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

06 yTBEepXOEHUN NopAaaKa Ha3HavYeHnd W = BbINMUCbLIBAHUA J1IEKAPCTBEHHbLIX
npenapartos, a Takxe dopM peLenTypHbix 6GNaHKOB Ha NEeKapCTBEHHbIE Npenaparbl,
nopsiaka 0dhopMIIEHNs YKadaHHbIX 611aHKOB, X y4eTa U XpaHeHUs

(c nameHeHnsimm Ha 21 anpensa 2016 roga)
(pemakuus, gencteyowas ¢ 1 aueapsa 2017 roga)

[OKYMEHT C U3MEHEeHNsIMN, BHECEHHbIMMU:

npukasom MuHsgpaBa Poccum ot 2 gekabpsa 2013 roga N 886H (Poccuinckas
raseta, N 294, 27.12.2013) (Bctynun B cuny ¢ 1 aHBaps 2014 roga);

npukasom Munsgpasa Poccum ot 30 uroHa 2015 roga N 386H (OdmumansHbiv
WHTEepHeT-NopTan npasoBON WHopMauun www.pravo.gov.ru, 10.08.2015, N
0001201508100053) (0 nopsgke BCTYNNEHUss B CWUMY CM. OYHKT 2 npukasa
MuHsapasa Poccum ot 30 mons 2015 rona N 386H);

npvkasoMm Munsgpasa Poccum ot 21 anpena 2016 roga N 254H (OdmumanbHbin
WHTEpHeT-nopTan npaBoBOW WHGopmauun www.pravo.gov.ru, 19.07.2016, N
0001201607190020) (0 nopsgke BCTYNMEHUss B CWUMy CM. OYHKT 2 npukasa
Munsapasa Poccuu ot 21 anpens 2016 rona N 254H).

B cootBeTcTBMM C nyHKTOM 16 Yactm 2 ctatbu 14 PenepanbHOro 3akoHa ot 21
Hos6pss 2011 ropa N 323-03 "OO6 ocHOBax oOxpaHbl 30POBbSA rPaXaaH B
Poccunckon Penepaummn” (CobpaHre 3akoHogaTenbctBa Poccuickon deaepaunm,
2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446) v nyHkTOoM 5.2.179 lMNonoxeHus o
MuHucTepcTBe 3apaBooxpaHeHus Poccurickon Pepepaummn, YyTBEPXKOEHHOMO
nocrtaHoBneHnem lNpaButenctea Poccurickon Penepaumm ot 19 mnona 2012 rona
N 608 (CobpaHve 3akoHogaTenoctBa Poccuiickon ®epepaunmn 2012, N 26,
cT1.3526),
nprKasbiBato:

1. YTBepauThb:

NnopsioK Ha3Ha4YeHUs U BbINUCbIBAHUS JNIEKAPCTBEHHbLIX NpenapaTtoB COrfacHo
npunoxenuto N 1;

dopMbl peLenTypHbIX 6n1aHKoB cornacHo npunoxenuto N 2;

nopsLoK 0GopMIIEHMS peLenTypHbIX B6raHKoB, MX ydeTa N XpaHEeHUst COrmacHo
npunoxenuto N 3.

2. Hactosawwmn npukas Bctynaet B cuny ¢ 1 uong 2013 roga.

MuHucTp
B.CkBopuoBa

3apernctpmpoBaHo

B MnHuCTEepCTBE HOCTULMK
Poccuickon depgepauum
25 moHa 2013 roaa,
perncTpaumnoHHbin N 28883
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NMpunoxeHue N 1. NMopsaaoK HasHaYeHUA U
BbIMNCbIBaHUS NeKapCTBEHHbIX NpenapaToB

Mpwunoxerve N 1

(c nameHeHnsmu Ha 21 anpensa 2016 roga)

. O6wme nonoxeHusn

1. HacToawmn nopsigok perynupyet BOMPOCbl Ha3HaYeHWst U BbINUCbIBaHWS
NeKkapCTBEHHbIX NpenapaToB Mpy oka3aHnM MeguULUHCKOM NOMOLLM B MeOULIMHCKNX
opraHu3aumsax, UHbIX OpraHn3aumsx, OCyLLEeCTBAWMX MEOULUHCKYIO NOMOLb, U
nHaMBMAYyanbHbIMM  NpeanpuHMMaTensMy,  OCYLLECTBASIOWLMMU  MEAULMHCKYHO

AeATenbHOCTb (aanee - MeguLnHcKas opraHmsanms).

1 Cratba 2 ®PenepanbHoro 3akoHa ot 21 Hoabpsa 2011 roga N 323-03 "O6
OCHOBax OXxpaHbl 300poBbA rpaxaaH B Poccunckon Pepepaummn” (CobpaHue
3akoHogaTenbcTBa Poccunckon degepaumm, 2011, N 48, cT1.6724; 2012, N 26,
CT.3442, 3446).

2. HasHa4eHve 1 BbiNMCbIBaHWE NEKapCTBEHHbIX NpenapaToB OCYLLECTBIIAETCS
nevyauwmm BpayvyoM, denbillepoM, akylepKon B Cllydae BO3JIOXKEHUA Ha HUX
NOSIHOMOYMA  rlevawero  Bpaya B nopgajke, YCTaHOBJIEHHOM [PUKa30M
MuHUCTEPCTBA  30PABOOXPAHEHUS U COLIMANBbHOIO  pa3BuTust  Poccumnckon
®epepaumm ot 23 mapta 2012 roga N 2524 "O6 yrBepxaeHun [lopsaka
BO3JIOXEHMS  Ha  penbaulepa,  akylepky  pykoBOAUTENEM  MeOWLIMHCKOW
OopraHmsaLmMv Npy opraHM3aLnumn oKkasaHusi NEPBUYHON MEONKO-CaHNUTAPHOW MOMOLLIM
M _CKOpPOW MEAMULIMHCKOW MNOMO OTAEsNbHbIX HKLMA _fevallero Bpada Mo
HENOCPEeACTBEHHOMY OKA3aHWIO MEAULIMHCKON MOMOLM NaLMEeHTY B Nepuoa
HabMAEHNS 38 HUM U €ro JIeYeHUsl, B TOM YMCHe MO HAa3HAYEHUIO N NPUMEHEHUIO
NEKapCTBEHHbIX  MpenapaToB,  BKMAKYAas  HApKOTUYECKME  NEKapCTBEHHbIEe
npenapartbl M _MNCUXOTPOMHbIE JIeKapCTBEHHbIE Mpenapatbl” (3aperncTpupoBaH
MuHuctepctBom toctuumm Poccuinckon depepaumm 28 anpens 2012 roga,
permctpaunoHHein N 23971), wuHAMBUAOYaNbHbIMW  NpeAnpUHUMaTENsMu,
OCYLLECTBMAIOWLMMMN  MEOULMHCKYID OeATenbHOCTb (Janee -  MeguuMHCKue
paboTHUKN).
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3. MeauuuHckne pabOTHUKM BbINUCBIBAKOT peuenTbl Ha JieKapCTBEHHbIE
npenaparbl 3a CBOEN MNOAMNUCHIO.

(AB3au B pegakuum, BBegeHHon B aencteme ¢ 21 aBrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnona 2015 rona N 386H.

HasHayeHne 1 BbINUCbIBaHWE fEKapCTBEHHbIX MpenapaTtoB OCYLUECTBSAETCS
MeaNLIMHCKNM paboTHNKOM no MeXayHapO4HOMY HernaTeHTOBaHHOMY
HaMMEHOBAHMIO, @ MNPW €ro OTCYTCTBMM - TPYNNUPOBOYHOMY HauMeHoBaHuo. B
clfiydae OTCYTCTBMS MeXOyHapoOHOrO HenaTeHTOBAHHOrO HaWMMEHOBaHWUS W
rpynnNMPOBOYHOINO HaMMEHOBAHWUS JIeKapCTBEHHOro rnpenapaTa, JfieKapCTBEHHbIN
npenapat HasHayaeTCcss W BbINMUCbIBAETCA MEOULMHCKMM pabOoTHMKOM Mo
TOProBOMY HaUMEHOBaHWIO.

Mpn HaMM4YMM MeaUMLMHCKUX MoKasaHui (MHAMBMAYyanbHas HEenepeHoCUMOCTb,
MO XM3HEHHbIM MOKa3aHWAM) MO peLeHno BpadebHOM KOMUCCUM MeOMULMHCKON
opraHu3auun OCYLLECTBIIAETCA Ha3HayYeHne U BbINUCbIBaHWE FNEKapCTBEHHbIX
npenapartoB: He BXoOsWMX B cTaH4apTbl MEQULMHCKOW MOMOLUM; MO TOProBbiM
HanmeHoBaHuAM. PelueHve BpayebHOM KOMUCCUM MEOMULMHCKOW OpraHusauum
duKcHMpyeTca B MeOUUMHCKUX AOKYMEHTax MnauueHTa W kypHane BpayvebHoun
KOMUCCUMN.

(AB3ay B pepmakuum, 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, MoAfeXalmx U3roTOBMIEHUIO U OTMYCKY anTeYHbIMU
opraHusauusamMu (Qanee - neKapCTBEHHble npenapatbl  UHAWBUAYASIbHOMO
N3roTOBNEHMS).

3.1. HasHayeHue nekapCTBEHHbIX MpernapaToB MNpW oKa3aHuM MeOULIMHCKOW
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 COLIMAnbHOro pa3sBuTtua Poccunmnckom
Pegepaumm ot 12 ceBpand 2007 roga N 110 "O nopsagke HasHaYeHUs W
BbINMCbIBaHWSA JIEKAPCTBEHHbIX NpenapaTos, U3AenMn MeauLMHCKOrO Ha3Ha4YeHua u

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

(MyHKT gononHUTenbHO BKMtoYeH ¢ 21 asrycta 2015 roga npukaszom MvH3sgpasa
Poccuu ot 30 mnoHa 2015 roga N 386H; B pegakumm, BeegeHHon B gencteme ¢ 30
uionsa 2016 roga npukasom Munsapasa Poccum ot 21 anpens 2016 roga N 254H.

1.1 3apeructpupoBaH MuHuctepcTBom tocTuummn Poccuiickoin denepauun 27
anpena 2007 roga, permcTpauuoHHbin 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 (3apernctpupoBaH
MuHucTepctBoM tocTuumm Poccuickon ®depepaunn 25 Hosbps 2009 roaa,
permctpaunoHHbin N 15317), ot 20 auBaps 2011 roga N 13H (3apernmctpupoBaH
MuHuctepcteom toctuunm Poccuiickon Pepepaumm 15 mapta 2011 roga,
permctpaunoHHbin N 20103), npukazamm  MuHUCTEPCTBA  34paBOOXPaAHEHUSA
Poccuiickon ®Pepepaumm ot 1 asrycta 2012 roga N 54H (3apernctpupoBaH
MuHucTtepctBoM 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 HacToAwmMm NMopsakom
TpeboBaHU, cyMTaeTCa HedenCTBUTENMbHbIM.

5. CBefeHsi O HasHa4YeHHOM W BbINMCAHHOM JlEKAPCTBEHHOM Mpenaparte
(HaMmeHoBaHVe nekapCTBEHHOro Mnpernapara, pa3oBasi 403a, Cnocob U KpaTHOCTb
npuema WM BBeOEHUsi, OJNMTENbHOCTb Kypca, OOOCHOBaHWE HasHa4YeHus
nekapCTBEHHOrO npenapaTa) ykasblBatoTCs B MEAULMHCKOW KapTe nauneHTa.

