[JokyMmeHT npegoctasneH KoHcynbTaHTIoC

3apeructpuposaHo B MuHiocte Poccmm 25 nioHa 2013 r. N 28883

MWHUCTEPCTBO 34PABOOXPAHEHWA POCCUANCKOM ®ELEPALIUN

MNPUKA3
ot 20 aekabpa 2012 r. N 1175H

Ob YTBEPXKAEHUU MNOPAAKA
HA3HAYEHUA U BbINMUCbIBAHUA NTEKAPCTBEHHbIX MPEMAPATOB, A TAKXKE
®OPM PELENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbDIE MNPEMAPATDI,
NOPAAKA OPOPMJIEHMNA YKA3SAHHbIX B/IAHKOB, UX YYETA
N XPAHEHUA

CNMCOK U3MEHAILWMNX AOKYMEHTOB
(8 pea. Mpukasos MuH3sgpasa Poccum o1 02.12.2013 N 886H,
o1 30.06.2015 N 386H, o1 21.04.2016 N 254H, o1 31.10.2017 N 882H)

B cooTBeTcTBMM € NyHKTOM 16 yactm 2 ctaTbm 14 depepanbHoOro 3akoHa ot 21 Hosbps 2011 r. N
323-®3 "O6 ocHoBax OxpaHbl 340p0oBbA rpasxkgaH B Pocculickolr ®depepaunn” (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®epepaunmmn, 2011, N 48, ct. 6724; 2012, N 26, cT. 3442, 3446) n
nyHKTOM 5.2.179 TlonoxKeHms o MuHUcTepcTBE 34paBooxpaHeHua Poccuiickonn  depepaunu,
yTBEPKAEHHOrO nocTaHoBaeHnem lMpasBuTtenbctBa Poccuiickon ®epepaunn ot 19 mioHsa 2012 r. N 608
(CobpaHune 3akoHogaTenbcTBa Poccuinckont depepaumm, 2012, N 26, cT. 3526), nprKasbiBato:

1. YTBEpauThb:

NopAAOK Ha3HAYEeHWUA M BbINUCbIBAHUA JIEKAaPCTBEHHbIX NPENapaToB COrNacHo npunoxeHuo N 1;
bopMmbl peLenTypHbIx 61aHKOB COrNacHo npuaoxexHuto N 2;

nopAaoK odopmaeHUA peLenTypHbIX 61aHKOB, MX y4eTa U XpaHEHMA COrnacHo npunoxkeHuto N 3.

2. Hactoawmi npukas sctynaet B cuay ¢ 1 nonsa 2013 roaa.

MuHucTp
B.M.CKBOPLIOBA

MpunoxkeHne N 1
K npukasy MuH3gpasa Poccumn
oT 20 gekabpa 2012 r. N 1175H

NnorPAAOK HASHAYEHUA U BbINMNCbIBAHUA NEKAPCTBEHHbIX NMPEMNAPATOB

CnMCOK M3MEHAIOLWMX SOKYMEHTOB
(8 pea. Mpukasos MuH3apasa Poccum o1 02.12.2013 N 886H,
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o1 30.06.2015 N 386H, o1 21.04.2016 N 254H, o1 31.10.2017 N 882H)

l. O6wme nonoxKeHus

1. HactoAwmii NopAaaoOK peryiMpyer BOMPOCbl Ha3HaYeHMA W BbIMUCbIBAHUA NE€KapPCTBEHHbIX
npenapaTtoB nNpM OKasaHUU MEAMUMHCKOW MNOMOWM B MEAULUMHCKMX OpraHM3auuax, MUHbIX
OpraHu3aLnax, OCyLLLECTBAAOWNX MEANLMHCKYIO NOMOLLb, U UHANBUAYANbHLIMU NPeAnPUHUMATENAMN,
OCYLLECTBASOWMMU MEANLMNHCKYIO AeATeNbHOCTb (ganee - MeauUnHCKas opraHumsaumsa). <1>

<1> CtaTtbs 2 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N 323-d3 "O6 ocHOBax OxpaHbl
34,0p0BbA rpaxagaH B Poccuiickonn degepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuitickon deaepaumm,
2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHayeHWe n BbINUCbIBaHWE NIEKAPCTBEHHbIX NPENapaToOB OCYLLECTBAAETCA NeYaLLUM BPAYOM,
denbawepom, aKyepKon B C/ydae BO3NOMKEHMA HA HMX MONHOMOYMI fleYyallero Bpaya B Nopsaake,
YCTaHOBNEHHOM NpMKaszom MUHUCTEPCTBA 34PaBOOXPAHEHUA U COLMANbHOIO pa3BuUTUA Poccuiickoi
depepauum ot 23 maprta 2012 r. N 252H "O6 yTtBepxaeHun MNopsaka Bo3oXKeHMA Ha denballepa,
aKyLIepKy pyKoBOAMUTENEM MEAWMUMHCKOW OpraHuMsaumn npu OpraHM3auMM OKasaHuA NepBUYHOM
MeANKO-CAaHUTAPHON NOMOLLUM U CKOPOM MeAULMHCKOW NMOMOLLM OTAENbHbIX GYHKLMIA fevallero Bpaya
no HeMocpeACcTBEHHOMY OKa3aHUI0 MeULMHCKOM NOMOLLM NaLuMeHTy B nepuoa HabatofeHna 3a HUM U
ero JieyeHusa, B TOM 4YMCae MO Ha3HAYEeHMUI0 U MPUMEHEHUIO NIeKAapPCTBEHHbIX MPEenapaToB, BK/OYasn
HAPKOTUYECKME  NIEKAapCTBEHHble NpenapaTtbl W MCUXOTPOMHble  NIEKAapPCTBEHHble  npenapatbl”
(3apernctpuposaH MuHucTepcTtBoM toctuumm  Poccuinckont dPepepauymm 28 anpena 2012 .,
pernctpaumoHHbii N 23971), wHAMBMAYANbHbIMM  MPEANPUHMMATENAMM,  OCYLLECTBAAOLLMMMU
MeANUMHCKYIO AeATeNbHOCTb (fanee - MeANUNHCKME PabOTHUKM).

3. MeguuMHCKMe pPabOoOTHWKM BbINMUCLIBAIOT PELLENTbl Ha JIEKApPCTBEHHbIE MnpenapaTbl 3a CBOEWM
noAnNucbIo.
(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

HasHayeHMe © BbINUCbIBAHME NEeKapCTBEHHbIX MNpenapatoB ocywecTesnaeTcd MeaguuUunHCKMm
pa6OTHVIKOM no mexagyHapogHomy HenatTeHToBaHHOMY HAWMMEHOBAHUKO, a NpPU €ero OoTCyTCTBUUN -
rpynnnpoBoYyHOMY HaMMeEHOBAHWUIO. B cnydyae OTCyTCTBMA MeXOYyHApPOoAHOro HenateHToOBaHHOIo
HaMMeHOBaHMA W TpynnMPoOBOYHOIoO HaAMMEHOBAHMA JNEKAPCTBEHHOrIO Mnpenapara, I'IeKapCTBeHHbIﬁ
npenapart Ha3dHa4aeTCcA U BbINMUCbIBAETCA MeANLNHCKUM pa6OTHMKOM Nno TOProBomy HameHOBaHUIO.

Mpn HanuMM MeAMUMHCKUX MOKa3aHWM (MHAMBMAYaANbHAA HENEePeHOCUMMOCTb, MO KU3HEHHbIM
NMoKasaHMAM) NO peLleHno BpavyebHOM KOMMCCUM MeAMUMHCKOW OpraHM3auMm OcCyLecTBAAETCA
Ha3HayeHMe U BbINMUCbIBAaHWE JIEKAPCTBEHHbIX NPenapaTos: He BXOAALWMX B CTaHOAPTbl MeOULIMHCKON
NMOMOLLM; MO TOProBbIM HAMMEHOBAHMAM. PelleHne BpauebHOM KOMUCCUN MeLMLMHCKOM OpraHu3aumm
bUKcMpyeTcs B MeULIMHCKUX AOKYMEHTaX MNaLMEHTa U XKypHane BpavebHOM KoMmUccuu.

(8 pea. Mpukasa MuH3sapasa Poccmum o1 02.12.2013 N 886H)

MepguunHckmne pa6OTHMKVI OCywWiecTBnAKT Ha3Ha4YeHne WU BbIMUCbIBAHUE JIEKAPCTBEHHbIX
npenapartos, nognexawnx Wwn3rotoBaeHNO WM OTNYCKY anTe4HbiMn OpraHn3aumamu (,a,anee -
NeKapcCTBeHHble npenapatbl UHANMBWNAYA/IbHOIO M3FOTOB}'IEHMF|).

3.1. HasHayeHWe /eKapCTBEHHbIX MNpenapaToB MNpPM OKa3aHUMM MeOULMHCKON MOMOLWN B
CTAUMOHAPHbIX YCIOBUAX U UX BbINMUCbIBAaHWE B TPeOOBAHUAX-HAKNA4HbIX B COOTBETCTBMM C MHCTPYKLUMENR
O nopsaaKe BbIMUCbIBAaHWUA JIEKAPCTBEHHbIX MpenapaTtoB U 0OpPMIEHUSA peuenToB U TpeboBaHWM-
HaKNafHbIX, YTBEPKAEHHON NpMKasoM MWHUCTepPCTBA 34pPaBOOXPAHEHMA M COLMANBHOIO Pa3BUTUA
Poccuiickonn depepaumm ot 12 despana 2007 r. N 110 "O nopsake HasHaYeHMA U BbIMUCbIBAHUSA
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JIeKapCTBEHHbIX NPEnapaTos, U34e M MeAULMHCKOrO Ha3HauYeHUs U Cneuuanm3npoBaHHbIX NPOAYKTOB
neyebHoro nutaHma"  <1.1>, ocylWwecTBASeTCA MO  MeXAYyHapoAHOMY  HenaTeHTOBaHHOMY,
rPYNnMpPoOBOYHOMY UM TOPFrOBOMY HaMMEHOBaHMUIO.

(n. 3.1 B pea. Mpukasa MuH3gpasa Poccun ot 21.04.2016 N 254H)

<1.1> 3apeructpupoBaH MuHuctepctBom toctuumm Poccuiickon ®epepaunn 27 anpena 2007 r.,
perncTpaumoHHblin - N 9364, ¢ U3MEHEHUsAMM, BHECEHHbIMWM  NpuKasamum  MuHUCTepCTBa
3/1paBOOXPAaHEHUA U coumanbHOro passuTusa Poccuiickoit ®epepaummn ot 27 asrycta 2007 r. N 560
(3apeructpuposaH MuHuUcTepcTBOM tOCTULMKM  Poccuiickoh depepaumm 14 ceHtabps 2007 r.,
perucTpaumoHHbii N 10133), ot 25 ceHTabpsa 2009 r. N 794H (3aperucTpupoBaH MUHUCTEPCTBOM
tocTuumm Poccuiickoit degepaumm 25 Hoabpa 2009 r., pernctpaumoHHbii N 15317), ot 20 sHBaps 2011 .
N 13H (3apeructpupoBaH MuHUCTEPCTBOM tocTMUuMKM Poccuiickoli Pepepauum 15 mapra 2011 r.,
perucTpaumoHHbin N 20103), npukazamm MuHUCTepcTBa 3apaBooxpaHeHmsa Poccuitickon deaepaunm ot
1 aBrycta 2012 r. N 54H (3apeructpupoBaH MwuHKUcTepcTBOM tocTUumMKM Poccuitickonn ®eapepauumn 15
asrycta 2012 r., peructpaumoHHbii N 25190), ot 26 ¢eBpana 2013 r. N 94H (3aperucTpupoBaH
MuHucTepcTBOM tocTUumMm Poccninickoint eaepaumn 25 niora 2013 r., pernctpaumoHHbii N 28881).
(cHocka BBeaeHa Mpukazom Munsgpasa Poccum oT 21.04.2016 N 254H)

4. PeuenT, BbIMMCAHHbIA C HAPYLIEHMEM YCTAaHOBJ/IEHHbIX HacToAWwmMm MopagKkom TpeboBaHWM,
CYMTAETCS HeLelCTBUTENbHbIM.

5. CBegeHMa O Ha3HAYE€HHOM, M BbIMMCAHHOM NeKapCTBeHHOM npenaparte (HaVIMeHOBaHVIe
NNeKapCTBEHHOro npenapara, pa3oBaa A03a, cnocob u KPaTHOCTb npnema mnnu eeeaeHuaA, 41MTenbHOCTb
KypcCa, 0boCHOBaHWE HasHayeHusn NNEKapCTBEHHOIO npenapaTa) YKa3blBakOTCA B MeAVILI,VIHCKOf;I Kapte
nayneHTa.

Peuent Ha J'IeKapCTBeHHbIl\/‘I npenapart BbinNMUCbiIBaeTcA Ha WMA NaunmeHTa, AnAa KOToporo
npegHasHa4yeH I'IEKapCTBeHHbIﬁ npenapar.

PeuenTt Ha J'IeKapCTBeHHbIﬁ npenapat MmoXxXeT 6bITb nonyyeH naunMeHTom Uanm ero 3aKOHHbIM
npeacraBuTeNnem <2>. PakT Bblaa4yn peuenTa Ha HEKapCTBEHHbIﬁ npenapaTt 3aKOHHOMY npeacTaBUTeNto
d)VIKCVIpyeTCﬂ 3aMncCbio B MeAMLI,MHCKOﬁ KapTe nayneHTa.

