Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKA HAa3HAYEHWS! U BbINUCLIBAHUS feka...

3apeructpuposaHo B MuHtocte Poccum 25 mnioHs 2013 1. N 28883

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUNCKOW ®EOEPALINA

NPUKA3
o1 20 pekabpsa 2012 r. N 1175H

OB YTBEPXXOAEHNU NOPAOKA
HA3HAYEHUA U BbINMUCbIBAHUA NEKAPCTBEHHbIX NMPEMAPATOB, A TAKXE
®OPM PELENTYPHbLIX BJIAHKOB HA NEKAPCTBEHHbDIE MPEMAPAThI,
NOPAOKA O®OPMJIEHUA YKA3AHHbLIX BJTAHKOB, UX YYETA
N XPAHEHUA

CnMcoK N3MEHSLNX JOKYMEHTOB
(B pea. MNpwukaszos MuHagpasa Poccun ot 02.12.2013 N 886H,
o1 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882H)

B cootBeTcTBUM C nyHKTOM 16 YacTu 2 ctaTbn 14 ®degepansHoro 3akoHa oT 21 HosA6pa 2011 r. N 323-93
"O6 ocHOBax OxpaHbl 340p0Bbsi rpaxaaH B Poccurickon ®epepauun” (CobpaHne 3akoHogaTtenbcTBa Poccuiickon
depepaumu, 2011, N 48, c1. 6724; 2012, N 26, cT1. 3442, 3446) n nyHktoM 5.2.179 MNonoxeHuss 0 MUHUCTepcTBE
3apaBooxpaHeHus Poccunckon Pepepauunn, yTBEpPXKAEHHOro noctaHoBneHnem [lpaButensctBa Poccunckon
depepaumm ot 19 uroHa 2012 r. N 608 (CobpaHue 3akoHogatenbcTBa Poccuiickon Pepgepaumm, 2012, N 26, cT.
3526), npukasbiBato:

1. YTBEpPAUTS:

NopsiAOK Ha3HaYeHUS 1 BbINUCbIBAHUA NEKapPCTBEHHBIX NpenapaToB cornacHo npunoxeHuo N 1;
dopMbI peLenTypHbIX 6r1aHKoOB cornacHo npunoxexutio N 2;

NnopsiAoK 0hopMNeEHNs peLienTypHbIX GNaHKoB, UX y4eTa U XpaHeHust cornacHo npunoxexuo N 3.
2. Hactoqawwmi npukas Bctynaet B cuny ¢ 1 uiona 2013 roga.

MuHucTp
B.N.CKBOPLIOBA

MpunoxeHne N 1
K npukasy MuHsapasa Poccumn
oT 20 pekabpsi 2012 r. N 1175H

NnOoPAONOK HASHAYEHUA U BbINMUCbIBAHUA JIEKAPCTBEHHbBIX MPENAPATOB

CnmMcok N3MEHSILLNX JOKYMEHTOB
(B pen. Mpukasos MuHagpasa Poccum ot 02.12.2013 N 886H,
ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882H)

l. O6wme nonoxeHus
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKA HAa3HAYEHWS! U BbINUCLIBAHUS feka...

1. HacTosawwun nopAaoK perynupyeT BONpoChbl Ha3Ha4YeHUA U BbINMUCbIBAHUA NEKaPCTBEHHbIX NMpenapaToB Nnpu
OKa3aHMM MegMUMHCKOM MNOoMOWM B MeOULMHCKNX opraHun3aumax, HWHblIX OpraHuU3aunax, OcCyLeCTBIALWNX
MEONMUMHCKYKO nNOMOLWb, W uHAUBMAyalnbHbIMW MNpegnpuHuMarTendamm, ocyuwecTtendowmnmMmm  MegununHCKY
neAaATernbHOCTb (,qanee - MeJnLUnNHCKada OpFaHI/I3aLIMF|). <1>

<1> Cratbs 2 ®epepanbHoro 3akoHa ot 21 Hosiopst 2011 r. N 323-®3 "O6 ocHoBax OXxpaHbl 340pOBbS
rpaxgaH B Poccuiickon ®egepaunn” (CobpaHvne 3akoHogaTenbctBa Poccuiickon ®epepaumm, 2011, N 48, crT.
6724; 2012, N 26, cT. 3442, 3446).

2. HasHauyeHve U1 BbINUCbIBAHWE FEKAPCTBEHHbIX MpenapaToB OCYLECTBASETCA fevalliMM Bpayom,
denbalepoM, akylwepkoh B Crydae BO3JOXKEHMS Ha HUX MOMHOMOYMIM fevawero Bpada B Mopsiake,
YyCTaHOBMEHHOM Mprka3oM MuHMCTepCcTBa 34paBOOXpPaHEHUs U coumanbHoro passutua Poccuiickon ®epepaumn
ot 23 mapTa 2012 r. N 252H "O6 yTBepxaeHun Nopsaka BO3NOXeHU Ha doenbAlliepa, akylwepKy pykoBoaUTENeMm
MEOMLMHCKOW OpraHm3aumyM npyv opraHusauuu OKasaHusl NMEepBUYHON MEeOMKO-CAHUTApHOW MOMOLLM U CKOPOW
MEeLMLMHCKON MOMOLLM OTAENbHbIX (PYHKLUIA nevyallero Bpayva no HenocpencTBEHHOMY OKa3aHUi MeLMLMHCKON
NMOMOLLM MaLMeHTy B nepuog HabnogeHus 3a HUM M ero fieYeHnsi, B TOM YUCHEe MO Ha3HAYEHUIO U NPUMEHEHUIO
NEeKapCTBEHHbIX NpenapaTtoB, BKMOYash HApPKOTUYECKME JEeKapCTBEHHble npernapaTtbl U MCUXOTPOMHbIE
nekapcTBeHHble npenapatbl” (3apermctpupoBaH MuHuctepcTBoM tocTuummn Poccuickon ®enepaunm 28 anpens
2012 r., peructpaumoHHbin N 23971), wvHAMBUAOYyanbHbIMU NpeanpUHUMaTENAMKU, OCYLLECTBSHOLWUMM
MeOMLMHCKYI0 OeaTeNnbHOCTb (4anee - MeanumMHcKkne paboTHUKK).

3. MeauumHckmne paboTHUKM BbINMUCHIBAOT peLenTbl Ha NekapCTBEHHbIE NpenapaThl 3a CBOEeW NoAMnUChH.
(8 pea. Npwukasa Munsgpasa Poccum ot 30.06.2015 N 386H)

HasHauyeHne n BbiNnUCbIBaHUE NeKapCTBEHHbIX npenapaToB ocyllecTBndaeTca MeanunHCKUM pa6OTHI/IKOM no
MeXayHapogHOMY HenatTeHTOBaHHOMY HanMeHOBaHWI0, a Npu ero OTCyTCTBUK - rpynnnMpoBOYHOMY HAaMMEHOBAHMIO.
B cny4ae OTCYTCTBUA MeXOyHapOoOHOro HenateHToBaHHOrNo HaMMeHOBaHuUA U rpynnmpoBoOYHOro HaMMeHOBaHUA
NeKapCTBEHHOro npenapara, J'IeKapCTBeHHbIIZ npenapar Ha3Ha4YaeTcA U BbiNMUCbiIBaeTCcA MeanLUNHCKUM pa6OTHI/IKOM
no ToproeoMy HaMMeHOBaHMIO.

Mpu HanMuYMM MEeQUUUHCKMX NoKa3aHui (MHAMBMAYanbHAst HEMEPEHOCMMOCTb, MO XU3HEHHbLIM MOKa3aHUSAM)
Mo peLleHno BpavyebHOW KOMUCCUN MEOULMHCKOW OpraHn3auum OCYLLECTBNAETCS Has3HavyeHue W BbIMMCbiBaHWe
nekapCTBEHHbIX NMpenapaToB: He BXOAALMX B CTaHAApTbl MEAMLUHCKON MOMOLUM; MO TOProBbIM HAaMMEHOBAHUSIM.
PelwweHne BpavyebHOM KOMUCCUN MEOMUUHCKON opraHu3auun huKcMpyeTcsa B MeAULMHCKUX JOKYMEHTax nauueHTa
N XXypHane BpayebHon KoMUCCuu.
(8 pea. MNpukasa Munsgpasa Poccun ot 02.12.2013 N 886H)

MeguumnHckne pa6OTHMKI/I OCYyLLEeCTBNAKT Ha3HadYeHne W BbINMUCbIBaHWE NeKapCTBEHHbIX npenapartos,
nognexawmnx W3rotoBfieHNMO W OTNYCKY anTe4YHbIMKU OpraHusaumamm (qanee - JNeKapCTBeHHble nMnpenaparTbl
nHanenayanbHOro VI3FOTOBJ'I€HVIFI).

3.1. HasHayeHMe nekapCTBEHHbIX MpenapaTtoB MNpW OKa3aHUM MEAULMHCKOW MOMOLUM B CTaLMOHapPHbIX
YCNOBUSIX W UX BbINUCbIBaHWE B TpeboBaHUsIX-HaKNagHbIX B COOTBETCTBUM C WHCTpykuuenm o nopsiake
BbINUCbIBaHMS NeKapCTBEHHbIX NpenapaTtoB U oOpMIIEHUs peLenToB U TpeboBaHUN-HaKNaaHbIX, YTBEPXKAEHHON
npukasom MuHUCTEpPCTBa 34paBOOXpPaHEHUs 1 couunansHoro passuTtusa Poccunckon depepaumm ot 12 cespans
2007 r. N 110 "O nopsigke HasHayeHWUst U BbIMUCLIBAHUS JIEKAPCTBEHHbIX MpenapaToB, U34enMi MeauLUHCKOro
HasHayYeHuss W Crneumanu3npoBaHHbIX MPOAYKTOB JiedebHoro nuTtanmsa" <1.1>, ocywecTBnsercsa no
MEeXAyHapOAHOMY HeEMaTeHTOBaHHOMY, FPYNMMPOBOYHOMY UM TOProBOMY HAUMEHOBAHMIO.

(n. 3.1 B pea. Mpukasa MuH3agpaea Poccum ot 21.04.2016 N 254H)

<1.1> 3apeructpuposaH MwuHucTepcTBOM tocTvummn Poccuiickon ®egepaumm 27 anpens 2007 r.,
pernctpaumoHHoin N 9364, ¢ U3MEHEHUsIMW, BHECEHHbIMW npukaszamn MuHUCTEpCTBa 34paBOOXpPaHEHUS U
coumanbHoro passutua Poccuiickon ®enepauun ot 27 asrycta 2007 r. N 560 (3apervuctpupoBaH MyHMCTEPCTBOM
tocTnumm Poccuickon ®enepauun 14 centsdopsa 2007 r., pernctpauunoHHbii N 10133), ot 25 ceHTtabps 2009 r. N
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Mpuka3 MuH3gpasa Poccum o1 20.12.2012 N 11751
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKA HA3HAYEHWS U BbINUCLIBAHUS feka...

794H (3apeructpupoBaH MuHuctepctsom toctuumm Poccunckon ®enepauum 25 Hos6psa 2009 r., pernctpaumoHHbIN
N 15317), ot 20 aHBaps 2011 r. N 13H (3apeructpmpoBaH MuHuctepctBom toctuumm Poccuiickon ®epepaumm 15
mapta 2011 r., peructpaumoHHbein N 20103), npukaszamm MwuHucTepcTBa 34paBooxpaHeHusi Poccumnckon
®epnepauuu ot 1 asrycta 2012 r. N 54H (3apeructpupoBaH MuHuctepcteom toctuumm Poccuiickon ®enepauun 15
aerycta 2012 r., peructpaumnoHHein N 25190), ot 26 dpespansa 2013 r. N 94H (3apeructpmpoBaH MUHUCTEPCTBOM
toctuuumn Poccuniickon ®eaepaumm 25 nioHs 2013 r., pernctpaumoHHbin N 28881).

(cHocka BBegeHa NMpukazom MuHsgpaea Poccun ot 21.04.2016 N 254H)

4. PeuenT, BbINUCaHHbIA C HapyweHnemM YCTaHOBJIEHHbIX HACTOALUM nOpﬂLI,KOM TpeGOBaHVIVI, cHnTaeTcA
HeOeNCTBUTENbHbIM.

5. CBegeHust 0 HasHaYeHHOM, 1 BbINWCAHHOM fleKapCTBEHHOM npenapaTe (HaMMeHOBaHWe NeKapCTBEHHOro
npenapara, pas3oBasi Ao3a, Crnocob W KpaTHOCTb Mpuema Wnv BBedeHWs, ONUTENbHOCTb Kypca, oBocHoBaHWe
HasHa4eHus NekapcTBEHHOro npenaparta) ykasbiBaloTca B MeAULMHCKOW KapTe naumeHTa.

PeuenT Ha nekapcTBEHHbI MpenapaT BbIMMCbIBAETCA Ha WMSA MNauueHTa, Ans KOTOpOoro npegHasHadeH
nekapCTBEHHbIN npenapar.

Peuent Ha ﬂeKapCTBeHHbIPI npenapar MOXeT ObITb nonyyeH naunMeHToMm wunn ero 3akOHHbIM
npeancraBuTeNieEM <2>. ®akT Bblgayu peuenta Ha J'IeKapCTBeHHbIIZ npenapat 3akKOHHOMY npeacTtaBUTENIO
CbI/IKCVIpyeTCﬂ 3anucbio B Me4ULIMHCKON KapTe nauyneHTa.

