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3apeructpuposaHo B MuHtocte Poccun 25 mions 2013 r. N 28883

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
o1 20 pekabpsa 2012 r. N 1175H

OB YTBEPXXOEHUU NMOPAOKA
HA3HAYEHUA U BbINMUCbIBAHUA NEKAPCTBEHHbIX MPEMAPATOB, A TAKXE
®OPM PELEENTYPHbIX BJTAHKOB HA JIEKAPCTBEHHbIE NMPEMAPATDI,
NOPAOKA OPOPMIIEHUA YKA3AHHbIX BJTAHKOB, UX YYETA
N XPAHEHUA
CnMcoK N3MEeHSLWNX JOKYMEHTOB
(B pea. MNpukasa Munsgpasa Poccum o1 02.12.2013 N 886H)

B cooTtBeTcTBMM € NyHKTOM 16 Yactu 2 ctatbn 14 ®epepanbHoro 3akoHa oT 21 Hosbpsa 2011 r. N 323-03
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccunckon ®egepauun” (CobpaHne 3akoHogaTensctBa Poccumnckon
depepaumn, 2011, N 48, c1. 6724; 2012, N 26, cT1. 3442, 3446) n nyHktom 5.2.179 MNonoxeHua o MuHuctepcTee
3gpaBooxpaHeHnst Poccuiickon depepauumu, yTBEPXAEHHOro noctaHoBrneHvem [lpaButenbctBa Poccuiickon
®epepaumm ot 19 uoHa 2012 r. N 608 (CobpaHue 3akoHopaTenscTBa Poccunckon ®epepauun, 2012, N 26, cT.
3526), npukasbiBato:

1. YTBEPAUTD:

NnopsigoK Ha3Ha4YeHUS M BbINUCbIBAHMS NEKAPCTBEHHbLIX NpenapaToB cornacHo npunoxexuto N 1;

dopMbI peLienTypHbIX Gr1aHKOB cornacHo npunoxexuto N 2;

nopsigok opopMIeHNst peLienTypHbIX OMaHKOB, UX y4eTa U XpaHeHust cornacHo npunoxexuto N 3.

2. Hactoqawwmi npukas Bctynaet B cuny ¢ 1 nonsa 2013 roga.

MwuHucTp
B.N.CKBOPLIOBA

Mpunoxexne N 1
K npukasy MuHsapasa Poccumn
ot 20 pekabps 2012 r. N 1175H

NnoPAQOK HASHAYEHUA U BbINMUCbIBAHUA NEKAPCTBEHHbIX NMPEMNAPATOB
CnmMcoK N3MeHSILWNX JOKYMEHTOB
(8 pea. MNpukasa Munsgpasa Poccum o1 02.12.2013 N 886H)

|. OOLKMe nonoxeHus

1. HacTosiwmii nopsigok perynvpyeT BONpOChbl HasHaYeHUs! U BbINWCbIBaHWSA NeKapCTBEHHbIX NpenapaToB npu
OKasaHWM MEAUUMHCKOM MNOMOWM B MEeOUUMHCKMX OpraHusaumsix, WHbIX OpraHusauusix, OCYLLECTBMSAOLLMX
MEOULMHCKYI0 MOMOLWb, W MWHAMBUAYanbHbIMKM  NpeanpuHMMaTENsaM, OCYLLECTBSAWMMA  MEANLMHCKYH
[AesATeNnbHOCTL (Janee - MeguUMHCKasa opraHusaums). <1>

<1> CraTbs 2 ®egepanbHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-03 "O6 ocHoBax oOxpaHbl 340POBbS
rpaxgaH B Poccuiickon ®epepaumn” (CobpaHue 3akoHogatensctBa Poccunckon Pepepauun, 2011, N 48, crT.
6724; 2012, N 26, cT. 3442, 3446).

2. HasHayeHue U BbINUCbIBAHWME NEKAPCTBEHHBLIX MNpPenapaToB OCYLLECTBMAETCA fevyalliuMm Bpayvom,
denballepoM, akylluepkoW B Crydae BO3MOXEHMS Ha HUX MOMHOMOYMIA Nedallero Bpadya B MNopsiake,
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yCTaHOBMNEHHOM npuka3om MuHucTepcTBa 34paBOOXpaHeHUs 1M couunansHoro passutua Poccunckon depepaumm
ot 23 mapTa 2012 r. N 252H "O6 ytBepxaeHum lNopsagka BO3noxeHUsa Ha denbillepa, akylepKky pykoBoguTtenem
MELMLIMHCKON opraHvM3auumn npyv OopraHusaumm OkKasaHusi NepBUYHON MeOUKO-CaHUTapHOW MOMOLLUM U CKOPOW
MEeOMLMHCKOW NMOMOLUM OTAENbHbIX (DYHKUMI Nevallero Bpaya no HenocpeacTBEHHOMY OKa3aHUIo MeAMLUMHCKON
NOMOLUM MauueHTy B nepuog HabnoaeHUs 3a HUM U ero fie4YeHus, B TOM YMCre MO HA3HaYEHUIO U NMPUMEHEHUIO
NeKapcTBEHHbIX nNpenapaTtoB, BKMYas HapKOTUYeCKMe fekapcTBEHHble nMpenapatbl W NCUXOTPOMHbIE
neKkapcTBeHHble npenapatbl” (3apermctpupoBaH MuHucTepcTBOM tocTuumm Poccuiickon Pepepaumm 28 anpens
2012 r., perucTtpaumoHHbin N 23971), wvHAMBUAOYalbHBIMU NpeanpuHUMaTENs MU, OCYLLECTBIISOLNMU
MEeOMLMHCKYH OeATEeNbHOCTb (4anee - MeguumMHcKne paboTHUKK).

3. MeguumHckue paboTHUKM BbIMMCLIBAIOT PeLEnTbl Ha NIeKapCTBEHHbIE MpenapaTthl 3a CBOEW Noanuchio U ¢
yKa3aHWeM CBOEW A0JMKHOCTH.

HasHayeHne n BbiNUCbIBaHWE NeKapCTBEHHbIX NpenapaTtoB OCYLEeCTBASeTCH MeAULMHCKMM paboTHMKOM no
MeXayHapOAHOMY HenaTEHTOBaHHOMY HauMEHOBaHWIO, a NpU ero OTCYTCTBUM - PYNNUPOBOYHOMY HAVMEHOBaHUIO.
B cnyyae oTcyTcTBMS MEXAYHApPOOHOro HenaTeHTOBaHHOro HaMMEHOBAaHMSA W TPYNNMPOBOYHOrO HaAMMEHOBaHUSA
nekapCcTBEHHOro npenapaTta, NeKkapCTBEHHbIN NpenapaTt Ha3Ha4yaeTCs U BbINMCbIBAETCA MEANLIMHCKMM paboTHMKOM
MO TOProBOMY HaMMEHOBaHMIO.

Mpu HaNMuYMM MeQUUUHCKMX NOKa3aHWM (MHOMBMAYarnbHas HENEPEHOCUMOCTb, MO XM3HEHHBIM MOKa3aHWsAM)
Mo pelleHnto BpayebHONW KOMMCCUN MEOULIMHCKOW OpraHv3aumvM OCyLLeCTBMNAETCH Ha3HayeHue U BbiNMCbiBaHME
neKkapcTBEHHbIX MpenapaToB: He BXOAALWMX B CTaHAAPTbl MeOMWLMHCKON MOMOLLM; NO TOProBbIM HAMMEHOBaHMUSM.
PelleHne BpavyebHOM KOMUCCUM MEOULMHCKOM OpraHm3aumm pukcupyeTcst B MEANLMHCKUX OOKYMEHTaxX nauueHTa
1 XXypHane Bpa4yebHOM KOMUCCUN.

(B pea. Npukaza MuHsgpasa Poccum o1 02.12.2013 N 886H)

MeauuuHckme paboTHUKM OCYLLECTBASIOT Ha3HaAYeHWe U BbiNMUCbIBAHWE §eKapCTBEHHbIX MpenapaTos,
NOANEXalMX MW3rOTOBMEHWIO WM OTMYCKY anTeYHbIMW OpraHv3aumsamMu (Janee - nekapcTBeHHble npenapaTthl
WHOUBMAYANbHOIO N3roTOBMNEHMS).

4. PeuenT, BbINWCAHHbIA C HapyLIEHNEM YCTaHOBMNEHHLIX HacToswmMm [lopsakom TpeboBaHun, cumTaeTcs
HeOenCcTBUTENbHbIM.

5. CBegeHus 0 Ha3Ha4YeHHOM, M BbIMMCAaHHOM feKapCTBEHHOM npenapare (HaMMeHOBaHUE feKkapCTBEHHOMO
npenapaTa, pasoBas [o3a, Cnocob W KpaTHOCTb NpWEMa WU BBEAEHUS, ONMUTENBHOCTb Kypca, 060CHOBaHWe
HasHayeHWs NekapCTBEHHOrO Npenapara) yka3blBaloTcA B MEAMLUUHCKON KapTe naumneHTa.

Peuent Ha nekapcTBeHHbI MpenapaT BbINMUCbIBAETCA Ha WMA NauMeHTa, And KOTOpOoro npeaHasHayeH
nekapcTBeHHbI Nnpenapar.

Peuent Ha nekapCTBEHHbLI MpenapaT MOXeT OblTb MNOMy4yeH MauMeHTOM WAM  €ero  3aKOHHbIM
npeacrasutenem <2>. ®dakT BblgayM peuenta Ha MeKapCTBEHHbIV npenapaT 3akOHHOMY nNpeacTaBUTENO
duKkcupyeTcs 3anucbio B MeULIMHCKON KapTe nauneHTa.

<2> B OTHOLWEHMM nnua, ykasaHHoOro B yactn 2 ctaten 20 degepanbHoro 3akoHa ot 21 Hosbpsa 2011 r. N
323-®3 "O6 ocHoBax OxpaHbl 300poBbs rpaxgaH B Poccuiickon depepaummn” (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®egepauun, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

6. 3anpellaeTcs BbINMCLIBaTb peLENTbl HA NIeKapCTBEHHbIE NpenapaTbl:

6.1. MeaMUMHCKMM paboTHUKaM:

npy OTCYTCTBMU MEOMLIMHCKUX NOKa3aHWi;

Ha nekapCTBEHHbIE Npenaparbl, He 3aperncTpupoBaHHbIe Ha TeppuTopun Poccuiickon Pepepaumu;

Ha NekapcTBEHHblE Npenaparbl, KOTOPble B COOTBETCTBUM C UHCTPYKLUEN MO MEOULUHCKOMY MPUMEHEHMIO
NCNONb3YTCA TOMBbKO B MEANLMHCKMNX OpraHm3auusx;

Ha HapKOTU4YEeCKMEe CpeacTBa M NCUXOTPOMNHbIE BELLECTBA, BHECEHHbIE B CnCOK |l MNMepedHss HapKoTuyeckux
CPEACTB, MCUXOTPOMHbIX BELLECTB M WX MNPEKYPCOPOB, noanexaiwimx KoHTpomo B Poccuiickon depepaunn,
YTBEPXOEHHOrO nocraHoBneHnem MNpasuTtenbctBa Poccuiickon ®eaepaumm ot 30 mioHa 1998 r. N 681 <3> (ganee
- MepeyeHb), 3aperncTpupoBaHHbIE B KAYECTBE JIEKaPCTBEHHbIX NPENapaToB ANs NIeYeHUs HApKOMaHuu;

<3> Cob6paHue 3akoHoaatenbcTBa Poccuiickon ®epepaummn, 1998, N 27, c1. 3198; 2004, N 8, cT. 663, N 47,
cT. 4666; 2006, N 29, cT1. 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, cT. 3703, N 31, cT1. 4271, N 45, cT1. 5864, N 50, cT. 6696, c1. 6720; 2011, N 10,
cT. 1390, N 12, cT1. 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, cT1. 2864, N 37, cT. 5002, N 48, c1. 6686, N 49, cT. 6861.
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6.2. uvHOMBMAOyanbHbIMW MNpPeAnpUHUMATENSMM, OCYLLUECTBASOWUMA  MEOULMUHCKYIO OeATeNbHOCTb, Ha
nekapcTBEHHble npenapaThl, coaepXallne HapKOTMYEeCKMe CpeacTBa M MCUXOTPOMHbIE BeELLecTBa, BHECEHHbIE B
cnvicku Il n lll MepeyHs.

