOAda
aq. destill. aqua destillata ANCTUNIMPOBaHHas Boga
but. butyrum macno (TBepaoe)
comp., cps compositus (a, um) CIOXHbIN
D. Da (Detur, Bblgan (nycTb
Dentur) BblJ4aHoO, NyCTb
OyaeT BblgaHo)
D.S. Da, Signa Bbigain, o603Haub
Detur, Signetur Mycte ©ygetr BblAaHo,
o60o3Ha4eHo
D.t.d. Da (Dentur) tales Boigan (Myctb 6yayT
doses BblAaHbl) Takue 03bl
Dil. dilutus pa3BefeHHbIN
div.in p.aeq. divide in partes pasfeny Ha paBHble

aequales

4yacTu




extr.

qtt.

inf.

in amp.

in tabl.

lin.

lig.

m. pil.

ol.

past.

Ppl.

p.aeq.

ppt., praec.

pulv.

extractum

fiat (fiant)

qutta, guttae

infusum

in ampullis

in tab(u)lettis

linimentum

liquor

massa pilularum

Misce, Misceatur

numero

oleum

pasta

pilula

partes aequales

praecipitatus

pulvis

quantum satis

OKCTPAaKT, BbITAXKA

MycTb obpasyeTca
(obpasytotcs)

Kannd, Kanmm

HacTowm

B aMnynax

B TabrneTkax

AHMaKad Ma3b

XXWOKOCTb

nunibHaa Macca

Cmewan (IMyctb ©Oypet
CMeLLlaHo)

YNCIIOM

mMacno (>xugkoe)

nacTta

nmnon4

paBHble HaCcTu

OcaaeHHbIN

MNopoLuok

Ckonbko  notpebyetcs,
CKOJbKO Hao



r., rad. radix KOpeHb

Rp. Recipe Bosbmu

Rep. Repete, Repetatur Mostopn (IMyctb 6Gyager
NMOBTOPEHO)

rhiz. rhizoma KOPHeBULLIE

S. Signa, Signetur O6o3Ha4b (MycTb B6yget
0603Ha4YeHo)

sem. semen cems

simpl. simplex npocTomn

sir. sirupus cuporn

sol. solutio pacTsop

supp. suppositorium cBeva

tabl. tab(u)letta Tabnetka

t-ra, tinct. tinctura HacTomka

ung. unquentum mMa3b

vitr. vitrum CKINAHKa

NMpunoxeHue N 2. Popmbl pelenTypHbIX
GnaHkoB

MpwnoxeHue N 2
(c nsmeHeHnsmu Ha 21 anpensa 2016 roga)



®opma N 148-1/y-88

B peuentypHbin 6naHk "®opma N 148-1/y-88" ¢ 1 aHBapsa 2016 roga BHeCEHb!
n3meHeHust npmkasom Munsgpasa Poccum ot 30 moHa 2015 rona N 386H.

PELIENTYPHbIN BNAHK

MVHMCTEPCTBO 34paBOOXpPaHEHNS
Poccuiickon degepaunm

HavmeHoBaHwve (wramn) Kog dopmbl no OKY[] 3108805
MeouumHcKkas AOKyMeHTauus
MeAWLMHCKOW opraHu3aLmm ®dopma N 148-1/y-88

YTBEepxageHa nprkasom
MvHUCTepCcTBa 34paBOOXPaHEHNS
Poccuiickon ®egepanmm

oT 20 aekabpsa 2012 roga N 1175H

L

Cepus N

il

PELIEMT

(Gama ebinucku peuyenma)

(B3pOCHbIN, 4ETCKUM - HYXXHOE NOOYEPKHYTb)

®.N.0.
nawuueHTa

(monHocmeto)

BospacTt
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Anpec vnn HoMep MEAWLMHCKOWM KapTbl NauueHTa, nosydarolero MeauuMHCKYo MoMOLb B
ambynaTopHbIX YCINOBUSAX

®.1N.0. nevawlero Bpava

(monHocmeto)

Py6. Kon. Rp:

Mognnce w©  nnM4Has M.IM.
neyaTb Jfieyallero Bpaya

PeuenT gencrteuteneH B Tedenune 15 gHen

®opma N107-1ly

B peuentypHbin 6riaHk "®opma N 1107-1/y" ¢ 1 aHBaps 2016 roga BHeCeHb!
n3meHeHust npmkasom MuHsgpasa Poccum ot 30 moHa 2015 rona N 386H.

PELIEMTYPHbIN BINAHK*
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MUHUCTEPCTBO 34paBOOXPAHEHNS
Poccunckon ®egepauum

HavmeHoBaHwve (wramn) Kog dopmbl no OKY[]
3 Kog yvpexaeHusa no OKIMO
MEeONLIMHCKOWN opraHn3auinm MeauumHcKas AOKyMeHTauuna

®dopma N 107-1ly

YTBEpXOeHa Nprkasom
MuHUCTEpCTBa 34paBOOXPaHEHNS
Poccuinckon ®enepaunn

oT 20 pekabpsa 2012 roga N 1175H

PELENT
(B3pOCnbI, AETCKUM - HYXXHOE NOAYEPKHYTb)




®.1.0. nauyneHTa

BospacTt

®.1N.0. nevawero Bpaya

py6.l kon.I Rp.