<2> B oTHOWEHUM NMLa, YKa3aHHOro B Yactn 2 ctatbn 20 deaepanbHOro 3akoHa ot 21 HosA6ps
2011 r. N 323-®3 "Ob6 ocHOBax OxpaHbl 340p0BbsA rpaxaaH B Poccuickon Pepepaumnmn" (CobpaHue
3aKoHopaTtenbcTBa Poccuiickoint Pepepaunm, 2011, N 48, c1. 6724; 2012, N 26, c1. 3442, 3446; 2013, N
27, c1. 3459, 3477; N 30, ct. 4038; N 39, cT. 4883; N 48, cT. 6165; N 52, cT. 6951; 2014, N 23, cT. 2930; N
30, c1. 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, c1. 2018; N 27, c1. 3951; N 29 (4actb 1), cT. 4339, 4397, 4356, 4359).
(cHocKa B pea. Mpukasa MuH3sapasa Poccmm ot 30.06.2015 N 386H)

6. 3anpeLLaeTca BbINMCbIBATb PeLEenTbl Ha IEKaPCTBEHHbIE NpenapaThbl:
6.1. MEAULMHCKMM pabOTHUKaM:
npu OTCYTCTBUN MEAMUUMHCKUX NOKa3aHWU;

Ha J/leKapCTBEHHble MpenapaTbl, He 3aperncTpMpoBaHHble Ha Tepputopum Poccuiickoi
depepauum;

Ha NeKapCTBEHHbIe NpenapaTtbl, KOTOpPble B COOTBETCTBUU C MHCTPYKLI,MGVI no megnumnHcKomy
NPUMEHEHUIO NCMOJIb3YHOTCA TOJIbKO B MeANUNHCKUX OPraHU3aLnAax;
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Ha HApKOTMYeCcKMe CcpeacTBa WM MCUXOTPOMHbIE BelecTBa, BHeCeHHble B cnucoK Il lMepeyHa
HApPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELWECTB M MX MPEKYPCOPOB, MOAJENKALMX KOHTPO/O B
Poccuiickoin Pepepaunu, yTBEPKAEHHOIO NnoctaHoBaeHMem MpaBuTenbcTBa Poccunitckon Pepgepaunm ot
30 moHA 1998 r. N 681 <3> (panee - MepeyeHb), 3aperuCTPUPOBAHHbIE B KAauecTBe /NIeKapCTBEHHbIX
npenaparos., B LeAAX NPUMEHEHMA ANA NeYEHUA HAPKOMAHUU;

(8 pea. Npukasa MuH3sapasa Poccun o1 31.10.2017 N 882H)

<3> CobpaHue 3aKkoHoaaTenbcTBa Poccuiickon depepaunm, 1998, N 27, cr. 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, cT. 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, c1. 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, cT1. 2400, N 22, cT. 2864, N 37, cT. 5002, N 48, cT. 6686,
N 49, cT. 6861.

6.2. VHOMBUAYANbHbIMU npeanpuHMMaTENAMMU, OCYLLECTBAAIOLWNMMU MEeANLMHCKYIO
0eATeNbHOCTb, HA HAapKOTMYEeCKUe cpeacTBa M MCUXOTPOMHbIe BelLecTBa, BHECEHHble B cnncku Il m il
MepeyHs (ganee - HApPKOTMYECKME M MNCUXOTPOMHbIE JIEKApPCTBEHHbIE npenapatbl cnuckos Il u I
MepeuHs).

(n. 6.2 B pea. Mpukasa MuH3sgpasa Poccuu ot 30.06.2015 N 386H)

KoHcynbTaHTlAOC: NpumeyaHue.
B oduumanbHOM TeKCTe AOKYMEHTa, BUAMMO, AOMyLeHa oneyaTka: dopma peuentypHoro 61aHKa
nmeet Homep N 107-1/y, a He N 107-1/1.

7. PeuenTbl Ha NeKapcTBEHHbIE NpenapaTbl BbINWUCbIBAOTCA Ha PeLEenTypHbIX 6aaHKax no ¢opmam
N 148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n) u N 107-1/1, yTBep:KAeHHbIM HaCTOALLMM MPUKA3OM.

8. HapkoTuuyeckMe M MNCUXOTPOMHblE NeKapCTBEHHble npenapatbl cnucka Il MepeuyHsa (panee -
HAPKOTUYECKME W MCUXOTPOMHbIE NEKApPCTBEHHblE MpenapaTbl cnucka |l MNepeyHa), 3a UCKAOYEHMEM
NIEKapCTBEHHbIX NPENapaToB B BMAE TPaAHCAEPMANbHbIX TePaneBTUYECKUX CUCTEM W NIEKAPCTBEHHbIX
npenapaToB, COAEPKALLMX HAPKOTUUECKOE CPeacTBO B COYETAaHMM C QHTArOHUCTOM OMMOWAHbIX
peLLenTopoB, BbINUCLIBAOTCA Ha CneunasbHOM peuenTypHom 6naHke no ¢opme, yTBEPKAEHHOM
npuKkasom MuHucTepcTBa 3apaBooxpaHeHuns Poccuitckolt Pepepaumnm ot 1 asrycrta 2012 r. N 541 "06
yTBepxaeHnn ¢opmbl H61aHKOB peLenToB, COAEPKALMX HAa3HAYEeHME HapPKOTUYECKMX CPEeAcTB WM
NMCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBAEHMUA, PacnpeseneHuns, PerucTpaumnn, yyeta u XxpaHeHus,
a TaKkxe npasun opopmnerHnn” (3apernctpmpoBaH MuHUCTEPCTBOM tOCTMLMK Poccuiickolt Pepepaumm
15 aBrycrta 2012 r., peructpaymoHHbin N 25190).

(8 pea. MpukasoB MuH3sgpasa Poccmm ot 30.06.2015 N 386H, o1 31.10.2017 N 882H)

9. PeuenTypHbiit 6naHK popmbl N 148-1/y-88 npeaHasHayeH A4 BbINUCbIBAHUA:

1) HAapPKOTUYECKUX WM MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaTtoB chnucka Il MepeyHa B Buae
TpaHCAepPMasIbHbIX TepaneBTUYECKUX CUCTEeM, HAPKOTUYECKUX NIEeKAapCTBEHHbIX NpenapaTosB cnucka Il
MepeuHa, coaepXawWwmMx HAPKOTUYECKOe CpeacTBO B COYETaHUMM C  aHTAroOHUCTOM  OMMOMUAHbIX
peuenTopoB, MNCUXOTPOMHbLIX BELECTB, BHECEHHbIX B cnucoK Il TepeyHa, 3aperncTtpupoBaHHbIX B
YCTaHOBNIEHHOM MOpPA4KE B KayecTBe JIEKAPCTBEHHbIX MNpenapaToB (ganee - MNCUXOTPOMHbIE
NleKapcTBeHHble npenapaTbl cnucka |l MepeyHs);

(8 pea. Npukasos MuH3sapasa Poccmm ot 30.06.2015 N 386H, o1 31.10.2017 N 882H)

2) MHbIX NIeKapCTBEHHbIX MpPenapaToB, Moajexalmx MnpeamMmeTHO-KOINMYEeCTBEHHOMY Yy4eTy (3a
WCKNOYEHWEM NNEKAPCTBEHHbIX NPENapPaToB, OTNyCKaeMbix 6e3 peuenTa);
(8 pea. Mpukasa MuH3sapasa Poccum ot 30.06.2015 N 386H)
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3) nekapcTBeHHbIX NpenapaTos, 061agalolWmMx aHaboMUeCKoN aKTUBHOCTbIO (B COOTBETCTBMM C
OCHOBHbIM papMaKONOTMYECKUM AENCTBUEM);
(8 pea. Mpukasa MuH3gpasa Poccum ot 30.06.2015 N 386H)

4) nekapCTBEHHbIX MPENapaToB, YKa3aHHbIX B MyHKTe 5 Mopsaaka OTnycKka GpU3MYECKUM nuLam
JIeKapCcTBEHHbIX NpenapaTtos Aad MeAULMHCKOro NPUMEHEHNA, COAEPMHKALLMX KPOME MabIX KOANYECTB
HAPKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB M WX MPEKypcopoB Apyrne dapmaKoiormyeckue
aKTMBHblE BELLECTBA, YTBEPXKAEHHOrO npuKasom MUHUCTEPCTBA 34paBOOXpaHeHUs Poccminckoit
depepauum ot 17 maa 2012 r. N 562H (3apernctpuposaH MUHUCTEPCTBOM OCTULUN Poccuinckoit
depepaumnm 1 nioHa 2012 r., perucTpaumnoHHbiii N 24438);

5) nexkapcTBeHHbIX NpenapaToB WHAVBUAYA/bLHOIO W3rOTOBJEHMUSA, COAEPMHKALUMX HAPKOTUYECKOE
CpPencTBO MM NCUXOTPONHOE BelecTBO cnuncka Il MepeyHs, n gpyrme papmakosornyeckme akTMBHble
BellecTBa B [fJ03e, He MPEeBbIWAOWENA BbICWYH pPa3oBYylD A[03y, W NpU  YCAO0BUMM, 4YTO 3TOT
KOMOMHWMPOBAHHbIN JIEKAPCTBEHHDbIM MpenapaT He ABAAETCA HaPKOTUYECKMM WAWM MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapaTtom cnucka Il MNepeyHs.

10. PeuentypHble 6naHkum ¢opm N 148-1/y-04 (n), N 148-1/y-06 (n) npeaHasHadyeHbl A48
BbINUCbIBAHWA NEKAPCTBEHHbIX MPEnapaToB rpaxgaHam, MMeloLWMM NpaBo Ha becnnaTHoe nosyyeHue
NNeKapCTBEHHbIX NPenapaToB WaK NoydyeHne JeKapCTBEHHbIX NPenapaToB CO CKUAKOM.

11. PeuentypHbii 61aHK opmbl N 107-1/y npeaHasHavyeH A5 BbINUCbIBAHWA:

JIeKapCTBEHHbIX MpPenapaToB, YKas3aHHbIX B NyHKTe 4 [lopaaka oTnycka ¢M3MYECKUM nuuam
JIeKapCTBEHHbIX MPENapaToB AAA MeAUUMHCKOrO NPUMEHEHUSA, COAEPKALLNX, KPOME MAbIX KONNYECTB
HAPKOTUYECKUX CpeacTB, NCUXOTPOMHbLIX BELLECTB M WX NPEKypcopoB, Apyrve dapmaKkosiormyeckue
aKTMBHblE BELLECTBA, YTBEPXKAEHHOro npuKasom MUHUCTEPCTBA 34paBOOXpaHeHUss Poccuinickoi
depepauunm ot 17 maa 2012 r. N 562H;

MHbIX N€KAaPCTBEHHbIX NPENapaToB, HE YKAa3aHHbIX B NMYHKTax 8 - 10 HacToALWero I'Iopﬂ,a,Ha.

12. |_|pl/1 BbINMNCbIBaHUN peuenTa Ha ﬂEKapCTBEHHbIVI npenapat MHAMBNAyanbHOro U3rotoBaeHUA
HaMMEHOBAHNA HAPKOTUYHECKUX N NCUXOTPOMNHBbIX IEKAPCTBEHHbLIX MPENAPATOB CNMUCKOB vl I'IepeqHﬂ,
WUHbIX JZIEKAPCTBEHHbIX MNpenapaTtoB, nognexawux npeameTtHO-KOIMYeCTBEHHOMY YYeTy, nNUuyTtca B
Ha4yajsie peuenTa, 3aTemM - BCE OCTaJ/ibHble UHIpeaANEHTbI.

13. Mpw BbINWCbIBAaHMM peLenTa 3anpeLwaeTca NpeBblwaTh NpeaesbHO A0NYCTUMOE KOANYEeCTBO
JIeKapCTBEHHOTO npenapaTa 1A BbIMUCbIBAHUA Ha OAWH peuenT, ycTaHoBAeHHoe npunoxeHnem N 1 k
HacToAawemy MopAaKy, 3a UCKAKOYEHNEM C/Ty4an, YKasaHHOro B NyHKTax 15 un 23 HacToAwero MopAaaka.

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

He pekomeHayeTcAa npeBblwaTb PpEKOMEHA0BAHHOE KOMMYECTBO JIEKapCTBEHHOrO npenaparta AnA
BbIMWUCbIBAHWA Ha OAWMH peLenT, ycTaHoB/ieHHoe npuaoxeHnem N 2 K HactoAwemy [MopAagKy, 3a
WCKNOYEHMEM C/TyHaeB, YKa3aHHbIX B NyHKTax 15, 22 un 23 HacToAwero MopAasaka.

(8 pea. Mpukasa MuH3sapasa Poccmm ot 30.06.2015 N 386H)

14. Mpu BbINMCbIBAHUM HAPKOTUYECKMUX M NCUXOTPOMHbIX NEKAPCTBEHHbIX NPenapaTos Cnm1ckos |l n
[Il MepeyHA, WHbIX NEKAPCTBEHHbLIX MPENapaToB, NoA/EKalWmx NPeaMETHO-KOIMYECTBEHHOMY Y4eTy,
[103a KOTOPbIX NPEBbILLAET BbICWIMIA OAHOKPATHbIN NpUem, MegULMHCKMIN PabOoTHMK NULWET 403y 3TOro
npenapaTta NPOMMUCLIO U CTaBUT BOCKANLATE/IbHbIN 3HaK.

15. KonnyectBo BbINMUCbIBAEMbIX HAapPKOTUYECKMUX U NCUXOTPOMHbIX NEeKAPCTBEHHbIX MpenapaTos
cnnckos Il wm Il TlepeyHA, WHbIX NEKAPCTBEHHbIX MNpenapaTos, Mo4seXKawux npeameTHo-
KO/IMYECTBEHHOMY Y4YeTy, MPU OKa3aHMWU MNauueHTaMm, HYXAQAIWMMCA B AJUTENbHOM JIeYeHUu,
NepBUYHON MeAWMKO-CaHUTAPHON MOMOLLM M NANNMATUBHON MELMLMHCKOM NOMOLUM MOXKET ObiTb
yBENIMYEHO He 6onee yem B 2 pasa MO CPABHEHWUIO C MNPesenbHO AOMNYCTUMbIM  KOANMYECTBOM
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JleKapCcTBEHHbIX NpenapaTos A4 BbINUCbIBAHMA HA OAMH peuenT, ycTaHoB/eHHoe npuaoxeHnem N 1 K
HacToAwemy [lopAaaKy, WAM pPEeKOMEHAOBaHHbIM KOJAMYECTBOM JIEKapCTBEHHbIX MNpenapaTtos AnAd
BbINUCbIBAaHMA Ha OAMH peLenT, ycTaHoBAeHHoe npuaoxeHnem N 2 K HacToAawemy Mopaaky.