KoHcynbTaHTlntoC: npumeyaHue.
B odwmumanbHOM TekcTe OOKYMeHTa, BUMAMMO, OOonylleHa oneyartka: doopma peuenTypHoro bnaHka mveer
Homep N 107-1/y, a He N 107-1/1.

7. PeuenTbl Ha nekapcTBeHHble MpenapaTbl BbIMUCLIBAKOTCA Ha peuenTypHbiXx GnaHkax no dopmam N
148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n) u N 107-1/1, yTBEP>XAEHHBbIM HACTOSLLMM MPUKA30M.

8. HapkoTudeckve n NCUXOTPOMHbIE NEeKapCTBEHHble npenapatbl cnucka |l MepeyHsa BbINMCbIBaAKOTCA Ha
cneumanbHOM peuenTypHOM OnaHke no dopMme, YTBEPXKOEHHOW npukazoM MwuHMCTEepCcTBa 34paBOOXpPaHEHMs
Poccuiickon ®epepaumm ot 1 aBrycta 2012 r. N 541 "O6 yTBepxaeHun dopmMbl 6naHKOB peLenToB, COAepKaLlnx
Ha3HayYeHne HapKOTMYECKUX CPEeACTB UMW MCUXOTPOMHLIX BELEeCTB, Nopsaka X U3roToBMNEHWs, pacnpeaeneHus,
perncTpaumm, ydeta 1M XpaHeHus, a Takke npasun odopmneHus” (3apermctpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuinckon ®egepauun 15 asrycta 2012 r., pernctpaumoHHbin N 25190).

9. PeuentypHbinn 6naxk dpopmbl N 148-1/y-88 npegHasHaveH Ans BbINUCLIBAHNS:

1) NCMXOTPOMHbIX BeLLEeCTB, BHECEHHbIX B cnucok |l TNepeyHsi, 3aperncTtpnpoBaHHbIX B YCTAHOBNEHHOM
nopsigke B KayecTBe NeKapCTBEHHbIX NpenapaToB (danee - NCMXOTPONHble NekapcTBeHHble npenapatbl cnucka il
Mepeyns);

2) VHbIX NeKkapCTBEHHbIX NpenapaToB, NoANEXalMX NPeaMeTHO-KONTMYECTBEHHOMY YYETY;

3) nekapcTBEHHbIX NpenapaToB, obnagarLwmnx aHabonM4ecKo akTUBHOCTbIO;

4) nekapCTBEHHbIX MNpenapaToB, yKka3aHHbIX B MyHKTe 5 T[lopagka oTnycka GuanMyeckum nvuam
NneKkapcTBeHHbIX npenapatoB ANd MeAWUMHCKOro NpUMEHEHUs, codepXalmx KpoMe MarnblX KONU4ecTB
HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbLIX BELLECTB U UX MPEKypcopoB Apyrne dapmakonormyeckne akTuBHble
BELLECTBa, YTBEPXAEHHOro npukasoM MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®epepauum ot 17 mas 2012
r. N 5621 (3apeructpupoBaH MwuHucTepctBoM tocTuumm Poccuiickon Pepepaumm 1 umioHs 2012 r,
pernctpaumoHHbin N 24438);

5) nekapCTBeHHbIX NpenapaTtoB MHOWBMAYaNbHOrO W3roTOBMEHWs, COAEpXallMxX HapKoTU4Yeckoe cpencTBo
1N NcuxoTponHoe BelecTBo cnucka |l NepeyHs, n gpyrne dapmakonormyeckne akTuBHbIE BelecTBa B 403e, He
npeBblLlatoLen BbICLUYI0 Pa3oBylo 403y, U NPU YCNOBMU, YTO 3TOT KOMOUHMPOBAaHHLIN NEeKapCTBEHHbIN npenapar
He SBMsieTCA HApPKOTUYECKMM UMM MCUXOTPOMHLIM NeKapCTBEHHbIM npenapaTom cnucka |l MNepeyns.

10. PeuentypHble 6naHkn cdpopm N 148-1/y-04 (n), N 148-1/y-06 (n) npegHasHadeHbl ANsi BbINUCbIBAHUSA
NeKapCcTBEHHbIX MpenapaToB rpaxgaHaMm, WMeKWUM npaBo Ha OecnnaTHOe MONyYyeHWe feKapCTBEHHbIX
npenapaToB UMx Nosly4eHne nekapcTBeHHbIX NpenapaToB CO CKUAKOWN.

11. PeuentypHbinn 6naHk popmbl N 107-1/y npegHasHaveH Ans BbINMUCLIBAHUS:

nekapcTBeHHbIX NpenapaToB, Yka3aHHbIX B NyHKTe 4 [Nopsaka oTnycka usnyecknm nuuam nekapctBeHHbIX
npenapaToB AN MeAMLMHCKOro MpUMEHEHUs, coaepKallmxX, KpOMe MarnbiX KOMMYECTB HapKOTUYECKUX CpencTs,
MCUXOTPOMHbIX BELLECTB U MX NMPEKypcopoB, Apyrne dapMakornormyeckne akTMBHble BeLLeCTBa, YTBEPXAEHHOro
npukaszom MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepauum ot 17 maa 2012 r. N 562H;

WHbIX NTeKapCTBEHHbIX NpenapaToB, He yKa3aHHbIX B NyHkTax 8 - 10 HacToswero MNopsagka.

12. Tlpn BbINWCbIBaHMM peuenTa Ha MekapCTBEHHbIW npenapar WHAMBMAYANbHOrO W3roTOBMEHMWS
HaMMEHOBaHUSA HapKOTUYECKMX WU MCUXOTPOMHbLIX fekapcTBeHHbIX npenapaTtoB cnuckoB |l u Il MepeyHs, WHbIX
nekapcTBeHHbIX npenapaTtos, nognexalimx npegmMeTHO-KONUMYEeCTBEHHOMY YyyeTy, MULIYTCA B Hayane peuenta,
3aTeM - BCe OCTalbHble NHIPEeOUEHTbI.

13. Tllpu BbINUCbIBAHUM peLenTa 3anpellaeTcsa npesblaTb MNpedenbHo  AOoMYyCTUMOE  KONMYECTBO
nekapcTBEHHOro npenapaTta ANg BbINMUCbIBAHUA Ha OOWH peuenT, ycTaHoBneHHoe npunoxeHnem N 1 Kk
HacTodweMy Nopagky, 3a UCKNoYeHneM crny4vasi, ykasaHHoro B nyHkte 15 HacTtosiwero Nopsaaka.

He pekomeHayeTcs npeBbilaTb pPEKOMEHOOBaAHHOE KOMMYEeCTBO fleKapCTBEHHOro mnpenapaTta Ans
BbINMUCbIBAHUSA Ha OAMH peuenT, ycTaHoBMneHHoe npunoxeHnem N 2 k Hactoswemy [lopsiaky, 3a UCKoYeHneM
Cny4yaes, yKasaHHbIX B NyHKTax 15 n 22 HacToswero Nopsaaka.

14. lMpn BbINUCbIBAHUM HAPKOTMYECKUX U MCUXOTPOMHbLIX feKapcTBEHHbIX npenapaTtoB cnuckos Il u I
lMepeyHs, UHbIX NEKapCTBEHHbIX MpenapaToB, MNOANEXalMX NPeaMeTHO-KONIMYECTBEHHOMY y4eTy, A03a KOTOpbIX
MpeBbIWaeT BbICWUUI OQHOKPATHbLIN NpueM, MeAVMLMHCKMA pabOoTHMK MUWeT o3y 3TOro mpenapata Nponuchbio U
CTaBWUT BOCKNMLATENMbHbINA 3HaK.

15. Konu4yecTBo BbINUCLIBAEMbIX HAPKOTUYECKUX U NMCUXOTPOMHBIX NeKapCTBEHHbIX npenapaToB crnuckos Il n
[l MepeyHsi, MHBIX NekapCTBEHHbIX NpenapaTos, NoAnexalmx npeaAMeTHO-KONMYEeCTBEHHOMY yyeTy, Npu okasaHuu
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Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751
(pea. ot 02.12.2013)
"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 21.08.2015

naumeHTamMm nannuaTtMBHON MeAMLIMHCKON NOMOLLU MOXeET BbITh yBEnuyeHo He 6onee 4em B 2 pa3a no CpaBHEHUIO
C MNpefenbHO [OMYCTMMbIM KONMYECTBOM fEeKapCTBEHHbIX NpenapaTtoB Ans BbINWCbIBAHUA Ha OAMH peuenT,
ycTaHoBneHHoe npunoxenvem N 1k HacToswemy [lopagky, wWnu peKkoMEeHOOBAHHbIM  KONMMYECTBOM
nekapCcTBEHHbIX NpenapatoB Ans BbINMUCbIBAHWS Ha OOWH peuenT, YCTaHOoBreHHoe npunoxeHmem N 2 K
HacTosweMy Nopaaky.

16. CoctaB KOMOWHMPOBAHHOIO flekapCTBEHHOrO npenapata, o0bo3HayYeHne rfekapcTBEHHOW OopMbl U
obpalleHne MeauuMHCKoro paboTHMka K papmaueBTYeckoMy paboTHUKY 06 W3roToBNEeHUM W OTMycke
nekapcTBEHHOro fnpenapaTta BbINUCLIBAOTCSH Ha NTATUHCKOM A3bIKe.

[lonycTumble K WCMOMb30BaHWUIO peLenTypHble COKpalleHUs npeaycMoTpeHbl npunoxeHnem N 3 K
HacTosweMy Nopaaky.

He ponyckaeTtcs cokpalleHne Brnm3skvx no HauMeHOBAHUAM VHIPEeONEHTOB, COCTaBMSIOWMX NEeKapCTBEHHbIN
npenaparT, He NO3BOMSOLNX YCTAHOBUTL, KAKON MMEHHO NEKapCTBEHHbIN NpenapaT BbINMcaH.

17. Cnocob npymeHeHus nekapcTBEHHOro npenapara 0603HaYaeTcs C yka3aHWeM A03bl, YacTOTbl, BPEMEHU
npMema OTHOCWUTENbHO CHa (YTPOM, Ha HOYb) W €ero ANWUTENbHOCTW, a Ans NeKkapCTBEHHbIX MpenapaTos,
B3aMMOJENCTBYIOLLMX C NULLEN, - BpEMEHU UX ynoTpebneHus OTHOCUTENbHO npuemMa nuwim (Ao edbl, BO BpeMmsi
efbl, nocne egbl).

18. MNpy HeoGXoAMMOCTN HEMEANEHHOro MMM CPOYHOro OTMyCKa NEeKapCTBEHHOro npenapata nauueHTy B
BEPXHEW YacTu peuenTa NpocTaBnaTcs 0603HavYeHus "cito” (cpodHo) nnm "statim” (HemegneHHo).

19. Mpu BbLINUCLIBAHWY peLenTa Ha feKapCTBEHHbIV NpenapaTt UHAMBUAYarNbHOrO U3roTOBIIEHNSA KONMMYECTBO
XnakmMx dapmMaueBTUYeCKnx cybCcTaHUM ykasbiBaeTCsa B MUMMUAWUTPAX, rpamMmax WnM Kannsx, a ocTanbHblX
dapmaLeBTUYECKMX CYOCTaHUUI - B rpamMmmax.