Moanuncke M NMYHaga NeyaTb fevallero Bpaya M.IM.

PeuenT gencrteureneH B



TeyeHne 60 gHen, go 1 roga  (

(HEeHyXHoe 3a4epKHymb) (vKkazamb Koru4ecmaeo mecsiyes)

* - ans peuenTypHbIX GrnaHKOB, U3rOoTOBMIAEMbIX U MOMTHOCTLIO 3aMNOSHAEMbIX C
ncnomnb3oBaHNeM KOMMNbHOTEPHbIX TEXHOMOrMKM, BBOAATCA  [OOMOSHUTENbHbIE
PEKBUSUTDI (Homep n (VIJ'IVI) Cepl/lﬂ) N MeCTO aANnd HaHeECEeHUA LUTpUx-Koaa.

®opma N 148-1/y-04(n)

B peuentypHbin GnaHk "®opma N 148-1/y-04 (n)" ¢ 1 saHBapsi 2016 roga
BHeCEeHbl 3MeHeHns npunkasom MuHaapasa Poccum ot 30 noHa 2015 rona N 386H;

B peuentypHbin 6rnaHk "®opma N 148-1/y-04 ()" c¢ 30 wmona 2016 roga
BHeCEeHbl W3MeHeHus npukasoMm MuHsgpaBa Poccum ot 21 anpena 2016 roga N
254H.

PELIEMTYPHbIN BNAHK

MWHUCTEPCTBO 34 paBOOXPaAHEHNSI
Poccuitckon ®egepaunn

il

LLramn
npuvkasom MwuHncTepcTBa
34paBoOXpaHeHus
Poccuitckon degepaunm
Kon meaunumHCKom opraHusaumm oT 20 pekabps 2012 ropa

N 1175H

INIINENNANEE NN

Kog dopmel no OKY[
3108805
®opma N 148-1/y-04 (n)
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Kon Kon NcToYHMK % onnatbl: || Kog
KaTeropuu || HO301orM4ecKom || pmHaHCUpOBaHUS: || (MOQYEPKHYTD) || IEKAPCTBEHHOIO
rpaxgaH || dopmbl (no || (nog4epkHyTb) 1. BecnnatHo || cpencTtea
MKB-10) (3anonHseTcsa B
anTe4yHom
opraHusauun)
SIS ||S ||L L L |[1. PeaepanbHbin || 2. 50%
2. CybbekT
Poccuinckonm
depepauymm
3.
MyH1UMNanbHbIN
PELENT Cepus N Harta 20 T
BbINUCKM:
O.N.0. Hata
naumeHTa poXxaoeHus
CHUNC
N nonuca
obsA3aTenbHoro
MEAULIMHCKOro
CTpaxoBaHUS:
Homep MeaULIMHCKON KapThbl naumneHTa,
nony4vatoLiero MEeOULNHCKYHO NMOMOLLb

ambynaTopHbIX YCIOBUAX

®.MN.0. nevawlero Bpada
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Py6.1 Kon.I Rp:

el SIgNaL e

(ko4 nevawlero Bpaya)
Moaonucb n nnYyHas ne4vatb M.IM.
nevatlero Bpaya

Peuent pencteuteneH B TedeHne 15 gHen, 30 gHen, 90 AHen (HEHyxHoe
3a4epKHYTb)

........................ (3anonHsetcs CNELMANIUCTOM  ..vvineneeieeneeenennes
anTeyvyHow opraHusauum)

OTnyuieHo no peLenty: ToproBoe HanmeHoBaHWe 1 0O03MPOBKa:

Harta otnycka: "__" 20 KonnuecTBo:

r.

MpurotoBusn: Mposepun: OTnyctun:
................................................. (MMHUA

OTpbIBa)



KopelLuok peuentypHoro | Cnocob npuMeHeHns:

OnaHka
HanmeHoBaHue MpooomkMTENbHOCTD aHen
neKapCcTBEHHOro
npenapara:
[osuposka: KonnyectBo npuemoB B pas
[JEHb:
Ha 1 nprnewm: en.

®opma N 148-1/y-06(n)

B peuentypHbin 6naHk "®opma N 148-1/y-06 (n)" ¢ 1 auBaps 2016 roga
BHECEHbl U3MeHeHns npunkasom MuHaapasa Poccum ot 30 mnoHa 2015 rona N 386H;

B peuentypHbin GrnaHk "®opma N 148-1/y-06 (n)" ¢ 30 wmona 2016 roga
BHECEHbl W3MeHeHus1 npukazoMm MuH3apaBa Poccum ot 21 anpenda 2016 roga N
254H.

