MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUMA

NMPUKA3
oT 20 geKabpa 2012 r. N 1175H

OB YTBEPXXAEHUM NOPALOKA
HA3HAYEHWA U BbINMUCbIBAHUA NEKAPCTBEHHbIX MPEMAPATOB, A TAKXKE
®OPM PELLENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbBIE MPEMAPATDI,
NOPAAKA O®OPMJIEHMNA YKASAHHbIX B/IAHKOB, UX YYETA
N XPAHEHUA

Cn1COK U3MEHAIOLWMX JOKYMEHTOB
(B pea. Mpukasos MuH3sgpasa Poccum o1 02.12.2013 N 886H,
o1 30.06.2015 N 386H, o1 21.04.2016 N 254H, ot 31.10.2017 N 882H)

B cooTBeTCTBMM C NYHKTOM 16 YacTu 2 cTaTbk 14 PepepasibHOro 3akoHa oT 21 Hoabpa 2011 r. N 323-
®3 "O6 ocHOBax oxpaHbl 340p0BbA rpaxkaaH B Poccuiickont denepaumn” (CobpaHue 3akoHoaaTeNbCTBA
Poccuitckoit depepaumm, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446) 1 nyHKTOM 5.2.179 MNonoKeHns
0 MwuHucTtepctee 3apaBooxpaHeHua Poccuitckoit Pepepaumnn, yTBEPKAEHHOIO MNOCTAHOBAEHUEM
MpasuTtensctsa Poccuiickon deaepauum ot 19 uioHa 2012 r. N 608 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaummn, 2012, N 26, cT. 3526), nprKasbiBato:

1. YTBepauThb:

NopPAAOK Ha3HAYEeHMA U BbINMUCbIBAHUA NEKAPCTBEHHbIX MPenapaToB COrIacHo npuaoxKeHuto N 1;
bopmbl peLenTypHbIx 6/1aHKOB corfacHo npuaoxeHuto N 2;

nopsaaoK opopmMmaeHMA peLlenTypHbIX 61aHKOB, UX y4eTa U XPaHEeHWUA cornacHo npunoxerHunio N 3.

2. Hactoawmin npukas Bctynaet B cuay ¢ 1 utona 2013 roaa.

MuHucTp
B.N.CKBOPLIOBA

MpunoxkeHne N 1
K NpuKasy MuH3gpasa Poccuum
oT 20 aekabps 2012 r. N 1175H

norPAAOK HASHAYEHUA U BbIMNCbIBAHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. NMpukasos MuH3apasa Poccum o1 02.12.2013 N 886H,
o1 30.06.2015 N 386H, o1 21.04.2016 N 254H, ot 31.10.2017 N 882H)

I. O6wme nonoxkeHma



1. HacroAwmin nopagok peryivpyer BOMPOCbl HasHaYeHWA W BbINUCbIBAHMA 1I@KAPCTBEHHbIX
npenapaTtos NPu 0KasaHUN MeAULMHCKON MOMOLLM B MeAULIMHCKUX OPraHU3aLumax, MHbIX opraHn3aLmsax,
OCYLLECTBAAWMUX  MEAUUMHCKYID  MOMOLLb, W  WHAMBMAYaNbHbIMM  MpeanpuUHUMaTenamMu,
OCYLLECTBAALWUMN MEANLIMHCKYIO AeATENbHOCTL (Janee - MeauUMHCKas opraHnsaums). <1>

<1> CrtaTtba 2 PeaepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N 323-d3 "0O6 ocHoBax 0XpaHbl 340P0BbA
rpaxkaaH B Poccuitckoit ®epepauymmn” (CobpaHune 3akoHogatenbcTsa Poccuiickon ®egepaumm, 2011, N 48,
CT. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHayeHwue 1 BbiNUCbIBaHME JIEKAaPCTBEHHbIX NPenapaTtoB OCYLLEeCTBAAETCA JIeYALLMM BPaYoM,
denbaluepom, aKylWePKOW B CNyvae BO3NOXKEHUA Ha HUX MOSHOMOYMIM flevallero Bpava B nopsAgke,
YCTaHOBNIEHHOM MPWKa3oM MWHUCTEPCTBA 34PaBOOXPAHEHUA U COLMANbHOTO pa3BuTUA Poccuitckoit
depepaunn ot 23 mapta 2012 r. N 252H "O6 ytBepaeHUn MNopsaka BO3/MOXKeHUA Ha denbalepa,
aKyLepKy pyKoBoauTenem MeAMLUMHCKOW OpraHvM3aumm npuv OpraHM3aumMm OKasaHuA NepBUYHOM
MeANKO-CaHNUTAaPHON MOMOLLN N CKOPOM MeAMLMHCKOM NOMOLLM OTAENbHbIX GYHKUUIA Nedallero Bpaya
no HenocpeacTBEHHOMY OKa3aHMI0 MEAULMHCKON NOMOLLM NALMEHTY B Nepmoa HabnogeHMA 38 HUM U
ero /le4eHnsa, B TOM YMCAe NO Ha3HAYEHUID U MPUMEHEHMUIO NEKAPCTBEHHbIX NpPenapaTos, BKAHOYas
HAapPKOTMYECKME JIeKapCTBEHHble npenapaTbl W MNCUXOTPOMHbLIE  NIEKAPCTBEHHblIE  MNpenapatbl”
(3apernctpuposaH MwuHUCTepcTBOM tOCTUUMKM  Poccuiickon ®depepaumm 28 anpens 2012 r.,
perucTpaumoHHbii N 23971), wHAMBMAYaZbHbIMK  NPEANPUHUMATENAMM,  OCYLLECTBAAIOLLMMMU
MeANUMHCKYIO AeATeNIbHOCTb (fanee - MeaAUUMHCKME PaboTHUKN).

3. MeguumnHckne paboTHUKM BbINMUCHIBAOT PELENTbl HA JNeKapCTBEHHbIE NpenapaTtbl 3a CBOEM
NoANucbHo.
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

HasHayeHMe ©n BbINUCbIBaAHME NEKAPCTBEHHDbIX MNpenapaTtoB ocyuwecTsadeTca MeanumnHCKMm
pa6OTHMKOM no mexayHapogHomy HenateHToOBaHHOMY HaAMMEHOBAHMUIO, a Npu ero OTCcyTCcTBun -
rpynnnpoBoYHOMY HaMMEHOBAHMUIO. B Ccnydae OTCyTCTBMA MeXOYyHapoAHOro HenaTteHTOBaHHOIo
HanmeHoBaHMA W TPynnMpPoOBOYHOIoO HaMMeHOBaAHMA NEeKapCTBEHHOIO MnpenapaTa, ﬂE‘KapCTBeHHbIl\;I
npenapaTt Ha3Ha4yaeTca U BbINUCbIBaAeTCA MeaANUNHCKM pa6OTHVIKOM Nno TOProeomy HammeHoBaHMIO.

Mpu HaAUuMKU MeAULMHCKMX MOKasaHui (MHAMBUAYaNbHAasA HEMepeHOCUMOCTb, MO KMU3HEHHbIM
NoKasaHuMAM) MO pelleHMo BpayebHON KOMWUCCUM MEeAULMHCKOMW OpraHusauuMm OCyLecTBAAeTCs
Ha3Ha4YeHMe U BbINMUCbIBAHWE SIEKAPCTBEHHbIX MPENapaToB: He BXOAAWMX B CTaHAAPTbl MeAULMHCKOM
NomoLlM; NO TOProBbIM HAMMEHOBaHUAM. PeweHne BpauyebHON KOMUCCUN MEeANLIMHCKON OpraHu3auum
dUKeUpyeTca B MeAULMHCKMX 4OKYMEHTAX NaLMEHTA U XKypHaie BpauebHol Komuccuu.

(8 pea. Mpukasa MuH3apasa Poccum ot 02.12.2013 N 886H)

MeaununHckume pa6OTHMKM OCyWwecTBNIAKOT Ha3HayeHune U BbINUCbIBaHNE NEKAPCTBEHHDbIX
npenapatos, noanexawumx wn3rotoseHUO U OTNYCKY anTeéd4HbiMKU OpraHun3aumamm (,a,anee -
NEeKapCTBEHHbIE NpenapaTbl UHAUBUAYA/TbHOIO VI3I'OTOBI'IEHWFI).

3.1. HasHauyeHWe NeKapCTBEHHbIX MpPenapaTtoB MpPU OKasaHUM MEeAMLMHCKOM MOMOLWM B
CTaLMOHAPHbIX YCIOBUAX U UX BbINUCbIBAHWE B TPEOOBAHUAX-HAKNAAHbIX B COOTBETCTBMM € MHCTpyKLMel
O nopsAAKe BbINUCbIBAHUA NEKAPCTBEHHbIX MNpenapatoB M odopmaeHua peuentoB M TpebosaHMit-
HaKNagHbIX, YTBEPXKAEHHOW NpWKasom MWHUCTEPCTBA 34PaBOOXPAHEHMA M COLMANBHOIO Pa3BUTMA
Poccuiickoir degepaumnm ot 12 ¢espana 2007 r. N 110 "O nopagke HasHayeHMA W BbINUCbIBAHUA
JIeKapCTBEHHbIX MPenapaTos, U34eNUi MeANLMHCKOTO Ha3HAaYeHMA U Cneumann3npoBaHHbIX NPOAYKTOB
neyebHoro nutaHma"  <1.1>, ocywecTBAAeTCA MO  MeXAyHapoAHOMY  HenaTeHTOBaHHOMY,
rPynnMpoOBOYHOMY UM TOPrOBOMY HaMMEHOBAHMIO.

(n. 3.1 B pea. NMpuKkasa MunHsgpasa Poccum ot 21.04.2016 N 254H)



<1.1> 3apeructpmupoBaH MuHucTepcTBom toctmumm Poccuinickor Pepepaunn 27 anpena 2007 r.,
pernctpaunoHHbiit N 9364, c UI3SMEeHEHUAMM, BHECEHHbIMM NPUKa3amn MUHUCTEPCTBA 34,paBOOXPAHEHMSA
M coumanbHoro passutma Poccuiickon Pepepaummn ot 27 asrycta 2007 r. N 560 (3apeructpupoBsaH
MuHUcTepcTBOM tocTULMK Poccuinckoit ®eaepaumm 14 ceHtabpa 2007 r., pernctpaumnoHHbii N 10133), ot
25 ceHTAbps 2009 r. N 7941 (3apermucTpupoBaH MuHUcTepcTeom tocTnumm Poccuiickont depepaunm 25
Hosbpa 2009 r., peructpaumoHHbii N 15317), or 20 AHBaps 2011 r. N 13H (3aperucTpupoBaH
MuHucTepcTBOM toCTUUMKM Poccuiickon ®epepaumm 15 maprta 2011 r., pernctpaumoHHbiii N 20103),
npukasamu MuHUCTEPCTBa 34paBooxpaHeHua Poccuiickon Pepepaumm ot 1 asrycta 2012 r. N 54H
(3apernctpupoBaH MuHUcTepcTBOM tocTuumm  Poccuitickor  depepaumm 15 asrycta 2012 .,
pernctpaunoHHbiit N 25190), ot 26 despansa 2013 r. N 94H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULUK
Poccuitckoit Pepepaumm 25 nioHsa 2013 r., peructpaumoHHbii N 28881).

(cHocka BBegeHa Mpukasom MuHsgpasa Poccmn ot 21.04.2016 N 254H)

4. PeuenT, BbIMMUCAHHbIA C HapyWeHWEM YCTaHOBNEHHbIX HacToAwMM Mopsakom TpeboBaHWi,
CYMTAETCA HeLEeNCTBUTENbHbIM.

5. CBefeHMss O Ha3Ha4YeHHOM, W BbIMMCAHHOM JIEKAPCTBEHHOM MpenapaTte (HaMmeHoBaHWe
NleKapcTBeHHOro npenapara, pasosas 403a, CNocob 1 KPaTHOCTb NpUema MW BBEAEHMSA, ANUTENbHOCTb
Kypca, ob0oCHOBaHMe Ha3HauyeHWA NEeKapCTBEHHOro npenaparta) yKasblBalOTCA B MeAMLMHCKOW KapTte
naumeHTa.

Peuent Ha }'IeKapCTBeHHbIﬁ npenapat BbIMUCbIBaeTCA Ha WMMA NauueHTa, AnAa KOTOoporo
npegHasHavyeH ﬂeKapCTBeHHbll)ll npenapar.

Peuent Ha J'IEKapCTBEHHbIﬁ npenapat mMmoxXet 6bITb nonyyeH nauymMeHTom UM €ero 3aKOHHbIM
npeacraBuTeem <2>. PakT Bbl4a4yn peuenTa Ha HEKapCTBEHHbIVI npenapart 3akOHHOMY npeacTtasuUTento
d)l/lKCVIpyETCFI 3anncblo B MEAMLI,VIHCKOﬁ KapTte nayneHTa.