20. PeuenTbl, BeiNnnCaHHble Ha peuenTypHoMm bnaHke dopmbl N 148-1/y-88, gencreutencHol B TeveHne 10
OHen.

21. PeuenTbl Ha NekapCTBEHHbIe NpenapaThl, BbINMMCAHHbIE Ha peuenTypHbix 6naHkax dopmbl N 148-1/y-04
(n) n dopmbl N 148-1/y-06 (n), AEACTBMTENBHBLI B TEYEHNE OOHOrO MecsLa CO OHA BbINMUCbIBAHUS.

PeuenTbl Ha nekapCcTBeHHbIE Npenaparbl, BbiMMCaHHbIE Ha peuenTypHbix 6naHkax opmbl N 148-1/y-04 (n1) n
dopmbl N 148-1/y-06 (n), rpaxgaHam, AOCTMILMM MEHCMOHHOIO BO3pacTa, MHBanuMaam MepBoOn rpynnbl U
AeTAM-VHBanuaaM AeNCTBUTENbHLI B TEYEHMEe TPEX MECSLEB CO AHSA BbIMUCLIBAHUS.

Ona neyeHns XpoHWYecknx 3aboneBaHUi ykasaHHbIM KaTeropusiM rpaxgaH peuenTbl Ha NeKkapCTBEHHble
npenapaTbl MOTYT BbINUCLIBATLCA HA KYPC feYeHuns Ao 3-X MecsiLes.

22. PeuenTtbl Ha nekapcTBEHHble MpenapaTbl, BbiMMCaHHbIE Ha peuenTypHbiX 6naHkax dgopmbl N 107-1/y,
OeNCTBUTENbHBI B TEYEHNE BYX MECALEB CO AHS BbINUCLIBAHUS.

Mpy BbINUCBIBAHUM MEAMUMHCKMM pabOTHMKOM peLenToB Ha rOTOBble JieKapCTBEHHble npenapatbl U
nekapcTBeHHble npenapaTbl MHAMBUAYANbHOrO M3roTOBMEHMSA MauMeHTaM C XPOHWYECKMMU 3aboneBaHWs MU Ha
peuenTypHbIX 6naHkax dopmbl N 107-1/y paspeluaeTtca ycTaHaBnuBaTb CPOK OEWCTBUSA peuenTta B npegenax go
O[HOrO roga u npeBbIWaTh PpeKOMeHAYyeMOoe KONMYECTBO JIeKapCTBEHHOrO npenapaTa Ans BbiMMCbIBaHUS Ha OAVH
peuenT, ycTaHoBrieHHoe npunoxexdvem N 2 kK HacToswemy Nopagky.

Mpu BbINMCbIBAHUN TaKWX pPeLenToB MeAMUMHCKMN paboTHWK genaeTt nomeTky "laumeHTy ¢ XpOHMYECKUM
3abonesaHvneM", yka3blBaeT CPOK OENCTBUSA peuenta v NepuogmyHoCTb OTMyCKa NeKkapCTBEHHbIX npenapaToB 13
anTeyHomn opraHusaumn unu NHAMBUAYyanbHLIM NpeanpuHUMaTenemM, UMeLWnM fMUEH3NIo Ha dhapMaLeBTUYECKYIO
OeATenbHOCTb (eXeHedenbHO, eXXeMeCAYHO U UHbIE NEPUOAbI), 3aBepsieT 3TO yKasaHue CBOer NoAnuchio 1 NMUYHON
neyaTtblo, a TakKe nevaTbio MEAULMHCKOM opraHmnsaunn "[ns peuentos".

23. PeuenTbl Ha npou3BoaHble 6apbUTypoBON KUCMOTLI, 3achenpuH, nNceBgoddedpyH B YACTOM BuOE U B
CMecu C Opyrumu NnekapCTBEeHHbIMW CpefcTBamy, feKapcTBeHHble npenapatbl, obnagawowme aHabonuyeckown
aKTUBHOCTbIO, KOMOMHMPOBaHHbIE NEeKapCTBEHHbIE MpenapaThl, codepxawme kogewH (ero conwu), Ans nevYeHus
NaLMeHTOB C XPOHMYECKUMU 3aboneBaHUsSMY MOTyT BbINMMCLIBATLCHA Ha KypC fedYeHns 40 ABYX MeCSLEB.

B atux cnyvasx Ha peuentax npousBoauTcs Hagnucb "o cneunansbHOMY HasHadeHuo", oTAenbHO
cKpenneHHas NoANNCBHI0 MeQULIMHCKOro paboTHMKa M NeYaTbio MeauLMHCKOW opraHusaummn "ns peuentos”.

Il. HaszHayeHne nekapCTBEHHbIX NpenapaToB NpU okasaHuu
MeOMLIMHCKOW NOMOLLM B CTaLMOHaPHbLIX YCNOBUAX

24. Mpu okasaHUM NaUNEeHTy MeAULIMHCKON MOMOLLM B CTaUMOHaPHbLIX YCIOBUAX Ha3HauYeHne nekapcTBEeHHbIX
npenapaTtoB NpPou3BOOANTCA MEAULMHCKUM pPabOTHMKOM €OMHONMYHO, 33 WCKIOYEHMEM CcllydaeB, yKasaHHbIX B
noanyHkTax 1 - 2 nyHkta 25 HacTosilero Mopsaaka, 6e3 BbINUCbIBaHNA pelenTa.

25. CornacoBaHWe HasHayeHWsl neKapCTBEHHbIX MpenapaTtoB C 3aBedylolWwuM OTAeNeHWeM  Unu
OTBETCTBEHHLIM [OEXYPHbIM BpayoM NGO ApyruM TNULOM, YMNOINHOMOYEHHbIM MPUKA30M [MaBHOIO Bpaya
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[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 21.08.2015

MEeLMLIMHCKON opraHM3aLmm, a Takke ¢ Bpa4yoM - KIMMHUYECKMM (bapMakonorom HeobxoamMmo B cry4vasx:

1) ogHOBPEMEHHOro Ha3HayYeHust NATN 1 Bonee NekapcTBEHHbIX NpenapaTtoB OOHOMY NaUUEHTY;

2) HasHayeHMs NeKapCTBEHHbIX MpenapaTtoB, He BXOASLWMUX B MepeyYeHb >XWU3HEHHO HeobXoauMMbIX U
Ba)KHEMLUNX NEKapPCTBEHHbLIX npenapaTtoB <4>, npu HETUNNUYHOM TeyYeHun 3aboneBaHusi, HanNnM4UM OCIOXHEHWN
OCHOBHOro 3aboneBanHust 1 (Mnn) conyTcTByOLIMX 3aboneBaHuii, Npu HasHa4YeHUM JNeKapCTBEHHbIX MpenapaTos,
0COBEHHOCTM B3aMMOOENCTBUSA 1 COBMECTUMOCTM KOTOPBIX COMMTACHO MHCTPYKLMSIM MO UX MPUMEHEHUIO NPUBOAST K
CHWXEHMIO 3 EKTMBHOCTIN 1 Be3onacHOCTU hapmakoTepanum 1 (Mnn) co3gatoT NOoTEeHUMaNbHYHO ONacHOCTb Ans
XXW3HW 1 300POBbS NaUMeHTa.

<4> PacnopsikeHue lMpaButensctBa Poccunckon ®epepaumm ot 7 gekabpsa 2011 r. N 2199-p (CobpaHune
3akoHogartenbctBa Poccuiickon ®epepaumm, 2011, N 51, cT. 7544; 2012, N 32, cT. 4588).

B ykasaHHbIX cnyvasx HasdHayeHve nekapcTBEHHbIX NpenapatoB MUKCUPYETCH B MEANLMHCKMX OOKYMEHTax
naumeHTa u 3aBepseTcs NOoAMUCbI0 MEeAULMHCKOro paboTHWKa WM 3aBeaylowero oTtaeneHnem (OTBETCTBEHHOro
OEXYPHOro Bpaya unv Apyroro ynosiHOMOYEHHOro nuua).

26. MeguumnHCKUn paboTHUK MEANLIMHCKOW OpraHu3aummn, pacnonoXeHHON B CENbCKOM HaCerneHHOM MyHKTe
WM HacerneHHOM MyHKTe, pacrnofioXEeHHOM B YyAamneHHbIX W TPYAHOAOCTYMHbIX MECTHOCTAX, OCYLUeCTBRseT
Ha3Ha4eHve NnekapCcTBEHHbIX MpenapaToB B Cryvasx, ykasaHHbIX B NyHKTe 25 HacToswero Nopsagka, e AMHOMNYHO.

27. Tlo pelweHuo Bpa4yebHOM KOMMCCMM MaLMeHTaM nMNpu oKasaHMM MM MEeOULMHCKOM MOoMOoLM B
CTaUMOHAPHbIX YCMOBUSAX Ha3HavaloTCA feKapCTBEHHble npenapatbl, He BKIIOYEHHble B MepeyeHb XXU3HEHHO
HeobXOAMMBIX W BaXHEWMWWUX feKapCTBEHHbIX NpenapaTtoB, B Cfyyae WX 3aMeHbl M3-3a WHOMBUAOYanbHOW
HenepeHoCUMOCTH, MO XU3HEHHbIM NOKa3aHUSAM.

PewweHne BpadyebHon kommccum chnKCcMpyeTcs B MEAMLMHCKMX AOKYMEHTaxX nauueHTa u xxypHane spadyebHon
KOMMCCUN.

28. B cnyyasx obcnegoBaHuMss W neYeHWs rpaxgaHMHa B CTAUMOHApHbLIX YCMOBUSX B pamKax
nNpegocTaBneHnss MegUUMHCKUX YCIyr Ha BO3ME3[QHOW OCHOBE 3a CYEeT NWNYHbIX CPeacTB rpaxgaH, Cpeacts
IOPUAMYECKUX NWUL U WHbIX CPeaCcTB Ha OCHOBaHWM [JOroBopa, B TOM 4ucre pJorosopa [AoOpOBOMbHOro
MEAMLMHCKOro cTpaxoBaHus <5>, eMy MOryT ObiTb Ha3HaueHbl NekapCTBEHHble npenapaTbl, He BXxogdlue B
nepeyeHb XU3HEHHO HEOOXOAUMBIX U BaXXKHEWLUMX NeKapCTBEHHbIX NpenapaTtoB, eCnn 3TO OrOBOPEHO YCMOBUAMM
Aorosopa.

<5> TlocTtaHoBneHue [lpaButenbctBa Poccuiickon Pegepaumm oT 4 oktabpsa 2012 r. N 1006 "O6
yTBepxaeHun [lpaBun npenocTtaBneHus MeAULMHCKMMW  OpraHu3auusMu  MraTHbIX  MeauuMHCKuX — yenyr"
(CobpaHnue 3akoHopgaTensctBa Poccunckon ®egepaumn, 2012, N 41, c1. 5628).

29. B oTgenbHbIX cnydasix no peLleHuno pyKoBOAUTENS MEOMLMHCKOW OpraHu3auum npu BbINUCbIBAHUN 13
MELMLMHCKON OpraHu3aummn nayueHTa, UMeKLero CoOOTBETCTBYOLLNE MEANLIMHCKME NOKa3aHUst U HanpaBnseMoro
ONs NPOAOIIKEHMS NevYeHns B aMOynaTopHbIX YCIOBUSIX, MOFYT HasHavaTbCs NMOO BblgaBaTbCsl OLHOBPEMEHHO C
BbINMUCKOW M3 UCTOPUM BOME3HU HaApPKOTUYECKME U MCUMXOTPOMHbIE NEKapCTBEHHble npenapaTbl cnuckos 1l n I
MepeyHs Ha cpok Nprema naumeHTom 4o 5 aHen.