<2> B OTHOLWEHMM Nnua, ykasaHHoOro B Yactu 2 ctaten 20 degepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N
323-®3 "O6 ocHoBax oxpaHbl 340poBbsA rpaxaaH B Poccuickon ®epepauun” (CobpaHve 3akoHogaTenbCcTBa
Poccunckon ®epepaunn, 2011, N 48, c1. 6724; 2012, N 26, cT1. 3442, 3446; 2013, N 27, cT. 3459, 3477; N 30, cT.
4038; N 39, cT1. 4883; N 48, cT. 6165; N 52, c1. 6951; 2014, N 23, cT. 2930; N 30, cT1. 4106, 4206, 4244, 4247,
4257; N 43, c1. 5798; N 49, cT1. 6927; 2015, N 1, c1. 72, 85; N 10, cT1. 1403, 1425; N 14, cT. 2018; N 27, cT. 3951; N
29 (yactb 1), cT. 4339, 4397, 4356, 4359).

(cHocka B peg. MNpukasa Munsgpaea Poccun ot 30.06.2015 N 386H)

6. 3anpe|.|.LaeTc;| BbINUCbIBaTb peuenTbl Ha JleKapCTBEeHHbIe npenapaTbl:

6.1. MeguUMHCKMM paboTHUKaM:

Npv OTCYTCTBMN MEOULMHCKUX NOKa3aHWUi;

Ha NneKkapCTBEHHbIe Npenaparthl, He 3aperncTpupoBaHHble Ha TeppuTopun Poccuiickon ®epepauuu;

Ha nekapCTBeHHble npenapartbl, KOTOpPblE€E B COOTBETCTBUU C MHCprKLI,I/IeVI no MeanunMHCKOMY NpUMeHEeHUHo
MCMNONb3YKTCA TONIbKO B MEAUNUMHCKNX OpraHn3aumax;

Ha HapKOTU4YecKne CpedcTBa M NCUMXOTPONHbIE BeLecTBa, BHECEHHbIE B cnncok Il MNepeyHs HapkoTuyeckmx
cpeacTB, MNCUXOTPOMHbIX BELWECTB M MX MPEKypcopoB, nognexawiux KoHTpono B Poccuiickon ®depepaumn,
yTBEPXAEHHOro nocraHosneHmeM MNpasutensctea Poccuickon ®epepaumm ot 30 noHs 1998 r. N 681 <3> (nanee
- NepeyeHb), 3aperncTpupoBaHHbIE B KAYECTBE NEKapCTBEHHbIX MPenapaToB, B LUENsx NPUMEHEHUst Ans neyYeHus
HapKoMaHuu;

(8 pea. MNpukasa Munsgpasa Poccun ot 31.10.2017 N 882H)

<3> CobpaHue 3akoHogatenbcTBa Poccuiickon ®egepaumm, 1998, N 27, c1. 3198; 2004, N 8, cT. 663, N 47,
cT. 4666; 2006, N 29, c1. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183, N 52, c1. 6572; 2010, N 3, cT. 314, N
17, c1. 2100, N 24, cT1. 3035, N 28, cT. 3703, N 31, c1. 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, cT. 2400, N 22, cT. 2864, N 37, c1. 5002, N 48, cT. 6686, N 49, cT. 6861.
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKA HAa3HAYEHWS! U BbINUCLIBAHUS feka...

6.2. umHAOMBMAOYyanbHbIMW NpeanpuHMMaTensMy, OCYLLECTBNSAWMMA MEOULMHCKYI0 OeaTenbHOCTb, Ha
HapKOTUYeCKMe CcpeacTBa W MNCUXOTPOMHbIE BellecTBa, BHeceHHble B cnucku Il wn Il lMepeuHs (pnanee -
HapKOTUYECKME M NCUXOTPONHbIE NekapcTBeHHbIE npenapaTtbl cnuckos Il u Il MNepeyHs).

(n. 6.2 B pea. Mpukaza MuH3agpasa Poccum ot 30.06.2015 N 386H)

KoHcynbTaHTln0C: npumeyaHue.
B oduumnanbHOM TekcTe AOKyMeHTa, BUOUMO, JOMyLLeHa onevaTka: hopMa peuenTypHoro 6riaHka umeeT HoMep
N 107-1/y, a He N 107-1/1.

7. PeuenTbl Ha NekapCTBEHHble MpenapaTbl BbIMNWCLIBAKTCA Ha PeLenTypHbix 6naHkax no copmam N
148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n) n N 107-1/1, yTBep>XA€HHbIM HAaCTOSILLIMM MPUKA30M.

8. HapkoTu4yeckne n ncnuxoTporHble NeKapCTBEHHbIE nNpenapaTthl cnucka |l MepeyHs (ganee - HapkoTUYeckne
1 NCUXOTPOMNHbIE NekapcTBeHHbIe npenapaTsbl cnucka |l MNMepeyHs), 3a ncknioveHmemM nekapcTBEHHbIX NpenapaTos B
BMAE TpaHcOepMaribHbIX TepaneBTU4EeCKMX CUCTEM U NEeKapCTBEHHbIX MpenapaToB, CoAepXKallux HapKoTuyeckoe
CPeAcTBO B COYETAHUWN C aHTaroHUCTOM OMMOUAHbLIX PELLeNTOPOB, BbIMUCLIBAOTCA Ha CneunansHOM peuenTypHOM
6naHke no copme, yTBEpXKAEHHOW npuka3oM MuHucTepcTBa 3gpaBooxpaHeHus Poccuickon ®epepaumm ot 1
asrycta 2012 r. N 54n "O6 yTtBepxaeHun ¢opMbl BNaHKOB peLLEnTOB, COAepXalnX Ha3Ha4YeHne HapKOTUYECKUX
CpeacTB WNM MCUMXOTPOMHbIX BELLEeCTB, Mopsigka WX M3roTOBMEHMS, pacnpefeneHuvs, perucrpauuu, ydeta u
XpaHeHus, a Tarke npasui odopmneHns” (3apermctpupoBaH MuHuctepctBom toctuuumn Poccuiickon ®eaepaumm
15 aBrycta 2012 r., peructpaumoHHbii N 25190).
(B pea. Mpukasoe MuH3gpaea Poccum ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

9. PeuenTypHbii 6naHk oopmbl N 148-1/y-88 npegHa3HayeH Ans BbINMUCbIBAHWS:

1) HapKOTMYEeCKUX W MNCUMXOTPOMHBLIX feKkapCTBeHHbIX npenapatoB cnucka |l lMepevyna B Buge
TpaHcaepMarbHbIX TepaneBTUYECKUX CUCTEM, HapKOTUYECKUX NekapCTBeHHbIX npenapatosB cnucka Il MNepeyns,
cofepXallmx HapKOTUYeCKoe CPeACcTBO B COYETAHWMM C aHTarOHUCTOM OMUWOMAHLIX PELIEnTOPOB, MCUXOTPOMHLIX
BellecTB, BHECeHHbIX B cnucok Il TlepeyHs, 3aperncTpMpoBaHHbIX B YCTAHOBMEHHOM MOPSAKE B KayecTse
nekapCTBEHHbIX NpenapaToB (ganee - NCMXOTPOMHbIE NeKapcTBeHHbIe npenapartkl cnvcka Il MepeyHs);

(B pea. MNpwukasos MuHagpasa Poccun ot 30.06.2015 N 386H, o1 31.10.2017 N 882H)

2) MHbIX NTeKapCTBEHHbIX NPenapaToB, Nognexawux npeaMeTHO-KONIMYECTBEHHOMY YYEeTY (3a UCKITYEHNEM
nekapCTBEHHbIX NpenapaToB, oTnyckaemblx 6e3 peuenTa);
(B pea. MNpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

3) nekapcTBeHHbIX NpenapaTos, obnagatowmx aHabonnM4eckon akTMBHOCTLIO (B COOTBETCTBUM C OCHOBHbLIM
dapmakonormieckmm encTemem);
(B pea. MNpwukasza Munsgpasa Poccum ot 30.06.2015 N 386H)

4) nekapCTBEHHbIX MpenapaToB, YyKa3aHHbiXx B MyHkTe 5 [lopsgka oTtnycka usmyeckum nvuam
nekapcTBeHHbIX npenapaTtoB ANd MeAWLUHCKOrO NPUMEHEHUs, COAepXaluxX KpoMe MarnblX KOnM4yecTB
HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB Apyrne dpapmMakornornyeckue akTuBHble
BeLLecTBa, YyTBEPXAEHHOro npmkasom MuHUcTepcTBa 34paBooxpaHeHus Poccuiickon ®enepaunm ot 17 masa 2012
r. N 562H (3apernctpupoBaH MwuHuctepctBom toctmumm Poccunckon ®depepaumm 1 umoHa 2012 r,
perncTpaumoHHbin N 24438);

5) nekapcTBeHHbIX NpenapaToB MHAMBUAYaNbHOrO M3rOTOBIEHUS, COAEPXKALLMX HapKOTUYECcKoe CpeacTBO
W1 NCUXOTPOMNHoe BelllecTBO cnucka Il Mepeyns, 1 apyrve dapMakonornyeckme akTUBHblEe BelllecTBa B [03e, He
NpeBbILLAlOLLEN BbICLLYIO PasoBylo A03Y, U NPU YCINOBWKU, YTO 3TOT KOMOWHUPOBAHHLIA NEKapCTBEHHbIA Npenapar
He ABNAETCHA HAPKOTMYECKUM UM NCUXOTPONHBLIM NeKapCTBEHHbLIM NpenapaTtom cnucka |l MepeyHs.

10. PeuentypHble 6naHkn dpopm N 148-1/y-04 (n), N 148-1/y-06 (1) npegHasHadeHbl ANs BbINUCbIBAHUSA
NeKapCTBEHHbIX MpenapaToB rpaxgaHaMm, uMelwuMm npaBo Ha 6ecnnatHoe mnonyvyeHve neKkapCTBEHHbIX
npenapaToB Unv NnonyyYyeHne nekapCcTBeHHbIX NpenapaToB CO CKUOKOWN.

11. PeuenTtypHbinn 6naHk doopmbl N 107-1/y npegHasHayeH Ans BbINUCbIBAHUS:
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nekapCTBEHHbIX MpenapaToB, yka3aHHbIX B MyHKTe 4 [lopsagka oTnycka U3nyecknM nmuam rnekapcTBEeHHbIX
npenapaToB AN MeAULMHCKOro NpUMEHEHUs, cCoaepXallnX, KpoMe MarbiX KONMUYEeCTB HapKOTUYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLECTB M UX NPEKypcopoB, Apyrne hapMakonornyeckme akTUBHble BeLlecTBa, YTBEePXKAEHHOro
npukasom MuHucTepcTBa 3apaBooxpaHeHuns Poccunckon ®enepaumm ot 17 maa 2012 r. N 562H;

MHbIX NNIEKApPCTBEHHbIX NpenapaToB, HE YKa3aHHbIX B MYyHKTax 8 - 10 HacTosLwero I'Iopﬂ,qKa.

12. lpu BbINUCbIBaHUWM peuenTa Ha fNeKapCTBEHHbIM npenapat WMHAMBUAYaANbHOTO U3rOTOBMEHMS
HaVMEHOBaHWUsi HapKOTUYECKUX U MCUXOTPOMHbIX FeKapCTBEHHbIX npenapatoB cnuckoB Il u 1l TlepeyHs, WHbIX
NeKapCTBEHHbIX MpenapaToB, noanexawux npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, NMULIYTCA B Hadane peuenTa,
3aTeM - BCE OCTarbHbl€ UHIPEANEHTI.

13. MMpu BbINUCbIBAHWM peLenTa 3anpellaeTcs MnpeBbllaTb MPeAenbHO  AOoNYyCTUMOE  KONMYECTBO
NeKkapCTBEHHOro npenaparta Ans BbIMUCbIBAHWUS Ha OAWMH peuenT, ycTaHoBreHHoe npunoxeHnem N 1 K
HacTosiLeMy MNopsaky, 3a UCKNIOYEHNEM crly4asi, ykasaHHoro B nyHkTax 15 n 23 HacTtoswero Mopsaaka.

(8 pea. MNpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

He pekomeHayeTcsi npeBbillaTb pPEKOMEHAOBAHHOE KOMWYECTBO JleKapCTBEHHOro npenapara Ans
BbIMMCbIBaHMS Ha OAWH peLenT, yCTaHoBreHHoe npunoxeHmeMm N 2 K HacTosiwemy [Mopsagky, 3a MCKNoYeHneM
cny4yaes, ykasaHHbIX B nyHKTax 15, 22 n 23 HacToswero Nopsaka.

(B pea. MNpwukasa Munsgpaea Poccum ot 30.06.2015 N 386H)

14. Mpn BbINUCBIBAHWUM HAPKOTUYECKUX M MCUXOTPOMHBLIX NEeKapCTBEHHbIX npenapatoB cnwuckoB |l wu 1l
MepeyHs, UHbIX NeKapCTBEHHbIX MpernapaToB, noasexallMx npeaMeTHO-KONMYECTBEHHOMY Yy4YeTy, [03a KOTOpbIX
MpeBbILaeT BbICLUMA OOHOKPATHLIA MpUeM, MeAVUMHCKUIA paboTHMK MULIET A03y 3TOro npenapata Mporuchbio U
CTaBWT BOCKNULATENbHbIN 3HAK.