<2> B OTHOLWEHUU NnLa, YKa3zaHHOro B Yactu 2 ctatbk 20 PeaepanbHoOro 3akoHa ot 21 Hoabpa 2011
r. N 323-®3 "O6 ocHoBax oOxpaHbl 340pOBbA rpaxaaH B Poccuiickoit depepaumn” (CobpaHue
3aKoHoaaTenbeTBa Poccuinickont Pepepaumn, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446; 2013, N 27,
cT. 3459, 3477; N 30, cT. 4038; N 39, c1. 4883; N 48, c1. 6165; N 52, cT. 6951; 2014, N 23, cT. 2930; N 30,
cT. 4106, 4206, 4244, 4247,4257; N 43, cT. 5798; N 49, c1. 6927; 2015, N 1, cT. 72, 85; N 10, cT. 1403, 1425;
N 14, c7. 2018; N 27, c1. 3951; N 29 (4acTb 1), cT. 4339, 4397, 4356, 4359).
(cHocka B peg,. Mpukasa MuHsgpaea Poccun ot 30.06.2015 N 386H)

6. 3anpeLaeTca BbINMUCbIBATb PELLENTbI HA 1EKAPCTBEHHbIE NPEenapaTbl:

6.1. MegMUMNHCKUM paboTHUKaM:

npu OTCYTCTBUM MeANLMHCKMX NOKa3aHui;

Ha NeKapCTBEHHbIE NpenapaTbl, He 3aperMcTPMpPoBaHHbIe Ha TeppuTopumn Poccuiickoit Peaepauymu;

Ha J/N1eKapCTBeHHble npenapaTtbl, KOTOpble B COOTBETCTBUU C VIHCprKLI,VIeﬁ no meagnumnHCKomy
NPUMEHEHUNIO NCNOIb3YHOTCA TOJ/IbKO B MEANUNHCKUX OPraHnU3aLlmnax;

Ha HapKOTUYeCKMe CpeacTBa W MCUXOTPOMHblE BeLLecTBa, BHeCeHHble B cnucok |l lMNepeyns
HAapPKOTUYECKNX CPencTB, MCUXOTPOMHbIX BELLECTB M WX MNPEKypCopOoB, MNOAMENKALIUX KOHTPOIO B
Poccuiickolt ®Pepepaunn, yTeepRAeHHOro noctaHoBAeHUem lNpaButenbctea Poccuinickon depepaumm ot
30 nioHA 1998 r. N 681 <3> (panee - MepeyeHb), 3aperUCTPUPOBAHHbIE B KAauecTBe JIeKapCTBEHHbIX
npenapaTos, B LeaaX NPUMEHEHNA AR Ie4EHNA HAPKOMaHUK;



(8 pea. Mpukasa MuH3apasa Poccum ot 31.10.2017 N 882H)

<3> CobpaHue 3akoHoaaTenbcTBa Poccuiickoin degepaunm, 1998, N 27, c1. 3198; 2004, N 8, cT. 663,
N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183, N 52, cT. 6572; 2010, N 3,
cT. 314, N 17, c1. 2100, N 24, cT. 3035, N 28, c1. 3703, N 31, cT. 4271, N 45, cT1. 5864, N 50, cT. 6696, CT.
6720; 2011, N 10, cT. 1390, N 12, cT. 1635, N 29, cT. 4466, cT. 4473, N 42, cT. 5921, N 51, cT. 7534; 2012, N
10, cT. 1232, N 11, cT. 1295, N 19, cT. 2400, N 22, cT. 2864, N 37, cT. 5002, N 48, cT. 6686, N 49, cT. 6861.

6.2. "HANBUAYANbHBIMU NPEANPUHUMATENAMM, OCYLLECTBAAOLWMMN MEULIMHCKYIO AEATENbHOCTD,
Ha HapKOTMYECKME CPeaCTBa M MCUXOTPONHbIe BelecTBa, BHeceHHble B cnncku Il u Il MepeyHa (aanee -
HAaPKOTUYECKNE U NCUXOTPOMHbIE IeKapCTBEHHbIE NpenapaTbl cnnckos |l u Il MNepeyHs).
(n. 6.2 B pea. NMpukasa Munsgpasa Poccum ot 30.06.2015 N 386H)

KoHcynbTaHTIAOC: NpumeyYaHue.
B odumumanbHOM TeKCTe AOKYMeHTa, BUAMMO, AONylleHa onevatka: ¢dopma peuenTypHoro 6aaHKa
nmeet Homep N 107-1/y, a He N 107-1/1.

7. PeuenTbl Ha NeKapcTBEHHbIE NpenapaTbl BbIMMCLIBAIOTCA Ha peuenTypHbIX 61aHKax no dopmam
N 148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n) u N 107-1/1, yTBepAeHHbIM HaCTOALLMM MPUKA3OM.

8. HapkoTuuyeckne M MNCUXOTPOMHbIE JIeKapCTBEHHble npenapatbl cnucka |l MepeyHsa (panee -
HapKOTUYECKME U MCUXOTPOMHbIE NEeKapCcTBEHHble npenapaTbl cnucka |l MepeyHsa), 3a UCKAOUEHUEM
JIeKapCTBEHHbIX NPEenapaToB B BMAE TPAHCAEPMAJIbHbIX TepPaneBTUYECKUX CUCTEM M JIeKAPCTBEHHbIX
npenapaToB, COAEP’KalMX HAPKOTUMYECKOE CPeacTBO B COYETAaHMM C QHTArOHUCTOM OMUOWUAOHbIX
PEeLLenTopoB, BbIMUCLIBAIOTCA Ha CheunanbHOM peLenTypHoMm 6naHke no ¢opme, yTBEPMKAEHHOM
npukasom MuHUCTepCTBa 34paBooxpaHeHuna Poccuiickoit Pepepaunm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOpPMbl 61aHKOB PELLENTOB, COAEPXKALLMX HA3HAYEHME HAPKOTUYECKUX CPeacTB WM
NMCUXOTPOMHbIX BELLLECTB, NOPALKA UX U3rOTOB/IEHUS, pacnpeseneHus, PerucTpaLmm, y4eta u XxpaHeHus, a
Takke npasun obopmneHuns" (3apernctpmposaH MuHucTepcTeom toctnumm Poccuiickoit deapepauunn 15
asrycta 2012 r., peructpaumoHHbiii N 25190).

(8 pea. Mpukasos MuH3apasa Poccum ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

9. PeuenTypHbiit 6naHK popmbl N 148-1/y-88 npeaHasHayeH A0S BbINUCbIBAHUA:

1) HapKOTMYECKMX W MCUMXOTPOMHbIX NIEKAPCTBEHHbIX NpenapaToB cnucka Il MepeyHs B Buge
TPaHCAEPMa/bHbIX TEPANeBTUYECKUX CUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHbIX NpenapaTtoB chvcka
MepeyHs, coaeprKalmMx HAPKOTUYECKOE CPELCTBO B COYETAHWUM C aHTAarOHUCTOM ONMMOUAHbIX PELLENTOPOB,
MCMXOTPOMHbIX BELLEeCTB, BHECEHHbIX B CnMCOK Il MepeyHs, 3aperucTpupoBaHHbIX B YCTaHOBAEHHOM
nopsfKe B KauyecTBe NIEKapCTBEHHbIX NPenapaTos (4anee - NCUXOTPOMHbIE SIeKAapCTBEHHble Npenaparbl
cnucka lll NepeyHs);

(8 pea. Mpukasos MuH3apasa Poccum ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

2) WHbIX NEKAPCTBEHHbIX MpenapaTos, MoAJeXallmMx NpeaMeTHO-KONMYeCTBEHHOMY y4yeTy (3a
WCK/IOYEHMEM NIeKapCTBEHHbIX NpenapaTos, OTNycKkaemMblx 6e3 peuenta);
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

3) nekapcTBEHHbIX NpenapaToB, 0b61agatoWmMx aHaboMYeCcKol aKTUBHOCTbIO (B COOTBETCTBUM C
OCHOBHbIM apPMaKONOTMYECKUM AENCTBMEM);
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

4) nekapcTBEHHbIX MPenapaToB, YKa3aHHbIX B NyHKTe 5 lMopagka oTnycka ¢u3Myecknum auuam
NleKapcTBEHHbIX NpenapaToB ANA MeANLMHCKOTrO NPUMEHEHWA, COAEPKALLUX KPOME MasbIX KOANYECTB



HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M WX MPEKYPCOPOB Apyrve dapmaKkonornyeckme
aKTMBHblE BELLECTBA, YTBEPXKAEHHOro npuKasom MuHUCTEPCTBA 34paBOOXpPaHeHNs Poccuinckol
depepaunn ot 17 maa 2012 r. N 562H (3apernctpupoBaH MUHUCTEPCTBOM OCTULIMK Poccuitckoi
depnepaunn 1 nioHa 2012 r., pernctpaumnoHHbiin N 24438);

5) nekapcTBeHHbIX MPenapaTtoB UHAMBUAYA/bHOIO WU3rOTOBAEHWA, COAEPMKALLMX HAPKOTUYECKoe
CPeacTBO MM MCUXOTPOMHOE BelecTBo cnucka |l MepeyHa, n apyrme dapmaKoiormyeckme akTMBHble
BElecTBa B [J03e, He MpPeBbiWaloWen BbICWYH pa3oByld 403y, W NpW YCAOBUM, YTO 3TOT
KOMBWHWPOBAHHbIN NeKAPCTBEHHbIN MpenapaT He ABNAETCA HAPKOTUYECKMM WU NCUXOTPOMHbIM
NleKapCcTBeHHbIM npenapatom cnucka ll MNepeyHa.

10. PeuentypHble 6naHkM ¢opm N 148-1/y-04 (n), N 148-1/y-06 (n) npeaHasHa4yeHbl ANA
BbIMMCbIBAHWA JIeKapPCTBEHHbIX MPEnapaToB rparkaaHam, MMelLwWwuM NpaBo Ha becnaaTHoe nosyyYeHue
NleKapCTBEHHbIX NPenapaToB UM NOJyYeHME IEKAPCTBEHHbIX NPENapaToB CO CKUAKOWN.

11. PeuenTypHbiii 6n1aHK popmbl N 107-1/y npeaHasHadveH A1A BbINUCbIBaHUA:

NIeKaPCTBEHHbIX MNPEenapaTtoB, YKa3aHHbIX B NyHKTe 4 [lopsgKa oTnycka ¢u3MYecKum aunuam
JNIEKAPCTBEHHbIX NpenapaToB 414 MeAUUMHCKOrO NPMMEHEHNA, COAEPIKALLMX, KPOME MasbiX KONYECTB
HAPKOTMYECKUX CPeACTB, MCUXOTPOMHbIX BELLECTB M MX MNPEKYPCOpPOB, Apyrve ¢dapmakonornyeckme
aKTUBHblEe BeLLeCTBa, YTBEPXKAEHHOro npukasom MuUHUCTEpPCTBA 34paBooxpaHeHusa Poccuiickoi
depepaunn o1 17 masa 2012 r. N 562H;

WUHbIX NEKAPCTBEHHbIX MPENAPATOB, HE YKAa3aHHbIX B NMYHKTaAX 8 - 10 HacToAWero nOpﬂAKa.

12. Mpw BbINUCBIBAaHUWN peELLENTa HA IEKAPCTBEHHbIN NpenapaT MHAMBUAYANbHOTO U3FrOTOB/EHUA
HaMMEHOBAHMUA HAPKOTUYECKNX MU MCUXOTPOMHbIX eKapCTBEHHbIX NpenapaTtos cnmuckos Il n Il NepeyHs,
WHbIX JIEKApPCTBEHHbIX MpPenapaTos, NoAneXalmx npeaMeTHO-KOAMYECTBEHHOMY Y4eTy, MULyTcA B
Hauane peLenTa, 3aTem - BCe OCTa/ibHble UHIPeANEHTbI.

13. Mpwn BbINUCBIBAHMW peLLenTa 3anpeLLaeTca NpeBblWaTbh NpeaesbHO A0ONYCTUMOE KOANYeCcTBO
NIeKapCTBEHHOrO npenapara AN BbINUCbIBaHUA Ha OAWMH peLenT, ycTaHoBAeHHoe npunoxeHnem N 1 K
HacToawemy MopagKy, 3a UCKAOHEHMEM CAYyYan, YKA3aHHOIo B NyHKTax 15 n 23 HactoAwero MNopaaka.
(8 pea. Mpukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

He pekomeHayeTca npesbiwaTb peKOMEHAO0BAaHHOE KOJIMYECTBO JIEKapCTBEHHOro npenaparta aaA
BbINMUCbIBAHNA HA OAWMH pPeLenT, ycTaHoB/eHHoe npuaoxeHmem N 2 K HacToawemy [lopagky, 3a
WUCKNOYEHNEM CNyYaeB, YKa3aHHbIX B MyHKTax 15, 22 1 23 HacToAwero MopAaaka.

(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

14. Mpu BbINUCbIBAHUM HAPKOTUYECKUX U NCUXOTPOMHDBIX IEKAPCTBEHHbIX NPenapaToB cnuckos |l
Il MepeyHn, UHbIX NeKapPCTBEHHbIX NPenapaTos, NoA/Aexalnx NpegMeTHO-KOANYeCTBEHHOMY y4YeTy, 4033
KOTOPbIX NPEBLILAET BbICWMIA OAHOKPATHbIA MNpUem, MeAMUMHCKMI paboTHMK nuweT A03y 3TOro
npenaparta NPONUCLI0 U CTaBUT BOCK/IMLATE bHbIN 3HAK.

15. KonnyecTBo BbINUCbIBAEMbIX HAapPKOTUYECKMX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX NpPenapaTos
cnuckos |l u Il MepeyHs, HbIX NeKapCTBEHHbIX NPenapaTos, NoA/EeXKaLLMX NPeAMETHO-KOINYECTBEHHOMY
yyeTy, Mpu OKa3aHUM MauMeHTaM, HYXOAWMMCA B AJIUTENbHOM JIeYeHUKN, MepBUUYHON MeanKo-
CaHUTAPHOM NOMOLLM M NANANATUBHON MEANLMHCKOM MOMOLLUN MOKET ObITb YBENMYEHO He bonee Yyem B
2 pas3a NO CPaBHEHMIO C MNpeaenbHO AOMYCTUMbIM KOJMYECTBOM JIEKAPCTBEHHbIX MpenapaTtoB A
BbIMUCbIBAHWA HA OAMH pPeuenT, yCTaHoBAeHHoe npuaoxeHnem N 1 K HactoAwemy [opAagKky, waum
PEKOMEHA0BAHHbIM KOMYECTBOM JIEKAPCTBEHHbIX MpPenapaToB A/A BbINUCbIBAHMA HA OAMH peuenT,
ycTaHoBAeHHOe npuaoxeHnem N 2 K HacToswemy MNopaaky.