(8 pea. Mpukasa MuH3gpasa Poccum ot 30.06.2015 N 386H)

B cnyyasx, npeaycmoTpeHHbIX ab3auem nepBbiM HACTOALWEro NyHKTa, Ha peuenTax NpousBoguTcs
Hagnuce "Mo cneuyanbHOMY HasHa4YeHU", OTAEeNbHO CKpenjeHHaa noAMNMUCbI0 MeaULUUHCKOro
paboTHMKA U NeYyaTblo MeAULMHCKOM opraHusaummn "Ana peuentos”.

(ab3au, BBeaeH Mpukasom MuH3sapasa Poccum ot 30.06.2015 N 386H)

16. CoctaB KOMOWHWPOBAHHOIO JIEKAPCTBEHHOrO Mpenapata, obo03HauyeHWe JIeKapCTBEHHOM
dopmbl 1 0bpaLLeHne MeanLMHCKOro paboTHMKA K papmaL,eBTMYeCKOMY PaboTHMKY 06 M3roTOBAEHUM U
OTNYyCKe IEKapCTBEHHOTO NpenapaTa BbINMUCbIBAOTCA HA JIATUHCKOM A3bIKE.

JonycTrmble K UCMONBb30BaHUIO peLLenTypHble COKpalleHUa npeaycmoTpeHsbl npunoxkeHmem N 3 K
HacToAwemy Mopaaky.

He ponyckaeTca coKkpaleHve 6AM3KMX MO HAaMMEHOBAHWAM MWHIPEAMEHTOB, COCTaBAAIOLWMX
JIeKapCTBEHHbIV MpenapaT, He MO3BO/AIWMX YCTAaHOBUTb, KaKOW MMEHHO JIeKapCTBEHHbIN npenapat
BbIMWCaH.

17. Cnocob npumeHeHMA IeKapCcTBEHHOro nNpenapaTa 0603HaYaeTca ¢ yKasaHMeM [03bl, YacToTbl,
BpEMeHM Nnpuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) U €ro AJUTENbHOCTU, a ANA NIeKAapPCTBEHHbIX
npenapaTos, B3aMMOAENCTBYIOLWMX C NULLEN, - BpeMeHUN UX ynoTpebaeHna OTHOCUTENbHO NpUema NULLM
(mo enpbl, BO Bpems eapl, nocne eabl).

18. Mpu HEOb6XOAMMOCTM HEMEZJEHHOIO MW CPOYHOrO OTMYCKa JIeKapCTBEHHOro npenaparta
naumeHTy B BEPXHEW 4acTu peuenTta npocTaBaawTca obosHayeHus "cito" (cpouyHo) wmaum “statim"
(HemepgnenHo).

19. an BbINMNCbIBaHUN peuenTa Ha HEKapCTBEHHbIﬁ npenapat MHAMBnAyanabHOro U3rotoBaeHUA
KO/IM4EeCTBO XKNOKUX (I)apMaLl,eBTM‘-IeCKMX Cy6CTaHLI,Mﬁ YKa3blBaeTCA B MWIJIUINTPAX, FTPaMMax WUIn
KannaAax, a 0OCTa/ibHbIX d)apMaLI,eBTMLIECKMX Cy6CTaHLI,VII7I - B rpammax.

20. PeuenTbl, BbiNUCaHHble Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, AelcTBUTENbHbI B
TeyeHue 15 AHel co AHA BbINUCbIBAHUSA.
(n. 20 B pepq. MNpukasa MunHsgpasa Poccuu ot 30.06.2015 N 386H)

21. PeuenTbl Ha IeKapCcTBEHHbIE MpenapaThbl, BbIMMCAHHbIE HA peuenTypHbiXx 6aaHkax ¢opmbl N
148-1/y-04 (n) n dopmbi N 148-1/y-06 (n), AelicTBUTENbHbI B TedeHne 30 AHel co AHA BbINUCbIBAHMA.
(8 pea. Mpukasa MuHsapasa Poccun ot 30.06.2015 N 386H)

PeuenTbl Ha NeKapcTBeHHble NpenapaTbl, BbiMMCaHHbIE Ha PeLenTypHbIX 6aaHKkax ¢dopmbl N 148-
1/y-04 (n) n dopmbl N 148-1/y-06 (n), rpaxkaaHam, AOCTUrLMM NEHCMOHHOrO BO3pacTa, MHBaAMAAM
nepBoi rpynnbl, AeTAM-MHBAZAMAAM, a TaKXe rpaxaaHam, CTpajaloWwmm  XPOHUYECKMMMU
3aboneBaHMAMMU, TpebyOWUMIN ONUTENBHOIO KYPCOBOrO NeYeHus, AeACTBUTENbHbI B TedeHne 90 aHel
CO AHA BbINUCbIBAHUA.

(8 pea. Mpukasa MuH3sapasa Poccum ot 21.04.2016 N 254H)

OnAa neyeHMa XpPOHMYECKMX 3ab0NEBaHUI YKa3aHHbIM KaTeropuam rpaskaaH peuentbl Ha
NeKapCTBEHHbIe NpenapaTbl MOryT BbINUCbIBATLCA Ha Kypc nedeHmns go 90 gHen.
(8 pea. Mpukasa MuH3sapasa Poccmm ot 30.06.2015 N 386H)

22. PeuenTbl Ha SIeKapCcTBEHHbIE NpPenapaTbl, BbINMMCAHHbIE HA peLenTypHbiX 6aaHKax ¢opmbl N
107-1/y, AencTBUTENbHbI B TeYeHne 60 gHen o AHA BbINUCbIBAHMA.
(8 pea. Mpukasa MuH3sapasa Poccmm ot 30.06.2015 N 386H)
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Mpw BbINUCLIBAHUN MEAULNHCKMM PabOTHMKOM PELLENTOB HA FOTOBbIE IEKAPCTBEHHbIE NpPenapaThbl
W NeKapCTBEHHble npenapatbl MHAWBUMAYANbHOMO MW3roTOBAEHWA MaUMEHTAaM C  XPOHUYECKMMMU
3a60/eBaHMAMM Ha peuenTypHbix 6naHkax ¢opmbl N 107-1/y paspeluaerca ycTaHaBAMBATb CPOK
OENCcTBMA peuenta B Mpefenax A0 OAHOMO roga M NpeBbilaTb PEKOMEHAYEMOE KOJAMYECTBO
NIeKapCTBEHHOTO NpenapaTa A5 BbiMUCbIBAHUA HA OOMH pPeuenT, yCTaHoBAeHHoe npunoxeHnem N 2 K
HacToAwemy MNMopaaky.

Mpu BbINUCBIBAHUN TaKUX PELENTOB MEAULMHCKUN paboTHWMK aenaet nomeTky "MaumeHTy ¢
XPOHMYECKMM 3abosieBaHMeM", yKa3blBaeT CPOK [AeNCTBMA peuenta U nepuoanyHOCTb OTMyCKa
JIeKApCTBEHHbIX NPENapaToB M3 anTeYHOM OpPraHusauMn WA UHAMBUAYANbHBIM NPeanPUHMMATENEM,
UMEOWMM JIMLEH3NI0 Ha (apMaueBTUYECKYD AEeATeNbHOCTb (eKeHeAeNbHO, eXEeMECAYHO U WHble
nepuoabl), 3aBepsieT 3TO YKasaHMe CBOei MOoANUCbI0 W JIMYHOW MeyaTbio, a TaK¥Ke nevyaTbio
MeAMLUMHCKOM opraHmsaumm "Ons peuentos”.

23. PeuenTbl Ha npou3BogHble 6apOUTYPOBOM KMUCNOTbl, KOMOMHMPOBAHHbLIE J/IEKAPCTBEHHbIE
npenaparbl, cogepawue KoaeuH (ero conun), MHbie KOMBUHMPOBAHHbIE NEKAPCTBEHHbIE MpenapaThl,
nognexawme npegmeTHO-KONMYECTBEHHOMY YYeTy, JIeKapCTBEeHHble npenapaTtbl, obnagatowme
aHabo/IMYeCcKoN aKTUMBHOCTbIO B COOTBETCTBMM C OCHOBHbIM (apMaKONOrMYECKMM AencTBuem, ans
JleYEeHUA MALMEHTOB C XPOHMYECKMMWU 3ab0oneBaHMAMM MOTYT BbIMMUCbIBATLCA Ha Kypc iedyeHus ao 60
AHEeNn.

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

B 3TMX c/lyyanx Ha peLenTax NpousBoauTca Hagnuch "Mo cneunanbHOMY HasHaYeHUo", OTAeNbHO
CKpen/ieHHass NOAMUCbI0 MeAMLMHCKOro paboTHMKA M MeyaTbld MeAMLUMHCKOW opraHusaumu "Ons
peuenTos".

Il. Ha3HauyeHMe neKapcTBEHHbIX NPenapaToB NPU OKasaHUU
MeAULMHCKON NOMOLLMU B CTAaLMOHAPHbIX YCA0BUAX

24. MNpu OKasaHUW NaALMEHTYy MeAMLMHCKOW MOMOLLM B CTALMOHAPHBIX YCNOBMAX Ha3HauyeHue
NNeKapCTBEHHbIX NpenapaToB NPOU3BOAUTCA MEAULMHCKUM PabOTHUKOM e4MHONIMYHO, 33 UCKIOYEHMEM
C/ly4yaeB, yKasaHHbIX B nognyHKTax 1 - 2 nyHKTa 25 HacToAwero NopagkKa, 6e3 BbinucbiBaHUA peLenTa.

25. CornacoBaHue Ha3HAYeHWA JIeKapCTBEHHbIX NMpPenapaTtoB C 3aBeAyWMM OTAEeNeHUEM WK
OTBETCTBEHHbLIM AEXKYPHbIM BPa4oM IM60 ApYyrMmM INMLOM, YIONHOMOYEHHbBIM NPUKA30M 1aBHOrO Bpaya
MEeAMUMHCKON OpraHM3auMu, a TaKKe, MPU HaMYMM, C BPAYOM - KAMHMYECKMM (ApMAKOIOrom
HeobXo4MMO B Cy4anx:

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

1) OAHOBPEMEHHOIO Ha3Ha4YeHUA NATU N 6onee NNEKAPCTBEHHbIX MPenapaToB O AHOMY NMaUNEHTY,

2) Ha3HaYeHUA NeKapCTBEHHbIX NPENApPaToB, HE BXOAALWMX B NepeYeHb KU3HEHHO HEOBXOANMbIX
W Ba)KHEWWMWX NIeKapCTBEHHbIX MpenapatoB <4>, NpU HETUNUYHOM TeueHuM 3aboneBaHua, HaAUuUn
OC/IO’KHEHWI OCHOBHOro 3aboneBaHMsA M (MAKM) conyTcTBylOWMX 3ab0oneBaHWn, NpPW HasHaYyeHUu
NEeKapCTBEHHbIX MpenapaTtoB, 0CO6EHHOCTM B3aMMOAOEWCTBMA U COBMECTMMOCTM KOTOPbIX COr1acHO
WMHCTPYKUMAM MO UX MNPUMEHEHWUIO MPUBOAAT K CHUKEHU0 3PPEeKTMBHOCTM M 6e30MacHOCTM
dapmakoTepanmm n (MaKn) co3aatoT NOTEHLMANbHYHO ONACHOCTb ANA KU3HM U 340P0BbA NaLMEHTa.

<4> PacnopskeHue [paButensctBa Poccuitickoit depepaumm oT 7 aekabpsa 2011 r. N 2199-p
(CobpaHue 3akoHogaTenbcTBa Poccuinckont depepaumm, 2011, N 51, c1. 7544; 2012, N 32, cT. 4588).

B yKasaHHbIX CAy4asax Ha3HayeHWe NieKapCTBEHHbIX NpenapaTos d)MKCMpyeTCFl B MeANUNHCKUX
AOOKYMeHTax nMnauneHtTa W 3aBepAaeTca noanncbito megununHCKoro pa6OTHVIKa n 3aseaytouiero
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oTaeneHnem (OTBETCTBEHHOrO AeXKYPHOro Bpaya Uam Apyroro ynoaHOMO4YeHHOro anua).

26. MeAMUMHCKUIA pabOTHMK MeAULUMHCKON OpraHuM3aummn, pPacrosiOXKEeHHOM B CeJ/IbCKOM
Hace/NIeHHOM MYHKTE WAM HaCeNeHHOM MYHKTE, PacroJIOKEeHHOM B YAANEHHbIX U TPYAHOAOCTYMHbIX
MECTHOCTAX, OCYLLECTB/SeT Ha3HAYeHMe JIEKAaPCTBEHHbIX MPenapaToB B C/y4asX, YKasaHHbIX B MyHKTax
25 1 27 HacToAawero NopAaaka, eAUMHOANYHO.

(8 pea. Npukasa MuH3sapasa Poccun ot 30.06.2015 N 386H)

27. Mo pelweHunto BpayebHON KOMUCCUM NaLMEHTAM NPU OKa3aHUN UM MELUULNHCKOM NOMOLLM B
CTALMOHApPHbIX YCAOBUAX HA3HAYaAlOTCA JIEKAaPCTBEHHble MpenapaTtbl, HE BK/OYEHHble B NepeyveHb
XU3HEHHO HeobXOAMMbIX M BaxKHEWLWUX NeKApCTBEHHbIX MPenapaTtoB, B C/y4ae MX 3aMeHbl M3-3a
WHAVBWUAYANIbHOMW HENEPEHOCUMOCTH, NO KU3HEHHbIM MOKa3aHUAM.