15. KonnyecTBo BbINUCBIBAEMbIX HAPKOTUYECKUX M NMCUXOTPOMHBLIX NIEKAPCTBEHHBLIX NpenapaToB cnmckos Il 1
[l MepeyHs1, MHbIX NeKapCTBEHHbIX NpenapaToB, NoAnexalmx NpeaMeTHO-KONMMYECTBEHHOMY YYEeTY, Npu oOKasaHum
naumeHTaMm, Hy>XOAKLWUMCS B ONTUTENBHOM NeYeHUn, NepBUYHONM MEOMKO-CaHUTapHOW NMOMOLLUM U ManfmnaTuBHON
MEeOMLMHCKON NOMOLLM MOXET ObITb yBenmyeHo He 6onee Yem B 2 pasa No CpaBHEHWUIO C NPeAeribHO A0NYCTUMbBIM
KONMMYECTBOM NTEKAPCTBEHHbIX NMpenapaToB 418 BbIMUCbIBAHMSA HA OOUH peLenT, yCTaHOBIMEHHoe npunoxeHem N 1
K HacToswemy Nopsagky, UM pekoMeHO0BaHHbIM KONTMYECTBOM NEKapPCTBEHHbIX NMpenapaToB 4115 BbINMUCLIBAHMS Ha
O[OMH peuenT, ycTaHoBreHHoe npunoxeHnem N 2 k HacTosilwemy Mopsaky.
(8 pea. MNpukaza Munsgpasa Poccun ot 30.06.2015 N 386H)

B cny4asix, npegycMOTpeHHbIX ab3aleM nepBbiM HACTOSILLIErO NMYHKTA, HA peuenTax Npou3BoaUTCS HaanuChb
"Mo cneumanbHOMY Ha3HA4YeHUI", OTAENbHO CKPensieHHas NoAMNMCbID MEAULMHCKOro paboTHMKA M nedvatbio
MeAMLUUHCKON opraHusaumm "[ns peuentos”.
(ab3au BBeaeH Mpukazom MuHsgpaea Poccum ot 30.06.2015 N 386H)

16. CocTtaB KOMOVMHMPOBAHHOIO JIEKAPCTBEHHOrO npenapata, obOo3HaYeHWe mnekapcTBEHHOW opMbl U
obpalleHne meauuMHCKoro paboTHMka K dapMaleBTMYeckoMy paboTHMKY 00 W3roTOBMEHUM U OTMycke
nekapCTBEHHOro npenapaTta BbIMUCbIBAOTCS Ha NaTUHCKOM A3bIKe.

[onycTuMble K WCMOMb30BaHUIO peLenTypHble COoKpalleHus npegycMmoTpeHbl npunoxednem N 3 K
HacTosilwemy Mopsaaky.

He AonyckaeTcda COKpalleHune ONN3KUX NO HaMMEHOBAHUSM WHIpeaneHToB, COCTaBNAOLWNX ﬂeKapCTBeHHbIVI
npenapart, He NO3BONAKLWNX YCTAHOBUTD, KaKoW UMEHHO HeKapCTBeHHbIVI npenapart BbIMACaH.

17. Cnocob npumeHeHUs nekapcTBEHHOrO npenaparta obo3Ha4vaeTcsi C yka3aHMeM 403bl, YacTOThbl, BDEMEHU
npMema OTHOCWUTENbHO CHa (YTPOM, Ha HOYb) W €ro ANMTENbHOCTW, a Afs JNIeKapCTBEHHbIX MpenapaTos,
B3aMMOJENCTBYIOLLMX C MNULLEN, - BPpEMEHU UX ynoTpebneHus OTHOCUTENbHO MpuvemMa nuwiv (4o edbl, BO Bpems
efpl, nocre egbl).

18. MNpun Heo6GXOOMMOCTN HEMEASIEHHOrO UMM CPOYHOro OTMYyCKa NeKapCTBEHHOro npenapaTta nauueHTy B
BEpXHEeW YyacTu peuenTta NpocTaBnsitoTca 0603HayYeHus "cito” (cpoyHo) unum "statim™ (HemeaneHHo).
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19. Mpu BbINUCbIBAHUM peLenTa Ha fieKapCTBEHHbIN NpenapaTt UHAMBUAYaNbHOTO M3rOTOBEHUSI KONUYECTBO
XNOKUX hapmaueBTUYeckMx CybCTaHUMiA yKasbiBaeTCA B MUNMMNUTPaX, rpammax MMM Kannax, a ocTarnbHbIX
hapmaLeBTMYECKNX CYGCTaHLUMM - B rpaMManx.

20. PeuenTbl, BbiNUCaHHble Ha peuentypHom G6naHke dopmbl N 148-1/y-88, penctBuTenbHbl B TedeHne 15
OHEN CO OHS BbINUCBIBAHMS.
(n. 20 B pea. Mpukasa MuHagpaea Poccum ot 30.06.2015 N 386H)

21. PeuenTbl Ha nekapCTBEHHbIE Npenaparthl, BbiNMCaHHbIe Ha peuenTypHbix BnaHkax dopmbl N 148-1/y-04
(n) n popmbl N 148-1/y-06 (1), AencTeuTenbHbI B TedeHre 30 gHen co AHS BbINUCHIBAHMS.
(B pea. MNpukasa MuHsgpasa Poccun ot 30.06.2015 N 386H)

PeuenTbl Ha NekapcTBeHHble Npenaparthl, BbINMUCaHHbIE Ha pelenTypHbix 6naHkax dopmbl N 148-1/y-04 (n) n
¢dopmbl N 148-1/y-06 (n), rpaxgaHam, OOCTUILMM MEHCMOHHOrO BO3pacTa, WHBanNuMaam nepBOW rpynmbl,
JeTaM-uHBanuaaMm, a Takke rpaxgaHaMm, CcTpagalwuMm  XpoHudeckuMmn 3aboneBaHuamu, Tpebyrowmmu
ONUTENBHOrO KYPCOBOrO fieveHus, AencTBuTenbHbl B TedeHne 90 gHen co OHA BbINUCLIBAHUS.

(B pea. MNpukasa Munsgpasa Poccum o1 21.04.2016 N 254H)

[Ona neyeHnss xpoHM4Yeckmx 3aboneBaHUN yKa3aHHbIM KaTeropusiM rpaxaaH peuenTbl Ha NekapCcTBEHHbIE
npenapaTbl MOTYT BbINUCLIBATLCA Ha Kypc neyeHms o 90 gHen.
(B pea. Npwukasza Munsgpaea Poccum ot 30.06.2015 N 386H)

22. PeuenTbl Ha NnekapCTBEHHbIE Npenaparbl, BbIMMCAHHbIE HA peLenTypHbIXx 6naHkax dgopmel N 107-1/y,
OeNCTBUTENbHbI B TeveHne 60 gHen co OHSA BbINMUCHIBAHMS.
(8 pea. Npwukasa Munsgpaea Poccum ot 30.06.2015 N 386H)

Mpn BbINMCbIBAHUN MEOULUHCKMM pPabOTHMKOM peLenTOB Ha TOTOBbIE JIEeKAapCTBEHHbIE MpenapaTtbl U
nekapcTBeHHble npenapaTbl MHAMBMAYaNbHOrO M3roTOBMEHMS MauMeHTaM C XPOHWYeckuMu 3aboneBaHusiMu Ha
peuenTypHbix 6naHkax dopmbl N 107-1/y paspeluaetcsa ycTaHaBNMBaTb CPOK AENCTBUS peLenTa B npegenax go
OHOr0 roga u npeBbiaTh PEKOMEHAYEMOE KONMYECTBO NIeKapCTBEHHOMO npenapara ANns BbiNMCbIBaHWSA Ha OAWH
peuenT, yctaHoBneHHoe npunoxeHnem N 2 k HacToswemy Mopaaky.

Mpn BbINMCbIBAHUKN TakMx peuenToB MeAMUMHCKUA paboTHUK gernaet nomeTtky "lMaumeHTy ¢ XpOHWYECKUM
3aboneBaHvem", yka3blBaeT CPOK AENCTBMA peuenTa U NepuMoanyHOCTb OTMyCKa NeKapCTBEHHbIX NpenapaTtoB K3
anTeyHon opraHusaumm unu NHAMBMAYyansHbLIM NpeanpuHuMaTenemM, UMeLMM NULEH3NI0 Ha apMaLeBTUYECKYI0
OeATenbHOCTb (eXeHedenbHO, eXXeMEeCAYHO U UHbIE NEPUOAbI), 3aBePSET 3TO yKasaHWe CBoeW Noanuchio 1 NNYHON
nevartblo, a TakKe nevyaTbio MeguLMHCKOW opraHu3auuu "nsa peuenTtos”.

23. PeuenTbl Ha nNpoun3BoAHble GapOMTYPOBOWM KUCIOTbI, KOMOWMHMPOBAHHbLIE NEKAPCTBEHHbIE MpenaparTsl,
cogepxawime KogeuvH (ero conu), UHble KOMOBMHUPOBaHHbIE mNeKapCTBEHHble Mpenapatbl, noanexaiime
npeaMeTHO-KONIMYECTBEHHOMY Y4eTy, NeKapCTBeHHble npenaparbl, obnagatwolime aHabonu4yeckon akTUBHOCTLIO B
COOTBETCTBUN C OCHOBHbIM (DapMakosiorM4eckum AencTBMeM, [ANs JiedYeHUst MNauMeHTOB C  XPOHWYEeCKUMM
3aboneBaHns M1 MOTYT BbINUCLIBATbLCSA Ha KypC NneveHus no 60 gHen.

(8 pea. MNpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

B atux cnyyasx Ha peuentax npoussBoautcs Haanucbk "lMo cneumanbHOMY Ha3HavyeHuw", OTAenbHO
CKpenieHHasi NoA4NUCbI0 MeULMHCKOro paboTHMKa 1 neYaTbio MeAMLMHCKOM opraHn3aumm "Onst peuentoB”.

Il. HasaHayeHue JNNeKapCTBEeHHbIX NpenapaTtoB NP OoKa3aHuu
MegULUHCKOM NoMoLM B CTauMOHapPHbIX YyCNNOBUAX

24. IMpwv okaszaHun NaumeHTy MeanLUMHCKON NOMOLLM B CTALMOHAPHbIX YCNOBUAX Ha3HavYeHne NekapCTBEHHbIX
npenapaToB NpPOU3BOAUTCA MEAULMHCKUM PabOTHUKOM €OMHOSMMYHO, 3a WUCKMIYEHMEM ChnyvaeB, yKas3aHHbIX B
noanyHktax 1 - 2 nyHkTa 25 HacToswero NMopsaka, 6e3 BbiNMCbIBaHUSA pelenTa.

25. CornacoBaHuMe HasHa4yeHUs TEeKapCTBEHHbLIX MpenapaTtoB C 3aBeAyllWuM  OTAeNneHueMm  Unu
OTBETCTBEHHbIM AEXYPHbIM Bpayom nnbo ApyruM nUUOM, YNOSHOMOYEHHbIM MNPUKa3oM [faBHOMO Bpaya
MEeOULMHCKON opraHu3auuu, a Takke, Npu HanMynum, ¢ BpayYoM - KIMHUYECKUM apMakofsioroM HeobGxooumo B
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crnyyasx:
(8 pen. MNpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

1) OQHOBPEMEHHOIo Ha3Ha4YeHnd NATn n bonee NeKapCTBEeHHbIX npenapaTtoB OAHOMY NAaLUEHTY;

2) HasHayeHus1 IeKapCTBEHHbIX MNpenapaTtoB, He BXOAAWMX B MEpPeYeHb >XM3HEHHO HeobXOAMMbIX W
Ba)XHENLINX NEeKapCTBEHHLIX npenapaTtoB <4>, Npu HETUNNUYHOM TeYeHun 3aboneBaHusi, HaNUYNUN OCNOXHEHUN
OCHOBHOro 3aboneBaHuns 1 (MnnM) ConyTCTBYHOLIUX 3aboneBaHui, NpyU Ha3HaAYeHUU NEeKapCTBEHHbIX MpenapaTtos,
0COBEHHOCTM B3aMMOLENCTBUSA 1 COBMECTUMOCTM KOTOPbIX COMMTACHO MHCTPYKLMSAM NO UX NPUMEHEHWIO MPUBOOAT K
CHWXEHMIO 3heKTMBHOCTU N Be3onacHOCTM dhapmakoTepanuu 1 (Unu) cosgaroT NOTEHUUanbHY ONacHOCTb Ans
XKW3HW 1 300POBbS NaUMeHTa.

<4> PacnopsikeHue lNpaButensctea Poccunckon depepaumm ot 7 aekabpsa 2011 r. N 2199-p (CobpaHue
3akoHopartenbcTBa Poccuiickon ®epepaumm, 2011, N 51, cT1. 7544; 2012, N 32, cT. 4588).

B YKa3aHHbIX Cltydadax Ha3Ha4YeHue neKapCTBEeHHbIX npenapartoB CpI/IKCVIpyeTCﬂ B MEANUMNHCKMX OOKYMEeHTax
naumeHTa un 3aBepdeTcda noanmcbio MeguUMHCKOro paGOTHMKa n 3aBefgywouwiero otaeneHmem (OTBeTCTBeHHOFO
O0EXYPHOro Bpa4a munun gpyroro yrnojsiIHOMO4YeHHOro J'IVILI,a).

26. MeguumnHckMn paboTHUK MEOULIMHCKOW OpraHM3auny, pacrnofiOXXeHHOW B CENMbCKOM HACENEHHOM MyHKTe
WUNN HacCeneHHOM MyHKTe, PacroOfiOXEHHOM B YAaNneHHbIX W TPYyOHOOOCTYMHbIX MECTHOCTSX, OCyLlecTBnseT
Has3HayeHVe neKkapCTBEHHbIX MpenapaTtoB B cnyyasx, ykasaHHbIx B NyHkTax 25 m 27 Hacrtoswero [lopsaka,
€ANHOITNYHO.
(8 pea. MNpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

27. Tlo pelweHuio BpavyebHOM KOMUCCMM MaUMeHTaM nNpu oKasaHMM MM MeOULMHCKOM MoMolM B
CTaUMOHAPHbIX YCIOBUSAX Ha3HA4YalTCs JIEKapCTBEHHbIE MnpernapaTbl, HEe BKIMOYEHHbIE B MEPEYEHb >KUIHEHHO
HEOOXOOUMbIX M BaXXHEWMLIMX JIeKApCTBEHHbIX MNpenapaToB, B CIydyae WX 3aMeHbl U3-3a WMHAMBULYaNbHON
HENepeHOCMMOCTH, MO XKUIHEHHbBIM MOKa3aHMSAM.

PewweHne BpadyebHOM kOMMCCHUM HUKCMPYETCH B MEAMLIMHCKMX OOKYMEHTax naumeHTa u xxypHane spadyebHomn
KOMUCCUW.