(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

B Ccnyydanx, npegyCMOoTpPEHHbIX a63au,eN\ nepBbiM HACTOALWLEro NyHKTa, Ha peuenTax Npon3BoaAnTCA



Hagnuce "Mo cneunanbHOMYy Ha3HaAYeHWIO", OTAENbHO CKpen/seHHas MoAMNUCbID MeAULMUHCKOro
paboTHWKa M NeYaTbio MeaMUNHCKOM opraHm3aumm "na peuyentos".
(ab3au, BBeaeH Mpukaszom MuHsapasa Poccum ot 30.06.2015 N 386H)

16. CocTtaB KOMBMHMPOBAHHOIO IEKAPCTBEHHOrO NpenapaTta, 0603Ha4YeHUe IeKapCTBEHHOW Gpopmbl
1 obpalleHne meanLMHCKOro paboTHUKaA K papmaLLeBTUHECKOMY PAabOTHMKY 00 M3rOTOBIEHUN N OTMNYCKe
JIeKapCTBEHHOIO NpenapaTa BbINUCbIBAOTCA Ha IATUHCKOM fA3bIKe.

[onycTumble K UCMOb30BaHMIO PeLLEenTypHble COKPaLLEHMA NPeayCMOTPeHbl NpuaokeHnem N 3 K
HacToawemy MopsaakKy.

He AONYyCKaeTCA COKpauleHune 61U3KMX MO HAMMEHOBAHUAM UHIpegneHToB, COCTaBAAKOLWNX
J'IeKapCTBEHHbIﬁ npenapar, He no3BosIAWNUX YCTAHOBUTD, KaKol MMEeHHOo I'IeKapCTBeHHbIﬁ npenapar
BbIMUCaH.

17. Cnocob npumeHeHMA NeKapcTBEHHOro npenapaTta o603HavaeTca ¢ yKasaHMem A03bl, 4acToTbl,
BpEMEHU npuema OTHOCMTENbHO CHa (YTPOM, Ha HOYb) M ero AAUTENbHOCTWU, a ANA JIeKapCTBEHHbIX
npenapartos, B3aMMOAENCTBYIOLIMX C MULLLEN, - BpEMEHU UX YNoTpebieHUsa OTHOCUTEIbHO NpMUema nuLLm
(0o enpl, BO Bpems eapl, nocne eapl).

18. Mpu HeobXoAMMOCTU HeMeAEHHOTO MW CPOYHOro OTNyCKa JIeKapCTBEHHOro npenaparta
naumMeHTy B BEPXHEW YacTu peuenTta npocTaBasatoTca obosHauveHus “cito" (cpoyHo) wmam “statim"
(HemepgneHHo).

19. Mpu BbINUCBIBAaHUWN peELLENTa HA NIEKAPCTBEHHbIN NpenapaT MHAMBUAYANbHOTO U3rOTOB/EHUA
KOZIMYECTBO XUAKMX GapMaLLEBTUYECKUX CYOCTaHLUMI YKa3blBaeTCA B MUAIUAUTPAX, FPAaMMaXxX UK Kanasx,
a OCTafbHbIX GapMaLEBTUYECKUX CyOCTaHLUMI - B rpaMmax.

20. PeuenTbl, BbiNMCaHHble Ha peuenTypHom 6naHke ¢opmbl N 148-1/y-88, AeicTBUTE/IbHLI B
TeyeHue 15 aHel co AHA BbINUCbIBAHMA.
(n. 20 B pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

21. PeuenTbl Ha IeKapCTBEHHbIE NpenapaTbl, BbINMUCAHHbIE Ha peuenTypHbiX 61aHKax popmbl N 148-
1/y-04 (n) n dopmbi N 148-1/y-06 (n), AeicTBUTENbHBI B TeyeHMe 30 AHel co AHA BbINUCbIBaHUA.
(8 pea. Mpukasa MuHsapasa Poccun ot 30.06.2015 N 386H)

PeuenTbl Ha NeKapcTBEHHblE NpenapaTbl, BbiMUCaHHbIE HAa peuenTypHbIX 6aaHKax ¢opmbl N 148-
1/y-04 (n) n dopmbl N 148-1/y-06 (n), rparkaaHam, AOCTUTLMM MEHCMOHHOrO BO3pacTa, MHBaAMAAM
nepBo rpynnbl, AeTAM-MHBAANAAM, @ TAKXKE rpaXkgaHam, CTPagatoLLmMm XPOHUYECKMMM 3ab0n1eBaHNSMMU,
Tpebywwumm AANTEIbHOTO KYPCOBOrO /leYeHusa, AencTBuTenbHbl B TedyeHne 90 AaHeln co AHS
BbINMUCbIBAHUA.

(8 pea. Mpukasa MuH3apasa Poccun ot 21.04.2016 N 254H)

ONna neyeHMAa XpOHMYECKUX 3ab0NEBaHUI YKasaHHbIM KaTeropuam rpakaaH peuenTbl Ha
NleKapcTBeHHble NpenapaTtbl MOTYT BbINUCbIBATLCA Ha Kypc fiedeHna Ao 90 aHen.
(8 pea. Mpukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

22. PeuenTbl Ha IeKapCTBEHHbIE NpenapaTbl, BbINMCAHHbIE Ha peuenTypHbix 61aHKkax dopmbl N 107-
1/y, pevicTBuTeNbHbI B TeueHWe 60 AHel co AHA BbIMUCbIBAHWUA.
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

Mpwv BbINUCBIBAaHUN MEAULMHCKMM PAabBOTHMKOM peLLenToB Ha rOTOBbIE IEKAPCTBEHHbIE NpenapaThbl
W NeKapCTBeHHble npenapatbl WHAWMBUAYANbHOrO W3roTOBAEHWA NAUMEHTamM C  XPOHUYECKUMU
3aboneBaHMAMM Ha peuenTypHbIX 6naHKax dopmbl N 107-1/y paspellaetca ycrtaHaBAMBaTb CPOK
OEencTena peuenta B Mpefenax A0 OAHOMO roga M MpeBblwaTb PEKOMEHAYEMOE KOJNYECTBO
JNIeKapCTBEHHOrO npenapara AN BbINUCbIBaHUA Ha OAWMH peLenT, yCTaHOBAeHHoe npuaoxeHnem N 2 K



HacToawwemy MopAaaky.

Mpy BbINUCbIBAHUN TaKMX PELENTOB MEeAMUMHCKMI paboTHUK aenaeT nomeTky "lMaumeHTy c
XpOHUYecKMM 3aboneBaHMeM", yKasblBaeT CPOK AeNcTBMA peuenta U MNepuoguyHoCTb OTMyCKa
JIeKApPCTBEHHbIX MPenapaToB M3 anTeYyHOW OpraHM3aumMmM UAWM UHOMBUAYANbHbIM NPeAnpPUHUMATENEM,
UMELMM NIMLEH3UI0 Ha (apMaLEBTUMYECKYD AeATENbHOCTb (€XKeHedeNbHO, eXeMeCAYHO U UHble
nepuoAbl), 3aBepsaeT 3TO yKasaHMe CBOElM NoANUCHIO U IMYHOW NeYaTbio, a TaKMKe NeYaTblo MeguULMHCKOM
opraHusauuun "Ona peuentos".

23. PeuenTbl Ha npousBogHble 6apbUTYPOBOM KUCIOTbl, KOMOMHUPOBAHHbLIE IEKAPCTBEHHbIE
npenapatbl, cogep:Kawme KogenH (ero conu), MHble KOMOBUHMPOBAHHbLIE IEKAPCTBEHHbIE MpenapaTsbl,
nognexalme npegmeTHO-KONMYECTBEHHOMY Y4YeTy, JieKapCTBEHHble npenapaTtbl, obnagatowme
aHabo/IMYecKon aKTMBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (PapMaKOJOrMYecKMm AencTenem, oS
JleyeHna NauMeHTOB C XPOHMYECKMMK 3a60/1eBaHMAMM MOTYT BbIMMUCbIBAaTbCA Ha Kypc fiedyeHua o 60
AHen.

(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

B 3TuX cyyasx Ha peuenTax Npou3BoanTCca Haanucb "lMNo cneuyanbHOMY HasHayeHUto", oTAeNbHO
CKpenJieHHas nognucblo MegMLMHCKOrO PaboTHMKA M nevyaTbio MeaMUMHCKOM opraHusaumun "Ons
peuenTos".

Il. HasHaueHne nekapcTBEHHbIX NpenapaToB NP OKasaHUU
MeAMLI,VIHCKOﬁ nomMmoLim B CTaLUOHAPHDbIX YC0BUAX

24. Mpwn OKazaHMM MALMEHTY MeAMLMHCKON NOMOLM B CTALMOHAPHbLIX YCIOBUAX HasHauyeHue
JleKapCTBEHHbIX NPenapaToB NPOU3BOAUTCA MEAULMHCKMM PabOTHUKOM eANHONNYHO, 33 UCK/IIOUYEHNEM
C/ly4aeB, yKasaHHbIX B NoAMNyHKTax 1 - 2 nyHKTa 25 HacTosAwero NopagkKa, 6e3 BbinMcbiBaHUA peLenTa.

25. CornacoBaHve HasHayeHMsA JIeKapCTBEHHbIX MPEnapaToB C 3aBeAyloWUM OTAe/eHUEM WU
OTBETCTBEHHbIM AEXYPHbIM BPa4YoM 60 APYrMm NMLOM, YNOJTHOMOYEHHLIM NMPUKA30M [1aBHOMO Bpaya
MEAMLMHCKOWM OpraHusaumMm, a TaKKe, NPV HaAMuMM, C BPAYOM - KJAMHMYECKMM (PapMaKoaorom
HeobXoAMMO B C/yYanx:

(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

1) ogHOBPEMEHHOrO Ha3HaYeHMA NATM 1 6olee IeKapCTBEHHbIX NPenapaToB OAHOMY NaLUMEHTY;

2) Ha3HaYeHUA IeKapCTBEHHbIX MPenapaTos, He BXOAALLMX B NepeyeHb XU3HEHHO HeobX0AMMbIX U
Ba)KHEMLLIMX NIeKapCTBEHHbIX NpenapaTtoB <4>, NPU HETUMUYHOM TedeHun 3abosieBaHUA, HaAUYUU
OCNOXHEHUIM OCHOBHOro 3aboneBaHuMA W (Man) conyTcTByrOWMX 3aboneBaHM, MNPU Ha3HAYeHUMU
NleKapCTBEHHbIX NpenapaToB, 0COBEHHOCTM B3aMMOAENCTBMA M COBMECTMMOCTM KOTOPbIX COrMNacHo
MHCTPYKLUMAM MO MX MPUMEHEHWIO MPUBOAAT K CHUMXKeHUo 3ddeKTMBHOCTM M 6e30nacHOCTM
dbapmakoTepanuu 1 (Mam) co3gatoT NOTEHUMaNbHY0 ONAaCHOCTb ANA }KU3HU U 3[0P0BbA NaLMeHTa.

<4> PacnopsaxeHue [lNpasutenbctBa Poccuiickoir ®epepaumm ot 7 aekabps 2011 r. N 2199-p
(CobpaHue 3akoHoaaTenbcTBa Poccuiickont Penepaumn, 2011, N 51, ct. 7544; 2012, N 32, cT. 4588).

B yKasaHHbIX CAy4asX HasHauyeHWe fIeKapCTBEHHbIX npenapatoB GUKCUMPYETCA B MeAMLMHCKUX
AOKYMeHTax nauueHTa 1 3aBepsaeTca NoAnMCbio MeaANLMHCKOro paboTHMKaA M 3aBeAyIOLLErO OTAeIeHNEM
(oTBETCTBEHHOrO AEXKYPHOrO Bpaya UAW APYroro YynoJAHOMOYEHHOrO nua).

26. MeguUMHCKUIA pPaboTHUK MeAMUMHCKON oOpraHvM3aumMu, pPacnosioXeHHOW B CeNbCKOM
HaceNIeHHOM MNYHKTEe WM HaceNeHHOM MyHKTe, Pacno/ioKeHHOM B YAaNeHHbIX U TPYAHOAOCTYMNHbIX
MECTHOCTAX, OCYLLECTBAAET Ha3HayeHne eKapCcTBEHHbIX MpenapaToB B C/y4anX, YKasaHHbIX B MyHKTax 25



n 27 HacToAawero MNopAaaka, eaMHONANYHO.
(8 pea. Mpukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

27. Mo pelueHnio BpayebHON KOMUCCUM MauMeHTam NPy OKasaHUM UM MeaMLMHCKOMW NMOMOLLN B
CTALMOHaPHbIX YCAOBMAX Ha3Ha4aloTCA JIeKapCTBEHHble npenapaTtbl, He BKAOYEHHble B MepeyeHb
U3HEHHO HEOoBXOAMMbIX M BaXKHEWLIMX NeKapCTBEHHbIX MpenapaTos, B Ciayd4ae MX 3ameHbl M3-3a
MHAMBNAYANbHOWN HEMEPEHOCMMOCTHU, NO KU3HEHHbBIM NOKa3aHUAM.

PeweHune BpayebHOM KOMUCCUM PUKCUMPYETCA B MEAULMHCKMX AOKYMEHTaX NauMeHTa W XKypHane
BpayebHOM KOMUCCUM.