PeweHne BpayebHOM KomMUCCUM DUKCMPYETCA B MEAULIMHCKMX SOKYMEHTax nauMeHTa U XKypHane
BpayebHOM Kommccum.

28. B cnyyaax obcnefoBaHMA M JIeYEHUs TParkgaHMHA B CTALMOHAPHbLIX YCNOBMAX B pPamMKax
npefoCTaBNEHNA MEAMUMHCKMX YCAyr Ha BO3ME3[HON OCHOBE 33 CYET JIMYHbIX CPencTB rpakAaH,
CpPeacTB OPUOMYECKMX NUL, U MHbIX CPeACTB Ha OCHOBAaHMM [0roBopa, B TOM 4uCae [0roBopa
00OPOBO/IBHOIO MEAMLMHCKOrO CTpaxoBaHua <5>, emy MoryT ObiTb Ha3HayeHbl SeKapCTBEHHbIE
npenapaTtbl, He BXOoAALWMEe B MNepevyeHb MKM3HEHHO HEeOOXOAMMbIX U BaXKHEWMLIMX JIeKapCTBEHHbIX
npenapaTos, e/ 3TO OrOBOPEHO YCI0BMAMU 4,0TOBOPA.

<5> MocTtaHoBneHue Mpasutenbcrea Poccuiickoinnt ®epepaunn ot 4 oktabpa 2012 r. N 1006 "06
yTBEpXAeHWUM MpaBua NpeaocTaBaeHna MeaULMHCKMMKN OpraHM3aumsaMm NAaTHbIX MeauLMHCKUX yeayr"
(CobpaHune 3akoHogaTenbcTBa Poccuinckonn deapepaumm, 2012, N 41, cT. 5628).

29. B oOTAEeNbHbIX CAy4YadAx MO pPeleHUo PYKOBOAUTENA MEeAMLMHCKOM OpraHusaumn npu
BbINMUCbIBAaHUN N3 MEAULMHCKOM OpraHM3aLmMmn naumeHTa, MMELWEro COOTBETCTBYOLWME MeaULMHCKME
MoKasaHMA M HanNpaBAAeMOro Aas NPOAO/NKEHUSA NedvyeHUs B ambynaToOpHbIX YCNOBUAX, MOTYT
Ha3HayaTbcA MO0 BblAABaTLCA OLHOBPEMEHHO C BbIMUCKOW M3 UCTOpUMM BONE3HU HAPKOTUYECKME U
NCUXOTPOMHbIE JIeKAapPCTBEHHbIE npenapaTtbl cnuckoB |1l un Il MNepeyHs, cunbHoaencTByoWme
NeKapCTBEHHbIE NPenapaTbl HA CPOK NPUeMa NaumMeHTom 4o 5 aHell.

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

Ill. Ha3HauyeHue 1 BbINUCbIBaHUE IEKAPCTBEHHbIX NpenapaTos
Npu OKa3aHUM NePBUYHOI Me4UKO-CAaHUTAPHOI NOMOLLU, CKOpPOW
MegULUHCKOW NOMOLLM U NaNiIMAaTUBHON MegULIMHCKOU NOMOLLU

30. Mpu oKasaHUU NepPBUMYHON MEAMKO-CaHUTAPHOM MOMOLM W NANANATUBHOW MeAULUMHCKOWM
NomMoLM B ambynaTOpHbIX YCNOBUAX Ha3HauyeHMe W BbIMUCbIBAHWE JIEKapCTBEHHbIX MpenapaTos
OCYLLECTBAACTCA MEAULMHCKUM PaboTHUKOM B CAyvyasx TUNWYHOTO TedeHua 3aboseBaHMsA MaumeHTa
NUCXOAA U3 TAMKECTM U XapaKTepa 3aboseBaHus.

31. HasHa4yeHune U BbINUCbIBAHME NNeKapCTBEHHbIX NpPenapaTos No peweHuno Bpaqe6H017| KOMuccmun
npn OKa3aHuun ﬂepBMHHOﬁ MeAMKO-CHHMTapHOﬁ NOMOLLMK, nannnaTMBHoOM Mep,MLI,MHCKOl\;I nomouwun B
aM6ynaTopr|x YCNOBUAX NPOUNU3BOANTCA B C/lyHaAXx:

1) OoAHOBpPEMEHHOINo HasHa4eHnA oAHOMY NauUeHTy NATU U 6onee NeKapCTBEHHbIX NpenapaTos B
TeyeHne oaHnX CyToK Uaum ceblille gecAaTn HAaMMeHOBaAHUIN B TeYeHUe OAHOro mecaua;

2) HasHaYeHUA NeKapCcTBEHHbIX MPenapaToB NPy HETUNUYHOM TeyeHUn 3aboneBaHuA, HaAUuUU
OCNOMKHEHWI OCHOBHOrO 3aboneBaHMsA M (MAM) conyTcTBylOWMX 3aboneBaHWn, NpW HasHaYyeHUu
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NIeKApPCTBEHHbIX MpenapaTtoB, 0COOEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHO
WMHCTPYKLMAM MO WX MPUMEHEHUIO NPUBOAAT K CHWMMXKEHUIO 3pdeKTMBHOCTM M  HesonacHocTH
dapmakoTepanuu u (Mam) co3gatoT NOTEHUMAbHYIO OMACHOCTb A1 XU3HU U 340P0BbA NALMEHT];

3) nepBMYHOro Ha3HAYeHUS MNaALMEHTY HAPKOTUYECKUX U TMCUXOTPOMHBLIX JIEKAPCTBEHHbIX
npenapatoB crnvckoB Il u Il NepeyHs (B cnyyae NPUHATMA PyKOBOAUTENEM MeAULMHCKOM OpraHnsauum
peLieHuA 0 HeobX0AMMOCTM COracoBaHMA Ha3HAYEHUA TAKUX JIEKAPCTBEHHbIX NPenapaTos ¢ BpayebHom
Komuccuen).

(nn. 3 B pea. MNpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

32. HasHayeHue 1 BbINMUCbIBAHWE HAPKOTUYECKMX U MCUXOTPOMHbIX IEKAPCTBEHHbIX NPenapaTos
cnuckos Il n 11l NepeyHa NpomnsBOANTCA MaLMEHTAM C BbIPaXKEHHbIM 60nEBbIM CUHAPOMOM N060ro
reHesa, a TaKXe nNauMeHTaM C HapylweHUEeM CHa, CYLOPOMKHbIMU COCTOAHUAMMW, TPEBOMKHbLIMU
pacctporictBamn, ¢obusmM, NCUXOMOTOPHbIM  BO3DYXKAEHMEM CAMOCTOATE/IbBHO  MEeAMLMHCKMUM
paboTHUKOM MBO0 MeULMHCKMM PabOTHUKOM MO peLleHnto BpauebHOM KoMUccum (B cayyae NPUHATUA
pyKoBOAUTENEM MEAMUMHCKOW OpraHM3aumm peleHua o HeobXxo4MMOCTU COrnacoBaHMA NEPBUYHOTO
Ha3HayeHWA TaKMX IeKapCTBEHHbIX NPenapaToB ¢ BpayebHo Komuccuei).

(n. 32 B pea. Mpukasa MuH3gpasa Poccuu ot 30.06.2015 N 386H)

33. Mpu OKasaHWW CKOPOM MeAMLMHCKON MOMOLLM NEeKapCTBEHHble npenapaTbl Ha3HayakoTcA
MEANUMHCKMM paboTHUKOM Bble3aHOW 6puragbl CKOPOW MOMOLWM, MeOULMHCKUM PaboTHUKOM
MeANUMHCKON OpraHM3aumMy Npu OKasaHMM MeAMLMHCKOM NMoMOLM rpaxaaHam npu 3abonesaHuAx,
HECYaCTHbIX CAy4anX, TpaBmax, OTPaBAEHUAX W APYrUX COCTOAHUAX, TPeOyLWMX CPOUYHOro
MeANLMHCKOro BMelaTeNbCTBa.

IV. HasHayeHue 1 BbINUCbIBAaHUE NEKAPCTBEHHbIX
npenaparToB rpakaaHam, MMeloLWMM NpaBo Ha 6ecnaaTtHoe noayyeHue
NIEKapCTBEHHbIX NPenapaToB UK NOJly4YeHME JIeKaPCTBEHHbIX
npenapaToB CO CKUAKOM, B paMKax OKa3aHUsA
MM NepBUYHOA MeANKO-CaHUTAPHOWU NOMOLLM

34, HasHayeHune 1 BbINUCbIBaHUE NEKapPCTBEHHbIX NPENAPAaTOB rpaxKgaHam, MMerWmMm nNpasBo Ha
becnnaTtHoe nonyyeHne NeKapCTtBeHHbIX NMPenapaTtoB Uan nosiyvyeHmne NeKapCrBeHHbIX NpenapartoB CO
CKMAKOVI, Npn OKasaHUn Mm ﬂepBVI‘-IHOﬁ Me,ﬂ,MKo-caHMTapHOﬁ nomouwun ocyuwecrtsnaeTca meanumMHCKUmMm
pa6OTHVIKOM B CQy4aAax TUMUYHOIo Te4eHunA 3aboneBaHuA nauneHTa ncxoaa n3 TAXKECTU U XapaKTtepa
3aboneBaHMA coriacHo yTBEPHKAEHHBIM B YCTAaHOBJIEHHOM nopAAKe CTaHAapTam Me,ﬂ,MLI,MHCKOﬁ
nomoLuin, B TOmM Hncne:

1) oTaenbHbIM KaTeropusm rpaxkgaH, UMEKWMM MpaBo Ha NOJy4YeHWe [oCyAapcTBEHHOM
COLUMANbHOM NOMOLLM B BUAE HAbopa COUMaNnbHbIX YCAYr, B COOTBETCTBUM C NEPEYHEM NEKAPCTBEHHbIX
npenapaTtoB ANA MeAMLMHCKOrO MNPUMEHEHUA, B TOM YWUC/IEe JIeKAapCTBEHHbIX MpenapaTtoB AnA
MEAMUMHCKOTO MPUMEHEHMUSA, HA3HAYaeMbIX MO PELEeHU0 BPAYebHbIX KOMUCCUMI  MeaMLMHCKMX
opraHmMsauui <6>;

(nn. 1 B pea. Npukasa MuH3sgpasa Poccum ot 30.06.2015 N 386H)

<6> PacnopsaxeHue MNpasuTtenbcrea Poccuiickon ®eaepaumm ot 30 aekabpna 2014 r. N 2782-p "06
YTBEPKAEHUN MEPEUYHA KUIHEHHO HEODXOAMMbBIX U BaXKHEWLWWNX SIEKAPCTBEHHbIX Npenapatos Ha 2015
rof, a TakKe nepevyHen IeKapPCTBEHHbIX NPENapaToB A1 MeANLMHCKOrO NPUMEHEHNA U MUHUMAIbHOTO
ACCOPTUMEHTA JIEKAPCTBEHHbIX MPENapaToB, HEOOXOAMMbIX A1 OKa3aHWA MeaNUMHCKON nomomn”
(CobpaHue 3akoHogaTenbcTBa Poccuinckont depepaumm, 2015, N 3, cT. 597).

(cHocka BBeaeHa MNpurkaszom MuH3sapasa Poccum ot 30.06.2015 N 386H)

2) rpa)kgaHam, CTPagaloWMm  3/10KaYecTBEHHbIMM  HOBOODOpasoBaHMAMKU  NUMGOUAHON,
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KPOBETBOPHOM M POACTBEHHbIX UM TKaHeN, remodunmnen, MyKoBMCLNA030M, TMNOPM3apHbIM HAaHU3MOM,
6onesHblo Mollie, paccesHHbIM CKNEPO30M, a TaK¥Ke rpakJaHam nocae TPaHCnAaHTaUumM opraHos u (Mnu)
TKaHeW, B COOTBETCTBMW C MEpPeYHEeM LLeHTPa/IM30BaHHO 3aKynaemblX 3a c4eT cpeacTB denepanbHOro
6loarKeTa IeKapCTBEHHbIX NpenapaTos, yTBep:kgaembim MNpaButensctBom Poccuiickon epepaumnu;

3) rpaxgaHam, MMeKLMM MPaBO Ha NOJlyYeHUEe JIeKapCTBEHHbIX NpenapaTtoB 6ecnaaTHO wan
NnoJsly4eHMe IeKapCTBEHHbIX NMPenapaToB CO CKMAKOM 3a cyeT cpecTB broaxkeToB cybbekToB Poccuinckom
depepauumn, B cooTBeTcTBMM C [lepeyHem rpynn HaceneHuAa W Kateropuin 3abosneBaHuin, npu
ambynaTopHOM /leYeHUN KOTOPbIX JIEKAPCTBEHHbIE CPEACTBA U U3AENANA MeAULMHCKOTO HasHavyeHusA
OTMYCKaloTCA MO peuenTam Bpadyel becnnatHo, u MNepeyHem rpynn HaceneHus, nNpu ambynaTopHOM
JleYeHMN KOTOPbIX JIEKAPCTBEHHbIE CPeACTBa OTMYCKAlOTCA MO peuentam Bpayeir ¢ 50-npoueHTHOM
CKUAKON, yTBEPKAEHHbIMU NocTaHoBAeHMeM MpasutenbcTa Poccninckoit Pepepauum ot 30 utona 1994
r. N 890 <7>;

(8 pea. Mpukasa MuH3sgpasa Poccum ot 30.06.2015 N 386H)

<7> CobpaHue 3akoHogaTenbcTBa Poccuinckoit Pegepaumm, 1994, N 15, ct. 1791; 1995, N 29, cT.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, ct. 1724, N 15, cT. 1824; 2000, N 39, cT1. 3880; 2002,
N 7, cT. 699.