I1l. HasHayeHne 1 BbiNUCbIBaHWE fIEKAPCTBEHHbLIX NpenapaTos
npw okasaHUn NePBUYHON MEQUKO-CAHUTAPHOW NMOMOLLIY, CKOPOW
MeOULMHCKOW NOMOLLM 1 NannnmaTMBHOW MeauLMHCKOW NOMOoLL M

30. Mpn okasaHMM NEPBUYHON MEOMKO-CAHUTAPHOM MOMOLUM M NannMaTUBHOW MEAULMHCKOW NOMOLUN B
aMmbynaTopHbIX YCMOBUSIX Ha3HAaYeHWEe U BbINUCbIBAHWME JIEKAPCTBEHHbIX MpPenapaToB OCYLLECTBsSETCA
MeOMLMHCKUM paboTHMKOM B CriyyYasx TUMUYHOIO TeYeHust 3aboneBaHWsi MauMeHTa MCXoOs M3 TSXKECTU W
xapakTepa 3aboneBaHusl.

31. HasHayeHue n BbiNUCbIBaHWE NEKAPCTBEHHbIX NpenapatoB MO pelleHuio BpayvebHom Komuccuu npu
OoKasaHuM MNEPBUYHON MEOMKO-CAaHWTAPHOW MOMOLLM, MannnMaTtMBHOW MeAWLMHCKOW MOMOLWM B ambynaToOpHbIX
YCIOBUSIX MPOM3BOANTCS B CRyvasix:

1) OOHOBPEMEHHOIO Ha3Ha4YeHUs1 OAHOMY MaUMWEHTY NATU U Bonee NeKapCcTBEHHbIX MpenapaTtoB B TeYeHue
OIHVX CYTOK UM CBbiLle AeCATN HaMMEHOBaHU B Te4eHe O4HOro MecsaLa;

2) HasHa4YeHus NekapCcTBEHHbIX NPenapaToB MPU HETUMNYHOM TeYeHun 3aboneBaHns, HAaNMYUN OCIOXHEHWI
OCHOBHOro 3aboneBaHus 1 (M) conyTCTBYOLWMUX 3ab0neBaHun, NpyM Ha3HAYEeHUN NEKapCTBEHHbIX NpPenapaTtos,
0COBEHHOCTM B3aMMOLENCTBUSA 1 COBMECTUMOCTM KOTOPBIX COMMTACHO MHCTPYKLMSIM MO UX MPUMEHEHUIO NPUBOAST K
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[ata coxpaHeHusi: 21.08.2015

CHWXEHNI0 9 eKTMBHOCTN 1 Be3onacHOCTU hapmakoTepanumn 1 (Unu) co3aaroT NOTEHLMaNbHY0 ONacHOCTb ANs
XW3HU 1 300POBbS NALMNEHTa;

3) HasHayeHUs HapKOTUYECKMX U MCUXOTPOMHbIX NEeKapCTBEHHbIX npenapartoB cnuckos Il u Il (B cnyvae
NPUHATUSA PYKOBOAMTENEM MEOULMHCKOW OpraHM3auuun pellueHus o HeobxoaMMOCTU COrnacoBaHWst Ha3HavYeHus ¢
BpayebHom koMuccuen).

32. HasHayeHve 1 BbINUCbIBaHNE HAapKOTUYECKUX U NMCUXOTPOMHBIX NEKapCTBEHHbLIX NpenapaToB cnuckos |l un
[l npomsBoAWMTCA NauUMEHTaM C BbIPaXeHHbIM OoneBbIM CMHOPOMOM NOBOro reHesa CaMOCTOSITENBHO
MeaUUMHCKUM paboTHMKOM b0 MeaMUMHCKUM paboTHMKOM MO pelleHuto BpayvebHon komuccum (B crnydae
MPUHATUS PyKOBOAMUTENEM MEOULMHCKON OpraHn3auun pelueHns o HeobXxoaMMOCTU COrfacoBaHWUs HasHavyeHus ¢
BpayebHom koMuccuen).

33. lNpwn okasaHUM CKOPOW MEOULMHCKOM MOMOLLM NEeKapCTBEHHbIE MpenapaTbl Ha3Ha4YaTCa MeOULUHCKAM
paboTHMKOM Bble3gHOW Gpuragbl CKOPOW MOMOLLWN, MEAULMHCKMM PaboOTHUKOM MEOULUHCKOW opraHusauuu npu
OoKasaHuM MeAWLMHCKOM MOMOLLM rpaxaaHam npu 3aboneBaHusaX, HECHACTHbIX CryyYasx, TpaBMax, OTPaBMeHUsX U
OPYrux COCTOSIHUAX, TPEBYIOLLMX CPOYHOrO MEANLIMHCKOrO BMeLLaTenbCTBRa.

IV. HazHayeHwne 1 BbiNnCbIBaHNE NEKapPCTBEHHbIX
npenaparoB rpaxgaHam, MMeloLnM NpaBo Ha becnnaTHoe nony4veHve
neKapCTBEHHbIX NpenapaToB UNW NofyyYeHne nekapCTBEHHbIX
npenapaToB CO CKMOKOWN, B paMKax OKa3aHus
UM NEePBUYHON MEAMNKO-CaHUTapHON NOMOLLN

34. HasHayeHve ¥ BbINWUCbIBAHWE §EKAapCTBEHHbIX MNpenapaTtoB rpaxgaHam, UMeWwMM MpaBo Ha
B6ecnnatHoe nonydeHne fnekapCTBEHHbIX MpenapaToB WU MOMyYeHue NEeKapCTBEHHbIX NMpenapaToB CO CKUAKOW,
npy OKasaHWM WM MEPBUYHOM MEAMKO-CaHUTapHOW MOMOLUM OCYLLECTBNSAETCA MeAMUMHCKMM paboTHMKOM B
crnyyasx TUMNWYHOrO TeyeHust 3aboneBaHus nauMeHTa UCXOAS U3 TAXKECTM U xapakTtepa 3aboneBaHuWs COrnacHo
YTBEPXAEHHBIM B YCTAHOBNEHHOM nopsgke ctaHgapTaM MeAMUUHCKON MOMOLLW, B TOM YUCne:

1) oTAenbHbIM KaTeropusim rpakgaH, WMeLWUM MpaBO Ha MofyyYeHWe rocydapCTBEHHOW CcouManbHOn
nomowm B BMAe Habopa coumanbHbIX YCMyr, B COOTBETCTBUM C MEPEYHEM JIEKAPCTBEHHBLIX MNpenaparos,
YyTBEPXAEHHbIM NpukasoM MuHMCTepCTBa 30paBOOXpaHEHNS U coLmanbHOro passuTtusa Poccuiickon degepaunm ot
18 ceHTsI6ps 2006 r. N 665 "O6 yTBEp)XOEHUN NEPeYHsl NeKapCTBEHHbIX CPeacTB, OTMyCKaeMblX MO peuenTam
Bpaya (penbawepa) npy okazaHUM JOMOSNTHUTENbBHOM BecnnaTHONn MegULMHCKON NOMOLLM OTAENbHLIM KaTeropysm
rpaxkgaH, WMEKLWUM MpaBo Ha MOMydeHWe TrocyfapCTBEHHOW couManbHOM nomowm”  (3aperncTpupoBaH
MuHuctepctBom toctuumm Poccuiickon ®epepaumm 27 ceHTabpa 2006 r., pervctpaumoHHbin N 8322) c
N3MEeHeHNsIMU, BHECEHHbIMW MpuKasamn MuHucTepcTBa 30paBOOXPaHEHUSA N coumanbHoro passutua Poccuinckon
depepaumm ot 19 oktsabpsa 2007 r. N 651 (3apeructpmpoBaH MuHuctepcTBom toctuumm Poccunckon denepaunm
19 okta6pa 2007 r., pernctpaumoHHbin N 10367), ot 27 asrycta 2008 r. N 451H (3apeructpupoBaH
MuHnctepctBom toctuumm Poccunckon ®epepauunm 10 ceHtabpsa 2008 r., pernctpauunoHHbin N 12254), ot 1
Aekabps 2008 r. N 690H (3apeructpupoBaH MuHuctepcTeom toctuuumn Poccuickon ®egepauun 22 gekabps 2008
r., permctpaumonHbin N 12917), ot 23 pgekabpsa 2008 r. N 760H (3apeructpmpoBaH MUHMCTEPCTBOM HOCTULIMK
Poccuiickon ®epepauun 28 ansapsa 2009 r., peructpaumonHbin N 13195), ot 10 Hosi6pa 2011 r. N 1340H
(3apeructpupoBaH MuHucTepcTBoM tocTuummn Poccuiickon ®epepaummn 13 Hoabpsa 2011 r., permctpaumoHHbiin N
22368);

2) rpaxgaHam, CTpajalollyM 3r0oKayeCTBEHHbIMU HOBOOOpa3oBaHUAMU NUMQONOHON, KPOBETBOPHOW U
POACTBEHHbLIX WM TKaHEW, remodunmen, MyKOBUCLMOO30M, rMnodu3apHbiM HaHM3MOM, GonesHbio [olle,
paccesiHHbIM CKINepo3oMm, a Takke rpaxgaHam nocre TpaHcnnaHTauum opraHos U (Mnu) TKaHew, B COOTBETCTBUM C
nepevyHemM LEHTPanuM3oBaHHO 3akynaembliXx 3a cyeT cpefacTB dedepanbHoro 6Gioogxetra NekapCTBEHHbIX
npenapaTos, yTBepxxgaembiM [paButensctBom Poccuiickon degepaunm;

3) rpaxgaHam, UmeloLwWwmMM NpaBo Ha Mofy4YeHWe neKapCTBEHHbIX npenapaTtoB 6ecnnaTtHO MMM nony4veHue
NEeKapCTBEHHbIX MpenapaTtoB CO CKMAKOM 3a cyeT cpencts OwompkeToB cyObekToB Poccuiickon depepauuu, B
COOTBETCTBMU C [lepeyHeM rpynn HaceneHus u kateropui 3abonesaHun, Npu aMmObynaToOpHOM fleYEHUN KOTOPbIX
nekapCTBEHHblE CPeACTBa M U3AENUS MEeAULMHCKOrO Ha3HavyeHUst OTMYCKaKTCA No peuenTam Bpadven 6ecnnaTHo,
n MNMepeyHem rpynn HaceneHus, Npyu ambynaTopHOM NeYeHMN KOTOPbIX JIEKapCTBEHHbIE CPEACTBA OTMYCKarTCs MNo
peuentam Bpayen ¢ 50-NPOLEHTHOM CKMAOKOW, YTBEPXAEHHbIMW nocTaHoBneHueM [lpaBuTtenbctBa Poccuickomn
depepaumm ot 30 nona 1994 r. N 890 <6>.