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

PeLent Ha nekapcTBeHHbIN npenapaT MOXeT OblTb MOSyYeH MaLWeHTOM WNnu

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

4 B oTHoLLeHUM Nnmua, ykasaHHoro B Yactu 2 ctatbu 20 denepanbHOro 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 (yacTtb 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. MEAULMHCKNUM paboTHMKaM:

npuv OTCYTCTBUN MEAULMHCKMX MOKa3aHWM,;

Ha §eKapCcTBEHHble npenapaTtbl, HE 3aperMcTpupoBaHHbIE 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 — depgepaunn,  yTBEPXKOEHHOrO
noctaHoBneHuem lNpaBurenbctBa Poccuinckon Penepaumm ot 30 moHa 1998 rona

N 6813 (nanee - [lepeyeHb), 3aperncTpUpoBaHHbIE B KAYeCTBE IIeKapCTBEHHbIX
npenapaToB 415 Fle4eHUs1 HapKOMaHWW;

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, cT1.4271, 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.

6.2. nHAnBMAYanbHbIMU npeanpuHUMaTEnsIMm, OCYLLECTBNALWMMU
MEOULMHCKYI0 OeATEeNbHOCTb, Ha HapKoTUYecKue cpenctBa M MCUMXOTPOIMHbIE
BelwlecTBa, BHeceHHble Bcnucku Il umlll MepeyHa (poanee - HapkoTUYecKue u
NCUXOTPOMHbIE NeKapCTBEHHbIe NpenapaTbl cnuckos Il u Il MepeyHs).

(MyHKT B pegakuun, BBeAeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnonHa 2015 rona N 386H.
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7. PeuenTbl Ha nekapcTBEHHble MpenapaTbl BbINMUCLIBAKTCA Ha PeLEnTypHbIX
6naHkax no doopmam N 148-1/y-88, N 148-1/y-04 (n1), N 148-1/y-06 (1) u N 107-1/1%,
YTBEPXOEHHBIM HACTOSILLUM NMPUKA3OM.

* BeposiTHO, owmbka opurmHana. Crnegyet uutatb: "N 107-1/y". - MNMpumevaHue
nsrotosutens 6asbl AaHHbIX.

8. HapkoTuyeckne v NCUXOTPOMHblE rekapCTBEHHble npenapatbl_cnucka I
[epeyHsa (Oanee - HapKOTMYECKUE M MCUXOTPOMHbIE NEKAPCTBEHHbIE npenapaTtbl
covucka Il [lepeyHd), 3a WUCKMIOMEHMEM NeKapCTBEHHbIX npenapaToB B Buae
TpaHcaepmarsibHbIX TepaneBTU4EeCKMX CUCTEM, BbINMUCLIBAIOTCA Ha cheunarnbHOM
peuentypHoMm ©OnaHke no dopme,  YTBEPXOEHHOW Npuka3oM MuHMCTepcTBa
3apaBooxpaHeHns Poccuitckon Pepgepaumy ot 1 asrycta 2012 roga N 54H "O6
yTBEPXKOAEeHUM  popMbl  GnaHKOB — peLenToB,  coaepkauwx  Has3HadeHue
HaPKOTUYECKNX CPEeACTB WUIN NCUXOTPONHbLIX BELEeCTB, NopaaKa UX U3roTOBNEHU,
pacnpegeneHvs, perMcTpaumm, yyeta U XpaHeHus, a Takke npaBui odopmaeHusa”
(3aperncTtpupoBaH MuHucTepcTBOM tocTuumm Poccunckon depepaumm 15 asrycta
2012 roga, pervcTtpaunoHHbii N 25190).

(MyHKT B pegakuun, BBeAeHHoM B aencteme ¢ 21 asrycta 2015 roga npykasom
Munsgpasa Poccum ot 30 uioHa 2015 roga N 386H.

9. PeuenTtypHbin 6naHk dopmbl N 148-1/y-88 npeaHasHayeH A4nsa BbiNUCbIBaAHUS:

1) HapKOTMYECKUX W MCUXOTPOMHLIX feKapCTBEHHbIX npenapartos cnucka i
[lepeyHa B Buae TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, MCUXOTPOMHbIX
BEWeCTB, BHeCeHHbIx Bcnucok Il [lepeyHs, 3aperucTpupoBaHHbIX B
YCTaHOBSIEHHOM MOPsiAKE B KaveCcTBe feKapCTBEHHbIX MpenapatoB (danee -
NCUXOTPOMHbIE NeKkapCTBEHHbIe npenapaTbl cnucka lll Mepeyns);

(MognyHKT B pepakuuun, BBegeHHon B aencteme ¢ 21 aerycta 2015 ropa
npvkazom MuHsapasa Poccum ot 30 uoHs 2015 roga N 386H.

2) WMHBbIX  JIeKapCTBEHHbIX npenaparos, noanexatumx npeamMeTHo-
KONMMYEeCTBEHHOMY Yy4eTy (3a WUCKMIOYEHMEM JEeKapCTBEHHbIX MpenapaTos,
oTnyckaemblx 6e3 peuenTa);

(MognyHKT B pepakuuun, BBegeHHon B aencteme ¢ 21 asrycta 2015 ropa
npukasomMm MuHsgpaea Poccum ot 30 mnoHs 2015 roga N 386H.

3) nekapcTBEHHbIX NpenapaTos, obnagatowpmx aHabonMyeckon akTMBHOCTbLIO (B
COOTBETCTBUMN C OCHOBHbIM (0apMaKOSIorM4eckum SENCTBUEM);

(MoanyHKT B pemakuuu, BBegeHHoM B pewncteue ¢ 21 asrycta 2015 roga
npukasom Munaapasa Poccum ot 30 noHa 2015 roga N 386H.

4) nekapCTBEHHbIX MpenapatoB, YyKasaHHbIX B NyHKTe 5 [lopagka otnycka
dm3n4ecKMM NMLam feKkapCTBEHHbIX NPenapaTroB Ans MeAULIMHCKOrO NPUMEHEHUS,
coaepXxalmx Kpome MasbiX KOMMYECTB HAPKOTUYMECKMX CPeACTB, NCUXOTPOMHbLIX
BELIECTB M WX MPEKYPCOPoB Apyrne dhapMakonormyeckme akTvBHble BELIEeCTBa,
yTBEPXAEHHOTro npukasom  MvHucTepcTBa  34paBooxpaHeHus  Poccumnckon
Penepaumm ot 17 masa 2012 roga N 562H (3apermctpmpoBaH MuHUCTEpCTBOM
tocTuuumn Poccumnckon depepaumm 1 noHa 2012 roga, permctpaunoHHbin N 24438);

5) nekapCTBEHHbIX NpenapaToB WMHAMBUAYANbHOrO M3rOTOBIEHMS, COAEepPaLumX
HapKOTUYeCKOe CPEeACTBO MM MCUMXOTPOnHoe BellecTBO cnucka Il MepeyHs, u
apyrve apMakoriormieckme akTMBHble BeLIeCTBa B [03e, He MpeBbILLAoLEN
BbICLLYO pa3oByld [03y, M MNpu YCMOBUW, YTO ISTOT KOMOUHMPOBAHHbLIN
NEKapCTBEHHbIA Mpenapat He SBMNSeTCS HapKOTUYECKUM WIM  MCUMXOTPOMHbLIM
nekapcTBeHHbIM nNpenapatomM cnucka |l Mepeyns.
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10. PeuentypHble OGnaHku doopm N 148-1/y-04 (n), N _148-1/y-06 (1)
npegHasHayeHbl AONA  BbINWCbIBAHUA NEKapCTBEHHbIX MNpenapaToB rpaxmaHam,
MMEeLMM NpaBo Ha GecnnaTHoe MonyYeHUe NEKapCTBEHHbLIX MpenapaTtoB Wnu
nory4YeHne nekapCTBEHHbIX NPenapaToB CO CKUOKOM.

11. PeuenTypHbin 6naHk doopmbl N 107-1/y npeaHasHadeH Anga BbiNUCbIBAHUSA:

nekapCTBEHHbIX npernapaToB, YKadaHHbIX B NyHKTe 4 [lopagka oTtnycka
dM3nYEeCKMM N1 am NekapCTBEHHbIX NpenaparoB ANs MeaULMHCKOro NpUMEHeHUs,
cogepxalmx Kpome MambiX KOMMYECTB HAPKOTUYMECKUX CPeACTB, NCUXOTPOMHbIX
BELIECTB M WX MPEKYPCOpoB Apyrne hapMakonormyeckme akTvBHble BEeLIECTBa,
yTBepXaeHHoro npukasom  MuHucTepctBa  3apaBooxpaHeHus  Poccuiickon
®enepaumm ot 17 masa 2012 rona N 562H;

MHBIX JIeKapCTBEHHbIX NpenapaTtoB, He yKa3aHHbIX B NyHkTax 8-10 HacTosulero

Mopsaaka.

12. Tpy BbINUCbIBaHMM  peuenTa Ha  JIeKapCTBEHHbIM  npenapart
WHOVBMAOYASNbHOMO M3roTOBMEHUS HAMMEHOBAHUS HAPKOTUYECKMX U MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnuckoB Il um lll_TNepeyHs, WHbIX NeKapCcTBEHHbIX
npenaparos, nognexawmx NpeaMeTHO-KONMMYECTBEHHOMY YYETY, NULLYTCA B Havane
peLenTa, 3aTeM - BCe OCTarnbHbl€ MHIPEONEHTbI.

13. lpn BbINUCbIBaHUM peuenTa 3anpeliaeTcs npeBbiwaTb npenenbHO
AO0NyCTUMOE KONMMYECTBO JIEKapCTBEHHOrO npenapaTa A5 BbINUCbIBaHUS Ha OOMWH
peuent, YycTaHOBIeHHoe npunoxeHnem N 1 kK Hactodwemy [lopagky, 3a
NCKIMIOYEHNEM Crlyy4as, ykasaHHOro B NyHkTax 15 n 23 HacTodaulero [lopaaka.

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

He pekoMeHayeTCs npeBbILLaTh pekomMeHLoBaHHOE KONM4ecTBO
nieKkapCTBEHHOro npenaparta Ana BbINMUCbIBAHUS HA OOWH PeLenT, yCTaHOBIIEHHOE
npunoxeHnem N 2 Kk HacTosdwemy [Mopaaky, 3a UCKIMOYEHNEM CrlydaeB, yKa3aHHbIX
B NyHKTax 15, 22 n 23 HacTosulero [Nopsaaka.

(AB3ay B pegakuun, BBegeHHon B aencteme ¢ 21 asrycta 2015 roga npukasom
MuH3opaBa Poccum ot 30 ntonsa 2015 rooa N 386H.

14. Tlpu BbINUCLIBAHUM HAPKOTUYECKUX W MNCUXOTPOMHbBIX JIEeKapCTBEHHbIX
npenapatoB cnvuckoB Il unlll_NepeyHsa, WHbIX neKapCTBEHHbIX MpenapaTos,
noanexawmx npeamMeTHO-KONMMYECTBEHHOMY Y4YeTy, [Ao03a KOTOpbIX MpeBblllaeT
BbICLULMA OAHOKPATHbIN MpPUEM, MEAULMHCKUA pabOoTHUK nuweT [o3y 3TOoro
npenapara nponucbio N CTaBUT BOCKIMLATENbHbIN 3HaK.