28. B cnyyasx ob6crnefoBaHuWs M fevyeHMsl rpaxdaHvHa B CTaUMOHapHbIX YCIOBUAX B pamkax
npefocTaBneHnss MeOWULMHCKMX YCINyr Ha BO3ME3[HOW OCHOBE 3a CYEeT NUYHBIX CpedcTB rpaxdaH, CpeacTs
IOPUONYECKUX IUL U UHBbIX CPEACTB Ha OCHOBaHWM [0roBopa, B TOM 4ucrne [gorosopa [Ao0GpoBONbHOro
MEAMLMHCKOro CTpaxoBaHua <5>, eMy MOryT OblTb HasHauyeHbl NeKapCTBEHHble MpenapaTbl, He BXxoaslue B
nepeyeHb XU3HEHHO HEOBXOAMMBIX U BaKHEWLLIMX NeKapCTBEHHbIX Npenaparos, eCr 3TO OFOBOPEHO YCIOBUAMU
Jorosopa.

<5> T[loctaHoBneHne [lpaBuTenbcTtBa Poccuiickon Pepepauum ot 4 oktsa6ps 2012 r. N 1006 "O6
yTBEpXaeHun [lpaBun npenocTtaBneHus MeAULMHCKMMW  OpraHu3auusiMu  MraTHbIX  MeguUMHCKUX — ycryr”
(CobpaHue 3akoHogaTenbcTBa Poccuickon ®enepaunn, 2012, N 41, c1. 5628).

29. B oTgenbHbIX cnydasix no peLleHnto pykoBoauTensa MeAuUMHCKOW OopraHv3almu npu BbiNMUCbIBAHUM U3
MEeOMLMHCKON OpraHu3auun naymeHTa, MMeoLWero COoTBETCTBYIOLLNE MEOULMHCKME NOKa3aHUs 1 HanpaBnsiemoro
ONsi NPOAOIDKEHNsT NeYeHns1 B aMOynaTopHbIX YCIOBUSAX, MOTYT Ha3Ha4aTbCHa MO0 BblAaBaTbCA OOHOBPEMEHHO C
BbIMWCKON M3 MCTOpMM BOMNEe3Hn HapKOTUYECKME W MCUXOTPOMHbIE FeKapCTBEHHble nmpenapaTel cnuckos 1l u I
lMepeyHs, cMNbHOAENCTBYIOLLME NEKAPCTBEHHbIE MpenapaTthl Ha CPOK NpMema nauueHTom 4o 5 aHen.

(B peq. Mpukasa MuHsgpaea Poccun ot 30.06.2015 N 386H)

lll. HazaHayeHMe n BbINUCbIBaHME NIEKAaPCTBEHHbIX NpenapaTos
Npyu oKasaHUM NepBUYHON MeANKO-CaHUTAapPHOM NMOMOLLU, CKOPOM
MeOULMHCKOM NOMOLUM U NanfiMaTUBHON MEeSULMHCKON NOMOLUM
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30. MNpn oOKasaHMM MEPBUMYHON MEOMKO-CAHUTAPHOM MOMOLUM U naninaTMBHOWM MEAWMLMUHCKOM MOMOLLN B
ambynaTopHbIX YCNOBUSX Ha3HayeHWe U BbINUCbIBAHWE TEKapCTBEHHbIX MNpenapaTtoB OCYLLEeCTBAseTCA
MeaMLMHCKUM paboTHMKOM B CryvyasiX TUMWYHOrO TeyeHusa 3aboneBaHus naLMeHTa uCxXoOsd M3 TSXECTU W
XapakTepa 3aboneBaHusl.

31. HasHaueHVne 1 BbINMCbIBAHWE JEKAPCTBEHHbLIX MpenapaTtoB MO peLleHnto BpaydebHoW komMuccum npu
OoKaszaHuM NEpPBUYHON MEAWKO-CaHUTApPHOM MOMOLLM, NanuaTMBHOM MEOMLMHCKOMW MOMOLLM B amMOynaTopHbIX
YCIOBWSIX MPOM3BOANTCS B CNy4dasix:

1) OAHOBPEMEHHOro Ha3Ha4eHuda OOHOMY NauueHTy NATU U bonee NNIeKapCTBEHHbIX NpenapaTtoB B Te4eHue
OOHNX CYTOK UJTN CBbllLE OECATU HauMeHOBaHWI B Te4EHNE OAHOro Mecsua;

2) Ha3HayeHMs NeKkapCTBEHHbIX NpenapaToB NPy HETUNNYHOM TedeHun 3aboneBaHusi, HanM4YMn OCNOXKHEHUN
OCHOBHOro 3aboneBaHust 1 (MnnM) conyTcTBYHOLIUX 3abonesaHui, NpyM Ha3HAYEHUMU NEKapCTBEHHbIX MpenapaTtos,
0COBEHHOCTN B3aUMOOENCTBUSA U COBMECTUMOCTU KOTOPLIX COTMAcHO MHCTPYKLUMSAM MO MX NPUMEHEHWNIO NPUBOAAT K
CHWXKeHUIo adhpeKTUBHOCTM 1 BesonacHocTn dhapmakoTepanuu 1 (Mnun) co3gatoT NoTeHUUanbHyK OnacHoOCTb AN
XM3HW 1 300POBbS NALMEHTa;

3) NepBMYHOro Ha3Ha4YeHUs1 NALNEHTY HAPKOTUYECKUX U NMCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaToB CMUCKOB
[l v 1l MepeyHs (B cnyyae NPUHATUS PyKOBOAWUTENEM MEeAWULMHCKOW OopraHu3aumu pelleHns o HeobxoaMMocTu
COrnacoBaHNs Ha3Ha4YeHUs! TakUX NEKAPCTBEHHBIX NPenapaToB ¢ BpayeBGHON KOMUCCUEN).
(nn. 3 B pea. MNMpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

32. HasHayeHue 1 BbINUCbIBaHWE HApPKOTUYECKUX U NMCUXOTPOMHbIX NeKkapCTBEHHbIX NpenapaToB cnnckos Il n
[ll MepeyHs npou3BoaMTCA NaumeHTam C BblpakeHHbIM GoneBbIM CMHAPOMOM N0OOro reHesa, a Takke nauueHTam
C HapyleHVem CHa, CyAOPOXHbIMW COCTOSHUSIMW, TPEBOXHbIMWU paccTponcTBamu, pobusmu, NCUXOMOTOPHbLIM
BO30OYyX[AeHNeM CaMOCTOSATENbHO MeOWUUMHCKMM paboTHMKOM nubo MeauuMHCKMM paboTHMKOM MO peLleHuto
BpayebHOW KOMMCCMM (B Criydae MpUHATUS pPyKoBOAMTENEM MEOWLMHCKOW OpraHumsauuMm pelueHns o
HeobXOAMMOCTM COrNacoBaHUs MEepPBMYHOTO Ha3HAYeHUs TaKMX JieKapCTBEHHbIX MNpenapaTtoB C BpayebHow
Komuccuren).
(n. 32 B pea. MNpukasa Munusgpasa Poccum ot 30.06.2015 N 386H)

33. Mpu okasaHWM CKOpOW MeOULIMHCKOM MOMOLLM fekapCcTBeHHble npenapaTtbl Ha3Ha4alTc MeAULUHCKUM
paboTHMKOM Bble3fHOW Gpuragbl CKOPON MOMOLLM, MEAULMHCKUM PaBGOTHUKOM MEeOULIMHCKOW opraHusauuu npu
OKa3aHWN MEeAMLMHCKOW MOMOLLM rpaxaaHaM npu 3aboneBaHnsaX, HeCYaCTHbIX Crydasix, TPaBMax, OTpaBleHUax u
APYIUX COCTOSIHMSAX, TPEOYIOLLIMX CPOYHOIO MEAMLIMHCKOro BMeLLIaTeNbCTBRaA.

IV. HazaHauyeHue U BbiNUCbIBaHWNE JIeKapCTBEHHbIX
npenapaToB rpaxaaHam, MMerLWMM NnpaBo Ha 6ecnnaTHoe nonyyeHue
neKapCcTBEHHbIX NpenapaToB UIU NOJyYeHue NleKapCTBEHHbIX
npenapaTtoB CO CKUOKOW, B paMKaX OKa3aHus
MM NepBUYHON MeOUKO-CaHUTapHOW NOMOLLU

34. HasHayeHue W BbINUCbIBaAHME NNIeKapCTBEHHbIX nMNpenapaTtoB rpaxpgaHamMm, uWMewwunMm npaBo Ha
6ecnnaTHoe nony4yeHme InekapCTBEeHHbIX npenapatoB Uik nonyvyeHne nekapCTBeHHbIX npenapaTtoB CO cKngkom,
npu OKasaHun um I'IGpBI/I‘-IHOI;I MeJJ,VIKO-CaHI/ITapHOVI nomMmoLin ocyuecrtendeTtca MeguumnHCKUM paGOTHI/IKOM B
cnydyadax TUNU4YHOro TevYeHud 3aboneBaHus naunMeHTa Mcxoasa U3 TAXKEeCTU U Xapakrepa 3aboneBaHus cormnacHo
yTBEepPXOAEeHHbIM B YCTAHOBJIEHHOM nopdaKke CtaHgapTam MeANLMHCKOM MOMOLLN, B TOM Yucne:

1) oTAenbHbIM KaTeropusiM rpaxgaH, UMelLWuM MnpaBo Ha MNoMyvyeHue rocyaapCTBEHHOW coumarnbHON
nomowy B Buae Habopa coumanbHbIX YCNyr, B COOTBETCTBUM C MEpPeYHEM JieKapCTBEHHbIX MpenapaTtoB AN
MEAMLMHCKOrO MPUMEHEHWs, B TOM 4WCMe feKapCTBEHHbIX MNpenapaTtoB ANs MEAUMUMHCKOrO MNpUMEHEHWs,
HasHayaeMblX NO peLleHNI0 Bpa4yeBHbIX KOMUCCUI MEOQNLMHCKUX OpraHn3auumn <6>;

(nn. 1 B pea. MNMpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)
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<6> PacnopsikeHune [NpaButensctBa Poccuiickon Pepepauumn ot 30 pekabpa 2014 r. N 2782-p "O6
YTBEPXKOEHUUN NEPEYHS XXU3HEHHO HEOBXOOUMbBIX N BaXXHENLUNX NeKkapCcTBEHHbIX NpenapaTtoB Ha 2015 roa, a Takke
nepeyHen nekapcTBEHHbIX NpenapaTtoB ANA MeAWLMHCKOrO MpPUMEHEHUS U MUHMMAnNbHOrO accopTUMEHTa
nekapcTBEHHbIX NpenapaToB, HeO0BXoaUMbIX AN Oka3aHusa MeauumHckon nomown” (CobpaHue 3akoHo4aTenbLCTBA
Poccuiickon ®egepaumm, 2015, N 3, cT. 597).

(cHocka BBegeHa lNMpukazom MuHsgpaea Poccum ot 30.06.2015 N 386H)

2) rpaxgaHam, cTpajatolMM 3710Ka4eCTBEHHbIMM HOBOOOpPa3oBaHUSIMU NMMAOUOHON, KPOBETBOPHOW U
POOCTBEHHLIX WM TKaHeRn, reMogunmMen, MyKOBMCLMOO30M, runogmsapHbiM HaHuM3MoM, 6onesHbto [ouwe,
paccesiHHbIM CKIEpPO30M, a Takke rpaxgaHam Mnocne TpaHCniaHTauum opraHoB 1 (Unn) TKaHel, B COOTBETCTBUN C
nepeyHem LEHTpanu3oBaHHO 3akynaemblX 3a CYeT cpeactB defdepanbHoro 6GrogkeTa nNekapCTBEHHbIX
npenapaTtos, yTBepxxaaemeiM [paButensctBom Poccuiickon denepavmy;

3) rpaxgaHam, MMeLWMM NpaBo Ha MonydeHne NeKkapcTBEHHbIX NpenapatoB GecnnaTHO unu nonydeHve
nekapCTBEHHbIX MpenapaToB CO CKUOKOM 3a cuyeT cpedcTB OrooxeToB cybbekToB Poccunckon Pepepauun, B
COOTBETCTBMU C [lepeyHeM rpynn HaceneHus u kateropui 3aboneBaHui, Npu amOynaToOpHOM feYEHUM KOTOPbIX
nekapCTBEHHbIE CPEACTBA M U3Jenvs MeANLMHCKOrO HasHa4yeHnst OTMyCKalTCA No peuenTam Bpadven 6ecnnaTHo,
n MNMepeyHem rpynn HaceneHusl, Npy ambynaTtopHOM fleYeHUN KOTOPbIX JIEKapCTBEHHbIE CPEACTBa OTNycKarTCcs no
peuentam Bpayen ¢ S50-NPOLEHTHOM CKMOKOW, YTBepXAeHHbIMW noctaHoBneHwem [lpaButenbctBa Poccuickon
depepauyum ot 30 nons 1994 r. N 890 <7>;

(8 pea. Npwukaza Munsgpasa Poccum ot 30.06.2015 N 386H)

<7> CobpaHue 3akoHogaTenoctBa Poccuiickon ®egepaumm, 1994, N 15, ct. 1791; 1995, N 29, cT. 2806;
1998, N 1, cT. 133, N 32, cT1. 3917; 1999, N 14, c1. 1724, N 15, c1. 1824; 2000, N 39, cT. 3880; 2002, N 7, cT. 699.

4) rpaxgaHam, CTpafaloWmM >KUSHEYTPOXaLWMMN U XPOHMYECKMMU MPOrpecCUpyoLWNMN  peaKMMun
(opdaHHbIMK) 3a00neBaHUAMU, MNPUBOLALLMMMN K COKPALLEHMIO MNPOOOIDKUTENBHOCTA KU3HWU TpaxdaH W Ux
WHBanNMOHOCTU <8>.