4) rpaxpaHam, CTPajaloWMM XKUIHEYrpoXKalWUMU N XPOHUYECKUMWU NPOrpeccupyolwmmm
peakumm (opdaHHbIMK) 3aboneBaHUAMMU, NMPUBOAALLMMU K COKPALLEHUIO NPOAOMKUTENBHOCTU KU3HU
rpak4aH U UX UHBAIMAHOCTM <8>.

(nn. 4 BBegeH MNpukasom MuH3sgpasa Poccum ot 30.06.2015 N 386H)

<8> MMocTtaHoBneHune lMpasutenbctea Poccuiickot Pepepaumm ot 26 anpens 2012 r. N 403 "O
nopsake segeHma denepanbHOro perncrpa fimu, CTPagatoWwmx KMU3HEYTPOKAOWMMU U XPOHUYECKMMMU
nporpeccvpyowmmmn  pegkummn  (opdaHHbiMM) 3ab0neBaHMAMM, NPUBOLAWMMM K COKPALLEHUIO
NPOAOC/IKUTENBHOCTU }KU3HW FPaxKaaH U UX UHBAMAHOCTU, N ero pernMoHanbHoro cermeHTa" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickoit Pegepaunu, 2012, N 19, cr. 2428; N 37, cT. 5002).

(cHocka BBeaeHa MNpurKkaszom MuH3sgpasa Poccum ot 30.06.2015 N 386H)

35. I'IpaBo BbINMNCbIBATb peUeNnTbl HA Z1IEKAPCTBEHHbIE NpenapaTbl rpa*kgaHam, MMeLWMM NpPaBo Ha
becnnaTtHoe nonyyeHne NeKapCTtBeHHbIX NMPenapaTtoB AN noayvyeHme NeKapCrtBeHHbIX npenapatoB CO
CKM,D,KOVI, TaKXe UMEIOT:

1) megmumHCcKMe paboTHUKK, paboTatolwme B MeaULMHCKOMW OpraHM3aumm no COBMeCTUTENbCTBY
(B npepenax ceoelt KOMNeTEHLUN);

2) MeauUMHCKME pPabOTHMKM CTALMOHAPHbLIX YYPEKAEHW COUMaNbHOrO OB6CAYXKMBAHMA W
NCMNPaBUTENbHbIX YYPEKAEHMUIN (HE3aBUCMMO OT BEAOMCTBEHHOW NPUHAANENKHOCTH);

3) meguuMHCKME pabOTHUKU MeANLMHCKUX OpPraHM3aLmii, OKasblBaloLWMX MeAULIMHCKYIO MOMOLLLb
B CTaLMOHapPHbIX YCIOBUAX, B CyYae, NpeayCcMoTPpeHHOM NyHKTOM 29 HacToAllero MNopaaka;

4) meauuMHCKME PabOoTHUKM MeAMUMHCKUX OpraHuM3aLmii, OKasbiBaloWMX NEePBUYHYI0 MeAMKO-
CaHWUTApHY0 NOMOLb, NOABEAOMCTBEHHbIX ¢eaepasbHbiM OpraHam MUCNONHUTENbHOW BAacTU WAU
opraHam UCMONHUTENbHOM BNacTh cybbeKkTos Poccuitckont deaepaumu:

a) rpakgaHam, pacxodpl Ha becnaaTHoe nekapcTBeHHoe obecneyeHne KOTOPbIX B COOTBETCTBUM C
3aKoHOoZaTenbcTBOM Poccuiickoit deepaummn NOKPbIBAKOTCA 3a CHET cpeacTs ¢peaepanbHoro bogxera;

6) UHbIM KaTeropuam rpaxgaH, pacxoabl Ha 6ecnnaTHoe 1IeKapCTBeHHOE obecneveHune KOTOpPbIX B
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COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoin ®enepalmmn NOKPbIBAOTCA 3a CYET CPeACTB BI0AMKETOB
Pa3NINYHbIX YPOBHEN 1 06A3aTeNbHOIro MeAULMHCKOro CTPaXoBaHMA;

5) nHamnBMayanbHbie NpeanpuHUMaTENN, 3aHMMAIOLLMECA YAaCTHOM MEeAMLMHCKON NPaKTUKON U
BK/IlOYEHHble B pPeecTp MeAMUMHCKMX OpraHu3aumin, OCYyLLecTBAAILWMX AeATenbHoCcTb B chepe
06A3aTe/IbHOro MeAULIMHCKOro CTPaxoBaHus.

36. He ponyckaeTcAa BbiNUCbIBaHME pPeELENTOB HA JI€KAPCTBEHHble MpenapaTtbl ANA JieYeHuA
rpa*kaaH, MMerLWmx nNpaBo Ha BecnnatHoe NosyvyeHUe SIeKapCTBEHHbIX MPENapaToB WMAM MNOJYyYeHue
JIeKAPCTBEHHbIX MNPEMAPaToOB CO CKUAKOM, MEAMUMHCKMMM pPabOTHMKaMM CaHATOPHO-KYPOPTHbIX
OpraHusaunii, MegUUMHCKUMKM  PabOTHMKAMKM  MEAMLMHCKUX  OpraHusauuii,  OKasblBaOLLMX
MEeAMLMHCKYI0 NOMOLLb CTALMOHAPHO UM B YCNIOBUAX AHEBHOIO CTALMOHAPa, 3a UCKIIOYEHMEM CTyYas,
npeaycMoTpeHHOro NyHKTom 29 HactoAawero MopAaaka.

37. Mpu BbINUCbIBAHWM pPeLenToB Ha JeKapCTBeHHble npenapaTbl AAA JieYeHUA rpaxKaaH,
MMelWnx npaBo Ha b6ecniatHoe NONyYeHME JNIEKApPCTBEHHbIX MPernapaTtoB MAM  MNOJyyYeHue
JIeKapCTBEHHbIX MPEenapaToB CO CKMAKOW, yKa3biBaeTcA Homep TesnedoHa, MO KoTopomy paboTHUK
anTeYHOM OpraHusaumm npu HeobXoaMMOCTM MOMKET COrnacoBaTb C MEAULMHCKUMM pPabOoTHUKOM
CMHOHMMMYECKYIO 3aMeHY SIeKapCTBEHHOrO NpenaparTa.

38. Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) peuent
BbINMUCbIBAETCA MEANUMHCKMM PabOTHMKOM B ABYX 3K3eMNAAPAx, C OAHUM 3SK3EeMNIAPOM KOTOPOro
nauMeHT obpallaeTca B anTeYHyl OpraHusauuio. BTopoit sk3emnaAp peuenta npuobuiaetca K
MeANUMHCKON KapTe naumeHTa.

(n. 38 B pepa. MNpukasa MunHsgpasa Poccun ot 30.06.2015 N 386H)

39. HapKoTuuyeckMe M NCUXOTPOMHbIE NeKapCTBeHHble npenapatbl cnucka |l Mepeyns (3a
WCKNIOYEHNEM JIEKAPCTBEHHbIX NMPenapaTtoB B BUAE TPAHCAEPMAsIbHbIX TepaneBTUYECKUX CUCTEM, a
TaKXKe JIeKapCTBEHHbIX MNPenapaTos, COAEpP)Kaliux HApPKOTUYECKoe CpeacTBO B COYETaHUM C
QHTAroOHMCTOM OMWOWUAHbLIX PELENnTOpoB) ANA JIeYeHMA TFpaxKAaH, MMelLWmMX npaBo Ha becnnaTHoe
nosiydeHMe NEeKapCTBEHHbIX MPEenapaTtoB MAM MNOJYYEHWUA NEKAPCTBEHHbLIX MPEenapaToB CO CKUAKOWM,
BbIMWUCHIBAIOTCA HA CNELMANbHOM peuenTypHOM 61aHKe Ha HAapKOTUYECKOoe CPeaCcTBO M MCUXOTPONHoe
BELLECTBO, K KOTOPOMY A0MOJIHUTE/IbHO BbIMUCLIBAOTCA peuenTbl B ABYX SK3eMniapax Ha peuenTypHOm
6naHKe dopmbl N 148-1/y-04 (n) unu popmbl N 148-1/y-06 (n).

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

40. HapKkoTuyeckne u MCUMXOTPOMHbIE NIEKAPCTBEHHble npenapatbl cnucka |l MepeyHa B Buae
TpaHCcAepManbHbIX TepaneBTUYECKMX CUCTEM, HAapPKOTUYECKME JIeKapCTBEeHHble npenapatbl cnucka |l
MepeyHsa, copepKawme HaAPKOTUYECKOe CPeACTBO B COYETAHUMM C  AQHTArOHUCTOM  OMUOUAHbIX
peuenTopoB, NCUXOTPOMHbIE JIeKAapPCTBEHHble npenapatbl cnucka |l MepeyHA, UHble NeKkapCTBeHHble
cpencTea, nognexawpe nNpeaMeTHO-KONMYECTBEHHOMY  y4yeTy, JleKapCTBeHHble  npenapatol,
obnagarmowme aHabosMYECKOM aKTUBHOCTbIO, KOMOWMHMPOBaHHbIE NEKAPCTBEHHbIE MpenapaTsbl,
yKa3aHHble B NognyHKTe 4 nyHKTa 9 HacToAllero nopagKa, npefHa3HavyeHHble ANA NeYeHUA rpaXKaaH,
MMeWMX npaBo Ha b6ecniaTHoe MoJyYeHME NEKAPCTBEHHbIX MpenapaTtoB  MAM  MOJyYeHue
NeKapCTBEHHbIX MpPenapaToB CO CKMAKOW, BbINUCLIBAIOTCA Ha peuenTypHom 6naHke N 148-1/y-88, K
KOTOPOMY [OMOJIHUTE/IbHO BbINUCLIBAOTCA PELLENTbl B ABYX 3K3EeMNAApax Ha peLenTypHom OGnaHKe
dopmbl N 148-1/y-04 (n) unu dpopmbl N 148-1/y-06 (n).

(8 pea. Mpukasos MunHsgpasa Poccun ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N
882H)
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MpunoxkeHne N 1

K MopaaKy HasHa4YeHMA M BbINUCbIBAHWUA
JIeKapCTBEHHbIX NPenapaTos,
YTBEPKAEHHOMY MPUKA30M
MWHUCTEPCTBA 34,paBOOXPAHEHNSA
Poccuiickon degepauymm

oT 20 gekabps 2012 r. N 1175H

NPEAENBHO AONYCTUMOE KOJIMYECTBO

OTAOENbHbIX HAPKOTUYECKUX U MCUXOTPOMHbLIX IEKAPCTBEHHbIX
MPEMAPATOB A/1A BbIMUCbIBAHUA HA OAWUH PELLENT

CNUCOK M3MEHAOLLMX AOKYMEHTOB
(B peaq. Mpwukasa MuH3gpasa Poccum ot 31.10.2017 N 882H)

N MeayHaponHoe HenaTeHTOBaHHOE dopma BbiNycKa u Konnuyectso
n/n HAaMMeHOBaHWE HAPKOTUYECKOTO U [,031POBKaA
NMCUXOTPOMHOIO JIEKAaPCTBEHHOIO CPeaCcTBa
1 BynpeHopdmH + HanokcoH TabneTku 60 Tabnetok
cybnunHreanbHbie 0,2 Mr | (ynakoBKa, KpaTHasn
+0,2 mr N 20)
2 BynpeHopduH Pactesop gna 30 amnyn (wnpwu-
nHbekuuin, 0,3 mr/mn 1 Tiob1KoB)
M
3 BynpeHopduH TpaHcaepmanbHbIi
nnacTbipb
35 mKr/yac 20 nnacTblipeit
52,5 mKr/yac 10 nnactbipen
70 mKr/yac 5 nnactbipei
4 AvrngpokoaeunH Tabnetku
NPONOHIMPOBAHHOIO
nencTems
60 mr 40 Tabnetok
90 mr 30 TabneTtok
120 mr 20 TabneTtok
5 MopouH Pactesop gna 20 amnyn (wnpwu-
MHBEKLUMI, pacTBoOp TIoBUKOB)
ANA NOAKOXKHOIo
BBEAEHUSA
10 mr/mn 1 mn
6 OMHONOH Pacteop gna
KoaeunH + MopduH + HocKkanuH + MNanaBepuH | NOAKOXKHOIO BBEAEHUSA 20 amnyn
+ TebaunH 0,72+5,75+2,7+0,36
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+0,05 mr/mn 1 mn
1,44+11,5+54+0,72
+0,1 mr/mn 1 mn

7 TpumenepunauH Tabnetku 25 mr 50 TabneTtok
8 TpumenepugnH PactBop Ans nHbeKunit | 20 amnyn (wnpuu-
10 mr/mn 1 mn TI0BUKOB)
20 mr/mn 1 mn
9 MopouH TabneTtku (Kancynbl)
NPONOHIMPOBAHHOIO
aencrens
10 mr 180 Tabn. (kanc.)
30 mr 60 Tab. (Kanc.)
60 mr 40 Tabn. (kanc.)
100 mr 20 Tabn. (Kanc.)
200 mr 20 Tabn. (Kanc.)
10 OKcnKoaoH + HanokcoH TabneTku
NPONOHIMPOBAHHOIO
aencrens
5mr+2,5mr 100 TabneTok
10 mr+5 mr 60 TabneTok
20 mr+ 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTok
11 Mpocupon Tabnetku 3aweyHble 20 50 TabneTtok
MpoNNMOHNAPEHUNSTOKCUITUANUNEPUONH mr
12 deHTaHUN TpaHcaepmanbHaa
TepanesBTMYeCKan
cucTema
12,5 mKr/uac 20 nnacTbipen
25 mKr/yac 20 nnacTbipen
50 mKr/yac 10 nnactbipent
75 mKr/yac 10 nnactbipent
100 mKr/yac 10 nnacTbipent
13 deHTaHuN TabneTku

noabA3bl4HbIE

0,1 mr, 0,2 mr, 0,3 mr,

0,4 mr, 0,6 mr, 0,8 mr

50 TabneTtok




14 byTopdaHon PacTBOp 418 MHDBEKLMI 20 amnyn
2 mr/mn 1 mn
15 HanbydpuH PacTBOp 418 MHDBEKLMI
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
16 deHobapbuTan Tabnetku 5 mr, 50 mr, 50 TabneTok
100 mr