28. B Ccydanx O6CJ'IE,CI,OBaHMFl U nevyeHnAa rpaxgaHmHa B CTAUMOHAPHbLIX YCNOBUAX B pPaMKax
npenocrasineHnAa MmeguunMHCKNX yenyr Ha BO3ME3,£I,HOI\;1 OCHOBE 3a CHET ZINYHbIX CPpeacTB rpaxKgaH, cpencrse
ropnanydeckmnx nnu U UHbIX CpeacTts Ha OCHOBaHWKM A0Orosopa, B TOM 4Yncae gorosopa LI,O6pOBO}'IbHOI’O
MeJMNLMHCKOIO CTpaxoBaHmA <5>, emy moryt ObITb Ha3HaYeHbI NeKapCTBeHHble NpenapaTbl, HE BXOo4ALlne
B nepevyeHb XN3HEHHO HEO6XO,£I,VIMbIX M BaXKHeunWwnx NNEKaPCTBEHHbIX NpenapaTosB, eC21in 3TO OroBopeHo
ycnosmamum gorosopa.

<5> MNocrtaHoBneHune MpaButenbctea Poccuiickon Peagepaunm ot 4 oktabpa 2012 r. N 1006 "06
yTBEpPKAEHUN MNpaBun NpeaocTaBNeHUA MegULIMHCKMMW OPraHn3aLmMaMm NAaTHbIX MeaANUUHCKUX yeayr"
(CobpaHune 3akoHogaTenbcTBa Poccuinckon ®Pepepaumm, 2012, N 41, cr. 5628).

29. B oOTAEeNbHbIX CAy4Yasx MO peleHUto PYKOBOAMTENA MEeOMLMHCKOM opraHuM3aumm npu
BbIMUCbIBAHUN M3 MEeAULIMHCKOW OpraHM3aumMm naumeHTa, MMeLWero COOTBETCTBYOLME MeAULMHCKME
MOKasaHMA M HaNpaBAAeMOro ANA NPOAOKEHUs fevyeHus B ambynaTopHbIX YCAOBMAX, MOTYT
Ha3Ha4aTbcA MO0 BblAaABATLCA OAHOBPEMEHHO C BbINMUCKON U3 UCTOPUN BONE3HU HAPKOTUYECKME U
MCUXOTPOMHbIE NeKapcTBeHHble npenapatbl cnuckoB |l u 1ll MNepeyHsa, cunbHOAENCTBYlOWME
JIeKapcTBEHHbIE NpenapaTbl HA CPOK NpuMema naumeHTom Ao 5 gHeil.

(8 pea. Mpukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

lll. Ha3HauyeHuMe 1 BbINUCbIBaHME NIEKAPCTBEHHbIX NpenapaTos
Npu 0KasaHUM NepPBUYHOI MeAUKO-CAaHUTAPHO NOMOLLU, CKOPOW
MeaULUHCKOW NOMOLLM U NaNNNaTUBHON MeAULLMHCKOU NOMOLL U

30. Mpu OKasaHUKU NEepPBUYHON MeaMKO-CaHUTAPHOM MOMOLUM U NANANATUBHON MeAULIMHCKOWN
nomMmoulM B amMbynaTopHbIX YC/NOBMAX Ha3HayeHMe U BbINMUCbIBAHWE JIEKAPCTBEHHbIX MpenapaTos
OCYLLECTBASAETCA MEAMLMHCKUM PabOTHMKOM B C/Ayyaax TUMWYHOINO TeyeHus 3aboneBaHUs naumeHTa
NCXo4A U3 TAXKECTU U XapaKTepa 3aboneBaHus.

31. HazHayeHue 1 BbINMCbIBaHME NEKAaPCTBEHHbLIX MPENApPaToB MO peLeHno BpaH86HOﬁ KOMUCCUn
Npn OKasaHuu I'IepBMLIHOﬁ MeAMKO-CBHMTapHOﬁ nomoum, NananMaTUBHOM MEAMLI,MHCKOﬁ nomouwmn B
aM6ynaTopr|x yCoBunAX npon3soanTCAa B Cnyyanax:

1) OA4HOBPEMEHHOIO Ha3Ha4YeHNA oAHOMY NaUUEHTY NMATU U 6onee NEKapPCTBEHHbIX NPENapaTos B
TeyeHne ogHUX CyTOK Uun cBbille AeCATU HaMMeHOBaHW B TeYeHMne OAHOro mecaua;

2) HasHa4YeHWA NeKapCTBEHHbIX MPenapaToB NPy HETUNUYHOM TedeHUn 3aboneBaHuA, HaANYUn
OC/IOXHEHW OCHOBHOro 3abonesaHua Ku (Mau) conyTtcTeyloWMX 3aboneBaHW, NPU Ha3HAYEHUU
NleKapCTBEHHbIX MpenapaTtosB, 0CO6EHHOCTM B3aUMOAEWCTBMA M COBMECTMMOCTM KOTOPbIX COFNAcHO
MHCTPYKUMAM NO UX TMNPUMEHEHUI0 MPUBOAAT K CHUMKEHWIO 3PPeKTUBHOCTM U HesonacHocTu
dbapmakoTepanum n (Mamn) co3patoT NOTEHLMANbHYHO ONACHOCTb A KU3HW U 340P0BbA NAUNEHTA;

3) nepBnYHOro HasHa4YeHnA nNauMnUeHTy HAPKOTUYECKUX WU NCUXOTPOMNHbIX /NE€KAPCTBEHHDbIX



npenapatos cnuckos Il u lll MepeyHn (B ciyyae NPUHATUA PYKOBOAUTENEM MEAULIMHCKOW OpraHM3aumum
peleHmns o HeobXo4MMOCTU COrNIAaCOBAHMA Ha3HAYEeHWUS TaKUX IEKAPCTBEHHbIX NPENapaToB ¢ BpaYebHo
Komuccuen).

(nn. 3 B pea. Npukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

32. Ha3sHayeHWe U BbINUCbIBaHME HAPKOTUYECKUX U MCUXOTPOMHbLIX JIEKAPCTBEHHbIX MPenapaTos
cnuckos Il u Il MNepeyHa nponsBoAUTCA NALMEHTAM C BblpaXeHHbIM 6o0neBbIM cMHAPOMOM Atoboro
reHesa, a TaKXe nNauMeHTaM C HaApyWeHWEeM CHA, CYAOPOXKHbIMU COCTOAHUAMM, TPEBOMKHbLIMM
pacctpoiictBamu, GobuAMM, NCUXOMOTOPHLIM BO3OYKAEHMEM CAMOCTOATENIBHO  MEAMULMHCKUM
paboTHMKOM IM60 MEeANUNHCKMM PabOTHUKOM MO peLleHnto BpayebHoM KoMUccum (B caydae NpUHATUS
pyKoBOAMUTENEM MEAMLMHCKOW OpraHM3aLmu peleHua 0 HeobXoaMMOCTU COrnacoBaHMA NEePBUYHOIO
Ha3Ha4YeHMA TaKMX IEKAPCTBEHHbIX NPenapaToB ¢ BpayebHON Komuccuen).

(n. 32 B pea. Npurkasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

33. lMpK OKasaHUM CKOPON MeAMLMHCKOM NOMOLUM NeKapcTBeHHble npenapaTtbl HasHayakoTcA
MeANUMHCKMM paboTHUMKOM Bble3gHOW 6puragbl CKOPOM MNOMOLLM, MEAUUUHCKMM pPaboTHUKOM
MeANLIMHCKON OpraHn3almm npyu OKasaHWUM MeAMLMHCKOM MOMOLLM rpa)kaaHam npu 3abonesaHuaAx,
HEeCYaCTHbIX CAy4YanXx, TpaBmMax, OTPaBAEHUAX N APYrMX COCTOAHMAX, TPEBYIOLUX CPOYHOIO MeANLIMHCKOro
BMeLlaTebCcTea.

IV. HasHauyeHue 1 BbiNUCbIBaHMUE NEKAPCTBEHHbIX
npenaparos rpakgaHam, UMeloLWKuM NpPaBo Ha 6ecnnaTHoe nonyyeHue
NeKapCTBEHHbIX NpenapaTtoB AU NONyYeHUe NIeKapPCTBEHHbIX
npenapaToB CO CKUAKOWM, B paMKaX OKasaHuaA
MM NepPBUYHON MeAUKO-CaHUTAPHOU NOMOLLM

34. HasHayeHWe 1 BbiNUCbIBaHUE NEKapPCTBEHHbIX NpenapaTtoB rpa*xXgaHam, MMerWwnm npaBo Ha
b6ecnnaTHoe nony4yeHne NeKapCTtBeHHbIX MPeENapaTtoB UKW NonyyvyeHne NIEKapPCTBEHHbIX MPeEnapaTtoB CO
CKMAKOP’I, Npn OKasaHUn mMm I'IepBVI‘-IHo;I MEAMKO-CaHMTapHOﬁ nomouwn ocyulecrsnaeTca megnunHCKMm
pa6OTHMKOM B C/lydaAx TUMUYHOIo TeYyeHunA 3abosieBaHuA nauneHTa ncxoaAa uU3 TAXKECTU U XapaKTepa
3aboneBaHMs cornacHo yTBEPKOEHHBIM B YCTAHOB/ZIEHHOM NopAAKe CTaHOapTam Me,CI,VILI,MHCKOﬁ nomotuin,
B TOM Huchne:

1) oTaenbHbIM KaTeropusm rpakaaH, WUMEKLWMM MpPaBo Ha MNOJyYeHWe [OoCyAapCTBEHHOWM
COUManbHOM nomolm B BUAe Habopa coumanbHbIX YCIYr, B COOTBETCTBMU C MEePEYHEM JIEKAPCTBEHHbIX
npenapaTtoB AAs MegMUMHCKOTO MPUMEHEHMSA, B TOM YWUCAEe JIEKAapPCTBEHHbIX Mpenapatos Agns
MEAMUMHCKOTO MPUMEHEHMS, Ha3HaYaemblX MO pPeleHU0 BpayebHbIX KOMWUCCUI  MeAMUMHCKUX
opraHmMsauni <6>;

(nn. 1 B8 pea. Npukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

<6> PacnopseHue MNpasutenbctea Poccuiickon ®epepaumm ot 30 gekabps 2014 r. N 2782-p "06
YTBEPKAEHUN NEPEYHS HKU3HEHHO HEOBXOAMMbIX W BaXKHENLMX NIeKapCTBEHHbIX npenapaTtos Ha 2015
rog, a Tak:Ke nepeyHei IeKapCTBEHHbIX NPenapaTos 419 MeAUUMHCKOrO NPUMEHEHUA U MUHMMANbHOTO
aCCOPTUMEHTA /IEKAPCTBEHHbIX MPenapaToB, HeobXoAUMbIX ONA OKasaHMA MeAMLMHCKON nomolun”
(CobpaHue 3akoHogaTenbcTBa Poccuiickont Pepepaunm, 2015, N 3, ct. 597).

(cHocka BBegeHa Mpukasom MuHsgpasa Poccmm ot 30.06.2015 N 386H)

2) rpa)kgaHam, CTpadalolMm  3/10KAYecTBEHHbIMM  HOBOODOPA30BaHUSAMM  NUMPONIHON,
KPOBETBOPHOM M POACTBEHHbIX UM TKaHel, remoduanen, Mykosmcumao3om, runodmnsapHbiM HAHU3IMOM,
60ne3Hbto Mowwe, paccesaHHbIM CKNEPO30M, a TaK¥Ke rpaykgaHam nocse TpaHCnAaHTaLMmM opraHoB 1 (1au)
TKaHel, B COOTBETCTBUMU C MepeYHEM LLEHTPaNM30BaHHO 3aKymaemblX 3a cyeT cpeacTs denepanbHOro
6104KeTa IEKapPCTBEHHbIX NPenapaTos, yTeepKaaemMbim MNpasutenbctBom Poccuiickoi ®eaepaunu;



3) rpaxgaHam, MMeKLWMM MPaBo Ha NOJyYEHWE NIEKAPCTBEHHbIX MpenapaToB 6ecnnatHo Mau
nonyyYyeHUe NeKapCcTBEHHbIX MPenapaToB CO CKMAKOM 3a cHeT cpeacTs broarkeToB cybbekTtoB Poccuiickol
depepaunn, B cootseTcTBMM € [lepeyHem rpynn HaceneHMa W KaTeropun 3abonesaHwin, npu
ambynaTopHOM fie4eHUUN KOTOPbIX IEKAPCTBEHHbIE CPEACTBA U U3LENNA MEAMUMHCKOrO HasHauYeHus
OTMNyCKaloTCA MO peuentam Bpaden HecnniatHo, u lNepeyHem rpynn HaceneHusa, nNpu ambynaTtopHom
Jle4eHMN KOTOPbIX JIEKAPCTBEHHbIE CPeacTBa OTNYCKAOTCA NO peuentam Bpayein ¢ 50-npoueHTHOM
CKUAKOM, YyTBEPKAEHHbIMM NocTaHOBNAeHMeM [paButenbcTBa Poccuiickon deaepaunm ot 30 utona 1994
r. N 890 <7>;

(8 pea. Mpukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

<7> CobpaHune 3akoHogaTenbcTBa Poccuiickon Pepgepaumm, 1994, N 15, cr. 1791; 1995, N 29, cT.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, cT. 1724, N 15, c1. 1824; 2000, N 39, cT. 3880; 2002,
N 7, cT. 699.