(nn. 4 BBegeH lMpukaszom Munsgpasa Poccum ot 30.06.2015 N 386H)

<8> [locTtaHoBneHue [lMpaButenbctBa Poccurickon ®enepaunm ot 26 anpensa 2012 r. N 403 "O nopsiake
BeaeHus PepnepanbHOro permcTpa nuu, CTpagarolmx XXU3HEYrpoXKaoLWMMN 1 XPOHUYECKMMIN NMPOrpecCcupyoLwLmMmm
peakumm (opdaHHbIMK) 3aboneBaHns My, NPUBOOSALLMMN K COKPaLLEHUI0 NPOAOIIKUTENBHOCTU XU3HU FpaXxKaaH 1 Ux
WHBanNMAHOCTU, U ero permoHansHoro cermeHta" (CobpaHne 3akoHopaTtenbcTBa Poccuiickon ®enepauun, 2012, N
19, cT. 2428; N 37, cT1. 5002).
(cHocka BBepeHa lNMpukasom MuHsapasa Poccum ot 30.06.2015 N 386H)

35. I'IpaBo BbIMACbIBATb pelenTbl Ha JeKapCTBEHHble npenapatbl rpaxaaHam, UMMerlnmMm npaBo Ha
b6ecnnaTtHoe nonyyeHme JeKkapCTBeHHbIX npenapaTtoB WUJIM nojiydeHune J1eKapCTBEHHbIX MNMpenapatoB CO CKnagkom,
TaKkkKe NUMEOT:

1) MmeguumHckue paboTHUKK, paboTalowmne B MeAMUNHCKON opraHn3aLmmn no COBMecTUTenbCTBY (B Npegenax
CBOEWN KOMMNEeTeHLUMN);

2) MegunumMHCcKne paboTHMKM CTaLMOHAPHBIX YYpexaeHUn coumanbHOro ob6Cny>XMBaHUS U UCNPaBUTENbHbIX
yYpexaeHun (He3aBUCMMO OT BEAOMCTBEHHOM NPUHAONEXHOCTN);

3) MeavuMHCKMEe pPabOTHUKM MeOULIMHCKMX OpraHusauuid, OKasbiBaloLMX MEAMLMHCKYI0 MOMOLlb B
CTauMOHapHbIX YCINOBUSIX, B Cryd4ae, NpeaycMOoTPeHHOM NyHKToM 29 HacTosiwero Mopsaka;

4) meguunHcKne paboTHUKM MEOULMHCKUX OpraHusauni, OKasbiBaloMX MEPBUYHYI0 MEAUKO-CaHUTaPHYHO
noMoLLlb, NOABEAOMCTBEHHbIX hefepanbHbiM OpraHamM WCMONHUTENbHOW BNAcTM UMM opraHam WUCMNOMHUTENbHOW
BnacTtu cybbektoB Poccuickon Pepepaumm:
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKA HAa3HAYEHWS! U BbINUCLIBAHUS feka...

a) rpaxgaHam, pacxofbl Ha OecnnaTHoe neKkapCcTBeHHoe obecnevyeHne KOTOpbIX B COOTBETCTBUM C
3akoHogaTenbcTBOM Poccuinckon egepaumnm nokpbIBaOTCA 3a CHET cpeacTB deaepanbHoro 6roaxeTa;

6) WHbIM KaTeropumam rpaxagaH, pacxoabl Ha SecnnaTtHoe nekapCcTtBeHHOe obecneyeHne KOTOPbIX B
COOTBETCTBUM C 3aKoHogaTenbCTBOM Poccuinckon <De,u.epau.mm NOKpbIBAlOTCA 3a CYeT CcpeactB GrooxeToB
pPa3sINYHbIX ypOBHeVI 1 0653aTenbHOro MeanLMHCKOro CTpaxoBaHus;

5) nHouBMAayanbHble NpeanpuHUMaTeny, 3aHMMarrLLMecs YacTHOW MeAMUUHCKON NPaKTUKOM U BKIHOYEHHbIE
B peecTp MeAMLUHCKMX OpraHu3auui, OCYLLECTBNSOWNX AeATENbHOCTL B cdepe 0683aTenbHOro MeauumnHCKoro
CTpaxoBaHUs.

36. He ponyckaeTcs BbIMUCbIBAHWE PeELIENTOB Ha JIEKAPCTBEHHble Npenapartbl ANs JNeYEeHUss rpaxkaaH,
umerwmnx npaBo Ha 6ecnnaTHOE MOSlydyeHMEe FEeKapCTBEHHbIX MpenapaToB WMMAM MOJTyYeHUE JeKapCTBEHHbIX
npenapaToB CO CKUAKOW, MEAULUMHCKMMWU pPabOTHUMKaMM CaHaTOPHO-KYPOPTHbIX OpraHv3auuin, MeauLUHCKUMU
paboTHMKaMM MeOMLMHCKUX OpraHv3aLmi, OKasbiBalLUX MEOMLMHCKY0 MOMOLLb CTALWMOHAPHO UMK B YCIOBUSIX
OHEBHOro CTauuoHapa, 3a UCKITYEHEM criyyas, NpeaycMOTPEHHOro nyHkTom 29 HacToswero Mopsiaka.

37. MNpun BbINMCbIBaHMN PELENTOB Ha NEeKapCTBEHHblE MpenapaThl AN NeYeHns rpaxaaH, UMeLLMX npaBo
Ha BecnnaTHoe nomny4yeHue NekapCcTBEHHbIX NpenapaToB UMK NonyvYeHne NekapCcTBEHHbIX NpenapaToB CO CKUAKOW,
yKasblBaeTcsl HoMep TernedoHa, No KOTOpoMy paboTHMK anTe4yHOW opraHuM3auum npu HeobXoAMMOCTU MOXEeT
cornacoBaTb C MeAULUHCKUM paboTHUKOM CUHOHMMUWYECKYIO 3aMeHY NekapCTBEHHOrO npenapara.

38. Ha peuentypHom GnaHke cdpopmbl N 148-1/y-04(n) n cdopmbl N 148-1/y-06(n) peuenT BbINUCbIBaeTCA
MeOMLMHCKUM paboTHMKOM B ABYX 3K3EMMMsipax, C OOHUM 3K3EMMSAPOM KOTOPOro nauueHT obpallaetca B
anTeyHyo opraHusauuto. Bropoin sksemnnsap peuenTta npuobLiaeTca K MEANLMHCKOM KapTe nayueHTa.

(n. 38 B pea. Npukasa MuHagpasa Poccum ot 30.06.2015 N 386H)

39. HapkoTuuyeckne m NCUXOTPONHbIE NekapcTBeHHble npenapaTtbl cnucka |l MNepeyvHs (3a uckniodeHuem
nekapCTBEHHbIX MpenapaToB B BuAe TpaHCOepMarbHbIX TepaneBTUYECKMX CUCTEM, a TakKkKe IeKapCTBEHHbIX
npenapaToB, cogepXallnx HapKoTU4eckoe CpeacTBO B COYETAHUM C aHTArOHUCTOM OMUOMAHLIX PELEenTOpoB) ANd
neyeHus rpaxgaH, umelowmnx npaBo Ha 6ecnnaTHoOe MonyyYeHve NeKapCTBEHHbIX MpenapaToB WM MOMyYeHus
nekapCTBEHHbIX MpenapaTtoB CO CKMAKOW, BbIMUCLIBAOTCA Ha crneuvanbHOM peuenTypHom 6GrnaHke Ha
HapKoTM4eckoe CPedcTBO W MCUXOTPOMHOE BELeCTBO, K KOTOPOMY AOMOSTHUTENbHO BbIMUCHLIBAKOTCHA peuenTbl B
OBYX 3K3eMnnspax Ha peuentypHom 6naHke popmbl N 148-1/y-04 (1) nnu copmbl N 148-1/y-06 (n).

(8 pea. Mpukazos MuH3gpasa Poccum ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882H)

40. HapkoTudeckse UK MNCUXOTPOMHbIE nekapcTBeHHble nMpenapatbl cnucka |l [lMepeyHs B Buae
TpaHcAepMarbHbIX TepaneBTUYECKUX CUCTEM, HapKOTMYeCKue fnekapCTBeHHble mnpenapatbl cnucka Il MNepeyHs,
cofepallme HapkoTM4Yeckoe CpeacTBO B COYETaHWM C aHTarOHUCTOM OMVMOWMAHBIX PeuenTopoB, MCUXOTPOMHbIE
nekapcTBeHHble npenapatbl cnucka Il [lepeyHs, uWHble rnekapcTBeHHble CpeacTBa, noanexaiwme
nNpegMeTHO-KONMMYECTBEHHOMY YYeTy, JIeKapCTBEHHbIE npenapatbl, obnagatowme aHabonnyeckon akTMBHOCTLIO,
KOMOMHUPOBaHHbIE JIEKApPCTBEHHbIE Mpenapartbl, yka3aHHble B MOAMYHKTE 4 nyHkTa 9 HacToswero nopsgka,
npegHasHadeHHble ANA NeYeHus rpaxaaH, MMelolux npaBo Ha OGecnnaTtHoe nonyvyeHue nekapcTBEHHbIX
npenapaToB UNKn NonyyeHne NekapCTBEHHbIX NpenapaToB CO CKUMAKOW, BbINMUCHLIBAOTCS Ha peLenTypHOM 6rnaHke N
148-1/y-88, kK KOTOPOMY LOMOSNHUTENBHO BbINMUCLIBAIOTCA PELIENTbl B ABYX 3K3EMMNspax Ha peuentypHom GnaHke
dopmbl N 148-1/y-04 (1) nnn popmel N 148-1/y-06 (n).

(8 pea. Mpukasos MuHsgpasa Poccum ot 30.06.2015 N 386H, o1 21.04.2016 N 254H, ot 31.10.2017 N 882H)

Mpunoxexne N 1

Kk MNopsaaky HasHaYeHWst U BbINUCbIBAHUS
nekapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKA30M
MuHucTepcTBa 3apaBoOXpaHeHmns
Poccuinckon ®egepauun
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ot 20 pekabps 2012 r. N 1175H

NPEAENBHO AONYCTUMOE KOJIMYECTBO
OTAENbHbLIX HAPKOTUYECKUX U MCUXOTPOMHbIX JIEKAPCTBEHHbIX
NMPENAPATOB AJ1A BbIMUCbIBAHUA HA OOUH PELIENT

CnncoK M3MEHSIOLLNX JOKYMEHTOB
(B peq. Mpukasa Munsgpasa Poccun ot 31.10.2017 N 882H)

N MexgyHapoaHoe HernaTeHTOBaHHOe dopma Bbinycka u KonunyecTso
n/n HanMeHOoBaHMe HapPKOTUYECKOro U [03MpOBKa
MCMXOTPOMHOIO fleKapCTBEHHOro cpeacTea

1 BynpeHopduH + HanokcoH Tabnetkn 60 TabneTok
cybnunHreaneHble 0,2 Mr | (ynakoBka, kpaTHasi
+0,2w™r N 20)
2 BynpeHopduH PacTtBop ang 30 amnyn
nHbekuun, 0,3 mr/mn 1 | (wWnpuu-THOGUKOB)
MI
3 BynpeHopduH TpaHcaepManbHbIn
nnacTbipb
35 mkr/vac 20 nnacTbipen
52,5 mkr/uac 10 nnacTbipen
70 mkr/vac 5 nnactbipen
4 OvrnapokogeunH TabneTtkn
NPONOHTMPOBAHHOIO
nencTeus
60 mr 40 TabneTok
90 mr 30 TabneTtok
120 mr 20 tabneTok
5 MopcuH PacTtBop ans 20 amnyn

WHBbEKUUI, pacTBop Ang | (wnpuy-Tobukos)
NOAKOXHOro BBEAEHUS
10 mr/mn 1 mn

6 OMHOMOH PactBop ans
KogenH + MopduH + HockanuH + ManaBepunH | NogKoXKHOro BBEAEHUS
+ TebanH 0,72 +5,75+ 2,7 + 0,36 20 amnvn
+ 0,05 mr/mn 1 mn y
1,44+115+5,4+0,72
+ 0,1 mr/mn 1 Mn
7 TpumenepunaunH Tabnetkn 25 mr 50 TabneTok
8 TpumenepungmH PacTtBop aAnsa nHbekumi 20 amnyn
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10 mr/mn 1 MR
20 mr/mn 1 mn

(wnpuu-ToOMKOB)

9 MopduH Tabnetkn (kancyrnbl)
NPONOHTMPOBAHHOIO
OencrTeusa
10 mr 180 Ttabn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 40 Tabn. (kanc.)
100 mr 20 Tabn. (kanc.)
200 mr 20 tabn. (kanc.)
10 OkcukofoH + HanokcoH TabneTtku
NPONOHTMPOBAHHOIO
OencTeusa
5wmr+25wmr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTok
11 Mpocuagon TabneTkn 3aLleyHble 50 TabneTtok
MponuoHNNGEHNNITOKCUITUNNUNEPUANH 20 mr
12 deHTaHun TpaHcoepmanbHas
TepaneBTMyeckas
cucrtema
12,5 mkr/uac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnacTbipen
75 MKr/yac 10 nnactbipen
100 mkr/vac 10 nnacTbipen
13 deHTaHun Tabnetkn
NoAbA3bIYHbIE
0,1 mr, 0,2 wr, 0,3 wmr, 50 TabneTtok
0,4 wmr, 0,6 mr, 0,8 mr
14 ByTopdaHon PacTtBop Ang nHbekuui 20 amnyn
2 mr/mn 1 Mn
15 HanbydwuH PacTteop Ansa uHbekumi
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10 mr/mn 1 Mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
16 deHobapbuTan Tabnetkn 5 mr, 50 wr, 50 TabneTtok
100 mr

MpunoxeHue N 2

Kk Mopsagky HazHa4YeHWsi U BbINUCLIBAHUS
neKkapcTBEHHbIX NpenapaTtos,
YTBEPXXAEHHOMY MPUKA30M