PELEMTYPHbIN BNAHK

MWHUCTEPCTBO 34PaBOOXPAHEHMS]

Poccunckon ®enepaumm MECTO OIA WTPUX-KOOA

MeguumnHcKasa opraHusaums
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LLTamn

Kon OI'PH

i

I

(no MKB-10)

Kog Kog
KaTeropum HO30S10rM4YeCcKom
rpaxgaH

dopMbl
PEUENT

®.1N.0. nayumeHTa

YTBEP>XOEHA

npuvkasoMm MuHucTepcTBa
3[paBOOXpaHeHs
Poccuinckon ®egepaunm
oT 20 pekabps 2012 roga

N 1175H

Kog dhopmbl

3108805

no OKY[Q

®dopma N 148-1/y-06 (n)

MNCTOYHKK
dmHaHcupoBa-

HNA:

1)
degepanbHbIi
orooxeT

2) GropxeT
cybbekTa
Poccwuiickon

depepaumm

3)
MyHMLMNAabHbIA
oromxeT
(Hy>kHOE
NOAYEPKHYTb)

% onnatbl U3
WUCTOYHMKA

JoMHaHCUPOBaHUS:

1) 100%

2) 50% (Hy>xHOEe

NOAYEPKHYTb)

Peuent
JencTBuTeneH
B

TeyeHne

15 gHen,
30 gHen,

90 gHen
(HyXHoOE€
NOAYEPKHYTL)

oT

L
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Nara CHUNC
pOXOeHnst

N nonvca
obda3aTenbHoro
MeANLMHCKOro
CTpaxoBaHus

Homep MeauuMHCKOM KapTbl MaumeHTa, NonyqalroLwwero MeAMUUHCKYI NOMOLWb B
ambynaTopHbIX YCIOBUAX

d.N.0. Neyailero
Bpaua

Kog
nevaero Bpada

BbinucaHo: (3aI'IOJ'IH$IeTCFI cneumanMcToM anTeyHou OpFaHI/I38LI,VII/I)

Rp: OTnyLLeHo No peuenTy:

[ata otnycka

Koa JleKapCTBEHHOIro

D.t.d. npenapara

[oaunpoBka Toproeoe
HaMMeHoBaHue

KonnyecTtBo

eanHnL

Signa

Moanuck nevawlero Bpa4a KonnuecTtBo



N NnyHaa neyaTb Jleyawero Ha o6 LLyto

Bpaya cymmy
M.I.
..................................................... (MMHKna
OTpbIBaA)
Kopewwok PELIEITA Cepus N_ oT
Cnocob npMmeHeHus: HanmeHoBaHWe nekapCTBEHHOro
MpooomkMTENbHOCTD AHENW npenaparta
KonnyectBo npuemoB B pa3
AeHb
Ha 1 npvem en. [o3unposka:

NMpunoxeHue N 3. NMNopsaaok opopmneHus
peuenTypHbIX ONTaHKOB Ha NeKapCTBEeHHbIe
npenapartbl, UX y4yeTa U XpaHeHuUsA

Mpunoxexve N 3

(c usameHeHuamu Ha 21 anpens 2016 roga)

l. OchopmneHne peuentypHbIX 651aHKOB

1. Ha peuentypHbix 6naHkax cdopmbl N 107-1/y, He umerowmx Homep n (unm)
ceputo, MecTo Anst HaHeceHus wrpux-koaa, N 148-1/y-88, N 148-1/y-04 (n) n N 148-
1/y-06 (n) B rneBoM BepxXHEM YIy MNPOCTaBnAeTCs LWramMn MegULUHCKON
opraHv3auumn ¢ ykasaHMeM ee HaumMeHOBaHus1, agpeca v TenegoHa.

[dononHutensHo Ha peuenTypHbIX BriaHkax gopmbl N 107-1/y, nmetoumx Homep
n (Mnn) ceputo, MecTo Ans HaHeceHus wrpux-koga, N 148-1/y-04 (n) u N 148-1/y-06
(n) npocTaBnseTcs Kog MeguLMHCKON OpraHn3aLmm.

Cepusa peuentypHoro 6naHka cdopmbl N 148-1/y-04 (n) n gopmbl N 148-1/y-06
(n) BkmoyaeT ko cybbekta Poccunckon depepaumm, COOTBETCTBYOLMIA OBYM
nepebIiM uundppam O6LepoccrMmnckoro knaccudmkaropa o6bekToB
a4MWHUCTPaTUBHO-TeppuTopuanbHoro genexHmsa (OKATO).



http://docs.cntd.ru/document/1200000127
http://docs.cntd.ru/document/1200000127

2. Ha  peuenTypHbix  6naHkax, OQOPMISEMbIX  UHAUBUOYASNbHBIMA
npeanpvHUMaTens M, UMELWMMM FIMLEH3NIO HA MEOUUMHCKYK AeATenbHOCTb, B
BEPXHEM NEBOM Yy TMNorpadCKnMm cnocobomM unm nyTem NpoCcTaBrieHns wramna
AO0IPKeH ObITb YKa3aH agpec MHAMBMAYanNbHOro NpeanpuHuMarens , Homep n narta
NMUEH3MKN, HaMMeHOBaHMe oOpraHa rocygapCTBEHHOW BracTW, BblAaBLUEro
NALLEH3UIO.

(MyHkT B pepakumun, BBegeHHon B Aencteue ¢ 30 mona 2016 roga npvkasom
MuH3opaBa Poccum ot 21 anpensa 2016 rooa N 254H.