4) rpa)kpaHam, CTPadatloWMM KU3HEYTPOXKaoWMMN U XPOHUYECKMMM MPOrpeccupyroLmmm
peakumn (opdaHHbIMK) 3a60neBaHUAMM, NPUBOAALLMMWN K COKPALLEHMIO NPOAOCKUTENBHOCTU KU3HK
rpaskaaH u UX MHBaANMAHOCTM <8>,

(nn. 4 BBeaeH MNpukaszom MuH3sapasa Poccum ot 30.06.2015 N 386H)

<8> MocTaHoBneHne lpaButenbctsa Poccuinckon ®Pepepauymm ot 26 anpensa 2012 r. N 403 "O
nopaake segeHus denepanbHOr0 PerncTpa AuL, CTPaALaloWMX KUSHEYTPOXKALWMMUN U XPOHUYECKUMU
nporpeccupyowmmm  pegkumm (opdaHHbIMK) 3aboseBaHMAMK, NPUBOAAWMMM K COKPALLEHUIO
NPOAO/IKUTENIbHOCTM KU3HU rPaxKaaH U UX MHBAaAWAHOCTU, U ero permoHanbHoro cermeHTa" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon Peaepaumm, 2012, N 19, c1. 2428; N 37, c1. 5002).

(cHocka BBegeHa Mpukasom MuHsgpasa Poccmn ot 30.06.2015 N 386H)

35. MpaBo BbINWCbIBaTb PELLENTbI HA NEKAPCTBEHHbIE NpenapaThbl rpaxkaaHam, UMeoLWMM NPaBo Ha
6ecnnaTHoe NnoayvyeHMe NeKapCTBEHHbIX NpenapaTtoB WKW MOJIyYEHUE NeKapPCTBEHHbIX MpenapaToB co
CKUOKOM, TaKKe UMeloT:

1) meanumHcKkue paboTHUKK, paboTatolime B MeAULIMHCKOW OpraHM3aLmMm No COBMeCcTUTeNbCTaY (B
npefenax cBoOe KOMMeTeHUum);

2) MeAMUMHCKME PabOTHMKM CTaLMOHAPHbIX YYPEKAEHUN CcoumanbHOro O0B6CAYXMBAHMA W
MCMNPaBUTENbHbIX YYPEKAEHUIN (HE3aBUCUMO OT BEAOMCTBEHHOW NPUHAANEKHOCTH);

3) meguuUMHCKME PabOTHUKN MeANLMHCKUX OpraHn3aLmid, OKasbiBaloLLMX MeAULMHCKYIO MOMOLLb B
CTaLUMOHapPHbIX YCIOBUAX, B CyYae, NpeayCcMOTPeHHOM NyHKTom 29 HacTosuero MopAaaxKa;

4) mepuuMHCKME PabOTHUMKM MeAMLMHCKUX OPraHM3aumin, OKasblBalOWMUX MEPBUYHYIO MEeAMKO-
CaHMTaApHYIO MNOMOLLb, NOABEAOMCTBEHHbLIX ¢deaepasbHbiIM OpraHaM WCMOJAHUTENbHOW BAACTU WM
opraHam UCNOAHUTENbHOM BacTn cybbekToB Poccuitckon ®epepauymu:

a) rpaxkpaHam, pacxoapl Ha becnnaTHoe neKkapcTBeHHoe obecneyeHme KOTOPbIX B COOTBETCTBUM C
3aKoHoAaTenbcTBom Poccuitckoin Peaepaumm NoKpbIBaOTCA 3a cyeT cpeacTs deaepanbHOro bloaxkera;

6) MHbIM KaTeropmam rpaxaaH, pacxoabl Ha becnnaTHoe NNEKapPCTBEHHOE obecneyeHune KOTOpPbIX B
COOTBETCTBMUN C 3aKOHOAATE/IbCTBOM Poccuitckoit CDe,u,epau,MM NOKPbIBAKOTCA 3a CHET CpeacTB 6I-O,CI,)‘KeTOB
Pa3/TINYHbIX ypOBHEVI n ob6a3aTeNlbHOTo MeaNLMHCKOTO CTPaxoBaHUA;

5) MHAMBUAYaNbHble NpeanpUHMMaTENN, 3aHMMAIOLLMECA YacTHON MeAMULMHCKOM NPaKTUKON U
BK/NIOYEHHble B pPeecTtp MeAMUMHCKMX OpraHu3aluMii, OCYLEeCcTBAAIWNX [AeATeNbHOCTb B cdepe



obasarenbHoro MeanUNHCKOro CTpaxoBaHUA.

36. He ponyckaeTtca BbINMCbIBaHWE peLLENTOB HA JIeKApCTBEHHble npenapaTtbl ANA NevYeHus
rpak4aH, MmerLmnx nNpaBo Ha HecnnaTtHoe NosyvyeHMe NEeKAPCTBEHHbIX NPEnapaToB WM NOayvyeHue
NIEKapCTBEHHbIX MPEMNApPATOB CO CKUOKOW, MEOULMHCKMMKM pPabOTHUKAMKM CaHATOPHO-KYPOPTHbIX
OpraHu3aLnn, MeguULMHCKMMMN PAabBOTHUKAMU MEANUMHCKUX OpraHn3aLMii, OKa3blBaOLWMUX MEeAMLMHCKYHO
NOMOLb CTAUMOHAPHO WAW B YCNOBUAX [AHEBHOro CTalMOHapa, 3a WCKAYEHWEM CAay4as,
npeaycMoTpPeHHOro NyHKTom 29 HactoAawero Mopagka.

37. Mpu BbINUCbIBAaHUK PELLENTOB HA JIeKAaPCTBEHHbIE NPEenapaThl 415 IeYEHUS FPaXKLaH, UMEIOLLMX
npaBo Ha b6ecniaTtHoe nonyYeHWe JIeKAapCTBEHHbIX MNPenapaToB WAW MNOJiyYeHUe JIeKAapPCTBEHHbIX
npenapaToB CO CKMAKOM, yKa3biBaeTcs HoMep TesiedpoHa, Mo KOTOPOMY PabOoTHMK anNTeYHOM opraHM3aumm
npyv HeobXoZMMOCTM MOMKET COr/1acoBaTb C MeSUUMHCKMUM PaboTHMKOM CMHOHMMWUYECKYHO 3aMeHy
NleKapcTBEHHOTro npenapara.

38. Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06(n) peuent
BbIMMCbIBAETCA MEAMUMHCKUM PabOTHMKOM B ABYX 3K3emnaapax, C OAHMM 3K3eMNAAPOM KOTOPOro
naumeHT obpallaetca B anTeuyHylo oOpraHusauuio. BTopoit 3sksemnasp peuenta npuobuiaetca K
MeAMLMHCKOW KapTe naumeHTa.

(n. 38 B pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

39. HapKoTuyeckMe W MCUXOTPOMHble JNeKapCTBEHHble npenapaTbl cnucka Il MepeyHs (3a
WCKOYEeHMEM JIeKAPCTBEHHbIX NPenapaToB B BUAE TPAHCAEPMA/IbHbIX TEPAaNeBTUYECKUX CUCTEM, @ TaKKe
JIEKApCTBEHHbIX MPEenapaTtoB, COAEP)KaLMX HAPKOTMYECKoe CpeAcTBO B COYETAHWM C aHTarOHWCTOM
ONUOUAHbBIX PEeUenTopoB) ANA NeYeHUA T[paXkAaH, MMeKLWMX NpaBo Ha 6ecniaTHoe Nony4YeHue
NIeKapPCTBEHHbIX NPENapaToB UM NONYYEHUA NEKAPCTBEHHbIX MPENAPaTOB CO CKUAKOWM, BbIMUCLIBAOTCA Ha
cneuManbHOM peuenTypHOM 6naHKe Ha HapKOTMYeCcKoe CpPeacTBO M MCUXOTPOMHOE BELLecTBO, K
KOTOPOMY [OMOJIHUTENIbHO BbINWUCHIBAIOTCA pPeLenTbl B ABYX 3K3emnaapax Ha peuenTypHom 6naHke
dopmbi N 148-1/y-04 (n) nunu dopmbl N 148-1/y-06 (n).

(8 pea. Mpukasos MuHsgpasa Poccum ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N
882H)

40. HapKoTUYeCKMe U MNCUXOTPOMHbIe NeKApCTBEHHbIe npenapaTtbl cnucka Il MNepeyHa B BuAe
TPaHCAEPMANbHbIX TEPaneBTUYECKMX CUCTEM, HApPKOTUYECKME JieKapCTBEHHble npenapatbl cnucka i
MNepeyHs, coaepalLime HAPKOTUYECKOE CPEeACTBO B COMETAHUM C aHTAarOHUCTOM ONUOUAHbIX PELLEeNTOPOB,
NMCUXOTPOMHbIE JIeKapCTBEHHble npenapatbl cnucka |l lNepeyHAa, MHble NeKapcTBeHHble CpeacTBa,
nognexaume npegmeTHO-KONMYECTBEHHOMY YYeTy, JIeKapCTBEHHble npenapaTtbl, obnagatowme
aHaboMYecKol aKTMBHOCTbIO, KOMOMHMPOBaHHbIE IeKAaPCTBEHHbIE NpPenapaThbl, YyKasaHHble B MOAMNYHKTE
4 nyHKTa 9 HacToAwero nopaaka, NpefHasHayeHHble ANA NeYeHUA rpakjaH, MMelLWwmx npaso Ha
6ecnnatHoe MoJsiyYyeHue NEeKapCTBEHHbIX NPENapaToB MW MOJyYEeHUE NEKAPCTBEHHbIX MPEnapaTos cCo
CKMAKOW, BbINUCLIBAOTCA Ha peuenTypHom 6naHke N 148-1/y-88, K KOTOpomy AOMNOAHUTENbHO
BbINUCbIBAIOTCA PeLLenTbl B ABYX 3K3eMnaApax Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) vnu
dopmbi N 148-1/y-06 (n).

(8 pea. Mpukasos MuH3sgpasa Poccum ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N
882H)

MpunoxkeHne N 1

K MNopAaaKy Ha3HAYeHMA U BbINUCbIBAHUA
JNIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MwuHucTepcTBa 34paBOOXPaHEHUA



Poccuiickoin Pepepaumm
oT 20 aekabpa 2012 r. N 1175H

NPEAE/IbBHO AONYCTUMOE KOJ/IMMECTBO
OTAE/NIbHbIX HAPKOTUYECKUX U NCUXOTPOIMHbIX JIEKAPCTBEHHbIX
NPENAPATOB A19 BbINMUCbIBAHNA HA OOWH PELLENT

CNM1COK M3MEHSAIOLLMX AOKYMEHTOB
(8 pea. NMpukasa MuHsapasa Poccun o1 31.10.2017 N 882H)

N MeayHapoaHoe HenaTeHToOBaHHoe dopma BbINycKa n Konunyectso
n/n HaWMEeHOBAHWE HAPKOTUYECKOTO U [,031pPOBKaA
NCUXOTPOMHOTO SIEKAPCTBEHHOIO CPEACTBA
1 BynpeHopdunH + HanokcoH TabneTku 60 Tabnetok
cybnmHreanbHble 0,2 mr | (ynakoBKa, KpaTHan
+0,2 mr N 20)
2 BynpeHopduH Pacteop gna 30 amnyn (wnpuu-
nHbekuuin, 0,3 mr/mn 1 TIo6MKOB)
MA
3 bynpeHopduH TpaHcaepMasbHbIi
nAacTblpb
35 mKr/uac 20 nnacTbipei
52,5 mMKr/uac 10 nnacTbipen
70 mKr/uac 5 nnactbipen
4 AurngpokoaeunH Tabnetku
NPOJIOHIMPOBAHHOIO
nencremn
60 mr 40 TabneTokK
90 mr 30 Tabnetok
120 mr 20 TabneTok
5 MopduH PactBop gna 20 amnyn (wnpwuu-
WMHBEKLNIA, pacTBop TIo6UKOB)
ANA NOAKOXKHOro
BBEAEHUSA
10 mr/mn 1 mn
6 OmHoOMNoH Pactsop gna
KoaenH + MopduH + HockanuH + MNanaBepuH | NOAKOXKHOIO BBEAEHMA
+ TebauH 0,72+5,75+2,7+0,36 20 aMnvA
+ 0,05 mr/mn 1 mn ¥
1,44+11,5+5,4+0,72
+0,1 mr/mn 1 mn
7 TpumenepugmH TabneTtkn 25 mr 50 TabneTok




8 TpumenepugmH PacTtBop gns nHbeKumin | 20 amnyn (wWnpuuy-
10 mr/mn 1 mn TIo6MKOB)
20 mr/mn 1 mn
9 MopduH TabneTku (Kancynbl)
NPOJIOHIMPOBAHHOIO
nencremn
10 mr 180 Tabn. (kanc.)
30 mr 60 Tabn. (Kanc.)
60 mr 40 T1abn. (kanc.)
100 mr 20 Tabn. (Kanc.)
200 mr 20 Tabn. (Kanc.)
10 OKcnKoA0H + HanoKcoH TabneTku
NPOJIOHTMPOBAHHOIO
aencreums
5mr+2,5mr 100 TabneTok
10 mr+ 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTtok
11 Mpocuagon TabneTku 3auedHble 20 50 TabneTok
MponnMoHNAPEHUNSTOKCUITUANUNEPUANH mr
12 deHTaHuN TpaHcaepmansbHaa
TepanesTMYeCcKan
cuctema
12,5 mKr/uac 20 nnactbipeit
25 mKr/uac 20 nnacTbipei
50 mKr/yac 10 nnacTbipen
75 mKr/uac 10 nnacTblipei
100 mKr/yac 10 nnacTbipen
13 deHTaHuN TabneTku
noAbA3blYHbIE
0,1 mr, 0,2 mr, 0,3 mr, 50 TabneTok
0,4 mr, 0,6 mr, 0,8 mr
14 ByTopdaHon PacTBOp N5 UHBEKLNI 20 amnyn
2 mr/mn 1 mn
15 HanbyduH PactBOp ANs MHBEKLUI