15.  KonnyecTtBO  BbIMUCBLIBAEMbLIX  HApPKOTMMECKMX U MCUXOTPOMHbLIX
nekapcTBeHHbIX npenapatoB cnvckoB |l m il TepeyHs, WHbIX JeKapCTBEHHbLIX
npenaparos, nognexawmx npegMeTHO-KONMYECTBEHHOMY YYeTy, Mpu OKasaHwuu
nauveHtam, HyxgawowyMmcs B OJMTENbHOM  fledeHUU, NEepBUYHON  MeOUKO-
CaHWTapHOM MOMOWM W NanMaTtMBHOM MEAULMHCKOA MOMOLWM  MOXET ObITb
yBenMyeHo He Gonee 4yem B 2 pasa MO CPaBHEHWIO C NpedenibHo 4ONyCTUMbIM
KONMMYECTBOM feKapCTBEHHbIX NpenapaTtoB A4S BbINUCbIBAHUSA Ha OAWH peulenT,
ycTaHoBneHHoe npunoxenvem N 1k Hactodwemy  [lopsagky,  wmm
PEKOMEHAOBAHHBbIM KONMMYECTBOM JIEKAaPCTBEHHbIX NPenapaToB AN BbINMUCbIBaHUSA
Ha OAWH peuenT, ycTaHoBrieHHoe npunoxeHnem N 2 Kk HacTogwemy [Nopaaky.

(AB3au B pegakuum, BBegeHHom B aencteme ¢ 21 aBrycta 2015 roga npvkasom
Munsapasa Poccum ot 30 ntoHa 2015 roga N 386H.

B cnyyasax, npegyCMOTpeHHbIX ab3auem nepBbiM HACTOSALWEro MyHKTa, Ha
peuentax npoussBoguTcs Hagnuchb "lNo cneuwansHOMY HasHaveHu", OTAENbHO
CKpenrneHHasi nognucbld MeAMLMHCKOro paboTHMKa W neyaTbio MeguLMHCKOW
opraHusauuu "[ns peuenTtoB".

(AB3ay pononmHuTenbHO BKMtodeH ¢ 21 aerycta 2015 roga npukasom
MunsapaBa Poccum ot 30 uniong 2015 rona N 386H)
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16. CocTaB KOMOMHMPOBAHHOINO fleKapCTBEHHOrO npenapata, 06o3HayeHue
nekapcTBeHHOM  opMbl U obpaweHne  MeguuMHCKoro  paboTHuMKa K
dhapmaL,eBTU4ECKOMY pPaboTHMKY OO WM3roTOBMIEHUM W OTNYCKE JIEKapCTBEHHOrO
npenapara BbINUCbIBAIOTCA Ha NTAaTUHCKOM A3bIKeE.

[donycTuMmble K MCNOMb30BaHMIO peLenTypHble COKpaLleHUs npeaycMOTPEHbI
npunoxeHnem N 3 Kk HacTosawemy Mopsaaky.

He ponyckaetca cokpaweHne 6rm3Knux no HauMeHOBaHUSIM MHIPEOVEHTOB,
COCTaBAIOLLMX NEKAPCTBEHHbIA Npenapar, He MO3BOSALWLMX YCTAHOBUTb, KaKow
WMEHHO JleKapCTBEHHbIM nNpenapar BblMUCaH.

17. Cnocob npuMeHeHMss FnekapCTBEHHOro mpenapata obo3HavaeTcs C
yKasaHWeM [103bl, YacTOTbl, BpEMEHU Npuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb)
N ero ANMTENbHOCTU, a AN NEKAPCTBEHHbIX NpenapaToB, B3aMMOAENCTBYHOLWMX C
MULLIER, - BPEMEHU KX YNOTPebrieHnss OTHOCUTENbHO npuemMa nuum (40 eabl, BO
BpeMs efbl, Nocne eabil).

18. MNpn Heo6xo4MMOCTM HEMELNEHHOIO UMM CPOYHOro OTMNYyCKa JIeKapCTBEHHOMO
npenapaTta nauveHTy B BepxXHeW 4acTu peLenta NpocTaBnsoTcA 0603HaveHus
"cito" (cpo4HOo) nnm "statim" (HemeaneHHo).

19. Tpu BbINUCbIBaHMM  peuenTa Ha  NEeKapCTBEHHbIM  npenapar
WHAMBUOYANbHOMO  WM3rOTOBIIEHUSA  KONMMYECTBO  XXMOKMX  hapmMaueBTUYECKMX
cybGCTaHUMA yKa3blBaeTCs B MUINUAMTPaXx, rpaMMax MM Kanmsix, a oCTarnbHbIX
drapmaL,eBTUYECKNX CyOCTaHLWIA - B rpamMMax.

20. PeuenTbl, BbiNUCaHHble Ha peuentypHom OGrnaHke dopmbl N 148-1/y-88,
JEencTBUTENbHbI B TeYeHue 15 AHeln co AHSA BbINUCbIBAHUS.

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

21. PeuenTbl Ha nekapCTBEHHble MnpernapaTtbl, BbINMUCaHHbIE HA peLenTypHbIX
6nankax cdopmbl N 148-1/y-04 (n) v doopmbl N 148-1/y-06 (11), AENACTBUTENbHLI B
TevyeHne 30 gHen co AHS BbINMUCbIBAHUS.

(AB3ay B pepmakuuv, BBegeHHon B gevicteme ¢ 1 aHBapa 2016 roga npukasom
Munsapasa Poccum ot 30 utona 2015 rona N 386H.

Peuentbl Ha rnekapcTBeHHble npenapaTtbl, BbIMMCAHHbIE HA pPeLenTypPHbIX
6naHkax dopmbl N 148-1/y-04 (n) wndopmbl N 148-1/y-06 (1), rpaxgaHam,
OOCTUMLMM  MEHCUOHHOrO BO3pacTa, WHBanugam MepBOW rpynnbl, AETAM-
WHBanNugam, a Takxke rpaxgaHam, CTpagatrolmmM XPOHUYECKMMU 3abonieBaHnaAMN,
TpebyroumMn ANUTENBHOIO KypCOBOIO fledYeHns, AeUCTBUTENbHbI B TeydeHne 90
JHEen co OHA BbINUCbIBAHUA.

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

[Ana neyeHust XpoHMYECKMX 3aboneBaHUM yKalaHHbIM KaTeropusm rpaxaaH
peLenTbl Ha NeKapCTBEHHbIE NnpenapaTbl MOryT BbIMUCLIBATbCA Ha KYpPC JieYeHus
no 90 gHen.

(AB3ay B pepakumv, BBegeHHon B gevicteme ¢ 1 aHBapsa 2016 roga npukasom
MunsapaBa Poccum ot 30 ntona 2015 rona N 386H.
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22. PeuenTtbl Ha nekapCTBEHHble MpenapaTbl, BbIMUCaHHbIE HA peLenTypHbIX
onaHkax dopmbl N 107-1/y, pencTBUTENbHbI B TevyeHne 60 gHel co OHs
BbINUCbIBAHWS.

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

Mpn BbINUCbIBAHUN MEOULMHCKMM pPabOTHUKOM peLenToB Ha roToBble
neKapCcTBEHHblE npenapaTbl W JEeKapCTBEHHble npenapaTtbl MHAMBUOYaNbHOro
N3roTOBMEHMS NaUMEHTAM C XPOHWYECKMMM 3abOoneBaHUsiIMM Ha peuenTypHbIX
6naHkax gopmbl N 107-1/y paspeluaeTcsa ycTaHaBnNMBaTb CPOK OENCTBUS peLenTta
B npegenax [[O OQHOMO roga W MpeBbllaTb pPeKkoMeHOyeMoe KONMM4ecTBO
NeKapcTBEHHOro npenapata Ans BbINUCbIBaHUS Ha OA4WH peuenT, YCTaHOBMEHHOoe
npunoxenvem N 2 k HacTosuiemy MNopaaky.

Mpy BbINUCBLIBAHUM TakUX PeLLENnTOB MEAULNHCKUA pabOoOTHUK AenaeT NoMeTKy
"MauneHTy ¢ XxpoHnyecknm 3aborneBaHvem", ykasbiBaeT CPOK OEeNCTBUSA peLenTa u
NEepUOANYHOCTb OTMYCKAa NEKapCTBEHHbIX NpenapaToB M3 anTe4yHOW OpraHun3aumm
WM MHOMBUAOYanbHbIM  NpeanpuHUMaTeneM,  MMEKWMM  JMUEH3UI0  Ha
drapmMaueBTUYECKYD  AEATENbHOCTb  (eXeHederbHO, EeXeMeCSAYHO U UMHble
nepvoabl), 3aBepsieT 3TO yKazaHue CBOEN NoanuCbio U NIMYHOM NevaTtblo, a Takxe
nevaTbto MEAULIMHCKOW opraHm3auunn "[na peuenTtos”.

23. Peuentbl Ha npousBogHble 6apbuUTypoBOM KUCIOTbl, KOMOWHUPOBAHHbIE
nekapCcTBEHHble  Mpenapatbl, coepxawme KogevH (ero  Ccomnu), UWHble
KOMOVMHMPOBaHHbIE  NeKapCTBEHHble Mpenapartbl, nognexawme npeamMeTHo-
KONM4eCcTBEHHOMY yyery, nekapCTBEHHbIE npenaparbl, obnaparoLume
aHabonMYecKom akTUBHOCTbIO B COOTBETCTBUN C OCHOBHbIM (hapMakororm4ecknm
OEeNcTBMEM, ONS JeYEeHUS MauMEeHTOB C XPOHUYECKUMKU 3aboneBaHnsiMu MOryT
BbIMMCbIBATLCS Ha KypC neveHns 4o 60 aHen.

(AB3ay B pepmakuun, BBegeHHon B gevicteme ¢ 1 aHBapsa 2016 roga npukasom
Munsapasa Poccum ot 30 uona 2015 ronga N 386H.

B aTtux cnyyasx Ha peuenTtax npou3Boautcs Hagnucb "lMo cneumansHomy
Ha3Ha4YeHuo", oTAenbHO CKpensieHHad MNOANUCbID MeAUMUMHCKOro paboTHuKa u
nevaTbio MEAULMHCKOW opraHm3auunmn "na peuenTtos”.

Il. Ha3Ha4yeHue JIeKapCTBeHHbLIX npenapatoB Npu oKa3aHUu
MeaULMHCKOM NOoMOLM B CTaUMOHaApPHbLIX YCNOBUAX

24. Tpn okazaHuM NauneHTy MeauLUHCKOM NOMOLLM B CTaLMOHAPHBIX YCIOBUSX
Ha3HayeHne  JIeKapCTBEHHbLIX  MNpenapaTtoB  MNpPOM3BOAUTCA  MeOULMHCKUM
pabOTHUKOM €ANHONMYHO, 32 UCKMKYEHNEM CIy4aeB, yKa3aHHbIX B NoAnyHKkTax 1-2
nyHkTa 25 HacTogulero [Mopsaka, 6e3 BbinuCbiBaHWSA peuenTa.