3. PeuentypHble 6naHkn dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04 (n)
3anosnHseTca MeauUNHCKMM paboTHUKOM  pa3bopumMBO, YETKO, YEpHUNnamMm wunm
LLIAPVKOBOW PYYKOW.

(MyHkT B pepakumn, BBeaeHHon B gencteme ¢ 30 monsa 2016 roga npukasom
MuH3opaBa Poccum ot 21 anpensa 2016 rooa N 254H.

4. [lonyckaeTtcs oopMeHue:

1) BCex pekBM3MTOB peuenTypHbiX 6riaHkoB dopmbl N 107-1/y, nmetowmx Homep
n (unm) cepuio, MecTo Ana HaHeceHus wrpuxkoda, n gopmbl N 148-1/y-06 (n) ¢
NCNONb30BaHNEM KOMMbIOTEPHbIX TEXHOSOMI;

2) BCEX PeKBU3NUTOB (3a MCKMYeHeM pekBunsnTa "lMognuck nevaiuero spaya")
peuenTypHbix 6naHkoB dopMbl N 148-1/y-88 n doopmbl N 107-1/y (He mmetoLmx
HOMEp WM (UnM) cepuo, MECTO ANS HAHECEHUs! LUTPUXKOA4A) C MCMONb30BaHVEM
neyaTaroLMX yCTPOUCTB.

(MyskT 4 B pepakuun, BBedeHHon B pencteue ¢ 21 aerycta 2015 ropa
npvkazoMm Munsgpasa Poccum ot 30 utoHs 2015 roga N 386H.

5. OdopmneHue peuentypHbix 6naHkoB dopmbl N 148-1/y-04 (n) n dopmbl N
148-1/y-06 (1) BkNtoyaeT B cebs umMdpoBoOe KOaMPOBaHME.
Lindposoe koampoBaHmne ykaszaHHbIX peLenTypHbIX 611aHKoB BKIOYaeT B ceds:

1) ko4 MeauuMHCKOM opraHu3aumm B cooTBeTcTBUM C  OCHOBHbIM
rocygapCTBeHHbIM  perncTpaunoHHeim Homepom (OIPH), npocTtaBnsiembii npu
N3roTOBMEHMN peLienTypHbIX 6raHKOB;

2) «kop Kateropun rpaxgaH (SSS), wumelowmMx npaBo Ha NonyyveHue
NeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM CO cTatben 6.1 PepepanbHOro
3akoHa o1 17 wona 1999 roga N 178-®3 "O rocynapCTBEHHOM COLUManbHOW

nomoum"l, n kog Hosonormdeckon copmbl (LLLLL) no MKB-10, 3anonHsiemble

nevawmm BpayoMm NyTeM 3aHeCEeHWUs1 Kaxaown uudpbl B MyCTble SYEnKu, npu 3ToM
TOYKa NPOCTaBIIIETCS B OTAENbHOW SYEWKe;

! CobpaHwue 3akoHogaTenscTBa Poccurickon deagepaumm, 1999, N 29, ¢1.3699;
2004, N 35, cT.3607.

3) oTmeTka 06 WCTOYHWMKE (MHaHcupoBaHus (depepanbHbin GrogxeT [1],
GrooxeT cybbekta Poccunckon Pegepauum [2], myHnumnanbHbin 6ogxet [3]) n
npoueHte onnatbl peuenta (6ecnnatHo [1], 50% [2]), ocywecTBRsAemas
MEOVLMHCKMM pabOTHUKOM;

4) kog MeguUMHCKOro paboTHUKa yKasblBaeTCsi MEeAWULMHCKMM PabOTHMKOM B
COOTBETCTBUM C YCTAHOBMNEHHLIM OPraHOM WCMOSHUTENbHON BracTM cybobekTa
Poccuitckon ®epepauun B 06racTu oxpaHbl 340pOBbsi rPaxaaH NepeyHEM KOAOoB
MEAWNLMHCKMX pPabOTHWKOB, WMEKWMX TMNpPaBO Ha BbIMWUCKY JIeKApPCTBEHHbIX
npenaparos;
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5) Kog nekapcTBEHHOro npenapaTta, NPOCTaBNsiEMbIA B anTe4YHOW opraHm3auuu
npu OTNYCKe NeKapCTBEHHbIX NPEnapaToB, BbIMUCaHHbIX HA peLenTypHbIX GraHkax
dopmbl N 148-1/y-04 () n dopmbl N 148-1/y-06 (n).

6. B peuentypHbix 6naHkax gopmbl N 148-1/y-88, N 107-1/y, dopmbl N 148-1/y-
04 (n) n gopmbl N 148-1/y-06 (n) (aanee - peuenTypHble 6naHkun) B rpadpax "®.1.0.
nauneHTa" ykasblBalOTCA MOSIHOCTLIO PAMUINSA, UMSA U OTYECTBO (NPU HanMyuu)
nawmeHTa.

(MyHkT B pepakumun, BBegeHHon B Aencteue ¢ 30 mona 2016 roga npvkasom
Munsgpaea Poccum ot 21 anpens 2016 roga N 254H.