10 mr/mn 1 mn

20 mr/mn 1 mn

50 amnyn

25 amnyn

16

dbeHobapbuTan

Tabnetku 5 mr, 50 mr,
100 mr

50 TabneToK




PEKOMEHA,0BAHHOE KO/IMYECTBO
OTAENbHbIX JIEKAPCTBEHHbIX MPEMAPATOB /11 BbIMUCbIBAHUA
HA OQMH PELIENT

CnMCOK M3MEHSAIOLLMX LLOKYMEHTOB
(8 pea. Mpukasos MuH3apasa Poccum ot 30.06.2015 N 386H,
o1 21.04.2016 N 254H)

Nn/n| HavmeHoBaHWe NeKapPCTBEHHOrO $opma BbinycKa 1 A03MPOBKaA Konnuectso
npenapara
1. | KoMbUMHMpOBaHHbIE NEeKapCTBEHHbIE Bce nekapctBeHHble GopMbl He 6bonee 0,2 r <*>
npenaparbl, cogepalime KoaeuH
(conu KogenHa)
2. 3denpuHa ruapoxnopug n gpyrue MNMopowokK o6r
conuv adenpuHa
3. TeodenpuH, TeodeapuH-H, Heo- Tabnetku 30 Tabn.
TeodenpuH
4, ConytaH Pacteop 50 mn, 30 mn 1 ¢onakoH
5. Cna3moBepasnruH, Tabnetku 50 Tabn.
CnasmosepanrnH-Heo
6. Opyrve KOMO6MHMPOBAHHbIE Bce nekapctBeHHble Gpopmbl 1 ynaKkoBKa

MpunoxkeHne N 2

K NopaaKy Ha3HayeHuA 1 BbINUCbIBAHUA
JIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MwuH3gpasa Poccmm

ot 20 pekabpa 2012 r. N 1175H



NleKapcTBeHHbIe Npenaparbl,
coaepskalume adeapuHa
rMapoxaA0pua U noaaexalime
npeAMeTHO-KO/IMYeCTBEHHOMY

yyety
7. | KombunHMpoBaHHbIE NEKAPCTBEHHbIE Bce nekapctBeHHble GopMbl 1 ynakoBka
npenaparbl, coaepalime
ncesgoadenpuHa rmapoxaopua u
noasaexawme npesmeTHO-
KOINYEeCTBEHHOMY y4yeTy
8. KnoHngmH Tabnetku 0,075 mr; 0,15 mr 1 ynaKkoBKa
Pactsop ana nHbekunin 0,1 mr/mn 1 ynakoBka
Kanawu rnasHbie 0,125%, 0,25%, 5 TIobUK-KanenbHuUL,
0,5% pactsop
9. JNlekapcTBeHHble npenapaThbl, Bce nekapcTBeHHble GpopMbl (3a 1 ynakoBka
obnapatowme aHabonnyeckom NCKAtOYEHNEM NNEeKapCTBEHHbIX
AKTMBHOCTbIO (B COOTBETCTBUM C bopm ANA HAPYHKHOTO NPUMEHEHMUSA
OCHOBHbIM $papPMaKONOrMYECKUM - reNi1, Kpembl, Masu)
aencremem)
(n. 9 B pea. Npukasa MuHsapasa Poccun oT 21.04.2016 N 254H)
10. | KombuHMpoBaHHbIE IEKAapPCTBEHHbIE Bce nekapctBeHHble Gpopmbl 1 ynaKkoBkKa
npenapartbl, cogepalime
dbeHnAnNponaHoNamMmH U
noanexawme npegmeTHO-
KO/INYeCTBEHHOMY y4yeTy
11. |YTtpatun cuay. - Npukas MuHsgpasa Poccum ot 30.06.2015 N 386H




12.

BeHsobapbuTtan

Tabnetku 50 mr, 100 mr 1 ynaKkoBkKa

13.

MpumnaoH

Tabnetkun 125 mr, 250 mr 1 ynakoBKa

<*> I'IpM BbIMUCbIBAHUN N OTNYCKE NEKAPCTBEHHOIO Npenaparta, coaep*alwero cCoaim KogenHa, npon3sognTcAa nepecyeT Ha KogenH OCHOBaHUE.

CokpalteHue
aa
ac.acid.
amp.
ag.

aq. destill.

A0NYCTUMBIE K UCNOJZIb3OBAHUIO PELLENTYPHbIE COKPALLLEHUA

MonHoe HanucaHue
ana
acidum
ampulla
aqua

aqua destillata

MNepeBog
no, NOpPOBHY
KMcnoTa
amnyna
BOAa

ANCTUNNNPOBaAaHHAA BOAa

MpunnoxkeHme N 3

K NMopAaaKy Ha3Ha4YeHMA M BbINUCbIBAHUA
NIeKapCTBEHHbIX NPENapaTos,
YTBEPKAEHHOMY NPUKa3oM
MwuH3apasa Poccuu

oT 20 gekabpa 2012 r. N 1175H

Cnpaso4Ho



but.

comp., cps

D.

D.S.

D.t.d.

Dil.

div.in p.aeq.

extr.
f.
qtt.
inf.
in amp.
in tabl.
lin.
lig.
m. pil.
M.

N.

butyrum
compositus (a, um)
Da (Detur, Dentur)
Da, Signa
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes aequales
extractum
fiat (fiant)
qutta, guttae
infusum
in ampullis
in tab(u)lettis
linimentum
liquor
massa pilularum
Misce, Misceatur

numero

macno (Teepgoe)
CNOKHbIN

Bblgai (nycTb BblAaHo, NycTb byaeT
BblAaHO)

Bbiaai, 0603Haub
MycTtb OyAeT BblAaHO, 0603HAYEHO

Bblgai (MycTb byayT BblAaHbl) TakMe
003bl

pa3BeaeHHbIl
pa3genv Ha paBHble YacTu
SKCTPAKT, BbITAXKKA
MycTb 06pasyeTca (obpasytoTca)
Kanns, Kanam
HacTomn
B amnysax
B TabneTKax
KUAKaA Masb
KMAKOCTb
nUAIbHas Macca
Cmewwan (MycTb Byaet cmelwaHo)

Yncaom



ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.
Rp.
Rep.

rhiz.

sem.

simpl.
sir.
sol.

supp.

tabl.

oleum

pasta

pilula
partes aequales

praecipitatus

pulvis

guantum satis

radix
Recipe
Repete, Repetatur
rhizoma

Signa, Signetur

semen
simplex
sirupus
solutio

suppositorium

tab(u)letta

macno (xuakoe)
nacra
nunona
paBHble Yactu

OcakaeHHbll

MopowokK

CKo/IbKO NoTpebyeTcs, CKONbKO
Hago

KOpeHb
Bo3bmu
MosTopwu (MycTb 6yaeT NOBTOPEHO)
KOpHeBULLE

0O603Haub (MycTtb 6yaeT
0603Ha4eHo)

cems

npocTom
cupon

pactsop
cBeva

Tabnetka



t-ra, tinct. tinctura HacTolKa
ung. unguentum Masb

vitr. vitrum CK/IIHKA



MpunokeHue N 2
K NpuKasy MunHsgpasa Poccmmn
oT 20 aekabpa 2012 r. N 1175H

Cn1COK M3MEHSAIOLWMX LOKYMEHTOB
(8 pea. Mpukasos MuH3apasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

PELIENTYPHbIN BNAHK

CrNMCOK M3MEHALWMX AOKYMEHTOB
(B pea. Mpukasa MuHsgpasa Poccun ot 30.06.2015 N 386H)

MI/IHI/ICTepCTBO 30PaBOOXPaHEHNMA

Poccurickon demepaumnn Kon ¢opmer mo OKYI 3108805
MeOMUMHCKAS IOOKYyMEHTAalMUs

HauMmeHOBaHMeE (mTaMII) dopma N 148-1/y-88

MeIMUMHCKOM OpTaHM3alumn YTBepxIeHa IpMKa30M

MyHMCTepCTBa 3IOPaBOOXpPaHEeHUS
Poccumickom Odenmepaumum
or 20 mekabps 2012 . N 1175H

= 1000~ 00000

PELENT

(maTa BBIOMUCKU peueHTa)

(B3pOCIBEIL, IOEeTCKUM — HYXHOE IMNOIUYEPKHYTH)

®.M.0. naumeHTa

(moJIHOCTHBIO)
BospacrTt
Anpec WM HOMEP MEIMIMHCKOM KapTH [alMeHTa, [IoJiydalleI'o MeOMUMHCKYI I1OMOllb
B aMOyJIaTOPHHEX YCJIOBUSAX

®.M.0. Jjeuamero Bpaua

(MOJIHOCTRIO)

[logpnmce M JMYHasA IedaThb
Jledalmero Bpauda M.II.



PeuenT mevcTBUTEJIEH B TeueHue 15 nHen

PELIENTYPHbIN BNAHK <*>

CHMCOKM3MeHHKMuMXAOKyM6HTOB

(8 pea. Mpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

MUHMCTEPCTBO 3IOPaBOOXPaHEHUA Kon ¢opmer nmo OKVY]
Poccumickom Odenmepauum Kon yupexnenmusa no OKIIO
MemoMuMHCKasa IOOKyMEeHTalMsA
HamMmeHOBaHMe (mTaMIl) dopma N 107-1/y
MeOMLMHCKOM OpraHM3aluumn YTBepXxIeHa IPMKa30M

MyHMCTepCTBa 3IOPaBOOXpPaHEeHUd
Poccumickon denmepauum
or 20 mekabps 2012 . N 1175H

PELEIT
(B3pOCIBIL, IOEeTCKUM — HYXHOE INOIOUYEPKHYTH)
" " 20 I‘.

®.M.0. maumeHTa

BospacT

®.M.0. Jjeyamero Bpaua

o}
<
o
=
0
ju]
P!
o}

[lognmce ¥ JIMUHAasA IIedaThb

Jieuamero Bpada

PeuenTt pemcrBUTeJIeH B TeueHme 60 mHem, 1 Toma ( )

(HEHYXHOEe BaYEepKHYThb) (yKazaTh KOJIMUECTBO MECSIEB)

<*> - AnAa peuenTypHbIX 61aHKOB, U3rOTOBAAEMbIX M NOMIHOCTbIO 3aMO/IHAEMbIX C UCNO/Ib30BaHNEM
KOMMNbIOTEPHbIX TEXHOIOMMI, BBOAATCA AOMNOHUTE/IbHbIE PEKBU3UTLI (HOMEp 1 (MaK) cepua) n mecTo ana

HaHeCeHUA WTpux-Koaa.






MMHMCTEPCTBO 3OPaBOOXPAHEHUS
Poccurickoy denmepauum

Tamn
Kon

MeOUUMHCKOM OpraHmM3aumnm

PELLENTYPHbIN B/IAHK

Cn1COK N3MEHAIOLLMX AOKYMEHTOB
(8 pea. Mpukasos MuH3apasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

YTBEPXIEHA

nprukKas3oM MUMHMCTEpPCTBa 3IPaBOOXPaHEeHUI
Poccumickon demepauum

or 20 nmexabps 2012 r.

N 1175u

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Koa Koa MCTOUYHUK % onnaTbl: Ko neKapctBeHHOro
KaTeropum | HO30/10rM4YeCcKom ¢dMHaHCMpoBaHWA: (nogyepKHyTb) cpeacTsa (3anosHAeTcA B
rpaxkgaH | ¢opmbl (no MKB- (noauepKHyTL) anTeyHoM opraHu3aumnn)
10)
1. depepanbHbiii 1. becnnaTHoO
2. CybbekT Poccuiickon | 2. 50%
depepaunm
S|S|S|L|L|L L | 3. MyHMumMnanbHbI
PELEIT Cepus N IaTa BBIIMCKMA: 20 m.
®.1M.0. maumeHTa JaTa poxneHuAa




CHUNC

N nonuca
obasatenbHoro
MeANLMUHCKOro
CTpaxoBaHuA:

HoMep MeIOMUMHCKOM KapTH maumMeHTa, [oJiyuvawnlero MeOULMHCKYIIO IOMOIIb
aMOyJIaTOPHEIX YCJIOBUAX

®./1.0. Jjevamero Bpada

(kom Jeuamero Bpauda)
[lognmuce M JMYHaAS [IedaTh JledaumeI'o Bpauda M.II.

PelenT memcTBUTeJIeH B TeueHue 15 mHem, 30 nguent, 90 nHen
(HEHYXHOE BaUYepKHYTb)

—————————— (3anosiHAETCA CHeuMajMCTOM alTeUHOM OpraHM3auumM) ——-——————-=

OTnyuweHo no peuenty: Toprosoe HaMMeHOBaHWE M A03MPOBKa:

Oata otnycka: " " 20 . Konunuectso:




Mpurotosun:

MNposepun: OTnyctun:

(nnHKg

OTpbIBaA)

KopeLllok peuentypHoro 6aaHKka

HavmeHoBaHue NEKapPCTBEHHOrO nNpenapara:

Jo3unposka:

Cnocob npumeHeHus:

MpoAoNKNUTENBHOCTb AHen
Konunuyectso npnemos B AeHb: pa3
Ha 1 npuem: en.