25. CornacoBaHne HasHadYeHusl NeKapCTBEHHbIX MpenapatoB C 3aBedyloLwym
OTOENEeHNEM WM OTBETCTBEHHbIM [OEXYPHbIM BpayomM 5nmbo Apyrum  NLOM,
YMOSTHOMOYEHHbBIM MPUKA30M [flaBHOMO Bpada MeAULMHCKOW OpraHM3aumm, a Takxke,
NPy HaNM4YMK, C BPa4OM - KIIMHUYECKMM GbapMaKosiorom , HeoBXxoaAnmo B cryvasix:

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

1) OoQHOBPEMEHHOIO HasHayeHus NsTU U Goriee NekapcTBEHHbIX MpenapaToB
OOHOMY MaLMEHTY;
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2) Ha3HayeHus neKapCTBEHHbIX MNpPenapaTtoB, He BXOOSAWMX B MepeyeHb

XU3HEHHO HEOGXOAMMbIX W BaXHEWLMX neKapCTBEHHbIX npenapatoB4, npu
HETUMUYHOM  TedYeHuM 3aboneBaHusl, HanmM4YuM  OCIMOXHEHUA  OCHOBHOIO
3aboneBaHna u  (MnnM) conyTCcTBylOWMX 3aboneBaHui, Mpu  Has3Ha4YeHuu
NeKapCTBEHHbIX MNpenapaTtoB, 0COOEHHOCTM B3auMOOENCTBMS M COBMECTMMOCTU
KOTOPbIX COMMAacHO WHCTPYKUMAM MO WX MNPUMEHEHUIO MPUBOAAT K CHWKEHUIO
adpekTMBHOCTM K BesonacHocTM  drapMmakoTepanum U (Mnm)  cosgaroT
NoTeHLManbHyt0 ONacHOCTb OS5 XXU3HU U 300POBbS NaLueHTa.

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

B ykasaHHbIX crny4yasx HasHayeHwe fnekapCTBEHHbIX npenapaTtoB mKCUpyeTCs
B MEAMLMHCKUX OOKYMEHTax MauneHTa n 3aBepsieTca nognucbto MeguuMHCKOro
paboTHMKa 1 3aBedyloLwero oTAeneHnem (OTBETCTBEHHOMO AEXYPHOro Bpaya wunm
APYroro ynonHOMOYEHHOro nmua).

26. MeguumHCKMA pabOTHUK MEOULMHCKOW OpraHu3auuun, pacnosiokeHHON B
CenbCKOM HacCesrieHHOM MyHKTE WM HacesieHHOM MyHKTe, pacnofiokeHHOM B
yAaneHHblX W TPYAHOAOCTYMHbIX MECTHOCTHAX, OCYLECTBNSET Ha3HayeHue
nekapCTBEHHbIX NpenapaToB B CryyasX, ykasdaHHbIX B OYHKTax 25 1 27 HacTodaLlero
Mopsaaka, eauHONNMYHO.

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

27. Tlo peweHuto BpayebHOM KOMUCCUM MauMeHTaM Mpu OKasaHun UM
MEOULMHCKON NOMOLLM B CTaLMOHAPHbIX YCIOBUAX Ha3HaYaloTCs NeKapCTBEHHbIE
npenaparbl, He BK/OYEHHbIE B NEpPevYEeHb XMU3HEHHO HEOOXOOMMbBIX U BaXKHEMLLUMX
NeKapCTBEHHbIX MpenapartoB, B Cllyd4ae WX 3aMeHbl WU3-3a WHAVBWUAOYASTbHOW
HENepeHOCUMOCTH, MO XXU3HEHHbLIM MOKa3aHUSAM.

PelieHne BpadebHOM KOMUCCUMM CMKCUMPYETCA B MEAULUMHCKUX LOKYMEHTax
naumeHTa u XXypHane Bpa4yebHon KoMUccum.

28. B cnyyaax obcnegoBaHMA WM NedeHUs rpaxgaHuHa B CTaLMOHApHbIX
YCINOBUMSX B pamMKax NpegocTaBrneHns MegULMUHCKKX YCryr Ha BO3ME3HON OCHOBE
3a CYeT NNYHBIX CPeacTB rpaxaaH, cpeacTB pUaNYeCcKux Nuu 1 UHbIX CpeacTB Ha
OCHOBaHUWM [0roBopa, B TOM 4ucrne poroBopa A06pOBOMbHOrO MeEAULMHCKOro

CTanOBaHI/Iﬂj, eMy MOoryT ObiTb Ha3HaYeHbI JIeKapCTBEHHbIE TMpenaparTbl, He
Bxoadaume B nepeyvyeHb XM3HEHHO HEOOXOAMMbIX U BaXKHEWLLINX JNIEKapCTBEHHbIX
npenaparos, eCJyi1 3TO OroBOpeHO yclioBnAMM 4orosopa.

> [octaHoBneHve [MpaButenbctea Poccuiickon denepaummn ot 4 okrtabps
2012 ropa N 1006 "O6 yrBepxaeHun [lpaBun npenocTtaBieHUs MeauLMHCKUMU
opraHusaumaMy _nnatHbiX  MeauuunHckmx yenyr" (CobpaHve 3akoHogaTenbCcTBa
Poccuiickon ®egepaumm, 2012, N 41, ¢1.5628).

29. B oTaenbHbIX crydasx Mo pelieHno  pykoBoauTens MeauLMHCKOM
opraHvM3auun npuv BbINUCbIBAHUM U3  MEOMUMHCKOM OpraHusaumm naumeHTa,
MMEIOLLIEr0 COOTBETCTBYIOLLME MELUUMHCKME MOKa3aHUA M HanpaBnsieMoro Ans
NPOOOIPKEHNA NleYeHs B aMOynaTopHbIX YCMOBUAX, MOMYT HasHavatbcs mbo
BbldaBaTbCA OAHOBPEMEHHO C BbIMMCKOW U3 UCTOPUWM BONe3HM HapKoTUYecKue U
NCUXOTPOMHbIE  fleKapCTBEHHble npenapaTbl___cnuckos I nlll__MepeyHs,
CUINbHOAENCTBYIOLIME NEKAaPCTBEHHbIE NpenapaTthl Ha CPOK Npuema nauueHToM 40
5 pHen.

(MyHKT B pegakumun, BBegeHHou B aencteue ¢ 21 asrycta 2015 ropa npukasom
MuHsgpasa Poccum ot 30 mtoHa 2015 roga N 386H.
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lll. Ha3HayeHune n BbINUCbIBaHUE JfIeKapPCTBEHHbIX
npenapaToB NpU OKa3aHMM NepBUYHON MEeOUKO-
CaHUTapHOW NOMOLLU, CKOPOU MEeAULUHCKON NOMOLLU U
nannMaTuBHOM Me4ULIMHCKOMW NMOMOLLM

30. Mpu okasaHM NEepPBUYHON MEOUKO-CAHUTAPHOM MOMOLUM W nannmMaTUBHOW
MEeOMLUNHCKON nomoum B ambyrnaTOpHbIX YCIOBUSAX Ha3Ha4YeHWe U BbINUCbIBAHWE
NEKaApPCTBEHHbIX MNpenapaToB OCYLUECTBNSETCS MEAULUHCKUM paboTHMKOM B
Clnyyasx TUNUYHOIO TeyeHus 3aboneBaHUsa MnauueHTa WUCXoOs U3 TSHKECTU U
XapakTepa 3abonesaHusi.

31. HasHauyeHve u BbINUCbIBaHWE NEKapCTBEHHbIX MpenapaTtoB MO PeLUeHUIo
Bpa4ebHON KOMMUCCUMM MpU OKasaHUM NEPBUYHON MeOUKO-CaHWUTAPHOW MOMOLLM,
nannMaTtMBHOWM MegMLMHCKOM NOMOLLM B aMByraTopHbIX YCIOBUSIX NPOU3BOAUTCS B
chnyvasx:

1) OOHOBPEMEHHOrO0 Has3HavyeHuss OJHOMYy MauueHty natm u 6Gonee
NeKapCTBEHHbIX MpenapaToB B TeYeHMe OAHWMX CYTOK WM CBblle AecATu
HaMMeHOBaHWIN B TeYEeHNe OOHOro Mecsua;

2) HasHayeHWs neKkapCTBEHHbIX MNpenapartoB MpU HETUMUYHOM TeYeHuu
3aboneBaHnsi, HanMMuYMU  OCFIOXKHEHUA  OCHOBHOrO 3aboneBaHus u  (Unn)
conyTcTBylOLMX 3aboneBaHVn, MpW Ha3HaA4YeHUM NEKapCTBEHHbLIX MpenapaTos,
0COBEHHOCTUN B3aMMOAENCTBUSE U COBMECTUMOCTW KOTOPbIX COrMIAaCHO MHCTPYKLINAM
No WX MNPUMEHEHUID MPUBOOAT K CHWKEHUIO 3dPeKTUBHOCTM N Be3onacHoOCTU
dapmakoTepanum u (MnM) co3garT MNOTEHUManbHYH0 OMAaCHOCTb ANA XU3HU U
300pOBbS MALNEHT];

3) NEepBMYHOrO Ha3Ha4yeHUs1 MauMeHTy HapKOTUYECKUX W MCUXOTPOMHbIX
nekapcTBeHHbIX npenapartoB cnomckoB Il wnlll MepeyHs (B crnyyae nNpuUHATUA
pykoBOOAUTENEM  MEOULMHCKOM OpraHusaumm peweHnss o  HeobXxoaumocTu
COIMacoBaHNA Ha3HA4YeHUss TaKUX JeKapCTBEHHbIX MpenapaTtoB C BpadebHomn
Komuccuen).

(MognyHkT B pepakuuun, BBegeHHon B aencteme ¢ 21 aerycta 2015 ropa
npukasomMm MuHagpaea Poccum ot 30 mnioHs 2015 roga N 386H.

32. HasHayeHne © BbINUCbIBAHWE HAPKOTUYECKUX U MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatos cnuckos Il v lll MepeyHs npousBoanTCA naumeHTam ¢
BblpaXXeHHbIM 6oneBbiIM CUHOPOMOM mMOOOro reHesa, a TakKxe nauneHTam C
HapylweHneM CHa, CYOOPOXHbIMA COCTOSAHUSIMU, TPEBOXHBIMU PaCcCTPONCTBaMM,
dobusaMn, NCUXOMOTOPHLIM  BO3OYKOEHMEM CaMOCTOATENbHO  MEeOMLMHCKUM
paboTHMKOM NMMBo MegUUMHCKMM pabOoTHMKOM MO peLLeHnO BpavyebHOM KoMUCCUm
(B crnyyae npuHATUS pyKOBOAUTENEM MEAWULMHCKOW OpraHmsauum pelueHust o
HeobXoaMMOCTU COrfacoBaHUst MEPBUMYHOrO Ha3HaYeHUst TaKUX JleKapCTBEHHbIX
npenapaToB ¢ BpayebHON Kommnccuen).

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

33. lNpn okasaHMM CKOPOW MeOULMHCKOW MOMOLLM fieKapCTBEHHbIE npenapaTthbl
HasHa4yalTCs MeaUUMHCKUM pabOTHUKOM Bble3gHOW Opuragbl CKOPOWM MNOMOLLM,
MeOVUMHCKMUM  pabOTHUKOM  MEOMLMHCKOM  OpraHusauum npu  oKasaHuu
MEOWLMHCKON nomowy rpaxgaHam npu 3aboneBaHusiX, HecYacTHbIX Cry4vasy,
TpaBmax, OTPaBfIEHNSIX N OPYTMX COCTOSIHUSIX, TPEOYIOLLMX CPOYHOr0 MEAULIMHCKOro
BMeLLaTeNbLCTBA.