7. B peuenTypHbix 6riaHkax dopmbl N 148-1/y-88 n dopmbl N 107-1/y B rpacbe
"BospacTt" ykasblBaeTCs KONMMYeCTBO MOMHbIX feT nauueHta, a gnsa aeten B
Bo3pacTe A0 1 roga - KonMyecTBO MOSHbIX MECSLLEB.

(AB3ay B pepakumun, BeegeHHon B gencteme ¢ 30 uona 2016 roga npukasom
MuH3opaBa Poccum ot 21 anpensa 2016 rooa N 254H.

B peuenTtypHbix 6naHkax copmbl N 148-1/y-04 (1) n dopmbl N 148-1/y-06 (n) B
rpacpe "[aTta poxaeHus" ykasbiBaeTCcs Aata poxaeHus nauueHTa (4vcro, mecsl,
roq).

8. B peuenTtypHbIx 6naHkax doopmbl N 148-1/y-04 (n1) n bopmbl N 148-1/y-06 (n) B
rpagax "CHWJIC" mn "N nonmca obdAsatenbHOro MeguunHCKOro CcTpaxoBaHus"
YKa3blBaKTCHA CTPaxoBON HOMEP UHAMBMOYASNBbHOMO NMUEBOrO CYETa rpaxaaHnHa B
MeHcroHHoM choHae Poccunckon depepaumm (CHUNC) (npy Hanuuum) u HoMmep
nonmca o6a3aTenbHOr0 MEAULMHCKOrO CTPaxoBaHus.

(MyHKT B pegakumun, BBegeHHou B aencTteue ¢ 21 asrycta 2015 roga npukasom
MuHagpasa Poccum ot 30 mtoHa 2015 roga N 386H.

9. B peuenTypHbix 6rnaHkax cdopmbl N 148-1/y-88 B rpace "Agpec nnmn Homep
MEOMUMHCKON KapTbl MNauneHTa, nony4yawwero MEeAULMHCKYIO MNOMOLWb B
ambynaTopHbIX yCcroBusX" YyKasblBaeTCs MOMHbIA MOYTOBLIM agpec MecTa
xutenoctea (Mecta npebbiBaHMA WM MecTa (aKTUYECKOro MpOoXMBaHWS)
naymeHTa WM  HOMEP MEOMULMHCKON KapTbl nauueHTa, norny4varoLero

MeOULMHCKYHO NMOMOLLb B aMBynaTopHbIX YCIOBUSX 2 .
(MyHkT B pepakumun, BBegeHHon B aencteme ¢ 30 mona 2016 roga npvkasom
MuHaapaBa Poccuu ot 21 anpena 2016 roga N 254H.

4 MNpukas MunucTepcTBa 3apaBooxpaHeHus Poccuiickon denepauum ot 15
oekabpa 2014 roma N 834H "O6 yTBEepXOEHWM YHUULIMPOBAHHBLIX dhopM
MEOULIMHCKOW [AOKYMEHTaLWW, WCMOMNb3yeMbIX B MEOWULIMHCKWUX OpraHmsamsx,
OKa3blBaLLWMX MEAMNLIMHCKYIO MOMOUb B ambynaToOpHbIX YCNOBUSX, U NOPAAKOB NO
MX__3anonHeHuw" (3apernctpupoBaH MuHUCTEpcTBOM tOCTUUMKM  Poccuickom
®enepaumm 20 aHeaps 2015 roga, permcTpaumoHHbii N 36160).

(CHocka pononHuTenbHO BKModeHa ¢ 1 saHBaps 2016 roga npvkasom
MunaapaBa Poccum ot 30 mnona 2015 rona N 386H)

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) n copmbl N 148-1/y-06 (n) B
rpage "Homep MeguUMHCKOW KapTbl MNauueHTa, nofyyarowero MeguunHCKYH
nomoL B ambynaTopHbIX YCrnoBusiX" yKasbiBaeTCcs HOMEp MeOULMHCKOW KapThbl
naumeHTa, nosyvaroLero MeguLMHCKYH NOMOLL B ambynaTopHbIX YCIIOBUSIX.

(MyHKT B pepakuun, BBeaeHHon B aenictere ¢ 1 aHBaps 2016 roga npukasom
Munsapasa Poccum ot 30 utona 2015 rona N 386H.

10. B rpage "®.MN.0. nevawero Bpaya" peuentypHbiX GNaHKOB yka3blBalOTCA
MONMHOCTBLIO (hbaMunnst, UMs1, OTYECTBO (MPU HanMMYMM) MegULMHCKOrOo paboTHUMKA,
MMEIOLLEro NpaBo Ha3Ha4YeHUs1 U BbINMUCbIBAHUA NEKapCTBEHHbIX NpenapaTos.

(MyHKT B pegakuun, BBeAeHHOM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccum ot 30 uroHa 2015 rona N 386H.
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11. B rpacbe "Rp" peuenTypHbIx 611aHKOB yKa3blBaeTCs:

1) Ha naTMHCKOM 43blk€ HaUMEHOBAHME JIEKApPCTBEHHOrO npenapara
(MexxgyHapogHOe HenaTeHTOBaHHOE WM rpynnMpoBOYHOE, MO0 TOproBoe), ero
[031POBKa, KONNYECTBO;

(MognyHkT B pepakuumn, BBeaeHHon B pgenctene ¢ 30 wona 2016 ropa
npukasom MuHagpasa Poccum ot 21 anpensa 2016 roga N 254H.