MpunoxkeHue N 2

K MopAaAKy Ha3HaYeHMA M BbINUCbIBAHUA
JIeKapCTBEHHbIX Npenaparos,
YTBEPKAEHHOMY NMPUKA30M
MwuH3gpasa Poccun

oT 20 pekabpa 2012 r. N 1175H

PEKOMEHAOBAHHOE KOJIMYECTBO

OTAENbHbIX NEKAPCTBEHHbIX MPEMAPATOB A/11 BbINMUCbIBAHUA
HA OAWUH PELENT

Cn1COK M3MEHAIOLWMX SOKYMEHTOB
(8 pea. Mpukasos MuH3sapasa Poccum ot 30.06.2015 N 386H,

oT1 21.04.2016 N 254H)
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N n/n

HavmeHoBaHWe NeKapcTBEHHOrO
npenaparta

dopma BbiNyCKa M A03MPOBKaA

Konunyectso

KomBUHMpPOBaHHbIE IeKapCcTBEHHbIE
npenaparbl, cogepsKalime KoaeuH
(conu KopeunHa)

Bce nekapcreeHHble GopMbl

He bonee 0,2 r <*>

3denpuHa rnapoxaopua u gpyrue
conun adeapurHa

MopoLwokK

0,6r

TeodegpwvH, TeodeapuH-H, Heo-
TeodenpuH

TabneTtku

30 Tabn.

ConyTaH

Pacteop 50 mn, 30 mn

1 dnakoH

CnasmoBepanruH,
CnasmosepanruH-Heo

Tabnetku

50 Tabn.

[pyrve KombMHMpPOBaAHHbIE
NNleKapCTBEHHbIe NpenapaTsbl,
cogepkawme apespuHa
rMAPOXN0PUA U Nog/exKalume
npeaMeTHO-KOANYECTBEHHOMY
yyeTy

Bce nekapcTBeHHble GOpMbl

1 ynakoBKa

KombuHMpOoBaHHbIE IeKapcTBEHHbIE
npenapaTbl, cogepKalme
ncesgoadespuHa ruapoxaopug, v
noanexkawme npegmMeTHo-
KO/IMYECTBEHHOMY y4YeTy

Bce nekapcTBeHHble GOpMbl

1 ynakoBka

KnoHnanH

Tabnetkun 0,075 mr; 0,15 mr
Pactsop ana nHbekunit 0,1 mr/mn

Kannu rnasHblie 0,125%, 0,25%,

1 ynakoBka
1 ynakoBka

5 TIoBUK-KanenbHuL,




0,5% pacTtBop

9. JlekapcTBeHHble nNpenaparhl, Bce nekapcrBeHHble dpopmbl (3a 1 ynakoBKa
obnagatolme aHabosmyeckomn NCK/TIOYEHNEM JIEKAPCTBEHHbIX
aKTMBHOCTbIO (B COOTBETCTBUM C dopm A HAPYKHOTO NPUMEHEHUA
OCHOBHbIM $hapPMaKONOrNYECKUM - refi1, KPeMbl, Masu)
nencrenem)
(n. 9 B pea. MNpukasa MuHsapasa Poccmm o1 21.04.2016 N 254H)
10. | KoMBWHUpPOBaHHbIE NEKAPCTBEHHbIE Bce nekapcTBeHHble Gopmbl 1 ynakoBKa
npenaparbl, cogepxalwme
beHnANponaHoNamMmH U
noa/sexatwue npeameTHo-
KONYEeCTBEHHOMY y4yeTy
11. |YTpatun cuay. - NMpukas MuHsgpasa Poccum ot 30.06.2015 N 386H
12. BeH3zobapbuTtan Tabnetku 50 mr, 100 mr 1 ynakoBKa
13. MpumnaoH Tabnetku 125 mr, 250 mr 1 ynakoBka

<*> Mpu BbINUCbIBAHUM N OTNYCKE IEKapCTBEHHOrO NpenapaTta, CoAeprKallero Con KogenHa, Npon3BoamTCcA nepecyeT Ha Ko4enH OCHOBaHue.

MpunoxkeHne N 3

K NopaaKy Ha3HaYeHMA U BbINUCbIBAHUA
NleKapCTBEHHbIX NpenapaTos,
yTBEPXAEHHOMY NPUKa3om
MwuH3gpasa Poccumn
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CokpaleHue
aa
ac.acid.
amp.
aq.
aq. destill.
but.
comp., cps

D.

D.S.

D.t.d.

Dil.
div.in p.aeq.

extr.

AO0NYCTUMBIE K UCMOJZIb3OBAHUIO PELLENTYPHbIE COKPALLLEHMA

lNonHoe HanucaHwne
ana
acidum
ampulla
aqua
aqua destillata
butyrum
compositus (a, um)
Da (Detur, Dentur)
Da, Sigha
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes aequales

extractum

Mepesop,
no, MOPOBHY
KucnoTa
amnyna
BOAa
ANCTUNNMPOBaHHan Boaa
macno (Teepgoe)
CNOXKHbIN

Bblgai (nycTb BblAaHoO, NycTb byaeT
BblaHO)

Bbigait, 0603Haub
MycTb 6yaeT BblgaHO, 0603HaYeHO

Bbigai (Myctb 6yayT BblAaHbl) Takne
A03bl

pa3BeaeHHbIN
pasfenv Ha paBHble YacTu

9KCTPAKT, BbITAXKa

oT 20 gekabps 2012 r. N 1175H

CnpaBo4yHO



qtt.
inf.
inamp.
in tabl.
lin.
lig.
m. pil.
M.
N.
ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.

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

radix

MycTb obpasyetca (obpasytoTca)
Kanasa, Kanam
HacToM
B amnynax
B TabneTKax
XUAKasA Masb
XUIAKOCTb
NUANbHAA Macca
Cmewwan (MycTb byaeTt cmellaHo)
yncnom
macso (*Kunakoe)
nacrta
nuaona
paBHble Yactu

OcaxkaeHHbIN

NopowokK

CKo/bKO NoTpebyeTcs, CKONbKO
Hago

KOpeHb



Rp.
Rep.

rhiz.

sem.
simpl.
sir.
sol.
supp.
tabl.
t-ra, tinct.
ung.

vitr.

Recipe
Repete, Repetatur
rhizoma

Signa, Signetur

semen
simplex
sirupus
solutio
suppositorium
tab(u)letta
tinctura
unquentum

vitrum

Bo3bmu
MosTopwu (MycTb 6yaeT NoBTOPEHO)
KopHeBwLLe

O603Haub (MycTb byaet
0603HayeHo)

cems
npocToit
cupon
pacTBop
cBeya
Tabnetka
HacToMKa
Mas3sb

CKNAHKa



MpunoxkeHue N 2
K npukasy MuHsgpasa Poccum
oT 20 gekabps 2012 r. N 1175H

CnnCOK N3MEHAILWUX AOKYMEHTOB
(B peaq. Mpukasos MuH3gpasa Poccum ot 30.06.2015 N 386H,
o7 21.04.2016 N 254H)

PELLENTYPHbIN BNIAHK

CNMCOK U3MEHAIOLNX AOKYMEHTOB
(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

MMHMCTEPCTBO 3OPAaBOOXPAHEHMSI

Poccurickon demepaumm Kon ¢opmer mo OKYI 3108805
MernMuUMHCKAS OOKYMEHTAalMI

HamMeHOBaHME (WITaMII) dopma N 148-1/y-88

MEeOMLIMHCKOM OpIraHM3auun YTBepXxIOeHa IpUKa30M

MyHMCTEepCTBa 3OPaBOOXPaHEeHUs
Poccurickom denmepaumm
or 20 nmekabps 2012 r. N 1175H

R

PEOEIT

(DaTa BBIIMCKM pelenTa)

(B3pOCIEIL, IOETCKMM — HYXHOE NOOUEPKHYTH)

®.1M.0. maumeHTa

(IMIOJIHOCTRIO)
BospactT
Anpec WMIM HOMEPp MEeIOMUMHCKOM KapThl NalMeHTa, [IOJIydallero MeIMUMHCKYI IIOMOLIb
B aMOyJIATOPHEIX YCJIOBMAX

®./1.0. Jevamero epaua

(IMIOJIHOCTRIO)

[loonmuce M JMYHAA IIeYaTb
Jjedamero Bpauda M.II.
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PelenT mOerCTBUTEJIEH B TeueHMue 15 mHenl

PELLENTYPHbIN B/IAHK <*>

CnKnCOK M3MEHSAIOLWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

MMHMCTEPCTBO 3OpPaBOOXPaHEeHUd Kon dopmel mo OKY[
Poccurickon demepaumm Kon yupexnenmsa o OKIIO
MemmumHCKasag OOKyMeHTalusa
HamMmeHOBaHMe (WTaMiIl) dopma N 107-1/y
MEIMUMHCKOM OpTaHM3alumn YTBepXxIeHa IpMKas0oM

MyHMCTepCcTBa 3OPaBOOXpPaHEeHUs
Poccurickom denmepaumm
or 20 nmexkabps 2012 . N 1175H

PEUEIT
(B3pOCIBEIL, IOEeTCKUM — HYXHOE INOIUYEPKHYTH)
o 20 T.
®./M.0. nmaumeHTa
BoszpacT
®./.0. jevamero Bpauda
py6. |komn. | Rp
pydD. |konm. | Rp
pyD. |xkom. | Rp
[loonuch M JMUYHaAS IedaTb
Jjiedamero Bpauda M.II.

Peuent memucTBuTeseH B TeueHme 60 mHen, 1 Toma ( )
(HeHyXHOEe BaYepPKHYTh) (yKaszaTes KOJIMUECTBO MEeCHleB)

<*> - 1A peuenTypHbIX 6/1aHKOB, U3rOTOBAAEMbIX U MOJHOCTbIO 3aMOHAEMbIX C UCMOb30BaHMEM
KOMMNbIOTEPHbIX TEXHOOMMIA, BBOAATCA AOMONHUTENbHbIE PEKBU3UTbI (HOMep U (Man) cepus) n mecto
AN HaHeCeHMA WTPUX-KoAaa.
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PELLENTYPHbIN BIAHK

CnMCOK M3MEHAIOLWMX SOKYMEHTOB
(B peaq. Mpukasos MuH3gpasa Poccum ot 30.06.2015 N 386H,
o7 21.04.2016 N 254H)

MUHMCTEPCTBO 3OPAaBOOXPAHEHUS
Poccurickon demepaumm
YTBEPXIEHA

nprKas3oM MMHMCTEPCTBa 3IPaBOOXPAaHEHUS

Poccurickon demepauum
llTamno or 20 nmexabps 2012 r. N 1175H
Kon
MEIULIMHCKOM OpTaHM3aLun

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (m)
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Kog Kog UCTOYHUK % onnaTbl: Kopa nekapcTtBeHHOro
KaTeropum | HO30/10rM4YecKom dUHaAHCMpPOBaAHUA: (noauepKHyTb) cpeacTBa (3anonHseTcA B
rpaxgaH | ¢opmbl (no MKB- (nopuepkHyTb) anTeyHoW opraHM3aumm)
10)
1. ®epepanbHbIi 1. becnnatHo
2. CybbekT Poccuiickoin | 2. 50%
depepaumm
S|S|{S|L|L|L L | 3. MyHMUMNANbHbIM
PEIEIT Cepusa N IaTa BHIIUCKU: 20 .
®.M.0. naumeHTa IaTa poxXmeHus
CHUANC
N noauca
obA3aTeNbHOro
MeANLUHCKOro
CTpaxoBaHuA:
Homep Me;ELI/ILU/IHCKOIZ KapTeI IIalmeHTa, IIoJIryvyamnmeIro MEeIMIIVMHCKYIO IIOMOIIB B

aMOyJIaTOPHEX YCJIOBUAX

®./1.0. Jedamero Bpaua

Py®. | Kom. | Rp:




(kom Jlevamero Bpada)
[IonnmMchk ¥ JMUHAA [edUaThb Jieuamero Bpauda M.II.

PeuenT melicTBUTeJieH B TeueHue 15 muen, 30 mgher, 90 mHen
(HEHYXHOE BaUepKHYTh)

—————————— (3amosiHAeTCA CHeuMajMCTOM alTeUHOM OopraHm3auuu) ————--———-

OTnyweHo no peuenTty:

Toprosoe HanmeHoBaHUE N OO03MPOBKA:

Oarta otnycka: "__ " 20 .

Konnyectso:

Mpurotosun:

Mposepwun: Otnyctun:

(nvMHKMA oTpbiBa)

Kopelwok peuenTtypHoro 61aHKa

Cnocob npumeHeHus:

HavmeHoBaHue NNEKaPCTBEHHOrIO Npenaparta:

Jo3nposka:

MpoAoNKUTENBHOCTb OHel

Konnyectso npmMemos B A€Hb: pa3

Ha 1 npuem: ea.