PELLENTYPHbIN BNIAHK

Cn1COK U3MEHSAIOLWMX LLOKYMEHTOB
(8 pea. NMpukasos MuH3apasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

MMHMCTEPCTBO 30PaBOOXPaHEHUs
Poccunickom denmepauum MECTO IJid HTPUX-KOIA
YTBEPXIEHA
nprKas3oM MMHMCTEpPCTBa 3IPaBOOXPaHEHMSI
Poccunckon demepalum
MemMumMHCKasa opraHmM3almusa or 20 gmexabpsa 2012 r. N 1175u

MTamn
Kon OI'PH

Komn dopmer mo OKYI 3108805

dopma N 148-1/y-06 (i)

Kon Kono VICTOUYHMK OQUHAHCU- % omylaTe U3 |Penent
KaTeropuM Ha30JIOI'MUECKON POBaAHUSA: MCTOUHMKA OeICTBUTe—
TpaxnaH bopMeL 1) denepanbHB OIXET |MHAHCUPOBA— [JIEH B Teue-
(mo MKB-10) 2) OBomxeT cybbekTa HMA : HUEe
Poccunickon Pemepaumm |1) 100% 15 mHen,
3) MYHMLMUIIAJIbHEBIM 2) 50% 30 muemn,
OmxeT (HyxHOe nomn-|90 mHem
(HyXHOE TMOOUEPKHYTH) UEPKHYTH) (HyXHOE
IoOYepK—
HYThH)
PELEIT Cepusa N oT
®.1.0.
naumMeHTa
HaTa CHUIJIC
POXIEeHUS

N nmosmca o06g3aTeJIbHOTO
MeOMLVHCKOTO
CTpaxOBaHUA

HoMep MeOMUMHCKOMV KapTh MalueHTa, noJiyyamnmero MeIOULMHCKYIO IOMOIIL B
aMOyJIaTOPHEIX YCJIOBUSAX

®.M.0. Jjeuamero Bpaua

Kon meuamero Bpaua
BrmmcaHo: (BanojHaeTCsH CIeumajinCToOM alnTeuHoOn
opraHmu3almun)
OTnyumeHoO IO pPelenTy:




Rp: IaTa oTnycka
Kon mexapCTBEHHOTI'O

npenapara
D.t.d. ToproBoe HaMMEHOBAaHME
HosupoBka
KonmmuecTBO enmHMI]
Signa KommuecTBO
[loopnuce Jedamero Bpaua Ha ofmyin cyMmmy
M JMuYHasg IIedaThb JiedaleTro Bpauda
M.II
——————————————————————————— (JIMHMA OTPEIBA) —————————————————————————
Kopewoxk PEIEITA Cepusa N oT
Cnocofb NpMMeHEeHUA:
[IPOOOIXUTEIILHOCTD nHem HamMeHOBaHME JIeKApPCTBEHHOTO
KonmmuecTBO MNpMeMOB B IOEHb: pas npenapara:
Ha 1 npuewm: en. Jo3MpoBKa :
MpunoxkeHne N 3
K NpuKasy MunHsgpasa Poccmuun
oT 20 aekabps 2012 r. N 1175H
noPAAOK
O®POPMJIEHUA PELLENTYPHbLIX B/IAHKOB HA IEKAPCTBEHHbDIE NPENAPATbI,
MX YYETA U XPAHEHUA

Cnu1CoK U3MEHAIOLWMX JOKYMEHTOB
(B pea. Mpukasos MuH3sgpasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

I. OdopmneHune peuenTypHbiX 61aHKOB

1. Ha peuentypHbIx 61aHKax ¢opmbl N 107-1/y, He umelowmux Homep u (Uan) cepuio, Mecto Ans
HaHeceHusa wWTpux-Koaa, N 148-1/y-88, N 148-1/y-04(n) n N 148-1/y-06(n) B neBom BepxHem yray
NPOCTaBAAETCA WTaMN MeAMLMHCKOM OpraHM3aumMm C yKasaHMEM ee HAMMEHOBaHUA, agpeca u TenedoHa.

JononHuTenbHO Ha peuentypHbix 6naHkax popmbl N 107-1/y, umetowmx Homep u (nam) cepwmio,
MeCTO ANA HaHeceHuA WTpux-Koaa, N 148-1/y-04(n) n N 148-1/y-06(n) npoctaBnaeTca Koa MeaULUHCKON
opraHusauum.

Cepusa peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BKAKOYAET Kop,
cybbekta Poccuitckoit depepauumu, COOTBETCTBYHOWMK ABYM nepBbiM uudpam Ob6Lepoccuinckoro
KnaccuduKkaTopa 06EKTOB aAMUHUCTPATUBHO-TeppUTOpUanbHoro aeneHuma (OKATO).

2. Ha peuentypHbix 61aHKax, odOPMAAEMbIX WHAMBMAYANbHbIMW MNpPeanpPUHUMATENAMMU,
UMEIOWUMM INLEH3NIO Ha MEAMUMHCKYIO AeATeNbHOCTb, B BEepPXHEM JIeBOM Yray Tunorpadpckum
cnocobom MAM NyTem NPOCTaBAeHMA WTamna AoaXeH 6biTb YyKasaH agpec MHAMBUAYASbHOrO
npeanpuHMmaTens, HoOmMep M AaTa JMUEH3UW, HaMMEHOBaHWEe oOpraHa rocyAapCTBEHHOW BAacTy,
BblAABLUErO IMLEH3MIO.



(8 pea. Mpukasa MuH3apasa Poccum ot 21.04.2016 N 254H)

3. PeuentypHble 6naHKM ¢dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) 3anonHsioTca
MeANLMHCKMM PpaboTHMKOM pPa3bopumBO, YETKO, YePHUAAMM UAN LUAPUKOBOM PYUKOIA.
(8 pea. Mpukasa MuH3apasa Poccum ot 21.04.2016 N 254H)

4. lonycKaetca odopmeHue:

1) Bcex peKBM3UTOB peLenTypHbIX 6a1aHKoB dopmbl N 107-1/y, umetowmx Homep u (nau) cepwmio,
MeCTO ANA HaHeceHus WTpuxKkoaa, U dopmbl N 148-1/y-06(n) ¢ MCNoNb3oBaHMEM KOMMNbIOTEPHbIX
TeXHONOrUM;

2) Bcex peKBM3UTOB (3a UCKAOUYeHMEM peKBu3uTa "Moanuchk feyalero Bpaya") peuenTypHbIX
6naHkos ¢popmbl N 148-1/y-88 n popmbl N 107-1/y (He nmetolmx Homep U (MaKn) cepuio, Mecto Ans
HaHeceHMA WTPMXKOAa) C UCNONb30BaHNEM NEYaTatoLLIMX YCTPOMCTB.

(n. 4 B pea. Npukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

5. OdopmneHne peuentypHbix 6aaHkos dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06 (n)
BK/tOYaeT B cebs undposoe KoamposaHue.

Lindposoe KoampoBaHMe yYKa3aHHbIX peLenTypHbiX 61aHKOB BKItOYaeT B cebs:

1) Ko4 MeAMLMHCKOW oOpraHusaumm B coOTBeTCTBUM C OCHOBHbIM FOCYAapPCTBEHHbIM
pernctpaunoHHbim Homepom (OFPH), npocTaBasemblit Npu U3roTOBEHUN peLLenTypHbIX 6/1aHKOB;

2) Kop, KaTeropuu rpaxkaaH (SSS), umerowmx NpaBo Ha NOJyYeHUe NeKapCTBEHHbIX NpenapaTos B
COOTBETCTBUM CO cTaTbel 6.1 PeaepasibHOro 3akoHa ot 17 nona 1999 r. N 178-$3 "O rocygapcTBeHHOM
coumanbHol nomouwm" <1>, u Koa Hosonormyeckon popmsi (LLLLL) no MKB-10, 3anonHAemble fevalimm
BPaAYOM NyTeM 3aHECEHUA KaXKA0M UM pPbI B MYCTble AYENKKU, MPU STOM TOYKa NPOCTaBAAETCA B OTAE/IbHOM
AYenkKe;

<1> CobpaHune 3akoHogaTenbcTBa Poccuitckon Pegepaumm, 1999, N 29, ct. 3699; 2004, N 35, cT.
3607.

3) oTmeTKa 06 MCTOYHMKe dUHaHcupoBaHuA (peaepanbHbit Grogxker [1], GroarKeT cybbeKTa
Poccuickoii depepaumm [2], myHMumnanbHbii 6toaxkeT [3]) u npoueHTe onnatebl peuenTa (becnnaTHo [1],
50% [2]), ocyuwiecTBnAeman MeanLUHCKUM PaboTHUKOM;

4) Kog, MeaMUMHCKOro paboTHMKa YKasblBaeTcd MeAUMUMHCKMM PaboTHMKOM B COOTBETCTBUM C
YCTaHOBNAEHHbIM OpraHOM UCNOJIHUTE/IbHOM BN1acTM cybbekTa Poccuiickon Peaepaumm B 061acTn oxXpaHbl
3[,0pOBbA Tpark4aH MNepeyHem KOAOB MEAMUMHCKUX PabOTHWMKOB, MMEIWMX MPaBO HA BbIMWUCKY
JIeKapCTBEHHbIX MpenapaTos;

5) Koa, nekapcTBeHHOro npenapaTa, NPOCTaBASEMbI B anTeYHON opraHusauuu MNpu OTMNyCKe
NIeKapCTBEHHbIX NPenapaToB, BbIMMCAaHHbIX Ha peuenTypHbIX 61aHKax dopmbl N 148-1/y-04(n) n dopmbl
N 148-1/y-06(n).

6. B peuentypHbix 6naHKax dopmbl N 148-1/y-88, N 107-1/y, dopmbi N 148-1/y-04(n) n popmbl N
148-1/y-06(n) (ganee - peuentypHble 6aaHkKn) B rpadax "®.U.0. naupeHTa" yKasblBalOTCA MNOHOCTHIO
dbammnuna, Ma 1 0TYEeCTBO (MPU HANNYMKM) NALMEHTA.

(8 pea. Mpukasa MuH3apasa Poccun ot 21.04.2016 N 254H)

7. B peuenTypHbix 6naHKkax ¢opmbl N 148-1/y-88 u dopmbl N 107-1/y B rpade "Bospact"
YKa3blBAeTCA KOIMYECTBO NO/HbIX NET NaLUMeHTa, a 410 AeTel B Bo3pacTe A0 1 roga - KoIMYecTBo NoJHbIX



MecALEes.
(8 pea. Mpukasa MuH3apasa Poccun ot 21.04.2016 N 254H)

B peuentypHbix 6aaHKax ¢dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B rpade "Oata
poxAaeHuA" yKasblBaeTca AaTa POXKAEeHUA naumeHTa (YMcno, mecau, roa).

8. B peuentypHbIx 61aHKax popmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) 8 rpadax "CHUNC" n
"N nonmca 06f3aTeNbHOr0  MEAMLMHCKOrO CTPaxoBaHWMA"  yKasbiBalOTCS  CTPaAxoBOW  Homep
WHAMBMAYANbHOMO INLEBOro CYeTa rparkgaHnHa B lNeHcnoHHom doHae Poccuiickont deaepauymm (CHUC)
(npv HannMuMM) 1 Homep noanca 06sa3aTesIbHOr0 MeANLMHCKOTO CTPaxoBaHMA.
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

9. B peuenTypHbIx 6naHkax dopmbl N 148-1/y-88 B rpade "Aapec nam Homep meguULMHCKOM KapTbl
naumneHTa, NOMyYaloLWero MeguLMHCKY0 MOMOLLb B aMbBynaTopHbIX YCA0BUAX" yKa3biBaeTCA MNOJHbIA
MOYTOBbLIA agpec MecTa KUTenbCTBa (mecTa npebbiBaHUA MANM MecTa (GaKTUYECKOro MPOXMBaAHMA)
naumeHTa WAM HOMEpP MeAMLUMHCKOW KapTbl MauMeHTa, NO/yYyalowero MeAMLMHCKYI0 MOoMOLWb B
ambyNaTopPHbIX YCNOBUAX <2>.

(8 pea. Mpukasa MuH3apasa Poccun ot 21.04.2016 N 254H)

<2> MpuKa3z MuHuUcTepcTBa 3apaBooxpaHeHna Poccminckon ®egepaumm ot 15 gekabps 2014 r. N
834H "O6 yTBEPHKAEHUN YHUOUUMPOBAHHbLIX GOPM MEAULMHCKON OOKYMEHTALMWU, MUCMONb3YEMbIX B
MEANUMHCKMX OPraHM3aumAX, OKasblBalOWMX MeAMLMHCKYI0 NOMOLb B aMOy/NaTOPHbIX YCAOBUAX, U
NopAAKOB NO MX 3aN0NHEHMIO" (3aperncTpnposaH MMHUCTEPCTBOM tocTULMK Poccuiickoi ®eaepaumm 20
AHBaps 2015 r., pernctpaumoHHbii N 36160).
(cHocka BBegeHa Mpukasom MuHsgpasa Poccmm ot 30.06.2015 N 386H)

B peuentypHbix 6naHKkax ¢popmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) 8 rpade "Homep
MeAMLMHCKOW KapTbl MauMeHTa, NOMyYaloWero MeauMLUMHCKYIO NMOMOLb B ambynaTopHbIX ycnosuax"
YKa3blBaeTCcA HOMEpP MEAMUMHCKOM KapTbl MaumeHTa, MoAyYyalowero MeAMUMHCKYHO MOMOLb B
ambynaTopHbIX YCNOBUAX.

(n. 9 B pea. Npukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

10. B rpade "®.N.0. nevauwero Bpaya" peuenTypHbix 61aHKOB YKa3bIBatOTCA NONHOCTbIO damunus,
MUMS, 0TY4ECTBO (MPY HaNUYUKN) MEANLMHCKOTO PabOTHMKA, UMEOLLLEro NpaBo Ha3HaYeHWUs U BbINUCbIBAHUS
JIeKapCTBEHHbIX NPenapaTos.
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

11. B rpade "Rp" peuenTypHbIX 6/1aHKOB YKa3blBaeTcs:

1) Ha JNlaTMHCKOM A3blKE HaMMEHOBaHWE JIeKAPCTBEHHOro npenapata (mexKayHapogHoe
HenaTeHTOBaHHOE WU rPYNNUPOBOYHOE, NIMBO TOProBoe), ero A403UPOBKa, KOMYECTBO;
(8 pea. Mpukasa MuH3apasa Poccum ot 21.04.2016 N 254H)

2) Ha PYCCKOM MAN PYCCKOM W HaLMOHaNbHOM f3blKax CMocob MpUMEHEeHMs NieKapCTBEHHOrO
npenapara.