MwuH3gpaBa Poccumn

ot 20 pekabpsi 2012 r. N 1175H

PEKOMEHOOBAHHOE KOJIMMECTBO
OTAENbHbIX NEKAPCTBEHHbIX NMPEMAPATOB 511 BbINMUCbIBAHUA
HA OOWH PELIEENT

Cnncok M3MEHSIOLLNX JOKYMEHTOB
(B pen. Mpukasos MuHagpasa Poccum ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

N n/n HanmeHoBaHWe nekapCTBEHHOrO dopma Bbinycka 1 A03MpPOBKa KonuyectBo
npenapaTta
1. KomMBuHMpoBaHHbIE NeKapCTBEHHbIE Bce nekapcTBeHHble (hopMbl He 6onee 0,2 r <*>

npenapaTbl, cogepxaline KogeuH
(conwu kogewnHa)

2. OdbeapvHa rugpoxnopua n apyrue MopoLwuok 06r
conu acbegpuHa

3. TeodenpvH, TeodeapuH-H, TabneTtkn 30 Tabn.
Heo-teodenpuH

4. ConytaH PacTteop 50 mn, 30 mn 1 cbnakoH

5. CnaamoBepanruH, TabneTtkn 50 Tabn.

CnasmoBepanrmnH-Heo

6. Opyrve KoMOMHUpPOBaHHbIE Bce nekapcTBeHHbIe hopMbl 1 ynakoBka
nekapcTBeHHble npenaparhl,
copepxalimne apeapuHa
rmgpoxnopua u nognexatiue
npeaAMeTHO-KONNYECTBEHHOMY yUeTy

7. KomMOKMHMpOBaHHbIE NEKAPCTBEHHbIE Bce nekapcTBeHHble (hopMbl 1 ynakoBka
npenapaTbl, cogepxaime
ncesnoadenpuHa rugpoxnopua u
noanexatume
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NPeAMETHO-KONTMYECTBEHHOMY yYeTy

8. KrnoHuguH Tabnetkn 0,075 mr; 0,15 mr 1 ynakoBka
PacTtBop ans nHbekumn 0,1 mr/mn 1 ynakoBka
Kannu rnasHble 0,125%, 0,25%, 5 To6MK-KanenbHNL],

0,5% pacTtBop

9. JlekapcTBeHHbIE Npenaparhl, Bce nekapcTtBeHHble hopMmbl (3a 1 ynakoBka
obnapatolme aHabonuyeckomn WCKINIOYEHMEM NEeKapCTBEHHbIX
aKTMBHOCTbIO (B COOTBETCTBMM C | hOPM ANS HAPY)XKHOIO NPUMEHEHUS -
OCHOBHbIM (bapMaKonorm4eckum renu, KpeMbl, Masm)
AencTenem)

(n. 9 B peq. MNMpukasza MuHsgpaea Poccum ot 21.04.2016 N 254H)

10. | KomBuHMpoBaHHbIE NEKapCTBEHHbIE Bce nekapcTBeHHble (hopMbl 1 ynakoBka
npenapaTbl, cogepxatime
¢beHmnnponaHonamMmuH n
noanexatuue
npegMeTHO-KONMYECTBEHHOMY yYeTy

11. |YTpatun cuny. - lNpukas MuHsgpasa Poccum ot 30.06.2015 N 386H

12. BeH3obapbutan Tabnetkn 50 mr, 100 mr 1 ynakoBka

13. MpumnaoH Tabnetkn 125 mr, 250 mr 1 ynakoBka

<*> |_|pl/l BbINMNCbIBaHMN N OTNYCKEe NeKapCTBEHHOro npenapara, coaepXxatllero cosm KogenHa, npon3soanTca
nepec4yeT Ha KogenH oCHoBaHue.

Mpunoxenue N 3

k Mopsagky HazHa4YeHusi U BbINUCLIBAHUS
neKkapcTBEHHbIX NpenapaTtos,
YTBEPXXAEHHOMY MPUKA30M

MwuH3gpasa Poccumn

oT 20 pekabpsi 2012 r. N 1175H

CnpaBo4Ho

AONYCTUMBIE K NCMNOJIb3OBAHUIO PELIENTYPHbIE COKPALLUEHUA

CokpalleHune NonHoe HanucaHne MepeBog
aa ana no, NOpOBHY

ac.acid. acidum KucnoTta

amp. ampulla amMnyna
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aqg.
ag. destill.

but.
comp., cps

D.

D.S.

D.t.d.

Dil.
div.in p.aeq.
extr.

f.
qtt.
inf.
in amp.
in tabl.

lin.

ol.
past.

Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

aqua
aqua destillata
butyrum
compositus (a, um)
Da (Detur, Dentur)
Da, Sigha
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
oleum
pasta
pilula
partes aequales

praecipitatus

pulvis

guantum satis

BOda
ONCTUNNMPOBaHHasi Boaa
macno (TBepaoe)
CINOXHbIN

Bblgan (nycTb BblgaHo, nycTb 6ygeT
BblaHO)

Bblgan, 0603Hayb
MycTtb 6yaeT BblgaHo, 0603HaYEHO

Boigan (MycTtb 6yayT BblaaHbI)
Takve J03bl

pa3BegeHHbIN
pas3gernu Ha paBHble YacTu
3KCTPaKT, BbITSXKA
MycTb 0bpasyeTtca (obpasyroTcs)
Kanns, Kannm
HacTom
B amnyrax
B TabneTkax
Xngkasa Masb
XWUOKOCTb
nunonbHas macca
Cwmewan (MycTtb OygeT cmeluaHo)
4ncnom
Macno (kugkoe)
nacra
nunons
paBHble 4acTu

OcaxaeHHbIn

MopoLuok

Ckonbko noTpebyeTcsi, CKOIbKO
Hapgo
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r.,rad. radix KOpPEHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MosTopw (MycTb ByaeT NOBTOPEHO)
rhiz. rhizoma KOpHeBuLLE
S. Signa, Signetur O6o3Haub (MycTtb 6ygeT
0603Ha4eHo)
sem. semen cems
simpl. simplex npocTou
Sir. sirupus cupon
sol. solutio pacTBop
supp. suppositorium cBeya
tabl. tab(u)letta Tabnetka
t-ra, tinct. tinctura HacTonka
ung. unquentum Ma3sb
vitr. vitrum CKITSIHKa

Mpunoxexne N 2
K npukasy Munagpasa Poccumn
ot 20 pekabps 2012 r. N 1175H

CnMcok N3MEHSILLNX JOKYMEHTOB
(B pen. Mpukasos MuHagpasa Poccum ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

PELEMTYPHbIV BIAHK

Cnncok M3MEHSIOLLNX JOKYMEHTOB
(B pen. MNMpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

MUHMCTEPCTBO 3OPaBOOXPAHEHMUI

Poccutickon depmepauyu Kon dopmer mo OKyI 3108805

MemMlUMHCKAS OOKYMEHTAalLMUA
HavMeHOBaHMe (WITaMII) dopma N 148-1/y-88

MEIVLMHCKOY OpTraHM3aumumn YTBEepXOeHa IPUKA30M
MyHMCTEPCTBa 3IPaBOOXPAaHEHMI

Poccumickoy denmepaumum
or 20 pmexabpsa 2012 . N 1175H
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKA HAa3HAYEHWS! U BbINUCLIBAHUS feka...

- 000~ 00000

PEIENT

(DaTa BHIIMCKM pelernTa)

B JIBIVI, OEeTCKMUM — HYXH [IOOUEPKHYThH
(BBpPOC eTc oe mogjgue )

®.M.0. naumeHTa

(IIOJIHOCTHLIO)
BospacT
Alpec MM HOMEPp MEeIOMUMHCKOM KapTh NalMeHTa, NOoJiydallel'o MeIUIMHCKY [IOMOIb
B aMOyJIaTOPHEIX YCJIOBUAX

®./M.0. Jsevamero Bpaua

(IIOJIHOCTHBIO)
Py6 Kon Rp
lloonuce M JMUHAS [edaThb
Jjevaumero Bpaua M.II.

PellenT OelCTBUTEJIEH B TeueHMe 15 mHen

PELIEMNTYPHbIN BJIAHK <*>

CnmncoK N3MEHSILLNX JOKYMEHTOB
(B pea. MNMpukasa Munsgpasa Poccun ot 30.06.2015 N 386H)

MMHMCTEPCTBO 3OpaBOOXpPaHeHUA Kon dopmer o OKY]
Poccurickon denmepaumm Kon yupexnenmusa no OKIIO
MemuuMHCKas OOKYMEHTAalLUs
HamMmeHOBaHMe (WITaMII) dopma N 107-1/y
MeIMUMHCKOM OpTraHM3alun YTBEepXIeHa IIpMKa30M

MyHMCTEpCTBa 3OPaBOOXPAHEHUS
Poccumickoy denmepaumum
or 20 pmexabpsa 2012 r. N 1175H

PELEIT
(B3pOCIBEIL, IOEeTCKUM — HYXHOE [NOIOUYEPKHYTH)
" " 20 1_‘.
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)

"O6 yTBEpPXOEHUM NOpsAKA HAa3HAYEHWS! U BbINUCLIBAHUS feka...

®.M.0. naumeHTa

Bospact

®./1.0. Jjeuamero Bpada

[ognmce ¥ JIMYHAasA I[IedaThb
Jiedamero Bpada

PellenT nemcTBUTEeJIeH B TeueHue 60 nHen,

(HEeHyXHOE BauepKHYTh)

)

(ykasaTb KOJIMUECTBO MECHLEB)

<*> - [OnA peuenTypHbiX 6MaHKoB, W3rOTOBMNAEMbIX W MOMHOCTLIO 3aMofiHAEMbIX C MCMOSIb30BaHMEM
KOMMbIOTEPHBIX TEXHONOMMA, BBOASATCS AOMONHUTENbHbIE PEKBU3UTHI (HOMep M (Unu) cepusi) U MecTo Afis

HaHeCeHuA WTpux-koaa.
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEepxaeHUM nopsigka HasHa4yeHVs 1 BbINUCbIBAHUSA Neka...

PELEMTYPHbIV BIAHK

CnnCoK M3MEHSIIOLLINX JOKYMEHTOB
(B pea. Mpukasos MuHagpasa Poccum ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

MyHMCTEPCTBO 3OPaBOOXPAaHEHUS
Poccumickon denmepaumum
YTBEPXIEHA

nprkasoM MUHUCTepCTBa 3OPaBOOXPAaHEHUS

Poccumickoy denmepaumm
MTama or 20 mexabpsa 2012 r. N 1175H
Kon
Me JII/ILU/IHCKOIZ OpraHM3alnm

Kon dopmer mo OKyJ 3108805
dopma N 148-1/y-04 (a)

Kon Kon NcTouHmk % onnartbl: Koa nekapctBeHHOro
KaTeropun | HO300rM4YecKon dmHaHCUpoBaHUS: (nogyepkHyTh) cpeacTsa (3anonHseTcs B
rpaxaaH dopmbl (o (nogyepkHyTb) anTeyHon opraHmsaLmm)

MKB-10)
1. ®epepanbHbii 1. BecnnatHo

2. CybbekTt Poccunckon | 2. 50%

depepauymu
S|S|S|L|L|L]J| . |L /|3 MyH/MumnanbHbI%
PELEIT Cepus N IaTa BHIIMCKU: 20 r©.
®.M.0. nmaumeHTa IJaTa poxXImeHus

Ctpanuua 19 us 27



Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751
(pea. ot 31.10.2017)

"O6 yTBEepxaeHUM nopsiaka HasHa4yeHVs 1 BbINUCbIBAHUS Neka...

CHUNC

N nonuca

obazaTrenbHoro

MeanumnHCKOro

CTpaxoBaHUA:

HoMep MeOMUMHCKOM KapTH naumMeHTa, I[IoJiydaKlero MeOMIIMHCKYI nmoMounes B

aMOyJIATOPHBEIX YCJIOBUAX

®./1.0. ;euamero Bpada

Py6. | Kom. | Rp

U D DN » U - D DI DA |

S L S 1o T e L |
(kom JieyamweIro Bpauda)
[loonmch M JMUYHAA [IedaThb Jiedallero Bpauda M.II
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXAEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

PeuenT mercrBUTeJIeH B TeueHue 15 nmHen, 30 muewm, 90 nHem
(HEHYXHOEe BaUYEepKHYTH)

—————————— (3anojgHgeTCcd CHeUMaJIMCTOM alTeuyHOM opraHmaauMM) —————————

OTnyweHo no peuenTy: ToproBoe HanmMeHOBaHWe 1 JO3UPOBKa:
Oarta otnycka: "__" 20 r. KonuyecTtso:
Mpurotosun: Mposepun: Ortnyctun:

(nHKUa oTpbiBa)

KopeLuok peuenTtypHoro 6raHka Cnocob npumeHeHus:

MpooomKnTenbHOCTL aHen

HaumeHoBaHve nekapcTBeHHOro npenapara:

KonnuectBo npuemMoB B A€Hb: pas3

[oaupoBska: Ha 1 npuewm: en.