PELLENTYPHbIN BIAHK

CnMCOK M3MEHSAIOLWMX AOKYMEHTOB

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

oT1 21.04.2016 N 254H)

MMHMC‘I‘epCTBO 30PaBOOXPaHEHMA

Poccurickoyn Odemepauum

MenomMumMHCKAaA OopraHM3zanumnda

MECTO IJIAd HNTPUX-KOIA
YTBEPXIEHA
npuKas3oM MMHMCTepCTBa 3IPaBOOXPaHEHUSI
Poccurickom denmepaumnm
or 20 gpmexabps 2012 r. N 1175

Tamm
Kon OI'PH
Kon ¢opmer mo OKYIO 3108805
dopma N 148-1/y-06 ()
Konm Konm VcTOUHMK QMHAHCU-— % omJyaTe U3 | Peuent
KaTeropmMy Ha30JIOTUUYECKOMN POBAHUA : MCTOUHMUKA OEeVICTBUTE—
TpaxnaH bopMEL 1) dbenepanbHEM OOOXET | DMHAHCUPOBA— [JIEH B Teue-
(o MKBE-10) 2) OBomxeT cyObekTa HUS: HUE
Poccurickom demepaumm (1) 100% 15 muen,
3) MYHMLUIIAJbHBI 2) 50% 30 nuewm,
fmxeT (ryxHOe noxn- |90 nmuem
(HyXHOE TMOOUEPKHYTH) YEPKHYThH) (HyXHOE
IOOYEepK—
HYThH)
PELEIT Cepusa N oT
o.1.0.
naumMeHTa
IaTa CHMIIC
POXIOEeHNS
N nonmca oba3aTeIbHOTO
MEOULMHCKOTO
CTpaxoBaHMA
HoMep MeIMUMHCKOM KapTH IIallMeHTa, noJrydamiero MeOULMHCKYIO IOMOIL B
aMOyJIaTOPHBIX YCJIOBUAX
®./1.0. Jevamero epaua
Kon rmeuamero Bpaua
BrummmcasHo : (BanoynHsaeTcs CHneuraJnucTOM arnTeyHom
opraHm3alunmn)

OTnymeHo IO pelLenTy:
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Rp: IaTa oTnycka
Konm siexkapCTBEHHOTI'O

npenapara
D.t.d. ToproBoe HaMMeHOBaHUE
HosupoBKa
KommuecTBO enmHMUIL
Signa KommnuecTBO
[loonuce Jieyamero Bpauda Ha ofumyio cyMmmy
M JIMYHAS [edaThb Jieyalero Bpauda
M.II
——————————————————————————— (IMHMA OTPBIBA) —————————————————————————
Kopemoxk PENEIITA Cepusa N oT
Crnocof MnprMeHeHMUd:
[IPOIOIIXUTEJIBHOCTE nHem HayMeHOBaHME JIEKAPCTBEHHOTO
KonmnuecTBO NPMEMOB B IEHL: pas npenapara:
Ha 1 npuewm: en. Jo3upoBKa :
MpunoxkeHune N 3
K npuKasy MuHsgpasa Poccum
oT 20 pekabpa 2012 r. N 1175H
NnOoPAAOK
O®OPMJIEHUA PELLENTYPHbIX BJIAHKOB HA IEKAPCTBEHHbDIE NPEMAPATDI,
MXYYETA U XPAHEHUA

Cn1COK M3MEHAIOLWMX SOKYMEHTOB
(8 pea. Mpukasos MuH3sapasa Poccum ot 30.06.2015 N 386H,
07 21.04.2016 N 254H)

l. OdbopmneHue peuenTypHbix 61aHKOB

1. Ha peuentypHbIx 61aHKax dopmbl N 107-1/y, He umeloWwmnx Homep 1 (Man) cepuo, MecTo AnA
HaHeceHuA wWTpux-koga, N 148-1/y-88, N 148-1/y-04(n) n N 148-1/y-06(n) B8 neBom BepxHem yray
NPOCTaBAAETCA LWTamMn MEeAULMHCKON OpraHusauMm C YKa3aHWeM ee HauMeHOBaHWA, agpeca U
TenedpoHa.

JononHutenbHo Ha peuenTypHbIX 6a1aHKax opmbl N 107-1/y, umerowmx Homep U (Maun) cepumio,
MecCTo [A/1A HaHeceHus wTpux-koga, N 148-1/y-04(n) u N 148-1/y-06(n) npoctasnaetca Kopa,
MeAMLMHCKOW OpraHmn3aLmu.

Cepusa peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BrAOHaET Kog,
cybbekta Poccuitickoit degepaumu, COOTBETCTBYHOLWMK ABYM nepBbiM undbpam Ob6LLEpOCCUNCKOro
KnaccndmkaTopa 06BEKTOB AAMUHUCTPATUBHO-TEPPUTOPUAnbHOro aeneHmsa (OKATO).

2. Ha peuenTypHbix 61aHKax, OGOPMAAEMbIX WHAMBUAYANbHLIMA MpPeaAnpPUHUMATENAMM,
UMEIOWMMM NNLEH3NI0O Ha MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM JEeBOM Yyray Tunorpadckum
cnocobom WAM NyTem MPOCTaBAEHMA LWTamMna AO/MKeH 6biTb yKasaH agpec WHAMBMAYANbHOMO
npegnpuHUmaTens, Homep M AaTa /AUUEH3MW, HaMMEeHOBaHWe opraHa rocyAapcTBEHHOW BAacTy,
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Bbl4ABLUETO JINLEH3MIO.
(8 pea. Mpukasa MuH3gpasa Poccum ot 21.04.2016 N 254H)

3. PeuenTtypHble 6naHkuM ¢opm N 148-1/y-88, N 107-1/y mu N 148-1/y-04(n) 3anonHAoTCA
MeAMULNHCKMM PabOTHUKOM pa3bopumnBo, YETKO, YEPHMUAAMU UM LLAPUKOBOMN PYYKOW.
(8 pea. Mpukasa MuH3gpasa Poccum ot 21.04.2016 N 254H)

4. lonycKaeTtca opopmieHue:

1) BCcex peKkBM3UTOB peLenTypHbiXx 6naHkos ¢opmbl N 107-1/y, nmetowmx Homep v (1an) cepumio,
MECTO A/1A HaHeceHus wTpuxkoaa, u dopmbl N 148-1/y-06(n) ¢ MCNO/Nb30BaHMEM KOMIMbIOTEPHbIX
TEXHO/I0TUI;

2) BCex PeKBM3UTOB (3a UCKAOYeHWeM pekBu3uTa "Moanuck neyallero Bpaya") peuenTypHbIX
6naHKkos dopmbl N 148-1/y-88 n dopmbl N 107-1/y (He MmerlowwmMx Homep 1 (MaKn) cepuio, mecTo Ans
HaHEeCeHWA LWTPMXKOAA) C UCMO/Ib30BAHNEM MEYATAOLLMX YCTPOMCTB.

(n. 4 B pea. MNpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

5. ObopmneHune peuentypHbix 6aaHkos ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06 (n)
BK/tOYAET B cebs uMPpPOBOE KOAMPOBAHME.

UndpoBoe KogmpoBaHmMe yKasaHHbIX peuenTypHbiX 61aHKOB BKIOYAET B cebn:

1) Koa MeAMLMHCKOW opraHusaumm B cooTBeTcTBMM C  OCHOBHbIM  FOCYAapCTBEHHbIM
perucTpaunoHHbiM Homepom (OFPH), npocTasisemMblit Npy 3roTOBNEHWUM PELENTYPHbIX 61aHKOB;

2) Kop, KaTeropum rpaxkaaH (SSS), MmeroLmx NpaBo Ha NoyYeHME SIEKAaPCTBEHHbIX NpenapaTos B
COOTBETCTBUM €O CTaTben 6.1 PesepanbHOro 3akoHa ot 17 ntona 1999 r. N 178-$3 "O rocyaapcTBeHHOM
coumanbHon nomowm" <1>, n Kog Hosonornyeckon dpopmbl (LLLLL) no MKB-10, 3anonHsemble neyawimm
BPayoMm MNyTEM 3aHECEHUs Karkgolh umdpbl B NyCcTble AYeMKW, NpuM 3TOM TOYKa NPOCTaBAsAeTcs B
OTAEe/IbHOW AYeliKe;

<1> CobpaHue 3akoHogaTenbcTBa Poccuinckont deaepaumm, 1999, N 29, c1. 3699; 2004, N 35, cT.
3607.

3) otmeTKa 06 ucToYyHMKe ¢UHaHcMpoBaHus (dbeaepanbHbit blogxeT [1], 6logxeT cybbekTa
Poccuiickonn depepauum [2], myHuumnanbHbin 6toaxKeT [3]) 1 npoueHTe onnathbl peuenta (6ecnnaTHo
[1], 50% [2]), ocywecTBAsieman MeaUUNHCKMM PaboTHUKOM;

4) Ko4a MeanUUHCKOro pa6OTHVIKa YKa3blBaeTCA MeaANUNHCKUM pa6OTHMKOM B COOTBETCTBUU C
YCTaHOB/IEHHbIM OpPraHoOm WUCNOJIHUTENIbHOM BAACTHU Cy6'b€KTa Poccuiickon CDep,epau,MM B obnactu
OXpPaHbl 340P0BbA rpakgaH nepevyHem Ko408 MeJNLUNHCKUX paGOTHMKOB, nMmMmeruwmx npaBo Ha BbIMUCKY
NeKapCTBEHHbIX MPenapaTos,

5) KoA NeKapcTBEHHOro npenapaTta, NPOCTaBASEeMbl B anTeYHOW OpraHuMsaumMmM nNpu OTMycKe
NeKapCTBEHHbIX NPENapaToB, BbINMCAHHbIX Ha peuenTypHbix 6aaHKkax popmbl N 148-1/y-04(n) n dpopmbl
N 148-1/y-06(n).

6. B peuenTypHbix 6naHkax ¢opmbl N 148-1/y-88, N 107-1/y, dbopmbl N 148-1/y-04(n) n dopmbi N
148-1/y-06(n) (nanee - peuentypHble 6aaHkKn) B rpadax "®.N.0. naumeHTa" yKasbiBalOTCA NOJHOCTLIO
bamunama, uma n otyecTso (NpM HaMYMK) NaumeHTa.

(8 pea. Mpukasa MuH3sapasa Poccun ot 21.04.2016 N 254H)

7. B peuenTypHbix 6naHkax ¢opmbl N 148-1/y-88 n dopmbl N 107-1/y B rpade "Bospact"
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YKa3blBaeTCA KOMYECTBO MNOJIHbIX JIeT MaumeHTa, a Aaa getei B Bo3pacte o0 1 roga - Ko/M4ecTBo
MOJIHbIX MeCALEB.
(8 pea. Mpukasa MuH3gpasa Poccum ot 21.04.2016 N 254H)

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B rpade "[ata
poxaeHuAa" yKasbliBaeTca AaTa PoXKAeHMs naunenTa (YnMcno, mecau, roa).

8. B peuenTtypHbix 61aHKax popmbl N 148-1/y-04(n) u popmbl N 148-1/y-06(n) B rpadax "CHUIC"
m "N nonuca o06s3aTeNbHOIO MEAMUMHCKOrO CTpaxoBaHMA" YKasbiBAKOTCA CTPaAxoBOM Homep
WHAMBUAYANbHOIO /IMLEBOro cyeTa rpaskaaHuHa B [eHcnoHHom ¢oHae Pocculickoit Pepepauymm
(CHMANC) (npu Hannumnun) u Homep nonnca o6sa3aTeIbHOr0 MeANLMHCKOrO CTPaxoBaHus.
(8 pea. Mpukasa MuH3gpasa Poccum ot 30.06.2015 N 386H)

9. B peuentypHbix 6aaHKkax ¢opmbl N 148-1/y-88 B rpade "Aapec uam Homep MeaMLMHCKON
KapTbl NauMeHTa, MOJIyYaloLEero MeAMUMHCKYIO NOMOLLb B ambynaTOpHbIX ycioBuAX" yKasblBaeTcs
MOJIHbIMA MOYTOBLIA afApPec MecTa KUTenbcTBa (MecTa npebbiBaHMA WMAM MmecTa (GaKTUYECKOTo
NPOXMBaHMA) NauMeHTa WU HOMEP MEAMUMHCKOW KapTbl MauMeHTa, NOMy4alowero MeAnUUHCKYIO
NomMolLLb B aMbynaTOPHbIX YCNOBUAX <2>.

(8 pea. Mpukasa MuH3gpasa Poccum ot 21.04.2016 N 254H)

<2> MNpukas MuHUCTepCTBa 34paBooxpaHeHns Poccuiickon Pepepaumm ot 15 aekabpsa 2014 r. N
834H "O6 yTBEpPKAEHUN YHUPULMPOBAHHbLIX GOPM MEAUUMHCKOM AO0KYMEHTAUUKM, UCMONb3YEMbIX B
MEANUMHCKMX OPraHM3aumaX, OKA3bIBAOWMX MEAULMHCKYIO MOMOLLb B ambynaTOpHbIX YCAOBUAX, U
nopAAKOB MO UX 3aN0NHEHUI" (3aperncTpmpoBaH MuHUCTepcTBOM tocTUUMK Poccuiickolt ®epepaumm
20 saHBapna 2015 r., pernctpaunoHHbin N 36160).
(cHocka BBeaeHa MNpurKkasom MuH3sgpasa Poccum ot 30.06.2015 N 386H)

B peuenTtypHbix 6naHkax ¢popmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B rpade "Homep
MeANUMHCKON KapTbl MALMEHTA, NOJYYAOWEr0o MeAMULMHCKYI0 MOMOLLb B aMBynaTopHbIX ycnosuax"
YKa3blBaeTcA HOMEep MEAMLMHCKOM KapTbl MNaLMEeHTa, MOJyYalolWero MeAMLMHCKYI0 MOMOLb B
ambynaTopHbIX YCAOBUSAX.

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

10. B rpade "®.N.0. nevawero Bpaya" peuenTtypHbix 61aHKOB yKa3blBatOTCA NOSHOCTbIO damunus,
UMA, OTYEeCTBO (NpM HaAMYMU) MEAMUMHCKOro paboTHWMKA, MMEOWEro npaBoO Ha3HAyYeHuAa U
BbINMWUCbIBAHWUA IEKAPCTBEHHbIX NPenapaTos.
(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

11. B rpade "Rp" peuentypHbix 61aHKOB YKa3blBaeTca:

1) Ha nNaTUHCKOM A3blKE HAMMEHOBAHME JIEKApPCTBEHHOro mnpenapata (MexayHapoaHoe
HenaTeHTOBaHHOE UAW rPyNnNUMpPoBOYHOE, INBO TOProBOE), ero A03MPOBKA, KOMYECTBO;
(8 pea. Mpukasa MuH3sapasa Poccum ot 21.04.2016 N 254H)

2) Ha PYCCKOM MAW PYCCKOM W HaLMOHaNbHOM f3blKax CNocob NPMMEHEHUA NEeKapCTBEHHOro
npenaparTa.