IV. Ha3Ha4yeHue n BbiNnUCbIiBaHMe NeKapCTBEHHbIX
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npenapaTtoB rpaxaaHam, MMeroLWwmMm NnpaBo Ha 6ecnnaTtHoe
nonyyeHue neKapcTBeHHbIX NpenapaTtoB UNU Nofy4vyeHue
NeKapCTBEHHbIX NpenapaTtoB CO CKUAKOMW, B paMKax
OoKa3aHMs UM NepBUYHON MeANKO-CaHUTapPHOMW NOMOLLUM

34. HasHayeHne M BbINMCbIBaHWE nNEKapCTBEHHbIX MpenapaToB rpaxaaHam,
nvelwmM npaBo Ha GecnnaTtHoe norfyvYeHne neKapCTBEHHbIX NpenapartoB Win
nony4yeHue nekapcTBeHHbIX NpenapaToB CO CKUAKOMW, NP OKa3aHUM UM NepBUYHON
MEANKO-CaHUTapHON MNOMOLLM OCYLUECTBMAETCA MeAUUMHCKMM paboTHUKOM B
Clnyyasdx TUNUYHOIO TeyeHus 3aborneBaHUa nauueHTa WUCxXoas U3 TSHKECTU U
xapakTtepa 3aboneBaHus COrMacHO YTBEPXOEHHbIM B YCTAHOBMEHHOM MOPSAKe
cTaHgapTam MeAULUHCKOW NOMOLLM, B TOM YUCTE:

1) OTOEnbHBbIM KaTeropusiM rpaxaaH, MMEKLMM MpaBo Ha  MonydYeHue
rocygapCTBEHHOW couManbHOM Momoum B Buae Habopa couunanbHbiX YCryr, B
COOTBETCTBUM C MEPEYHEM JIEKAPCTBEHHbIX NpenapaTtoB AN MEeAWLMHCKOro
NPUMEHEHUsi, B TOM 4WCMe JeKapCTBEHHbIX MpenapaToB Ans MEAWLUHCKOTO
NPUMEHEHUsI, Ha3Ha4YaeMblX MO PELUEHN BpaqYeOHbIX KOMUCCUI MEAULMHCKMX

opraHusauuint ;
(MogonyHKT B pepakuuun, BBegeHHon B aencteme ¢ 21 asrycta 2015 ropa
npukasom Munsapasa Poccum o1 30 utoHa 2015 roga N 386H.

& PacnopskeHve [MpasutensctBa Poccurickon Pepepaumm ot 30 aekabps
2014 ropa N 2782-p "O6 yTBEpXAEHUN MNEepPeyHs XU3HEHHO HeobXoAUMbIX U
BaXXHENLUMX NEKapCTBEHHbIX npenapatoB Ha 2015 roa, a Takke nepedHen
NeKapCTBEHHbIX NpenaparoB And MeAWUMHCKOro MPUMEHEHUA N MWUHUMAarbHOro
acCOpTMMEHTa NeKapCTBEHHbIX MpenapatoB, HEOOXOAUMbIX AN OKa3aHus
mMeauumHckon nomoum" (CobpaHne 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, CTpagalowmm  31l0Ka4eCTBEHHbIMM  HOBOOOpPa3OBaHUSIMU
MMJOUOHON, KPOBETBOPHOW W  POACTBEHHbIX WM  TKaHeW, remModmnmen,
MyKOBMCLMOO030M, MNOGM3apHbIM  HaHU3MOM, 6GonesHbio [owe, paccesHHbIM
CKIepo30oM, a Takxe rpaxkaaHam nocrie TpaHcnraHTaumm opraHoB 1 (Unu) TkaHen, B
COOTBETCTBUM C MNEpedYHEM LEHTpanmM3oBaHHO 3aKynaemblX 3a CYeT CpeacTB
degepanbHoro  OwaKeTa  NeKapCTBEHHbIX  MpenapaTtoB,  yTBepXdaeMblM
Mpasutenbcteom Poccunckon ®egepaunm;
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3) rpaxgaHam, MMeKLWMM NpaBO Ha MosfyyYeHWe neKapCTBEHHbIX MpenapaTos
6ecnnaTtHO unM nosfydYeHne reKapCTBEHHbIX NpenapaTtoB CO CKMOKOM 3a cyeT
cpeacts 6GrogxeToB cybbektoB Poccunckon depepaumm, B COOTBETCTBUM C
[MepeyHem rpynn HaceneHna W karteropun 3aboneBaHur, npuv ambynaTtopHOM
JIeYEeHUN KOTOPbIX JNIEKapCTBEHHbIE cpeacTBa W mM3fenvs  MeauLLMHCKOrO
Ha3Ha4YeHWs1 OTNYCKalTCs MO pelentam Bpaden OecnnatHo, W [lepedyHem rpynn
HaceneHusl, Npu _ambynaTopHOM JIEYEHUM KOTOPbIX [EKapCTBEHHbIE CpeacTBa
OTNyCKalTCa Mo _pelentam Bpayen ¢ 50-NpOLEHTHON CKUOKOW, YTBEPXKOEHHbIMN
noctaHoBneHvem lNpaButenbctBa Poccuinckon Penepaumm ot 30 mona 1994 rona

N 8907;
(MognyHKT B pepakuuun, BBegeHHon B aencteme ¢ 21 aerycta 2015 ropa
npukasom MuHsapasa Poccum ot 30 mnoHs 2015 roga N 386H.

CHocka 6 nognyHkta 3 npeablgywen pegakumm ¢ 21 aerycta 2015 roga
CUYUTaEeTCA CHOCKOW 7 noanyHKTa 3 HacToswen pedakuuun - npukas MuH3gpasa
Poccum o1 30 mnons 2015 rona N 386H.

7 CobpaHve 3akoHomaTenbcTBa Poccuiickont depepauum, 1994, N 15,
cT.1791; 1995, N 29, c1.2806; 1998, N 1, ¢1.133, N 32, ¢1.3917; 1999, N 14,
cT.1724, N 15, ¢1.1824; 2000, N 39, c1.3880; 2002, N 7, cT.699.

4) rpaxgaHaMm, CTpajalolmM  KU3HEYTpOXalWyMM U XPOHUYECKUMU
nporpeccypyloLmMm  peaknumm  (opdpaHHbIMK)  3ab0neBaHnsaMKU, NPUBOOALLMMA K

COKpPALLEHMIO NMPOAOIPKUTENBHOCTU JKM3HW rPaXaaH U UX MHBaNMOHOCTUS
(MognyHKT pononHuTenbHO BktodeH ¢ 21 asrycta 2015 roga npukasom
MuHsgpasa Poccum ot 30 utonHsa 2015 rona N 386H)

% MNocTaHoBneHve Mpasutensctea Poccuitckon Genepaumm ot 26 anpensa 2012
roga N 403 "O nopsigke BeneHuss denepanbHOro perncTpa vy, cTpagarowmx
YXU3HEYTPOXKAIOLLMMU N XPOHUYECKMMU NPOrPeCCUPYOLMMU peakummn (opdbaHHbIMM)
3aboneBaHvaAMM, MPUBOAALLMMW K COKPALLEHMIO MPOLOIPKATENBHOCTM  XKNU3HM
rpagaH M WX WHBANMOHOCTM, WU €ero pervoHanbHoro cermeHta" (CobGpaHve
3akoHogatenbcTBa Poccunckon ®epepauun, 2012, N 19, ¢1.2428; N 37, ¢1.5002).

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

35. MpaBo BbINUCLIBATL PeLENTbl HA JIEKapCTBEHHbIE MpenapaTbl rpaxaaHam,
MMelLyM npaBo Ha GecnnaTHoe nonyyeHue NEeKapCTBEHHbIX MpenaparoB Wnu
nosy4YeHne NeKkapCTBEHHbIX NPenapaToB CO CKMAKON, TAKXe UMEKT:

1) mMeauumnHckue paboTHMKK, paboTalume B MEAWLMHCKOW OpraHusauun no
COBMECTUTENBLCTBY (B Npeaenax CBoen KOMNeTeHUnn);

2) ™MeguumHCKMe paboTHMKM  CTauMOHapHbIX YYpexaeHui coumarnbHOro
obCcnyxmMBaHNa 1M UCNpPaBUTENbHBIX YYpEeXOeHU (He3aBUCMMO OT BE4OMCTBEHHOM
NPUHaANEXHOCTN);

3) MeguuuHCKMe pabOoTHUKM MEeOMUMHCKMX OpraHu3auuni, OKasblBaroLmX
MEOWLMHCKYI MOMOLLb B CTaLMOHAPHbLIX YCINOBUSIX, B Crydae, NpeayCcMOTPEHHOM
nyHKTOM 29 HacToswero [lopaaka;

4) MeguUMHCKME pPabOTHMKM MEOULUMHCKUX OpraHu3auui, OKasblBaroLLmX
NEPBUYHYI0 MEOMKO-CAHUTapHY0 MOMOLLb, MOABEAOMCTBEHHbIX heaeparnbHbIM
opraHam MWCMOMHWUTENbHOW BfACTU WM OpraHaMm  WUCMOSHUTENbHOW  BracTy
cybbekToB Poccuiickon ®enepauymu:
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a) rpaxxgaHam, pacxoAbl Ha GecnnaTtHoe nekapcTBeHHoe obecneyeHme KOTopbIiX
B COOTBETCTBMM C 3aKoHoAaTensCcTBOM Poccuiickon deaepauum NokpbiBaOTCS 3a
cuyeT cpencTB deaepansHoro boaxeTa;

6) WHbIM KaTeropusiM rpaxgaH, pacxoabl Ha 6GecnnaTHoe nekapCcTBEHHOe
obecneyeHne KOTOpbIX B COOTBETCTBUM C 3aKoHogaTenbcTBoMm Poccuimckon
denepaumm NOKPbLIBAOTCA 3@ CYET CPEACTB OKOAXETOB pasfMYHbIX YPOBHEWN U
ob6s3aTenbHOro MegmuMHCKOro CTPaxoBaHUS;

5) nHgmBMAayanbHble NpeanpuHUMaTenu, 3aHMMatoLMeCs YacTHON MeaULIMHCKOM
NPaKTUKOW N BKIOYEHHbIE B PEECTP MEAMLMHCKUX OpraHM3aL i, OCYLLECTBIISIOLLX
AeaTenbHOCTb B cdhepe 06513aTenbHOro MeamLMHCKOro CTpaxoBaHus.

36. He ponyckaeTcsi BbiNUCbIBaHWE PELLENTOB Ha NEKapCTBEHHbIE Npenaparhbl
AN TieYeHust  rpaxgaH, uMmelwMx npaBo  Ha  GecnmatHoe  nonyyYeHuve
NEeKapCTBEHHbIX MpenapaToB WM MOMyYeHne JeKapCTBEHHbIX MpenapaToB CO
CKMOKOW, MELVUUMHCKUMM paboTHUKaMN CaHaTOPHO-KYPOPTHBIX OpraHv3aLui,
MEAULUMHCKUMW  pabOTHUMKaMM  MEAULMHCKUX  OpraHuM3auui,  OKasblBatoLMX
MEANLMHCKYIO MOMOLb CTaUMOHApPHO WM B YCIIOBUSIX OHEBHOrO CTauMoHapa, 3a
NCKIIOYEHUEM Crly4vast, NPeayCMOTPEHHOro NyHKToM 29 HacTosulero MNopsaaka.