2) Ha PYCCKOM W PYCCKOM W HauMOHallbHOM A3blKaX cnocob npuMeHeHnA
JIeKapCTBEHHOro npenaparta.

12. 3anpelw@eTrcss oOrpaHMyYmBaTbCs  OOLMMW  yKa3aHuMsIMKW,  HanpuMmep,
"BHyTpeHHee", "M3BecTHO".

Paspelsaotca TOMbKO MNPUHATbIE MNpaBUiaMu CoKpalleHus 0Bo3HaveHuw;
TBepAble 1 Cbinydne grapmaleBTuyeckne cybcTaHumMm BbINMUCLIBAOTCSA B rpaMmax
(0,001; 0,5; 1,0), x1MgKne - B MUNIUNUTPaX, rpaMmmax u Kansisx.

13. Peuent, BbINMCaHHbIN Ha peuenTypHoM OnaHke, noanuCbiBaeTCs
MeLUUNHCKMM pabOTHUKOM 1 3aBEPAETCS €ro IMYHON NeyaTbio.

[ononHutensHO peuenT, BbINMCAHHBLIN Ha peuenTypHom 6naHke dopmbl N 148-
1/y-88, dpopmbl N 148-1/y-04 (n) n cbopmbl N 148-1/y-06 (n), 3aBepsieTcs neyvaTbio
MeaMLUMHCKOW opraHmsauum "0na peuentos”.

14. Ha ogHom peuenTtypHoM 6naHke copmbl N 148-1/y-88, doopmbl N 148-1/y-04
(n) n dopmbl N 148-1/y-06 (n) paspewaeTca BbINUCbIBaTb TOMbKO OOHO
HaMMeHOBaHME JEeKapCTBEHHOrO Mpenapata; Ha OAHOM peuenTypHom 6naHke
dopmbl N 107-1/y - He 6onee Tpex HaMMeHOBaHWI NTEKAPCTBEHHbIX NpenapaToB.

15. WcnpasBneHus B peuenTte, BbIMMCAHHOM Ha peuenTypHOM OrnaHke, He
AonyckatTcs.

16. Cpok gencTBusA peuenTta, BbIMUCAHHOIO Ha peuenTypHoM BnaHke dopmbl N
148-1/y-88 (15 gHen), popmbl N 107-1/y (60 aHen, oo 1 roga), dopmbl N 148-1/y-04
(n) n gopmbl N 148-1/y-06 (n) (15 aHen, 30 gHen, 90 AHeln) ykasbiBaeTCcs nyTem
3a4epKMBaHUS U Nog4YepKUBaHUS.

(MyHKT B pepakuun, BBeaeHHon B aenictere ¢ 1 aHBaps 2016 roga npukasom
MuHsgpasa Poccumn ot 30 utoHa 2015 roga N 386H; B pedakuuu, BBEOEHHOW B
nencteue ¢ 30 mona 2016 roaa npukasom MuHsapaesa Poccum ot 21 anpens 2016
roga N 254H.

17. Ha obopoTHon cTopoHe peuenTypHoro 6GnaHka dopmbl N 107-1/y (3a
MCKIIOYEHNEM  peuenTypHoro  OnaHka,  MOMHOCTbK  3aMOSIHAEMOro  C
NCNONb30BaHNEM KOMMBIOTEPHbIX TEXHOSOMIM), peuenTypHoro 6naHka dopmbl N
148-1/y-88 un dopmbl N 148-1/y-06(n1) nevataetca Tabnuua cneayloLLEro
coaepXaHus:

MpurotoBun MpoBepun OTtnycTtun

18. lpwn BbINUCKe nEKapCTBEHHOrO Mpenapara no peweHuio BpayvebHom
Kommccum Ha obopoTe peuenTtypHoro 6naHka dopmel N 107-1/y, dopmbl N 148-1/y-
88, dopmbl N 148-1/y-04 (n) n dopmbl N 148-1/y-06 (n) ctaBuTCA cneunanbHas
oTMeTKa (wramn).

(MyHKT B pegakuun, BBeaAeHHoW B aencteme ¢ 21 asrycta 2015 roga npvkasom
MuHsgpasa Poccum ot 30 mtoHa 2015 roga N 386H.
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19. Ha peuentypHom 6naHke cpopmbl N 148-1/y-04 (1) n dopmbl N 148-1/y-06 ()
BHU3Y MMEETCS NMHMA OTPbIBA, pasfensioLwas peLenTypHbI 6riaHK 1 KOpeLLOoK.

Kopellok oT peuenta, BbINMMCAHHOMO Ha YyKa3aHHOM peuenTypHoM 6naHke,
BblJaeTcsa nauuneHTy (nuuy, ero npeacTasnsioemMy) B anTe4HON opraHv3aumm, Ha
Kopellke [feriaeTtcqd OTMeTka O HauMEeHOBaHUW IeKapCTBEHHOro npenapara,
A03MPOBKE, KONMYecTBe, Cnocobe NpUMEHeHWs, U OH OCTaeTcs y nauueHTa (nmua,
ero npegcTaBnstoLLero).