12. 3anpewiaeTca orpaHMUYMBaTLCA OBLLMMM YKa3aHUAMMK, Hanpumep, "BHyTpeHHee", "U3BecTHO".

PaspeluatoTca TO/IbKO MPUHATbIE MpPaBUAaMU COKpalleHua obo3HauyeHUn; TBepAable U cbinyyune
dapmaueBTMYecKme cybcTaHUMK BbinucbiBatoTcA B rpammax (0,001; 0,5; 1,0), KuaKue - B MUNIUANUTPAX,
rpammax 1 Kannsx.

13. PeuenT, BbINUCaHHbIA Ha peLenTypHOM BnaHKe, NoANMUCbIBaeTCA MeANLMHCKMM paboTHUKOM
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1 3aBepAeTCcAa ero NINYHOM neYaTblo.

[JononHUTEeNbHO peuenT, BbINUCaHHbIN Ha peuentypHom 6aaHke dopmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) n ¢dopmbl N 148-1/y-06(n), 3asepAeTca neyaTblo MeEAULMHCKOW opraHusaummn "Ons
peuenTos".

14. Ha ogHom peuenTypHom 6aaHke ¢popmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) n dopmbl N
148-1/y-06(n) paspelwaeTcs BbINUCLIBATb TO/IbKO OAHO HAMMEHOBaHWE JIEKapCTBEHHOro npenaparta; Ha
oaHOM peuentypHom 6naHke ¢opmbl N 107-1/y - He 6onee Tpex HaMMEHOBAHWUA NEKAPCTBEHHbIX
npenaparos.

15. McnpaBneHua B peuenTe, BbIMMCAHHOM Ha peLenTypHoMm 6/1aHKe, He AomnycKatloTcA.

16. CpoK geicTeua peuenTa, BbINMMCAHHOIO Ha peuentypHom 6naHKke ¢opmbl N 148-1/y-88 (15
AHen), dopmbl N 107-1/y (60 aHel, no 1 roga), dopmbl N 148-1/y-04(n) n popmbl N 148-1/y-06(n) (15
AHel, 30 aHei, 90 aHen) yKasbiBaeTCA NyTEM 3a4ePKUBAHNA WM NOAYEPKUBAHUA.

(8 pea. Mpukasos MuH3gpasa Poccum ot 30.06.2015 N 386H, o1 21.04.2016 N 254H)

17. Ha obopoTtHoi cTopoHe peuentypHoro 6naHka ¢opmbl N 107-1/y (3a ucKaoueHMem
peuenTypHoro 6/1aHKa, MNOJHOCTbIO 3aMO/IHAEMOr0 C MCMO/Ib30BaHMEM KOMIMbIOTEPHbIX TEXHOIOTMUN),
peuentypHoro 6naHka ¢opmbl N 148-1/y-88 u ¢dopmbl N 148-1/y-06(n) nevataerca Tabauua
cneayowero cogepaHua:

Mpurotosun Mposepun OTnyctun

18. Mpu BbINUCKE NIEKAPCTBEHHOrO NpenapaTta Mo peleHuto BpayebHOM Komuccum Ha obopoTte
peuentypHoro 6naHka ¢popmbl N 107-1/y, dopmbl N 148-1/y-88, popmbl N 148-1/y-04(n) n dopmbl N
148-1/y-06(n) cTaBuTCA cneumanbHaa oTMeTKa (wTtamn).

(8 pea. Mpukasa MuHsapasa 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 MMmeeTca
JMHWUSA OTPbIBA, Pa3aenAowan peuenTypHbI 61aHK U KOPELLIOK.

KOpELLIOK OT peuenTa, BbIMMCAHHOINO Ha YKa3aHHOM peuenTtypHOM 6I'IaHKe, BblAaeTCA NaunNeHTy
(nmu,y, ero ﬂpEACTaBJ'IﬂIOLLI,eMy) B anTe4yHoM OpraHn3aumn, Ha KOopelwKe paenaertcA OTMETKa O
HaMMeHOBaAHUN NEKAPCTBEHHOINoO npenaparta, A03UMPOBKE, KONNYECTBE, cnocobe npuMeHeHunAa, n OH
OCTaeTCA Yy NauyMneHTa (nmu,a, ero ﬂpep,CTaBl'IFHOLLI,EI'O).

20. OdopmneHune cneumanbHOro peuenTypHOro 67aHKa HA HapKOTUYECcKoe CPeacTBo U
NCUXOTPOMHOE  BeLWEeCcTBO  OCYLLeCTBAAETCA B COOTBETCTBMM C  NpuKasom  MwuHuUcTepcTBa
3apaBooxpaHeHusa Poccuiickoint degepauymm ot 1 aBrycta 2012 r. N 54H "O6 ytBep:aeHUM ¢opmbl
6/1aHKOB peLenToB, COAEPKALLMX HA3HAYEHME HAPKOTUYECKUX CPEeACTB WAM NCUXOTPOMHbLIX BELLECTB,
nopaaKa WX W3roTOB/IEHMUA, pacnpeneneHus, PerucTpaumm, ydyeta W XpaHeHuA, a TaKKe npaBun
odopmneHua".

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),
n3rotasaMBaemblx Tunorpadckum crocobom (panee - peuentypHble 6aaHKKM, noganexalluue ydety),
OCYLLECTBAAGTCA B XypHaiax yyera, NPOHYMEpPOBaHHbIX, MPOWHYPOBAHHbIX M CKPEMNeHHbIX NOANMUCHIO
pyKoBOAMTENA W NeyaTbld MEAMUMHCKOW OpraHvM3auum  WMAM  NOAMWCHIO  MHAMBUAYASbHOMO
npeanpUHUMATENS, UMEIOLLLErO NLEH3UIO Ha MEAULIMHCKYIO AeATENbHOCTb.
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22. ¥ypHan yyeTta peuenTypHbix 61aHKkoB dopmbl N 107-1/y cogepuT cneaytowme rpadbi:
1) Homep No nopAaKy;

2) B pasgene "Mpuxoa":

a) AlaTa perncTpauumn NPUXOLHOro AOKYMEHTA;

6) Homep ¥ faTa NPUXOAHOIO AOKYMEHTa, Ha3BaHWe NOCTaBLUMKA;

B) 0bLLEee KOIMYECTBO NOCTYNUBLLMX PeLenTypHbIX 61aHKOB;

r) ®.1.0. u noanucb OTBETCTBEHHOIO MEAULMHCKOro pPaboTHMKa, MOyYMBLUETO pPeuenTypHble
6/1aHKM OT NOCTaBLUMKA;

3) B pasaene "Pacxon™:

a) AaTa BblAa4M peuenTypHbix 61aHKOB;

6) KONMYECTBO BblAAHHbIX PELENTYPHbIX 61aHKOB;

B) ©.1.0. oTBETCTBEHHOIO MeAMLMHCKOro paboTHMKA, MOJYYMBLLErO PEeLenTypHble BaaHKK;
r) noAnNncb OTBETCTBEHHOrO MeANLIMHCKOro paboTHMKA, NONYYMBLIErO peLenTypHble 61aHKu;

4) ©.1.0. n noanucb OTBETCTBEHHOrO0 MeAULMHCKOro paboTHUKA, BblAABLIEro peuenTypHble
61aHKK;

5) ocTaToK peuenTypHbIX 61aHKOB.

23. XypHan y4yeTta peuenTypHbix 6naHkoB ¢dopm N 148-1/y-88 u N 148-1/y-04(n) copeput
cnepytowme rpadobl:

1) Homep No NopAAKY;

2) B pasgene "Mpuxoa™:

a) AaTa perncrpaumm NPUXoAHOro AOKYMEHTa;

6) HoMep 1 AaTa NPUXOAHOro AOKYMEHTa, Ha3BaHWe NOCTaBLLMKa;
B) oblLee KOAMYeCcTBO NOCTYMNMUBLLMX PeLenTypHbIX 61aHKOB;

r) cepun n Homepa peuenTypHbIX 61aHKOB;

A1) KONMYecCTBO peLenTypHbIX 61aHKOB MO cepuUsam;

n) ®.M.0. n noanncb OTBETCTBEHHOTO MEAMUMHCKOro paboTHMKa, NOAYYMBLUEro peuLenTypHble
671aHKM OT NOCTaBLUMKA;

3) B pasgene "Pacxoa':

a) AaTa BblAauM peLenTypHbix 61aHKOB;

6) cepun 1 Homepa BblAaHHbIX PeLenTypPHbIX 61aHKOB;
B) KO/IMYECTBO BblAAHHbIX PELEnTYPHbIX 61aHKOB;

r) ®.1.0. 0TBETCTBEHHOr0 MeANLMHCKOro paboTHMKA, NOMyYMBLUErO peLenTypHble 6aaHKu;



A) noanucb OTBETCTBEHHOrO MeAMLMHCKOro paboTHMKa, NoAyYnBLIErO peLenTypHble 6aaHKu;

4) ®.1.0. n noanncb OTBETCTBEHHOrO0 MEAMLMHCKOro PaboTHMKaA, BblAaBLLIEro PeLenTypHble
6.1aHKY;

5) ocTaToK peuenTypHbIX 6/1aHKOB.

24. YyeT cneumanbHbIX PeLenTypHbiXx 6/1aHKOB Ha HapKOTMYECKOE CPeACcTBO M MCUMXOTPOMHOE
BELLECTBO OCYLLECTBAAETCA B COOTBETCTBMM C NPUKaszom MuHUCTepCTBa 34paBooxpaHeHns Poccuiickoi
®epepauum ot 1 asrycrta 2012 r. N 541 "O6 ytBepaeHMM dopmbl 61aHKOB PELLENTOB, COAEPKaLLNX
HasHaYeHMe HAPKOTMYECKUX CPeacTB WAW MCUXOTPOMHbIX BELWECTB, MOPSAKA WX W3rOTOB/AEHMUA,
pacnpegeneHus, permcTpaumnn, y4etTa u XpaHeHus, a TakKe npasua obopmneHuna’.

lll. XpaHeHue peuenTypHbIX 61aHKOB

25. B Ka)Kaoi MeAMUMHCKOM OpraHM3auuu nNpUKasomM pPYKOBOAWMTENs HAsHayaeTca Auuo,
OTBETCTBEHHOE 3a XpaHEHME U yYeT BCEX BUAOB peLenTypHbIx 61aHKOB.

26. PeuenTypHble 61aHKK, NoanexKalime yyeTy, XPaHATCA OTBETCTBEHHbIM JIMLOM, Ha3HAYeHHbIM
pyKoBoguTenem MegMLMHCKOM OpraHusaumun, nog 3aMKOM B MeTannmyeckom wkady (ceride) mam
MEeTa/I/INYECKOM ALLMKE.,

27. UHaueugyanbHblli npegnpvHMmMmaTe b, UMELWUn INLEH3NIO HA MEAULIMHCKYIO AeATeNIbHOCTb,
XPaHUT peLenTypHble BNaHKK, NognexKalme yyeTy, nog 3aMKOM B MeTaIMyeckom wkaoy (ceride) nnm
METa/I/INYECKOM ALLMKE.

28. NocToAHHO AelCTBYIOLLAA KOMUCCKA, cO34aBaeMas B MeAULMHCKOWM opraHusauum, nposepaeT
COCTOAHME XpaHeHUs, ydyeTa, daKTMYECKoe Ha/anuue M pacxod peLenTypHbiX 61aHKOB, nognexKaliux
yyeTy, OAWH pa3 B KBapTail.

B Cnydyae HecoBnageHmnAa KHUMXHOINO OCTaTKa peuenTypHbIX 6ﬂaHKOB, nognexawunx y4yety, C
d)aKTVI‘-IeCKMM Hain4ymem nnuo, OTBETCTBEHHOE 3a XPaHEHWE U y4yeT peLenTypHbIX 6J'IaHKOB, HeceT
OTBETCTBEHHOCTb, NPeaAyCMOTPEHHYIO 3aKOHOAATE/NNIbCTBOM Poccuinckoit dJe,a,epau,MM.

29. PeuentypHble 6naHKKM, noane)kallMe y4yeTy, BbIAATCA MeAMUMHCKMM pPaboTHUKaM,
MMEOLWMM NPaBOo BbIMUCbIBAHUA PeLenToB, MO PacnopAXKEHMIO IMaBHOro Bpaya UAM ero 3amectuTens.

nOﬂyLiEHHble peuenTtypHble 6ﬂaHKM, noanexawmne yyerty, XpaHATCA megnumnHCKnmm pa6OTHMKaMM
B NomelwleHunaAX, 06eCI'IeLIVIBalOLLI,VIX MUX COXPaHHOCTb.

30. XpaHeHue crneumanbHbIX peLenTypHbix 61aHKOB Ha HAPKOTUYECKOe CPeaCcTBO M MCUXOTPOMHOE
BELLECTBO M BblAaya yKa3aHHbIX PeuenTypHbiXx 6J1aHKOB MeAMLMHCKOMY pabOoTHWKY OCyLLecTBAAETCA B
COOTBETCTBUM C NPMKa3oM MuUHUCTePCTBaA 34paBooxpaHeHna Poccuitickolt depepaumm ot 1 asrycta 2012
r. N 541 "O6 yTtBep:KaeHUN dopmbl 6M1aHKOB PeLEnToB, COAEPHKALMX HasHAYeHUEe HAPKOTUYECKUX
CPeACTB UAN NCUXOTPOMHbIX BELLECTB, NOPAAKA MX U3rOTOBNEHUA, pacnpeaenieHunn, pernctpaunm, yyeta
N XpaHeHusd, a TaKKe npasua odopmneHma”.
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