<6> CobpaHue 3akoHogatenocTtBa Poccuiickon ®egepaumm, 1994, N 15, ct. 1791; 1995, N 29, cT1. 2806;
1998, N 1, cT. 133, N 32, c1. 3917; 1999, N 14, c1. 1724, N 15, c1. 1824; 2000, N 39, cT. 3880; 2002, N 7, cT. 699.
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Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751
(pea. ot 02.12.2013)
"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 21.08.2015

35. lNpaBo BbINUCbIBaTb peLenTbl Ha fekapCTBEHHble npenapartbl rpaxgaHaMm, UMeWwuMm npaBo Ha
BecnnatHoe nonydyeHne rnekapcTBEHHbIX MpenapaToB UKW NONydYeHUe NekapCTBEHHbIX MpenapaToB CO CKUAKOW,
TaKkKe UMetoT:

1) megunumHckne paboTHMKK, paboTarlme B MEOULIMHCKON OpraHn3auum no COBMeCTUTENbCTBY (B Mpegenax
CBOel KoMMeTeHLmn);

2) MeguumHckne paboTHUKM CTaUMOHAPHbIX YYPEXAEHUN COLManbHOrO OBCNY>XMBaHUA U MCNpaBUTESbHbIX
yyYpexaeHun (He3aBUCMO OT BEAOMCTBEHHOW NPUHAANEXHOCTH);

3) MeguumHcKkMe paboTHMKM MEeOMUUHCKMX OpraHusauun, OKasbiBalLWMX MEAWMLMHCKYI0 MNOMOLWb B
CTauMOoHapHbIX YCroBUAX, B criyyae, npeaycMOTPEeHHOM NyHKTOM 29 HacTtoswero Nopsagka;

4) meguumnHcKne paboTHUKU MEAUMLMHCKUX OpraHm3auui, OKasbIBalOLUX MEPBUYHYID MEOMKO-CaHUTapHYHO
noMoLLlb, NOABEAOMCTBEHHbIX (befeparnbHbiM OpraHam UCMONHUTENbHON BRacTu UM opraHam MCNOMHUTENbHON
BnacTtu cybbektoB Poccuickon depepaumm:

a) rpaxgaHam, pacxogbl Ha 6ecnnaTHoe rnekapcTBeHHoe obecrneyeHue KOTOpbIX B COOTBETCTBUMM C
3akoHogaTenbcTBOM Poccuinckon ®egepaunmn NoKpbiBaOTCA 3a cHET CpeacTB denepanbHoro ooxkera;

0) WHbIM KaTeropusiM rpaxpgaH, pacxogbl Ha 6ecnnaTtHoe nekapcTBeHHoe obecnevyeHne KOTOpbIX B
COOTBETCTBMU C 3akoHodaTenbCcTBoM Poccunckon Pepepaumm MNOKpbIBaAOTCSA 3a CYET cpeactB OwoaxeToB
pasnmn4yHbIX YPOBHEW 1 06513aTENBHOr0 MEAULIMHCKOTO CTPaxoBaHUS;

5) HouBMAayarnbHble NpeanpuHUMaTenu, 3aHUMatLWmecs YacTHON MeOULMHCKOW NPAKTUKON N BKIKOYEHHbIE
B peecTp MeOULUHCKUX OpraHv3auni, OCYLLECTBNSILNX OEeATENbHOCTb B chepe 0683aTenbHOr0 MeamLMHCKOro
CTpaxoBaHUA.

36. He ponyckaeTcs BbINUCbIBaHWE peLENTOB Ha feKapCTBEHHble npenapatbl Ans fedYeHus rpaxagaH,
nmelwmnx npaso Ha 6GecnnaTHOe nonydyeHne neKkapCTBEHHbIX MpenapaTtoB WMAM MNOMy4YeHUe IeKapCTBEHHbIX
npenapaToB CO CKWAKOW, MEAULMHCKMMU paboTHMKaMW CaHaTOPHO-KYPOPTHbLIX OpraHv3auui, MeauuMHCKUMMU
paboTHMKaMN MEAMLMHCKMX OpraHn3auuni, oKa3biBaloWMX MeOQUUMHCKYIO MOMOLLb CTaLMOHapHO MU B YCNOBUSAX
OHEBHOro CTauuoHapa, 3a UCKITOYEHEM Criyyast, MpeayCMOTPEHHOro nyHkTom 29 HacTosdwero MNopsaka.

37. MNpw BbINUCbIBaHUWN PELIENTOB Ha fekapCTBeHHble npenapaThl ANS NeYEeHUs rpaxgaH, MMEeroLWmx npaso
Ha BecnnaTHOe Nony4yeHne NnekapCTBEHHbIX NPenapaToB UMM NOTyYeHne NeKapCTBEHHbIX NMpenapaToB CO CKUOKOM,
ykasblBaeTcs Homep TenedoHa, No KOTOpPOMYy pabOoOTHWMK anTeYyHOW opraHu3aumm npyv HeobxoaMMoCTM MOXET
cornacoBaTb C MEAMLUHCKMM pabOTHUKOM CMHOHMMUYECKYIO 3aMeHY NiekapCTBEHHOIO npenapara.

38. Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) n dpopmbl N 148-1/y-06 (1) peuenT BbiNMCbIBAeTCS
MeaUUMHCKUM paboTHMKOM B 3-X 3K3emnnspax, C ABYMS 3K3eMnnspamu KOToporo nauweHT obpaliaeTtcs B
anTeyHylo opraHusauuto.

39. HapkoTuyeckne 1 NCMxOTPONHble nekapcTBeHHbIe npenapatbl cnucka |l MNepeyHsa ans neyeHus rpaxaaH,
umelowmnx npaso Ha 6GecnnaTHoe MonydyeHMe IeKapCTBEHHbIX MpenapaToB MMM MNOMNYyYEeHUS feKapCTBEHHbIX
npenapaToB CO CKMAKOW, BbINMUCLIBAIOTCS Ha cneumanbHOM peuenTypHoM BrnaHke Ha HapkoTu4Yeckoe CpeacTBO U
MCUXOTPOMHOE BELLEeCTBO, K KOTOPOMY [OMOSIHUTENbHO BbIMMCLIBAIOTCA peuenTel B 3-X 3K3eMmnnsipax Ha
peuentypHoM 6naHke dopmbl N 148-1/y-04 () unn dopmbl N 148-1/y-06 (n).

40. lNcuxoTponHble nekapcTBeHHble npenapaTbl cnucka Il MepeyHs, nHble nekapcTBeHHble CcpeacTsa,
nognexaiimMe npegmeTHO-KONMYECTBEHHOMY Y4eTy, flekapCTBEHHble MnpenapaTbl, obnagatowme aHabonuyeckomn
aKTMBHOCTbIO, KOMOMHUPOBAHHbIE NEKAPCTBEHHbIE Mpenapartbl, yKasaHHble B NoAnyHKTe 4 nyHkTa 9 HacTosiero
nopsigka, npegHasHa4YeHHble AN NTIeYeHUs rpaxkaaH, MMeLWwmnx npaBo Ha GecnnaTtHoe NonyYyeHne NnekapcTBEHHbIX
npenapaToB WUnu NoslydeHne NeKapCTBEHHbBIX MpenapaToB CO CKMOKOW, BbIMUCHLIBAIOTCS Ha peuenTypHoMm GraHke N
148-1/y-88, K KOTOPOMY OOMONHUTENBLHO BLIMUCLIBAKOTCA pPeuenTbl B 3-X 3K3eMMsipax Ha peuenTypHoMm OnaHke
dopmbl N 148-1/y-04 (n) nnm coopmbl N 148-1/y-06 ().

Mpunoxexne N 1

K MNMopsigky HazHa4YeHWst U BbINUCLIBAHUS
nekapcTBEHHbIX Npenaparos,
YTBEPXKAEHHOMY MPUKA30M

MwuHagpasa Poccun

ot 20 pekabps 2012 r. N 1175H
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Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751
(pea. ot 02.12.2013)

"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

[okymeHT npegoctasneH KoHcynbTaHTlnoc

[ata coxpaHeHusi: 21.08.2015

MPEOEJIBHO AOMNYCTUMOE KOJIMYECTBO
OTAENbHBLIX HAPKOTUYECKNX N NCUXOTPOIMHBLIX JIEKAPCTBEHHbIX
MNPEMNAPATOB /14 BbINMMUCBIBAHNA HA OOVH PELENT

Unu gpyrve aHanoru
NPOOOIMKUTENBHOCTLIO AENCTBUS HE

N n/n | HaumeHoBaHMe HapKOTUYECKOrO U dopma Bbinycka 1 A03UpPOBKa KonuyecTtBo
NCUXOTPOMHOro NekapcTBEHHOIO
npenapaTta
1. bynpeHopdumH TabneTku ansa cybnvMHreanbHoro
npuema 200 mkr n 400 mkr 50 Tabn.
2. BynpeHopduH PacTtBop Ang Hbekuuii, amnynel, 30 amnyn unun
wnpuy-Todmkn 300 mkr/mn 1 mn LINpUY-TIOOMKOB
amnynbl 300 mMkr/mn 2 mn 15 amnyn
3. BbynpeHopdumH TpaHcoepmanbHas
TepaneBTMYeCcKas cMctema
35 mkr/y 20 nnacr.
52,5 mMkr/v 10 nnacT.
70 mKr/y 5 nnacr.
4, OurnpgpokogeuH (OIK KoHTuHyC) TabneTkn NpoNIOHIIMPOBaHHOIO
OeVicTBUS 4Na npMema BHYTPb
60 mr 40 Tabn.
90 mr 30 Tabn.
120 mr 20 Tabn.
5. MopdwuHa rugpoxnopug PactBop ans MHbeKunin, pacTeop
0N NOAKOXHOro BBEAEHUS amnyribl
10 Mre 1 mn 20 amnyn
6. OMHoroH PactBop 4119 NoaKOXHOro
BBeAeHus, amnynbl 1% n 2% no 1
M 20 amnyn
7. lMpomenon (TpymenepuanHa
rmgpoxrnopua) TabneTkv ons npvema BHYTpb 25 Mr 50 Tabn.
8. Mpomenon (TpymenepuanHa PactBop anst uHbekumn, amnynel 1 un
rmapoxnopug) 2% no 1 mn 20 amnyn
Wwnpuy-Tobukn 1 n 2% no 1 mn 20 wnpuu-TIobukoB
9. MopduHa cynbgat (MCT koHTUHYC | TabneTku u Kancynbl NPOASIEHHOro

AencTBus Ans npuema BHYTPb

meHee 12 yacos) 10 mr 160 Tabn.

30 mr 60 Tabn.

60 mr 20 Tabn.

100 mr 20 Tabn.

200 mr 20 Tabn.

10. Mpocunagon TabneTtkun anst 6ykkanbHOro npvema
10 mr n 20 mr 50 Tabn.
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Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751
(pea. ot 02.12.2013)
"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 21.08.2015

11. Mpocuaon PacTteop ansa uHbekumin, amnynosl 10
MrB 1 Mn 50 amnyn
12. deHTaHun TpaHcaoepmanbHas
TepaneBTM4eckas cuctema
12,5 mkr/uac 20 nnacr.
25 mkr/vac 20 nnacr.
50 mkr/vac 10 nnacr.
75 mkr/yac 10 nnacr.
100 mkr/uac 10 nnacr.
13. PeHTaHun TabneTkn noabA3bIYHbIE
0,1 mr; 0,2 wmr;
0,3 mr; 0,4 wr;
0,6 mr; 0,8 mr 50 TabneTtok
14, KogewH (kogenHa docdar) MopoLuok 0,2r
15. HaTpwus okcnbytupat Pacteop ans npuema BHyTpb 66,7%,
cupon ans npvema BHyTpb 5% 2 cpnakoHa
16. BbytopdaHon PacTtBop ans nHbekunin 2 mr/mn 1
M 20 amnyn
17. Han6yduH PactBop ans uHbLekumn
10 mr/mn 50 amnyn
20 mr/mn 25 amnyn

Mpunoxexune N 2

k Mopsigky Ha3Ha4YeHWsi U BbINUCLIBAHUS
neKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY MPMKa30M

MwuH3gpasa Poccun

ot 20 pekabps 2012 r. N 1175H

PEKOMEHOOBAHHOE KOJIMYECTBO
OTAENBbHbIX NEKAPCTBEHHbIX MPEMAPATOB [OJ1A BbINMNCLIBAHUA
HA OVH PELENT

N n/n HanmeHoBaHWe nekapCTBEHHOrO dopMma Bbinycka 1 A031poBKa KonunyectBo
npenapaTta
1. KombunHMpoBaHHbIE NEeKapCTBEHHbIE Bce nekapcTBeHHble hopMbl He bonee 0,2 1 <*>

npenapaTbl, cogepxaline kogeunH
(conu kopgevHa)

2. OdbeapuHa rugpoxnopua v apyrue MNopoLuok 06
conu acpegpuHa
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(pea. ot 02.12.2013) [okymeHT npegoctasneH KoHcynbTaHTlnoc