12. 3anpeuiaeTtca orpaHNYMBaATLCA 0OLWMMUM YKa3aHUAMMK, Hanpumep, "BHyTpeHHee", "U3BecTHO".

PaspeluatoTcs TOIbKO MPUHSATbIE MPaBUAAaMKU COKpalLleHWss 0603HAYeHWUn; TBepable U Cbinyyune
dapmaueBTMUECKME cybCcTaHUMM BbiNUcbiBatoTca B rpammax (0,001; 0,5; 1,0), *Kugkue - B MUAANANTPAX,
rPammax 1 Kannsx.

13. Peuenr, BbIMMCAHHbIN Ha peuenTtypHoOm 6J'IaHKe, noanncbiBaeTcA mMeanunHCKUM pa6OTHVIKOM n
3aBepAeTca ero JINYHOW NeyvaTbto.



[JononHUTeNbHO peLenT, BbINUCaHHbIA Ha peuenTypHom 6aaHke popmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) n dopmbl N 148-1/y-06(n), 3aBepseTca neyaTbldo MeAULMHCKOW opraHusaumm "Ons
peuenTos".

14. Ha oaHom peuentypHom 6aaHke popmbl N 148-1/y-88, popmbl N 148-1/y-04(n) n popmbl N 148-
1/y-06(n) pa3pelsaerca BbINUCbIBATb TONbKO 04HO HaMMEHOBaHWe IeKapCTBEHHOro Npenaparta; Ha 0AHOM
peuentypHom 6naHke popmbl N 107-1/y - He 6onee Tpex HaMMEHOBaHUI IeKapCTBEHHbIX NpenapaTos.

15. cnpaeneHus B peLenTe, BbINMCAaHHOM Ha peuenTypHOM 6/1aHKe, He Z4onycKaloTca.

16. CpoK geicTBMA peLenTa, BbINMMCAaHHOTO Ha peuentypHom 6naHke popmbl N 148-1/y-88 (15
AHel), dopmbl N 107-1/y (60 aHelr, oo 1 roga), dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) (15
AHel, 30 gHei, 90 aHel) yKasbiBaeTCA NyTeEM 3a4ePKMBAHUA UAN NOAYEPKMUBAHMA.

(8 pea. Mpukasos MuH3apasa Poccum ot 30.06.2015 N 386H, o1 21.04.2016 N 254H)

17. Ha obopoTHOi cTOpoHe peuentypHoro 6naHka d¢opmbl N 107-1/y (3a ucKaoyeHuem
peuenTypHoro 6n1aHKa, NMOMIHOCTbIO 3aMOJIHAEMOro C MCMO/Ib30BAHMEM KOMMbIOTEPHbIX TEXHONOMMNM),
peuentypHoro 6naHka ¢opmbl N 148-1/y-88 n dopmbi N 148-1/y-06(n) nevataetca Tabanua cnegytouiero
cogeprkaHua:

Mpurotosun Mposepun OTnyctun

18. Mpu BbINWCKe NIEKAPCTBEHHOrO Mpenaparta no peweHuto BpadyebHo Komuccum Ha obopoTe
peuentypHoro 6naHka dopmbl N 107-1/y, popmbl N 148-1/y-88, popmbl N 148-1/y-04(n) n dopmbl N 148-
1/y-06(n) ctaButca cneuuanbHas oTMeTKa (LTamn).

(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

19. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BHU3Y UmeeTca
JIMHUA OTPbIBA, Pa3aenAowasn peLenTypHbI 61aHK U KOPeLOoK.

KopelwoKk oT peuenTta, BbIMMCAHHOrO Ha YKa3aHHOM peLenTypHOM 6/1aHKe, BblAaeTca NauueHTy
(nvuy, ero npeacTtaBnalowemy) B anTeyHOM OpraHM3aumMM, Ha KOpelwkKe Jenaetcd OTMeTKa o
HaMMeHOBaHUKM /IeKapCTBEHHOro npenaparta, A03UMPOBKe, KoaudyecTse, cnocobe MpMMEHEHUA, M OH
ocTaeTcA y naumeHTa (Anua, ero NnpeacTaBaAAoLLErO).

20. OdopmneHne creunanbHOro peuenTypHoro 671aHKa Ha HapKOTUYECcKoe Cpeactso U
NCUXOTPOMHOE BELLLECTBO OCYLLECTBAAETCA B COOTBETCTBMM C MPMKA3oM MUHUCTEPCTBA 34paBOOXPaHEHUS
Poccuitckoit depepaummn ot 1 asrycta 2012 r. N 54H "O6 ytBepxaeHun Gpopmbl 6AaHKOB peLenTos,
CoAeprKalMX Ha3HAYEeHWEe HapPKOTUYECKUX CpeacTB WAWM  MCUXOTPOMHbIX BELLecTs, MopsAfAKa WX
W3roToBAEHWA, pacnpeaeneHns, PerncTpaLmm, y4eta u XxpaHeHus, a TakKe npasua opopmaeHuna".

Il. YueT peuenTypHbix 61aHKOB

21. YyeT peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wn N 148-1/y-04(n),
M3rotasanBaemMblx Tunorpapckum cnocobom (Lanee - peuentypHble 6AaHKWM, Nognexawme ydery),
OCYLLECTBNAETCA B }KypHanax yyeta, NPOHYMepOBaHHbIX, MPOLUHYPOBAHHbIX U CKPEMneHHbIX NOANUCHIO
pyKoBOAMTENA W  MeyaTbio MEeAMUMHCKOM OopraHuMsaumm  WMAM  NOAMUCHI0  UHAMBUAYANbHOIO
npeanpuHUMaTeNs, UMEIOLLETO TULEH3UIO Ha MEANLIMHCKYIO AeATeNbHOCTb.

22. ypHan yyeTa pelenTtypHbix 61aHKoB dopmbl N 107-1/y coaeput cheayrolime rpadbi:

1) Homep no Nopsaaky;



2) B pasgene "Mpuxon":

a) AaTa pernctpaumm NPUXoaHOro AOKYMEHTa;

6) HoMep 1 AaTa NPUXOAHOIo AOKYMEHTa, Ha3BaHMe NOCTaBLLMKa;
B8) obliiee KoNMYeCTBO NOCTYNUBLLIUX PeLLenTYPHbIX 61aHKOB;

I') ®.1N.0. u noanncb OTBETCTBEHHOINO MeaAULMHCKOTo paﬁoTHVIKa, nonyymseLllero peuentypHblie
61aHKM OT NOoCTaBLWWKa,;

3) B pasgene "Pacxopg":

a) AaTa BblAauM peuenTypHbIX 61aHKOB;

6) KONMYECTBO BblAaHHbIX PeLenTypHbIX 61aHKOB;

8) ®.1.0. 0TBETCTBEHHOrO MeAMLMHCKOro paboTHMKa, NONYUYMBLUErO peLenTypHble 61aHKuy;
r) noanNncb OTBETCTBEHHOIO MeANLMHCKOro paboTHMKaA, MONYYMBLLETO PeLLenTypHble BAaHKK;

4) ®.1.0. n noanucb OTBETCTBEHHOrO MEAMULMHCKOro pPaboTHWMKA, BblAaBLIEro peuenTypHble
61aHKu;

5) ocTaTok peuenTtypHbiX 61aHKOB.

23. XypHan ydyeTa peuenTypHbix 6naHKoB dopm N 148-1/y-88 m N 148-1/y-04(n) copepskut
cnegytowme rpadobl:

1) Homep No NopsaaKy;

2) B pa3gene "Mpuxon":

a) AaTta pernctpaumm NPMXo4HOro AOKYMEHTa;

6) Homep 1 gaTa NPMXOAHOro AOKYMEHTA, Ha3BaHMEe NOCTaBLLNKa;
B) 06LLee KoNMYecTBO NOCTYNMBLUMX PELENTYPHbIX 61aHKOB;

r) cepuv n Homepa peLenTypHbIX 61aHKOB;

[) KoNMyecTBo peLenTypHbIX 61aHKOB Mo cepuam;

n) ®.1.0. n noAnUCb OTBETCTBEHHOrO MeAMUMHCKOro paboTHWKA, MOYYMBLUErO PeuenTypHble
671aHKKN OT NOCTABLUMKA;

3) B pasgene "Pacxog":

a) AaTa BblAauM peuenTypHbIX 61aHKOB;

6) cepun M Homepa BblAAHHbIX PeLLenTYPHbIX 61aHKOB;

B) KOIMYECTBO BblAaHHbIX peLenTypHbIX 6/1aHKOB;

r) ®.1.0. 0TBETCTBEHHOIO MeANLMHCKOro paboTHNKA, MOMYUNBLLErO peLenTypHble BaaHKu;
) nognNUcb OTBETCTBEHHOIO MeANLMHCKOro paboTHUKA, NONYUYMBLLErO peLenTypHble 6aaHKu;

4) ©.M.0. 1 noanNucb OTBETCTBEHHOrO0 MeAWUMHCKOro paboTHMKa, BblAaBLUIEro peuenTypHble



61aHKK;
5) ocTaToK peuenTypHbiXx 61aHKOB.

24. YuyeT cneumanbHbIX peuenTypHbIX 6/aHKOB Ha HapKOTUYECKOe CPeACTBO WM MCUXOTPOMHOE
BELLECTBO OCYLLECTBAAETCA B COOTBETCTBUM C NpUKasom MUHMCTEPCTBA 34paBoOXpaHeHna Poccuiickoi
depepaunn ot 1 asrycta 2012 r. N 54H "O6 ytBepxaeHUn bopmbl GNaHKOB PELLENTOB, COAEPKaLLMX
Ha3HayeHMe HapPKOTMYECKUX CPeACTB WAWM MCUXOTPOMHbIX BELLeCTB, MopAAKa WX M3roTOB/EHUSA,
pacnpeaeneHus, perncTpaLmm, y4eTa u XxpaHeHwus, a Takxke npasua opopmaeHnsa”.

lll. XpaHeHue peuenTypHbiX 61aHKOB

25. B Kawgon MeAMUMHCKOW oOpraHM3auMm NpPUKasoM pPyKoBoauTena HasHadaeTcs /uuo,
OTBETCTBEHHOE 3a XpaHeHMe U y4eT BCex BUA0B peLenTypHbiX 61aHKOB.

26. PeuenTypHble 61aHKK, NogaexKalime yyeTy, XpaHATCA OTBETCTBEHHbLIM /IMLLOM, Ha3HAYE€HHbIM
pyKoBOAMUTENEM MEAMULMHCKOM OpraHusaumun, noj 3aMKOM B MeTaninyeckom LwKady (cerde) unu
METa/IINYECKOM fALLMKE.

27. UHaMBUAYanbHbIM NPeAnpPUHUMATENb, UMEIOLNIN IULLEH3UIO HA MEAULIMHCKYIO AeATeIbHOCTb,
XPaHUT peLenTypHble 61aHKK, NoaneKaline yyeTy, nos 3aMKOM B MeTanndeckom LiKkady (cende) nam
METaIINYECKOM fALLMKE.

28. MoCTOAHHO AEeWCTBYIOLLAA KOMUCCUA, CO3a4aBaeMas B MeAULMHCKOW opraHusaumm, nposepaeT
COCTOsIHME XpaHeHuAa, ydyeTa, GaKTUUYECKoe HanuuMe U pacxoh peuenTypHbiX 61aHKOB, Moafexkallumx
yyeTy, OAWH pa3 B KBapTa.

B cnyyae HecOBMaAEeHWA KHWMKHOTO OCTaTKa peuenTypHbix 6/1aHKOB, nogjesKawux ydyety, C
baKTUYECKMM HanuuMem fMUO, OTBETCTBEHHOE 3a XpaHeHWe W yyeT peuenTypHbIXx 61aHKoB, HeceTt
OTBETCTBEHHOCTb, MPeAyCMOTPEHHYIO 3aKoHoAaTeNbCTBOM Poccuiickoin dPegepaumm.

29. PeuentypHble 61aHKK, NoanesKalime yyeTy, BblAaTCA MeAULUHCKUM paboTHUKaM, MMEOLLUM
NpaBo BbINMUCbIBAHWUA PELENTOB, MO PACNOPAMKEHUIO FaBHOMO BpaYva MAKU ero 3amectTuTensa.

Mony4yeHHble peLenTypHble 6aHKK, NoANeNKalme yueTy, XpaHATCA MeAULMHCKUMM PaboTHUKaMK
B MOMeLLeHMAX, 06eCcrneynBatoLLLMX NX COXPAaHHOCTb.

30. XpaHeHue cneumnanbHbIX peuenTypHbIX 61aHKOB Ha HAPKOTUYECKOE CPeaCTBO M NCUXOTPOMHOE
BELLECTBO M Bblaya YKa3aHHbIX peuenTypHbIX 61aHKOB MeANLMHCKOMY PabOTHUKY OCYLLECTBAAETCA B
COOTBETCTBUM C NPUKa3om MUHMCTepCTBA 34paBooxpaHeHns Poccuiickont ®eaepaumm ot 1 aBrycrta 2012
r. N 541 "O6 ytBepxaeHun ¢opmbl 6/1aHKOB PELLENTOB, coAepXKallMX Ha3HayeHMe HapPKOTUYECKMX
CPEACTB UM MCUXOTPONMHbIX BELLECTB, NOPALKA UX U3rOTOBIEHUS, pacnpeaenieHuns, pernctpaumm, yyeTa u
XpaHeHus, a TaKxe npasun opopmaeHma".