PELEMTYPHbIV BJIAHK

Cnncok M3MEHSIOLLNX JOKYMEHTOB
(B pea. Mpukasos MuHagpasa Poccum ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

MMHMCTEPCTBO 3OPaBOOXPaHEHUS
Poccumnickon denmepaumm MECTO IJIA HMTPUX-KOIA
YTBEPXIEHA
npukasoM MUHUCTEepCTBa 3OPaBOOXPAaHEHUS
Poccumickoy denmepaumm
MenuumHCKasa opraHm3alusa or 20 gmexabps 2012 . N 1175H

Tamn
Koo OI'PH

Kon dopmer mo OKyI 3108805

®opma N 148-1/y-06 (J1)

Kon Kon VICTOUHUMK OGMHAHCU-— $ omnJyaTe u3 | Peuent
KaTeropuu Ha30JIOTMUEeCKON poBaHMUA: MCTOUHMKA OercTBuUTe—
rpaxnaH bopMEL 1) denepanpHE OIXET | MHaHCHMPOBa— [JIEH B Tede-
(mo MKB-10) 2) OBomxer cybbekTa HUA: HUe
Poccuiickot demepauun |1) 100% 15 gueir,
3) MYyHMLMIAJbHBI 2) 50% 30 muei,
Omxe T (ryxHoe nom-|90 mHem
(HyXHOE MNOOUEPKHYThH) UEPKHYThH) (HyXHOE
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)

"O6 yTBEpPXAEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

NOOUYEepK—
HYTh)
PEOEIT Cepusa N oT
®.1.0.
rnaumMeHTa
IDaTa CHMIJIC
POXIOeHMsa
N noynmca o6sa3aTeJIbHOTO
MeOMLUMHCKOT'O
CTpaxoBaHUA
HOMep MeJZ[MLLMHCKOﬁ KapTeL InaumMeHTa, InoJryyammeIro MeIMUIVMHCKYIO IIOMOIIBb B
aMOyJIaTOPHBEIX YCJIOBUAX
®.11.0. Jjeuamero epauda
Kon meuamero Bpaua
BrmmmcaHo: (3anonHgeTcsa creuMaJiMcToOM arnTeuHoOn
opraHu3aLmum)
OTHnymeHoO IO pelLenTy:
Rp: IJaTa oTnycka
Kon mexapcTBeHHOTO
npenapara
D.t.d. ToproBoe HaMMeHOBAaHME
JosupoBKa
KommuecTBO enmMHMI]
Signa KommuecTBO
[lognuce JedamweIro Bpauda Ha ofOmyn cymmy
" JIM4YHaA IledaThb Jiedalero Bpada
M.II
——————————————————————————— (IMHUSA OTPHBA) ——=—=——————————————————————
Kopemox PEINEITA Cepusa N oT
Criocob NprMeHEeHUA:
[IPOOOIIXUTEJILHOCTD oHeu HamMeHOBaHME JIEKAPCTBEHHOIT'O
KonmmuecTBO NpPMEMOB B IEHb: pas npenapara:
Ha 1 npuewm: en. JosupoBKa :

Mpunoxexne N 3
K npukasy Munagpasa Poccumn
ot 20 pekabpsi 2012 r. N 1175H
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXAEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

NOPAOOK
O®OPMIIEHNA PELIENTYPHbIX BJIAHKOB HA NEKAPCTBEHHbBIE NMPEMNAPATDI,
MX YYETA U XPAHEHUA

Cnuncok N3MeHsIILWUX JOKYMEHTOB
(B pea. MNpwukasos MuHagpasa Poccun ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

I. OchopmneHue peuenTypHbIX 611aHKOB

1. Ha peuentypHbix 6naHkax gpopmbl N 107-1/y, He umeroLLmnx HOMep u (Mnn) cepmo, MECTO AN HaHeCeHUs
wrpux-koga, N 148-1/y-88, N 148-1/y-04(n1) n N 148-1/y-06(n) B NNeBOM BEPXHEM Yriy NPOCTaBMSETCA LUTaMnN
MeOMLMHCKOW OpraHv3aunn ¢ ykasaHMeM ee HaumMeHoBaHus, agpeca u tenedoHa.

[ononHuTensHO Ha peuenTypHbiX 6naHkax dopmbl N 107-1/y, umerowmx Homep 1 (Mnn) cepuro, MecTo ans
HaHeceHus wTpux-koga, N 148-1/y-04(n) n N 148-1/y-06(n) npocTaBnsaeTcs KO4 MEAMLUHCKON opraHnsauuu.

Cepusa peuentypHoro 6naHka gopmbl N 148-1/y-04(n) n cdopmbl N 148-1/y-06(n) BkntovaeT koa cybbekTa
Poccuiickon ®degepaumn, COOTBETCTBYKOLWMIA ABYM nNepBbiM Uudpam OOLepoccuinckoro knaccudpumkatopa
00BEKTOB agMUHUCTPaTUBHO-TeppuTopuanbHoro aenernst (OKATO).

2. Ha peuenTypHbix 6naHkax, odopMnsembiXx WHAMBUOYANbHbIMU MNPEeAnpUHMMAaTENAMA, UMEKLLUMU
NALEH3NI0 Ha MEOMLUMHCKYID OeATenbHOCTb, B BEPXHEM FEBOM yrny TunorpadgckMm crnocobom wunu nytem
NpoCTaBneHMsa LWwTamna [omkeH ObiTb yka3aH afpec WHAUBMAYanbHOro npeanpuHUMaTens, HoMep WM gaTa
NULEH3MW, HAUMEHOBAHME OpraHa rocygapCTBEHHOW BNAacTy, BblAABLUErO JINLEH3NIO.

(B pea. MNpukasza Munsgpaea Poccum o1 21.04.2016 N 254H)

3. PeuenTypHble 6naHkm dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHATCA MEOULMHCKAM
paboTHUKOM pas3bopyuMBO, YETKO, YEPHMUITAMMN UMW LLAPUKOBOWN PYYKOMN.
(B pea. MNpukasza Munsgpasa Poccum o1 21.04.2016 N 254H)

4. NlonyckaeTcs odhopmIieHue:

1) BCcex peKkBU3NTOB peLenTypHbix 6naHkoB popmbl N 107-1/y, nmetroLwmMx HOMep U (Mnn) ceputo, MECTO ANA
HaHeceHus WwTpuxkoda, n opmbl N 148-1/y-06(n) ¢ ncnonb3oBaHWEM KOMMbIOTEPHbLIX TEXHOMOINN;

2) BCex peKBU3WNTOB (3a WCKoYeHnem pekBu3uTa "lognuck nevauwlero Bpaya") peuenTypHbix OnaHkoB
dopmbl N 148-1/y-88 1 bopmbl N 107-1/y (He nmetowmx Homep u (Mnn) ceputo, MecTo AN HaHeCeHUs LITPUxXKoaa)
C MCMONb30BaHNEM MeYvaTarLLmX YCTPONCTB.

(n. 4 B pea. NMpukasa Munsgpasa Poccum ot 30.06.2015 N 386H)

5. Ocbopmnenune peuentypHbix 6naHkoB cdopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06 (n) Bkno4vaeT B
cebs undpoBoe KogMpoBaHME.

LindpoBoe koanpoBaHue ykazaHHbIX peLenTypHbIX GriaHKoB BKOYaET B cebs:

1) KOO MeAMUMHCKOM opraHu3aumm B cOOTBETCTBUMM C OCHOBHbIM rOCYOApPCTBEHHBIM PErUCTPaLMOHHBIM
Homepom (OIPH), npocTaBnsieMbI Npy N3roTOBNEHNN PELLENTYPHbIX B1aHKOB;

2) KoAa kaTteropym rpaxgaH (SSS), umewlwmx npaBo Ha MOflydeHMe JeKapCTBEHHLIX MpenapaTtoB B
CcooTBeTCTBMM CO cTatben 6.1 PepepanbHoro 3akoHa ot 17 wmona 1999 r. N 178-®3 "O rocygapCTBeHHON
coumanbHon nomolumn" <1>, un kog Hosonoruveckon opmbl (LLLLL) no MKB-10, 3anonHsiemble nevawinm Bpayom
nyTeM 3aHeCceHus Kaxaon undpbl B NyCTble S4YErKn, Npu 3TOM TOYKa NPOCTaBMSeTCs B OTAENbHON AYenke;
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Mpuka3 MuH3gpasa Poccum o1 20.12.2012 N 11751
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

<1> CobpaHune 3akoHogaTenbcTBa Poccuiickon Peagepaumm, 1999, N 29, ct. 3699; 2004, N 35, cT1. 3607.

3) oTmeTka 06 mMcTouHMKe dmHaHcUpoBaHua (denepanbHein Bopxket [1], GooxkeT cybbekTta Poccuickon
depepaumun [2], myHuuunaneHbin Oromxket [3]) m npoueHTe onnatbl peuenta (6ecnnatHo [1], 50% [2]),
ocyuiectBnsemas MeauLMHCKMM paboTHUKOM;

4) Kog MeguuMHCKOro paboTHMKa YyKasblBaeTCd MeaMUMHCKUM  paboTHMKOM B  COOTBETCTBUM C
YCTaAHOBMEHHbLIM OpraHoOM WCMONMHUTENBHOMW BnacTu cybbekta Poccuiickon ®epepauumn B obnactu oxpaHbl
300pOBbs rpaxkaaH nepevyHeM KOAOB MeAMLMHCKUX PabOTHWKOB, UMEKLUX MPaBO Ha BbIMUCKY NEKapCTBEHHbIX
npenapaTos;

5) ko4 nekapCTBEHHOro npenapara, NPOCTaBNAEeMbI B anTEYHOW OpraHu3auumn npu oTnycke nekapcTBEHHbIX
npenapaToB, BbIMMCaAHHbIX Ha peuenTypHbix 6naHkax dopmMbl N 148-1/y-04(n) n bopmbl N 148-1/y-06(n).

6. B peuentypHbix GnaHkax copmbl N 148-1/y-88, N 107-1/y, dopmbl N 148-1/y-04(n) n cdopmbl N
148-1/y-06(n) (nanee - peuentypHble 6naHkun) B rpadax "®..0. naumeHTa" ykasbiBaloTCA MNOMHOCTLIO hamunus,
UMS 1 OTYECTBO (MPK HaNMynn) nauueHTa.

(B pea. MNpukasa Munsgpasa Poccum o1 21.04.2016 N 254H)

7. B peuentypHbix 6naHkax cdopmbl N 148-1/y-88 n dopmbl N 107-1/y B rpace "Bospact" ykasbiBaeTcs
KONMMYEeCTBO MOJHbIX NIET NaUMEHTa, a Anda AeTen B Bo3pacTe A0 1 roga - KoM4ecTBO NOJHbIX MECSLEB.
(B pea. MNpukasa Munsgpasa Poccum o1 21.04.2016 N 254H)

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) un dopmel N 148-1/y-06(n) B rpadpe "HOata poxgeHusa"
yKasblBaeTCs Aata poXaeHus nauueHTa (4icno, Mmecsu, rog).

8. B peuenTypHbix 6naHkax dopMbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B rpacdax "CHUJIC" n "N
nonuca obs3aTenbHOro MeAWLUMHCKOro CTpaxoBaHMs" YKasbiBalOTCA CTPaxoBOW HOMEpP WHAMBMOYANbHOMO
nMueBOro cyeTa rpaxgaHuHa B NeHcmoHHoM doHae Poccuinckon ®epepauun (CHWUJIC) (mpu Hanvuum) n Homep
nonuca obA3aTenbHOr0 MEAMLUHCKOrO CTpaxoBaHusl.

(B pea. MNpwukasa Munsgpasa Poccum ot 30.06.2015 N 386H)

9. B peuenTtypHbix 6naHkax copmbl N 148-1/y-88 B rpacde "Agpec wunu Homep MEAVLMHCKOM KapThbl
nauueHTa, nonyyawLlero MeauuUMHCKY0 MOMOLb B aMbynaTopHbIX YCMOBMAX" yKasbiBaeTCH MOSHbIA NOYTOBbIN
agpec MecTa xuTenbctBa (MecTa npebbliBaHWA uMnNu mecta hakTUYEeCKOro MpoXWBaHUSA) nauueHTa WM HoMep
MEeOMLMHCKOW KapTbl NauueHTa, nory4yatoLero MeauumMHCKyo NoMOoLLb B aMOynaTopHbIX YCIOBUSIX <2>.

(B peq. Mpukasa MuHsgpasa Poccun o1 21.04.2016 N 254H)

<2> lNpukas MuHucTepcTBa 3apaBooxpaHeHusa Poccunckon ®epepaumm ot 15 aekabpsa 2014 r. N 8341 "O6
yTBEPXAEHUN  YHUDULMPOBAHHBLIX (POPM  MEOULMHCKON [OOKYMEHTauuK, MWCNOMb3yeMblX B  MeOULMHCKUX
opraHm3aumsx, okasbiBaoLWMX MEOULNHCKYIO NMOMOLLb B aMOynaTOpHbIX YCIOBUAX, U MOPSOKOB MO UX 3anosfiHEHMIO"
(3apeructpupoBaH MuHuctepctBom toctuumm Poccunckon ®egepaumm 20 aHaps 2015 r., pernctpaumoHHbii N
36160).

(cHocka BBegeHa lNpukazom MuHsgpaea Poccum ot 30.06.2015 N 386H)

B peuenTypHbix 6naHkax popmbl N 148-1/y-04(n) n doopmbl N 148-1/y-06(n) B rpache "Homep meamumHCKon
KapTbl nNaumMeHTa, Nony4varlero MeaUUMHCKYID MNOMOLWb B aMOynaTopHbIX YCroBusiX" yKkasbiBaeTcs HOMeEp
MEeOULMHCKON KapThl NaLMeHTa, Nofy4varoLLero MeauumMHCKY0 NOMOLLL B aMOynaTopHbIX YCIOBUSIX.

(n. 9 B pea. Mpukasa Munsgpasa Poccum ot 30.06.2015 N 386H)

10. B rpacde "0.N.0. nevailero Bpaya" peuentypHbix 6NMaHKOB yKasblBalOTCA MOMHOCTbIO pamMunus, nUms,
OT4eCTBO (MPU HanM4MM) MEOMUUHCKOro paboTHMKA, MWMEKLWEero mnpaBO Ha3HayeHWss W BbINMUCbIBAHUS
nekapCTBEHHbIX NpenapaTos..