37. MNpn BbINUCbIBaHUN PELIENTOB Ha NeKkapCTBEHHble npenapaTtbl ANs NeYeHus
rpaxkgaH, MMELMX NpaBo Ha GecnnaTHoe nosydyeHue NiekapCTBEHHbIX NpenapaToB
UMK NOMyYeHUe IeKapCTBEHHbIX MpPenapaToB CO CKUAKOW, yKasblBaeTcsl HOMEP
TenedoHa, Mo KOTOPOMY PabOTHMK anTe4yHoi opraHv3auun npyu HeoGXoAMMOCTU
MOXeT CcorfacoBaTb C MEOMLUHCKUM PabOTHUKOM CUHOHUMUYECKYHD 3aMeHy
NekapCcTBEHHOIO Npenapara.

38. Ha peuenTtypHom 6naHke doopmbl N 148-1/y-04 (1) n dpopmbl N 148-1/y-06 (n)
peLenT BbINMUCbIBAETCA MEOULMHCKMM pabOTHUKOM B [BYX 3K3eMnssipax, C O4HUM
3K3EMMMAPOM KOTOPOro naumeHT obpalaeTcs B anTe4YHyl opraHusaumio. Btopon
3K3eMnnsp peuenTta npuodLLaeTcs K MeauUNHCKOW KapTe naumeHTa.

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

39. HapkoTuyeckne u MNCUXOTPOMHbIE FEKapCTBEHHble npenapartbl cnucka i
MMepeyHa  (3a  VWCKMIOYEHMEM  FEKapCTBEHHbIX  MpenapatoB B BuAae
TpaHcaepmMasibHbIX TepaneBTU4eCKMX CUCTEM) ANA feYeHus rpaxaaH, MMeHLmX
npaBo Ha 6ecnnaTtHoe MOSlyYeHWe IeKapCTBEHHbIX MpenapaToB UM MOSyYeHus
NeKapCTBEHHbIX MpenapaTtoB CO CKWAKOW, BbIMNMCHLIBAOTCSA Ha chneunanbHOM
peuenTypHOM 6raHke Ha HapKoTMYecKoe CpeacTBO M NCUXOTPOMHOE BELLEeCTBO, K
KOTOPOMY [OMOSIHATENbHO BbIMUCHLIBAOTCS peuenTbl B ABYX 3K3eMnndpax Ha
peuentypHom 6riaHke doopmbl N 148-1/y-04 (n) nrm doopmbl N 148-1/y-06 (n).

(MyHKT B pegakuun, BBeaAeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccun ot 30 moHa 2015 roga N 386H; B pegakuum, BBEAEHHOW B
pencteue ¢ 30 mona 2016 ropa npukasom MuHsgpasa Poccum ot 21 anpens 2016

roga N 254H.
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40. HapkoTuyeckne u NCUMXOTPOMHbIE JleKapCTBEHHble npenapaTtbl cnucka |l
[epeyHa B BuOe TpaHCAepPMaribHbIX TepaneBTUYECKMX CUCTEM, MCUXOTPOMHbIE
nekapcTBeHHble npenapatbl cnucka lll MepeyHsa, nHble nekapcTBeHHbIe CpencTBa,
noanexawme npegMeTHO-KONMYECTBEHHOMY YYETYy, FeKapCTBEHHble npenaparthbl,
obnagatoume aHabonM4eckon akTUBHOCTb, KOMOMHUPOBAHHbIE JIEKAPCTBEHHbLIE
npenapatbl, YyKasdaHHble B OOAMNYHKTE 4 nyHKTa 9 HACTOAWEro nopaaka,
npegHasHadYeHHble OnA nevYeHus rpaxgaH, MMelowmx npaBo Ha ©GecnnaTHoe
noflydYeHne fieKkapCTBEHHbIX MNpenapatoB WM MNOSlyYeHUe  JieKapCTBEHHbIX
npenapaTtoB CO CKMAKOW, BbINUCbLIBAOTCA Ha peuentypHom 6naHke N 148-1/y-88, k
KOTOPOMY [LOMOSIHATENbHO BbIMUCHLIBAOTCS peuenTbl B ABYX 3K3eMnndpax Ha
peuentypHom 6riaHke dopmbl N 148-1/y-04 (n) nrm doopmbl N 148-1/y-06 (n).

(MyHKT B pegakuun, BBeAeHHoOM B aencteme ¢ 21 asrycta 2015 roga npykasom
Munsgpasa Poccun ot 30 moHa 2015 roga N 386H; B pegakuum, BBEAEHHOW B
pencteue ¢ 30 mona 2016 ropa npukasom MuHsapasa Poccum ot 21 anpens 2016
roga N 254H.

NMpunoxeHue N 1. NpeaenbHO AONYCTUMOE KONIMYECTBO
OoTAeNbHbIX HAPKOTUYECKNX U NMCUXOTPOMHbIX
rieKapCTBEHHbIX NpenapaToB A1 BbINUCbIBaHMUS HA OAUH
peuenT

MpunoxeHue N 1
K MNopsaky

(c usameHeHnamu Ha 21 anpens 2016 roga)
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N n/n

HanveHoBaHue
HaPKOTMYECKOro n
NCUXOTPOMHOro
neKapcTBEHHOro
npenapara

dopma BbINycka U
A03MpOBKa

KonnyecTtBo

BynpeHopdmH

TabneTkn
CybrMHrBansHoro
npuema 200 mkr n 400
MKF

ans

50 Tabn.

BynpeHopdmH

PacTBop
UHBEKLUHA,
LUNPUL-THOOMKN
MKr/mMn 1 mn

ana
amnynbl,
300

30 amnyn wum
LWNpUL-TIOONKOB

amnynbl 300 mkr/mn 2
Mn

15 amnyn

BynpeHopdmH

TpaHcaepmarnbHas
TepaneBTnyeckas
cuctema

35 MKr/4

20 nnacT.

52,5 MKy

10 nnacr.

70 MKr/y

5 nnacr.

OurmapokoaenH
KoHTuHYC)

AarxK

Tabnetkn
MPONOHIIMPOBaHHOIO
JencTeus ans
npuema BHyTpb

60 mr

40 Tabn.

90 mr

30 Tabn.

120 mr

20 Taon.




5. MopdomH PacTtsop ans || 20 amnyn
WHbEKUUIA, pacTBOp
ans NOAKOXHOrO
BBeAeHus, amnynbl 10
mMr/mn 1 mn

(Mosvumna B pepakuuun, BBeaeHHonm B pencteue ¢ 21 asrycta 2015 roga
npukasom MuHaapasa Poccum o1 30 utoHa 2015 rona N 386H.

6. OmHoMoH PacTtBop ans || 20 amnyn
NMOAKOXHOIo
BBeOEeHWUsi,  amnyrbl
0,72 + 5,75 + 2,7 +
0,36 + 0,05 mr/mn un
144 + 115 + 54 +
0,72 + 0,1 mr/mn

(Mosnuma B pegakuum, BBeaeHHon B aencteme ¢ 30 mona 2016 roga npvkasom
Mvn3aopaBa Poccum ot 21 anpensa 2016 roga N 254H.

7. Mpomenon Tabnetku ana || 50 Tabnetok
(TpUmMenupuanH) npuema BHyTpb 25 mr

(Mo3vumnsa B pepmakuuu, BBeaeHHonm B pgencteue ¢ 21 asrycta 2015 roga
npvkasoMm Munsgpasa Poccum ot 30 uoHs 2015 roga N 386H.

8. Mpomenon PacTtBop ans || 20 amnyn (wnpuu-
(TpUmMenvpuanH) WHbEKUWA,  amnynbl || THOOMKOB)
(wnpuu-Tro6uKkn) 10
mr/mn 1 mn, 20 mr/mn
1 ™mn

(Mosvumna B pepakuuu, BBeaeHHonm B pencteume ¢ 21 asrycta 2015 roga
npukasom Munagpasa Poccum o1 30 nona 2015 rona N 386H.

9. MopdomH (MCT || Tabnetkn (kancyrbl)
KOHTMHYC wnn Opyrve || npoaneHHoro
aHarnorm JencTBus ans

NPOAOIHKUTENBHOCTBIO npvema BHyTpb
JencTBus He meHee 12
yacos)

10 mr 180 Tabn. (kanc.)

30 mr 60 Tabn. (kanc.)
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60 mr 30 Tabn. (kanc.)

100 mr 20 Tabn. (kanc.)

200 mr 20 tabn. (kanc.)

(Mo3vumna B pepmakuuu, BBeaeHHonm B pencteume ¢ 21 asrycta 2015 roga
npvkasoMm Munsgpasa Poccum ot 30 uoHs 2015 roga N 386H.

10. Mpocuaon Tabnetku ana || 50 Tabn.
OyKkanbHOro npuema
10 mr v 20 mr

11. Mpocugon PacTBop ana || 50 amnyn
nHbeKUn, amnynsl 10
mr/mn 1 mn

(Mosvumna B pepakuuu, BBeaeHHonm B pencteume ¢ 21 asrycta 2015 roga
npukasom MuHsapasa Poccum ot 30 utoHa 2015 rona N 386H.

12. ®eHTaHnn TpaHcaepmanbHas
TepaneBTMyeckas
cuctema
12,5 MKr/yac 20 nnacr.
25 MKr/4yac 20 nnacTt
50 mMKkr/vyac 10 nnacr.
75 MKr/vac 10 nnacr.
100 mKr/yac 10 nnacr.
13. deHTaHun TabneTkn 50 TabneTtok
noabasbiyHble 0,1 Mr;
0,2 mr; 0,3 mr; 0,4 wmr;
0,6 mr; 0,8 mr
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14. KopenH (kogewnHa || MNMopoLok 0,2r
choccpaT)

15. Hatpusa okcunbytupat PacTtBop anda npuema || 2 cdonakoHa
BHYTpb 66,7%, cupon
Ona  npyemMa BHYTPb
5%

16. ByTopdaHon PacTBop ana || 20 amnyn
UHbekuun 2 mr/mn 1
M

17. Han6bydwH PacTtBop ans || 50 amnyn
nHbekuni 10 mr/mn 20 (| 25 amnyn
Mr/mn

18. deHobapbuTan Tabnetkn 50 mr, 100 || 50 TabneTtok
Mr

(Mosnuma pononHutTenbHO BkMtodeHa ¢ 21 aerycta 2015 roga npukasom

Munsapasa Poccum ot 30 noHa 2015 roga N 386H)

NMpunoxeHue N 2. PekoMeHAOBaHHOE KOJINYECTBO
OTAeNbHbIX JIeKapCTBEHHbIX NpenapaToB ANnA
BbINMUCbIBAHUA Ha OAUH peuenT

Mpunoxexne N 2
K Mopsagky

(c uameHeHnamun Ha 21 anpens 2016 roga)
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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 rmgpoxnopua 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% pacTBOp
9. JlekapcTBeHHbIE Bce 1 ynakoBka

npenapatbl, obnagarowpe || nekapCTBEHHbIE

aHabornunyeckom dopmbl (3a

aKTUBHOCTLHO (B || MckntoyeHrem

COOTBETCTBUM C OCHOBHbIM || fleKapCTBEHHbIX

dhapMaKkosiornyecknm dopm ans

OencTBmneM) Hapy>KHOro

(Mosunuyma B pegakumn, BBeaeHHon B gencteme ¢ 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. MpyMnaoH Tabnetkn 125 wr, || 1 ynakoBka

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

COonn KogeuHa, npon3BoanTCAa nepecyHeT Ha KogenmH OCHoBaHMeE.