20. OdbopmrieHne cneumansHoOro peuentypHoro OnaHka Ha HapKOTMYeCcKoe
CpeacTBO U MNCUXOTPOMNHOE BELLECTBO OCYLUECTBMSIETCS B COOTBETCTBUM C
npukasom MuHUCTEpPCTBa 3apaBooxpaHenus Poccuiickon Penepaiimm ot 1 aBrycra
2012 roga N 54H "O6 yrBepxaeHnn dopmbl 6raHKOB peLienToB, CoAepXallmx
Ha3HaYeHNe HAPKOTMYECKUX CPEeACTB WNM MNCUXOTPOMHbLIX BELIECTB, NOopsaka KX
W3roTOBIMEHWSA, pacnpegeneHuns, permcTpaunn, y4etTa n XxpaHeHusl, a Takke npaBun

odopmneHns”.

Il. Y4yeT peuenTtypHbIX 651aHKOB.

21. Yuert peuenTypHbix 6naHkoB ¢gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04
(n), msrotaBnmMBaemMbix Tunorpadckum crnocobom (manee peuentypHble GraHku,
nognexawme ydyeTy), OCYLUECTBMSIETCA B >XypHanax yyera, NpOHYMEepPOBaHHbIX,
MPOLUHYPOBAHHBLIX W  CKPENnfeHHbIX MOAMNWCbI  PYKOBOAMTENA WU NevyaTtbio
MEAWLMHCKON OpraHM3auum unn nognucbio MHAMBMAYaNbHOrO npeanpuHumarens,
NMEIOLLIErO NMLEH3MI0 HA MEOULMHCKYIO OeATeNbHOCTb.

22. KypHan yyeta peuenTypHbix OGnaHkoB dopmbl N 107-1/y copepxut
cnegyowme rpadb!:

1) HOMep no nopsAaKy;

2) B pasgene "Mpuxoa™:

a) garta perMcTpauum NpUxXogHOro JOKYMEHTa;

6) HOMep ¥ faTa NPUXOAHOro AOKYMEHTa, Ha3BaHVe NOCTaBLUMKA;
B) o6LLee KONMYecTBO NOCTYNUBLLMX peLlenTypHbIX 61aHKOB;

r) ®.M.0. n nognucb OTBETCTBEHHONO MeOULMHCKOrO paboTHMKa, NOMyYnBLLErO
peuenTypHble 6raHKK OT NOCTaBLLMIKA;

3) B pasgene "Pacxon":
a) gaTa Bblgauun peuenTypHbiX 61aHKOB;
6) KONMMYECTBO Bbl4aHHbIX peLenTypHbIX 6J1aHKOB;

B) ®.M.O. OTBETCTBEHHOIO MeOULMHCKOro paboTHUKa,  MOSy4YMBLLIErO
peuenTypHble 6naHku,;

r) noanuCcb OTBETCTBEHHONO MEAWMUMHCKOro paboTHMKa, MOSy4YMBLUErO
peuenTypHble BraHKu;

4) ©.M.0. n nognncb OTBETCTBEHHOTO MEAWULMHCKOrO paboTHUKA, BblAaBLUErO
peuenTypHble BnaHku;

5) ocTaTok peuenTypHbIX 611aHKOB.
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23. XXypHan yyeTta peuenTtypHblx 6rnaHkos dopm N 148-1/y-88 u N 148-1/y-04 ()
coaepxuT crnegyrowme rpadbl:

1) HOMep No NopsAKY;

2) B pasgene "Mpuxoa™

a) pata perucTpaumnm NPUXoAHOTO AOKYMEHTa;

6) HOMep 1 faTa NPUXOAHOro AOKYMeHTa, Ha3BaHWe NOCTaBLUMKA;
B) obLLee KOnM4ecTBO NOCTYNMBLLMX peLenTypHbIX 611aHKOB;

r) cepumn 1 Homepa peLenTypHbIX 6raHKOB;

A) KONM4YecTBO peLenTypHbIX 6r1aHKOB MO cepusim;

n*) ®.1.0. n nognncb OTBETCTBEHHOIO MEeAMLMHCKOro paboTHMKa, NOMy4mMBLIErO
peuenTypHble 6n1aHKkM OT NOCTaBLLMKA;

* Hymepauus cooTBeTCTBYeT opuriHany. - [NpumevaHne mnarotoButens 6asbl
AaHHbIX.

3) B pasgerne "Pacxon":

a) oaTa Bblgayn peLenTypHbIX 611aHKOB;

6) cepvn 1 Homepa BblAaHHbIX PeLLeNTYPHbIX O1aHKOB;

B) KONMMYECTBO BblAaHHbIX PELLENTYPHBLIX GIaHKOB;

r)  ®.N.O. OTBETCTBEHHOr0O MeAUUMHCKOro paboTHMKA,  MOSy4MBLLETO
peuenTypHble BnaHku;

A) nognucb OTBETCTBEHHOTO  MeOMLMHCKOro paboTHMKA, MOMyYMBLLErO
peLenTypHble GraHKu;

4) ©.1.0. n nognMcb OTBETCTBEHHONO MEAWULMHCKOro paboTHMKA, BblOaBLUErO
peuenTypHble 6raHku;

5) octaTok peuenTypHbIX 6r1aHKOB.