(B peg. MNpukasza Munsgpasa Poccum ot 30.06.2015 N 386H)

11. B rpadpe "Rp" peuenTypHbix 651aHKOB yka3bliBaeTCs:
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXAEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

1) Ha NaTUHCKOM $3blke HaMMEHOBaHWE NeKapCTBEHHOro npenapata (MexgyHapogHoe HenaTeHTOBaHHOe
UNu rpynnupoBoYHOE, NMMBO TOProBoe), ero A03MPOBKa, KONNYECTBO;
(8 pea. MNpukasa Munsgpasa Poccun o1 21.04.2016 N 254H)

2) Ha pyCCKOM UMM PYCCKOM M HaLMOHanNbHOM si3blkax cnocob npuMeHeHUs nekapcTBEHHOro npenapara.
12. 3anpelyaeTcs orpaHM4IMBaTBLCS OOLWLMMN yKa3aHMsIMK, Hanpumep, "BHyTpeHHee", "13BeCTHO".

PaspelwaloTca TOMbKO MPUHATBIE NpaBuMnaMM  COKpalleHuss 0003HavyeHui; TBepable U Cbinyyne
hapmaueBTMYeCKne cybcTaHuuKM BbinucbkiBatoTcsa B rpammax (0,001; 0,5; 1,0), Xnagkve - B MUNAUNUTpax, rpaMmmax
1 Kannsx.

13. Peuent, BbiNMCaHHbLIN Ha peuenTypHoM OnaHke, NOAMUCbIBAETCS MEOULMHCKMM pPaboTHMKOM W
3aBepsieTCa ero NMYHON nevarblto.

HdononHuteneHo peuenT, BbINWCaHHbIM Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) n bopmbl N 148-1/y-06(n), 3aBepsieTcs nevaTbio MEANLMHCKOM opraHmsauumn "0ns peuentoB”.

14. Ha opgHom peuentypHoM OnaHke dopmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) u copmbl N
148-1/y-06(n) paspeluaeTcsl BbINMUCbIBaTb TOMbKO OAHO HAaUMEHOBaHWE NEKapCTBEHHOro npenapaTa; Ha OAHOM
peuenTtypHoM 6naHke copmbl N 107-1/y - He Bonee Tpex HauMeHOBaHWI NeKapCTBEHHbIX NpenapaTos.

15. NcnpaBneHus B peuenTe, BbINMMCAHHOM Ha peuenTypHOM BnaHke, He JOMyCKalTCS.

16. Cpok gencTBus peLenTta, BbIMMCAHHOIO Ha peuenTtypHom GnaHke copmbl N 148-1/y-88 (15 gHewn),
dopmbl N 107-1/y (60 gHewn, ao 1 roga), opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) (15 aHen, 30 gHen, 90
OHel) ykasbliBaeTcs NyTeM 3a4epKkrBaHus Unm nog4yepKkMBaHus.

(B pea. MNpwukasos MuH3gpasa Poccun ot 30.06.2015 N 386H, o1 21.04.2016 N 254H)

17. Ha obopoTHol cTopoHe peuenTypHoro 6naHka dopmbl N 107-1/y (3a uCKNOYeHWEM peLenTypHOro
OnaHka, MOSMIHOCTBLK 3arofHAEMOro C WCMOSIb30OBAHNEM KOMMbBIOTEPHBIX TEXHOMOIMMRN), peLenTypHoro 6GnaHka
dopmbl N 148-1/y-88 n chopmbl N 148-1/y-06(n) nedyataeTcs Tabnvua cnegyrowero cogepXaHus:

MpurotoBun MpoBepun Otnyctun

18. lNpu BbINUCKE NEekapCTBEHHOro NpenapaTa no peLleHuto BpadebHon koMuccmmn Ha 06opoTe peLenTypHOro
6naHka copmbl N 107-1/y, dopmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) ctaBuTCA
crneunanbHas oTMeTka (LuTamn).

(B pea. MNpukasa MuHsgpasa Poccun ot 30.06.2015 N 386H)

19. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n1) n dpopmbl N 148-1/y-06(51) BHU3Y MMeEETCSA JIMHUS
OTpbIBa, pasgensoLlas peLenTypHbli BnaHk U KOPELLOK.

Kopellok oT peuenTa, BbIMMCAHHOIO Ha yka3aHHOM peLenTypHoM GraHke, BblOaeTcs MauueHTy (nuuy, ero
npeacTaBnaloWeMy) B anTe4yHoW opraHM3aunm, Ha KopeLlke AenaeTcsi oTMeTKka O HAaMMEHOBaHUW NeKapCTBEHHOMO
npenapaTa, [O3VMPOBKE, KONMWYEecTBe, criocobe nNpuMMEHeHWs, M OH oOcTaeTcs Yy nauueHTa (nvua, ero
NpeacTaBnsoLWEro).

20. OdopmneHune crneumnanbHOro peuenTypHoro OnaHka Ha HapKOTUYECKOEe CPeAcTBO M MCUXOTPOMHOE
BELLECTBO OCYLIECTBNAETCA B COOTBETCTBMM C Mpuka3om MuHUCTepcTBa 34paBooxpaHeHus Poccuiickon
®epgepaummn ot 1 asrycta 2012 r. N 54H "O6 yTBepxaeHun copmMbl BNaHKOB peuenToB, cogepX)allnx HasHadyeHune
HaPKOTMYECKMX CPeACTB UMM NCMXOTPOMHbIX BELLECTB, NopsAKa MX U3roTOBMEHWs, pacnpeneneHus, perncrpauum,
yyeTa 1 XxpaHeHus, a Takke npasun ocopmneHms”.

Il. YyeT peuenTypHbIX 651aHKOB
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Mpuka3 MuH3gpasa Poccum o1 20.12.2012 N 11751
(pea. ot 31.10.2017)
"O6 yTBEpPXOEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

21. Y4et peuentypHbix 6naHkos ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), narotaBnuBaemblx
Tunorpadckum crnocobom (ganee - peuenTypHble BnaHkW, nognexaiwime yyeTy), OCYLLECTBASETCH B XypHanax
yyeTa, NPOHYMEPOBaHHbIX, NMPOLUHYPOBaHHbLIX U CKPEnMeHHbIX NOAMNUCHI0 PYKOBOAUTENS M NeYaTbio MeAMNLUHCKON
opraHusaumMm wWnuM MNOAMNWUCHI0 MHAMBMAYaNbHOrO NpeanpuHMMAaTens, UMEIOLEero fWMUEH3NK0 Ha MeOULMHCKYH
AesATenNbHOCTb.

22. )XypHan yyeTta peLenTypHbix 6raHkoB opmbl N 107-1/y conepxuT cneaytoLime rpadobl:
1) HOmMep No NopsaaKy;

2) B pasgerne "lMpuxog™

a) gaTta permctpaumm NnpuxogHoro AOKYMEHTa;

©) Homep 1 aaTta NPUXOAHOro AOKYMEHTA, Ha3BaHMe NoCcTaBLLMKa;

B) obLuee KONMYEeCTBO NOCTYMMBLLMX PeLENTYPHbIX OraHKOoB;

r) ©.1.0. n nognncb OTBETCTBEHHOr0 MeAULUHCKOro paboTHMKa, NOMyyuBLUEro peuenTypHble GnaHku oT
NnocTaBLLUUKA;

3) B pasgene "Pacxoa™

a) AaTa BblAa4un peLenTypHbIX 6raHKoB;

6) KONMYECTBO BbIAAHHBLIX PELLENTYPHbIX OITaHKOB;

B) ®.1.0. oTBETCTBEHHOIrO MEANLIMHCKOrO paboTHUKA, NOMy4YUBLIEro peLenTypHble BnaHku;

r) NOANUCb OTBETCTBEHHOIO MEAULIMHCKOro paboTHMKa, NONMYyYUBLLErO peLenTypHble 6naHku;

4) ©.1.0. n nogn1ck OTBETCTBEHHOIO MEANLIMHCKOrO paboTHUKA, BblAaBLUEro peLenTypHble BnaHku;
5) ocTaTok peLenTypHbIX 6r1aHKOB.

23. XypHan y4yeta peuenTypHbix 6rnaHkoB cdopm N 148-1/y-88 n N 148-1/y-04(n) cogepxut cnegywowime
rpadebl:

1) HOMep No NopsaaKy;

2) B pasgene "lNMpuxoa™

a) gara permcrpauum NpuxogHoro AOKYMeEHTa;

0) Homep n aaTa NPUXOAHOro AOKYMEHTA, Ha3BaHWe NoCTaBLUMKa;
B) obLuee KONMYEeCTBO NOCTYMMBLLMX PELLENTYPHbLIX GrIaHKOB;

r) cepum 1 Homepa peuenTypHbIX 6N1aHKoB;

[) KONMMYeCcTBO peLenTypHbIX Br1aHKoB NO CepusiM;

n) ¢©.1.0. n nognucb OTBETCTBEHHOIO MEAULMHCKOro paboTHMKA, MOMy4YMBLLUErO pPeLenTypHble GnaHku oT
NoCTaBLLMKa;

3) B pasgene "Pacxoa™

a) Aarta Bblgayvv peuenTypHbIX 61aHKOB;
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Mpuka3 MuH3gpasa Poccun ot 20.12.2012 N 1175H
(pea. ot 31.10.2017)
"O6 yTBEpPXAEHUM NOpsAKa HAa3HAYEHWS! U BbINUCLIBAHUS feka...

©0) cepun 1 Homepa BblgAHHbBIX PELLENTYPHbIX OM1aHKOB;

B) KONMMYECTBO BblAaHHbIX PeLenTypHbIX 6naHKoB;

r) ©.1.0. oTBETCTBEHHOIO MEOULMHCKOrO paboTHMKA, MOMyYMBLLErO peuenTypHble OnaHku;

) NoanMcb OTBETCTBEHHOTO MEAMLMHCKOTO paboTHMKA, MONYYMBLLETO peLenTypHble OnaHku;

4) ®.1.0. v noanucb 0TBETCTBEHHOTO MEANLIMHCKOrO paboTHMKa, BbiAaBLUErO peLenTypHble GnaHku;
5) ocTtaTok peuenTypHbIX 6I1aHKOB.

24. YyeT cneumanbHbiX peuenTypHbix GraHKOB Ha HapKOTUYECKOe CpeacTBO M MCUXOTPOMHOE BELLECTBO
OCyLLEeCTBMNAETCA B COOTBETCTBMU C npuka3oM MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon degepauun ot 1
aerycta 2012 r. N 541 "O6 yTBepxaeHun copMbl O1aHKOB pPeLENTOB, COAEPXKaMX Ha3Ha4YeHne HapKOTUYECKUX
CpeacTB WMMAM MCUXOTPOMHBIX BELLEeCTB, MOPSAKA WX W3rOTOBMEHUSA, pacnpedeneHus, perncrpauuun, ydeta wu
XpaHeHus, a Tarke npasun oopmneHms”.

lll. XpaHeHue peLenTypHbIX 6NaHKoOB

25. B kaxxgon MeguumMHCKON opraHusaummn npukasoM pykOBOAMTENSA Ha3Ha4yaeTCs nvuo, OTBETCTBEHHOE 3a
XpaHeHue 1 yyeT BCeX BUOO0B peLenTypHbIX GriaHKoB.

26. PeuenTypHble OnaHku, nognexaiwine y4yeTy, XpaHsTCs OTBETCTBEHHbIM JULOM, Ha3HaAYEHHbIM
pyKkoBOAUTENEM MEAMLMHCKON OpraHM3aummn, noj 3aMkom B MeTarnsimydeckoM wwkady (ceide) unm metansindeckom
ALLUKe.

27. NHgvBuayanbHblil NpeanpuHumaTtenb, UMELMA NIMLEH3NI0 Ha MeOULMHCKYI0 OesTenbHOCTb, XPaHuT
peuenTypHble GnaHkW, nognexalume yyeTy, noja 3aMKoM B MeTannuyeckom Lwkady (cende) nnm metansmyeckom
ALNKe.

28. TlocTosiHHO [fOeicTByloWaa KOMWUCCUS,, co3gaBaemas B MeOMUMHCKOW opraHvsauuv, npoBepsieT
COCTOSIHME XpaHeHUs!, y4eTa, akTUYECKoe Hanmume 1 pacxon peLenTypHbiX GraHKoB, NoAanexalux y4eTy, OavH
pas B KBapTar.

B cnyyae HecoBnageHust KHWXKHOrO ocTaTka peLenTypHbIX GraHKoB, nognexawux y4deTy, ¢ akTM4eckum
HanMuMeMm InuMuo, OTBETCTBEHHOE 3a XpaHeHWe W YYeT peLenTypHbiX OnaHkoB, HeCeT OTBETCTBEHHOCTb,
npeaycMOTPEHHYI0 3akoHoAdaTenbcTBOM Poccuiickon depepaumu.

29. PeuenTtypHble GnaHku, noanexaiiue y4yeTy, BblAalOTCH MeAMLMHCKMM paboTHMKaM, UMelLWwyM npaso
BbIMUCLIBAHUS PELIENTOB, MO PACMoOPSKEHUIO TMAaBHOIO Bpaya UM ero 3aMmecTuTens.

MonyyeHHble peuenTypHble OnaHkM, noanexalime y4yeTy, XPaHATCA MeAUUMHCKUMK paboTHWKaMKu B
nomelLeHusIX, 06ecnevnBaloLLmMX UX COXPaHHOCTb.

30. XpaHeHue cneumanbHbIX peLenTypHbIX 6raHKOB Ha HapKOTUYEeCcKOoe CpeacTBO M MCUXOTPOMNHOe
BELeCTBO M Bbldaya YKa3aHHbIX peuenTypHbiX 6naHKkoB MeauUMHCKOMY paboTHMKY OCyLecTBAsieTCs B
COOTBETCTBUM C npuka3oM MuHucTepcTBa 3gpaBooxpaHeHns Poccunckon ®egepauum ot 1 aBrycta 2012 r. N 54H
"O6 yTBepxaeHUn opmbl OMNaHKOB peLenToB, coAepXallMx Ha3Ha4yeHue HapKOTUYECKMX CpeacTB unu
NMCUXOTPOMHbIX BELLECTB, NOpsAka UX U3rOTOBMNEHUs, pacnpeaeneHuns, permctpauun, ydeta n xpaHeHusi, a Takke
npasun ohopmreHns".
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