NMpunoxeHue N 3. [lonycTMbIe K UCMOSTIb30OBaHUIO
peuenTypHble COKpalleHus

Mpwunoxerve N 3
CnpaBo4HO
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CokpalueHue MNonHoe HanucaHue Mepesop
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 HYaCcTu

OcaaeHHbIN

MNopoLuok

Ckonbko  notpebyetcs,
CKOJbKO Hao



r., rad. radix KOpeHb

Rp. Recipe Bosbmu

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

rhiz. rhizoma KOpHeBULLIE

S. Signa, Signetur O6o3Ha4yb (MycTtb 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 Ma3b

vitr. vitrum CKNAHKa

NMpunoxeHue N 2. Popmbl pelenTypHbIX
OnaHkoB

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

YTBEpxageHa nprkasom
MvHUCTepCTBa 34paBOOXPaAHEHNS
Poccunckon depepaumm

oT 20 aekabpsa 2012 roga N 1175H

L

Cepus N

il

PELIEMT

(Gama ebinucKku peuyenma)

(B3pOCHbIN, 4ETCKUM - HYXXHOE NOOYEPKHYTb)

®.N.0.
nauueHTa

(monHocmeto)

BospacTt
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Anpec vnn HoMep MEAULMHCKOWM KapTbl NauueHTa, nosydarolero MeauuMHCKY0 MoMOLb B
ambynaTopHbIX YCINOBUSAX

®.1N.0. nevawlero Bpava

(nmonHocmeto)

Py6. Kon. Rp:

Mognnce w©  nM4Hasd M.IM.
neyaTb Jfieyallero Bpaya

PeuenT gencrteuteneH B TedeHune 15 gHen

®opma N107-1ly

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

PELIEMTYPHbIN BINAHK*


http://docs.cntd.ru/document/420287202

MUHUCTEPCTBO 34paBOOXPAHEHNS
Poccuinckon ®enepauum

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

®dopma N 107-1ly

YTBEpXOgeHa Npukasom
MnHMUCTEpCTBA 34 paBOOXPaHEHNS
Poccuinckon ®enepaunn

oT 20 pekabpsa 2012 roga N 1175H

PELENT
(B3pOCHbI, AETCKUM - HY>XXKHOE NOOYEPKHYTb)




®.1.0. nauyneHTa

BospacTt

®.1N.0. nevawero Bpaya

py6.l kon.I Rp.

Moanuncke M NMYHaga NeyaTb fevallero Bpaya M.IM.

PeuenT gencreureneH B



TeyeHne 60 gHen, go 1 roga  (

(HEeHyXHoe 3a4epKHymb) (vKkazamb Koru4ecmaeo mecsiyes)

* - ans peuenTypHbIX GnaHKOB, U3rOoTOBMIAEMbIX U MOMHOCTLIO 3aMNOSHAEMbIX C
ncnosmnb3oBaHnMeM KOMMNbHOTEPHbIX TEXHOMOrMM, BBOAATCA  OOMONHUTENbHbIE
PEKBUSUTDbI (Homep n (VIJ'IVI) Cepl/lﬂ) N MeCTO ANnd HaHeCEeHUA LUTpUx-Koaa.

®opma N 148-1/y-04(n)

B peuentypHbin GnaHk "®opma N 148-1/y-04 (n)" ¢ 1 saHuBapsi 2016 roga
BHeCeHbl U3aMeHeHns npunkasom MuHaapasa Poccum ot 30 nonHa 2015 rona N 386H;

B peuentypHbin GnaHk "®opma N 148-1/y-04 (n)" ¢ 30 wona 2016 roga
BHeCeHbl W3MeHeHus npukasoMm MuHsgpaBa Poccum ot 21 anpena 2016 roga N
254H.

PELIEMTYPHbIN BNAHK

MWHUCTEPCTBO 34 paBOOXPaAHEHNSI
Poccuitckon ®egepaunn

il

LLTamn
npuvkasom MwuHncTepcTBa
34paBoOXpaHeHus
Poccuiickon degepaunm
Ko meauumHCKom opraHusaumm oT 20 pekabps 2012 ropa

N 1175H

INIINENNANEE NN

Kog dopmel no OKY[
3108805
®dopma N 148-1/y-04 (n)
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Kon Kon NcToYHMK % onnatbl: || Kog
KaTeropuu || HO301orM4ecKom || prHaHCUpoBaHUS: || (MOAYEPKHYTB) || IEKAPCTBEHHOIO
rpaxgaH || dopMbl (no || (nog4epkHyTb) 1. becnnaTtHo || 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
BbIMUCKMU:
O.N.0. Hata
naumeHTa poXxaeHus
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)
Moanucb n nnYyHas ne4vyatb 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 0O3MPOBKa:

Harta otnycka: "__" 20 KonnuecTBo:

r.

MpurotoBusn: MpoBepun: 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 peuentypHbii 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


http://docs.cntd.ru/document/420287202
http://docs.cntd.ru/document/420353405

LLTamn

Kon OI'PH

i

I

(no MKB-10)

Kog Kog
KaTeropum HO30S10MMYeCcKon
rpaxgaH

dopMbl
PEUENT

®.1N.0. nayumeHTa

YTBEP>XOEHA

npuvkasoMm MuHucTepcTBa
3[paBoOXpaHeHns
Poccuinckon ®egepaunm
oT 20 pekabps 2012 ropa

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>xHOE
NOAYEPKHYTb)

% onnatbl U3
WUCTOYHMKA

JoMHaHCUPOBaHUS:

1) 100%

2) 50% (Hy>xHOEe

NOAYEPKHYTb)

Peuent
JencTeBuTeneH
B

TeyeHne

15 gHen,
30 gHen,

90 gHen
(HyXHoOE€
NOAYEPKHYTL)

oT

L
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Nara CHUNC
poOXOeHnst

N nonvca
obda3aTenbHoro
MeANLMHCKOro
CTpaxoBaHus

Homep MeauuMHCKOM KapTbl MaumeHTa, NoMyqalroLwwero MeAMUUHCKYIO NOMOLWb B
ambynaTopHbIX YCIOBUAX

d.N.0. Neyailero
Bpaua

Kog
nevalero 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

eauHnL

Signa

Moanuce nevawlero Bpa4ya KonnuecTtBO



N NnyHaa neyaTb Jleyawero Ha o6 LLyto

Bpaya cymmy
M.I.

..................................................... (MMHKna

OTpbIBa)

Kopewok 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 OTaHKOB Ha NeKapCTBEHHbIe
npenapartbl, UX y4yeTa U XpaHeHuUsA

Mpunoxexve N 3

(c usameHeHuamu Ha 21 anpens 2016 roga)

l. OchopmneHne peuentypHbIX 651aHKOB

1. Ha peuenTypHbix 6naHkax gopmbl N 107-1/y, He umeroLLmx HOMep U (unu)
cepuo, MecTo AN HaHeceHus wtpux-koaa, N 148-1/y-88, N 148-1/y-04 (n) n N 148-
1/y-06 _(n) B NeBOM BepxXHEM yrry MPOCTaBNsAeTcs LTamn  MeaULUHCKON
opraHv3aummn ¢ ykasaHMeM ee HauMeHoOBaHUs, agpeca v TeredoHa.

[dononHutensHo Ha peuenTypHbiX 6riaHkax dopmbl N 107-1/y, nmetowmx Homep
n (Unn) ceputo, MecTo Anst HaHeceHust Wwrpmx-koaa, N 148-1/y-04 (n) n N 148-1/y-06
(1) NnpocTaBnaeTCA Ko4 MeAWLMHCKOW OpraHn3auum.

Cepusa peuentypHoro 6naHka coopmbl N 148-1/y-04 (n) v doopmbl N 148-1/y-06
(1) BknoyaeT koa cybbekta Poccunckon depepaumm, COOTBETCTBYOLMIA OBYM
nepebIiM uundppam O6LepoccrMmnckoro knaccudmkaropa o6bekToB
a4MWHUCTPaTUBHO-TeppuTopuanbHoro genexHmsa (OKATO).
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2. Ha  peuenTypHblx  6rnaHkax, OGOPMISEMbIX  UHAWBUOYASNbHBIMA
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, HaMMeHOBaHMEe oOpraHa [rocygapCTBEHHOW BnacTW, BblAaBLUEro
NLLEH3UIO.

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

3. PeuentypHble ©naHkm cpopm N 148-1/y-88, N 107-1/y n N _148-1/y-04 (n)
3anosnHseTca MeauUNHCKMM paboTHUKOM  pa3bopumBO, YETKO, YEepHUNnamm unm
LLIAPVIKOBOW PYYKOMW.

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

4. [lonyckaeTcs oopMeHue:

1) BCex pekBM3NTOB peLenTypHbiX 6riaHkoB dopmbl N 107-1/y, nmetomx Homep
n (Mnn) cepuo, MeCTO ANs HaHeceHust wTpuxkona, u dopmbl N 148-1/y-06 (1) ¢
NCNONb30BaHNEM KOMMbIOTEPHbIX TEXHOSOMI;

2) BCeX PEeKBM3UTOB (3a MCKIoYeHMeM pekBuamTa "lMognuck nevaiuero spaya")
peuenTypHbix ©naHkoB dopmbl N 148-1/y-88 un dopmbl N 107-1/y (He umerowmx
HOMEp WM (UnM) cepuo, MECTO ANS HAHECEHUs! LUTPUXKOA4A) C MCMONb30BaHVEM
neyaTaroLMX yCTPOUCTB.

(MyskT 4 B pepakuun, BBedeHHon B pencteue ¢ 21 aerycta 2015 ropa
npukasomMm MuHsapaea Poccum ot 30 mnoHs 2015 roga N 386H.

5. Odopmnenne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04 (n) v dopmbl N
148-1/y-06 (n1) BkntoYaeT B cebs LmndpoBoe KoaNpoBaHMeE.
LindpoBoe koampoBaHmne ykazaHHbIX peLenTypHbIX 611aHKOB BKIOYaeT B ceds:

1) ko4 MeauuMHCKOM opraHu3aumm B cooTBeTcTBUM C  OCHOBHbIM
rocygapCTBeHHbIM  perncTpaunoHHeim Homepom (OIPH), npocTtaBnsiembii npu
N3roTOBMEHUN peLlenTypHbIX 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 MWCTOYHMKE GMHaHcupoBaHus (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 yKasblBaeTCsl MeAWUUMHCKMM PabOTHMKOM B
COOTBETCTBUM C YCTAHOBMNEHHLIM OPraHOM WCMOSHUTENbHON BracTu 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, NPOCTaBNsSEMbIA B anTE4YHOW OpraHm3auuu
npu OTNYCKe NeKapCTBEHHbIX NPEnapaToB, BbIMUCaHHbIX HA peLenTypHbIX GraHkax
dopmbl N 148-1/y-04 (n) v dpopmbl N 148-1/y-06 (n).