24. Y4eT cneumanbHbIX peuenTypHblX BriaHKkoB Ha HapKoTU4Yeckoe cpencTBo U
NCUXOTPOMHOE BELUECTBO OCYLUECTBIMSETCA B  COOTBETCTBUM  C MPUKA3OM
MuHmncTepcTBa 3apaBooxpaHennsa Poccunckon Penepaumm ot 1 aBrycta 2012 roga
N 544 "O6 yTBEepxaeHun dopmbl OraHKOB pPELIenTOB, COAEpXaLlMX HasHaYeHue
HaPKOTUYECKNX CPEACTB UMW NCUXOTPONHbIX BELIECTB, NOpsAaKa UX U3rOTOBMNEHUS,
pacnpegenenund, perucTpaumm, y4eta u XpaHeHus, a Takke npasun odopmnieHns”.

lll. XpaHeHne peuenTypHbIX 6/1aHKOB.

25. B Kaxgon MeguUMHCKOW oOpraHusauuu npukasoMm  pyKoBOAUTENS
Ha3Ha4YaeTCcs NMLO, OTBETCTBEHHOE 3a XpaHEHUE M y4eT BCEX BMAOB peLENTYPHbIX
OnaHKoB.

26. PeuenTypHble OrnaHku, MoAneXawme Y4eTy, XPaHsATCs OTBETCTBEHHbLIM
NMALOM, Ha3HaYeHHbIM PYKOBOAMUTENEM MEOULMHCKOW OpraHu3aLluu, nog 3aMmkom B
MeTanmm4eckoMm Lkagy (cerde) nnm MeTannmyeckom siLLmke.
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27. WHovBugyanbHbl  NpegnpuHUMaTtenb,  UMMEWMn  JIMLEH3U  Ha
MELULUNHCKYI OEeATEeNbHOCTb, XPaHUT peuenTypHble GnaHku, noanexawme yqery,
noJ 3aMKOM B MeTarnnM4eckom Lkadyy (cende) nnm metanim4eckom sLpke.

28. TloCTOAHHO [OencTBYyOWAA KOMUCCUS, co3gaBaemMas B MeAWULMHCKOM
opraHusauuun, nNpoBepsieT COCTOSIHNME XpaHEeHUs, yveTa, (bakTUYecKoe Hammyne m
pacxoq peuenTypHbIX 6/1aHKOB, Nognexawmx y4eTy, OgMH pa3 B KBapTarn.

B cnyyae HecoBnageHUs KHWKHOTO oOcCTaTka peuenTypHbiX 6raHKos,
noanexawmx y4yeTy, ¢ gakTU4eCckuM Harnm4inem nmuo, OTBETCTBEHHOE 3a XpaHeHune
N yyeT peuLenTypHbiX OraHkoB, HECeT OTBETCTBEHHOCTb, MpPenyCMOTPEHHYHO
3aKkoHogaTenscTBoM Poccuickon ®egepaunn.

29. PeuenTypHble 6naHku, noanexawme y4yeTy, BblAalOTCHs MeOULUHCKUM
paboTHMKaM, VMEILMM MPaBO BbIMUCHLIBAHUA PELIENTOB, MO PaCMOPSKEHNIO
rMaBHOro Bpava Unm ero 3amecTuTens.

MonyyeHHble  peuenTypHble OnaHkWM, noanexalme y4eTy, XpaHaTcs
MEAULIMHCKUMW paboTHUKaMM B MOMELLEHUSIX, 06eCcneYmBatoLLMX UX COXPaHHOCTb.

30. XpaHeHve cneuuanbHbIX peLenTypHbiX ©OraHKkoB Ha HapKoTU4Yeckoe
CpeacTBO U NCUXOTPOMHOE BELIECTBO M BblAaya yKasdaHHbIX peuenTypHblX 6riaHKkoB
MEeOULUMHCKOMY paboTHMKY OCYLIEeCTBNSETCA B COOTBETCTBMM  C MPUKa3oM
MuHucTepcTBa 3apaBooxpaHennsa Poccunckon Penepaumm ot 1 aBrycta 2012 rona
N 544 "O6 yTBEepxaeHun dopmbl OMNaHKOB pPELIeNTOB, COAEpXaLlMX HasHayYeHue
HapKOTUYECKUX CPEeaCTB UMM NCUXOTPOMNHbLIX BELLIECTB, NOpsaaKa UX U3roTOBMEHWS,
pacnpegenenund, permcTpaumm, y4eta u XpaHeHus, a Takke npasun odopmneHns”.
Pepakumst LOKyMeEHTa C y4eToM
M3MEHEeHU 1 AONONHEHWI NOAroTOBNEHA
AO "Kopekc"
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