[ata coxpaHeHusi: 21.08.2015

"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

3. TeodenpuvH, TeodenpuH-H, Tabnetkn 30 Tabn.
Heo-TeodeapuH
4. ConytaH Pacteop 50 mn, 30 mn 1 cbnakoH
5. CnasmoBeparnruH, Tabnetkn 50 Tabn.
CnasmoBepanrmH-Heo
6. [pyrne kKoMBGMHNPOBaHHbIE Bce nekapcTtBeHHble hOopMbl 1 ynakoBka
neKapcTBEHHbIe Npenaparbl,
cogepxawme acpegpuHa
rMapoxnopua v nognexawme
nNpegMeTHO-KONMYECTBEHHOMY yYeTYy
7. KomMBuHMpoBaHHbIE NeKapCTBEHHbIE Bce nekapcTtBeHHble (hopMbl 1 ynakoBka
npenapaTbl, cogepxaiume
ncesgoadenpvHa rMapoxnopug u
noanexative
npegMeTHO-KONMYECTBEHHOMY YyYeETY
8. KnoHnauH Tabnetkn 0,075 mr; 0,15 mr 1 ynakoBka
PacTtBop ans nHbekumii 0,1 mr/mn 1 ynakoBka
Kannw rnasHble 0,125%, 0,25%, 5 TioOuK-KanenbHuL,
0,5% pacrteop
9. AHabonunyeckme ropmMoHbi: Bce nekapcTBeHHble hopMbl 1 ynakoBka
MeTaHgpocTeHonoH, OkcaHapOosoH
Petabonun, HaHgponoH,
®eHobonun, CunabonuH u gpyrue
10. | KoMBuHUpOBaHHbIE NeKapCTBEHHbIE Bce nekapcTtBeHHble (hopMbl 1 ynakoBka
npenapaTbl, COAepXxaLime
dheHunnponaHonamMmuH u
noanexatiue
npegMeTHO-KONMYECTBEHHOMY yYeTy
11. deHobapbuTan Tabnetkn 50 mr, 100 mr 30 TabneTtok
12. BeH3obapbuTan Tabnetkn 50 mr, 100 mr 1 ynakoBka
13. MpumuaoH Tabnetkn 125 wmr, 250 mr 1 ynakoBka

<*> [pu BbINUCbLIBAHUM U OTMYCKE NEKapCTBEHHOTO NpenapaTta, Coaep)KaLlero conm KogevHa, NpousBoguTcs
nepecyeT Ha KofeuH OCHOBaHWE.

MpunoxexHne N 3

K Mopsgky Ha3Ha4YeHUs 1 BbINMUCbIBAHUS
NeKapCTBEHHBIX NMpenaparos,
YTBEPXKAEHHOMY MPUKA30M

KoHcynbTtanTllntoc
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Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751
(pea. ot 02.12.2013)
"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 21.08.2015

MwH3pgpasa Poccun
ot 20 pekabps 2012 r. N 1175H

CnpaBo4HO

JOMYCTUMBIE K MCMNOJIbSOBAHUIO PELIEMNTYPHBLIE COKPALLEHNA

CokpaleHne lMonHoe HanncaHue MepeBog
aa ana no, MOPOBHY
ac.acid. acidum KMcnoTa
amp. ampulla amnyrna
ag. aqua BOAa
ag. destill. agua destillata AUCTUNNMPOBaHHas BOAa
but. butyrum macno (TBepaoe)
comp., cps compositus (a, um) CIOXHbI
D. Da (Detur, Dentur) Bblgan (nycTb BblgaHo, NycTb bygeT
BblaHo)
D.S. Da, Signa Bblgan, 0603Haub
Detur, Signetur MycTb ByneT BblAaHo, 0603HAYEHO
D.t.d. Da (Dentur) tales doses Beigan (MycTtb 6yayT BblgaHbl)
Takve [o3bl
Dil. dilutus pas3BefeHHbIN
div.in p.aeq. divide in partes aequales pasgenu Ha paBHble YacTu
extr. extractum OKCTPAKT, BbITAXKa
f. fiat (fiant) MycTb 06pasyeTtca (obpasyroTcs)
gtt. qutta, guttae Kanns, kannm
inf. infusum HacToun
in amp. in ampullis B amnynax
in tabl. in tab(u)lettis B TabneTkax
lin. linimentum Xngkast Mmasb
liq. liquor XNOKOCTb
m. pil. massa pilularum nunonbHaa macca
M. Misce, Misceatur Cwmewan (Myctb 6ygeT cmeluaHo)
N. numero Yymncrnom
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Mpuka3 MuHsgpasa Poccum o1 20.12.2012 N 11751

(pea. ot 02.12.2013)

"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 21.08.2015

ol.
past.

Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.
Rp.
Rep.
rhiz.

S.

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

Vitr.

MUHMCTEPCTBO 3OPAaBOOXPAaHEHUS
Poccurickon demepauum

oleum

pasta

pilula
partes aequales

praecipitatus

pulvis

guantum satis

radix
Recipe
Repete, Repetatur
rhizoma

Signa, Signetur

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

vitrum

Macrno (>kugkoe)
nacta
nunons
paBHble YacTu

OcaxneHHbln

MopoLuok

Ckonbko noTpebyeTcsi, CKONbKO
Hapgo

KOpeHb
Bosbmu
MoeTopu (MycTb GygeT NnoBTOPEHO)
KOpHeBMULLE

O603Haub ([ycTb OyoeT
0603Ha4eHo)

cemsi
npocTtomn
cupon
pacTtBop
cBeva
TabneTka
HacTonKa
Ma3sb

CKIAHKa

Mpunoxexne N 2
K npukasy Munagpasa Poccum
ot 20 pekabpst 2012 r. N 1175H

PELENTYPHbINA BNAHK

Konm dopmer mo OKYI 3108805
MeIMUMHCKAS OOKYMEHTAaLMA

KoHcynbTtanTllntoc
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[okymeHT npegoctasneH KoHcynbTaHTlnoc

(pea. ot 02.12.2013) -
"O6 yTBEpXAEHUM NopsiAKa Ha3HaYeHWs! U BbINUCbIBAHUS Neka... Hata coxpatetus: 21.08.2015

HammeHoBaHMe (mTaMil) dopma N 148-1/y-88
MEIMIIMHCKOM OpTaHMU3alumn YTBEepXIeHa MNPUKa30M
MyYHMCTEPCTBa 3IOPaBOOXPAaHEHUI

Poccumickom denmepauum
or 20 pmexabps 2012 r. N 1175

D000 0000

PEOEIT

(maTa BBHINIMCKM pelernTa)

(B3pOCJBM, IOEeTCKMUM — HYXHOE NOINUEPKHYTH)

®.M.0. maumeHTa

(IIOJIHOCTHIO)
BospactT
Anpec mnm N MeIMUMHCKOM KapTH aMOyJIaTOPHOT'O IHNalLMeHTa
(ncTopmuM pas3BUTHA pebOeHKa)

®./M.0. Jyeuamero Bpauda

(IIOJIHOCTHLIO)
Py6 Kon Rp
[loanuch M JIMUYHAS [I€YaTh
Jedalero Bpada M.II.

Peuent mericrBuTeJieH B TeueHue 10 mHeM

PELENTYPHbIW BJTAHK <*>

MUHMCTEpPCTBO 30PaBOOXPAaHEHUHA Kon dopmer mo OKY]
Poccurickon demepauum Kon yupexnenmsa no OKIIO
MemuumMHCKadad HOOKYMEHTAaLUA
HauMeHOBaHMe (mTamil) dopma N 107-1/y
MeIMUMHCKOM OpTaHM3alumn YTBepXIeHa IIPMKa30M

MyHMCTEepCTBa 3OPaBOOXPAaHEHUS
Poccurickon demepalum
or 20 mexabpsa 2012 r. N 1175

PEIENT
(B3pPOCIBIN, IOEeTCKMM — HYXHOE IIOOUEPKHYTH)
"_" 2 O_ .
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®.M.0. maumeHTa

BoszpacrTt

®./.0. Jyeuamero Bpauda

lNognmce M JMUHAA [IedaThb
Jjleuamero Bpada

PellenT IOeVCTBUTEJIEH B TeueHue 2 MecAdluesB,

(HEeHYXHOEe 3aUYepKHYTh)

1 roma (

)

(ykazsaTb KOJMUECTBO MECHLEB)

<*> - agnd  peuenTypHbIX OnaHKoB, WM3roTOBNSAEMbIX W MOSHOCTLIO 3arofIHAEMbIX C WCMOJfIb30BAHUEM
KOMMNbOTEPHbIX TEXHONOrM, BBOAATCSA AOMOSNHUTENbHbIE PEKBU3UTDI (Homep n (MHM) CepMﬂ) n Mecto anqa

HaHeCeHund WTpux-koaa.

PELENTYPHbIW BITAHK

MMHMCTEPCTBO 3IPaBOOXPAaHEHMS
Poccurickon demepaumm

ITamn
Kon
MeIULMHCKOM OopTaHu3alumn

YTBEPXIEHA
nprukKasoM MyHMCTEepCTBa 3OPAaBOOXPAaHEHUI

Poccuiickon demepaumm
or 20 gmexabps 2012 . N 1175

Kon ¢opmer mo OKYI 3108805
dopma N 148-1/y-04 ()

Kon Kon McTouHnk % onnartsbl: Koa nekapCTBeHHOro
KaTeropu | HO30MOrM4YecKom dUHAHCUPOBaHUS: (nogo4epKHyTb) cpencTea (3anonHsieTcs B
" dopmbl (o (nogyepkHyTh) anTeyHon opraHusaLmm)
rpaxaaH MKB-10)
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1. ®enepanbHbIi 1. BecnnaTtHo

2. CybbekT Poccuinckon | 2. 50%

denepaumn
S|{S|S|L|L|LJ| . |L /|3 MyHuumnanoHbln
PEIEIT Cepusa N JaTa BHIIUCKM: 20 .
®.M.0. naumeHTa IaTa poxmeHMS
CHUNC
N nonuca
obsAzaTensbHoro
MeOULMHCKOro
CTpaxoBaHuA:
Anmpec miay N MEeOMIUMHCKOM KapTH amMOyJIaTOPHOTO
nanuueHTa
(ncTopmuM pas3BUTHA pebOeHKa)
®./M.0. Jyeuamero Bpauda
Py6. | Kom. | Rp:
5 i O
\ \ ST 0= T leeeoant \
(koI Jeuyamero Bpauda)
M.II.

[lognmce ¥ JIMYHAaAsA [IedaTh Jiedallero Bpada

PeuenT nemcrTBUTeJeH B TeueHue 5 nHem, 10 nuem, 1 Mecsaua, 3 MecsdleB

(HEeHYXHOe 3aUYepKHYTh)

—————————— (BamoyHAeTCsa CHeuMajJMCTOM alTeYHOM OpIraHM3aluM)

OTnyweHo no peuenTy: ToproBoe HanmMeHOBaHWe 1 JO3UPOBKa:
Oarta otnycka: "__" 20 r. KonnyectBo:
MpuroTtoBun: Mposepun: OtnycTun:

(NMHWA oTpbiBa)
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Kopeluok peuenTypHoro 6naHka

HavnmeHoBaHWe nekapcTBEHHOro npenapara:

[oaupoBka:

Cnocob npumeHeHus:
MpogomKknTenbHOCTb nHen
KonnyecTtBo NpuemMoB B A€Hb: pas
Ha 1 npuem: en.