6. B peuenTypHbix 6rnaHkax dopmbl N 148-1/y-88, N 107-1/y, doopmbl N 148-1/y-
04 (n) v chopmbl N 148-1/y-06 (1) (aanee - peuenTypHblie 6naHku) B rpadpax "®.N.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 6rnaHkax doopmbl N 148-1/y-88 n dopmbl N 107-1/y B rpagee
"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 rooga N 254H.

B peuenTypHbix 6naHkax dopmbl N 148-1/y-04 (n) v dopmbl N 148-1/y-06 (1) B
rpacpe "HaTta poxaeHus" ykasbiBaeTCcs Agata poxaeHus nauueHTa (4vcro, mecsl,
rog).

8. B peLenTypHbix 6raHkax doopmbl N 148-1/y-04 (n) 1 doopmbl N 148-1/y-06 (1) B
rpagax "CHWJIC" mn "N nonmca obdAsatenbHOro MeguunHCKOro CcTpaxoBaHus"
YKa3blBaKTCHA CTPaxoBON HOMEP UHAMBMOYASNbHOMO 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 6naHkax doopmbl N 148-1/y-88 B rpadpe "Agpec unm Homep
MEOVLMHCKON KapTbl MauMeHTa, MOoMyyvarlero MEAULUHCKYIO MOMOLWb B
ambynaTopHbIX yCcroBusX" YyKasblBaeTCs MOMHbIA MOYTOBLIM agpec MecTa
xutenoctea (Mecta npebbiBaHMA WM MecTa (aKTUYECKOro MpOoXMBaHWS)
naymeHTa WM  HOMEP MEOMULMHCKON KapTbl naumeHTa, nonyyaroLLero

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

4 MNpukas MuHucTepcTBa 3apasBooxpaHeHus Poccuiickon denepauum ot 15
oekabpa 2014 roma N 834H "O6 yTBEpXOEHWM YHUMLIMPOBAHHBLIX dopM
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, permcTpauymoHHbii N 36160).

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

B peuenTypHbix 6rnaHkax dopmbl N 148-1/y-04(n) v dopmbl 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
MunsapaBa 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 rpadbe "Rp" peuenTypHbIx 611aHKOB yKa3blBaeTCs:

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

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

2) Ha PYCCKOM WM 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 Cbinyyne grapMaleBTuyeckmne cybcTaHLmm BbINUCHIBAOTCSA B rpaMmax
(0,001; 0,5; 1,0), xmMgKne - B MUNIUNUTPaX, rpaMmmax u Kansisx.

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

[ononHutensHO peuenT, BbINUCaHHLIN Ha pelenTypHoM 6naHke dopmbl N 148-
1/y-88, cdbopmbl N 148-1/y-04 (n) v doopmbl N 148-1/y-06 (11), 3aBepsieTcs nevaTbio
MeaMLUMHCKOW opraHmnsauum "0na peuentos”.

14. Ha ogHom peuentypHom 6naHke doopmbl N 148-1/y-88, cdopmbl N 148-1/y-04
(m) wndopmbl N 148-1/y-06 (1) paspelsaeTcsl BbINUCbLIBATb TOMbKO OOHO
HavMMEeHOBaHWE JIeKapCTBEHHOrO npenaparta; Ha OA4HOM peuenTypHoM 6rnaHke
dopmbl N 107-1/y - He 6onee Tpex HaMMeHOBaHWI NeKapCTBEHHbIX NpenapaTos.

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

16. Cpok gencTBusa peuenTa, BbIMMCAHHOIO Ha peuenTtypHoM braHke dopmbl N
148-1/y-88 (15 aHen), hopmbl N 107-1/y (60 aHen, o 1 roga), dopmbl N 148-1/y-04
(n) ndopmbl N 148-1/y-06 (n) (15 gHen, 30 gHen, 90 aHen) ykasbiBaeTca nytem
3a4epKMBaHUS U Nog4YepKUBaHUS.

(MyHKT B pepakuun, BBeaeHHon B aenictere ¢ 1 aHBaps 2016 roga npukasom
MunsgpaBa Poccum o1 30 moHa 2015 roga N 386H; B pegakuuuv, BBEOEHHOW B
nencteue ¢ 30 mona 2016 roaa npukasom MuHaapaesa Poccum ot 21 anpens 2016
roga N 254H.

17. Ha o6opoTHoM CcTOpoHe peuenTypHoro ©OnaHka dopmbl N 107-1/y (3a
MCKIIOYEHNEM  peuenTypHoro  OnaHka,  MOMHOCTbKD  3aMOSIHAEMOro  C
NCNONb30BaHNEM KOMMbIOTEPHBIX TEXHOMOM), peuentypHoro GnaHka dopmbl N
148-1/y-88 wmn dopmbl N 148-1/y-06(n) neyataetca Tabnuua CneayloLLero
coaepXaHus:

MpurotoBun MpoBepun OTtnycTtun

18. Tlpn BbINUCKE nEKApCTBEHHOro npenaparta no peleHnio BpavyebHom
Kommccum Ha obopoTe peuentypHoro 6naxHka dopmbl N 107-1/y, dopmbl N 148-1/y-
88, dopmbl N 148-1/y-04 (n) v doopmbl N 148-1/y-06 (1) cTtaBuTCcA cneuunanbHas
oTMeTKa (wramn).

(MyHKT B pegakuun, BBeAeHHoOM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccum ot 30 utoHa 2015 roga N 386H.
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19. Ha peuentypHom 6naHke doopmbl N 148-1/y-04 (1) n dopmbl N 148-1/y-06 (1)
BHU3Y MMEETCS NMHMSA OTPbIBA, pasaenstoLas peLenTypHbIi 6MaHK 1 KOPELLIOK.

Kopellok OT peuenTta, BbINMMCAHHOIO Ha YyKa3aHHOM peLenTypHOM 6naHke,
BblAaeTCcsa nauueHTy (nvuy, ero npeacTaBnsoleMy) B anTe4YHoW opraHuM3auum, Ha
Kopellke [genaetcsi OTMeTKa O HauMeHOBaHUM JeKapCTBEHHOro npenapara,
[A03UPOBKe, KornmyecTBe, cnocobe NpMMEHEHMS!, U OH OcTaeTcs y nauueHTa (nmua,
ero npegcTaBnstoLLero).

20. OdbopmrieHne cneumansHOro peuentypHoro OnaHka Ha HapKOTMYeCcKoe
CPEeACTBO U MCUMXOTPOMHOE BELECTBO OCYLLECTBMAETCA B COOTBETCTBUUM C
npukasoMm MnHMcTepcTBa 3apaBooxpaHeHna Poccuiickon ®enepaunm ot 1 aBrycta
2012 rona N 54H "O6 yrBepxaeHun ¢opMbl BnaHKoOB peuenToB, coaepXalimx
Ha3HaYeHWe HapKOTUYECKMX CPEeACTB WM MCUMXOTPOMHbLIX BELUECTB, NOpsadKa KX
W3roTOBJSIEHUA, pacnpefesieHns, permcTpaunm, y4eta n XpaHeHus, a Takxe npasu

odopmneHus”.

Il. Y4yeT peuenTtypHbIX 651aHKOB.

21. Y4eT peuenTtypHbix 6naHko gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04
(), n3roTaBnMBaeMbIX TunorpadpcknuMm crnocobom (ganee pelenTypHble GnaHKw,
nognexawme y4yeTy), OCYLUECTBMSIETCA B >KypHanax yyera, NpOHYMEpPOBaHHbIX,
MPOLLHYPOBAHHbIX W  CKPEMIieHHbIX MOAMNWCBbID  PYKOBOOAMUTENS U MNevatbio
MEAWLMHCKON OpraHM3auum Unn nognucbio MHAMBMAYaNbHOrO npeanpuHumarens,
MMEIOLLIETO NIMLLEH3NIO HA MEOULMHCKYIO OeATENbHOCTb.

22. XypHan ydeTa peuenTypHbix 6naHkoB 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 JOKYMEHTa, Ha3BaHVe NOCTaBLUMKA;
B) o6LLee KONMYecTBO NOCTYNUBLLMX peLlenTypHbIX 61aHKOB;

r) ®.1.0. n nognucb OTBETCTBEHHONO MeOULMHCKOrO paboTHMKA, NOMyYnBLLErO
peuenTypHble 6aHkK 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 MEAULMHCKOrO paboTHUKA, BblAaBLUErO
peuenTypHble BnaHku;

5) ocTtaTok peuenTypHbIX 611aHKOB.
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23. XXypHan yyeTta peuenTtypHbix 6rnaHkoB dopm N 148-1/y-88 n N 148-1/y-04 (n)
cogepxuT crnegytope rpadbi:

1) HOMep No NopsIAKY;

2) B pasgene "Mpuxoa™

a) pata perucTpaumnm NPUXoAHOro 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*) ©.1M.0. n nognMcb OTBETCTBEHHOIO MEAULIMHCKOrO paboTHMKa, NOSy4YMBLLErO
peLenTypHble 6raHKM OT NOCTaBLLMKA;

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

3) B pasgerne "Pacxon":

a) paTa Bblgadn peLenTypHbIX 611aHKOB;

6) cepvn 1 Homepa BblAaHHbIX PeLLeNTYPHbIX O1aHKOB;

B) KONMMYECTBO BblAaHHbLIX PELLENTYPHBLIX GMaHKOB;

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
peLenTypHble 6raHku;

5) octaTok peuenTypHbIX 6r1aHKOB.

24. YdeT cneumarnbHbIX peuenTypHblX 6riaHKkoB Ha HapKoTU4Yeckoe cpeacTBo U
NCUXOTPOMNHOE 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. TloCcTOAHHO [OencTBYylOWAA KOMUCCUS, co3gaBaemMas B MeAULMHCKOM
opraHusauun, nNpoBepsieT COCTOSIHNME XpaHEeHUs, yveTa, (PakTUYecKoe Hanmune m
pacxo 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 peuenTypHbiX OrnaHkoB, HECEeT OTBETCTBEHHOCTb, MpPenyCMOTPEHHYIO
3akoHogaTenscTeoM Poccuickon ®egepauun.

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
MEAULIMHCKMMW pabOoTHUKaMM B MOMELLEHUSIX, 06eCcneYmBatoLLMX UX COXPaHHOCTb.

30. XpaHeHve cneuuanbHbIX peLenTypHbiX ©OraHKkoB Ha HapKoTU4Yeckoe
CpeacTBO U NCUXOTPOMHOE BELIECTBO M BblAaya yKasdaHHbIX peuenTypHblX 6riaHKkoB
MEeOVUMHCKOMY paboTHMKY OCYLIEeCTBNSETCA B COOTBETCTBMM  C MPUKa3OM
MuHucTepcTBa 3apaBooxpaHennsa Poccunckon Penepaumm ot 1 aBrycta 2012 rona
N 544 "O6 yTBEepxaeHun dopmbl OrNaHKOB pPELIeNTOB, COAEpPXaLlMX HasHayYeHue
HapKOTUYECKUX CPEeaCTB UMM NCUXOTPOMNHbLIX BELLIECTB, NOpsaaKa UX U3roTOBMEHWS,
pacnpegenenund, permcTpaumm, y4eta u XpaHeHus, a Takke npasun odopmneHns”.
Pepakumst LOKyMeEHTa C y4eToM
M3MEHEHU 1 AONONHEHWI NOAroTOBNEHA
AO "Kopekc"
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