PELIENTYPHbIW BNIAHK

MMHMCTepCTBO 30PaBOOXPaHEHMA

Poccurickon demepaumn MECTO HOJIA HNTPUX-KOOA

MenmumHCKasa OopraHM3aumsda

YTBEPXIEHA
nprkasoM MyHMCTEepCTBa 30PaBOOXPAaHEHUS
Poccurickon demepalum
or 20 gmexabps 2012 . N 1175

MTaMm
Kon OI'PH
Kon ¢opmer mo OKYI 3108805
dopma N 148-1/y-06 (J1)
Kon Kon VICTOUYHUK QUHAHCU-— % omylaTe U3 |Penent
KaTeTIopuM Haz30JIOTUUEeCKOMU poBaHMA: MCTOUHMUKA OeICTBUTE—
rpaxnaH GOPMEL 1) denmepanbHeElM OIOOXET |dMHAHCUPOBA- [JIeH B Teue-—
(mo MKB-10) 2) OwnmxeT cybbekTa HUS : Hmue 5 nHewn,
Poccurickon demepauum [1) 100% 10 nmuemn,
3) MYHMLIUIIAJbHBI 2) 50% 1 mecsua, 3
BrIxeT (HyxHOe mnonm- |MecHaleB
(HyXHOEe MOOUYEepPKHYTh) UEepKHYThH) (HyXHOE
IoOuepK—
HYTh)
PEOEIT Cepusa N oT
o.1.0.
naumMeHTa
IaTa CHUIJIC
POXIeHus

N nonmca o6g3aTeJIbHOTO
MeIVMUIMHCKOI'O

CTpaxoBaHUA

N MeIMLUMHCKOWM KapTheL aMGynaTopHoro IIaluMmMeHTa (MCTOpMH PasBuUTMA peGeHKa)
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®./1.0. ;euamero Bpada

Konm meuamero Bpaua

BemncaHo: (3anosnHaeTcs CreuMaJmucTOM alTedHOU
opTraHu3alumm)
OTnymeHoO O peLenTy:
Rp: IaTa oTnycka
Kon siexapCTBEHHOI'O
npernapara
D.t.d. ToproBoe HaVMMeHOBaHME
Jo3upoBka
KosmmuecTBO enmHMil
Signa KonmuecTBO
[lognmce Jiedalmero Bpada Ha ofOmyn cymmy
M JM4YHaA [edaTh Jledalero Bpada
M.II
——————————————————————————— (IMHMSA OTPHIBA) —————————————————————————
Kopewox PELEIITA Cepusa N oT
Crnoco® MNprMeHeHWU4d:
[IpOOOIIXNTEJIEHOCTD OHeM HauMeHOBaHMe JIEKAPCTBEHHOTI'O
KonmuecTBO NpPMEMOB B HOEHBb: pas npemnapara:
Ha 1 npuewm: ern. Ho3MpoOBKa :
MpunoxexHne N 3
K npukasy MuHsapasa Poccumn
o1 20 gekabpsa 2012 r. N 1175H
NOPAAOOK

O®OPMJIEHUA PELUENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbBIE NMPENAPATDI,
MX YYETA U XPAHEHUA

I. OdpopmneHmne peLenTypHbIX 6naHkoB

1. Ha peuenTypHbix 6naHkax cdopmbl N 107-1/y, HE UMEOLLUX HOMEP U (MNK) CepUo, MECTO Afsl HAHECEHMS
wrpux-koaa, N 148-1/y-88, N 148-1/y-04(n1) u N 148-1/y-06(n) B NeBoM BepxHeM Yriny npocTaBnseTcs LTamn
MeOMUMHCKOW OpraHM3aunmy ¢ yka3aHMem ee HanmeHoBaHus, agpeca v Tenedoxa.

JdononHutensHO Ha peuenTypHbiXx 6naHkax dopmbl N 107-1/y, nmetowmx Homep 1 (Unu) cepmio, MecTo Ans
HaHeceHus wTpux-koga, N 148-1/y-04(n) n N 148-1/y-06(n) npocTaBnsaeTcs KO4 MeAMLUHCKON OpraHn3auumn.

Cepusa peuentypHoro 6nanka dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BkMoYaeT ko cybbekTa
Poccuiickonn ®depgepaumn, COOTBETCTBYHOLWMN ABYM nepBbiM uUndpam ObLepoccuinckoro knaccmudukaropa
00BEKTOB agMUHUCTPaTUBHO-TeppuTOopransHoro genexHus (OKATO).

2. Ha peuenTypHbix 6naHkax, OQOpPMISEMbIX WHAMBMAYyaNbHbIMW MNpeanpuHMMaTEnsaMu, KMeLWnuMm
MNMUEH3NI0 Ha MEAMUMHCKYI0 [AeATeNnbHOCTb, B BEPXHEM IeBOM Yriy TunorpaddCkMum crnocobom wnm nytem
NpOCTaBMeHns LWwTamna AoSKeH ObiTb ykasaH agpec Bpada, HOMep M JaTta NUUeH3MU, HauMeHOBaHWe opraHa
rocy4apCTBEHHOWN BracTu, BbiAABLLETO NIULIEH3NIO.

3. PeuentypHble GnaHkm copm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHsawTCA Bpa4vom
pa3bopyMBO, YETKO, YEPHUTAMW UMW LLIAPUKOBOW PYYKON.
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4. fonyckaetca ohopMIieHne BCeX PEKBU3UTOB peLenTypHbix 6naHkoB ¢gopmbl N 107-1/y, umetromnx Homep
n (Mnn) cepuio, MECTo ANs HaHeceHus WTpux-koga n popmel N 148-1/y-06(n1) ¢ ncnonb3oBaHMEM KOMMbIOTEPHbIX
TexHonorum, a Takke odopmreHue peuenTypHbix 6naHkoB ¢opmbl N 148-1/y-88 n cdopmbl N 107-1/y (He
UMELLNX HOMEp M (Unu) cepuo, MECTO ANA HaHeCeHUs LITpUX-Koda) C WMCMONb30BaHWEM KOMMbHOTEPHbIX
TEXHOMOrMIM, 3a WcknoveHnem rpadbl "Rp" (HanmeHoBaHMEe feKapCTBEHHOro Mpenaparta, ero [[o3upoBKa,
KONM4eCcTBO, CMNOCO0 1 NPOJOMKUTENBHOCTE NPUMEHEHWST).

5. OdbopmnieHne peuenTypHbix G6raHkoB dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06 (n) BKNtovaeT B
cebs undpoBoe KogUpPOBaHME.

LindppoBoe koanpoBaHMe ykasaHHbIX peLenTypHbIX Gr1aHKOB BKIoYaeT B cebs:

1) KOO MeAVLUMHCKOM opraHu3aumm B cOOTBETCTBUM C OCHOBHbLIM rOCYOAPCTBEHHBIM PErnCTPaLUOHHBIM
Homepowm (OIMPH), npocTtaBnsembin Npy U3roTOBMEHUM peLenTypHbIX 6naHKoB;

2) kog kaTeropuu rpaxaaH (SSS), mmelowmx NpaBo Ha NOMy4YeHME IeKapCTBEHHbIX MNpenapaToB B
cooTBeTCTBMM CcO cTaTben 6.1 PepepanbHoro 3akoHa ot 17 wona 1999 r. N 178-®3 "O rocygapCTBeHHON
coumanbHon nomowmn" <1>, n kog Hoszonornyeckon opmbl (LLLLL) no MKB-10, 3anonHsemsble nevyawmm Bpayvom
nyTem 3aHeceHust Kaxxaon umdpbl B MyCTble SYENKU, NPU 9TOM TOYKa NPOCTaBMNSETCS B OTAENBHOMN SYENKe;

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

3) oTMeTKa 06 UCTOYHUMKE bMHaHcupoBaHusa (denepanbHbin GogkeT [1], OlogkeT cybbekta Poccuinckon
®epepaumn [2], myHuumnaneHbii OomkeT [3]) M npoueHTe onnatel peuenta (becnnatHo [1], 50% [2]),
ocyuiectBnsemas MeaMLMHCKUM paboTHUKOM;

4) KoA MeauMuMHCKOro paboTHMKa YyKasbliBaeTCd MeaMUMHCKMM  paboTHUMKOM B COOTBETCTBMM C
YCTaHOBMEHHbIM OpraHOM MCMOMNHWUTENbHOW Bnactn cybbekta Poccunckon Pepepauum B obnactn oxpaHbl
3[0pOBbs rpaXgaH NepeyHeM KoOOB MEAMUMHCKMX pabOoTHMKOB, UMELLMX NPaBO Ha BbIMUCKY JeKapCTBEHHbIX
npenapaTos;

5) kog NekapCTBEHHOro npenapaTa, MPOCTaBMseMbI B anNTe4YHON OpraHu3aumm npyu oTnycke nekapcTBEHHbIX
npenapaTos, BbIMMCaHHbIX Ha peuenTypHbix 6naHkax popmbl N 148-1/y-04(n) n popmbl N 148-1/y-06(n).

6. B peuentypHbix GnaHkax copmbl N 148-1/y-88, N 107-1/y, cdopmbl N 148-1/y-04(n) n copmbl N
148-1/y-06(n) (nanee - peuenTypHble 6naHkn) B rpacpax "®.N.0. naumeHTa" ykasbiBatoTCA NOMHOCTLIO hamunus,
UMS 1 OTYECTBO NaLMeHTa.

7. B peuentypHbix 6naHkax cdopmbl N 148-1/y-88 n cdopmbl N 107-1/y B rpade "Bospact” ykasbiBaeTcs
KONMMYEeCTBO MOJIHbIX NET NauMeHTa.

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) n cdopmbl N 148-1/y-06(n) B rpacpe "data poxageHus"
yka3blBaeTCs Aata poXaeHus nauueHTa (4mcno, Mmecsu, rog).

8. B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) un cdopmbl N 148-1/y-06(n) B rpadax "CHUIIC" n "N
nonvca o006a3aTenbHOr0 MEAMUUHCKOro CTpaxoBaHUS" yKasbiBalOTCS CTPaxoBOW HOMEpP WHAMBUAYaNbHOro
NUUEBOro cyeTa rpaxgaHuHa B [leHcuoHHom doHae Poccuiickon Pepepauum (CHWUIIC) m Homep nonwuca
065a3aTenbHOr0 MEAMLIMHCKOro CTpaxoBaHus.

9. B peuentypHbix 6naHkax dopmbl N 148-1/y-88, cdopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B
rpadpe "Agpec unn N MeguLMHCKON KapTbl aMOynaTopHOro naumeHTa (Mctopum passutusa pebeHka)" ykasbiBaeTcs
agpec unn Homep MeaNLMHCKOW KapTbl amMOynaTopHOro nauumeHTa (Mcrtopun pa3sutust pebeHka).

10. B rpade "®.1.0. nevauwlero Bpaya" peuenTypHbiX GNaHKOB yKa3blBalOTCHA MOMHOCTbIO haMunus, ums,
OTYECTBO MEAMLMHCKOro paboTHMKa, MMEIOLLLEro NpaBo Ha3HaYeHUs 1 BbINUCbIBAHWSA NIEKAPCTBEHHBLIX NPenapaTos.

11. B rpadbe "Rp" peuenTypHbIx 6r1aHKOB yka3biBaeTCs:

1) Ha NaTUHCKOM £A3blkeé HAaUMEHOBaHME fEeKapCTBEHHOro npenapara (MexgyHapogHoe HenaTeHTOBaHHOe
Unu rpynnMpoBoYHOe, NMbo Toproeoe), ero JO3MPOBKa;

2) Ha pyCCKOM WX PYCCKOM U HaLMOHanbHOM si3blkax Crocod NpyMeHeHus fiekapcTBEHHOro npenapara.

12. 3anpelaeTcs orpaHnyYnBaTbCa obLWMMM yKasaHUsIMU, Hanpumep, "BHyTpeHHee", "13BecTHO".

Paspelwaiotcs TOMbKO MpUHATbIE MNpaBunamMy  CokpalleHust 0003HayeHuin; TBepAable W Cbinydne
dapmaueBTmMyeckme cybctaHumm BeinuceiBatoTes B rpammax (0,001; 0,5; 1,0), xunakue - B MunnunuTpax, rpammax
N Kannsx.

13. PeuenT, BbINMCaHHbIA Ha peuenTypHOM OnaHke, MOANUCLIBAETCS MEOULMHCKMM paboTHUKOM W
3aBepPSIETCA €ro NIMYHON NeyaTbHo.

JononHWTenbHO peuenT, BbIMMCAHHLIM Ha peuenTypHoMm 6naHke d¢opmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) u dpopmbl N 148-1/y-06(n), 3aBepsieTca neyaTbio MeaULMHCKOW opraHusauun "[ns peuenTtos".

14. Ha opgHom peuentypHom 6GnaHke copmbl N 148-1/y-88, copmbl N 148-1/y-04(n) n dopmbl N
148-1/y-06(n) paspelsaeTcsl BbINMUCbIBaTb TOJNIbKO OAHO HaMMEHOBaHWE JFIEKAapCTBEHHOro npenaparta; Ha O4HOM
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peuentypHoM 6naHke dopmbl N 107-1/y - He Gonee Tpex HaMMeHOBaHUN NeKkapCTBEHHbIX NPenapaToB.

15. VicnpaBneHusa B peLenTe, BbINMCaHHOM Ha peuenTypHOM BnaHke, He JOnycKaloTCs.

16. Cpok OencTBus peLienTta, BbIMUCAHHOIO Ha peuenTypHom 6GnaHke cdopmbl N 148-1/y-88 (10 aHen),
dopmbl N 107-1/y (2 mecsaua, go 1 roga), dopmbl N 148-1/y-04(n) n dpopmbl N 148-1/y-06(n) (5 aHen, 10 gHen, 1
mecsd, 3 Mecsaua) ykasbiBaeTCcs MyTeM 3a4epPKUBaHUS UM NOAYEPKUBAHNS.

17. Ha obopoTHoM cTOpoHe peuenTypHoro 6naHka d¢opmbl N 107-1/y (3a ucknoveHMeM peuenTypHOro
GraHka, MOMHOCTBLI 3arofiHAEMOro C WCMONb30BaHMEM KOMMbIOTEPHBIX TEXHOMOMMI), peuenTypHoro 6naHka
dopmbl N 148-1/y-88 n chopmbl N 148-1/y-06(n) nevataeTca Tabnuua cneayoLero coaepxaHus:

MpurotoBun Mposepun Otnyctun

18. MNpu BbINMCKe NekapCTBEHHOrO NpenapaTa no peLueHnto BpadebHon komncenm Ha obopoTe peLenTypHOro
6naHka dpopmbl N 148-1/y-04(n) n dbopmbl N 148-1/y-06(n) ctaBuTCa cneunansHas oTMeTKa (Ltamn).

19. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n1) BHU3Y nmeeTca NUHWSA
OTpbIBa, pasgenstowas peuenTypHbIn 6naHK 1 KopeLlok.

Kopeluok oT peuenTa, BbIMMCAHHOrO Ha yKa3aHHOM peuenTypHOM GnaHke, BblAaeTcs nauveHTy (nuuy, ero
npeacTaBnsioWeMy) B anTEYHOW OpraHn3auumn, Ha KopeLuke genaeTcs OTMeTKa O HaMMeHOBaHUW NeKapCTBEHHOro
npenapaTa, [AO3MPOBKe, KonunyecTBe, crnocobe npuMEHEeHWs, W OH oOcTaeTca Yy nauueHta (nuua, ero
npeacTaBnsaoLWEero).

20. OcbopmneHne cneumanbHOro peuenTypHOro 6naHka Ha HapKOTUYecKoe CPeACcTBO M MCUXOTPOMHOe
BELLeCTBO OCYLLECTBNAETCA B COOTBETCTBUM C npuka3oM MwuHucTepcTBa 34paBooxpaHeHust Poccuickon
depepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBepxaeHMn bopMbl GNaHKOB PeELIENTOB, COAepXKalMX Ha3Ha4YeHne
HapKOTUYECKNX CPEACTB MM NCUXOTPOMHbIX BELLECTB, Nopsaka UX U3roTOBMEHWs, pacnpeaeneHns, permctpaunu,
yyeTa n XpaHeHus, a Takke npasun oopmMmneHns”.

[I. YueT peuentypHbix 6naHkoB

21. Ydet peuentypHbix 6navkos ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), nsrotaBnuBaembIx
Tunorpadpckum cnocobom (ganee - peuenTypHble BnaHkW, nognexaiwime ydeTy), OCYLLECTBRSETCS B >XypHanax
yyeTa, NPOHYMEePOBaHHbIX, NPOLLUHYPOBAHHbLIX W CKPenfeHHbIX NOANUCHI0 PYKOBOAMTENS M nevaTbio MeguLMHCKON
opraHuMsauMm WnuM MNOAMNUCLI0 WHAMBMAYANbHOrO MPeAnpUHUMATENs, WMEIOLEro JULEH3NI0 Ha MEAULMHCKYIO
AeATenNbHOCTb.

22. XKypHan y4yeTa peuenTtypHbix 6naHkoB copmbl N 107-1/y cogepxuT criegytoLime rpadbl:

1) Homep No NopsaaKy;

2) B pasgene "lMpuxoa™

a) gaTta permctpaumm npMxogHoro AOKYMEHTa;

©) HOMep 1 gaTa NPMXO4HOr0 AOKYMEHTA, Ha3BaHMe NOCTaBLLMKa;

B) obLuee KONMYeCTBO NOCTYMNMBLUUX peLenTypHbIX GraHKOB;

r) ®.M.0. n nognnucb OTBETCTBEHHOrO MeAULMHCKOro paboTHWKa, Nomny4yvBLUEro peuenTypHble 6maHku oT
NnoCTaBLLMKa;

3) B pa3gene "Pacxoa™

a) AaTa BblAauv peuenTypHbIX 6N1aHKoB;

6) KONM4ecTBO BblAaHHbIX peLenTypHbIX 6raHKoB;

B) ®.1.0. 0TBETCTBEHHOrO MEANLIMHCKOrO paboTHUKA, MONYyYMBLLErO peLenTypHble bnaHku;

r) NoANUCb OTBETCTBEHHOIO MeAMLUMHCKOro paboTHMKa, NOMyYMBLLErO peLenTypHble 6rnaHku;

4) ®.1.0. n noanncb OTBETCTBEHHOrO MEANLIMHCKOro paboTHUKa, BblAaBLUEro peLlenTypHble 6naHkuy;

5) ocTaTok peLenTypHbIX Br1aHKOB.

23. XKypHan yuyeta peuentypHbix 6rnaHkoB copm N 148-1/y-88 n N 148-1/y-04(n) copepxuT cnegyowime
rpadbl:

1) HOMep No NopsaaKy;

2) B pasgene "lMpuxog™:

a) AaTta permctpaumm npMxogHoro AOKYMEHTa;

6) HomMep 1 gaTa NPMXOAHOro AOKYMEHTa, Ha3BaHWe MOCTaBLLMKa;

B) obLuee KONMYeCcTBO NOCTYMNMBLUNX peLenTypHbIX 6raHKoB;
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r) cepmm 1 Homepa peuenTypHbiX 6NaHKoB;

A) KONU4ecTBO peuenTypHbIX 6GNaHKOB MO cepusM;

n) ©.1.0. n noanuCb OTBETCTBEHHOrO MeAULMHCKOro paboTHMKa, NOny4yMBLUEro peuentypHble BnaHku oT
NOCTaBLUUKa;

3) B pa3gene "Pacxoa™

a) AaTa Bblgauyun peLenTypHbIX 6NaHKoB;

0) cepuun 1 HoMepa BblAaHHbIX peLenTypHbIX 6naHKoB;

B) KONMMYECTBO BblAAHHbIX pPeLenTypHbIX 6naHKoB;

r) ®.1.0. oTBETCTBEHHOrO MEQULIMHCKOTO paboTHMKa, NOMy4YMBLUErO peLenTypHble BnaHkuy;

A) NoAnuCb OTBETCTBEHHOIO MEAULIMHCKOIO paboTHMKa, NONYyYMBLLETO peuenTypHble GriaHKy;

4) ®.1.0. n noanmcbk OTBETCTBEHHOIO MEAULMHCKOrO paboTHUKA, BblAABLUErO peLenTypHble BnaHku;

5) octaTok peuenTypHbIx 6r1aHKOB.

24. YyeT cneumanbHbiX peuenTypHbiX G6MaHKOB Ha HapKoTUYecKkoe CPeACTBO U MCUMXOTPOMNHOE BELLEeCTBO
OCYLLECTBMSIETCS B COOTBETCTBMM C npuka3dom MuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon depepaumm ot 1
asrycta 2012 r. N 541 "O6 yTtBepxaeHum opMbl GNaHKOB peLenToB, coAepXallumx Ha3HavYeHUne HapKOTUYECKUX
CPEACTB WM MNCUXOTPOMHBLIX BELECTB, MOPsiAKA WX W3rOTOBMNEHWs, pacnpederneHvs, perucrpauuun, ydeta wu
XpaHeHus, a Takke npasun ogopmreHmsa”.

[ll. XpaHeHue peuenTypHbIX 6naHkoB

25. B kaxxgon MeguumMHCKON OopraHusaumn npyukasoM pyKoBOAMTENst Ha3HadaeTcs Nuuo, OTBETCTBEHHOE 3a
XpaHeHne n y4eT BCEX BUAOB peuenTypHbiX 6naHKoB.

26. PeuenTypHble ©OnaHku, nognexawine y4veTy, XPaHSATCS OTBETCTBEHHbIM JIMLOM, Ha3HaAYEeHHbIM
pyKOBOAMTENEM MELMLMHCKON OpraHn3aumu, No4 3aMKOM B MeTannmMyeckom Lwkady (cende) nnum Mmetaniamyeckom
ALLNKE.

27. \nguBnayanbHbld npeanpuHuUMaTtens, MMEKLWMA NULEH3NI0 Ha MEOULUHCKYI0 OEATENbHOCTb, XpaHuT
peuenTypHble BnaHku, noanexawime yyeTy, Nog 3aMKOM B MeTannmMyeckom wkady (cende) unu metannmy4eckom
ALLMKe.

28. TlocTosiHHO [JeWcTBylOLWAs KOMWUCCUSl, CO3daBaeMass B MEAMLMHCKOW oOpraHusauuu, npoBepsieT
COCTOSIHME XpaHEeHWsi, ydeTa, PakTUYECKOE Hanmyine u pacxod peuenTypHbix GraHKoB, noanexawmnx yyeTy, OavH
pa3 B kBapTarn.

B cnyyae HecoBnageHUs1 KHWKHOTO ocTaTka peuenTypHbIX OnaHKoB, NMOANEXawmx yyeTy, ¢ aKTU4EeCKUM
HanMYMeM InMUO, OTBETCTBEHHOE 3a XpaHeHWe W Yy4eT peuenTypHbiXx OnaHKkoB, HECET OTBETCTBEHHOCTb,
npeayCcMOTPEHHYH0 3akoHoAaTenbcTBoM Poccuiickon ®epepauuun.

29. PeuentypHble 6naHku, nognexaiwime yveTy, BblOalOTCA MeAULMHCKMM paboTHMKaM, MMeLWnM npaBo
BbINWCbIBAHUSA PEeLEenToB, N0 PacnopsiKEHUIO IMaBHOMO Bpava Unun ero 3aMmectuTens.

lMony4yeHHble peuenTypHble 6naHkWM, noanexawme ydyeTy, XPaHAaATCa MeguuMHCKUMUM paboTHMkamu B
nomeLleHusx, obecnevmBaroLLmnx NX COXPaHHOCTb.

30. XpaHeHue cneumanbHbIX peuenTypHbix 6naHKkoB Ha HapKOTUYECKOEe CPeACTBO U NCUMXOTPOMHOE
BELLECTBO M Bbldaya YKa3aHHbIX PeLenTypHbiXx 6naHKkoB MeAuUMHCKOMY paboTHUKY OCYLLECTBRSETCA B
COOTBETCTBMM C npukasom MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®epepaumm ot 1 asrycta 2012 r. N 54H
"O6 yTBepxaeHUn popmbl OnaHKOB pPeELLENTOB, COAEpXaluMxX Ha3HayeHue HapKOTUYECKUX CPeacTB  wnu
MCUXOTPOMHbIX BELLECTB, NMOpsAKa UX U3roTOBIEHMS, pacnpefeneHunsl, permctpauun, yd4eta n XpaHeHusl, a TaKkke
npasun ocbopmMmneHuns”.
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